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Pe3rwomMme Ha OcHoBHUTe U3MeHeHnss n O6sicHuTe/IHN benexxKku

CYBCTAHUUM U METOAUN, SABPAHEHMU NO BCAKO BPEME (NO BPEME U
M3BBH CHCTE3AHMUE)

3ABPAHEHU CYBCTAHLUUU

C'0: HeonobpeHu cybcTaHumm

e /35iICHEHO e, Ye ,BeTepuMHapHU NpoayKTU” ce oTHacsa camo 3a cybcTaHuw A,
KOUTO He ca oaobpeHu 3a ynotpeba oT xopa.

C1: AHabonHu CpeacTtBa

e C nomowTa Ha IUPAC ca pasrnegaHu aaaeHute ot IUPAC HaMMeHOBaHUA U
Cca HanpaBeHW noaxoAsilLMTe MPOMEHW 3a cneaHuTe cybcTaHumm:

= naHason ([1,2]okcazono[4',5":2,3]nperHa-4-eH-20-uH-17a-0n)

» eTunectpeHon (19-HopnperHa-4-eH-17a-0n)

= cbypazabon (17a-metun[1,2,5]okcaanasono[3’,4":2,3]-5c-anapocraH-
17p-on)

» MeTacTtepoH (17B-xuapokcu-2a,17a-anMeTun-5a-aHApoCcTaH-3-0H)

* npocTtaHo3on (17p-[(TeTpaxmaponupaH-2-un)okcn]-1'H-
nupasono[3,4:2,3]-5a-aHapocTaH)

= TeTpaxuaporecTpuHoH (17-xuapokcu-18a-xoMo-19-Hop-17a-nperHa-4,9,11-
TPUEH-3-0H)

* TpeHbonoH (17B-xuaopokcuectp-4,9,11-TpueH-3-oH)

* npacTtepoH (aexuapoenunaHapoctepoH, OXEA, 3B-XxnapOKCUAHOAPOCT-5-EH-
17-0H).

* ETuoxonaHonoH e Bk4YeH B cekuuata C1.6 kaTto npuMmep 3a metabonuT Ha
TecToTepoHa.

'C = Beutectra (6en. mpes.)
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e ce n3nonssa INN, ako e HanIM4YHO, LWe Ce M3M0/13Ba CbL0 HOMEHK/aTypaTa Ha
IUPAC, korato e HeobxoAuMo 3a no-ronsaMa sicHota, Korarto ue 6b4ge oT rnosnsa,
we ce gobaBsT obLONPUETUTE UMEHA.

C2. MNentnaHm XopMoHU, PactexHun ®aktopu M CpoaHu CybcTaHumMmM

¢ NHCcynuHUTe ca npemecteHn B C4.5.a (MetabonutHu MoaynaTtopu), Tbi KaTo
' e NpeueHeHa KaTto No-noaxoAsuwa KaTteropys, Bb3 OCHOBa Ha MeXaHu3Ma Ha
AencTBueTo UM, [lpyru aHtuamabeTuyHn nekapcrea, BKIKOUUTENHO eKceHaTua u
nuparnyTua, He ca 3abpaHeHu.

TpomboumnTHUTE rpenapatu (PRP) no-paHo 6axa m3sageHn oT CMCcbKa, KaTo ce B3e Npegsus
fmricata rMoHacToALEM Ha HAKaKBO 40Ka3aTe/ICTBO OTHOCHO MU3MOM3BaHETO Ha Te3u MeToaM C yen
rMoBULLIABAHE HE MOCTHUXEHUSATE, BBIIPEKU Ye Te3u rnpenapaTv CbAbPXAT PacTeXHU GakTopu.
He3aBuCHUMO OT HAZIMYMETO Ha HAKOM PacTeXHM (PaKTopH, CeralHUTe npoy4YBaHus Bepxy PRP He
r10Ka3Bar MoTeHUMAS 38 NOBULLIABAHE HA MNOCTUXEHUATE, HAABULLIABAL Bb3MOXHUST TEpPaneBTuYeH
egekr. OTbenexere, e OTAENHUTE PacTeXHU aKTopu BCe ouje ca 3abpaHeHu, Korato ce 4aBat
OTAENTHO KaTo MPEYMCTEHM, KaKTo € onucaHo 8 C2.5. B cvoTBeTcTBHUE ¢ M2, BLTPEBEHO3HOTO
rnpunaraHe Ha PRP He e pa3peleHo.

C3. beta2-aroHUcTu:

e PaspellieHaTa 3a MHXaNaTOPHO NPUIOXKEHUE A03a Ha (OPMOTEPOS € YBE/TMYEHa
Ha 54 pk 3a 24 4. CbC CLOTBETHO NMOBULLEHWE Ha Mpara B ypuHaTa Ao 40 ng/ml.

* 3a ACHOTa, KbAETO € YMECTHO, BCUYKM ONTUYHKU n3omMepu (d- n |-) ca
3abpaHeHu.

Tpsabea Aa ce oT6enexu, He CbLUECTBYBAT 3HAYUTENHA PA3ANYMS B O3HAYEHUETO HA CbABPKAHUETO Ha
hopMuTEpPONT B UHXANAUMOHHMTE anapaTyeTa, a cblyo Ye CIUCbKBT C& OTHACH A0 MNPUIoXeHaTa
(MHXxanmpaHata) 4038 POPMOTEPOSI, @ HE M0COYEHATa 403a. [IpUIoXeHaTa 1033 € 403aTa, KOATO
M3/M33 OT MyHALLYKa ¥ MOXe Aa 6bge uHxanupaHa. Hanpumep, Symbicort® Turbuhaler®/Turbohaler®,
O3Ha4yeH karto ceAbpxaiy 12 ug opMoTepon, npu MHxaaMpaHe NPefOCTaBa Ha nauueHTa ~ 9 ug.
AKO ABa NbTW AHEBHO C€ MpUNarart no Aee uHxanmparmsa (T.e. 48 ug), npunoxeHarta 4033 € 36 ug,
KOETO B MHOIo CTpPaHHW e MakcuMaiHaTta ogqobpeHa [03a. B HIKOM CTpaHM, paspelueHaTa MakcuMaiHa
A03a 3a npuiaraHe 3a Hanaraija ce KpatkoTpakiHa yrnotpeba 3a neyeHue npy 060CTPAHE H3 acTMa e
54 ug 3a 24 u.

Mpoy4BaHus ca nokasanu, 4e npu npunarave Ha opMoTepon nocpe4cTsom anapatye Aerolizer®
ce rnpmnema 60-85% ot gosara.

CAA ripo4w/ixaBa 4a rnpeyeHsBa Apyri 6eTa-2-aroHUCTH, 3a 4a yCTaHoBM 33 Te3U NpoayKTH
CLOTBETHU HMBA Ha Nnpara B ypmHaTa. He3aBucrMo OT paspelieHara 403a, BCUYKN CropTHUCTH ce
rnoowpaABsarT 4a TbPCAT MOAX0ASAL MEAULMHCKK CbBET, 3@ 4a Ca CHUIYPHHM, Y€ MoayyYaBaT OnTHMMaaHo
sieqyeHue. 3a rnoseve MHPOpMaLms OTHOCHO 6eTa-2-aroHUCTu, OTHECeTe ce 40 MeguymHcKkaTa
HHpopmayms 3a MNMognomaraHe Komucumute 3a PTY npu u3gasBaHe Ha AOKYMEHT 3a AcTMa.

C4. XopMOHHU U MeTabonutHM Moaynatopu

e IHCcynuHUTe ca BkAtoYeHn kbM C4.5a (Bux C2 no-rope).

C5. nypetvum 1 rm Mackupawm Cpencrea

e 3a no-ronaMa dcHorta, “JlokanHo npunaraHe” Ha denunpecuH e NpPoMeHeHo
Ha "JlokanHo npuaoxeHue”.
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e MopduH e npeMaxHaT oT nocieaHns naparpad, Toi Kato B Cnucbka TOW He
e cybcTaHuus, KOSTo NoANEXU Ha NparoBu JIMMUTU, TakKa 4e 3a ynotpebaTa My
1o BpeMe Ha CbCTe3aHMe BUHaru e ce usnckea PTY.

3ABPAHEHU METOOMU

M?1. MaHunynupade Ha KpbeTa M KpbBHUTE KOMMNOHEHTH

e 3arnaBueTO U ChABPXKAHUETO HA TO3U pa3aen ca NpoMeHeHu, 3a Aa obxBaHaT
BCUYKU Bb3MOXHU BUAOBE MaHUMNynauumn Ha KpbB U KPbBHU KOMIMOHEHTH.
Bcneacteue Ha ToBa, NpeMaxHaT e pasgen M2.3, Tbi KaTo CbAbPXAHNETO MY
cera e BK/KOYEHO B NMPOMEHeHUsa pasaen.

M2. XuMu4yeckn 1 dusndeckn MaHunynauum

e Paspgen M2.3 e npemaxHaT, Tbil KaTo cera e BkJl0OH4eH BbB (POopMy/IMpoBKaTa
Ha pa3gen M1.

M3. N'eHeH JonuHr

¢ 3a [a ce Jaje Bb3MOXHOCT 3@ No-TouYHa AedUHULKUS Ha "TeHeH JonuHr”,
pasgen M3.1 e popMynupaH HaHOBO.

CYBCTAHUUWN U METOAQWU, SABPAHEHUW NO BPEME HA CbCTE3AHME

C6: CTUMYNaHTU:

¢ 3a no-ronsiMa AACHOTa, NOTBbPAEHO e, Ye ca 3abpaHeHU BCUYKKU ONTUYHMU
n3omepu (d- v /-), KoraTto € NpUNoXuMo.

TpabBa Aa ce HAaNMoMHM, 4e HIKOU CTUMYaHTH MoraTt ga 6bvaat Han4yHu noa
HSIKOJIKO Pa3/IMyHU MMEHa, HanpuMep “MeTuixeKcaHaMuH”, NPeACTaBsH MNOHSKora
KaTo AMMETUNEMUNAMUH, NEHTUNAMUH, repaHaMuH, @opTaH, 2-aMMHO-4-
METUIIXEKCAH, EKCTPAKT OT KOPEHU Ha 34pasel uamn Macsao oT 34paBeL.

e [pyr npumep e meTuncuHedpuH, Konmto e gobaBeH KaTto ApPYyro UMe Ha
OKCUNOQPUH.

"M = meromu (GeT. npeB.)
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CYBCTAHLUU, KOUTO CA SABPAHEHU B ONPEAENTEHU CNMOPTOBE

32, bera-6nokepum

» OT cnucbka Ha cnopToBeTe, Npu Kouto BeTa-6nokepute ca 3abpaHeHu, ca
npeMaxHaTtu Bv3gyxonnasaHe (FAI), Boync (CMSB), Bpuax (FMB), Kernu c
AeseT u gecet kernu (FIQ) u BogomoTtopeH cnopt (UIM).

3aenHo CbC 3amHTepecoBaHuUTe eaepaunn v apyru y4actHmuym CAA npoavxasa
Aa npeyeHsaBa OTHOBO 3abpaHata Ha bera-6s10kepu B HsAKOM criopToBe. ToBa
ZoBese [0 NnpeMaxBaHeTo Ha owe rneT criopra oT TO3W pas3fges.

MOHUTOPUHIOBA NPOIrPAMA

o C Uen [a ce YCTaHOBAT Bb3MOXHMW NPOSBU Ha 310ynoTpeba, KbM
MOHUTOPUHIroBaTa NporpaMa e Ao6aBeHo CeHOTO:

e [lo BpeMe Ha CbCTe3aHWe: TaneHTaao.

%3 = 3a6panen (Gen. mpes.)
g = rpaM; Ug = MHKpOrpaM; ng = HaHOTPaMm;
ml = MUIHIATBD; L = IWThP
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