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MHCTPYKLMA
10 MPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapara Ijs MEAULIMHCKOrO MPUMEHeHHUs

®
Busanueproa

Perncrpaunonnstii Homep: JIII-003950

ToproBoe Ha3Banue npenapara: Bisamepron”

MexayHapoaHoe HeMaTEHTOBAHHOE HA3BAHMeE: OJIONATAaUH

JlekapcTBenHasi popma: Karu riasHsle

Cocras:

B 1 mu conepxures:

aKkmusHoe seujecmeo. OjionaTaguHa ruApoXJopus 2,22 Mr (3KBUBajeHTHO 2,0 Mr
oJionaTajvHa);

eécnomozamenvhvie eewecmea. Oenzankonust xmopuna 0,1 mr, mosumon K-29/32
18,0 mr, narpus ruapodocdar Gesomubii 5,0 Mr, Harpus xjuopug 5,5 wr,
auHatpus sperar 0,1 Mr, KUCIIOTa XJIOPUCTOBOJOPO/IHAS /UK HATPUS THAPOKCH]L

no pH 7,0, Boga mist uabexuii 1o 1 mu.
Onucanne: Npo3pavHblil pacTBOp OT GECLBETHOTO 10 CBETIO-XKEITOrO 1{BETA.

(I)apMaKOTepaneBanecxaﬂ rpymmna: MnpoTHBOAJZIEPruyeckKkoe CpCI[CTBO-Hl-

TMCTAMHUHOBBIX PELIENTOPOB OJIOKATOP.

Koa ATX: S01GX09

®apmakosioruyeckoe JeicTBre

Dapmakoounamuxka

Ononaranun SIBJISIETCS MOILHBIM CEJIEKTUBHBIM
NPOTHBOAJIIEPIUYECKUM/aHTUTUCTAMUHHBIM [IPENapaTtoM,  (hapMaKOIOTHIECKUE

3(1) (peKTBI KOTOpOIro  pa3BUBAIOTCH IMOCPEACTBOM  HECKOJIBKUX Pa3JIMYHbIX
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MEXaHHU3MOB JIeHCTBHA. SIBII€TCSI aHTAarOHUCTOM I'MCTaMUHa (TJIIaBHOTO MeMaTopa
aJUIEPTUYECKUX PpeakUuid y 4YeloBeKa) W MpeloTBpaliaeT WHIYLMPOBAHHOE
THCTAMUHOM BBLICBOOOXKIEHUE BOCHAJIHMTENBHBIX [[ATOKMHOB B KJIETKaX JIHTEIHs
KOHBIOHKTHBEL. [lo pesynbraTam wucciemoBaHud in  Vvitro Tmpejrosaraercs
MHIHOUPOBAaHME  BBICBOOOXKIEHHS  IPOTHBOBOCIAIUTENBHBIX  MEIHATOPOB
TYYHBIMU KJI€TKaMHU KOHBIOHKTHBEI.

Y MalMeHTOB ¢ MPOXOJMMBIMU HOCOCIE3HBIMH TPOTOKAMH MECTHOE MpPUMEHEHHE
oJionaTaJiiHa B BHJE MHCTHIUSILMA B KOHBIOHKTUBAJIBHBIM MEIIOK IT03BOJISIIO
YMEHBIIUTh BBIPAKEHHOCTH CUMIITOMOB CO CTOPOHBI HOCa, YAaCTO COMYTCTBYIOIINX
CE30HHOMY  ajlJIEprUYeCKOMYy KOHBIOHKTHBHUTY. OJjonaTagdH He OKa3bIBaeT

KIIMHAYE€CKHU 3HAYUMOTI'0O BIIUAHKA HA TUAMETpP 3paykKa.

DapmakoKkuHemuka

Bcacvieanue

OrnonataguH monBepraeTcst CHCTeMHOM abcopOLMK, Kak W Apyrde Mpenapartsl,
MpeJHa3sHAYeHHbIe JUIsI  MECTHOro npuMeHeHus. OJHAKO KOHIEHTpalUn
ojonaTagvHa B IITa3Me I10CJI€ €ro0 MECTHOr0 MNpPUMEHEeHHs B O(TalbMOJIOTHH
HU3KME€ W HaxomsTCs B JUala3oHe OT YPOBHS HHXKE KOJHMYECTBEHHOTO
onpenenenus (< 0,5 ur/mn) 1o 1,3 Hr/mi1. 3asBlieHHbIe KOHLEHTPALMH B IJ1a3Me B
50-200 pa3 HuKe TaKOBBIX NPH MEPOPATIHLHOM NMPUMEHEHHH TePareBTHYECKHX 103
oJionaTaJnHa.

Buvigeoenue

Ilo nmauHBIM  (QapMaKOKMHETHYECKHX HCCIEJOBAHWN NepOpaibHBIX  (GOpM
OJionaTaguHa NepruoJI MOJYBBIBEICHUSI COCTaBIsAET OT 8 10 12 4acoB, BHIBEICHUE
npernapara OCyIIeCTBISETCS NPEeUMYyIIeCTBEHHO moukamu. 60 - 70% BBeneHHOMH
A03bI BBIBOZAMTCS C MOYOW B HEM3MEHEHHOM BHE, TAKKe B MOYE OIpEIelIsIOTCs
HU3KHE KOHLIEHTpAHMK 2 METabOJIUTOB - MOHO-IECMETHIIA U H-OKCUA. B CBSI3U ¢
TEM, YTO OJIONATAJAWH BBIBOAMTCS MOYKAMH MPEUMYINECTBEHHO B HEU3MEHEHHOM
BUJIe, HapylleHHe paboThl MOYEK NPHUBOANT K W3MEHEHHIO (DapMaKOKHHETHKH

ojonaTaaMHa, TPHBOAS K 3HAYMTENbHOMY (B 2,3 pasa) IOBBILIEHUIO



KOHLEHTpAalM! OJIoNarajuHa B IUIa3Me€ Yy TNAlUEHTOB C TSDIKEJIOW MOYeyHOU
HEJOCTaTOYHOCThIO  (KiupeHc KpeaTwuHuHa 13 wu/muH).  KoHueHTpamus
oJionaTaZuHa B IUIa3Me I10CJI€ €r0 MECTHOIO NMPUMEHEHHUsI B BUJE UHCTUUISIUH B
50-200 pa3 HMXKe, 4eM IpH TepOpaibHOM IMPUMEHEHHH TepareBTUYECKUX 103,
CJIEIOBATENILHO, U3MEHEHHUsI peXXUMa JTO3UPOBAHUsS y MALMEHTOB C HapyLICHUSIMU
GyHkuun nouek He TpeOyercs. [TOCKOIBKY TMEUEeHOYHBIH MyTh 3IMMUHALIMK HE
SBJIETCS OCHOBHBIM [UIs OJIONATaJMHA, HE TpeOyeTcss KOPPEeKUMH [A03bI TpH
NPYUMEHEHUH [alUMeHTaMd ¢ HapylleHusMH (yHKuuM nedeHd. [locre
nepopajgpHoro mnpuema 10 Mr osonataguHa NalMEeHTaMHM Ha TeMOJUaju3e
KOHIIEHTpAllMsl oJlonaTaJiHa B Iula3Me ObUla 3HAYUTENbHO HUXKE B JCHb
NPOBENEHMsS TIeMOJHali3a B CPaBHEHUMU C JHSIMH, KOTJa TeMOJUaIU3 He
IPOBOJIWIICSA. DTO CBUAETENILCTBYET O TOM, YTO BBIBEJEHHE OJIONATaJnHA C
IIOMOLLBIO F€eMONAIN3a BO3MOKHO.

[To pesynpTaTaM CpaBHUTEIBHBIX HCCIIEOBAaHUN (hapMaKOKMHETHKH TT€POpAIbHON
JIEKapCTBEHHOM (OpMBI oJyionaTagvHa B KOHIEHTpauu 10 Mr y MOJIOABIX
(cpennuii Bo3pacT - 21 roj) ¥ MOXKMIIBIX MAlUeHTOB (CpeHui Bo3pacT 74 roaa) He
OTMEYEHO 3HAYMMBIX pa3jIM4YMid B KOHLEHTpAlUAX OJIoNaTaguHa B IIIa3Me,
CBS3bIBaHMM ¢ OejKaMM TIJIa3Mbl M TIapaMeTpax BBIBEJICHHs Iperapara B

HEU3MCHCHHOM BHUJIE€ U B BUJIC MeTabO0JIUTOB.

IToka3anus K INIPUMEHEHHU IO

KyHHpOBaHI/Ie [NIa3HOI'O 3yJa IMpH aJUICPTUY€CKOM KOHBIOHKTUBUTE.

IIporuBonokasanus

FHHepquCTBHTCHBHOCTB K KOMIIOHEHTaM IIperapara. IIGTCKPI?I BO3pacT a0 2

neT. bepeMeHHOCTh U epruoJ rpyIHOTO BCKaPMJIMBAHMUSI.

IIpumenenune npu 6epeMeHHOCTH H B MEPHO/] TPYAHOI0 BCKAPM/IHBAHHS

DepmunvHocme



HCCJ’IeIIOBaHI/Iﬁ BJIIMSTHUST MECTHOTO IIPUMEHEHUS OJIoIlaTaJlHa B O(i)TEU'IBMOJIOFI/II/I

Ha (EepTUIBHOCTD YeJ0BeKa He MPOBOIUIIOCE.
bepemernnocmo

CBeneHds O MECTHOM IIpPUMEHEHHM oOJionaTagdHa B 0(pTaJbMOIOTHH
OepeMeHHBIMH JKEeHIIMHaMU OTCYTCTBYIOT MJIM OIpaHMuYeHBl. B MccienoBaHUsX Ha
KUBOTHBIX TIOJYYEHbl JaHHblE O TOKCHYECKOM BIIMSHHMM OJIONATaJdHA Ha
PeNpOYKTHBHYIO (YHKLHMIO NPH CHCTEMHOM NpuMeHeHuu. He pekomengyercs
NPYMEHEHHE OJIONAaTanHa B MepHoJ OEPEMEHHOCTU U JKEHIMHAMH JIETOPOJHOIO

BO3pacTa, He IMPUMEHSIOIUMU METO/IbI KOHTPALIEIIIIHH.
ITepuoo epyoHozo eckapmaueanus

OrMeueHa SKCKpeuus OlonaTagMHa B TPYAHOE MOJOKO MpH NpPHMEHEHHH
npenapara y KUBOTHBIX. PUCK 17151 HOBOPOXKICHHBIX U TPYAHBIX J€Teil He MOXKeT
ObITh HCKiIOUeH. He peKoMEeHI0BaHO NpHUMeHeHHe JEeKapCTBEHHOIo Mperapara

Busamnepron® B mepruop I'PyIHOIO BCKapMJITUBAHUSI.

Crniocob npuMeHeHus1 H 103bI

JlexapcTBeHHSIH npenapat Busamnepron” 3akansiBaiot o 1 kamme | pa3 B JIeHb
MOpaXeHHBIN rna3 (rnasa). JIuTenbHOCTh Kypca Tepanuy Npyu HeoOXOIUMOCTH
MOKET COCTaBIISITh 10 4 MeCSIIEB.

IIpumenenue y noscunvix

He tpeGyercs u3MeHeHust pesxuma 103MPOBAHMS Y TTOKUITBIX [TALMEHTOB.
lpumenenue 6 neduampuuecxoti nonynayuu

[Ipumenenue npenapara Busamnepron® Bo3moxHo y JeTel crapiue 2 JeT B TexX
KE J103aX, YTO My B3pOCIBIX. IPHEKTUBHOCTE M GE30MacHOCTh NPUMEHEHHUS
ojiomaTafMHa y IeTeld Miaauie 2 JeT He MOATBEPKIeHa.

lpumenenue y nayuenmos c noueuHoil u neweHOuHOT HEOOCMAMOUHOCBIO
I[Ilpumenenne ononaranguHa B JieKapcTBEHHOH (oOpMe Karid [ia3Hble He

H3y4ajoCh y MAIMEHTOB C IMOYEYHON MJIM MEYEHOYHOM HEJ0CTaTOYHOCThIO. He



TpeOyeTcst KOPPEeKIMH JI03bI y 3asIBICHHON KaTeropuu mauueHTtos. He cremyer
NPUKACAThCs KOHYMKOM (DIIaKOHA K BeKaM, KO)Ke OKOJIOIIa3HUYHOH 00JacTH u
APYTMM TOBEPXHOCTSIM BO M30€KaHHe MHUKPOOHONW KOHTAMHHAIWM Ipenapara.
[110THO 3aKpBIBaTh KPHIIKY MOCIIE HCIIOJIB30BAHHUS TIPENapara.

Ilpy  HEOOXOZMMOCTH MOXKET TNPUMEHSATbCS B KOMOMHALMH C  JIPYTHMH
JIEKapCTBEHHBIMU TpenapaTaMy Ui MECTHOIO IIPUMEHEHHUsI B 0(TalbMOJIOTHH, B
3TOM Clly4yae MHTepBal MEX/Iy UX IIPUMEHEHUEM JOJKEH COCTAaBJISATh HE MeHee 5

MHUHYT.

ITo6o4Hoe nelicTBHE

O61mas nupopmarnust 0 npoduse HexeaaTeTbHBIX SBIEHHUI.

B xnuHMYecknx wuccnenoBaHmsx ¢ yyacteM 1680 MAlMEHTOB  pexnM
AO3UPOBAHKS COCTABIIAN OT 1 110 4 Kanenb B JeHb, IIUTEILHOCTH Kypca Teparnu
COCTaBlslNa 10 4 MecsAleB, NPUMEHEHHe OJIONaTajuHa IPOBOJIMIOCH Kak B
MOHOTEpAIiy, TaKk U COBMECTHO C JIOpaTaJUHOM B ao3upoBke 10 mr. Obmias
HacToTa BCTPEYAEMOCTH HEeXeJlaTeNIbHbIX SIBICHUH cocTaBuia nopsaka 4,5%, B To
BpEMS KaK IpeKpalleHHWe y4YacTHsl B KIMHMYECKOM MCCIEIOBAHUM BCJIEICTBHUE
Pa3sBUTHS HEXKENATENIbHBIX PEAKIMH OTMEYEHO TONbKO B 1,6 % ciyuaeB. B xone
KJIMHUYIECKAX MCCIIEJOBAaHUM HE OTMEYEHO CEphe3HBIX HEeKeNaTeJbHBIX SBICHHUI,
KaK CO CTOPOHBI OpraHa 3peHHsl, TaK ¥ CO CTOPOHBI OpraHu3Ma B 1eoM. Haubonee
4acTOM He)KeJIaTelNbHOM peakuuel, CBS3aHHON ¢ JevyeHneM, Obuia 0oNb B Tiiasy,
9TO siBJIEHHE oTMevasiocs y 0,7% manueHTos.

Tabnuunble naHHBIE O HEXKENATETBHbIX SBJICHHUSX.

Huxecnenyromue HexenarenbHble SBICHUS OTMEYATHCh B XOAe KIHHHUYECKHX
UCCIICNIOBAHMH W TIOCTPErHCTPALMOHHOTO  IPUMEHEeHHUSI npernapara
KJTaCCH(ULMPOBAHBI COTNIACHO CIEAYIONIeH TIpafaliii 4acToTh BCTPEYaeMOCTH
HEOXKENIATeNbHBIX SBNCHUH: O4eHb 4acTo (>1/10), wacto (ot >1/100 mo <1/10),
Heyacto (ot >1/1,000 o <1/100), peaxo (ot >1/10,000 10 <1/1000), oyeHs peaxo

(<1/10,000), wacrora HeusBecTHa (uactoTa BCTPEYAEMOCTH HE MOXKET OBITh



onpeJie/ieHa Ha OCHOBAHWM MMEIOLIMXCS NaHHBIX). B mpenenax kaxIoi rpymnibl

HE)KCJIATCJIbHBIC SIBJIEHUSA IEPEYUCIICHBI B MOPSAKE CHUKEHUS CCPBE3HOCTHU

CucreMHO- OpraHHBIH Yacrora HexenarenbsHbie sBeHUs
KJ1acc BCTPEYAEMOCTH
NHbexunonnsre Heuwacto Punut
HapyLIeHUs
Hapymenust co cropownsi | Yactora [ 'unepuyBCTBUTEIBLHOCTS,
UMMYHHOU CHCTEMBI HEU3BECTHA OTEYHOCTH JIUIa
Hapymenuss co croponsl | Yacto ["onoBHas 6ok, nHcreB3us
HEPBHOM CHUCTEMBI
Heuacro ["onoBokpyxeHue, runecTesus
Yacrora CoHITUBOCTD
HEU3BEeCTHa
Hapymenuss co croposns! | Yacto bones B rnazy, pasapaxenue
opraHa 3peHus rjiasa, CHHIPOM «CyXOroy Iijasa,
HEOOBIYHBIE OLIYIIECHHS B IJ1a3y.
Heuacrto Opo3usi  pOroBULBI,  JAedeKT

SIUTEUS POTOBUIIbI, TOYEUHBIH
KEPaTUT, KEPaTUT, HaKOIUIEHHE
KpacsIlero MMrMeHTa B 00J1acTu
nedexra POTOBHIIBI npu
IPOBEJICHUU JTUATHOCTHYECKUX
npo0d, BBIAETCHUS W3  [JIa3,
CBETOOOS3Hb,  3aTyMaHWBaHHUE
3pEHHs, CHH)KEHHE  OCTPOTHI
3peHus, onedapocnasm,
IUCKOM(BOPT B Tiasy, 3y4 B

rinazy, bomnukyes
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KOHBIOHKTHUBBI, HApPYLIECHHUS CO
CTOPOHBI KOHBIOHKTHBBI,
YYBCTBO HHOPOIAHOTO Tejla B
rjiasy, CJE30T€YEHHE, >SpUTeMa
BCK, OTC€K BE€K, HapylEHUS CO

CTOPOHBEI BEK,

KOHBHOHKTHBAJIbHAsI UHBEKIIUS.

Orex POTOBUILBI, OTeK
YacTora KOHBIOHKTHUBBI, KOHBIOHKTHBHUT,
HEU3BECTHA MUJpuUas, HapyllIeHue
3PUTENBHBIX (QYHKINN, KOPOUKH
Ha KpasiX BeK.
Hapymenust co cropons! | Yacto CyxocTb B HOCy
JbIXaTEIIbHOM  CHUCTEMEI,
OpraHoB rpyaHo# kietku | Yacrora JMCIHO?, CUHYCHT
U CpeLOCTeHUs HEU3BEeCTHa
Hapymenus co cropons! | Yactora Tommnora, pBoTa
KEITYTOYHO-KUILIEYHOTO0 | HEU3BECTHA
TpakTa
Hapymenus co cropons! | Hewacto KoHrakTHbI! nepMaTuT, 4yBCTBO
KOXXKH U TOJKOXHO- AOKEHHSI KOXKHU, CYXOCTh KOXKH.
YKUPOBOM KJIeTYaTKU
Yacrora Hepmarut, spurtema.
HEeu3BeCTHa
OO6ume HapyieHus Yacro [loBelIeHHAs yTOMIIIEMOCTD
YactoTta ACTeHUs!, 9yBCTBO HEJOMOTaHUs
HEU3BEeCTHA




B oueHp penkux ciydasx —Tpd NpUMEHEHUM (ocdarcoaepKalux Kareib
MallMeHTaMH C COMYTCTBYIOIIMM 3HAUUTENbHBIM TIOBPEXKIEHUEM POrOBHUIIbI

pa3BUBaAIACh KalbLUPUKAIMS POTOBHULIBL.

Ilepeno3zupoBka

OTCyTCTBYIOT CBEAEHHUS O Pa3BUTUM TOKCHYECKUX SBJICHUM TNpU CilydyaiiHOM
BBEJICHUM M30BITOYHOIO KOJMYECTBA IpernapaTa B KOHBIOHKTHUBAIBHYIO MOJIOCTh
WIA TP CIy4alHOM IIpOIVIaThIBaHUU. [Ipu pas3BUTHM NEPelO3UpPOBKU IIPU

CJIy‘-I&ﬁHOM [IporyIaTblBaHUHU JICHECHUE CUMIITOMAaTUYECKOEC.

B3aumopneiicTBue ¢ IpyruMu JieKapcTBeHHBIMH CpeICTBAMHU

HccnenoBanuss B3aMMOJEHCTBUSI OJIONATaJMHAa C JAPYTHMH JIEKAPCTBEHHBIMU
CpeICTBaMH He NPOBOAWIXACH. B ucciaenoBaHUsX in Vitro MpoaeMOHCTPHPOBAHO
OTCYTCTBHE HHIMOMPOBAaHUS MeTa0OJMYECKUX peaklHid, ONMocpeIOBaHHBIX
usodepmentamu 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 u 3A4 muroxpoma P-450.
CornacHo NoNyyeHHBIM pe3ylbTaTaM, BEpPOSTHOCTH BCTYIUIEHHS OJIONaTajuHa B
METa0ONMYECKHE PpEeaKLUMH TIpPU COBMECTHOM TPUMEHEHHH C  JIPYTHMH

JIEKAPCTBCHHBIMHU IIperiapaTaMi OLICHUBACTCS KaK HU3Kasl.

Ocobble ykazanus

OnonaraznHa ruipoXJI0pHUa NPOTUBOAIIEPTHUYECKHI/aHTUIMCTAMUHHBIN [Tpernapar
IJIs  MECTHOTO IPUMEHEHHs B O(TAIbMOJIOTHHM, W, HECMOTpPS Ha MECTHOE
NpUMEHEHHE, MOXET abCcOpOMpPOBATHCSI B CUCTEMHBIH KPOBOTOK. IIpu mosiBieHHH
BBIDOKCHHBIX  pEeaKlMHd  TMINEPYyBCTBUTEIBHOCTH  CJIEAyeT  MPeKpaTHUTh
NpUMEHeHKe Ipenapara.

Busamnepron® He ClefyeT NPUMEHSTH ISt KyNHUPOBaHUSI KOHBIOHKTHUBAJIBHOM
WHBEKIIMHU, BI3BAHHON IPUMEHEHUEM KOHTAKTHBIX JINH3.

[Ipenapat comepxuT OeH3aNKOHMS XJIOPH, KOTOPBI MOXET ancopOMpOBaThCs

MATKMMHA KOHTAKTHBIMH JIMH3aMH W BBI3bIBATh pa3Jpa)K€HUE IJias. H€O6XOI[I/IMO






