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M3UCKBAHUA HA H30K
NMPU U3NABAHE HA NPOTOKONU NPU NPOBEXAOAHE HA JIEMEHUE
HA TEXXKA NEPCUCTUPALLIA ANNEPTUYHA ACTMA C OMALIZUMAB
N TEXXKA PE®PAKTEPHA EO3UMHO®UITHA ACTMA
C MEPOLIZUMAB, BENRALIZUMAB UITU DUPILUMAB

. PE0 3A 3ABEPABAHE HA MPOTOKONMWUTE MNPU NEYEHWE HA TEXKA NEPCUCTWUPALLA
ANEPTMYHA ACTMA C OMALIZUMAB

- [NpoTokonu 3a 3ano4BaHe Ha TepanuaTa W 3a MbPBO NPOALMMKEHWe Ha TepanusTa (cnes 16-Ta cegmuua) ce wspaeart oT
_ CneuuanucTy ¢ KoaoBe Ha cneuwanHocTu: 02 — KnuHuyHa anepronorna v 19 — nuesmonorusa v dTusuarpus, padoteum no
poroeop ¢ H30K.
poTokonuM 3a BTOPO W CneaBawlo MPOALMKEHME Ha Tepanuata Ce M3[jaeart OT cneunanucTute, OCbLUeCTBABALIMW
aucnaHcepHoTo Habnioaerne Ha 301 (¢ kogose Ha cneunanHocTu: 02 — knuHuYHa anepronorua unu 19 — nHesmonorus 1
_ ¢husmatpus, pabotewwm no forosop ¢ H30K).

MpoTokonu 3a 3ano4YsaHe Ha Tepanusa
MpoTokonu 3a MbpPBO NpoAbIMKeHWe Ha TepanuaTa cnea 16-Ta ceamuua

= [lonbnHeHu u nognucaqu npunoxexue 1A n 16

Cneynanuct, CKmio4un .| * MeaMuMHCKa [OOKYMEHTAUMsi C NPUIOKEHW BCWYKM  Heobxoaumu
Aorosop ¢ H30K nokasaTenu W U3cneaBaHus No NPUNoXeHue 2
= ‘[lpoToKOn 3a npeanuceaHe Ha nekapcrea, 3annawanm ot H30K/P30K" —

06p. M3 H30K

/

Komucus no un.78, 1.2 , 3aBepKa Ha NpoToKona
o1 330 B LIY Ha H30K B P30K

MpoTokonu 3a NpogbKaBaHe Ha TepanusaTa

*‘Mporokon 3a npeanuceaHe  Ha
CNeunanucT, CKNoYmMn nekapcTea, sannataqu or H3OK/P30K" — 3aBepka Ha npoTokona
poroeop ¢ H30K 06p. M3 H30K B P30K

r

A

Il. OBLLUWY NONOXEHWA

1. 301N nognaea nogroTeeHuTe gokymeHTu B P30K no HacTosiwma cu agpec. [lokyMeHTUTe BKMOYBaT:

1.1 3asaenenue 4o [Oupektopa Ha P30K.

1.2 MonbnHeHu u noanucany npunoxeHns 1A u 1B6. lNonbnear ce No CLOTBETHATA TOYKA U Ce npunara oTpaseHaTa B
unchpoB UHAEKC MeAULMHCKa AOKYMEHTaLMS, YAOCTOBEPSABALLA BCEKW EAVH OT KpuTepuuTe.

1.3 MbnHUAT Habop u3cneaBaHus (PU3MKANHW, MHCTPYMEHTaNHW U nabopaTopHu), OTPa3eH B NpUNoxeHue 2.

1.4 “MpoTokon 3a npegnucBaHe Ha nekapcTea, sannawadu or H30OK/P30K™ — 06p. M3-H30K, nspaaeH ot nekaps
cneunanuct, paboTtew no aorosop ¢ H30K.

1.6 Jexknapauus 2a uHcpopMmupaHo cbkrnacue no obpasey (npunoxexue 3)
2. P30K npuema fokymMeHTUTE No To4ka 1 crnea cnpaBka OTHOCHO 3APaBHOOCUTYpUTenHua crtatyc Ha 30I1.
3. MbpBUAT NPOTOKON ce M3gaBsa 3a cpok oT 112 gHu (16 ceamuum). CnegBawmTe NPOTOKONK Ce U3AaBaT 3a nepuoa
no 180 gaHw\.
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. PEQA 3A 3ABEPABAHE HA TMPOTOKONWTE NPU NEYEHWE HA TEXKA PE®PAKTEPHA
EO3UHO®UNHA ACTMA C MEPOLIZUMAB, BENRALIZUMAB WU DUPILUMAB

[MpoToKoN®T 3a 3ano4BaHe Ha NEeYeHWeTO M Ha BCekn 12-TM Mecel ce u3hasa OT CheuWanucT ¢ Koa Ha cneuwanHocT: 02 —
KNWHWYHa anepronorusa unu 19 — nynmonorus — nanenHuten va CUMI no gorosop ¢ H30K unu oT cneuvanusvpaHa KoMucus
B cnegHuTe ne4ebHun 3asenenns 3a GonHnyaHa nomows: MBAJIBEE Ceeta Codms — Cocbusa, YMBAJT ,Anekcangpoecka“ Codoums,
MEBAI BMA Codpus, YMBAT [O-p I'. CtpaHcku® MNneeeH, YMBAJ ,Ceeta MapuHa“ BapHa, YMBAJI ,Ceetu "eopru” lMNnoeaus,
cnea koeto ce pasrnexaat B Komucuata no yun. 78, 1. 2 ot 330 B LIY Ha H3OK. lNpoTokonu 3a npogbmxaBaHe Ha Ne4YeHneTo
Ha Bceku 6-TM mecel ce usgaBaTt OT CMeuuanucT No KNWHWYHA anepronorus WnKu Nynmonorus — uanbnuuten Ha CUMIM no
porosop ¢ H30K, cnep koeTo ce 3aeepssat B P30K.

[poTokonu 3a 3ano4YBaHe Ha TepanuaTa
I'!pomnonu 3a npoabiKaBaHe Ha TepanuATa Ha BCEKU 12 meceua

= [lonbnHeHn n nognucanu npunoxeHna 1B Aifrunn 1A n 1E mnn 19X n 13

* MeOMUMHCKA OOKYMEHTALMA C NPUINOXKEHW BCUYKM HeoDXoauMMK nokasatenu u
n3cnenBaHus No NpUNoxeHue 2
/ = ‘TipoTOKON 32 NpefnucBaHe Ha nekapcTtea, 3annawavu ot H30K/P30K" — obp. M3

CNeumnanucT, CKNioYun
poroeop ¢ H30K

h 4

H30K
cneunanuanpaHa
KOMUCHSA - 8EOHBX Ha » " PelleHune Ha cneuynanuanpaHa KOMUCHS C ICHA MEAULIMHCKA MOTUBALMSA
eceku 12 meceya (3adbvmkumenHo ce ombensaaea nurnca Ha U3KmyYeawu Kpumepuu) - 6e0HBLX Ha 8CeKU

/ 12 meceua
= ‘T[IpoToKon 3a npeanuceaHe Ha nekapcTtea, 3annawadu ot H30K/P30K” — obp. M3-

Komucus no un. 78, 1. At

201330 B LY Ha

H3O0K - sedHbx Ha »| 3aBepka Ha

eceku 12 meceua npotokona B P30K

MpoTokonu 3a npoabrpKkaBaHe Ha TepanuATa

cneunanucT, CKMYun _ = ‘lpoTokon 3a npeanuceaHe Ha nekapcTea, | 3aBepka Ha
porosop ¢ H30K 3annawanu oT H30K/P30K" — 06p. M3 H30K npotokona B P30K

IV. OB NONOXXEHWA
1. 30N nogaBa nogroTBeHMTe AokymeHTu B P30OK no HacToswus cu agpec. [JOKyMeHTUTe BK/IKOYBAT:

1.1 3asBnexue go [upextopa Ha P30OK.

1.2 MNonbnHexn 1 nognucanu npunoxexuus 1B u 17 unu 1 v 1E unm 1XK 1 13. Monbnear ce no cbOTBETHATa TOYKa U ce
npunara oTpaseHara B UMPOB UHOEKC MEMLIMHCKA JOKYMEHTaUuWs, yA0CTOBEPABALLA BCEKM €A1H OT KpUuTepuuTe.

1.3 MbaHuaT Habop uacneasaHus (hbr3nKanHn, UHCTPYMEHTaNHW 1 nabopaTopHu), 0TpaseH B NpUNoXeHue 2.

1.4 “MpoTokon 3a npeanvMcBaHe Ha nekapcTea, 3annawanu ot H30K/P30K” — o6p. M3-H3OK, napanen ot nekaps
cneuvanucT WK OT cneuuranuanpara komucus B nevebHo 3aBegexue 3a GonHu4Ha nomol, paboTelyo no gorosop ¢ H30K.

1.5. PeweHue Ha cneyuanuanpaHa KOMUCKA OT nevebHo 3aBeaeHne — nansnHuTen Ha AmGynatopHa npoueaypa Ne 38
,OnpeaensiHe Ha nnaH Ha Ne4eHne W NpocneansaHe Ha TepaneBTUYHUS OTFOBOP NPW NaUMEHTW, NONyYaBaluM CKbNOCTPYBaLLM
neKkapcTBeHW NPOAYKTY Mo peaa Ha 4n.78, an.2 330" - 6n. M3-H30K Ne13. Pewenue ce nsgasa Ha Bceku 12-meceyeH nepuog,.

1.6 Jeknapauus 3a uHgopmupaHo cberiacue no obpasey (npunoxexue 3)

2. P30K npuema noKyMeHTUTE NO ToYKa 1 cnep cnpaBka OTHOCHO 3paBHoOOCUrypuTenHus ctatyc Ha 30J1.

3. ONKUcaHMAT NbNEeH KOMMNMEKT AOKYMEHTU Ce M3UCKBA B CRy4auTe, NPWM KOMTO € yKa3aHa HeoGXoAMMOCT OT pelueHue
Ha cneuuanusupaHa komucua u Komucus 3a excneptuau B LY Ha H30K.

4. [TbpBUAT U BCEKU crieaBally NpOTOKON ce u3gaear 3a nepuop ao 180 gHwn.

B
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MNPUNOXEHUE 1A

JINCT 3A OMNPEOENAHE HA KPUTEPUMUTE NPU NPOBEXOAHE HA JIEYEHUE HA BOJTHU C TEXKA
NEPCUCTUPALLIA ANEPTUYHA ACTMA C OMALIZUMAB

[Vwe: [erw [ [ [ [ [ [ [ [ [ []

3abenexka: meduyuHckama OokymeHmauus, ydocmosepssalya 6Ceku Om Kpumepuume € MocoveHa C yugpa & UuHOeKC U
3a0LmKUMenHo Npudpyxasa HaCMOAWOMO MPUOXeHUe

A. KPUTEPUMU 3a 3anouBaHe Ha MbPBH KYPC (3a4BLIDKUTENTHO € HaNUW4YNeTo Ha BCUYKM KpUTEPUM)

Ne | MKB J45.0
[okazaHa GpoHXManHa acTMa 1 U3KIYBaHE Ha NPUAPYXaBallM CbCTOAHMA, KOUTO MoraT Aa Hanogobasat
S aeraa - °
| Texxa actma no onpegenexueto Ha ATS/ERS:
1. acTMa, KOAITO Ce HYXXAae 3a NOCTUraHe Ha KOHTPOI OT:
a. BUCOKW 10311 MHXanaTopHu kopTukocTepouau (no GINA, suk Tabnuua 1)
b. BTOpYM KOHTPONUpaL meaukameHT (AOBA/ OAMA /NTA/ Teodunun)
C. WK CUCTEMHM KOPTUKOCTEPOMAK NPe3 6 unu noseye MeceLn oT nocnejHaTa roavHa
2. acTMa, KOAITO OCTaBa HEKOHTPONUPaHa BLIPEKN NPABUIHO NPUEMaAHOTO U NOCTOAHHO CNasBaHo npes
nocnenHuTe 3-4 meceua neveHne ot 4-5 ctbnka crnoped GINA:
a. BUCOKM 403U MHXanaTopHu kopTukocTepouan (no GINA, swx Tabnuua 1)
b. BTOpK KoHTponupaly meaukameHT (AOBA/ AOMA/ NTTA/ Teochunut)
C. WUNW CUCTEMHM KOPTUKOCTEPOUAW Npe3 6 unu Noseye Meceuu oT nocneaHara roavHa
Texka HEKOHTpONWpaHa acTMma, OfnpedeneHa Ype3 Hanuuve Ha NoHe ABe OT Ku3bpoewuTe cnopeq,
onpepgenexuneTo Ha ATS/ERS: *
a. now KoHTpon Ha nposeuTe Ha Bonecrta (pesyntat ot Asthma control test (ACT) < 20 npes
nocneaHuTe 3 Meceua) >’
3 b. 4ecTn Texku M3oCTpAHWUA Ha 3abonABaHETO (2 UNK NoBeYe Kypca CMCTEMHU KopTWKocTepouau >3
[OHW BCeKu B NpegxofHaTa roguHa)
C. CEpMO3HM U30CTPAHMA Ha BonecTTa (NOHe eaHa XocnuTanu3auusi, NPecTol B WHTEH3UBHO
OTAENEHWe UNM MEXaHYHa BEHTUNALMSA B NpeaxoaHaTa roamHa)
d. HapyLueHue B GenoapobHaTta dyHkuMs (PEO1<60%) °

Xocnutanusaumsi WM NOCeleHMe B CheleH LUeHTbP nopaau Tekka ek3auepbauws npes

4
nocneaxute 6 meceua ~
5 PepyuupaHa GenogpobHa dyHKuuAa — dopcupaH ekcnupatopeH obem (PEO1)<60% ot
npeasuaeHus '
AnepruyHa actma npu Hanwyue Ha
6 . MOMOXMTENeH KOXeH TecT wunu nonoxuTeneH in vitro Tect (cneunduyHn cepyMHn IgE) Kbm
LIenoroguLlHn aneprequ ) 5
b. Hanu4Ke Ha KIMHWYHO 3HaYMMa CeHCUBUIM3aUMna KbM LeNOoroauiliHM aneprequn
7 BUMCOKO HUBO Ha o6wmTe cepymuu IgE>30 1U/mI °
8 MpumeM Ha BWCOKa [HeBHAa [03a MHXanaToOpHM KopTuKocTepougm (cnobpasHo GINA u
Gbnzapckus HauuoHaneH KOHCeHcyc)
9 Nunca Ha u3kniouBaLLY KpuTepun no . B °©

10 | [oBpa HxanaTopHa TexHMKa ¥ CbTPYAHM4ECTBO Ha nauvenTa °

' enukpuaa ¢ Homep Ha M3 oT cneuvanuavpaHo neueBHO 3aseAeHne, A0KA3BALLM HanuuMe Ha cumnTomy, obpaTuma BpoHxuanHa oBCTpyKLWS,
nunca Ha NpUAPYXaBaluu CBCTOSHWA, KOUTO MOraT Aa HanoAobsBaT acTma, CTeneH Ha CbTPYAHWHECTBO W WHXanaTopHa TeXHWKa Ha nauyueHTa
cnopeg anroputbMa Ha GINA 2019 Dificult-to-treat severe asthma in adolescent and adult patients. Diagnosis and managemen

2 enunkpu3a ¢ Homep Ha N3/amBynaTtoper NUCT NN MeAWUMHCKN AOKYMEHT, YAOCTOBEPABALLM NPOBEAEHOTO BONHWYHO NEYeHne NPecToil B 3BEHO
33 WHTEH3UBHO NeYeHue, W3BbPLUBAHE HA MEXaHM4YHa BEHTUNAUMA WNW OCBLLUECTBEHO CMELUHO nocelleHwe, nonbnHeHa Tabnuua 2 ot
npunoXxeHue 2

® noAneyaTaHo 1 3aBePeHe KONUe Ha Ll OT NPOBEAEHO (YHKLMOHANHO U3CNEABAHE HA AULIAHETO

“ NPUNOXEHO NOANEYATaHO 1 3aBEPEHO KOMUE OT U3CNeABaHe B anepronoruuHa/knuHnHa naéoparopus

® opuruHanHa naGopaTopHa GnaHka Un NOANEYaTaHO W 3aBEPEHO Konue

oTpasfBa ce B MeAMUWNHCKaTa AOKYMEHTALUMA U Ce yAOCTOBEPSBA CE C NOANUC HA CNELMAnUCTa B NPUNoXeHwe 1 Ha HacTOALUMTE UUCKBAHNA
noanucaHa u nojnevyaraHa oT cneynanucra BnaHka 3a u3BbpLUBaHE Ha TecTa

6
7
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NMPUNOXEHWUE 1A

B. KPUTEPWUU 3a npoabmkaBaHe Ha TepanuATa (3agbfMKUTENHO € HaNnM4YMeTo Ha BCUUYKKU KPUTEPUHM)

HamansiBaHe Ha TeXecTTa Ha KNMWHWYHATa CUMNTOMAaTWKa MO OTHOLUEHWE Ha :
= OHEeBHW CUMMNTOMMW 1
1 | =  HOWHW CMMNTOMMU b
= HamaneHa Wnv NWNCBalLa eXeaHeBHa HykKaa OT Gbp3oaeicTBaLM B2 arOHUCTH |
= pesyntar oT ACT>20 *

3

 HamansizaHe Ha 403aTa HA CUCTEMHATA KOPTUKOCTEPOWAHA Tepanus '

' MNunca Ha ek3auep6auny u XOCNMTANW3aLUNK Npe3 nocneaHuTe 3 meceua "
' I'!ogpﬁpena 6enoppobHa dyHKUMA :

| Tunca Ha CTPaHWYHK edPeKkT 1 U3KNIYBaLYM KpuTepumn no 1.8 §

G (N

' CUMATOMMUTE WM AHEBHUTE HYXAW OT Gbp3ojedcTBaliM P2-arOHUCTM M CUCTEMHW KOPTUKOCTEPOMAM Ce onuceaT B amBynaTopHUA SIUCT;
3aABLMKUTENHO Ce npunara # amBynaTopHUs NUCT OT Nperneaa Ha 16-Ta CeAMMUA OT 3ano4BaHe Ha NEYeHWeTo, NonbiHeHa Tabnuua 2 ot
npUnoXeHue 2 -

? NoaneyaTaHo 1 3aBEPEHO KONWe Ha ML 33 YHKLMOHANHO U3CNEABAHE Ha ANLUAHETO

° OTpa3sBa Ce B MEAWUMHCKATa AOKYMEHTAUWs W Ce YAOCTOBEPSBA Ce C NOANMC Ha cneuuanucta B npunoxexue 1A u 1B Ha HacToswuTe
W3MCKBAHWA '

* nopnucaHa u noagnevataxa ot cneyuvanucra 6naHka 3a n3BLPLUIBAHE Ha TecTa

B. U3KITKOYBALLW KPUTEPUMN

1. BpeMeHHOCT W KbpMeHe

2. lluya nog 6 rogvwHa Bb3pacT

3. CuctemMHu aBTOMMYHHM 3abonsBanus

4. XunepumyHornodynuH E cunapom

5. YepeaeHa yepHoapobHa u 6u6peyHa dyHkuus (npunara ce nacnenBaHe Ha ypes, KpeaTuHUH U TpaHcamuHasm)
6. Jlunca Ha noenusiBaHe cneg 16-cegMuU4HO nevyexHne

7. TioTIOHONYLWEeHe

OTroBaps Ha KPUTEPUUTE 33 NEYeHUe ¢ B AHeBHa go3a

» 4

*

¥
w M3NCKBAHWA HA H30K MPW NEYEHWE HA TEXXKA ACTMA B M3BbHBONHUYHATA MNOMOLL



NMPUNOXEHUE 1B

NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHME HA BOJIHM C TEXKA
NEPCUCTUPALLA ANEPTUYHA ACTMA C OMALIZUMAB

| Uwe: eri[ | [ [ [ [ [ [ [ |
3abenexka: mpunoXxeHuemo ce nonbaga om creyuanucma, ocblwecmssesaw, HabmodeHuemo Ha 3071
W3XOOHA OLIEHKA
HAYANO HA NEYEHUETO ®EO1
DOATA:
ExenHeBHa Hyxaa oT Gbp3aojeiicTealin B, - aroHUCTY
Ek3auepbauuv (6poii CnewwHn BU3UTK U XocnuTanusauum 3a 6 meceua)
Hosa/Heobxoaumoct ot CKC
Nosza NKC
OLIEHKA HA 16-TA CEOMWULIA OLEHKA
PATA; ®EO1
Hamanena unu nunceawa exegHeBHa Hyxaa ot Obp3ogeicTeawm P -
aroHUCTN

Ek3auepBauuu (Gpoii cnelHn BU3UTH 1 xocnuTanuaauum aa 6 meceua)

Dosa/Heo6xogumocT ot CKC

Hoza UKC

Ha Ga3aTa Ha cpaBHUTENHA OLUEHKa Ha BCEKW NoKa3aTen, cneuvanucta oopMsa oueHka
3a edbeKT No NpUNoXeHaTa ckana.

Jlewyeruemo npodbikaga caMo NpuU OUeHKa ,,0mauYyeH omaoeop”.

OLIEHKA HA BCEKW 6 MECELIA

OATA:
OLEHKA
OEO1
Hamanexa nnu nuncealla exegHeBHa HyxAa oT Obp3ogencTeaym B; -
aroHUCTH

EkzauepGaunn (Opoii cnewwHn BU3UTK U xocnuTanusauum 3a 6 meceua)

Hosa/Heobxoaumoct ot CKC

Hoza MKC

Ha Gazata Ha CpaBHWTENHA OUEHKa Ha BCEKU noKasaTen, cneuuanucta oopms OLeHka 3a
edeKT No NnpunoxeHara ckana.
lNleveHuemo npodbKasa caMo Npu OYeHKa ,omauYeH omzogop”.

Ckara 3a oueHKa Ha TepanesTu4HaTa ePeKTMBHOCT
OTNMYEH OTFOBOP  MbIIHO MOBMUABAHE Ha BCUYKM NOKasaTenu U kputepuuTe no Touka b Ha npunoxexne 1A

yMepeH 0TroBop _' NOBMUABAHE Ha BCUYKM UMW OTAENHM NoKasaTenu no Touka b Ha npunoxenune 1A 8
 CpaBHEHWe C M3XoAHaTa OLeHKa, HO NWMCa Ha NBIHO NOBNUsiBaHe

nouw oTroBop nunceart NpoMeHn B nokasarenute
BrnouwiaBaHe
OTTOBapH Ha KpUuTepuuTe 3a nevyeHue C B AHEeBHA O03a
NMOOMWUC HA CNELMANMMCTA . ... eeeaeanas
6
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NPUNOXEHUE 1B

JINCT 3A ONPEAENAHE HA KPUTEPUWUTE NPU NPOBEXOAHE HA NEYEHWE HA BOMTHA
C TEXXKA PE®PAKTEPHA EO3UHO®UITHA ACTMA C MEPOLIZUMAB

Ume: ‘ ErH | ] ] [ ! | | | [ I

3abenexka: MeduyuHckama OoKymeHmauus, ydocmosepssalya 6CeKu Oom Kpumepuume € [ocoYeHa ¢ uugpa 8 uHoekc u
3a0BLIKUMENTHO NPUdPyXaea HaCMOAULOMO NPUNOXeHUEe

A. KP-HTEPMM 3a 3ano4BaHe Ha MbPBU KypC (3aABMKUTENHO € HAaNMYMeTo Ha BCUYKU KpUTEPUK)

Ne | MKB J45.0, J45.1

HokazaHa OGpoHxManHa acTMa W W3KMKYBAHE Ha NPUAPYKABALUM CbCTOAHMA, KOUTO Morat Aaa
Hanogobsasar actma % °
Texka acTMa no onpegenenuneto Ha ATS/ERS:
1. acTMa, KOSITO Ce HyXXAae 3a NOCTUraHe Ha KOHTPOn OT:

a. BUCOKW 03W MHXanaTopHu koptukocTepouau (no GINA, sk Tabnuua 1)

b. BTOpY kOHTponupawy megukamenT (OOBA/ OOMA /MTA/ Teocdunun)

C. WA CUCTEMHM KOPTMKOCTEpOUAK Npe3 6 unu NoeBeye Meceun OT NocneaHaTa roamHa
2. acTMa, KOSITO OCTaBa HEKOHTPOMMpPaHa BLNPEKM NPABWNHO NPUEMAHOTO W MOCTOSHHO CrasBaHo

npes nocnegHute 3-4 mecela neveHue ot 4-5 ctenka cnopes GINA:

a. BUCOKM 03K MHXanaTopHu koptukocTepouau (no GINA, sux Tabnuua 1)

b. BTOpW KOHTponupaly meaukameHT (AOBA/ AOMA/ NTTA/ Teothunuu)

C. W/MNN CUCTEMHM KOPTUKOCTEpOUAK Npe3 6 unu noeeye MeceLu OT nocnegHaTa roavHa
TexKa HEKOHTpOnupaHa acTMma, ONpejeneHa 4pes Hanvyue Ha noHe ABe OT u3bpoeHuTe cnopef
onpeaenenneTo Ha ATS/ERS:

a. now KoHTpon Ha nposieuTe Ha BonectTa (pesyntar ot Asthma control test (ACT) < 20 npes
T — nocneghHuTte 3 meceua)
3 b. 4YecTn Texkn M3oCTpsHMA Ha 3abonaBaHeTo (2 UNW NOBEYE Kypca CUCTEMHW KOPTUKOCTEpOWAM
>3 AHW BCEKM B NpeaxoaHaTa roavHa) =
¢. 2 1 cepuosHu n3ocTpsHus Ha BonectTa B nNpeaxogHarTa roavHa (XocnuTanusauus, npecTon B
MHTEH3UBHO OTAENEHNE UMK MEXaHWNYHA BEHTUNALMS) | o
d. Hapylwenue B GenoapobHaTta dyHkuus PEO1<60% °

[Be u noBeye ekzauepbauu, Hanarawm npuem Ha CKC npes nocneghuuTe 12 mMeceua i
NMepudbepHa eosunodunus 2 0.3x10°/n *

XOCNUTaNU3auMs WMNW MOCEWeHWe B CheweH LEHTbp nopaau Texka eksauepbauus npes
nocnegHuTe 6 Meceua > °

Peayuupana 6enoapobHa dyHKumnsA — dopcupaH ekcnupaTopeH obem (PEO1) < 60% -

lMpuem Ha BuCOKa gHEBHa [03a MHXANaTOPHM KOPTMKOCTEpouAM (8ux mabmuyama, cbobpasHo
ATS/ERS/GINA u bbizapckusi HauuoHaneH Korcexcyc) >

| NMunca Ha uskmoysawm kputepum no 7. B °

10 ' NoBpa UHXanaTopHa TexHuka U CbTPYAHUYECTBO Ha NaLMeHTa ~

.25

| 00 ([N ;M O

. e :

enukpusa/v c Homep Ha W3, jokasBalyn Hanuyme Ha cumnTomu, obpatuma GporxuanHa oDCTPYKUUA, NWnca Ha NpUApPYXasBallW CbCTORHUS,
KOWTO MOraT Aa Hanojo0sBaT acTMma, CTeNeH Ha CLTPYAHUYECTBO U WHXANAaTopHa TeXHWKa Ha nauueHTa cnoped anroputbma Ha GINA 2019
Dificult-to-treat severe asthma in adolescent and adult patients. Diagnosis and management

A enukpusa ¢ Homep Ha WU3/ambynatopeH nUCT wnu MEANLNHCKK AOKYMEHT, YAOCTOBEPABALLWN NPOBEAEHOTO BONHUYHO NEYeHne, NPecToi B 3BEHO
33 WHTEH3UBHO nNeveHWe, W3BLPLUBAHE Ha MEXaHW4YHa BEHTWNAuMA WNM OCBLIECTBEHO CMEWHO nocelwjedne, nonbnHexa Tabnuua 2 ot
npunoxeHue 2 :
? NoAneyaTaHo u 3aBepeHo Konue Ha il OT NpoBeAeHo PYHKUWOHANHO N3CNeABaHe Ha JULLIaHeTo

opuruHanHa nabopaTtopHa Gnaxka nnn NoAnNeYaTaHo n 3aBepeHo Konue

0Tpa3sBa Ce B MejuuuHCKaTa AOKYMEHTauus 1 Ce YAOCTOBEpsBa ce C MOoAnMca Ha cneuvanucta B npunoxernusa 1B n 1T Ha HacToAwmTe
U3UCKBaHWUA

noAnucaHa u nogneyarada oT cneyuanucTta 6naHka 3a u3BLpPLUBAHE Ha TecTa

Fad
w M3NCKBAHWA HA H3OK NMPU NEYEHWE HA TEXKKA ACTMA B U3BBHBEONMHWUYHATA NOMOLL



NPUNOXEHUE 1B

B. KPUTEPWUM 3a npoabnkaBaHe Ha TepPanuAaTa (3aAb/MKMTENHO € HAaNUYUeTO Ha BCUYKN KPUTEPUHK)

HamansiBaHe Ha TeXecTTa Ha KNWHW4YHaTa CUMNTOMaTVKa NO OTHOLUEHWE Ha !
= QHEBHW CUMNTOMW A
1 | =  HOWHW CUMNTOMK e
= HamaneHa Wnu NUNCcBalla exeaHeBHa Hyxaa oT GbpaoaeiicTealm Bz- aroHncTy he
- = pesynrtar ot ACT>20 ?

;-ﬁéﬂp'W% no-manko eksauep6auun, Hanarawm CKC B nocnegHuTe 12 Meceua cnep Ha4anoTo Ha
neuenuero '**

3 | KNMHWMYHO 3HA4YMMO HamaneHue Ha opanHute CKC npwu 3ana3BaHe Ha KOHTpona Ha BonecTra ?

Moaobpena GenoapobHa dyHKums 3

e 7
5 | Nlunca Ha cTpaHuyHu edpekTi 1 M3KNIoYBaLLM KpuTepum no 7.8

33/ bIKUTENHO Ce Npunara i ambynaTopHUa NUCT OT NPerneaa Ha 12-Tu Mecel OT 3an04BaHe Ha NeveHueTo

* amBynaTopeH NUCT OT Npernej npy CneunanucT ¢ 0TpaseHa eqekTUBHOCT NO NokasaTenu OT NPUNaraHoTo NeYeHne, NonknHeHa Tabnuua 2 oT
npunoxeHue 2
3 NOANEYaTaHo U 3aBEPEHO KONWE Ha (UL 33 DYHKUNOHANHO U3CNeABaHe Ha ANLLAHETO
a YAOCTOBEpPSBA CE C NOANMCA Ha cneunanucTa B npunoxerne 1B n 117 Ha HacTOALNTE N3NCKBAHWA
NOAMMCaHa W NOANEYaTaHa oT cneunanucTa 6narqka 3a 3BbPLUBAHE HA TeCTa

B. U3KNKOYBALLWN KPUTEPUA

1. BpeMeHHOCT U KbpMmeHe
2. Nvua nopg, 18 roguwHa Bb3pacT
3. Exzauepbauus Ha actmaTa
4. CuMCTEeMHM aBTOMMYHHW 3abonaBaHuA
5. YBpeieHa yepHoapobHa n 6b6pedyHa (yHKuMs (Npunara ce uacneasaHe Ha ypes, KpeaTuHUH N TpaHcamvHaaw)
6. TioTIOHONYLWeHe

OTtrosaps Ha Kpurepﬁnn 3a neveHune ¢ B AHEeBHa Ao3a

NnOANKUC HAa CNEeLUMANMCTA: ...

Fai
w M3NCKBAHWA HA H3OK MNPU NEYEHKME HA TEXKA ACTMA B M3BBHBONHUYHATA NOMOLL



NPUNOXEHWE 1I"

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA JIEYEHWUE HA BOJTHU C TEXKA
PE®PAKTEPHA EO3UHO®UINNHA ACTMA C MEPOLIZUMAB

[we: [eri] | [ [ [ [ [ [ [ [ |

3abenexka: NpuoXeHUemMo ce nombga om crneyuanucma, ocbulecmessauwl HabnwdeHuemo Ha 3071

HAYANO HA NEYEHUETO W3XOAOHA OLEHKA
OATA:

®EO1

ExxegHeBHa Hyxaa oT ObpaogeicTeatun Bz - aroHucTn

Ex3auepbauuu (6poi cnetuHn BU3UTK W XxocnuTanuaauuu 3a 6 meceua)

Oosza CKC

[osza NKC

Bpow Ha nepucbepHuTe eoznHouny = 0.3x10°/n

OLEHKA

SEO1

HamaneHa unu nunceala exxegHeBHa HyXaa oT ObpaogeincTeawm Bz
- aroHuCTH

OLIEHKA HA BCEKM 6 Eksauepbauun (bpoi cnewiHu BU3UTK 1 XocnuTanuaauun 3a 6

meceua)
MECELA [Hosa CKC
OATA:

Dosa UKC

HamanseaHe 6pos Ha nepudhepruTe eosuHodunm < 0.3x1 0°/n

Ha Ga3aTa Ha CpaBHUTENHA OLEHKA HA BCEKM NOKa3aTen CNeLmanitcTa ohopms oLeHka 3a edexT
NO NPWNOXKEHaTa ckana.
Jleyeruemo npodbaxaea caMo Npu OUeHKa ,0mauyeH omzoeop”.

Ha 6azaTa Ha cpaBHUTenHa OLIE‘HK_B.H'E BCEeKMW NnokasaTen cneuunanvicra opopms oLeHKa 3a edpeKkT Nno NnpunoXeHaTa ckana.
NeyeHuneTo NpoABLMKaBa CaMo NpPU OLUEHKa ,,0TNNYeH oTroBop”.

Ckana 3a OLeHKa Ha TepaneBTUYHATA e(PeKTUBHOCT

OTNNYEH OTroBOP. NbMHO NOBNUABaHE Ha BCUYKW NoKasaTtenw v kputepuute no 7. b Ha npunoxexune 17
yMepéE'O';TdB_o'b ~ MOBNUABaHEe Ha BCUYKM UMW OTAENHW nokasatenu no T. b Ha npunoxeHwe 1 B cpaBHeHne c
o ' M3XoOHaTa OLeHKa, HO MUMca Ha MbNHO NoBMUABaHe
now oTroBop : NUNCBAT NPOMEHW B NnokasaTtenure
OTroBaps Ha KpUTEPUUTE 33 NeYeHue ¢ B AHeBHa 0o3a

noannUC Ha CNeUManMCTa: ...............oiiiiiiinininieiaans

::,,:*
b U3NCKBAHWA HA H3OK MPW NEYEHWE HA TEXXKA ACTMA B U3BBbHBOIHUYHATA NMOMOLL,




NPUNOXEHWE 11

NUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEHEHUE HA BOJTHU
C TEXXKA PE®OPAKTEPHA EO3UHO®UITHA ACTMA C BENRALIZUMAB

[ we: [eri] [ [ [ 1 [ [ [ [ ||

3abenexka: Meduyunckama OoKyMeHmauus, ydocmoeepsealya 6ceku Om  Kpumepuume e nocoveHa cC yucppa 8 UHOEKC U
3adBLIIKUMENHO NPUdpyXasa HacMoAUOMO NPUIoKeHUe

A._' KPUTEPWM 3a 3ano4BaHe Ha NbPBM KYPC (3aABIMKMTENHO € HANMYMeTo Ha BCUYKK KpUTEPUU)

Ne | MKE J45.0, J45.1
1 - | DokaszaHa 6pouxuanua acTMa W U3KMKYBaHe Ha npuapyXasalym CbCTOAHWA, KOWTO MoraT Aa
| Hanopobseat actma '
Texka acTma no onpepnenexdueTo Ha ATS/ERS:
1. acTMa, KOATO Ce Hy)X/Aae 3a NOCTUraHe Ha KOHTPOr OT:
a. BUCOKW 403U MHXanaTopHK kopTukocTeponau (no GINA, ek Tabnuua 1)
b. BTOpM KOHTpONMpaLy meaukameHT (AABA/ OOMA /NTA/ TeodunuH)
€. W/MNK CUCTEMHW KOPTVUKOCTEPOUAK Npes 6 unu noseye Meceun OT nocneaHaTa roavHa
2. acTMa, KOATO OCTaBa HeKOHTPONUpaHa BLMpekyu NPaBufHO NPUEMAEHOTO U MOCTOAHHO CnasBaHo
npes nocneguute 3-4 meceua nedveHue ot 4-5 crenka cnopeq GINA:
a. BUCOKM [03M MHXanaTopHu koptukocTepouan (no GINA, eux tabnuua 1)
b. BTopM KoHTponupawy meaukameHT (OBA/ AOMA/ NITA/ TeounitH)
C. /WMWK CUCTEMHM KOPTMKOCTEpOMUAaK npea 6 unu noseye Meceuu oT nocnegHara roamHa
TexKa HeKOHTpONWpaHa acTMa, OnpefeneHa 4pes Hanuyue Ha noHe ase oT uabpoeHute crmopes
onpepenexueTo Ha ATS/ERS:
a. Mol KOHTpPon Ha nposeuTe Ha Bonectta (pesyntat ot Asthma control test (ACT) < 20 npes
nocnegHuTe 3 mecela) s
3 b. yecTu TexKM U30CTPAHUA Ha 3860]’15'!BEH9T0 (2 unn noBeue Kypca CUCTEMHMW KOPTUKOCTEPOUAM
>3 [JHW BCEKWU B NPeAXOAHaTa roauHa) 1
c. 2 1 cepuo3Hu n3ocTpaHua Ha BonecTTa B NPeAxoAHaTa ropuHa (xocnuTanuaaums, NpecTon B
WHTEH3NBHO OTAENEHNE UMY MEXaHUYHA BeHTUNaUMs) = = °
d. HapyweHue B BenogpobHaTta yHkuma ®PEO1 <60% °

[Be u noBeue exzauepbaum, Hanarawm npuem Ha CKC npes nocnegnuTte 12 meceua %id8
MepudepHa eoanHodmnus = 0.3x10°/n *

Xocnutanusauua WNU noceulleHWe B CreweH UeHTbp nopagu Texka EK3aLl,Bp68L|MFI npes3
nocnegHute 6 Mmeceua 4

PepyumpaHa 6enonpobHa (pyHKUus — dhopcupaH ekcnupatopeH obem (PEO1) < 60% ¥

Mpuem Ha BMCOKA AHEBHA [03a MHXANaTOPHW KOpPTMKOCTepouau (sux mabnuyama, cbobpasHo
ATS/ERS/GINA u Bbnzapckusi HayuoHaneH KOHCeHcyc) i

TIunca Ha U3KNIOYBALLM KpUTepUM NO T. B °
0 [lo6pa MHXaNAaTOPHa TEXHNKA 1 CLTPYAHMYECTBO Ha NaLMeHTa =

1. 2,9

= (0| @ |~N| ®» |(On|p

1 enukpuaa/v c Homep Ha M3, Aokasealn HanuuMe Ha cumnTomu, obpaTuma BpoHxwanHa oBCTpyKUMS, NUNCa Ha NPUAPYXaBaly CLCTOAHUA, KOUTO
MOraT 4a HanoAoGABAT ACTMA, CTENEH Ha CLTPYAHMUECTBO W MHXaNnaTopHa TeXHUKA Ha nauueHTa cnopes anropursma Ha GINA 2019 Dificult-to-treat
severe asthma in adolescent and adult patients. Diagnosis and management

enuKkpM3a ¢ HoMep Ha M3/amBynaTopeH NUCT UMk MeULMHCKM AOKYMEHT, YA0CTOBEPABALLM NPOBEAEHOTO BONHMYHO nevenne, NpecToi B 3BeHO 3a
WHTEH3WBHO NEYEHUe, M3BLPLUBAHE HA MEXaHWYHA BEHTUNALUSA UMY OCHLLIECTBEHO CMELLUHO NOCELEHNe, NONbIHeHa Tabnuua 2 oT npunoxexue 2
% NOANEYaTaHo U 3aBepPEeHo KOMUe Ha (ULl OT NPOBEAEHO MYHKUMOHANHO 3CNEABAHE HA ANLLAHETO
% opuriHanHa nabopartopHa BnaHka unu nognevyaTaHo u 3aBepeHo Konve
& 0Tpa3fBa Ce B MeAMLMHCKATa AOKYMEHTALMA 1 Ce YA 0CTOBEPABA Ce C MOANUCa Ha cneunanicTa B npunoxesina 1 v 1E Ha HacTOALLMTE U3NCKBAHMA

6
noanucaHa u nognedaraHa oT cneunanucra OnaHka 3a u3BbLpLUBaHE Ha TecTa

10

o
“ M3NCKBAHUA HA H30K NPW NEYEHWE HA TEXKA ACTMA B N3BBHBONMHNYHATA MOMOLL




NPUNOXEHWE 10

B. KPUTEPWUM 3a npoabnkaBaHe Ha TepanuaATa (3aAb/MKUTENHO € Hanu4yMeTo Ha BCU'KK KpUTEPUM)

HamansiBaHe Ha TeXecTTa Ha KNMHu4HaTa cuMnToMaTika no OTHOLEHWE Ha !
= OHEBHW CUMNTOMM L
1 = HOLYHW CUMNTOMU 3
= Hamanewa unu nuncaawia exeAHeBHa Hyxaa oT GbpaoaencTealm By aroHucTH |
=  pesynrart ot ACT>20 °
Mone 50% no-manko ek3auep6auum, Hanarawu CKC B nocneaxuTe 12 meceua cnep Ha4yanoTo Ha
nevenuero **

2
Kmmmno 3HA4YMMO HamaneHue Ha opanHute CKC npu 3ana3BaHe Ha KOHTpona Ha GonecTtra

I‘Ioaoﬁpet-ea BenogpobHa ququwn
Hunca Ha CTPaHUYHU eDEKTU U U3KMIOYBALLIM KPUTEPWUUN NO T. B?

N W N

’ cumn'roﬁm'e ¥ AHeBHMTE HyXaW oT Bbpl3ogeicTeaw P2-arOHUCTU W CUCTEMHW KOPTUKOCTEPOMAW CE onuceat B amOynaTopHWUA NNCT;
ga.qbnmmm ce npunara u amBynaTtopHUA NUCT OT NPerneAa Ha 12-Tu Mecell OT 3ano4BaHe Ha NeYeHUeTo
ambynaTopeH NUCT OT Npernes npyu CNeuuanucT ¢ oTpaseHa edekTMBHOCT NO nokasaTenu OT NpUNaraHoTo nedeHue, nonenHeHa Tabnuua 2 ot
npunoxeHue 2
3 NOANEYATAHO U 3aBEPEHO KONUE Ha (UL 33 DYHKUMOHANHO U3CNeABaHe Ha ANLIAHETO
y,qocroaépﬁaa Ce C noAanuca Ha cneuuanucTa B npunoxernue 11 u 1E Ha HacToAWMTE U3NCKBAHUA
noAnucaKa u noagnevaraHa ot cneynanucta bnaHka 3a U3BbPLUBaHE Ha TecTa

B. U3KIMKO4YBALLW KPUTEPUU

1. BpeMeHHOCT U KbpMeHe

2. Nuua nog 18 roguwHa Bb3pacT

3. Exzauepbauusa Ha actmarta

4. CMCTEeMHM aBTOMMYHHM 3abonsBaHua

5. YBpeneHa qepuonpoﬁﬁa 1 6ubpeyHa hyHKUWS (Npunara ce uacnenBaHe Ha ypes, KpeaTUHUH U TpaHcaMmnHasu)
6. TioTioHONYyLWEeHe '

OTroBaps Ha Kpumpnm 3a neYyeHune ¢ B AHeBHa Oo3a

NOANKUC Ha CNEeUMANMCTA: ...

P
@ M3NCKBAHWA HA H3OK MPW NEYEHWE HA TEXXKA ACTMA B N3BBHBOTHUYHATA MOMOLL



NPUNOXEHWE 1E

NACT 3A ONPEJENAHE HA KPUTEPUUTE NPU NPOBEXAOAHE HA NEYEHWE HA BOJTHU C TEXKA
PE®PAKTEPHA EO3UHO®UNHA ACTMA C BENRALIZUMAB

[we: [erh] [ [ [ T [ T [ [ [ |

3abenexka: MpunoXxeHUemo ce rnombaga om cneyuanucma, ocbuwecmessaw HabmodeHuemo Ha 3071

HAYANO HA NEYEHUETO M3XOOHA OLEHKA

PATA: ®EO1

ExegHeBHa Hyxaa oT 6bpaogeicTeawm B - aroHUCTH

Ek3auep6auuu (Bpoil cneLuH BU3UTY 1 xocnutanusauumy 3a 6 meceua)

[osa CKC

[osza UKC

Bpoit Ha nepucbepHrTe eoauHodunu = 0.3x10°/n

OUEHKA

®EO1

HamaneHa nnu nuncealla exeaHeBHa Hyxaa ot 6bpsoaercTeawm Bs
- aroHNCTH

OLIEHKA HA BCEKM 6 IE‘:::aeﬁi;;ﬁauuu (Bpoit CneLuHn BU3NTK U XocnuTanusauum 3a 6

MECEUA Hosa CKC
OATA:

Hosa UKC

HamanagaHe 6pos Ha nepudepHuTe eo3mHodnnm < 0.3x10°/n
A0 Nunca Ha nepudepHn eosuHodunu

Ha 6asaTa Ha cpaBHUTENHA OLEHKa Ha BCeku nokasaTten cneuyvanucrta oopmna oUeHKa 3a edekT
no NpunoXeHara ckana.
lleyeHuemo npodbxkasa caMo NpuU OUeHkKa ,,omauYyeH omaosop”.

Ha 6a3ara Ha cpaBHMTeNHA OLiEHKa Ha BCeKW nokasaTen cneuuanucra ochopma oLeHKa 3a edeKT No NpunoxeHara ckana.
INeyernuero npoabMXasBa CaMo Mpu1 OLeHKa ,,0TNUYeH OTroBop”.

Ckana 3a oueHKa Ha TepaneBTU4HaTa eq)eKTMBHOCT
OTNU4eH OTroBop NbIHO NOBNUABAHE HA BCUYKM NoKasaTenu v kputepuute no 7. b Ha npunoxexve 11

yMepeH omsop MOBNVABAHE Ha BCUYKM MKW OTAENHW nokasaTtenu no 7. b Ha npunoxexue 1[1 B cpaBHeHue €
' . W3XOAHaTa OLIEHKa, HO NNNCa Ha NbIHO NOBNUsABaHE

now oTroBop NMNCBAT NPOMEHV B Nokasatenure
OTroBaps Ha KpUTEpUKUTE 3a NeYeHue ¢ B AHeBHa fo3a
noanKUC HA CNELUMANIUCTA: ........ocoiiiiiirniraeirnnrneinanns
12
ko

@ M3NCKBAHWA HA H3OK MNP NEYEHWE HA TEXXKA ACTMA B N3BBbHBONHNYHATA NOMOLL




NPUNOXKEHWE 1K

NUCT 3A ONPENENAHE HA KPUTEPUUTE NMPU NPOBEXAAHE HA NNEYHEHUE HA BEOJTHU
C TEXXKA PE®OPAKTEPHA EO3UHO®WUINHA ACTMA C DUPILUMAB

Mwe: [ere [ [ [ [ [ [ [ 1 [ |

3abenexka: MeouyuHckama OOKyMeHmayus, yOOCmosepsealia 6Cexku Om KpUumepuume e nocoyeHa C uughpa & UuHOeKC U
3adbmKUMenHo NpudpyKasa HaCMOoAULOMO NPUNOXeHue

i A KPUTEPUWMW 3a 3anoyBaHe Ha NbPBM KYPC (3a4bMKUTENHO € HAaNMYMETO Ha BCUYKU KPUTEpUM)

Ne | MKB J45.0, J45.1

| DokasaHa 6pouxuanua acTMa M M3KMYBaHe Ha NPUAPYKABALM CHLCTOSHWA, KOWTO MoraT aa
| nanopobsisat actma '
Texka acTma no onpegeneHueto Ha ATS/ERS:
1. acTma, KOATO Ce HyX/Jae 3a NOCTUraHe Ha KOHTPON OT:

a. BUCOKW J031 MHXxanaTtopHu kopTukocTepouau (no GINA, sk Tabnuua 1)

b. BTOPM KOHTPONUpaw meavkamenT (OOBA/ AOMA /NTA/ TeounuH)

C. MMM CUCTEMHU KOPTUKOCTEPOMAM Npe3 6 unu NoBeyve Meceun oT nocrneagHara roanHa
2. acTMa, KOATO OCTaBa HEKOHTPONMpaHa BbMPEeKU NPaBMNHO NMPUEMAHOTO W MOCTOAHHO CrnasgaHo

npes nocrneaHute 3-4 meceua nevexue ot 4-5 cTenka cnopea GINA:

- a. BUCOKM J031 MHxanaTopHu koptukoctepouau (no GINA, ewx tabnvua 1)

b. BTOpU KOHTpONUpaLL megukamenT (OOBA/ OOMA/ NTA/ TeodunuH)

C. W/VNW CUCTEMHM KOPTUKOCTEpoMAW npe3 6 unu noeeye MeceLy OT nocnegHara roguHa
Texka HEKOHTPONUWpaHa acTMa, ONpPeAeneHa Ype3 HanuuvMe Ha noHe ape oT u3bpoewuTe cnopen
onpegenexueTo Ha ATS/ERS:

a. NOLW KOHTPON Ha NpoABuTE Ha Bonectra (pesyntat ot Asthma control test (ACT) < 20 npes

..nmocnegHuTe 3 Meceua)

| b. YecTn Texku M3OCTpAHWS Ha 3abonsBaHeTo (2 WnW NoBeYe Kypca CUCTEMHM KOPTMKOCTEpOMaM
>3 AHW BCEKW B NpeaxoaHaTa roguHa) -
€. 2 1 Cepvo3sHM U3oCTpsiHMA Ha BonectTa B npefxoAHaTa roauHa (xocnuTanusaums, npecTon B
WHTEH3MBHO OTAEMNEHNE UMW MEXAHWUYHE BEHTUNALNS)
d. HapylieHve B GenoapobHata dyHkuvs PE01<60% °

e [OBe u noBeye ek3auepbaum, Hanarawm npuem Ha CKC npes nocnegHurte 12 meceua '
NepudrepHa eosunodmnus 2 0.3x10°/n *
wulunu cpakums asmlmaﬂ aszoteH okcua (FeNO) 2 20 ppb

Xocnuranu3auusa WNM NoCelleHue B ChelleH UeHTbP nopaaw Texka eksauepbauus npes
nocnegHuTe 6 meceua &

6

T Penyumpana 6enoapobHa dyHKums — popcupaH ekcnupatopeH obem (PEO1) < 60% °

5 Mpuem Ha BMCOKa AHEBHA [03a MHXanNaTOPHM KopTMKOCTepokAu (sux mabnuuama, cbobpasHo
9

1

1,295

ATS/ERS/GINA u Bvneapckus HayuoHaneH KOHCG‘HCyC)
Nunca Ha U3KNIOYBAaLLWM KPUTEPWA MO T. B°®
0 Hobpa nHxanaTopHa TeXHUKka U CbTPYAHUYECTBO Ha NaLMeHTa 2

1 . )

enukpusa/n ¢ Homep Ha W3, aokassalyy Hanuyve Ha cumnTomu, obpatuma GpoHxvanHa ob6CTPyKUUs, nunca Ha NpUAPYKasaln CbCTOSAHWS,
KOMTO MoOraT Aa HanofoBABAT acTMa, CTENeH Ha CbTPYAHWMECTBO W WHXanaTopHa TEXHMKa Ha nauueHTa cnopea anroputbma Ha GINA 2019
Dificult-to-treat severe asthma in adolescent and adult patients. Diagnosis and management

enukpu3a ¢ Homep Ha M3/amBynatopeH NUCT WM MEAULMHCKI AOKYMEHT, YAOCTOBEPABALLN NPOBEAEHOTO BONHUYHO NeYeHNne, NPeCcTol B 3BEHO 3a
WHTEH3NBHO NEYeHNE, U3BBPLUBAHE Ha MEXaHUYHE BEHTUNALMA MK OCHLUECTBEHO CMELHO NOCELWEHHe, NONbNHEHa Tabnuua 2 0T NpunoXxeHue 2
2 NOANEYaTaHO U 3aBEPEHO KOMUE Ha hULL OT NPOBEAEHO YHKUMOHAMHO N3CNeABaHe Ha AULLIAHETO

opuriHanHa nabopatopHa GnaHka N NOAMNEYaTaHo W 3aBEPEeHO Konne

0Tpa3fBa ce B MEAMLMHCKaTa AOKYMEHTAUWs W Ce YAOCTOBEpsiBa Ce C MOAMUCAa Ha cneuuanucta B npunoxeHns 1K u 13 Ha HacToswwuTe
N3NCKBAHWA

noAnucaHa v nojgnevyaraHa oT cneywanucta bnaHka 3a u3BbpLUBaKHE Ha TecTa

13
Hat
L N3NCKBAHWA HA H30K MPW NEYEHWE HA TEXXKA ACTMA B U3BBHBEONMHUYHATA NOMOLL,



NPUNOXEHUE 1K

B. KPUTEPWUM 3a npoabnkaBaHe Ha TepanuaTa (3aAb/KUTENHO € Hannu4yMueTo Ha BCUYKH KpUTEPUM)

HamansiBaHe Ha TexecTTa Ha KniHU4HaTa CMNToMaTIka o OTHOLLEHWE Ha :

™ QHEBHWU CUMNTOMM
1 ~®  HOLYHU CUMNTOMM Ly

= HamaneHa unn NMNCBalLa eXeaHEeBHa Hykaa ot 6bp3oaencTeaLLy Bo. aroHncTh |

= peaynrtaTt oT ACT>20 °

TloHe 50% no-manko ek3auepbaumu, Hanarawm CKC 8 nocneaxute 12 meceua cnea Havanoto Ha
neuenmero "’
KnuHW4HO 3Ha4UMO HamaneHue Ha opantute CKC npwu 3anazsaHe Ha KOHTpona Ha Gonecrra

ﬂm:;oﬁpeua 6enoapobHa cbynxum
JIvnca Ha cTpaHnyHY eheKTU U U3KMIOYBALLIN KPUTEPWN NO T. B*

N

R ]

1 - 2 .

CUMNTOMUTE U AHEBHUTE HYXAW OT Gbp3oAeicTBALLM B2-arOHUCTU W CUCTEMHM KOPTUKOCTEPOMAW CE€ OMUCBAaT B amBynaTopHUA NUCT;
ga,qhnmeﬂﬂo ce npunara 1 amBynaTopHUS NNCT OT NPerneAa Ha 12-Tu Mecel OT 3ano4BaHe Ha NeYeHneTo

amGynaTopeH NIUCT OT npernea Npu CeunanucT ¢ oTpasexa eheKTUBHOCT NO NOKA3aTenu OT MPUNaraHoTo NeyeHue, nonbaHesa Tabnuua 2 ot

npunoxexne 2

% nop,nauaTano W 3aBepeHO Konue Ha ULl 3a PyHKUMOHANHO nacneiBaHe Ha ANWaHeTo

4 y.nocmaepﬂaa ce ¢ NoANMca Ha cneunanucTa e npunoxerue 1K u 13 Ha HaCTOALUTE UINCKBAHWUSA
noAnucaHa W nogneyaraxa oT cneunanucTa Gnaqka 3a n3BbLpLUBaHE Ha TecTa

B. USKITIOYBALLUW KPUTEPUMN

1. BpemMeHHOCT U KbpMeHe

2. Nuua noa 18 roguwHa Bb3pacT

‘3. Exksauepbauus Ha actmaTta

4, CUCTEMHM aBTOMMYHHW 3abonaBaHna

5. YBpeneHa YepHoapoBHa u 6b6pe~ma chyHKUMS (Mpunara ce uscnegBaHe Ha ypes, KpeaTUHUH W TpaHcamuHasm)
6. TioTioHOMNyLLeHe

OTroBaps Ha KpUTEpUUTE 3a NneveHue c B AHEeBHa Oo03a

noanuc Ha CneumnmanmeTa: ...,

14
Bt

w N3NCKBAHWA HA H30K MPW NEYEHWE HA TEXXKA ACTMA B N3BBbHBOJTHUYHATA MOMOLL,



NPUNOXEHUE 13

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA IEYEHUE HA BOINHU C
TEXKA PEOPAKTEPHA EO3UHO®UITHA ACTMA C DUPILUMAB

WUme:

[ern[ [ | [ [ [ [ T [ |

3abenexka: npuIoXeHuemo ce rnonbfea om cneyuanucma, ocblyecmesealy HabnwdeHuemo Ha 3011

HAYAINO HA NEYEHUETO
OATA:

N3XOOHA OUEHKA

®EO1

ExeaHeBHa Hyxaa oT ObpaoaeicTBawm [z - aroHUCTM

Eksauep6auuu (Bpoil CneLsyu BU3UTY U xocnuTanu3auuv 3a 6
meceua)

[oza CKC

[osa UKC

Bpoit Ha nepucepHUTe eo3uHobUNK = 0.3x10°/n
Wunu dpakumna ngnwax asoted okeng (FeNO) = 20 ppb

OLEHKA

PEO1

OLIEHKA HA BCEKMW 6
MECEUA
OATA:

HamaneHna wnv nunceallya exegHeBHa Hyxaa ot 6bpsoseicTeawm f;
- aroHNCTH

Ek3auepbauuu (Bpoi cnelHu BU3UTH 1 xocnuTanusauwm 3a 6 meceua)

Hosa CKC

Hosa UKC

Hamanssaxe Bpos Ha nepuchepHuTe eosuHodunm < 0.3x1 0'/n
A0 nunca Ha nepudepHin eoanHounm
u/unu Hamanexue Ha FeNO

Ha Basata Ha cpaBHUTENHa OLEHKa Ha BCEKW NOKa3aTes CneuwanucTa odhopMs OUEeHKa 3a edhekT
no NpunoxeHaTa ckana.

JleyeHuemo nNpodnJikasa camo NpuU OUEHKa ,, 0mnuYeH omzaogop”.

Ha 6a3ata Ha cpaBHMTeNHa OLEeHKa Ha BCeKM NokasaTen cneuvanucta ohopMsa oueHKa 3a eheKT Nno NnpunoxeHara ckana.
NeyeHneTo NnpoagbLMKaBa camo NpM OLEHKa ,,0TNMYEeH OTrosop”.

CKana 3a OLeHKa Ha TepaneBTUYHATa edPeKTUBHOCT

OTNUYEH OTFOBOP MBMNHO NOBNUABAHE HA BCUYKW NOKA3aTeNu u kputepuute no T. b Ha npunoxexve 13

yMepeH oTrosop MOBNWsIBAHE Ha BCMYKM MM OTAENHM nokasatenu no 1. b Ha npunoxeHve 13 B cpaBHeHue ¢
; nn ~ M3xoOHaTa OLEeHKa, HO nunca Ha NbHO NoBNUABaHE

now oTroBop : ~_unceart npoMeHu B nokasartenure

OTroBaps Ha KpUTEPUMTE 3a NeYeHue ¢

Bt

B OHEBHa O03a

noANMUC Ha CREUMANMUCTAL .........oiiiiiiiiiiirnneaaes
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Tabnuua 1. Bucoku no3u MKC npu nauneHTH Hag 12 roauMHu B ug

Beclomethasone dipropionate

Budesonide

Ciclesonide

Fluticasone propionate
Fluticasone furoate
Mometasone furoate
Triamcinolone acetonide

21000 (DPI unu CFC MDI); 2400 (HFA MDI)
2800 (MDI nnu DPI)
2320 (HFA MDI)

2500 (HFA MDI unu DPI)

(

(
200 (DPI)
400 (DPI)
22000

TECT 3A KOHTPOJI HA ACTMATA

TOYKH

Pesynrtar

1.MNpe3 uamuHanwure 4
eAMMLN, KaKBa 4acT oT
pemeTo actmara Bu

NpeveLle fa u3sbpLusaTte

©)XEeHEBHUTE CW AENHOCTN

(Ha paboTa, B KbWM UNn Ha

YHMINLLE) B CP@BHEHME C

HopManeH AeH 6e3 nposisun

Ha actma?

LisnoTo Bpeme

Mo-ronamaTa yact
OT BDEMETO

Yact ot BpemeTo

Manka yacTt oT
BpEMETO

Hwkakso spemel

2 Mpe3 usmuHanure 4
ICeAMMWLIM, KOJTKO NBbTU MMaxre

Banyx?

MoBeue 0T BEAHBX
Ha eH

BegHbx Ha AeH

3po6nem™m
CeAMUYHO

BegHbx wunu aea
NbTA CEAMWUYHO

Huto eaunH

3.MNpe3 usmuHanure 4
ICeaMULIN, KONKO NbTH
CMMNTOMUTE Ha acTMa
(xpvnose, Kawnuua, 3aayx,
cTAraHe unu 6onku B repauTe)
Bu Byamxa HoWwem nunu no-
paHO OT 0BWKHOBEHO CYTPUH?

4 wnu noeeve
HOLLW CEAMMWYHO

2 no 3 Howm
CeAMWUYHO

BeaHbx
CeaAMUYHO

1vnu2nbTH

HuTto eguH

4 Mpe3 usmuHanure 4
CeAMMUUM, KONKO NbTH
u3nonssaxre 6bP30 AeiicTaLy
MHxanaTtop unu Hebynuaatop
Canbyramon, BeHTonuMHTM,
Exo3anTM, byro-AcmaTM,
ICanamonTM, AtpoeeHTTM,
BepoTek TM)?

3 UnKu noBeYe NbTU
NHEBHO

1unn 2 nbv
AHEBHO

2vunmn 3 nbTH
CeAMMNYHO

BegHbx
CeaAMUYHO UK
no-pAAKo

HwuTo eguH

5.Kak Buxre oueHunm
KOHTpONa BbpXy acTmaTa cv
Npe3 uamuHanwure 4

HekoHTponupaHa

iceamuum?

Cnabo
KOHTpONupaHa

HoHskbae
KOHTpONupaxa

[obpe
KOHTpONMpaHa

HanwnHo
KOHTpOnupaHa

osWoO

NErEHOA:
25 TOYKM - MbIeH KOHTPON Ha
actmara

20-24 To4KK - 4OOBLP, HO
HeMbLIeH KOHTPON Ha
actmarta

< 20 TOYKM - NUNCca Ha
KOHTPON Ha acTMmara

K,

*
i
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NPUNOXEHUE 2

I. NEMEBHO-AWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW NPOAYKTW, Bkntoueru B NMpunoxenue 1 Ha NINC, kouto H3OK 3annauwa B cLOTBETCTBUE C
OenCcTBaWmMTe HOPMaTUBHU OOKYMEHTHU.

Tabnuua 1
INN MKB [o3a, Bb3pacToBY OrPaHUYEHUA U HAYUH Ha NpUnoXxeHue
' Bb3pacTHH, IOHOLWM M Aela Ha Bb3PacT HAa 1 Haa 6 roaAuHu
OMALIZUMAB J45.0
a0 _ ¢ o HOpMoOrpama -~
- E Bb3PacTHU, HOHOLWWM M elia Ha BBL3PacT Ha 1 Had 6 roanHu
MEPOLIZUMAB J45.0, J45.1
o . 100 mg, npunaraH NoAKOXHO BEAHBLX Ha BCEKW 4 ceaMnLN
. Hag 18 roauwHa Bb3pacT
QESRAL*ZUMAB J45.0, J45.1 . 30 mg, npwunarax NoAKOXHO Npes 4 ceamuuu 3a MbpeUTE 3 403U U Npes 8
e ceaMuuw crnep Toea
BbL3pPacTHM U IOHOWM Hag 12-roguuwHa Bb3pacT
DUPILUMAB J45.0, J45.1 e HauanHa no3a 600 mg (aee urxekumn no 300 mg BCska), nocneapaHa ot
300 mg npes ceamuLa, NPUNOXEHU NOAKOKHO

3abenexka: NekapcTBeHUTe NPOAYKTH Crneaea Aa ce npunarar oT MeguUMUHCKH cneunanucTt.

* CBLINACHO KpaTKaTa XapakTepucTWKa Ha NekapCTBeHWA NPOAYKT, NOAXOAALLATa 4033 U YECTOTa Ha MPUNOXeHWe Ce ONpPeaensT oT
M3XO4HOTO HUBO Ha IgE (IU/ml), namepeHo npeiu 3ano4YBaHe Ha NEYeHUeTo, U TeNecHoTo Terno (kg). NauneHTuTe, YUNTO NIXOAHN HUBA Ha
IgE wnu TenecHo Terno B kg ca M3BbH rpaHuuuTe Ha Tabnuuata sa AO3UTe, He TpAGBa Aa nonyvasaT NEeKapCTBEHWA NPOAYKT.
OnpeaensHeTo Ha Aos3aTa 3a BTOPM LWECTMECEYEH Kypc Ha nedvyeHve Ce OCHOBaBa Ha CEepyMHWTE HuBa Ha IgE, nonyyenn npu

NbPBOHaYANHOTO ONpejensaHe Ha 4o3aTa.

Tadmna §: TlpemysncInsane or 3031 Kuu OPof f1asomn, Spoll NEASKNRE B 090 AERSKTHDIR

GBEM 13 BOAKS NPIIArANE

Tadaums 1 TIPILTAT AHE HA BCIKH 2 CEIMIIUL Jooe us Nolaiy (MaIorpass Ba S350,

PRI ERR NPT TR AN DA Wt RO D Ca TN

i
BES

ofien (b

2o ggs
% t
150
25
k]
m
450
525

840

o8
12
1%
14
30
38
58

e

Lo W R B R B

R N

B B bad K BF B e e

-

{16 m = sasrarcaien noTvees obex 2 hsea (ol 7S mg)
*1.2 ol = wesxcmeanem poTvaes oBew & famon (Xolair 150}
e 30 o manomsa 06 ol o7 150 mg Grmamons

3abenexka: 16 cedmuyu cned 3anoysaHe Ha
neveHuemo nayuesmume mpsibea da 6vdam
npeznedaHu om Jekaps UM 338 OUBHKa Ha
eghekmueHocmma Ha neveHuemo npedu Oa
ce npunazam  no-HamambliHU UHXeKYuU.
PeweHuemo da ce npodb/ku fedeHuemo
mpsibea da ce ocHosasa Ha moea Oanu ce
Habmodasa 3Ha4wumenHo nodobpeHue Ha
UAMOCMHUS KOHMPOI Ha acmMama.

nPH nUnca NOBNUABAHE,
CNELUMAIIUCTA YBEOOMABA
HE3ABABHO KOMWCHUATA MO 4n. 78, T. 2
OT 330 B LY HAH3O0K.

HA

4758

Tadmmma 2 TIPILTATAHE HA BCERII § CEIMITIIL Jeasm aa Xolair {smserpasa 83 3033).
OPETATIEG IPE) TOIHOANS DRAFLONS N2 BOeKE § CLIMEOR

Tezecme veras ikes

rxsaso
BEEC €3
IgE

ATl 2028

TIFSLTAT AHE HA BCEKR ) CEXDMIENE
2K TARTGIUAS
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NPUNOXEHMWME 2

2 NPOCNEAABAHE - OMALIZUMAB, MEPOLIZUMAB, BENRALIZUMAB unu DUPILUMAB

_MME: [erh] [ [ [ ] [ [ [ [ [ |

3abenexka: NpuNoXeHUemo ce Nonbiea om creyuanucma, ocblyecmessau HabnodeHuemo Ha 3071

Ta6nuua 2
KSCHEHBAHMH* W3XOAHMU Ha BCeKM 6 meceua

MRK ¢ AKK v
ASAT, ALAT

Ypes

KpeatuHuH

Bpoit Ha nepudepHUTE €03UHODNIN

(3a Mepolizumab,Benralizumab u Dupilumab)
Hueo ToTtaneH IgE

(3a Omalizumab)

o, PEO1

Terno
(3a Omalizumab)

&b <] Rdsiagk

* npunarat ce OPMrMHaNHW GMNaHKW Wnu 3asepeHu konuAa oT nabopaTopHW W3CNEABaHUR, CLIMAcHO Tabnuua 2 OT npunoxeHue 2.
WacneaBanuaTa cneasa Aa 6baaT ocbliecTeeHy B nabopartopus, ckniouuna gorosop ¢ H3OK/P3OK. 3a fasHOCT Ha u3cnejsaHusTa ce
npuema cpok OT He noseye OT 1 Mecel Npean NOAABAHETO HA AOKYMEeHTUTe B cboTeeTHaTa P30K.

Il. OBWMK U3NCKBAHUA

1. Bb3pacToBaTa rpaHuua ce U3YUCNABa B HAaBLPLUEHU FOAUHN - T.e. BKMOYMTENHO KbM JaTaTta Ha usjaBaHe Ha npoTokona
OT cneuunanucra.

2. Mpy HasHauaBaHe Ha Tepanus MO NPOTOKON 3aAbIMKWUTENHO Ce Cbobpa3ssBaT Bb3PaCTOBWUTE OrPaHUYEHWs, CbrMacHo
KpaTkaTa XapakTepucTUKa Ha CbOTBETHUA NEKAPCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annauia neyeHve M3BLH yKka3aHaTa Bb3pacToBa rpaHuLIa B KpaTKkaTa xapakTepucTuka Ha NnpoaykTa.

4. H30K He sannaiua neveHve ¢ 4031 Hag MakcMMarnHo paspeLueHnTe No KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyyait Ha HacTbnMNa NoJo3upaHa HexenaHa nekapcTBeHa peakuws, nekapat yseaomsasa VAN no peaa Ha yn. 184 ot
3NNXM. Konue oT cbobLeHueTo ce npunara KbM MeguuuHekaTta gokymerntaumna Ha 30J1 npu kaHanaaTCTeaHe 3a NeYeHue.

6. MPW CNELIMATIUCTA, cbrn. un. 25 Ha ,Hapeg6a Ne 4 ot 4 mapt 2009 r. 3a ycnoBvATa ¥ peda 3a NnpeanucBaHe U
OTNyCKaHe Ha NeKapcTBeHW NPOAYKTM“, W3AaBall NPOTOKONWM MO peda Ha HacTOAWMTE M3WUCKBaHus; crneasa fa ce
npunarat BCM4KM Heob6XxoaumMm JOKYMEHTU KaTo: aMDynaTopHWTE NUCTOBE OT U3BBPLIEHUTE Npernean, BTOPUAT ek3eMnnsp
OT W343AEHUTE MPOTOKONW, KOMWA OT enuKpU3M, Komus OT pelwenwns no Allp. Ne38, koMTO ca OCHOBaHue 3a u3faBaHe Ha
NPOTOKOMN, BCUHKM W3UCKBALLW Ce W3CneaBaHus, Konue OT npunoxeHwe 1 Ha HacTOAWMUTE M3IUCKBAHMA NMONBITHEHO MO
CbOTBETHATa TOYKa, NOAMUCAHO OT CeuraniucTa, uaaasn npoTokona.

7. CNEUMANUINPAHATA KOMMCHUA wuzpnasa PeuweHwe no obpaseu CbrMacHo HauUWOHanHWs paMKoB [0roBOp 3a
MeAWLIMHCKUTE AerHOCTU 3a ambynatopHa npoueaypa Ne 38 "OnpegensHe Ha nnaH Ha neyeHue v npocneassaHe Ha
TepaneBTUYHNA OTFOBOP MPY NALMEHTH, NOMYYaBaLlii CKBMOCTPYBALLM NeKapcTBEHU NPOAYKTU No peaa Ha yn. 78, 1. 2 330" ot
npunoxexue Ne 7 kbm un. 1 ot Hapegba Ne 9 ot 2019 r. 3a onpedensiHe Ha nakerta OT 34ApPaBHW AEWMHOCTW, rapaHTupad ot
6loaxkeTa Ha HauuoHanHaTa 34paBHOOCUTYpUTENHa Kaca M npepoctaBeHa ot 30J1 MeguuMHCKa [OOKyMeHTauwus.
CneumnannanpaHaTa KOMUCUA CbXpaHaBa eanH ekaemnnsp ot PewenueTo. Mpu usgasane Ha npotokon Ha 30J1, cbxpaHsaea
BTOPM EK3eMMNMAp Ha MpOTOKOMa, BCUMYKW HeobXOAWMW AOKYMEHTW 3a W3[aBaHeTo My W Konue OT npunoxeHue 1 Ha
HaCTOALMTE M3UCKBAHMUA, NOMBLMAHEHO NO CHLOTBETHATA TOYKA M NOANWCAHO OT YNIEHOBETE Ha crneuvannsvpaHara Komucus.

Hacmoswume u3uckeaHusi ca ymewpdeHu om ynpaeumens Ha H30K cned Pewerue Ne P[-HC-04-87/17.08.2022 2. Ha
HadsopHus cbeem Ha H3O0K u npedsapumenHo cwbanacysaxe ¢ BfIC, Ha ocHosaHue 4n.52, an.8 ebe epb3ka ¢ an.6 om
MpasunHuka 3a ycmpolcmeomo u deliHocmma Ha HayuoHanHama 3dpasHoocuaypumenHa Kaca. M3uckeaHusma enuzam e
cuna om damama Ha obHapodsaHemo uMm 8 . [bpxaseH eecmHUK” U OmMeHam deldcmeawjume U3UCK8aHuUs, & cunia om
01.08.2019 2. Ha ocHoeaHue Pewerue Ne PL-HC-04-62/24.07.2019 2. Ha HadsopHus cbeem Ha H30K.
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NPUNOXEHVE 3

OEKNAPALMSA 3A UHOOPMUPAHO CbIMMACUE C U3SUCKBAHUATA 3A 3ANO4YBAHE /
NPOABLMKABAHE HA NEYEHWETO C NEKAPCTBEHUA NPOAYKT

cnes Kato Ce 3ano3Hax C Usnata MW NpeaocTaBeHa MHGOpPMauMs M Lenta Ha NeyeHueTo C  NekapcTeeHWs
MPOAYKE Ll L it e W crieq KaTo MOMyYMx W3depnaTtenHy OTroBOPU Ha

nom‘aaeﬂm OT MEH BBNPOCH, AeKnapupam Ye:

1. Eﬂe_ cnassam npenopbyYaHaTa Mit CXema Ha NEYeHNe 1 NEPUOANYHOCT Ha KOHTPOTHUTE Nperneau.

2, PeaoBHo uie ce ABABaM Ha KOHTPOMHM Nperniean v HAMa fia NPOMEHAM CaMOBOIHO WK MOA [pYyro BHyLLeHWe Ha3Ha4yeHaTa
MW Tepanus. '

3. I'lpu npeycTaHOBABAHE Ha NEYEHNETO NO NPUYMHI, HENPOU3TUYALLN OT PELUEHNETO Ha KomucusTa 3a ekcneptuan B P30K

winu Komucmnsta no un. 78, 7.2 ot 330, we ysegomsi HezabasHo nuyHus cu nekap n P30K v we sbpHa B P30K
nocneaH1s NpoToKoN, Mo KOATO CbM nonyyasan/a nekapcTseHns NPoayKT.

4. Mpw HecnaseaHe Ha NOCOYEHWTE YCNOBUS NEYEHNETO MW C YNOMeHaTUs NeKapCTBeH NPOAYKT e ObAe nNpekpaTeHo U HAMa
Aa umam npeTteHumn kem H30K.

TLEKNADATOD: cisvivis i e st B oy sovaevas sesmuvnsnsiasssuaiasoosiaranesns
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