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M3NCKBAHWA HA H30K
NMPU U3OABAHE HA NMPOTOKOIM 3A NEYEHUE HA TEXKA ACTMA

I. PEl 3A 3ABEPAIBAHE HA NMPOTOKONUTE NPU NNEYEHWE HA TEXXKA ACTMA C OMALIZUMAB

[MpoTokonu 3a 3anoyBaHe U NPoALIBKEHME HA NeYeHueTo Ce 13faeart OT cneynarnuct ¢ KOo4 Ha cneuwanHocT: 02 —

KnHW4Ha anepronorud, 19 — nHeemonorus u tbrrsmatpus n 36 — geTcka NHeBMONors n hTuanaTpus, pabortewm no
Aorosop ¢ H3OK.

lNpoTokonu 3a 3anousaHe Ha Tepanus

* ,AMBynaTopeH nUCT' ¢ scHa MeaMLMHCKA MOTUBAUMS 33 3anouBaHe Ha
TepanuATa

C”e"‘”a“”c;é%(:z*o””” » - MeguunHcka  fokymeWTalms,  noTeLpXA@BallA  KkpuTepudTe o

AQroRop ¢ npunoxenune 1 W BCUMKM  HEOBXOAMMM  U3CTIenBaHusl, CcboBpasHo
npunoxeHue 2
= ‘TlpoTokon 3a npegnucease Ha nekapcTea, sannawadu ot H30K/P30K" —
06p. M3 -H30K

Komucusa no un.78, 1.2 3aBepka Ha npoTokona

oT 3308 LY HaH30K |~ &P30K

MpoTtokonu 3a npoabLrXKaBaHe Ha Tepanuata

CNeunanucT, CKnymn = ‘lpoTokon 3a npegnuceaHe Ha 5
Aoroeop ¢ H30OK » nekapctsa, 3annawaqn ot H30K/P30K" — » 23;3?8;3 HA APOEosQta
0bp. M3 H30K

Il. OBLLX NONOXEHUA

1. E-npotokon ce uznaea or nekap - usnbnuuten Ha CAMMN ua OCHOBaHue ,AMBYnaTopeH nuct" B CbOTBETCTEME C
HacToawuTe Wanckeauus Ha H30K, kato MBPBUAT NPOTOKON Ce M3gaBa 3a cpok oT 112 aHu (16 cegmuum). Cneagatumre
MPOTOKOMMA MOraT Aa Ce U3AABAT 3a Nepuos 1o 365 AHu.

2. 30J1 ypoctoBepsiea ¢ nogmuca cu B AmBynatopeH nuct‘ cnepHoto: JKenas Aa mv Bbae oaobpeHo nevenue ¢
TieKapcTBEHWs NPOAYKT KaTo AeKnapupam, Ye CbM YBEAOMEH 3a JeiiCTBUETO Ha HasHAYeHaTa nekapcTeeHa Tepanns U Jaram
MHDOPMUPaAHO ChEacue cblata aa Mu 6vae npunarava”; ,Curnaced/a cbm 33 W3NOJI3BAHE HA NMUMHUTE MW AaHHW 3a
LenuTe Ha ekcrneptusata“; Kenas na Obaa yeenomed/a 3a pesyntata ot ekcrieptusaTa ot P3OK no eauH ot cnegHute
Ha4MHK: no e-mail, TenechoH unu Ha macTo B P3OK": ,PaspeluaBam poctsn go EMEKTPOHHOTO MU 3A4paBHO gocue".

3. [lo nony4asane Ha MHGOPMALWS 33 3aMo4BaHe Ui npoabmkaBaHe Ha sasBeHoTo Nevenune, 301 npogbnxasa TepanusTa
C NIEKAPCTBEH/N MPOAYKT/M, C KOMTO € NPOBEXAAN NEUYEHNETO [0 MOMEHTA.

4. Npenu cTapTupade Ha Npoueca no WagasaHe Ha E-npotokon wa 301, cneunanucTsT, cneq AONY4YeHo paspelleHue 3a
Aocten oT 30]1 40 enekTPOHHOTO My 3apaBHO Aocue, Npasy CrpaBKa Mo eNekTPOHeH NbT 3a uzgagenu Ha 30J1 npeaxogHu
MPOTOKOMK, MO ChulUWA Npothun Ha 3abonaBane. MNpouechT no u3dasaHe Ha E-npoTokon ce peanuampa B MeaULMHCKA
codTyep. B HacTOALMTE MINCKBAHNA Ca NOCOYEHU HeoOxoauMuTe JOKYMEHTY 3a n3gasaHe Ha E-npoTtokon Ha 3071

5. Kbem Bceku E-mpoTokon, ¢ KkoiiTo e HasHayeHa NekapcTBeHa Tepanus, ce npunarat HeoOXOAMMUTE AOKYMEHTM
(amOynaTopHUTe NUCTOBE, ENUKPU3MN, M3CTIEABAHUS 1 Ap.), Cnef KOeTo AOKYMEHTUTE Ce M3NPALLAT o EMEeKTPOHEH MbT KbM
nHopmaLmoHHaTa cuctema Ha H30K, JokyMeHTHUTe, KOUTo cbuiecTeysar B H3WMC/mHhopmMaumoHHaTa cucTema Ha H3O0K,
Ce feknapupat B E-NpoTokona ¢ TexHnTe yHUKanHu Homepa (HPH).

WHopMaumsaTa, oTHOCUMAE KbM u3aaeaHe Ha E-nportokona, koato e B [OKYMEHT, KOWTO HAMA eNnekTpoHeH hopmaTt, ce
nonkbrsa B aMGyNaTopHUs NUCT - OCHOBaHUE 33 M3AABAHE Ha E-npoTokona, unu ce gokymeHTa 1 ce npunara kaTo CkaHupaHo
Konue.

6. lMpu n3pasaHe Ha E-npotokon no pepa wa ekcneptusaTa no 4n.78, 1.2 or 330, oTnaga HeoGXoAMMOCTTA na ce
MPe4oCTaBAT M ChXpaHsABaT npunoxenue Ne 1 u npunoxexme Ne 3 ot HacTosiwnTe Maucksanuata Ha H3OK", npu
CriegHuTe yCroBus:

- 3a npunoxenue Ne 1, mognwucaHo oT crneunanucTa w 0Tpas3eHo B Hero: "Jluncear WskniouBaWy KpUTepun 3a
3anouBaHe/npoAbmkasaHe Ha neyexue ¢ JIM"

- 3a npunoxenne Ne 3, nognucaro ot 30J1, U Mpu HanNMYUETO HA TEKCT & JAmbynaropeH nuct': Kenas ga mMu Gbae
0A0bpeHo neyeHre ¢ nekapcTeeHUs NPOAYKT, KaTO AeKnapupam, 4e CbM YBEeJOMEH 3a AeliCTBUETO Ha HasHaueHaTa
NekapcTeeHa Tepanna U fasam MHPOPMUPAHO CbIMAGKE CbLUaTa 1a M Gb/e npunarana’,
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lll. PEQ 3A 3ABEPSIBAHE HA MPOTOKOJUTE MPY NEYEHUE HA TEXKA ACTMA C MEPOLIZUMAB,
BENRALIZUMAB, DUPILUMAB WU/ TEZEPELUMAR

MpoTokonu 3a 3anoyeaHe Ha neYyeHueTo 33-OHBHKa-HA-B-TriitHa 1 2-Fu-MeceH-0T HaUaRO-HA-HEUSHUETS I npu cMaHa Ha

TepanuaTa ce usfaBat oT creuuanuanpaHa KOMUCHS, BKMKOYBALLA CNELManicTi ¢ Kog Ha cneumanHocT: 02 — knuHW4HAa
anepronorus, 19 — nNHeBMoONoTMA U (TUSMATPUS U 36 — AeTcKa NMHEBMONOIMS 1 thTnanaTpra B neyebHn 3aBegeHus 3a
BOMHUYHA NOMOLL, CKITHYUN Aaorosop ¢ H30K: YMBAI ,AnekcaHaposcka® - p. Codhusi, MBATT BMA - rp. Codbus, YMBAI
«H-p I Crparickn” - rp. Mnesen, YMBAN ,CeeTa MapuHa® - rp. BapHa, YMBAI ,.Csetu lecpru® - rp. Mnoeaue, YMBAI Ceetu
Wsan Pyncku - rp. Cochus,

[poToKonM 3a NpoabIKaBaHE Ha TepanusTa ce W303BAT OT CeLnanuanpaHa KOMUCHs/cneunanmcT ¢ KOO Ha MeguumnHcka

cneumandoct: 02 — knuHWYHa anepronortst , 19 — NHEeBMOMNorMs 1 (hTusnaTpus n 36 — geTcka MHEBMONOrA U TU3NATPNS,
paboreLuy no gorosop ¢ H30K.

HpommonwsazanoqaaHeHarepanun

Opetokenu-Rpu-cMsHa-Ha-FepanusTa

* PeweHue Ha cneuuanmavpaHa KOMUCHMS C SCHa MeOVLMHCKa MOTMBALMSA
cneuwnanusupada (sambmkuTenHo ce oTGENA38a NUNCa Ha W3KIIOYBALLM KpUTEpUU)
KOMMCUS —®| = MeauumHcka AOKYMEHTaLNA, NOTBBbPXOABALLA KPATEPUUTE NO NpUNoXeHne 1 n
BCAYKI HeobXo4uMu nscneiBaHus, cbobpasHo NpUoxeHve 2
= ‘TlpoTtokon 3a npe/nucBaHe Ha nekapcTea, sannawanm ot H30K/P30K® — o6p.
M3 H30K
Komucusi no un. 78, 1. 2 .| 3aBepka Ha npoTtokona
oT 330 B LIY Ha H30K B P30K
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TMpoTokonu npw npomsHa Ha TepanusTa (CMsiHa Ha nekapcTBeH NPOAYKT ¢ apyr INN)

cneunannnpaHa

B L ]
KOMUCUS ] 5 ‘ . ; “ ‘ : A : ” ‘ = t

/ = ‘Tpotokon 3a npeannceaqe Ha nekapcTsa, sannalanu ot HAOK/P30K — obp.
3aBepxa Ha npoTtokona M3 H30K

B P30K

MpoTokonu 3a npoakMmKaBaHe Ha TepanusTa 663 NpPoMsHa

crneuuanuanpana
KomMucusa \
= “MpoTokon 3a npennuceaHe Ha nekapcTea, 3aBepka Ha npoTokona
sannatlanu ot H30OK/P3OK” — 06p. M3 H30K > 5 P30K
CMeuuanucT, CKno4un /‘"
porosop ¢ H30K
3
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IV. OBLLU NONOXKEHUS

1. E-npotokon 3a 3anousaHe Ha Tepanus HA-6-Fi-1-Ha—12-TU-MeceH- 0T HAYANOTE-HaHEUBHUETO U npu cMAHa Ha

TépanusaTa ce M3nasa oT cneyuanuanpain KOMUCUM B NeveGHM 3aBeAeHUs, okassallym 60MHUYHA MeAULMHCKA NOMOLY
(N3BMN) Ha ocHoeanue ,PewieHne Ha cneunanusupada komucus® no Alp Ne 38 ,OnpegensHe Ha Nnav Ha nedeHue u
NpocneasBaHe Ha TepaneBTUYHNS OTFOBOP NPU NaLMeHTH, roy4asaLlyv CKLNOCTPYBaLLW NeKapCTBEHU NPOAYKTM MO peaa Ha
un. 78, T. 2 330" B cboTRETCTEBNE C HacToawnTe WanckeaHua Ha H30K, kato MbLPBUAT U BTOPUAT NPOTOKOMKU G n3aasarT 3a
nepuoa no 180 aHu, Bceku Cneaeall| NpoTOKON MOXKe Oa Ce M3haBa 3a nepuop 4o 365 axu.

2. Tlpu npoflbreHWe Ha neveHneTo E-nportokon 6e3 npomsiHa B TepanuaTa 1 CbiNacHO HACTOSLUMTE M3NCKBAHNS, Ce
V3fiaBa OT CReunannsMpaHa KoMucus Ha OCHOBaHWE ,PelleHue Ha cneunanuanpana komucna” no Allp Ne 38 ,OnpegensHe
Ha MNaH Ha neveHne 1 NpocneassaHqe Ha TepaneRTUMHIS QTrOBOP Mpy NaUMEHTH, NOMNyYaBally CKbMNOCTPYBALLM nekapcTeeHn
MPOAYKTM Mo pefa Ha un. 78, 1. 2 330" unm oT cneuwanucT Ha ocHoBaHue ,AmbynaTtopes nuct'. Beewu NnpoToKOn 3a
NpoabroKaBaHe Ha TepanuaTa moxe aa ce n3fasa 3a nepuog ao 365 gHu

3. 3001 ynocToBepsisa ¢ nopgnuca cv B JPellenve Ha cneunanuavpada komucs” o Allp Ne 38/, AMBynaTtopeH
nucT" cnegHoTo: Kenas aa mu Bbae ogobpero neveHne ¢ NEKapcTBeHUA NPOAYKT, KaTo Aeknapupam, Yye CbM YBEAOMEH
3@ [eliCTBMETO Ha HasHaYeHaTa NekapeTeeHa Tepanus 1 1asam MHMOPMUPaHO ChImacue chllata Aa My Gbae npunarada’”;
.CbIMaceH/a cbm 3a M3non3eade Ha MAYHUTE MU AaHHW 33 yenuTe Ha ekcrieptuaarta” enas na Bbaa yBenomen/a 3a

pesynrata ot ekcneptusata oT P3OK no eauH oT creaHuTe HauuHu: no e-mail, Tenedon unn Ha msacto B P30OK™:
~Paspelwasam gocTen go ENEeKTPOHHOTO MW 34PaBHO JOCUE.

4. [lo nonyyasaHe Ha MHGOPMALMA 3a 3aM04BaHe Uin npoAblixaeaHe Ha saaseHoTo neveHue, 30J1 npoasbxasa Tepanusita
C neKapcTBeH/M NPOAYKT/M, C KOUTO @ NPOBEXKAAN NeYeHNaTo A0 MOMeHTa.

5. Npean ctaptupaHe Ha npoueca no w3nasaxe Ha E-npotokon va 3071, creunanniupalaTa KOMUCUA/CNeLManucTsT, cnea
rnony4eHo paspeiuedue 3a focTbn o7 30J1 40 eNekTPOHHOTO My 3ApaBHO A0OCUE, OCHLUECTBABA CMpaBKa Mo eNekTPOHeH MbT 3a
uspadeHn Ha 30/ npegxogHU NPOTOKOAM, No Cblymnsa npodun Ha 3abonseae. MNpoUeckT no wanasame Ha E-npoTokon ce
peannsnpa B MEAMUMHCKM codbTyep. B HacToAWNTe M3MCKBAHUS ca MOCOYeHM HeoBxoauMUTe SOKYMeHTH 3a M3gaBaHe
Ha E-npotokon Ha 301.

6. KuM Beexu E-npotokon, ¢ koliTo e HasHaueHa NICKapCTBeHa Tepanumsa 1 ChbITACHO HACTOSLLINTE UNCKBAHUS, Ce npunarat
HeobxoAuMuTe fOKyMeHTU (amMBynaTopHuTe nucTose, EMUKPM3K, N3CNEABAHNA U AD.), CRIE/ KOBTO AOKYMEHTUTE Ce U3npallar
Mo EeneKkTpoOHeH nbT KbM MHMOpPMaUWOHHATA cucTeMa Ha H3OK. HokymeHTute, KouTO ChbluecTRyBaT B
H3UC/uropmaumonHaTa cuctema wa H30K, ce Aeknapvpat B E-NpoTokona ¢ TexHWTe YHWKanHM HoMepa (HPH).
WtdhopmaumsiTa, oTHOCMMa KbM M3naBaHe Ha E-npoTokona, KoSITO € B AOKYMEHT, KOWTG HsMa enekTpoHeH hopPMAT, Ce nonbnea
B PelleHneTo Ha cneumranisipaka KOMUCHS - OCHOBaHME 33 Wspaeane Ha E-npoTokona, unn ce AokymeHTa ce npunara kato
CKaHUpaHo konue.

7. lNpn nagasave na E-npotokon no P€Aa Ha excnepTusata no 4n.78, 1.2 ot 330, oTnaga HeobxoaMMoOCTTa fa ce
MPEAOCTABAT M ChbXpaHsABaT npunoxedne Ne 1 v npunoxenue Ne 3 ot HacToawunTe ,WsuckeanuaTta Ha H3O0K®, npu
CNefHuTE YCroBus:

- 3a npunoxeHue N2 1 - npw HanuuMeTo Ha TekeT B amBynatopHust mmet Jluncear M3KMIOYBALLN KpUTEPUM 33
3anoysaHe/mpogbmkabaqe Ha nedewue c NN’ noanucad ot cneunanucra u 30J1:

- NpW OTPaseHo B CLOTBETHUA Yekboke Ha ,PelieHne Ha cneunanusmpada komucua“ no Allp Ne 38: | Jluncear V3KITHOYBaLLIM
KpuTepuu 3a sancysaHe/MpoabxasaHe Ha nederne ¢ JM" 1 nognMcaHo ot cneywanuaupaHarta komucus n 3071

- 3a Npunokenne N¢ 3 - Npu HaNMYKMETo Ha TEKCT B ambynaTopHus NUcT/ ,Pellienne Ha cneLmanianpaqa KoMucns® no Allp Ne
38: JKenaa ga mu 6r8e ono6peno neveHue ¢ NEkapCTBEHUA NPOAYKT, KATO AeKnapupam, Ye CbM YBEJOMEH 33 AefCTBUETO Ha
HasHadeHata nekapcTeeHa Tepanusi u JaBam WHOPMUPAHO Cbriacue Chulata ga mu Gbde npunarasa®, nognvcad oT
cneuuanucral/cneuvanusvpadara kommcus u 30J1.

¥
& UBICKBAHNA HA H3OK PV NEYEHVIE HA TEXKA ACTMA B U3BLHBOJHNYHATA MOMOLL



NPUINTOXKEHUE 1A

JINCT 3A ONPEOENAHE HA KPUTEPUUTE NPU MPOBEXOAHE HA NNEYEHUE HA BOJTHH
C TEXXKA ACTMA

A. KPUTEPWUU 3a 3anouBaHe Ha MBLPBU KYPC (334 BIDKUTENHO € HarNMMYUeTo Ha BCUYKK KPpUTEpUU)

’_NQ MKB J45.0, J45.1

1 Hokazana GpoHxmanHa acTMa U uskniousaHe Ha NPUAPYXaBaLiu CbCTOAKUS, KOUTO MOraT aa
Hanonobsear actma 1 2

3afbrxuTenHu kputepu: 12
a. NOLL KOHTPON Ha nposiBuTe Ha BonecTtra (pesynTtaT ot Asthma control test (ACT) < 20 npes
nocreanute 12 meceua) * 2
b. 4YecTn Texku u3oCTPsHUA Ha 3abonseaHeTo (2 wnm roBeye Kypca CbC CUCTEMHU
KOpTUKOCTEpOMAY (> 3 OHN BCEKM) B NocnenHuTe 12 MeceLa) U/ CUGTEMHU KOPTUKOCTEPOUAY
npes 6 unn noeeve Mecelua OT NOCNEAHATA roaMHa U/uni CePVO3HN M3OCTPSHWA Ha BonecTTa
(MoHe efiHa xocnUTanM3aLmns, NPECToN B MHTEH3MBHO OTAENEHME UMK MexaHW4Ha BEHTUNALMS B
nocnegHuTe 12 meceua
C. peayumupana GenoapobHa thyHkuMs — hopcupaH ekcnupatopeH obem (PEO1) < 60% ot
2 npeaBnaeHns B nocnegHuTe 12 meceua
d. BUCOKM 031 MHXaNAaTOPHU kopTukocTepouau (no GINA, Bux Tabnvua 1)
€. TPETU KOHTporupall meankamenT — LAMA, 3a noHe 3 meceua
f. npaeunHO NpremaHo N NOCTOSHHO cnasBaHo npes nocriegHuTe 4-6 meceua nevexHune oT 4-5
CTbnka cnopen GINA
g. OBRagsisaHe Ha CLObLTCTBALUUTE KOMOPBUAHOCTU
h. nepucepHn eosnHodunm = 0.3x10° /5
i. oGy cepymun IgE > 30 IU/ml nnu FeNQ > 25 ppb
k. nonoxutenHu cneundomdHn IgE KbM LENOroaMLLHMN anepreHu (MamepeHu Ypes KOXHO-
aneprudHu npobu unu B cepym npes nocnegHara roauHa)

3 Jlunca Ha usknwuBawm KpuTepuu no touka B !

4 Do6pa wHXanaTopHa TeXHUKa CbTPYOAHUYECTBO Ha nalueHTa ' 2

1 PelieHue Ha cneunanuanpara komucus™ no Allp Ne 38

2 meanumneka ACKYMEHTaUNA, NOTBLPXKAABALLA KPUTEPUNTE MO NPUIOKEHUE 1 U BCUYKM HEOBXOOMMU W3CHeABaHMs,
CL0BPa3HO NPUNOXKEHUE 2, BRIAKYBALLM 3a0LIDKATENHO:

- NPoBeXAaHa npedxopHa CTaHAapTHA CUCTEMHA TEpanus ¢ OTpaseHu [03W, NPOALIKUTENHOCT Ha NPUNoOXeHue u
€(EeKTUBHOCT;

- (hULL OT NPOBEAEHO hYHKUMOHANHO U3CNeaBaHe Ha AMLiarHeTo;
- CTOMHOCT Ha NepudiepHN E03UHODUNY;

- 06wn cepymun IgE unu

- FeNO — uacnegBaHe Ha dpakuus U3OWULLAH a30TEH OKWGC (3a INN Dupilumab); ce npencrasa camo npn oBeKTUBHO
AOKYMEHTMPAHE Ha CTORHOCTTA C MOAMKC U MEYAT Ha N3CNEABaLLUS nekap;

- cneuncmynm IgE kbMm LenorogvuHm anepreqy (U3MepeHn Ypes KoXKHO-anepruyHi Npobu unu s CepyM Npes nocnenHaTa
roavHa) 3a [0KasBaHe Ha TemKa anepruyHa acTma (3a INN Omalizumab)

- pesynrtat ot Asthma control test

3abenexka. Mpu NaUUEHT, KOMTO KbM MOMEHTA Ha KaHAMAATCTBAHE @ HA MOCTOAHHO CUCTEMHO KOPTUKOCTEPOUAHO NeYeHme,
C€ Aionycka B akTyanHuTe N3crneiBaHns CTOMHOCT Ha nepudepHm eosuHodunu = 0.15 x 10% /n n ®EC1 < 80%. B Toau cnyvai,
cneasa Aa OwbAaT npegctaEeHu npegxomHu nacneaeawma Ot nocnegHuTe 12 meceua CchbC CTOMHOCT HAa nepudepHu
eosnHodunu = 0.3x10°%/n n DEO1 < 80%.

!‘» -
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NPUIOXEHUE 1A

NUCT 3A ONPEOENAHE HA KPUTEPUUTE MPU NMPOBEXOAHE HA NIEYEHUE HA BEOMNHU
C TEXKKA ACTMA

B. KPUTEPUWU 3a npoagbnxaBaHe Ha TepanusaTa (3a4bMKUTENHO € HaNMUYMETO HA BCUYKM Kputepuu)

HamanasaHe Ha TeXecTTa Ha KNMHWYHATA CUMNTOMATYKE MO OTHOLLUEHUE Ha :
= OHEBHW GCUMMTOMU
1 5 HOLHW CUMNTOMU
" HaManela unu NUNCBaLla exeAHeBHa HyXaa oT bup3ogelicTealum Bz aroHucTH
= pesyntat ot ACT > 20

HamansaBaHe Ha A03aTa Ha CUCTeMHaTa KOpTUKOCTepouagHa Tepanus

3 HamansiBaHe Ha exsauepBauuuTte u XocnutanuzsayumTe npes nocnegHute 12 mecewa

4 MNoncbpera 6enoapobHa dyHkums

5 Jlnnca Ha cTpaHuHN ediekTn u UBKMIHBALLM KpUTEPIY No Touka B

B. U3KNIOYBALLY KPUTEPUMN

1. BpemeHHOCT U KbpMeHe

2. Jluua noa BL3pacTTa, nocoyeHa B KpatkaTa XapakTeprcTuKa Ha JIEKapCTBEHWUS NPOayKT

3. CBCTOAHMA, NOCOYEHU KATO NPOTUBONOKAZaHNS B KX

4. YBpeneHa yepHoapobHa u 6L6peunHa chyHKUMS (npunara ce uscneneaHe Ha YPes, KpEaTUHUH 1 TpaHcaMuHasw),
(camo 3a Omalizumab)

5. Jllunca Ha noBnusiBaHe cneg 12 MeceyHo fneyeHmne

6. TioTioHoNyLLeHe

F &
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NUCT 3A ONPENENAHE HA KPUTEPUMUTE MPU NPOBEXOAHE HA NEYEHUE HA TEXKA ACTMA*

MPUNOXEHUE 15

=
M3XOOHA OLIEHKA ]

HAYANO HA NEYEHUWUETO

DEO1 \
OATA: ExxegHeBHa Hyxaa ot GLp3oseiicTalm [ - aroHucTM

Eksalepbauun

Hosa / Heobxopgumoct ot CKC

[losa NKC

Bpoii Ha nepudbepHnTe eosnHodunu = 0.3 x 10%n (B nocnegrute 12 meceua)

O6wwn cepymhm IgE > 30 IU/ml 1 nonoxutenan cneundnaHy IgE Kbm LenoroguiunHm

aneprexu (3a INN Omalizumab)

unu FeNO > 25 ppb * (3a INN Dupilumab) N

OLIEHKA NMPU MLPBO
NPOOBIMKEHUE

Ha-B-mu-t-Ha-12-mu-mecey-3a-INN '
Mepoﬁ;.tumabrﬁenraﬁzumab,—pupﬂumab)
BATA:

OLIEHKA

DEO1

HamaneHa nnu nunceawya exegHerHa Hyxaa ot BvpacgencTealyn f; - aroHncTH

Exsauepbavuun

Hosa/HeoBxogumocT ot CKC

losa MKC

CToiiHoCT Ha neputhepHuTe e03nHODUY

FeNO (za INN Dupilumab)

Ha 6asata Ha cpasruTenHa oueHka Ha Boeku nokasaresn, CneUnanucTa/cneluanianpa“ara KoMucus
AaBa 3aKn4eHne 0THOCHO NPOALIBKaBAHE WK NPEKPATABAHE Ha NeYeHieTo.
fleveHuemo npodunkasa camo npu oyernka, nokazeawa nodobpenue Ha 8CUYKU Kpumepuu

OLIEHKA NMPU CNEQBALLO
NPOOBIMKEHUE HA
NEYEHUWETO

BATA:

——

OLIEHKA

PEO1

HamaneHa unu nunceauja exesHeBHa Hy*Aa oT GbpaogeicTealyn B, - aroHUCTy

Exaauep6avmn

[osa/Heobxogumoct ot CKC

Hosa MKC

CroitHocT Ha nepudepHuTe €031MHODUNK

FeNO (3a INN Dupilumab)

Ha 6asara Ha CpaBHUTENHA OLIeHKa Ha BCeKM nokasaren, cneuwannc-ralcneuwanmampaHaTa KOMUWCUA
AaBa 3akN4eHMe OTHOCHO NPoAbiKasaHe unu npekpaTaBaHe Ha neyeHreTo

fleveruemo npodnnnaga caMo npu oyexxa, nokaseawya nodobBpenue Ha Gcudky KpUmMeEpUU

* UnTepnpeTauusTa Ha oueHKaTa ce oTpa3siBa B ambynaropeH nucT/Pewerne Ha cneuuanuaupaHaTa KOMUCHS,
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Tabnuua 1. Bucoku no3u VKC npu naumenTyn Hag 12 roauHu B Mg

Beclomethasone dipropionate

Budesonide

Ciclesonide

Fluticasone propionate
Fluticasone furoate
Mometasone furoate
Triameinolone acetonide

NMPUNOXEHWE 1B

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

2500 (HFA MDI unu DPI)

2200 (DPI)
2400 (DPI)
>2000

TECT 3A KOHTPOJI HA ACTMATA

TOYKHU

Pesynrar

1.Mpe3 uammuanure 4
CeIMULIM, KAKBa YacT OT
BpemeTo actmarta Bu
npevelle ja U3BbpLIBaTe
EXeQHEBHUTE CU AeHHOCTU
(Ha paboTa, B KbLUM UK Ha
VMNTWLLE) B CpaBHEHUeE ¢
HOpManeH AeH 6e3 nposeu
Ha actma?

LsinoTo Bpeme

Mo-ronamara yacT
oT BpemeTo

YacT oT BpEMETO

Manka yacTt oT
BPEMETO

Hukakso Bpemel

2. MNpe3 namuHanure 4
CeAMULM, KONKO NbTU UMaXxTe

3anyx?

MoBeue oT BEAHBLK
Ha geH

BeaH®x Ha aeH

3a06nbwm
CEAMMWYHO

BeaHbx unu gsa
NbTH CeAMUYHO

HwTto eaunH

3.MNpes usmuHanure 4
CeIMULIN, KOJIKO NbTA
CUMNTOMUTE Ha acTMa
(xpunose, kawwnuya, 3agyx,
cTAraHe unu 6onku B repauTe)
By Byanxa Howem unu no-
PaHo 0T 06MKHOBEHO CYTPUH?

4 nnn noeeve
HOLLM CeAMUYHO

2 10 3 Howm
CeAMUYHO

BenHbx
ceamMunyHo

11nm 2 nbTr

HuTo eguH

4 .Mpes usMuHanure 4
CeMULM, KOTMKO NbTh
u3nonssaxre 6-p30 AencTBALLY
MHXanatop unn Hebynuaatop
(CanBytamon, BeHTonuyTM,
ExozanTM, Byro-AcmaTM,
CanamonTM, AtposeHTTM,
bepotek TM)?

3 unn noeeye NbTU
LHEBHO

11U 2 nbTi
AHEBHO

2unn 3 mbTuU
ceamMmnYyHo

BeaHbx
CeAMUYHO UK
no-psaaxo

HuTto enunH

5.Kak Buxte oueHuUn®
KOHTPONA BbPXy acTMaTa CH
npes uaMmHanwure 4

HekoHTponupaHa

ceaMuun?

CnaBo
KOHTpONMpaHa

HoHAkbAE
KOHTpOnupaHa

[oBpe
KOHTpOMupaHa

HanwbnHo
KOHTponMpaxa

06 L0

NErEHQA:

25 TOYKM - MbNEH KOHTPON Ha
actMaTa

20-24 Touku - 0oBbp, HO

HembreH KOHTPOon Ha
acTMara

< 20 TOYKM - NUNCa Ha
KOHTPON Ha acTMaTa

P
ﬁ-‘ MN3NCKBAHNA HA H3OK MPW NEYEHWE HA TEMKA ACTMA B M3BBHBEONHUYHATA MOMOLL



NPUNOXEHUE 2

I. NEYEBHO-AUATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHU NPOOYKTWU, skrtoyeHn B Mpunoxexue 1 Ha MNC, kouto H30K 2annawa B cLOTEETCTBUE ©
OEUCTBALLUTE HOPMATUBHM OOKYMEHTH.

Tabnuua 1
INN MKBE [o3a u HaunH Ha npunoxenune 3a 300
Bb3PacTHH, IOHOWW U Aela Ha Bb3pacT Ha v Hag 6 roguHu
OMALIZUMAB J45.0

* Mo Hopmorpama®

BBL3PACTHU, HOHOLIM U AeLa HAa Bb3pacT Ha U Hag 6 roguHm

MEPOLIZUMAR J45.0, J45.1
* 100 mg menonusymat, npunaran NoaKOKHO BEAHbXK Ha BCEKK 4 ceamuun

Haz 18 roguiuHa BL2pacT

BENRALIZUMAB J45.0, J45.1 * 30 mg GeHpanuaymab 4Ypes NoaKOXKHA UHKEKLMSA Npes 4 ceaMuum 3a

MbpPBUTE 3 403M W Npe3 8 cegMuum crief Tosa

NpH B3pacTHU U KOHOWMK Hag 12-roguilHa BL3pacTt

* NPV NAUMEHTH C TeXKa acTMa, KOUTO Ca Ha NEpopanHu KopTUKocTepouaw,
unu Npu nNacMeHTW ¢ TeXXKa actMa v CbNbTCTBALL YMEDEH A0 TEXbK aronuyeH
AEpPMaTUT, UMK BL3PACTHU ChC CBNBTCTBALL TEXbK XPOHUYEH PUHOCUHYNT G HOCHA
nonunosa, HavanHa fAo3sa 600 mg (aee ukxekumm no 300 mg Beska), Nocneasaqa
oT 300 mg npes ceaMWLA, NPUIOKEHW KaTO MNOAKOXHA VHXEeKLMS BCAKa)
nocnegsasxa ot 300 mg npes ceAMuLIa, MPUNOKEHN KATO NOAKOKHE MHKEKLMA.

DUPILUMAB J45.0, J45.1

+

NPy BLAPACTHW W I0HOLWW Ha B3DaCT Ha W Hag 12 roauHn

TEZEPELUMAB J45.0, J451
* 210 mg TezenenyMab Ypes NoOAKOMHE MHKE LA nped 4 cenmnLy

* CwrnacHo Kpatkara xapakTepucTuka Ha NekapcTeeHns NPOAYKT, NOAXCAALATA 4032 M YECTOTA Ha NPUNOXEHNE ce onpesensT OT U3X0AHOTO
HuBO Ha IgE (IU/ml), namepeno npesm 3anousaHe Ha NEYEHUETS, M TENECHOTO TEFNO (kg). MauneHTUTE, YUNTC N3XO[HU HUBA Ha IgE unK TenecHo
TErNo B kg Ca M3SBBH rpanuiuTe Ha Tabnuuyata 3a 4,03uTe, He Tpsbsa na nony4aeaTt nekapcTBeHus npoaykT. OnpegensHeTo Ha 403aTa 33 BTOPH
LIECTMECEHEH KYPC Ha NEYEHNE C& OCHOBABA HA CEPYMHUTE HUBA Ha IQE, NONYUYSHN NPy MLPEOHAYANHOTO onpefensHe Ha fo3ara.

Tadamaa I Fpenyencissane 07 300 w33 S8 danenn. Spof neaexonn ¢ odm BHAEKIRPIE Iobmmasd TRTLIVAME HABCER 2 CLIMILI om0 01 Neb i arsanams 2
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3abenexka: 16 cedmuuyu cred 3anoysaHe Ha MeYeHUETO
Tadtans ! TPILTATAME HA BCERI 4 OF TMITI Zosmss Nelau HATHERAUA B 1033

nayuedmume mpsbea da 6vdam npeanedaHu om nexkaps um BETICIND APET CIh s A3 DIAKORS U3 BCHA  Ce1uTD

3@ oueHKa Ha eghekmusHocmma Ha neveHuemo npedu da ce S I
npunazam  o-HamamblluHU UHXeKuuu. PelweHuemo da ce Trams

npodLrxu nedexuemo mpstea da ce ocHosasa Ha mosa danu A

ce Habmodasa sHavumMenHo noQoGPeHUE HA  USROCHIHUS S B e AR T

KOHMPOI Ha acrmMama.

NPU  JIANCA HA TMOBNUABAHE, CHELMAMUCTA . Dot e .. 3 |
YBEOMABA HE3ABABHO KOMMCHATA MO 4fl. 78, T. 2 i | e
OT 330 B LY HA H30K. sl B

H. =
&
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NPUNOXEHUE 2

2. NPOCNEOABAHE — OMALIZUMAB, MEPOLIZUMAB, BENRALIZUMAB, DUPILUMAB u TEZEPELUMAR

Tabnuua 2

U3CNEOBAHUA U3XOOHW npu nopegHo
npogLmkKeHue

MKK ¢ KK v v
ASAT, ALAT (za INN Omalizumab)

Ypesi, kpeatuHuu (3a INN Omalizumab)
Bpoit Ha nepuchepHuTe eosnHodunu
Obwwm cepymhn IgE (za INN Omalizumab)
unu FeNO (3a INN Dupilumab)

Monexurenti cneundmuyHm IgE kbm uenoroauiuHr anepreny (aa INN
Omalizumah)

PN ¢ gebut-obemya kpura, PEO1

S ANENEN
<

<
A

%

Terno (3a INN Omalizumab)

Il. OBLIN U3UCKBAHWA

1. Bb3pacTtoBara rpaHmLa ce 13uMcnssa B HABBPLIEHI TOAVHM - T.€. BKNOYNTENHO KbM AdTaTa Ha W30aBaHe Ha e-NpoTokona oT
cneuvanuct/cneymanusnpasaTa KoMucus.

2. Mpw HasHa4aBaHe Ha Tepanus ¢ e-NpoTOKON 3aAbLMKUTENHO ce CbOoBpa3ARaT Bb3PACTOBNTE OTPAHUYEHUS, ChINACHO KpaTkaTa
XaPaKTEPUCTUKA Ha CHOTBETHNS NMEKAPCTBEH NPOAYKT, YTBbPASHa No pesa Ha 3MMXM.

3. H30K He 3annalia neueHue U3BLH yKkazaHaTa BbL3PACTOBA rpaHULA B KpaTKaTa XxapakTepucTika Ha NeKapcTBEHUS NPOaYKT.

4. H30K He 3annaiia neveHue ¢ 4031 HAZ MaKCUMAHO PaspeLueHnTe No KpaTka XapakTepUcTyKa Ha NekapCTBEHUs NPOAYKT.

5. B cnyvai Ha HacTbNMAA NOA03UpaHa HeXenaHa neka pcTBeHa peakuns, nekapaT ysegomsea VAT no pega Ha yun. 184 ot 3MXM.
Konue oT chobLieHueTo ce npunara/onucsa KbM/B MeaLMHCKATA JokymeHTaums Ha 30J1 npu kaHguaaTcTRaHe 3a NeyeHue.

6. Bceku e-npoTokon ce M3naBa Bb3 OCHOBA Ha W3nazeH MEAULIMHCKN JOoKyMeHT: ,AmBynaTtopeH nuct' oT cneuywanucr —
nanbnHuTen Ha CUMI nnu ot cneunanuampana komucus B J1360 Ha ocHOBaHME Allp Ne 38 ,OnpepensaHe Ha nnaH Ha neveHne u
MpOCnenseaHe Ha TepanesTU4HIA OTrOBOP NPY NALMEHTW, NONyYaBaLLM CKbNOCTPYBALLM NEKapCTEEHY NPOAYKTN NO pega Ha 4un. 78,
T. 2 330"

EK3emnnsp Ha xapTMeH HocuTen oT ambynartopHus aucT unm Alp Ne 38 -ONpefensHe Ha NnaH Ha MeuyeHne ¥ NpocneasBaHe Ha
TEPANEBTUYHIA OTTOBOP MNP NALMEHTU, NOMNyYaBaly CKbNOCTPYBaLLM neKapcTeeHW NPoAyKTU No peda Ha yn. 78, 1. 2 330, konto
€ OCHOBaHwe 3a M3gaBaHe Ha MPOTOKOM, NOAMWCAH OT nekaps cneunanuct/cneunanusnpata komucus u 30J (poauten,
HaCTOMHUK/NpUEeMeH poauTern), ce Boau no peg, onpegefnieH oT nevyebHOTO 3aBedeHWE 1 Ce CbXpaHsBa B kabuHeTa Ha
nekaps/koMmucuaTa.

7. lpu nsgaeaHe Ha E-npotokon no PEna Ha ekcnepTuzara no yn.78, 1.2 ot 330, oTnaza HeobxoaUMOCTTa 44 ce NpenocTaBaT 1
ChXpaHasaTt npunoxexue Nel u npunoxeHue Ne3 oT choTeetHUTe W3unckeanusTa Ha HIOKS

8. VisnasaneTo Ha E-NpOTOKON Ce OChLIECTBABA B CHOTBETCTEUE Che CBBMECTHU , YKa3aHuA 3a paboTa ¢ NoAaaeH Mo enekTpoHeH
meT npotokon IA/IB/IC (e-mpoTokon)*, mexay HauvowanuaTa SApaBHOOCUTYpUTENHa Kaca W bunrapcku nekapcku cbio3 3a
npunaraHe Ha HauuoHanHua paMkoB JOrOBOP 38 MEOULMHCKMTE AEHOCTY.

Hacmoswume usucksanus ca ymsbpdeHu om ynpaesumens wa H30K cned Pewerue Ne PO-HC-04-....... T 2024 2. Ha
HadsopHus cbeem Ha H30K u npedsapumenHo ceanacyeare c 5/1C., Ha ocHosanue yn.51. an 10 ebe 8p. ¢ an.8 om lMpasuntuka
3a yempolicmsomo u deliHocmma Ha HayuonanHama 3dpaeHoocueypumenHa kaca. Msucksanusma enusam & cuna om damama
Ha obHapodsaHemo UM & bpxaseH 6eCMHUK." U OmMeHsm dedcmeatuume usuckearus g cuna om 14.07.2023z. Ha ocHOgasue
peluerue Ne P1-HC-04-42/29.06.2023z.

ey
w MBUCKBAHWNA HA H30K MNMPU NEYEHWE HA TEXKA ACTMA B U3BBLHEONHUYHATA roMouy

10



NMPUNOXEHWE 3

AEKNAPALMA 3A UHOOPMUPAHO CbIMACUE C M3UCKBAHUATA 3A 3AMOYBAHE /
NPOABIMKABAHE HA NEYEHUETO C NNEKAPCTBEHUSA NMPOOYKT

cnej  Karo Gce  s3anosHax ¢ uanara MU npegocrtaeeHa MHCbOpMaLlVIFI W Uenta Ha nedYeHMeTo ¢ NneKapcreeHuns

DI O Y KT e bt et e eren e s v et ee s s et W CNEA KaTO MONyuuMX M3YepnaTtenHu OTroBOpM Ha

nocTaBeHUTe OT MEH BLNPOCH, AeKnapupam ve:

1. Le cnaseam npenopbyaHata My cxema Ha eqeHne U NeprnoANYHOCT Ha KOHTPOMHWUTE nperneau.

2. Penoexo uie ce seagam Ha KOHTDPOINHN Npernenu U HAMa Aa npoMeHsaM CaMoBOIMHO uin nojg, ApYro BHYLUEHWE HA3Ha4vYeHaTa
MU Tepanus.

3. [pu npeycraHoBsBaHe Ha NeYeHNETo no NPUHUHK, HENPOWUITUYALLM OT pelleHneTo Ha KomuecuaTa sa ekcnepTtnan B P30K
w/unmn Komucuarta no un. 78, 1.2 ot 330, we ysenoms He3abarHO NUUHUS CH nexkap.

4, INpw HecnaseaHe Ha nocoveHuTe YCNOBNA NEYEHNETO MY C YNOMEHATUA NEKAPCTREH NpoAayKT e Oble npekpaTeHo 1 HaMa

Aa nMam npeTeHumrn kem H30K.
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