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M3UCKBAHUA HA H30K
NPU U3AABAHE HA MPOTOKOJN 3A NNEYEHUE HA TEXXKA ACTMA NoA 18 FOAULLIHA
BBb3PACT

MpoTokonu 3a 3anoyBaHe U MPOABLIKEHWE Ha NEYEHWEeTO Ce M3faBaT OT cheuuanuct/cneuvanuavpaHa Komucusi B nevebHu
3aBefeHuA 3a 6onHuyHa nomoLl, ¢ koA Ha cneumanHocT 36 — aeTcka NHeBMornorus u hTuanaTpus n 02 — KNMHWYHA anepronorus,
paboTewwm no aorosop ¢ H3OK. MpoTokonute 3a 3anoyBaHe Ha neuyeHue ce U3aasaT OT creuuanuaupaHa KOMUCUS B CefHuTe
neyebHn 3aBepeHuns 3a GonHuyHa nomoul, cknioumnu gorosop ¢ H30K: YMBAN ,AnekcaHaposcka“ - rp. Codus, YMBAS ,CeeTtu
[eopru* - rp. Mnoeaue  YMBAJ1 ,CeeTa MapuHa“ - rp. BapHa.

*To u3knioYeHne uneH Ha cneunanusvMpaHata KoMucuss mMoxe ga 6bae uM nekap CbC cneuuanHocT neavatpus, paborely B
KNMHUKA/OTAENEHUS C NYNIMONOrMYHa HACOYEHOCT.

I. PEQl 3A 3ABEPABAHE HA NPOTOKONINTE NPU NEYEHUE HA TEXXKA ACTMA

I‘Iporoxonu 3a 3anoyiBaHe Ha ne4vyeHue

* PelueHue Ha cneumanuaMpaHa KOMUCUS C iCHa MeAULMHCKA MOTUBaLMS
(3apbmKMTENHO Ce 0TOENNA3Ba NMNCa Ha U3KIIOYBALLM KPUTEPUN)
cneunanusupasa * MeauuuHcka  JOKYMEHTauus, MOTBbpXAaBawia  KpuTepuute  no
KOMMCHUS —®| npunoxexue 1 M BCWYKM Heobxoaumu u3cneaBaHus, CcbobpasHo
npunoxexHue 2

* “Mporokon 3a npeanucBaHe Ha nNekapcTea, 3annawaxdm or H3OK/P30K” —
06p. M3 -H30K

Komwucus no un.78, 1.2 or ‘ 3aBepka Ha npoTtokona

330 B LIY Ha H30K B P30K

MpoTokonu 3a npoabnikaBaHe Ha nevyexHuwe

CNeunanucT, CKIloumnn
floramen ¢ HIOK . ‘Nporokon 3a npeanucBaHe Ha
nekapcrea, sannauwaxu ot H30K/P30K” — 33:58;3 Ha npoTokona
. B
cneuwanuaupaHsa P 06p. M3 -H30K
KomucHs

Il. OBLLU NONIOXEHUA

1. E-npoTokon ce usnasa ot nexap - usnbnHuten Ha CUMN Ha ocHoBaHue ,AMGyNaTopeH NUCT" UnKn OT cneyuannaMpaHa KOMUCUS B neYe6HO
3aBefeHue, oka3Bauwlo GonHuyHa MeauumHcka nomouwi (NI3BM) Ha ocHoBaHWe ,PelleHue Ha cneuwanuanmpaHa komucus no AMp Ne 38
-OnpeaensiHe Ha NNaH Ha NeveHne n NpocneAsBaHe Ha TePaneBTUYHNA OTFOBOP NPV NALIMEHTH, NONYYaBALLM CKbNOCTPYBALLM NEKAPCTBEHN NPOAYKTH
no peaa Ha un. 78, 1. 2 330" B coTBeTCTBUE C HacToAwmTe U3nckeavua Ha H3OK 3a nepuog A0 180 axu.

2. PoautensaT/HacTOWHUKLT/NPUEMHMAT poANTEN yAoCTOBepsABa C NOANKCA CH B c1 B ,AMGynaTopeH nUCT" unu B ,PelueHne Ha cneuuanuaupaxa
komucus“ no Alp Ne 38 cneanoro: JKenas Aa mu 6bae 0a06peHo neueHue C NEKApCTBEHUS NPOAYKT, KaTo AeKnapupam, Ye CbM YBEJOMEH 3a
AENCTBMETO Ha Ha3HaueHaTa NnekapcTeBeHa Tepanua W AaBaM MHCOPMUPAHO Chbfnacue cubljaTta Aa mu 6vae npunaraHa®; ,CbrnaceH/a cbM 3a
u3snonssaHe Ha NMYHUTE MU AaHHU 32 LiennTe Ha ekcnepTusara“; JKenas Aa 6baa yBepoMeH/a 3a pesynrtara oT ekcneptusara ot P30OK no eaus ot
CneAHUTe HauuHK: no e-mail, TenedoH unu Ha macto B P3OK; ,Pa3speluaBam A0CTBN A0 ENEKTPOHHOTO MU 34PaBHO AocKue”.

3. [lo nony4asaHe Ha WH(OPMaUUs 3a 3anouBaHe UNK NPOABMkKABaHE Ha 3asBEHOTO neuenne, 30J1 npoabnkasa TepanusTa C NeKapcTBEH/M
NPOAYKT/W, C KOUTO € NPOBEXAaN NEeYEHNETO A0 MOMEHTA.

4. MNpeau cTapTupaHe Ha npoueca no usaasaxe Ha E-npotokon Ha 30J1, cneynanucTbT/cneuuanuanpaHata KOMUCHS, CrieA NOMYYEHO paspeLLeHme
3a AOCTBN OT POAUTENA/HACTONHUKA/NPUEMHUS POANTEN A0 €NEKTPOHHOTO 34paBHO Aocke Ha 30J1, ocblyecTBABa CNpaBka NO eNeKTPOHEH MbT 33
u3aanenn Ha 30J1 npeaxoAHN NPOTOKONM, NO CbLYMA Npodun Ha 3aGonssaHe. MpoleckT no usgasaHe Ha E-npoTokon ce peanuanpa B MEAULIMHCKY
cogryep. B HacTosIWMTE M3UCKBAHUSA Ca NOCOYEHN HeOoGXOAMMMUTE AOKYMEHTM 3a u3naBaHe Ha E-npotokon Ha 30/1.

5. Kum Bceku E-npotokon, € KOWTO € Ha3HaueHa NekapCTBeHa Tepanus CbrNacHo HaCTOALLMTE U3UCKBAHUS, Ce Npunarat HeoBXOANMATE AOKYMEHTH
(ambynaTopHuTe NUCTOBE, ENUKPU3M, U3CNEABAHUA W Ap.), CNej KOETO AOKYMEHTUTE Ce M3NPaLaT no eNeKTPOHeH NLT KbM MHA(OPMALMOHHATA
cuctema Ha H3OK. [lokymenTuTe, kouTo chlecTaysat B H3UC/MHopmaumoHHaTa cuctema Ha H30K, ce aeknapupat B E-npotokona ¢ TexHute
yHukanhu Homepa (HPH). UndopmaumsaTa, oTHocuma kM nsgasaHe Ha E-npoTokona, KOATO € B AOKYMEHT, KOUTO HAMA eneKTpOoHeH copmar, ce
nonenea B amMGynaropHus nuct/PeleHneTo Ha cneumanmsupaHa KOMUCUS - OCHOBaHUE 3a u3paBaHe Ha E-npoTokona, Unu ce JOKyMeHTa ce npunara
KaTo CKaHWpaHo Konue.

6. MNpu n3pnasane Ha E-npoTokon no peaa Ha ekcnepTu3aTta no un.78, 1.2 or 330, oTnapa HEOGXOAUMOCTTa Aa Ce NPeAOCTAaBAT U CLXPaHSABAT
npunoxexune Ne 1 u npunoxexue Ne 3 ot HacToswuTe ,U3ucksanuaTa Ha H3OK", npu cneanuTe ycnosus:

- 3a npunoxeHue Ne 1 - npu HanuumeTo Ha TekcT B ,PelleHne Ha cneunanuaupaHa komucus* no Alp Ne 38: . JlunceaT uakniousawm KpUTEpUK 33
3anoysaHe/npoAbiKaBaHe Ha neyenue c JIMN“, noanucaH ot cneunanusupaHaTa KOMUCUS U POANTENS/HACTONHIUKA/ NPUEMHUA POANTEN:;

- Npu OTpaseHo B CLOTBETHUA 4YekGokc Ha ,PeweHue Ha cneuwanusupaHa komucus“ no Afp Ne 38: JlunceaT usknioysawy KpuTepuu 3a
3anousaHe/npoabikasaHe Ha neueHue ¢ JIM* n noanucaHo oT cneuvanuaMpaHaTa KOMUCUS U POANTENS/HACTOMHNKA/NPUEMHMNS poauTen;

- 3a npunoxexue Ne 3 - npu Hanu4MeTo Ha TekcT B ,PeLlieHue Ha cneunanuanpaHa komucus“ no Alp Ne 38: )Kenas aa mu 6bae 0Aa00peHo nevyexue
C nekapcTBeHWs NPOAYKT, KaTo Aeknapupam, Ye CbM YBEAOMEH 3a AeiCTBMeTO Ha Ha3HauyeHaTa NnekapcTBeHa Tepanus W AaBam MHAOPMUPAHO
cbrnacue cblyata Aa Mu 6bAe npunaraHa“, NOANKUCaH OT cneuuanuanpaHaTa KOMUCHA U POAUTENS/ HACTOWHNUKA/NPUEMHUS POAUTEN.
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‘V N3NCKBAHUA HA H3OK NPU NIEYEHUE HA TEXXKA ACTMA NO[ 18 FOAULLUHA Bb3PACT B U3BbHBEONIHUYHATA
nomouy,



NPUNOXEHUE 1A

JIUCT 3A ONPEARENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHUE NPU NULUA NOA 18 FOAUHU
C TEXXKA ACTMA C OMALIZUMAB, DUPILUMAB U TEZEPELUMAB

A. KPUTEPUU 3a 3anouBaHe Ha NbpBU KYPC (3aABIKUTENTHO € HANTMYMETO Ha BCUYKM KPUTEPUM)
Ne | MKB J45.0, J45.1

1 }.'l.oxasaua 6ponxuanua acTtMa N u3Knw4ysaHe Ha npuapyxasawiu CbCTOSAHUA, KOUTO MoraTt ga Hanop,06;|aar
actma ':2

3agbmkutenHu kputepuu: 12
a. 1oL KOHTPON Ha nposBuTe Ha GonecTtTa (pesynTaT oT Asthma control test (ACT) < 20 npes nocnegxute
12 meceua) -2
b. 2 wnn noseye exsauepbauum Ha acTMaTa € Kypc CbC CUCTEMHU KOPTUKOCTEpouau (> 3 AHM BCeku) B
nocneaxHute 12 meceua) w/vnu egHa xocnutanusauws B nocnegHute 12 meceua
C. NpaBUNHO NPUEMAaHO U NOCTOSIHHO CnasBaHO Npe3 nocnegHute 4-6 Meceua neuyeHune ot 4-5 cTbnka
cnopea GINA cbec cpeaHo-BUCOKa 1032 UHXaNaTOPEH KOpPTUKOCTEpOUA
2 [eua Ha Bb3pacT 6-12 r.: > 800 mg beclomethasone eksuBaneHT/aHEBHO
[eua Ha Bb3pacT Haa12 r.: > 2000 mg beclomethasone eksuBaneHT/aHEBHO
d. nepuchepHu eoauHocounm = 0.3x10°/n
e. 06wwu cepymhm IgE > 30 IU/ml unn FeNO > 20 ppb
f. nonoxutenHu cneununyHm IgE KbM LENOroaNLIHN anepreHn (M3MepeHN Ypes KOKHO-anepriHu npobu
1nu B cepymM npes nocneaHarta roauHa)
h. peayuupana 6enoapobHa cyHkums — chopcupaH excnmpartopeH obem (PEO1) < 80% oT npeasnaeHus B
nocnegHute 12 meceua

3 Nunca Ha u3kniouBawm KpuTepum No Touka B !

4 [obpa nHxanartopHa TexHWKa U CbTPYAHMYECTBO Ha nauueHTa ' 2

Nunca Ha 3apoBonMTeneH OTrOBOP Cred HAKOE OT APYFUTe GMONOTMYHM neueHue /3a
5 Tezepelumab/

1 Peluenne Ha cneunanusnpana komucns® no Alp Ne 38

? MEAWLIMHCKa AOKYMEHTaLWs, NOTBLPXKAABALIA KPUTEPUUTE NO NPUNOXEHNE 1 U BCUUKK HEOBXOANMM USCNEABAHNS, CLOBPA3HO NPUNOXEHUE
2, BKNIOYBALUYN 334 BIMKUTESTHO:

- CTOMHOCT Ha nepudepHu eosuHocdunu (3a INN Dupilumab);
- 06wwm cepymHum IgE (3a INN Omalizumab);
- FeNO (3a INN Dupilumab);

- cneumMcnyHK IGE KbM LENOrOAULIHM aneprexn (W3MepeHy Ype3 KOXHO-aNepriyHN NPoBu UK B CepyM Npes NocneaHaTa rojMHa) 3a A0Ka3saHe
Ha Texka anepruyHa actma (3a INN Omalizumab)

5. KPUTEPUU 3a npoabmkaBaHe Ha TepanuaTa (3afb/DKUTENHO € HanuYueTo Ha BCUYKK KpuTepum)

HamansBaHe Ha TexecTTa Ha KNUHUYHATa CUMNTOMATUKA MO OTHOLLIEHWUE Ha :

1 = AHEeBHU CUMMNTOMMU

" HOLHU CUMNTOMM

" HamalneHa unu NUNceaLlla exeaHeBHa Hyxaa oT Gbp3ogencTBaLLy B2- arOHUCTH

2 | HamansBaHe Ha no3aTa Ha CUCTEMHaTa KOPTUKOCTEPOMUAHA Tepanus

INunca Ha exsauep6Gauum M xocnuranusauum npes nocnegHute 3 meceua /3a Omalizumab u
Dupilumab/

Mone 50% no-manko ek3auep6auum, Hanarawm CKC B nocneanute 12 Mecela cnea Ha4anoTo Ha
neueHueTo /3a Dupilumab u Tezepelumab/

4 | MNopobpeHa 6enoapobHa yHKUMs
5 | Jlunca Ha cTpaHU4HN eheKTn 1 U3KITIDYBALLM KpUTEPUM NO Touka B

B. USKNIOYBALLU KPUTEPUU

1. BpeMeHHOCT 1 kKbpMeHe

2. llnua nop, 6 roguwiHa Bb3pacT /3a Omalizumab/, Niuua noa 12 roguwHa Bb3pacT /3a Dupilumab u Tezepelumab /
3. CucteMHu aBTOMMYHHU 3abonsisaHus

4. XvunepumyHornobynuH E cunapom /3a Omalizumab/

5. YBpepaeHa yepHoapobHa u 6u6pedHa yHKUMs (Npunara ce nacneasaHe Ha ypes, KPEaTUHUH 1 TpaHcamuHasw)

6. Jlunca Ha noBnusiBaHe cneg NpoBeAEHOTO NeveHne

7. TioTioHONyLWEHE

Hse
€
O M3NCKBAHUA HA H3O0K NPU NIEYEHUE HA TEXKKA ACTMA MOA 18 MOAULLIHA Bb3PACT B U3BBbHBEONIHUYHATA
nomouy



NPUNOXEHUE 1B

NINCT 3A OMNPEAENAHE HA KPUTEPUMTE NPU NPOBEXAAHE HA NEYEHUE HA TEXXKA ACTMA*

N3XOAHA OLIEHKA

HAYANO HA IEYEHUETO —

ExeaHeBHa Hyxaa oT 6bp3ogencTealum B, - aroHUCTu

Ex3auep6auun

Do3sa / Heobxoaumoct ot CKC

Hosza UKC

Bpoii Ha nepudepHuTe eosuHodunu = 0.3 x 10%n (B nocnepHuTe 12 Meceua — 3a
INN Dupilumab)

O6wwm cepymum IgE > 30 IU/ml n nonoxutenHu cneuuduunm IgE kem

uenoroauwnu aneprexn (3a INN Omalizumab)
nnu FeNO > 20 ppb * (3a INN Dupilumab)

OLIEHKA NPU NBPBO OLIEHKA
NPOABLMKEHUE ®EO1 :
Hamanena unu nuncealya exeaHeBHa HyXaa oT 6bp3oaencTealy B, - aroHUCTH
Ek3auepbauun
[osa/HeobxogumocT ot CKC
Hosa UKC

CroiiHocT Ha nepudepHuTe eo3uHocdunm (3a INN Dupilumab)
FeNO (3a INN Dupilumab)

Ha Gasara Ha cpaBHUTENHa OLieHKa Ha BCeKW nokasaten, cneynanucTta/cneynanmanpaHara
KOMUCHS AaBa 3aKNIOYEHUe OTHOCHO NPOABLKABAHE UMW NPeKpaTABaHe Ha NeYeHUeTo.
Jleyenuemo npodnnxasa caMo npu oyeHKa, NoKa3eauja NoOOGPeHUe Ha 8CUYKU

Kpumepuu
OLIEHKA
OLIEHKA NPU CNEABALIO OEO1
NPOABIMKEHUE HA
NEYEHUETO Hamanena unu nuncealua exeaHeBHa HyxXaa OT 6bp3oaeicTsalum B, - aroHucTn
Ex3auep6auumn

[Nosa/Heobxoaumoct ot CKC

Hosza UKC

CronHocT Ha nepudepHute eosuHocdunu (3a INN Dupilumab)
FeNO (3a INN Dupilumab)

Ha 6asata Ha cpaBHuTeNHa OLieHKa Ha BCeku Nokasaren, cneuvanucTa/cneyuanusvpaHara
KOMWCUA AaBa 3aKMN0YeHNe OTHOCHO NPOABLIKABAHE UNK NpeKkpaTaBaHe Ha NeYeHNeTo.
JleyeHuemo npodbnxaea caMo Npu oueHka, MoKka3eawja nodobpeHue Ha 8CUYKU

| Kpumepuu :

* WHTepnpeTaumsTa Ha oueHkata ce oTpa3nBa B ambynatopeH nuct/PewieHne Ha cneuuanu3MpaHaTa KOMUCHS.

‘..
Bt

W3UCKBAHWA HA H30K MPU NEYEHWE HA TEXXKA ACTMA MO/ 18 FOAULWHA Bb3PACT B M3BbHEONMHUYHATA
nomoty,



NPUNOXEHUE 1B

Ta6bnuua 1. Bucoku ao3u UKC npu naunenTv noa 18 roguum

[Jeua Ha Bb3pacT 6 - 12

roauHu > 800 mg beclomethasone ekBuBaneHT / AHEBHO
Jeua Ha Bb3pacT Hag 12

roguHu > 2000 mg beclomethasone ekBuBafeHT / AHEBHO

TECT 3A KOHTPOJI HA ACTMATA

M 1 2 3 4 5 Pesyntar

1.Mpe3 uamuHanwure 4
ceAMULIM, KaKBa 4acT OT
pemeTo actmarta Bu
npevelse 4a n3BbpLiBaTe
2 Mo-ronsamara yact Manka vyacT ot
KeAHEeBHUTE CU AENHOCTU LisnoTo Bpeme YacT oT BpemeTo - |Hukakso Bpeme}
oT BpemeTo BpeEMETo
Ha paboTa, B Kby Unn Ha
yaunuLie) B cpaBHEHMe C
HopManeH aeH 6e3 nposieu
Ha actma?

2.Mpe3 usmuHanure 4
T e MoBeye OT BeAHBX

ice AMULU, KOJTKO NBTU UMaxTe BeaHbX Ha AeH SA0E e Bean iiw ase

Ha peH CeaMNYHO i coammuo | FYTC BAMH
3anyx? A A A

3.Mpe3 uamuHanure 4

ce AMULIY, KONKO NbTHU
cMMNTOMMUTE Ha acTMa
Xpunose, kawnuua, 3aayx,
cTAraHe unu 6onku B repauTe)|
Bu 6yanxa Howem unu no-
IpaHO OT OGUKHOBEHO CYTPUH?

4 wnu noseve 2 o 3 Houm BeaHbx

1unn 2 nb™ Huto eauH
HOUW CeAMUYHO CeAMUYHO CeAMUYHO

4 Npe3 uammuHanure 4

Ce AMMUM, KONKO NbTU
[n3anonssaxre 6bp30 AeiicTBaLy
MHxanaTtop unu Hebynusatop 3 ununoseye nbTM] 1AM 2 nb™ 2mmn 3 nbm Beanbx
Can6yramon, BeHTonuHTM, ZHEBHO AHEBHO CeAMUYHO CEAMUYHO Unn HuTo eauH
Exo3anTM, Byro-AcmaTM, no-psako

ICanamonTM, AtpoeeHTTM,
BepotekTM)?

5.Kak Guxre oueHunu
kOHTpOna Bbpxy actMara cu HekoHTponupana Cna6o HoHsikbae No6pe HanbnHo

npe3 usMuHanure 4 KOHTpONMpaHa KOHTpONMpaHa | KOHTponupaHa | KOHTponupaHa
iceamuum?

osuwo

NETEHAOA:
25 TOYKM - MbIieH KOHTPON Ha
act™aTta

20-24 Touku - O6LP, HO
HeMmbJieH KOHTPON Ha
acTmaTa

< 20 ToukM - NUNca Ha
KOHTPOS Ha acTMaTta

Hag
A
O M3NCKBAHUA HA H3OK MPU NEYEHUE HA TEXKKA ACTMA NMOJ 18 FOAWULLHA Bb3PACT B U3BbHBEONHUYHATA
nomMotuy



NPUNOXEHUE 2
I. NEMEBHO-AUMATHOCTUYEH ANIFOPUTHM

1. IEKAPCTBEHU MNMPOAYKTHU, Bknioyewn B Mpunoxenue 1 Ha MNC, kouto H30OK 3annawa B cLOTBETCTBME C
AelCTBalMTE HOPMAaTUBHU AOKYMEHTH.

Tabnuua 1
INN MKB [o3a n HaumMH Ha npunoxexue 3a 30/
IOHOLUM U Aelia Ha BL3PacT Ha U Hagd 6 roanHK
OMALIZUMAB J45.0
e o Hopmorpama®
IoHOWMK HaA 12-roaviwiHa Bb3pacT
DUPILUMAB J45.0, J45.1 . HavanHa aosa 600 mg (ase uHxekuumn no 300 mg Bcska), nocneasaHa ot
300 mg npe3 ceamuLa, NPUNOXEHU KaTO NOAKOXHA UHKEKLUA
IOHOLWK Ha Bb3pacT Ha 1 Haa 12 roauHun
TEZEPELUMAB J45.0, J45.1
e 210 mg Tesenenymab Ypes NoAKOXKHA UHXEKUWS npe3 4 ceaMmuum

CbrnacHo kpaTkaTa xapakTepucTuka Ha nekapcTBEHUs NPOAYKT, NOAXOAALIATA A03a U HECTOTa Ha NPUNOXKEHNE Ce ONPEAENnsT OT U3XOAHOTO
HuBo Ha IgE (IU/ml), nsmepeHo npeau 3anoysaHe Ha neveHneTo, U TenecHoTo Terno (kg). MauueHTuTe, YMUTO M3xoAHM HUBA Ha IgE unu TenecHo
Terno B kg ca u3BbH rpaHnLmMTe Ha Tabnuuarta 3a A03uUTe, He TPsAGBa Aa NonyyaBaT NEkapCTBEHNUs NPOAYKT. ONpeAensHeTo Ha Ao3aTa 3a BTOpU
LUECTMECeUEH KypC Ha nledyeHmne ce OCHoBaBa Ha CepyMHUTE HUBa Ha IgE, nonyyeHu Npu NbPBOHAYanHOTO onpeaensHe Ha Ao3ara.

Ta6uma 1: [pemwncansane o1 2032 kvat époil §1axou, Gpoil nAexann § 06w BEAMKTEPIE Tteee ¥ LPHAAT ANE DA NCEYN? CURMIIUNT Al w3 sfike (ataipese £s dua)
o6eM 32 BCAK0 DpRIArame — 1
Tezecmo rero (kg

Hzoame

Jm <m) Bw’m b mmm wmm(mn (?75‘-(1 -20-25 25-30 3040  40-30 50-60 60-70 70-80  -80-5C »\'920; :305'
752" 150me 230-100 | TIPMIATAHE EA BCEKH 4 CEDNOILM

75 1: 0 l 06 100-200 BXX. TASMLIA 2
150 0 ! 1 12 St
ns I 1 1 18 ‘

~500-300
30 2 2 24 P
3% I 2 3 30 600-700
450 0 3 3 16 +700-800
528 I 3 4 42 sanes
600 0 4 4 48 1000
*0,6 m! = eaxcmeanes noyses obex a dassos (Xolair 75 me). ne. | 7
*1,2 ml = waxcmesnes noxyses ofew B2 dzmos (olair 150 me) e | dm B e e aat s
‘o 2 ce wanomsa 0,6 ml o7 150 me @asxosa o |20 8 90 B

';o&ga— 300 373 25 600
3abenexka: 16 ceOMuyu cried 3aroueaHe Ha JIeYeHUEMO e e s

: - S
nayueHmume mpsibea da 6b0am npeanedaHu om fexkapsi um e T e,
3a oueHka Ha e¢hekmueHocmma Ha neyeHuemo npedu Oa ce .
npunazam no-HamamblWHU UHXeKyuu. PeweHuemo da ce Iizesse
npodvnxu neyeHuemo mpsibea da ce ocHoeaea Ha moea danu © e
ce Habniodaea 3HayumenHo nodobpeHue Ha USNOCMHUS Glim) [0 2530 3040 20 M0 10 SN40 M0 125 :0‘;

230-100 75 75 75 150 150 150 150 150 300
>100-200 150 150 150 300 300

KOHMPO Ha acmmMmama.

300 300 300

200-300 150 150 300

nPn  NUNCA HA MNOBNUABAHE, CMELUUANIUCTA

300-400 ns 5
YBE[IOMSIBA HE3ABABHO KOMMCMATA MO un. 78, T. 2 w e el e
OT 330 B LY HA H30K. g B T
600-700 300

bt
u N3NCKBAHUA HA H3OK NMPU NEYEHUE HA TEXKKA ACTMA NOA 18 FOAQUWHA BB3PACT B U3BBbHBONMHUYHATA NOMOLL,



NPUNOXEHUE 2

2. NPOCNEAABAHE — OMALIZUMAB, DUPILUMAB u TEZEPELUMAB

Tabnuua 2
npu nopeaH

W3CNEABAHMA * M3XOAHMN n;’mm‘)’x st
MKK ¢ AKK v v
ASAT, ALAT v
Ypes, kpeatuHuH v -
Bpow Ha nepudepHuTe eoanHodunu (3a Dupilumab) v v
FeNO (3a INN Dupilumab) v
O6wwu cepymuu IgE nnu nonoxuTtenHu cneunuduynm IgE kbm v
uenoroauiin aneprenu (3a INN Omalizumab)
ona ¢ Aebut-o6emHa kpuBa, PEO1 ** v v
Terno (3a INN Omalizumab) v

* nscneABaHusATa Aa ca c 4aBHOCT 40 1 Mecel, Npeaun kaHauAaTCTBaHe
** 3aAbJDKUTENHO 3a NauueHTn Hag 8 roauHu

Il. OBLLUN N3NCKBAHUA

1. Bb3pacTroBara rpaHuua Ce W34YUCnsBa B HaBBLPLUIEHN rOANHU - T.e. BKIIOYUTENHO KbM AaTaTa Ha u3AasaHe Ha e-NpoTokona ot
cneuvanuct/cneumManusanpaHata KOMUCHS.

2. lNpun HasHayaBaHe Ha Tepanus C e-NPoTOKON 3aAbMKXMTENHO Ce Cbobpa3ssBaT Bb3PACcTOBUTE OrPaHUYEHMUs!, CbINACcHo KpaTkaTa
XapaKTepucTuka Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3M1MXM.

3. H3OK He 3annaiua neyeHune M3BbH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkaTa XapakTepucTuKa Ha NeKapCTBEHNS NpoayKT.

4. H30K He 3annaiua neveHne ¢ 403W HaJ MaKCUManHoO paspeLLeHUTe NO KpaTka XapakTepUCTUKa Ha NEKapCTBEHNS NPOAYKT.

5. B cnyyait Ha HacTbNUNa NOAO3UPaHa HeXenaHa nekapcTBeHa peakuysi, nekapsiT ysegomssa UAJ no peaa Ha un. 184 ot 3/INXM.
Konue oT cbobLyenneTo ce npunara/onucsa kKbM/B MeauUMHCKaTa AokyMeHTauus Ha 30J1 npu kaHauaaTcTBaHe 3a neyeHwe.

6. Bceku e-npoTokon ce U3paBa Bb3 OCHOBA Ha W3JafeH MEAVLMHCKU JOKYMEHT: ,AMOynaTopeH nuct* oT cneuuanuct —
usnbnHuten Ha CUMIT nnum ot cneuuanusupaHa komucus B JI3BMM Ha ocHoBaHue Allp Ne 38 ,OnpeaensiHe Ha NnaH Ha neveHue u
npocneasiBaHe Ha TepaneBTU4HWA OTFOBOP MPU NALIMEHTH, NOoyYaBalLy CKbNOCTPYBALLM NTeKapCTBEHN NPOAYKTU MO peaa Ha un. 78,
T. 2 330"

Eksemnnsp Ha xapTueH Hocuten ot ambynatopHus nuct unu Allp Ne 38 ,OnpeaensiHe Ha NnNaH Ha NeyYeHne u NpocrneasBaHe Ha
TepaneBTU4HUA OTFrOBOP NPU MaUUEeHTW, nonyvyasally CKbNOCTpyBaLLM NekapCcTBeHU NPOAYKTY No peaa Ha un. 78, 1. 2 330¢, konto
€ OCHOBaHWe 3a W3aaBaHe Ha NPOTOKON, NOAMWUCAH OT nekaps cneuwanuct/cneuuanusupada komucus um 30J1 (poauten,
HacToMHuK/NnpuemeH poawten), Ce Boau Mo pea, onpedeneH oT ne4yebGHOTO 3aBegeHne u ce CbxpaHsBa B KkabuHeTa Ha
nekaps/kommucunTa.

7. MNpw nspasare Ha E-npotokon no peaa Ha ekcnepTtuaara no 4in.78, 1.2 ot 330, oTnaga HeobXxoAUMOCTTa a ce NPeAOCTaBAT U
cbxpaHsiBat npunoxerue Ne1 u npunoxenue Ne3 ot cboTBeTHUTE ,MsuckeanusTa Ha H3OK".

8. MiapasaHeTo Ha E-npoTokon ce ocbliecTBABa B CbOTBETCTBUE CbC CbBMECTHM ,YKasaHus 3a pabota c nogadeH no enekTpoHeH
neT npotokon IA/IB/IC (e-npoTokon), mexay HauwvonanHata 3apaBHOOCWUIypuTenHa kaca M Bbnrapcku nekapcku Cbio3 3a
npunaraHe Ha HauuoHanHna pamkoB JOroBOP 32 MeAULIMHCKUTE AENHOCTY.

Hacmoswume usuckeaHusi ca ymewpdeHu om ynpasumens Ha H3OK cned PeweHue Ne PL-HC-04-00-3/20.01.2026 2. Ha
HadsopHusi cbeem na H30K u npedsapumento cbanacysane c BJIC., Ha ocHosaHue 4n.51, an.10 ebe ep. ¢ an.8 om lpasunHuka
3a yempoticmeomo u deliHocrmma Ha HayuoHanHama 30paeHoocuzypumenHa kaca. M3uckeaHusima enu3am e cuna om damama
Ha obHapodsaHemo uM e ,[JbpxaeeH 8ecmHuUK.“

Had
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&' 131CKBAHMSA HA H3OK NPI IEYEHVE HA TEXKA ACTMA MOf] 18 FO/MLLIHA Bb3PACT B U3BLHBEONHIYHATA IOMOLY



NPUNOXEHUE 3

AEKNAPALNA 3A UHOOPMUPAHO CBHIMACHUE C USUCKBAHUATA 3A 3AMNMOUYBAHE /
NPOABINKABAHE HA JIEYEHUETO C NNEKAPCTBEHUA NPOAYKT

.....................................................................................................
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cnea Kato ce 3ano3Hax C  usnata MU npegoctaBeHa WMHGOpMauMs W UenTta Ha nNeYeHueTo C nekapcrBeHns
glolediviigF - o AT SIS IS S e o U cnej kato nony4ux us4vyepnartenHu OoTroBopu Ha
nocTaBeHUTe OT MEeH BbINpPOCU, AeKnapupam 4e:

LI.Ie cnassam npenopbY4aHaTa MU Cxema Ha neveHue n NepruoanyHOCT Ha KOHTPONHUTE Nperneau.

2. PenoBHo e ce siBsiBamM Ha KOHTPOMNHU Nperneau U HaMa Aa NPOMEHSIM CaMOBOHO UMK NOA APYFO BHyLLEHWe HasHaYeHaTa
MU Tepanus.
3. Mpyu npeycTaHoBsBaHe Ha NEYEHUETO NO NPUYNHU, HEMPON3TUYALLM OT peleHneTo Ha Komucusita 3a ekcneptusn B P3OK

w/iunu Komucusata no un. 78, 1.2 ot 330, Lie yBefoms He3abaBHO NUYHUSA CU Nekap.
4, lpu HecnassaHe Ha NOCOYEHUTE YCIIOBUSA NEYEHNETO MU C YIOMEHATUS NeKapCTBEH NPOAYKT we 6bae NpekpaTeHo 1 HAMa
Aa umam npeteHuuu kbM H3OK.

Fiad
5
&' MBUCKBAHMS HA H3OK NPU NIEYEHVE HA TEXKKA ACTMA MOf] 18 FOAVILLHA BB3PACT B M3BLHBEOMHUYHATA MOMOLL
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