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NPUNOXEHWE 1A

B. KPUTEPUU 3a npoabnkaBaHe Ha TepanusiTa (3aAb/DKUTENHO @ HaTMYMETO Ha BCUYKM KpUTEepuu)

HamansBaHe Ha TexecTTa Ha KNMHWYHATA CUMNTOMATMKA MO OTHOLLEHWE Ha |
= pHesHu cumnTomm
1 ®  HOLLUHW CUMNTOMM e
*  HamarieHa Unu NUNCBALLA eXe[HeBHa Hyxaa oT 6bpaoaericTealum B, aroHncty
= pesynrtar ot ACT>20 ¢

HamansiBaHe Ha 4o3aTa Ha cUCTEMHaTa KOPTUKOCTepouaHa Tepanus
Jlunca Ha ex3auep6auum ¥ xOCNMTaNM3auum npe3s nocnegxuTe 3 Meceua
MNopobpera GenogpobHa dyHKums 2

Jlunca Ha CTpaHU4HK edhekTI 1 U3KMIOYBALLM KpUTEpPUM No T.B ¢

o bW N

! cumnToMUTE U AHEBHUTE HYXAW OT Gbp30AECTBALM B2-arOHUCTN U CUCTEMHI KOPTUKOCTEPOMAN Ce ONUCBAT B ambynaTOpHUS NUCT;
3aABMKUTENHO Ce npunara n ambynaTopHUA NIUCT OT nperneAa Ha 16-Ta ceAMULIA OT 3aN0YBaHE Ha NIeYEHNETO, NoNbAHEHa Tabnuua 2 ot
npunoxexue 2

2 noaneyaraHo u 3aBEPEHO Konue Ha ui 3a hyHKLUOHANHO U3cneaBaHe Ha ANLIAHEeTo

3 YAOCTOBEPSiBa Ce C NOANUC Ha cneuuanucTta B npunoxexne 1A u 16 Ha HacTosWMTE N3UCKBAHNA

4 noAnucaHa n noagnevyaraHa ot cneuuanucra 6naxka 3a MU3BbpLUBAHE Ha TeCTa

B. U3KNIOYBALLU KPUTEPUU

1. BpeMeHHOCT 1 KbpMeHe

2. Jlnua nop 6 roguwHa Bb3pacT

3. CuctemHu aBTOMMYHHY 3a6onsiBaHUs

4. XunepumyHorno6ynuH E cuHapom

5. YBpeaena uepHoapobHa n 6b6peyHa (yHKUMs (npunara ce U3CNeaBaHe Ha ypesi, KpeaTuHIH 1
TpaHcamuHasu)

6. llunca Ha noenusiBaHe cnep 16-ceMUYHO NevYeHne

7. MNpekbCBaHe Ha TepanusiTa No BMHA Ha 60MHUS 3a Nepuoz OT Noseye oT 3 MeceLa

8. TioTioHONyLeHe

OTroBaps Ha KpUTepUMUTE 3a fieYeHmne ¢ B IHeBHa Ao3a

K ,-\‘
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NPUNOXEHUE 16

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHUE HA BOJTHU C TEXKA
NEPCUCTUPALLA ANIEPFTMYHA ACTMA C OMALIZUMAB

[ Mme: [EH] [ [ T T [ [ [ T]
3abenexka: puIoxeHuemo ce nonbasa om creyuanucma, ocbujecmesiealy HabmodeHuemo Ha 3071
WU3XOOHA OLIEHKA

HAYANO HA NEYEHUETO DEO1

OATA:
E)Ke'gneana HyXzaa oT 6bp3oaeicTBalm B - aroHucTn
Exsauep6auvu (Bpoil CRELLHW BU3UTYM 1 XocnuTanu3aumm 3a 6 meceua)
[o3a/HeobxoaumocT o CKC
Hosa UKC

OLIEHKA HA 16-TA CEOMULA [ OLEHKA

TA:

AA OEO1
Hamanena unu nuncsauya exeaHeBHa Hyxaa oT GbpaogeiicTsawm B; -
aroHucTn
Ex3sauep6auyu (6poii cneLuHn BUSUTYM 1 XocnuTanuaaumum 3a 6 meceua)
Hosa/Heobxoaumoct ot CKC
[osa NKC
Ha 6asata Ha cpaBHUTENHa OLieHKa Ha BCeKM nokasaren, cneuuanucra 0hopMs oLeHka
3a edheKT nNo npunoxeHara ckana.

OLIEHKA HA BCEKU 6 MECELIA Jleyeruemo npodnkaga camo npu OYeHKa ,,omauyeH omaoeop”.

OATA:

OLIEHKA

®EO1

HamaneHa unu nunceatla exeAHEBHa HyXaa oT GbpaoaeiicTsawm B, -
aroHucTH

Exsauepbauuu (6poit cnewHu BU3UTY 1 XOCUTann3auum 3a 6 meceua)

[osa/Heobxoaumoct ot CKC

[osa UKC

Ha 6asata Ha cpaBHUTENHa OLEHKa Ha BCeki NokasaTen, cneuuanicTa oopms oLeHKa 3a|
edeKT No NnpunoxeHara ckana.

Jleyeruemo npodnmKaea camo Npu OYeHKa ,,0mau4eH omaoeop”.

Ckana 3a oueHKa Ha TepaneBTUyHaTa eheKTUBHOCT
OT/IMYEH OTrOBOP MBIIHO NMOBIUSAABAHE Ha BCUYKM NokasaTenu u kputepuute no T. b Ha npunoxexue 1A

yMepeH oTroBop NOBNUABAHE Ha BCUUKY UMK OTAEMNHM nokasaTenu no T. b Ha npunoxexne 1A B cpasHeHve ¢
M3XOAHATa OLIEHKa, HO NIUMCA Ha MbIHO NOBNUsBaHe

now otroBop JNiMnceaT NpoOMeHu B nokasartenute
BrowaBaHe
OTtroBaps Ha KpuUTepuUTe 3a neyeHue c B AHEBHa fo3a

V3NCKBAHNSA HA H3OK NP NEYEHWUE HA TEXXKA ACTMA B M3BBbHEONHUYHATA MOMOLL
— B cuna ot 15 mait 2018 roguxa
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MPWNOXEHWE 1B

TNIUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU NPOBEXAAHE HA NIEYEHUE HA BOJTHU C TEXKA
PE®PAKTEPHA EO3UHO®UITHA ACTMA C MEPOLIZUMAB

[ Mve: [EH] [ [ [ [ [ [ [T []

3abenexka: meduyuHckama OoKymeHmayusi, ydocmosepsisawja 6CeKU Om Kpumepuume € focoyeHa C yugpa 6 UHOEKC U
3a0BmKUMENHO Npudpykaea HaCMOoAUWLOMO NPUIOKEHUE

A. KPUTEPWUM 3a 3anoyBaHe Ha MbPBU KYPC (3aABIMKUTENHO € HANUYMEeTO Ha BCUYKN KpUTEpUm)

Ne | MKB J45.0, J45.1

[oka3zaHa GpoHxuanHa acTMa 1 U3KI4BaHe Ha NPUAPYXaBaLLM CbCTOSIHUS, KOWTO MoraT Aa HanoaobssaTt
actma '
Texka actma no onpeaenexueto Ha ATS/ERS:
1. acTMa, KOSITO Ce HyX/aae 3a NOCTUraHe Ha KOHTPOr OT:
a. BUCOKM 403U MHXanatopHu koptukoctepouam (no GINA, sk Tabnuua 1)
b. 8BTOpY koHTpoNMpaLy meaukameHT (AABA/ AAMA /NTA/ TeodunuH)
C. /Unk CUCTEMHI KOPTUKOCTEPOMAM MPe3 6 Ui NoBeye Meceuy oT NocreaHaTa roauHa °©
2. acTma, KOSiTO OCTaBa HEKOHTPOMNMPaHa BBNPEKM NPaBUIHO NPUEMAHOTO W MOCTOSIHHO CNasBaHo npes
nocneaxute 3-4 meceLia neyeHune ot 4-5 crbnka cnopes GINA:
a. BUCOKM 03K UHXanaTopHu koptukocteponau (no GINA, sk Tabnuua 1)
b. BTOpy KoHTponMpaLy meaukameHT (AABA/ AAMA/ TTA/ TeocdunmH)
C. WWNM CUCTEMHY KOPTMKOCTEPOMAV Npes 6 U NoBeYe Mecewy OT Nocre/HaTa roauHa °
Texka HeKOHTpPONMpaHa acTMa, onpejeneHa Ype3 HanmuuMe Ha NoHe Ase oT u3bpoeHuTe cnopen
onpeaenexuneTo Ha ATS/ERS:
a, JIOW KOHTPON Ha nposisuTe Ha Gonectra (pesyntat or Asthma control test (ACT) < 20 npes
nocneaxute 3 meceua)
3 b. YeCTn TeXKM M3OCTPAHNS Ha 3a00NABAHETO (2 UNM NoBEYE KypCa CUCTEMHU KOPTUKOCTEpPOUAM >3 AHN
BCEKU B NPeAXoAHaTa roauHa) '
C. CEPUO3HN N30CTPAHUS Ha BonecTTa (MoHe eAHa XOCNUTanu3auusi, NPECTON B MHTEH3UBHO OTAEneHne
MW MEXaHWYHa BEHTUNALWS B NPEAXOAHATA roauHa)
d. HapyweHue B 6enoapobHaTa dyHkus PEO1<60% °

[Be 1 noseye ek3auepbauu, Hanarawm npuem Ha CKC npes nocneguute 12 meceua 2
Mepudepra eosurodmnus 2 0.3x10°n *

Xocnutanusauna unu noceleHmne B CreleH UeHTbP Nopaau Texka eksauepbaums npes nocneaxuTe 6
Meceua

Penyuupana 6enoapo6Ha dyHkums — doopcupaH ekcnmpartope o6em (PEO1) < 60% °

Mpuem Ha BMCOKAa AHEBHA [03a MHXANaTopHW KOpTUKOCTepouau (sux mabnuyama, CbOGPasHoO
ATS/ERS/GINA u Bbnzapckusi HayuoHaneH KOHCeHcyc) ®
Jlunca Ha u3KnoYBaWy KpUTepUU No 1. B ®

| 0 (N o Oo|s

! enukpusa/u ¢ Homep Ha U3, Aokassawm Hanuume Ha cumnTomu, o6paTma GpoHxuanHa oBCTPYKLUMS, IUNCA HA NPUAPYXaBaLN CLCTOAHMUS,
KOWTO MoraT aa HanoaobsiBaT actma

enukpusa ¢ Homep Ha U3/amBynaTopeH SIUCT U MEAMLIMHCKM AOKYMEHT, YAOCTOBEPABALUM NPOBEAEHOTO BONHUYHO NeyeHue, NPECTol B 38EHO
33 WHTEH3WBHO neyeHue, M3BbPLUBAHE HA MEXaHW4YHa BEHTWNAUMS WM OCBLLIECTBEHO CMELWHO MOCELleHue, nonbnHeHa Tabnuua 2 ot
npunoxexue 2

3
noAnevyaTaHo U 3aBepeHo Konue Ha @MI.U OT NPOBEAEHO ¢YHKU,H088.HNO uscneaBsaHe Ha AuLIAHeTo

i opurvHanHa nabopartopHa Gnakka unu NoANEeYaTaHo u 3aBepeHo Konue
. YAOCTOBEpsiBa Ce C NoANUCa Ha creuuanucTa B npunoxerus 1B u 1T Ha HacToswwuTe n3ncksaHns
noanucaxa u noAneyaraHa ot cneunanucrta 6naHka 3a M3BbPLUBAHE Ha TecTa

ki

&
VBNCKBAHMA HA H30K NPU NIEYEHWE HA TEXXKA ACTMA B U3BBHBONHUYHATA nomouy
— B cuna ot 15 man 2018 roguHa
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NPUNOXEHUE 1B

B. KPUTEPUU 3a npoabmkaBaHe Ha TepanusTa (3aab/DKUTENTHO € HaNMYMeTo Ha BCUYKK Kputepum)

HamansBaHe Ha TexecTra Ha KMHUYHATa CUMNTOMATMKa MO OTHOLLEHME Ha
= pHesHu cumnTomm
1 ®  HOLLHM CUMNTOMU L
*  Hamarnea Uiv NUNCBaLLa exenHeBHa Hyxaa oT GbpsozeiicTealyy By aroHucty
= pesynrar oT ACT>20 °
Mowe 50% no-manko ek3auep6auuu, Hanarawu CKC B nocnegHute 12 Meceua npean HavanoTo Ha
neyenuero "%

KnunnyHo sHaunmmo HamaneHue Ha opanuute CKC npu 3anassaHe Ha KOHTpona Ha GonecTtra ?

Mopobpena 6enoapobHa dyHKUMS #
Jiunca Ha cTpaHnyHu echekTU 1 M3KITIoYBaLLM KpuTepum no T.B :

(S N N

! cumnromure 1 AHEBHUTE HYXau OT Gbp3oaeiicTBaly B2-arOHUCTU U CUCTEMHM KOPTMKOCTEPOMAM CE ONUCBAT B ambynaTOpHWs NKCT;
3aABIDKUTENHO Ce Npunara n ambynaTopHus NIUCT OT Nperneaa Ha 12-Tu Mecel, OT 3anoyBaHe Ha NeYeHneTo

ambynartopeH NuCT oT npernea Npu CNeuuanucT ¢ 0TpaseHa eeKTMBHOCT MO NOKA3aTeNu OT NPUNAraHoTo NeveHne, NonbHeHa Tabnuua 2 ot
npunoxexue 2
s NoANEYaTaHo ¥ 3aBepeHo konue Ha (HULL 3a (yHKLIMOHAMHO U3CNEABaHE Ha ANLLAHETO

YAOCTOBEpsiBa Ce C MoAnMca Ha cneuvanucta B npunoxerue 1B u 17 Ha HaCTOSLUMTE NBUCKBaHMA

NOANKCaHa ¥ NoANeYaTaHa oT cneunanucTa GnaHka 3a U3BbPLUBAHE Ha TecTa

B. USKIMIOYBALLU KPUTEPUN

1. BpeMeHHOCT U KbpMeHe

2. Jlnua nog 18 roauiuHa Bb3pacT

3. Exsauepbauus Ha acTmaTa

4. CUCTEeMHM aBTOMMYHHY 3abonsiBaHvs

5. XunepumyHornobynux E curapom

6. YBpeaeHa uyepHoapobHa u 6uBpeyna thyHkuns (npunara ce ucneasaHe Ha ypesi, KpeaTUHWUH 1 TpaHcamuHasm)
7. NpekbcBaHe Ha TepanuaTa no BUHa Ha 60nHUsS 3a Nepuoz OT noeeye oT 3 Meceua

8. MNposeaena Tepanus ¢ MEPOLIZUMAB 3a nepuvog oT 5 nocrneaosatenHu roauHu

9.TioTioHONyLLEHE
OtroBaps Ha KpUTEPUMTE 32 NEYeHune ¢ B AHeBHa fo3a
NOANMC HA CMEUNANMCTA: .......c.ooeoeeiieenees
s ¢

0
VBNCKBAHMA HA H30K MPU NIEYEHWE HA TEXXKA ACTMA B U3BbHBEO/HUYHATA nomouy
— B cuna ot 15 mait 2018 roguHa
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NPUNOXEHWE 1T

JINCT 3A ONPEAENAHE HA KPUTEPUUTE MPU NPOBEXOAHE HA NEYEHUE HA BOJIHU C TEXKA
MEPCUCTUPALLIA ATIEPTUYHA ACTMA C MEPOLIZUMAB

[me: [ev] | T [ [ [ [ T T T
3abenexka: MpunoxeHuemo ce nombea om crieyuanucma, ocsujecmessauwy HabnodeHuemo Ha 3071

HAYANO HA NNEYEHUETO WU3XOAOHA OLIEHKA

OATA: ®EO1

ExepnHeBHa HyXaa OT Obp3ogeicTBaln B, - aroHUCTU

Eksauep6auvu (Gpoi CeLHn BUUTY U XocnuUTanu3auum 3a 6 meceua)

Hosa CKC

No3sa UKC

Bpoit Ha nepudepruTe eosnHounu 2 0.3x10°/n

OLIEHKA

®EO1
Hamarnena unu nuncsatla exeAHeBHa Hyxzaa ot 6bp3ogeicTeaium B,
- aroHUCTH

OLIEHKA HA BCEKM 6 Ek3auep6auuu (6poil CieLHn BU3UTI U XOCNUTan13auum 3a 6
meceua)

MECELIA Tosa CKC

OATA:
Ho3za UKC
Hamanssake 6pos Ha nepucbepHuTe eosuHodunm < 0.3x107/n

Ha Gasata Ha cpaBHUTENHa OLeHKa Ha BCekM NokasaTen cneuvanicTa oopms OLeHKa 3a edexT
10 NPUNoXeHaTa ckana.
JleyeHuemo npodwbnxaea camo NpuU OYeHKa ,,omauyeH omaoeop”.

Ha 6a3ara Ha cpaBHUTeNHa OLEHKa Ha BCeKM nokasaten crieyuanucta opopms oueHka 3a epeKT no npuroxeHara ckana.
JleyeHneTo npoabLMKaBa CaMo NP OLIEHKaA ,,0TIIMYEH OTroBOp”.

Ckana 3a oueHKa Ha TepaneBTUYHaTa eeKTUBHOCT
OTNIMYEH OTrOBOP MBIHO NOBMUSBAHE HA BCUYKM NoKasaTenu u kputepuute no T. b Ha npunoxexve 117

yMepeH 0TroBop NOBMMsIBaHE HA BCUYKW UMK OTAENHM nokasateny no T. B Ha npunoxexue 11" B cpasHeHve ¢
W3XOAHATA OLIeHKa, HO NUNCA Ha MbIIHO NOBMUsABaHe

now oTroBop nMNcBat NpOMEeHu B nokasarenute
OTI'OBapil Ha KpuTepuuTe 3a rneveHue c B AHeBHa fno3a
NOAMUC HA CRELUMANTMCTA: ...
9
B

0 M3NCKBAHUA HA H30K NPU NIEYEHUE HA TEXXKA ACTMA B U3BbHBEONTHUYHATA nomoLy
— B cuna ot 15 mait 2018 roguHa
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Ta6nuua 1. Bucoku no3u UKC npu nauueHT Haa 12 roauHu B ug

Beclomethasone dipropionate

Budesonide

Ciclesonide

Fluticasone propionate
Fluticasone furoate
Mometasone furoate
Triamcinolone acetonide

21000 (DPI unn CFC MDI); 2400 (HFA MDI)
800 (MDI unm DPI)
2320 (HFA MDI)

(
2500 (
2200 (DPI)
2400 (DPI)
22000

HFA MDI unu DPI)

TECT 3A KOHTPOJI HA ACTMATA

M

Pesynrtar

1.Mpe3 uamuHanure 4
IceAMMLM, KaKBa YacT oT
BpemeTo actmara Bu
NpevyelLe Aa u3BbpLUBaTe
EXXe\HEBHUTE C1 AeHOCTU
Ha paborTa, B Kbl Un Ha
yuMnuLe) B cpaBHeHUe ¢
HopmaneH aAeH 6e3 nposisn
lHa acma?

LianoTo sBpeme

Mo-ronsimara vact
0T BpeMeTo

Yacr ot BpemeTo

Manka yact ot
BpeEMeTo

Hukakso Bpeme)

2 MNpe3 namuHanure 4
[CeAMULN, KONKO NBTU UMaxTe

Baayx?

Moseye 0T BEAHBX
Ha AeH

BeaHbX Ha fieH

3406 nb™M
CceaAMUYHO

BeaHbx unu asa
NbTU CEAMUYHO

Huto epunH

[3.Mpe3 nammnanure 4
lceaMMUM, KOMKO NbTHU
IcuMNTOMUTE Ha acTMa
XpuUnoBe, kalwnuua, 3agyx,
cTRraHe unu 6onku B repanTe)
Bu Gyanxa Howem nnm no-
[paHo OT 06UKHOBEHO CYTPUH?

4 vnn noseve
HOLLW CEAMNYHO

2 00 3 Houm
CEeAMUYHO

BeaHbx
CeAMUYHO

1unn 2 nbT

Huto eanH

14 Mpe3 uamuHanure 4
lceaMMLM, KOMKO MbTH
3nonasaxre 6bp30 AericTBaLY
mHxanaTop unu Hebynuaatop
Canbyramon, BeHtonuuTM,
ExosanTM, byro-AcmaTM,
ICanamonTM, ApoBeHTTM,
BepoTtekTM)?

[3 unn noseye nbTH
NIHEBHO

1um 2 nbm
NHEBHO

2umm 3 nbm
CeAMUYHO

BeaHbx
CeAMUYHO unn
no-psiako

HuTto eanH

5.Kak 6uxre oueHunmn
KOHTPONa BbPXy acTMaTa cu
npes usmuHanure 4
ceammumn?

HekoHTponupaHa

Cnabo
KOHTpOnupaHa

[oHskbae
KOHTpOnupaHa

[o6pe
KOHTpONUpaHa

HanwnHo
KOHTpONMpaHa

06,0

NErEHOA:

25 TOYKM - MbNEH KOHTPON Ha
actMara

20-24 To4KM - fOGBP, HO
HeMbIeH KOHTPOn Ha
actmarta

< 20 ToukM - nUnca Ha
KOHTPOJ1 Ha acTMaTa

Fas

O VBNCKBAHMS HA H3OK NPU NIEYEHUE HA TEXKKA ACTMA B U3BBHEONHUYHATA MOMOLL|
— B cuna ot 15 man 2018 roguHa
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NPUNOXEHUE 2
|. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MPOAYKTHU, Bknioyenu B Mpunoxenne 1 Ha MNIIC, kouto H30K 3annawa B cLoTBETCTBME C
AeiCTBaWMTE HOPMATUBHU [OKYMEHTHU.

Tabnuua 1
INN MKB [o3a n HaunH Ha npunoxexue 3a 30J1 Hag 18 roavHn
OMALIZUMAB 145.0 no Hopmorpama*
MEPOLIZUMAB | J45.0, J45.1 100 mg menonusyma6, npunaras NOAKOXHO BEAHBX HA BCEKM 4 CeaMULM

3abenexka: JlekapcTBeHUTE NPOAYKTH CrieABa Aa Ce NPUNaraT OT MeAULMHCKM CTIeLManicT.

* CbrnacHo kpaTkaTa xapaKkTepucTuKa Ha NeKapCTBEHUs NpOoAyKT, NOAXOASLATa A03a W YeCTOTa Ha NPUMOXeHne ce
onpeaensT oT u3xoaHoTo HUBO Ha IgE (IU/ml), namepeHo npeav 3anouyBaHe Ha neveHueTo, u TenecHoTo Terno (kg).
MNauyventute, YmTO M3XOAHN HUBA Ha IGE unm TenecHo Terno B kg ca U3BbH rpaHULMTE Ha TabnuuaTta 3a 4o3uTe, He
TpsbBa Aa nonyyaeat nekapcTBEHUst APOAYKT. OnpeaensHETo Ha [403aTa 3a BTOPU LIECTMECEYEH KypC Ha NneyeHune ce
OCHOBaBa Ha CepyMHUTE HuBa Ha IgE, nonyyeHu Npu NbpBOHAYaNHOTO ONPeAensHe Ha aosara.

Tabzmma 1: pemencansase or 3033 ks 6poil 1408, Gpofl NEASKIEE § 051 BEALKTHDIE Totanns 3 BYRIACARE A SCEXR § CRMMMIN. Noes 20 Xabae (st s o 3664

el il Terecwo rerse (i)

fafn) Spfume | Bemaem O mzgm e () s e sae s e s i
Tme' 150me’ AT ARE i BB+ CE O

= I 2 1 m B TABTHUA 2

1350 0 1 1 12

b 1 1 2 1

30 0 2 2 4

37 I ] 3 30

40 3 3 if

5% I 3 4 42

600 0 4 4 48

*0,6 mi = wascinennes cony=es obex = damo (Yolew 73
*1.2 ml = eanceanen nosywes ofen s g (Nolaxr 150 me)
e 23 ce manomma 0.6 ml or 150 mg Gaamons

A HE CE IPIIATA - mmcas 2ammn 12
33 ce zpezopana 301

3abenexka: 16 cedmuyu cned 3anoyeaHe Ha

nleyeruemo nayueHmume mps6ea da Gbdam e s e | e T ey e
npeznedaHu Om JieKkaps UM 3a OUeHKa Ha
egexkmusHocmma Ha nedeHuemo fpedu 0a
ce npunazam  no-HAMAMBUWHU UHXEKUUU.
Peweruemo 0a ce npodb/ku neveHuemo
mpsibea da ce ocHosasa Ha mosea Qanu ce
Habniodaea 3HayumenHo rodobpeHue Ha
USINOCMHUSI KOHMPO Ha acmmama.

Texecuo rero (k)

neu JNIMNcA HA NOBNUABAHE,
CNELUMANUCTA YBE[IOMSABA
HE3ABABHO KOMWUCUATA MO 4. 78, T.2
OT 330 B LY HA H30K.

TIPTATAKE HA BCEKH 2 CEIMIMLI
B TABTHUA 3

1
bk
< VBNCKBAHWSA HA H3OK MPU NIEYEHWE HA TEXXKA ACTMA B U3BBHEOJSIHUYHATA MNOMOLL
— B cuna ot 15 mawt 2018 roguHa
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NPUNOXEHUE 2

2. NPOCNEOABAHE - OMALIZUMAB v MEPOLIZUMAB

[VME: JErH] [ [ T [ [ T T T 7

3abenexka: punoxeHuemo ce nonbiéa om crieyuanucma, ocbuiecmessaw] Habnoderuemo Ha 3071

Tabnuua 2

WU3CNEOABAHUA* U3XOOHU Ha BCceku 6 meceua

MKK ¢ KK

ASAT, ALAT

Ypes
KpeaTunux

Bpoit Ha nepuchepHuTe eoanHodunu (3a Mepolizumab)

Hugo TotaneH IgE /3a Omalizumab/

KPP PRSP

ona, ®EO1 v
Terno /3a Omalizumab/ v -

* npunarat ce nonbnHeHa Tabnuua 2 OT NPUNOXeHne 2 U OPUFMHAMNHW GNaHKM UMM 3aBEPEHN KONUS OT NabopaTopHU U3CNEeABaHUA.
WscneasanuaTa cneasa Aa 6bAaT ocbluecTBeHn B nabopatopusi, cknouuna gorosop ¢ H3OK/P3OK. 3a aasHOCT Ha M3crneaBaHusTa ce
npuema CpoK OT He noBeye oT 1 Mecel Npeau NoAaBAHETO Ha AOKyMeHTUTE B cboTBeTHaTa P30OK.

Il. OBLUWN USUCKBAHUA

1. Bb3pacToBara rpaHuua Ce U3YUCNsBa B HABBPLUEHN FOAWHN - T.€. BKIIOYATENHO KbM AaTtarta Ha u3aasaHe Ha npoTtokona
OT creyuanucTa.

2. Mpu HasHayaBaHe Ha Tepanua NO MPOTOKON 3aAbL/KUTENHO Ce Cbobpa3siBaT Bb3PACTOBUTE OrPAHUYEHUS, CbIIACHO
KpaTkarta XxapakTepucTika Ha CbOTBETHUS NeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annatia neyexve U3BBLH ykasaHaTa Bb3pacToBa rpaHNLa B KpaTkaTa xapakTepucTuka Ha npoaykTa.

4. H30K He 3annalia neyeHue ¢ 1031 Haj MakCUMarnHo paspeLLeHnTe no KpaTka xapakTepucTika Ha npoaykTa.

5. B cnyvaii Ha HacTbRUNa NoAO3VMPaHa HeXenaHa NekapcTeeHa peakumsi, nekapst ysegomsisa MAJ no peaa Ha un. 184 ot
3JINXM. Konue oT cbobLieHneTo ce npunara KbM MeauLMHckaTa AokymeHTaums Ha 30J1 npu kaHaugaTcTeaHe 3a nevyeHve.

6. MPU CNEUWANIUCTA, cbrn. un. 218 B, 1. 1 ot HP[] 3a meauumHckute aenHoctn 2018 r. (o6H. [IB 6p. 28 ot
29.03.2018 r.), Ha 30J1, Ha KOMTO Ca M34aBaHW NPOTOKONW NO peAa Ha HaCTOSWMTE M3UCKBaHWA, CrieaBa aa ce
npunarat BCUYKM Heob6X0aAMMU [OKYMEHTH KaTo: aMbynaTopHUTe NUCTOBE OT U3BBLPLLEHUTE MPErneau, BTOPUST eK3emMnnsp
OT u3fajeHuTe NPOTOKONM, KOMUA OT enuKpWU3W, konusi OT pellenust no Allp. Ne38, kouTo ca ocHoBaHue 3a W3aasaHe Ha
NPOTOKOM, BCUYKM U3UCKBALUM CE W3CNEABaHWs, Konue OT MpunoxXeHue 1 Ha HACTOSIMUTE U3UCKBAHUS MOMBLIIHEHO MO
CLOTBETHaTa TO4Ka, NOANUCAHO OT CreLManicTa, u3aan NpoTokosa.

7. CNELIMANIU3UPAHATA KOMUCUS n3gasa Pewenne cnep nposeaeHa AmbynatopHa npoueaypa Ne 38 ,OnpesensiHe
Ha nnaH Ha neyeHne 1 NPoCneAsiBaHe Ha TepaneBTU4HNS OTFOBOP NPU NALMEHTH, NOMyYaBaLM CKbNOCTPYBALLM NEKapCTBEHM
npoaykT! no peaa Ha un. 78, 7. 2 330 Ha ocHoBaHue 4n. 53 u un. 303 or HauvoHaneH pamkos 4OroBOp 3a MeAULIMHCKUTE
AefHoCT Mexay HaunowanHaTta 3paBHOOCUrypUTEnHa kaca u Bbarapcku nekapckv cbios 3a 2018r. (o6H., [1B, 6p. 28 or
29.03.2018 r.) u npepocrtaBeHa oT 30J1 MeAULMHCKA AOKyMeHTauus. CneuuanuaupaHata KOMUCUS CbXpaHsiBa eauH
eksemnnsp ot Pewetueto. Mpu nspaane Ha npotokon Ha 30J1, CbxpaHsiBa BTOPW €K3EMNNAp Ha NpOTOKONa, BCUYKM
HeO6XOLlMMVI AOKYMEHTU 3a u3aaBaHeTo My K KOMue OT NpuroXeHue 1 Ha HacTosAWMnUTe U3UCKBAHWUA, MOMBbIIHEHO NO
CHOTBETHAaTa TOYKA M NOANUCAHO OT YNEHOBETE Ha CreumanuaMpaHaTa KOMUCHS.

Hacmoswume usuckeanus ca paspabomeHu Ha ocHosaHue uni. 58 om HauuoHanew pamkos 002080p 3@ MeOUUUHCKUME
OeliHocmu mexdy HayuowanHama 30pasHoocu2ypumenHa kaca u bbnzapcKu nekapeku cbios 3a 2018z. (06H., [B, 6p. 28 om
29.03.2018 2.).
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NPUNOXEHUE 3

AEKNAPALMA 3A UHOOPMUPAHO CbIMACUE C U3UCKBAHUSITA 3A 3AMOYBAHE /
NPOABIMKABAHE HA NEYEHUETO C NEKAPCTBEHUA NPOOYKT

A3 AonynoanucanusTt/ata

Cnea Kato ce 3ano3Hax C usnata Mu MpeaocTaBeHa MHGoOpmaumMs 1 Uenta Ha JIeYEHUETO C  fieKapCTBEHUs
ololiVle 00 S SOORUIRIRRURORROROO | - DR W Cnej Kato nonyyux usyepnatesiHn OTroBopu Ha

NOCTaBEHUTE OT MEH BbMNPOCH, AEKNapupam ye:

1. Lile cnagsam npenopbyaHaTa MM CXeMa Ha feYeHe 1 NEePUOANYHOCT Ha KOHTPOSHWUTE nperneau.

2 PenosHo wwe ce ABsBaM Ha KOHTPOMHM NPernean 1 HAMa 4a NPOMEHSIM CAMOBOSTHO UMW NOA APYrO BHyLLEHWE HasHayeHaTa
MU Tepanus.

3. IMpu npeycTaHoBsiBaHe Ha NEYEHNETO MO NPUYMHM, HEMPOU3TMYALLM OT PeleHneTo Ha Kommucusita 3a ekcneptuan B P3OK

w/vnn Komucusita no un. 78, 7.2 ot 330, wie yBeioms He3abasHO nuyHUs cu nekap u P3OK u we BbpHa 8 P3OK
NoCneAHNsl NPOTOKOSI, MO KOWTO CbM nonyyaearn/a nekapcTBeHunsi NPOAYKT.

4. INpn HecnassaKe Ha NOCOYEHUTE YCMOBUS NIEYEHUETO MU C YNIOMEHATUS NIEKAPCTBEH NPOAYKT wWe 6bae NpekpaTeHo u Hama
Aa umam npeteHumm kem H30K.

Ha
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M3NCKBAHUA HA H30K
MPU U3OABAHE HA MPOTOKONW NMPU NMPOBEXAAHE HA NEYEHUE
HA TEXXKA MEPCUCTUPALLIA ATIEPTMYHA ACTMA C OMALIZUMAB
M TEXXKA PE®PAKTEPHA EO3UHO®UITHA ACTMA C MEPOLIZUMAB

I. PENl 3A 3ABEPABAHE HA MPOTOKOJIUTE MPU NEYEHWE HA TEXKA MEPCUCTUPALLA
ANEPTUYHA ACTMA C OMALIZUMAB

lpoTokony 3a 3anouBaHe Ha Tepanusita U 3a MbPBO NPOABLIKEHME Ha TepanusTa (creq 16-Ta ceAmMUa) ce usgasar ot
CreuuanucT C kogose Ha cneunanHoctu: 02 — KnMHMYHA anepronorus unu 33 — KWUHWYHA anepronorus u
neauarpus, paboteww no gorosop ¢ H30K.

lpoTokonn 3a BTOPO M CneaBallo NPOABIDKEHNE HA TepanusTa Ce M3AaBaT OT CNeUManucTUTe, OCbLUECTBABALLM
AvcnancepHoTo HabnioaeHne Ha 30J1 (c kopoBe Ha cneuvanHocTu: 02 — KNuHUYHA anepronorusi, 33 — KNWHUYHA
anepronorvs n neauatpusi unu 19 — nHesmonorus u hTuanatpusi, padotewym no gorosop ¢ H30K).

MpoTokonu 3a 3ano4saHe Ha Tepanus
MpoTokonu 3a NbpBO NpoALIKeHNe Ha TepanusiTa criea 16-Ta ceamuua

= [lonbnHexn 1 noanucanu npunoxexnue 1A n 16
Cneunanuct, ckiounn * MeauunHCcKa [OKYMEHTALUMs C NPUNOXEHN BCUYKM  HEeoBXoanmu
Aorosop ¢ H3OK nokasaTeny u M3cneABaHus No NPUoXeHue 2

= “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaqu ot H30K/P30K” —

/ 06p. M3 H30K

Komucus no un.78, 1.2 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

MpoTokonu 3a npogbKaBaHe Ha TepanusaTa

=“[lpotokon 3a npeanucBaHe  Ha
CneumanucT, ckoymn nexapcTsa, sannaaxu ot H30K/P3OK” — > 3aBepka Ha npoTokona
norosop ¢ H30K 06p. M3 H30K B8 P30K

Il. OBLUW NONOXEHUA

1. 3011 nogasa noaroTeeHuTe AokymeHT B P30K, Ha TepuTOopuMsTa Ha KOATO € Hanpasuno u36op Ha OMJl.
[loKyMeHTUTE BKNIOYBAT:

1.1 3asBnenue o [upektopa Ha P3OK.

1.2 TMonbnHeHn n noanucakm npunoxenust 1A u 1B. Monbnear ce Mo CboTBETHATa Touka W Ce mpunara
OTpaseHaTa B LUPOB MHAEKC MeANLIMHCKA A0KYMEHTALWS, YAOCTOBEPSIBaLLA BCEKN €ANH OT KpUTepunTe.

1.3 MbnHuaT Habop uscneasaHus (PUMKANHN, UHCTPYMEHTANHM U NaBOPaTOpHM), OTPa3eH B NPUMOXKEHME 2.

1.4 “TipoTokon 3a npeAnMcBaHe Ha nekapcTea, 3annawanm ot H30K/P30K” — o6p. M3-H30K, usnaaeH ot
nekaps cneuuanucT, pabotewy no gorosop ¢ H30K.

1.6 [leknapaums 3a uHpopMUpaHo cbrnacve no obpasel (npunoxexue 3)
2. P30K npuema AOKYMEHTUTe Mo Touka 1 crieqi Cnpaska OTHOCHO 3APaBHOOCUTYPUTENHUS cTaTyc Ha 30J1.
3. MbpBUAT NpoToKON Ce M3AaBa 3a cpok oT 112 aHu (16 ceamuum). Cneasawmre NPOTOKONKW ce u3aaear 3a
nepuoa no 180 gHu.

Hat
L5 N3NCKBAHNSA HA HROK MPU NEUEHIUE HA TEMKA ACTAMA B 14201 LIE A LI ALUILIATA K8~




image3.jpeg
Il. PENl 3A 3ABEPSIBAHE HA NPOTOKOJNIUTE MPU NIEYEHWME HA TEXKA PE®PAKTEPHA
EO3UHO®UNHA ACTMA C MEPOLIZUMAB

MpoTokon®bT Ce M3aaBa OT CNeUManuCT C Koa Ha cneumanHocT: 02 — KnuHUYHA anepronorus unu 19 — nynmonorusi —
v3nbnHuten Ha CUMNM no gorosop ¢ H3OK unu ot cneuvanuavpaHa komucus B crieaHuTe neyebHU 3aseqeHns 3a
6onHuuHa nomowy: MBAJIBEE Cseta Codusi — Cocpust, YMBAJT , Anekcanapoecka® Cocpusi, MBAI BMA Cocpusi, YMBAN
»-p . CtpaHcku” MneseH, YMBAJT ,Cseta Maputa“ BapHa, YMBAI ,CeeTv eopru® Mnosavs.

MpoTokonu 3a 3anoy4BaHe Ha TepanusiTa
MpoTokonu 3a npoaLMKkaBaHe Ha TepanuaTa Ha Bcekn 12 Mecela

= MonbnHeHu 1 nognucaqu npunoxexue 1B u 11

crneyuanucrt, cknoyvn e
» = MeauumHcka AOKYMEHTaUuUsi C NPUIOXEeHN BCUYKM Heobxoaumu nokasatenu u

noroeop ¢ H30K
M3CneaBaHus No NpUnoxeHue 2
= “MpoTtokon 3a npeanuceaHe Ha nekapcTsa, 3annawanm ot H30K/P30K” — 06p. M3
/ H30K
cneumnanuampaxa

= PeleHue Ha cneunanu3npaHa KOMMUCHUA C iCHa MeauLUuHCKa MoTuBauusa

A

KOMUCHS - 8E0HBX Ha

sceku 12 Meceua (3adbkumenHo ce ombesnsiaea NUMca Ha UKITYEAWU KpUMePUU) - 680HBX Ha 8CEKU

12 meceya
/ = “poTokon 3a npeanuceaHe Ha nekapcTea, 3annaiiaqu ot H30K/P30K” — 06p. M3-

H30K

Komucus no un. 78, 1.

201330 B LY Ha

H3O0K - 6edHbXx Ha »| 3aBepka Ha

aceku 12 meceua nportokona B P30K

MpoTokonu 3a npoawLimkaBaHe Ha TepanusTa

cneyuanmcT, CKYus | = ‘Mpotokon 3a npeanuceaHe Ha nekapcTea, | 3aBepka Ha
poroeop ¢ H30K 3annawanu ot H30K/P30K” — 06p. M3 H30K ”| npotokona B P30K
Il. OBLLUK MONOXEHUA

1. 3071 nogasa noaroTeeHuTe AokymeHTH B P30K, Ha TepuTopusiTa Ha KOATO € Hanpasuno u3Gop Ha OIJI.
[lokyMeHTUTe BKIIOYBaT:

1.1 3asBnenue o [upektopa Ha P3OK.

1.2 MNonwbnHexu 1 noanucaxu npunoxenus 1B n 1T. Monbnsar ce no cbOTBETHATA TOUKa U Ce Npunara oTpaseHara
B LUN(POB MHAEKC MEAULIMHCKA OKYMEHTALIUS], YAOCTOBEPSBALLA BCEKM €4NH OT KpUTepuuTe.

1.3 MbnHuaT Habop nscneaBaHusi ((DUUKANHN, MHCTPYMEHTanHW 1 NabopaTopHi), OTPaseH B MPUNOKEHUE 2.

1.4 “NipoTokon 3a npeanMcBaHe Ha nekapcTBa, 3annawavu ot H30K/P30K” - 06p. M3-H30K, usnazeH ot
nekaps cneuuanucT unu OT creuuanuavpasa komucus B nevebGHO 3aBeaeHue 3a GonHWyHa nomol, paboTewo no
noroeop ¢ H3OK.

1.5. PeweHue Ha cneumanuanpaHa KOMUCHs OT nievebHO 3aBeaeHe — U3NbIHUTEN Ha AMBYnaTopHa npoueaypa
Ne 38 ,OnpepensHe Ha nnaH Ha neyeHWe U NpocrieAsiBaHe Ha TEpPaneBTUYHUA OTFOBOP NPV NauMEeHTW, Nonyyasaluy
CKbMNOCTPYBALLM NEKapCTBEHU NPOAYKTW MO peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13. Pewenue ce usgasa Ha
BCeKM 12-meceyeH nepvos

1.6 leknapauus 3a MHhOpMMPaHO cbriacue no obpasel (npunoxexue 3)

2. P30K npuema aokymeHTuTe N0 T. 1 Crief cnpaBka OTHOCHO 3APaBHOOCUIYpPUTENHUA cTaTyc Ha 3011,
3. MbpBUAT M BCekm CrieaBall NPOTOKON Ce U3AaBsar 3a nepwoA Ao 180 axu.

Had
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NPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHUE HA BOJTHU C TEXKA
MNEPCUCTUPALLIA ATIEPTUYHA ACTMA C OMALIZUMAB

[ue: [erh [ [ ] [ [ [ [T T 17

3abenexka: meduyuHckama OOKyMeHmayus, yoocmosepsieaya eceku om Kpumepuume e rocoyeHa ¢ yugpa e uHOeKc u
3a0BMKUMENHO NPUdpPYKaea HaCMOoSIUO MO NPUMOKEHUE

A. KPUTEPUM 3a 3anouBaHe Ha MbpBU KYPC (3aAbIKUTENHO € HANIMYMeTO Ha BCUYKN KpUTEPUM)

Ne | MKB J45.0

[okasaHa GpoHxuanHa acTMa 1 U3KIIYBaHe Ha NPUAPYXaBalUl CbCTOAHNS, KOUTO MOraT ja Hanogo6siBaT
actma '
Texxka actma no onpepnenexueto Ha ATS/ERS: '
1. acT™a, KOSITO Ce HyX/ae 3a NOCTUraHe Ha KOHTPOJT OT:
a. BNUCOKM 4031 MHXanaTtopHu koptukoctepouau (no GINA, Bk Tabnuua 1)
b. BTOpy koHTponMpaty meavkameHT (AABA/ AOMA /TTA/ Teocdunut)
2 C. W/unu CUCTEMHU KOPTUKOCTEPOMAM Npe3 6 Unu NoBeye MeceLy OT NocneaHaTa roauHa
2.acTma, KOAITO 0CTaBa HEKOHTPONMPAHA BLMPEKU NPABUIHO MPUEMAHOTO M MOCTOSIHHO CMasBaHo npes
nocneaxute 3-4 mecela neyenue ot 4-5 crunka cnopes GINA:
a. BUCOKU 4031 MHXanaTtopHu kopTukocTepouam (no GINA, Bk Tabnuua 1)
b. BTOpYM KoHTponmpaLy meavkameHT (AABA/ AOMA/ NITA/ TeodunuH)
C. W/Mnu CUCTEMHM KOPTUKOCTEpouaK Npe3 6 unm noBeye MecewUm OT nocneaHaTa roavHa
Texka HEKOHTponupaHa acTMa, OnpejeneHa Ypes Hanuyue Ha noHe ABe OT u3bpoeHuTe criopes
onpeaenexueTo Ha ATS/ERS: *
a. fow KoHTpon Ha nposiute Ha GonectTa (pesynTar oT Asthma control test (ACT) < 20 npes
nocneaHuTe 3 Meceua) >’
b. YecT TexKku M30CTPsIHUS Ha 3ab0NsBaHETO (2 UNKM noBeye Kypca CUCTEMHU KOpTUKOCTEpOUAN >3

3 [HV BCEKM B NPeAxoaHaTa roavHa) -
C. CEepuo3HU M30CTpsiHMS Ha Oonectta (NOHe efHa XOCNUTanU3auws, NPecTon B MWHTEH3UBHO
OTAEMNeHNe NN MexaHuiHa BeHTUNaLUms B NpeaxoAHaTa roauHa)
d. HapyweHue B BenoapobHaTa q:?fnkumr (PEO1<60% OT npeABuaeHWs NpuU HaMareHo noj AofnHarta
rpanuua Ha Hopmata PEO1/PBK)
4 Xocnuranusauma Wnu nocelieHne B CrelleH LEeHTbP nopagu Texka eksauepbauus npes
nocneaxute 6 meceua
5 Pepyuupana Genonpo6Ha cyHkumsi — copcupaH ekcnupatopeH obem (PEO1)<60% ot
npeaguaeHus
AnepruyHa actMa npu Hanuuue Ha
6 a. NONOXMUTENeH KOXeH TeCT U moroxureneH in vitro tect (cneuuduyHn cepymHu IgE) Kbm

UEernoroAuLLIHN aneprexm ) 4
b. Hanuume Ha KIMHUYHO 3HAYNMA CEHCUBUNU3AUNSA KbM LIENOroAMLLHY arnepreHn

7 Bucoko HUBO Ha o6wuTe cepymum IgE>30 1U/mI ®

Mpuem Ha BUCOKa AHEBHAa [03a WHXanaTopHU KopTMKOCTepouan (cbobpasHo GINA u
Bbneapckusi HaUuoHaneH koHceHeye) ©

9 Jvnca Ha n3knioyBaLLm kputepuu no 7. B ¢

10 [o6pa nHxanatopHa TexHUKa U CbTPYAHNYECTBO Ha NauueHTa

' enukpusa c Homep Ha W3 OT CneuvanuaupaHo neuebHo 3aBefeHUe, AOKA3BALYM HanUuMe Ha cumnTomu, obpatuma GpoHxuana
0BCTpyKUnA, nUNnca Ha NPUAPYXaBaLLy CbCTOSHUS, KOUTO MOraT Aa HanoAo6sBaT acTMa

? envkpu3a ¢ Homep Ha U3/aMBynaTopeH IUCT Unu MeULMHCKM AOKYMEHT, YA0CTOBEPABALLY NPOBEAEHOTO GONHUYHO NEYeHne NpecTor B
3BEHO 33 UHTEH3NBHO NeYeHe, N3BLPLUBAHE HA MEXaHUYHA BEHTUNMALMA UMW OCBLUECTBEHO CMELWHO NOCeLeHne, nonbiHeHa Tabnuua 2
OT Npunoxexue 2

* noaneyaTaHo U 3aBEPEHO Konue Ha uLL OT NPoBeAEHO yHKUMOHANHO n3cneABaHe Ha AULLAHETO

* KOHCYNTaLWs C aNepronor C NPUNIOXEHO NOANEYATaHO u 3aBepEHO KONWe OT U3cneaBaHe B anepronorniHa/knuHuyHa naéopatopus

* opuruHanHa na6opatopHa GnaHka N NOANEYATaHO U 3aBepeHo konue

© yaocTosepsiga ce ¢ NOANUC Ha creumanucTa B npunoxexne 1 Ha HaCTOSILLUTE U3NCKBAHUS

7
noanucaHa u nognevaraHa ot cneuvanucra bnaHka 3a U3BbpLUBAHE Ha TecTa
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