3anpewennwtii cnucok 2013
0030p 0CHOBHBIX USMEHEHUIL U PA3bACHEHUA

CYBCTAHIMH Y METO/bI, 3ANPEIEHHBIE BCE BPEMsI (KAK B
COPEBHOBATEJIbHBI, TAK U BO BHECOPEBHOBATEJILHBIN
MEPAON)

SAIIPEHIEHHBIE CYBCTAHIIUN

S0: He JONYIMICHHBIC K TPUMCHCHHIO CV6CT&HHHI/I
* Bmueceno YTOYHCHHUC, YTO IIOHATHUC «IIpflaparbl I BCTCPUHAPHOTO
HUCIIOJIB30BaHUA» OTHOCHUTCA K  BCIICCTBAM, HC pPa3zpClICHHBIM K
HCITIOJIB30BaHHUIO YCIIOBCKOM.

S1. AHaOOJIUYECKHE areHThI
* Hekoropsle Ha3Banusa cyOctanuuii no HomeHkiatype WIOIIAK Obutn
nepecmoTpeHbl coBMecTHO ¢ MIOIIAK m cOOTBETCTBYIOIIME W3MEHEHUS
ObUIN CJeJIaHBbl JIsl IPUBEACHHBIX HUXKE BEILIECTB:

-Jlanason ([1,2]oxazolo[4',5":2,3]pregna-4-en-20-yn-17a-o0l)

-Orumserpenon (19-norpregna-4-en-17a-ol)

-dypazadon (17a-methyl[1,2,5]oxadiazolo[3',4":2,3]-5a-androstan-
17p-ol)

-Metactepos (17B-hydroxy-2a,17a-dimethyl-5a-androstan-3-one)

-ITpocTano3om (17B-[(tetranydropyran-2-yl)oxy]-1'H-
pyrazolo[3,4:2,3]-5a-androstane)

-Terparuaporectpunon  (17-hydroxy-18a-homo-19-nor-17a-pregna-
4,9,11-trien-3-one)

-Tpentonon (17B-hydroxyestr-4,9,11-trien-3-one)

-IIpactepon (dehydroepiandrosterone, DHEA, 3B-hydroxyandrost-
5-en-17-one)

-OTHOXO0JIAHOJIOH ObUT JT0OaBieH B pazaen Sl.b, kak mpumep MeradoyuTa
TCCTOCTCPOHA.

Mesicoynapoonoe namenmosanunoe uazeanue (MHH) 6yoem ucnonvzosamucs,
eciu oHo cywecmeyem, Hazeauue no Homeukiamype HIOIIAK makoce Oyoem
UCNONB308AMBCS  NPU  Heobxooumocmu O Ooabuwiell  sACHOCMU,  oOwue
HaumeHo8aHus 6yoym 000asienvl mam, 20e 3mo yMeCmHo.

S2 IlentumHasle TOPMOHBI, (haKTOPBI POCTA ¥ TTOJOO0HBIE CYOCTAHIINNA
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 Wucynun mnepeneceH B pasgen S4.5a (MoaynaTopbl MeTaboIM3Ma),
IOCKOJIBKY IO CBOEMY MEXaHM3MYy JeHCTBUS OH 0o0jiee COOTBETCTBYET
JTaHHOM Kareropuu. Jlpyrue mpoTHBOAMaOETHUECKUE IMperaparhl, BKIOYAas
AKCEHATUJ U JIUPATITIOTH]] HE 3aIlPEIICHBI.

Tpomboyumapmnvie npenapamor (0bocawennas mpomooyumamu niasma, PRP)
panee oOvLu uckarouenvl uz Cnucka nocjie peweHus 0 mom, 4mo omcymcmeyem
ookaszamenvHas 60aza 3pgekmusHocmu ux UCNOIBL30BAHUSA Ol NOGLLULEHUS
CHOPMUBHLIX  PE3VIbMamos, HeCMOmps Ha codepicanue Gakmopos pocma.
Hecmomps na manuuue nexkomopwix gpakmopos pocma, nocieonue uccie008anus.
0002aweHHOU MmpomboyUmamu NAA3Mbl He BbIAGUNU KAKOU-TUOO UX 803MONHCHOCHU
VAYUWUMS CHOPMUBHBIE DPE3YIbMambl C8epPX BO3MONCHO20 MEPANESMUYECKO20
agpgpexma. Obpawaem enumaHue, 4mo HaKmopsvl pocma KAk omoebHble
cybcmanyuu 8 Yucmom euoe 6ce ewé 3anpeuyenvl, KaKk onucamo 6 pazoene S2.5.
Buympusennoe  ucnonvszoganue  obocaweHHolu  mpomboyumamu - NAA3Mbl
3anpewero 8 coomeemcmasuu ¢ pasoenom M2.

S3. bera2-aroHKCTHI:

» PaspemicHHas BBoguMas (BibixaeMmas) 103a (opMmereposiia B TeYeHue 24-
4acoBOTO IMEpHOJA yBEIWYEHA J0 5S4 MKT €  COOTBETCTBYIOIIUM
YBEIIMYEHUEM JIOMYCTUMOU KOHIIEHTpalu B Moue 10 40 HI/MJL.

o Jlusg mpenynpexacHHs Pa3HOUYTEHUH YKAa3aHO, YTO B COOTBETCTBYIOIIHX
ClIydasx 3alpeleHbl Bce ontudeckue nzomeps (-d u -).

Heobxooumo omeemums, umo konyenmpayus opmemepona, cooepuHcauascs 8
OOHOU 003€ UHeANAMOPA CO2AACHO UHCMPYKYUU HA Npenapame, Mojicem
pasauuamovcs 6 pasHvlx cmpanax. B Cnucke oice ykazana 003d, KOMOpAsi
HeNnoCpeOCmEeHHO NOCMYNAem 6 Op2aHusM, a He KOHYeHmpayus 6 OOHOU
uneansiyuu ycmpovicmea. Hanpumep, 0oza gopmemepona 6 00HOU uHearAyUU
Symbicort® Turbuhaler®/Turbohaler®, yxazannas ¢ annomayuu, pasna 12 mke,
npu 5mom 6 opeanuzm nonadaem 9 mxe opmemepoaa ¢ o0Hou uneanrayuetl. llpu
HA3HAYeHUU 08yX uHeanayuil 8 0ens (48 mke) 6 opeanuzm nonadaem 36 mke, 4mo 8
OONbUUHCINGE CMPAH COOMBEMCMBYem MAKCUMAIbHOU PAa3peuleHHol OHe8HOU
0oze. B mexomopwix cmpanax paspeuieHo Kpamrko8pemeHHoe HA3HAYeHue
Gopmemepona 8 MAKCUMAanIbHOU CYMOYHOU 003e 54 mKe OJisl IedeHUs NPUCmynos
OPOHXUANBHOU ACMMBbL.

B xo00e uccneooganus 0Obl10 YCMAHOBNEHO, YMO NPU UH2ANAYUU GOpMOmepord
yepes ycmpoiicmeo Aerolizer® e opeanusm nocmynaem 60-85% 003bi.

BAI[A npooonsxcaem uzyuame Opyeue 6Gema-2 azcoHucmol ONisl YCMAHOBIEHUS
O00NYCMUMbIX Npedesios CO0epAHcaHusi Imux eeujecms ¢ moue. Hecmomps na mo,
YUMo  YCMAHOBNEHbl  pa3peuleHHvle  003UPOBKU, Mbl  DEKOMEHOyeM  8ceM
CHOpmcMeHam o0Opamumscsa K KOMNEMEeHmHOMY 8pavy, umoObl HOJYYUMb
onmumanvHoe neverue. bonee noopobnas ungopmayusn, omuocawaics k bema-2
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acorucmam, U3j10X#CEHA 6 OOKymeHme no Me()l/ll/ﬂ/lHCKOI/lv noddepoface Komumemoe
no mepanesmu4ecKkomy ucnojlb306dHUIO No 6p0qua]ZbHOL7 acmme Ha caume

BAJTA.

S4 ["'OpMOHEI U1 MOAYJISITOPBI MeTaboaM3Ma

e lHCynuH BKJIIOYEH B JaHHYIO Tpymmy B pasznen S4.5.a (mompoOHee cM.
pazaen S2)

S5 JluypeTuku U Apyrue MacCKUpPVIOIIUE areHThI

o «MecTHOE IpUMEHEHNE» (PETUITPECCHHA N3MEHEHO HAa «MECTHOE BBEJICHUE
JUIsL OOJIBIIEH SICHOCTH.

e Mopodun ynaneH u3 nocienHero naparpada, nmockoJbKy JaHHBIM Ipernapar
HE MMEET NpeJeiia pa3pelleHHONM KOHUEHTpauuu B CIHMCKE, W IIPU €ro
UCIIOJIb30BAaHUM B COPEBHOBATENBHBIM IEpUOJ BCErgja HEOOXOIUMO
oopmileHnE pa3penieHNs Ha TEPAIEBTUYECKOE HCIIOJIb30BAHNUE.

SAIIPEHIEHHBIE METO/bI

MI1. MaHuUnyJISIIUKU ¢ KPOBBIO M €€ KOMIIOHCHTAMU

e HaspaHue u cojepaHUE JAHHOIO paszjena ObLJI0O H3MEHEHO, YTOOBI
OXBATUTh BCE BHUAbl MAHUIYJSIUA C KPOBBIO U €€ KOMIIOHEHTaMHU.
CooTBeTcTBEHHO, oapa3aen M2.3 Obl1 IEPEHECEH B TaHHBI OOHOBIJICHHBII
paszeln.

M2. Xumnuyeckue 1 GU3NYECKUEe MaHUITYJIALUN

e Iloapaznen M2.3 mepemerieH B pazaen M1.

M3. I'eHHBIN JOITUHT

e Jlns OoJsiee TOYHOTO OMpPENEICHHUs TEHHOTO JomuHra mnompasaen M3.1
MpeTepIen peI1akTUPOBAHHUE.

CYBCTAHIIUHN n METO/JBbI, SAIIPELHHIEHHBIE B
COPEBHOBATEJIbHBIN TEPUO/I

S6. CTUMYIISITODBI

o Jlus Oonbliel sSCHOCTH BHECCHO YTOYHEHHE, 4YTO 3alpelleHbl BCE
onTryeckue u3oMepsl (d- u |-) B COOTBETCTBYIONIMX CIy4YasiX.
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Ewé paz obpawaem Bawe eHumaHnue, umo HeKomopwvie CMUMYIAMOPbI MO2YM
umMems paszHvle HA38AHUS, HANPUMED (MEMUNLEKCAHAMUHY UHO20A MOMCEem
6X00UmMb 8 COCMA8 Npenapamos8 Hnoo  HA36AHUEM  OUMEMUIAMUTIAMUH,
NeHMUNAMUH, 2epaHaMuH, hopman, 2-amuro-4-memunieeKcan, 3KCMpaKm KopHeu
2epanu Uiy 2epanuesoe Macio.

* Bropoii npumep — MeTWICMHEPPUH, KOTOPBIM ObLI JH00ABIEH KaK APYyroe
Ha3BaHHUE OKCHIIO(PHUHA.

CYBCTAHIIMU U METOAbI, 3ANNPEHIEHHBIE B OTIEJIBHBIX
BUJIAX CIIOPTA

P2 Bera-010KaTOpbI

» Aosponastuka (FAI), Boyncnopt (CMSB), bpumk (FMB), Boymunr mo
cucteme neBatd u naecsatu kerned (FIQ) m BogHo-MOTOpHBIN BHABI CriopTa
(UIM) uckirodeHsl U3 CIHCKA AMCHUIUIMH, B KOTOPBIX 3allpelieHbl Oera-
0JIOKaTOPHI.

BAJ[A npooondcaem nepecmampusams He0OX00UMOCMb 3anpewjeus: bema-
O10KAMoOpo8 8  HEKOMOpbIX  GUOAX  Cnopma 60  63AUMOOEUCMBUU  C
coomeemcmayrowumu gedepayuamu u Opyeumu NOONUCABUUMUCA CMOPOHAMU.
Dmo npuseno Kk momy, ymo euje namsv 6UO08 CNOPMA ObLIU UCKTIOUEeHbl U3 OAHHO20
pazoena.

IHPOI'PAMMA MOHUTOPHUHI'A

* Jlnsi BBIABICHHS TOTEHIIMATBHBIX CXEM 3JI0YMOTPEOJICHUS B TPOTPAMMY
MOHUTOpPHUHTA A00aBJICHA CIeAyIoIIas CyOCTaHIIUS:
. B COPEBHOBATEJIbHBIN TIEPHO/I; TATICHTAIO0I
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