CocrTaB

Oelicmsyrouiee seuLecmao: 1 TabyeTKa CoOmepKUT aMJiogunuHa 6ecunar 6,95 mMr (B
rmepecyeTe Ha aMJIOOUIINH 5 MT);

gcnomMmozamesibHble gewecmaed: JIaKT03ad, KpaXMaJl KapTO(beHBHBIfI, KPOCIIOBHOOH,
KOITOJIMBUOOH, KPEMHUSA OTUOKCHU[ KOJIJIOUOHBIM, MarHUs CTeapar.

JIekapcTBeHHas1 popMa

TabneTku.

OcHoBHble (pu3uKo-xumuveckue ceoluicmaa: TabneTKu Kpyriiou GOpMHI C
OBOSIKOBBIITYKJION ITOBEPXHOCTHIO O€JIOT0 UK ImouTH O6ejioro 1BeTa. Ha moBepxHoCTH
TabJIETOK JOIIYCKaeTCsI MPaMOPHOCTb.

dapMakoTepaneBTHYECKasi IpyIimna

CeneKTUBHBIE aHTAarOHUCTHI KablM C IPEUMYILIeCTBEHHBIM JeUCTBUEM Ha COCYIHI.
[TpoussopHusie gurugponupuanta. Kog ATX C08C AO01.

®dapMaKOOUHaAMHUKa

AMITOOUTIVH - aHTArOHUCT KaablusA (IPOU3BOOHOE AUTUAPONUPUANHA), UTO OJIOKUPYyET
MIOCTYIIJIEHWE MOHOB Ka/lbIMsa B MUOKapAa M B KJIE€TKU TTaJKUX MBIIIILI.

MexaHN3M TMIOTEH3UBHOTO JEeNCTBUS aMJIOAUNINHA 00YCJIOBIIEH HETIOCPENCTBEHHOM!
paccnabnsioniel feCTBUeM Ha I'JIagKue MBIIIIBI COCYHOB. TOYHBIN MeXaHU3M
aHTHAHTHUHAJILHOTO 3¢ deKTa aMIOOUIINHA OIIPedeIeHHbIM HeJOCTaTOYHO, OQHAKO
HUXKelnpuBegeHHbIe 3(Q(EKTH UTPaloT ONIpeneIeHHYI0 POJIb.

AwmrogunuH pacmmpsieT mepudepudecKue apTepruosibl ¥ TaKMM 00pa3oM CHUXKAET
nepudepudecKkoe CONpPOTUBIeHUE (HOCTHArpPy3KYy). [I0OCKONBKY cepaedHbI PUTM
ocTaeTcsi CTaOUJILHBEIM, CHHUKEeHUEe Harpy3KHy Ha cephalle IPUBOOUT K CHUXKEHUIO
noTpelbJieHus: SHEPTUU U MOTPeOHOCTU MHOKapaa B KUCIIOPOZE.

PacmivpeHue rimaBHEIX KOPOHAPHLIX aPTEPUM U KOPOHAPHBIX apPTEPUOJI (HOpMaJIbHEIX U
UIIEeMU3UPOBAHHEBIX), BO3SMOXKHO, TaKXKe UTPaeT POIb B MeXaHU3Me IeNCTBUSI
aMJIoguIIiMHa. TaKoe pacllupeHune MOBHIIaeT HaCHIIIEHHOCTh MUOKapAa KMCIOPOOAOM y
HaleHTOB CO CIIa3MOM KOPOHapHOU apTepuu (CcTeHOKapaus [IpuHIIMeTasna uiu
BapuaHTHas CTEHOKapOus).



Y nmainueHTOB C apTepUasbHOU T'HIlepTeH3rel IpUMeHeH e IpenapaTta 1 pa3 B CyTKU
obecrieynBaeT KJIMHUYECKU 3HaUUMOe CHUXKeHUue Al Ha IpoTsAkKeHUuU 24 4acoB B
[IOJIOZKEHUHU JIexKa, TakK U CTosA. Hepe3 MeJIeHHOe Havyaslo JeUCTBUS aMJIOOUIINHA
oCcTpasi apTepuasbHas TUIOTEeH3UsI OOBIYHO He HabJIioaaeTcs.

Y mainuneHTOB CO CTeHOKapAuel IIpyu MPUMEHEHUN OJHOM CYTOYHOM HO3BI MTOBLIIIIAETCS
o611iee BpeMsi GU3NYECKOM HAarpy3Ku, BpeMs 0 Hadajla CTEHOKaApAuM U BpeMs mo 1
MM genpeccumn cermenTa ST. [IpenapaT CHUKaeT YaCTOTY IIPUCTYIIOB CTEHOKAPAUU U
NMOTPeOHOCTh B MIPUMEHEHUYN HUTPOTIULIEPUHA.

AMITOOUTIMH HEe aCCOIUUPYETCS C JIIOOBIMU ITOOOYHBIMU MeTab0IMYeCKUMU
OEeMCTBUSIMU WU U3MEHEHUS MU YPOBHS JIMIIUAOB B IJTa3Me KPOBU U €TI0 MOXKHO
MIPUMEHSTD ITallMeHTaM C aCTMOM, CaXapHBLIM aAuabeToM U moOarpou.

(I)apMaKOKI/IHeTIfIKa

BcacriBanusi/pacnpegenenue. [Tocne nepopalbHOr0 IPUMEHEHHUS TePAleBTUYEeCKUX

003 aMJIOJUIIMH ITOCTENEeHHO abcopObupyeTCs B IjIa3My KPOBHU. BUOOOCTYIHOCTD
HEenu3MeHEeHHOU MOJIEKYJIbl COCTaBlsieT NpuMepHOo 64-80%. MakcumManbHas
KOHIIEHTpPAallKs B IIJlTa3Me KPOBHU [JOCTUTAEeTCs B TeueHue 6-12 yacos nocne
npuMeHeHus. O6beM pacupefesieHus: COCTaBlIseT IPUMepPHO 21 JI/KT KOHCTaHTa
oucconuanuu KuciaoThel (pKa) amnogunuHa coctaBnsieT 8,6. CBI3bIBAHUS aMJIOOUNINHA
c 6enKaMu IIJ1a3Mbl KPOBU COCTaBIsieT IpuMepHo 97,5%.

OL[HOBpeMeHHBIﬁ IIpUeM IIUIIN He BIINAET Ha BCAChIBaHHME aMJIIOJHUIIMHA.

MeTaGOHI/ISM/BbIBOJIa. Hepnon IIOJIYBEIBEOEHU A U3 I1JIa3MBI COCTABJIAET IPUMEPHO 35-

50 yacoB. PaBHOBeCHas1 KOHIIeHTpal¥s B [IJla3Me KPOBU OOCTUTAeTCH Iocjie 7-8 oHeu
HEIIPEPBLIBHOTO TPUMEHEHU S ITpenapaTa. AMJIOOUITMH T'JIaBHEIM 00pa3oM
MeTabonu3upyeTcs ¢ oOpa3oBaHeM HeaKTUBHBIX MeTabonuToB. Okomo 60%
BBEJEHHOU [O3BI BEIBOOUTCS C MO40ou, 0KOJI0 10% U3 KOTOPEIX COCTaBIsAeT aMJIOOUIINH
B HEU3MEHEHHOM BUJIE.

[TarmMeHTHl MOXKUJIOTO BO3pacCTa. Bper{ OJOCTHNZKEHUA paBHOBeCHOfI KOHIIEHTPallnun

aMJIOOUIIMHA B MJIa3Me KPOBU MOOOOHBIM Y MMAllMeHTOB ITOXKMUJIOr0 BO3pacTa u y
B3POCJILIX MTaneHToB. KiupeHc aMnoaunuHa OOBIYHO HECKOJILKO CHUXKEH, UTO Y
ManUueHTOB II0KUJIOT0 BO3pacTa MPUBOOUT K YBEIUYEHUIO IIJIOLIaAN IO KPUBOU
«KOHLeHTpauusa/BpeMsa» (AUC) u nepuoma oJIyBEIBEAEHUS IIpeapara.

[TaMeHTH C HApPYILIEHUEM (bVHKLII/II/I no4YeK. AMJIOOUIIMH SKCTEHCUBHO

MeTaboIU3uPyeTCs 00 HeaKTUBHBEIX MeTabomuToB. 10% aMIoaunnHa BLIBOOUTCS B
HEeU3MEeHEeHHOM BUOe C MOYOM. U3MeHeHUsT KOHIIEeHTPAIlMu aMJIOAUIIMHA B IIJla3Me
KPOBU HE KOPPETUPYIOT CO CTEIIeHbIO HapyIlIeHus: QyHKIIUU modek. [TarumeHTaMm ¢



HapyueHueM QYHKIIUU IT0YEK MOXKHO IIPUMEHSATH OOBIYHBIE O3Bl aMJIOAUNINHA.
AMIIOOIUNIUH He yOanseTcs NyTeM guau3a.

IMamueHTH C HapyHnieHueM GYVHKIUY neyeHu. MHopMaIlusa o mpuMeHeHue

aMJIOJUNNWHA NMalleHTaM C HapylleHueM (pyHKIUYU IIeYeHU OYeHb OTPaHUUYEeHOo. Y
MMaleHTOB C IeYeHOYHOU HeJOCTaTOYHOCThIO KJIMPEHC aMJIOOUIINHA CHUXKEH, YTO
IPUBOOUT K YBEIUUYEHHUIO IPOAOIXKUTEILHOCTU IEPUOA IToJIypacnajga u K
yBenuueHuto AUC npumMepHo Ha 40-60%.

[etu. OOBIYHO KJIMPEHC IIPU IIePOpaIbHOM IPUMEHEeHHUH! IeTsIM B Bo3pacTe OoT 6 mo 12
net u oT 13 mo 17 net coctaBun 22,5 u 27,4 n/9ac COOTBETCTBEHHO OJI MaJIbYUKOB U
16,4 u 21,3 n1/9ac COOTBETCTBEHHO IJIsI MeBouekK. HaOmronaeTcst 3HaYUTEJIbHAS
BaprabeIbHOCTDh SKCIIO3UIIUU Y Pa3HBIX NallueHToB. MHpopManus o naliieHTOoB B
BO3pacTe [0 6 JIeT OrpaHnudeHo.

ITloka3aHus

e ApTepuanbHas TUIIEPTEH3US.
e XpoHUUYECKasi CTaOuIbHasi CTEHOKAPOUSI.
e BasocnmacTtuueckasi cTeHOKapaus (cTeHoKapaus [IpuHiiMeTana).

IIporuBONOKa3aHUA

[ToBBIIIIEHHAS YYBCTBUTEJIBHOCTD K AUTUOPONUPUANHY, aMJIOOUIINUHY UJIA K
m060My OpyroMy KOMIIOHEHTY Ipelapara.
ApTepuanbHasi TUTIOTEH3US TSKEJION CTEIIeHH.

[ITok (BKIIOYass KAPOUOTE€HHBIN IIIOK).

OOCTpPYKIIMS BEIBOOHOI'O TPaKTa JIEBOTO XKeNymoduKa (HalpuMep, CTEHO3 aOpPThI
TSI2KeJION CTEIIeHH).

l'emopvHaMuuecKu HecTaOuIbHas cepAedyHas HeIOCTaTOYHOCTh IIOCJIE OCTPOTO
nH(papKTa MHOKapaa.

B3auMoaeHCTBHE C IPYrHMH JIeKapCTBEHHBLIMH CPeICTBAMH H IPyrue BHObI
B3aMMOIEeHUCTBUHA

BausiHue Opyaux seKkapcmeeHHblX cpedcme Ha dMA00UNuUH.

HmMmeromyecst maHHbIe 10 0€30IIaCHOMY IPUMEHEeHUIO aMJIOOUNINHA C THAa3UIHBIMU
ouypeTukamu, anbda-610kaTopamu, 6eta-671okaTopaMu, nHrubuTopamu AIlQ,
HUTPaTaMU IIPOJIOHTUPOBAHHOTO NEeNCTBUS, CYyONIMHTBaIbHO (h)OpMe HUTPOTIUIIEPUHA,
HEeCTEePOUTHLIMU MTPOTHBOBOCIAIUTEIFHEIMY JIEKAaPCTBEHHBIMI CPENCTBAMH,
AHTUOMOTHUKAMM, OPAJIbHLIMU THIIOTJIMKEMUYECKUMHU JIeKapCTBEHHBIMU CPEeCTBAMMU.



[laHHBIE, TOTyYEHHBIE B XOe UN Vitro ucciemoBaHUM I1a3Mbl KPOBU YEJIOBEKA,
CBUIETEBCTBYIOT 00 OTCYTCTBUHU BIIMSTHUS aMJIOOAUIIMHA Ha CBsSI3bIBaHUE C OejIKaMu
KPOBHU JIEKaPCTBEHHBIX CPEACTB (QUTOKCHH, (eHUTONH, BaphapuH UJIX UHOIOMETAaIlUuH).

HHeubumopwt CYP3A4.

OpmHOBpeMEeHHOEe IpUMeHeHHe aMJIoOuNnnHa u nHruoutTopos CYP3A4 MOIITHOM UITHU
YMepeHHOU melcTBUS (MHrMONTOPHI IPOTeas, a30JIbHbIe TPOTUBOTPHUOKOBBIE CPEICTBA,
MaKpOJIMOH, TaKHe KaK SPUTPOMULIMH UJTH KJIAPUTPOMUIINMH, BepanaMuil Uin
OUIITHA3€M) MOXKET IPUBECTU K 3HAYNMMOMY ITOBBIIIEHUIO S9KCIO3UIIUU aMJIOOUIINHA,
4YTO MOXKET IPUBECTHU K MOBBIILIEHNUIO PUCKa BO3HUKHOBEHUS TUIIOTEH3UNU.
KnuHu4deckoe 3HaYeHME TaKUX U3MEHEHUN MOXKeT ObITh O0Jjiee BEIpaXKeHHBIM Y
MMal¥eHTOB ITOXKMJIIOT0 Bo3pacTa. MoxkeT noTpeboBaThCsA KINHUYECKOe HabmogeHue 3a
COCTOSTHMEM TIallMeHTa U Mon0op JO3HI.

He pekoMeHOyeTCsI OMHOBPEMEHHO MPUMEHSITh aMJIOAUNUH U I'PeUnGpyThl UIU
rpeunpyTOBEIM COK, IIOCKOJIbKY ¥ HEKOTOPBIX MallieHTOB OMOOOCTYIIHOCTD
aMJIOOUIINHA MOXKEeT MOBHIIIATHCS, YTO, B CBOIO OUepPenb, IPUBOOUT K YCUJIEHUIO
TUIIOTEH3UBHOTO OENCTBUS.

HHoykmopwt CYP3A4.

Nudopmanmm o BnussHuU UHOYKTOPOB CYP3A4 Ha amnogunuH HeT. OQHOBpEMEHHOE
IIpUMeHEeHMe aMJIOQUIINHA U BELIeCTB, ABNdoLuxca nagykropamMu CYP3A4
(HanpuMep pudaMIuiinHa, 3Bepo00s), MOXKET ITPUBOAUTh K CHUXKEHUIO KOHIIEHTPalluu
aMJIOOUIIMHA B MJIa3Me KPOBU, IIO9TOMY ITPUMEHSATH TaKhe KOMOWHAIIUY CIIEeyeT C
OCTOPOZKHOCTHIO.

IlanmpoaeH (uHpy3uu).

Y XKUBOTHBIX HaOJIIO[AIUCh KEeJTyTOYKOBbEIe GUOPUIIISAIIUY C JIeTaJIbHBIM UCXOIOM U
CepOevyHO-COCYOUCTHIM KOJIJIalCc, YTO aCCOLMUPOBAIUCH C TUNIEPKaIueMuen, mocjie
NIpUMEeHEeHUs BepanaMuia U JaHTpoJieHa B. M3-3a pucKa pa3BUTHUSA TUIIEePKaIueMUn
pekoMeHayeTcs ulberaTth IpUMeHeHUs 6JIOKaTOPOB KaJlbIIMEBLIX KaHaI0B, TAKUX KakK
aMJIOJUTINH, CKJIOHHBIM K 3JTOKQYECTBEHHOM TUIEPTEPMUM TTAllUeHTaM U IPU JTeYeHUN
3JI0Ka4YeCTBEHHOU TUIIEPTEPMHUU.

BausHue amsaodunuHa Ha Opyaue neKkapcmeeHHble cpedcmad.

['MmnoTeH3WBHOE OEeUCTBUE aMJIOUIINHA IOTEHIUPYET THIIOTEH3UBHOE IECTBUE
OPYTUX aHTUTUIIEPTEH3UBHBIX CPEICTB.

Takpoaumyc.



Cy11ecTByeT PUCK TOBBIIIEHUS] YPOBHEN TaKPOJIUMYyca B KPOBU MPU OOHOBPEMEHHOM
MIPUMEHEHUU C aMJIOQUIIMHOM, OOHAKO apMaKOKUHETUUYECKHUIN MeXaHU3M TaKoro
B3aUMOIENCTBUS IIOJTHOCTHIO HEe yCTaHOBJIEH. YTOOH n30exXaTh TOKCUYHOCTHU
TaKpOJIMMyca IIPpX OOHOBPEMEHHOM NPUMEHEHUM aMJIOOUNNHA ITallieHTaM, KOTOphIe
IPUHUMAIOT TAKPOJIMMYC, CienyeT IPOBOOUTH PETyISPHBIN MOHUTOPUHT YPOBHS
TaKpPOJIUMYyCa B KPOBU U, B ClIydyae HEOOXOOUMOCTU, KOPPEKTHUPOBATh IO3Y
TaKpoJIuMyca.

mMTOR uH2ubumopsl (mammalian target of rapamycin - MuweHU panamuuuHa y
Maexkonumarou,ux).

Takre mTOR uHTuOUTOPH!, KaK CUPOJIMMYC, TEMCUPOJIIUMYC U 9BEPOJIMMYC SIBJISIOTCS
cyoctpatamu CYP3A. AMnogunuH sABjsgeTcsa ciadbiM uaruoutopom CYP3A. Ilpu
OOHOBPEMEHHOM ITpUMeHeHUUn amuonunrHa ¢ mMTOR uHrubutopamMu OH MOXKET
YCUJIUBATh BIIUSHUE [IOCJIEIHUX.

IukaocnopuH.

HccnepmoBaHui B3aUMOOEMCTBUM IIMKIJIOCIIOPUHA M aMJIOOUIIMHA ITPU IPUMEHEeHUU
3[I0POBBLIM TOOPOBOJIbIIAM MJIH B OPYTUX I'PyIIlaX He MPOBOAUIIY, 3a UCKIIOUEHHUEM
MIPUMEHEHUS MallMeHTaM C TPaHCIJIaHTUPOBAaHHOM ITOYKOM, Y KOTOPHIX HabIII00asioCh
M3MEHYUBOE MOBHIIIIEHNE OCTAaTOYHOM KOHIIEHTPAIIUU IIMKJIOCIIOPUHA (B cpegHeM Ha 0-
40%). 1715 mallieHTOB C TPaHCHJIaHTUPOBAaHHOM MOYKOM, KOTOPHIE ITPUMEHSIOT
aMJIOOUIIMH, CIeAyeT PaCCMOTPETh BO3MOXKHOCTb MOHUTOPUHTa KOHIIEHTPaIui
IIMKJIOCIIOPUHA U, B ClIy4yae He0OXOOUMOCTH, YMEHBIIUTh O03Y LIUKIOCIOPHUHA.

CumeacmamuH.

OnHOBpEeMEHHOe ITPUMEeHEeHHe MHOTOKPATHRIX 03 aMioaunuHa 10 Mr u cuMBacTaTHHA
B mo3e 80 MTI MPUBOOMUIIO K YBEIUUYEHUIO 9KCIO3UIIMM CUMBACcTaTUHa Ha 77% 110
CpPaBHEHUIO C IPUMEHEeHUEeM TOJILKO CUMBAcCTaTHHa. [I/1s1 MallieHTOoB, IIPUHUMAIOIIUX
aMJIOOUIIWH, M03y CUMBacCTaTUHA CJIeQyeT OrPaHUu4YuTh 00 20 MT' B CYTKH.

Cusnoenacguan.

OpHokpaTHoe npuMmeHeHue 100 Mr cungeHaduna nalueHTaM C 3CCEHITUAIbHOU
TUIepTeH3uel He BIUAIO Ha papMaKOKUHETUKY aMJIOOUNNHA. [Ipu ofHOBpEMEHHOM
MMPUMEHEHUUN aMJIOOUIIMHA U cUJimeHadusa B KauecTBe KOMOMHUPOBAHHOM Teparuu
KaXX[ObIM U3 ITperapaToB IIPOSBIISI THIOTEH3UBHBIN 3¢ (EKT HE3aBUCHUMO OT OPYTOTO.

Ipyeaue nekapcmeeHHbvle cpedcmad.

KnuHnu4yeckue nuccienoBaHUA BSaHMOﬂeﬁCTBHH IIperiaparta II10Ka3ajlkd, 4YTO aMJIOOUIINH
He BIIUSAET Ha d)apMaKOKI/IHeTI/IKy aTOPBACTATHHA, JUTOKCHUHA " Bap(bapI/IHa.



OmaHo (anKo201b).

OpgHOKpaTHOE U MHOTOKpaTHOe npuMeHeHue 10 Mr amaogunuHa He UMeJio
CYIIECTBEHHOT'O BIUSHUSA Ha ()apMaKOKMHETHUKY 3TaHOJIA.

CoBMecTHOe IIPUMEHEeHHE aMJIOOUIIMHa C TMMETHOMHOM HE€ MMEJIO BIIMAHHUA Ha
Q)apMaKOKI/IHeTI/IKy aMJIOOUIINHA.

CoBMeCTHOe IIpUMEHEHNE IIpenapaToB ajllOMUHUSA/Mardus (aHTala0B) C pa30BOU
O030U aMJIOOUIIMHA HEe UMEeJIO CYIIeCTBEHHOTO BIUIHUS Ha (hapMaKOKMHETUKY
aMJIOOUIIUHA.

JlabopamopHble mecmbul.

BnusiHue Ha nmokas3aTenu J1JabopaTOPHBIX TECTOB HEM3BECTEH.
OCco0eHHOCTH IPUMEHEHHUSI

Bez3omacHoCTh 1 9pPeKTUBHOCTL IPUMEHEHUS aMJIOOUNINHA IPU TMIEePTOHUYECKOM
Kpu3e HU OIleHUBAaJIN.

ITauuenmul ¢ cepO0euyHOU HeOoCMamo4YHOCMbHO.

IlaHHOU KaTeropuu naluueHTOB aMJIOOUIIUH CIIeAyeT IPUMEHSATh C OCTOPOXKHOCTEIO. B
XO0fle OJIUTEeIbHOIO I1J1aled0-KOHTPOIUPYEeMOTr 0 UCCIeI0OBaHUs Y ITAllueHTOB C
CepOevYHOr HeOOCTaTOYHOCThIO TsaxKenou ctenenu (kmacc 111 u IV o knmaccudukanmu
NYHA) npu npruMeHeHUN aMJIOOUIIMHA YaCTOTa CJIydyaeB Pa3BUTHUS OTEKa JIeTKUX Oblla
BHIIIIE II0 CPAaBHEHUIO C IpUMeHeHueM Ialie6o. [TarimeHTaM ¢ 3aCTOMHOM CepaedyHOoMn
HeIOOoCTaTOYHOCThIO OJIOKAaTOPHI KaJIbIIMEeBLIX KaHaIOB, BKITI0Yasi aMJIOQUIIAH, CJIEAyeT
MIPUMEHSTH C OCTOPOKHOCTHIO, IIOCKOIBKY OHM MOTYT ITOBBIIIIATh PUCK CEPAEYHO-
COCYOUCTBIX COOBITUM U JIeTAJIbHBIX MCXOJIOB B OyOyIlleM.

ITayueHmul ¢ HapyweHuem pyHKUUU NedeHu.

[Tepuon nmonyBeIBEOeHUS aMJIOguIIMHa U rmapaMeTpsl AUC BEIIlIe Y TallueHTOB C
HapylmieHueM QyHKIUU IeYeHU PeKOMeHOaluu 1o 003 IIpenapaTta HeT. [TosTomy
OaHHOU KaTeropuu NalueHTOB CjefyeT HadyuHaTh IPpUMEHEHNe IpenapaTta C HU3Kou
mo3bl. CremyeT OBITh OCTOPOXKHBIMHM KaK B Hadyajie IPUMeHeHHUs IIpernapaTta, TakK U Ipu
yBeJIMUEHUH O03Hl. [laljueHTaM C TSIXKeJIou ITeYeHOYHOU HeOOCTaTOYHOCThIO MOXKET
noTpeboBaThCI MeJIEHHBIN ITOA00P HO3Hl U TIaTeJIbHOe HalJIloieHe 3a COCTOSHUEM
nalnueHTa.

ITauyueHmbl NOJHCUI020 BO3pACMA.

YBenuuuBaTh no3y OaHHOU KaTeropuu IIaldieHTOB CJIeAyeT C OCTOPOZKHOCTLIO.



ITauuenmobl ¢ noyeyHoll HeAoCMAMO4YHOCMbIO.

IlaHHOM KaTeropuu mallueHTOoB cjiefyeT IPUMEeHSTh OOBIYHBIE MO3bI ITperapara.
H3MeHeHUsT KOHIIEHTPAllY aMJIOOUIINHA B IJIa3Me KPOBU He KOPPEeJIUPYIOT CO
CTENEeHbI0 HapyllleHn! PyHKIIUU Mo4YeK. AMIOOUNIUH He yOalsgeTcs IIyTeM Ouaiau3a.

AMIIOOUIIVH He BIUSAET Ha PEe3yJIbTaThl HaﬁopaTOpHBIX HCCIIeJOBAHUM.

He pekoMeHOyeTCss IPUMEHSITh aMJIOJUIINH BMECTe C TPedndpyToM HUIx
rpeun@pyToBLIM COKOM, ITIOCKOJILKY V¥ HEKOTOPHIX MAIIMeHTOB OMOIOCTYIIHOCTh MOXKET
OBITH YBeJIMYEHA, YTO MPUBENET K YCUJIEHUIO TUTIOTEH3UBHOT0 3ddeKTa Impenapara.

depmuabHOCMD.

Coob611anock 0 000pPOTHEIE OMOXUMUYECKUE U3MEHEHUS TOJIOBKY CIIepMaTO30Uua y
HEKOTOPBIX ITAIlMeHTOB IPU MPUMEeHeHHUN 0JI0KaTOPOB KaJIbIIMEeBLIX KaHAJIOB.
Knuanyecko# nHGOpPMAaIlMU OTHOCUTEJILHO ITIOTEHIINAIbHOTO BIUSHUS aMJIOOUNINHA Ha
(bepTUIBLHOCTE HEOOCTATOYHO.

9TO IeKapCTBEHHOE CPEOCTBO COOepKUT MeHee 1 MMoJib HaTpus (MeHee 23 MT), TO
€CTh, II0 CyTH, CBOOOHLIN OT HAaTPHUS.

[Ipenmapat AMinopgunuH-OapMak COOEPKUT JIaKTO3y, II03TOMY ITallueHTaM C PEOKUMU
HacJIe[CTBEHHBIMU 3a00JIeBaHUSIMU HEIePEeHOCUMOCTH I'aJIaKTO3kl, He(UIIUTOM
yakTa3bl Jlamnma unu ManbabcopOIiiuel TTI0KO3bI-TalaKTO3hl He CIIeyeT IPUMEHSTh
9TOT IIpenapar.

CnoCcoOHOCTH BJIMSITh HAa CKOPOCTH PEaKIIHH IPH YIIPaBI€eHHH
ABTOTPAHCIIOPTOM H/IH padoTe C MeXxaHHU3MaMH

AmnogunuH-®apMak MOXKeET OKa3aTh HEe3HAYUTEIbHOE UJIM YMepPeHHOoe BIusHIEe Ha
CIIOCOOHOCTH YIIPaBIATh aBTOTPAaHCIIOPTOM UM paboTaThk ¢ MexaHu3MaMu. CienyeT
OBITH OCTOPOXKHBLIMM, 0COOEHHO B HadaJle Tepalliu.

CKOpOCTB PeaKIluu MOXKeT OBITH CHUXKEHAa IIPHU HAaJIMYUHU TdKUX CMMIITOMOB KaK
TOJIOBOKDPYZKEHHNEe, TOJIOBHAA 60)'[]3, CIIYTA@HHOCTB CO3HAHHUA HUJIN TOIIMIHOTA.

IIpuMeHeHHEe B NIepHoOJ 0€epPEeMEeHHOCTH /I KOPMJIEHHSI TPYAbIO

bezomnacHOCTH IIPUMEHEHUsT aMJIOOUIINHA 2KEHIIMMMHaM B IIEPHUO[ 6epeMeHHOCTH He
YCTaHOBJI€HA.

[IpUMeHSTh aMJIOOUNIWH B Iepuon 6epeMeHHOCTH PEKOMEHOyeTCs TOJIbKO B TeX
cllydasix, Korga HeT 6ojiee 6e30macHOM albTePHATUBEI, & PUCK, CBA3aHHBIM C CAaMUM



3a00JieBaHrEeM, IPEBHIIIIaeT BO3MOXKHBIM Bpe[l OT JIeUeHHUs [OJIS MaTepHU U IJIofa.

B xome uccnegoBaHUM Ha XKUBOTHBIX IIPHU IIPUMEHEHHNHN BEICOKHX 103 H8.6TIIOJI8.J'I8.CI:>
PenpoayKTuBHAA TOKCUYHOCTS.

ITepuoO KopmaeHua 2pyobio.

AwmnogunuH ObUI UAeHTU(GUIIUPOBAH B Opraiu3Me MafieHIleB, HaXOOUBIINUXCSA Ha
TPYOHOM BCKapMJIMBaHUM B TO BpeMs, KOT[la X MaTePU NIPUMEHSIIA JaHHOEe
JIeKapCTBEHHOE CPencTBO. 01T UCXOOHOU 03kl IPUHATOU MaTePhl0, KOTOPYIO
rmony4daeT pebeHOoK, OlleHuBaJjlach B CpeIHeM Auana3oHe Kak 3-7%, makcumym 15%.
BnusiHne aMmnomunvHa Ha MJlageHIleB HEM3BECTHO.

[Tpu IPUHSTUU PELIeHUs O ITPOAJIEHNN KOPMJIEHUS I'PYAbI0 UJIN O MIPUMEHEHUU
aMJIOAUTINHA He0OXOOUMO OIIeHUBATh ITOIb3y KOPMJIIEHUS IPyObio A1 pebeHKa U
IIOJIL3Y OT IPUMEHEeHUs IIpernapara [aJjsi MaTepH.

Crmoco0 nmpuMeHEeHUsI M T03bI

B3pocavie. [Ins nedyeHUs apTepuanlbHOM TUNIEPTEH3UN U CTEHOKaAPAUX HadajibHasda
mo3a amnopunuH-OapMak coctaBisieT 5 Mr 1 pa3 B CyTKHU. B 3aBUCUMOCTHU OT peakluu
nmayeHTa Ha Tepamuio J03y MOXKHO YBEIUYUTh 0O MaKCUMaIbHOM OO3HI,
coctasnsawoier 10 mr 1 pa3 B CyTKHU.

[TanyweHTaM CO CTEHOKapOuel IIpenapaT MOXKHO IPUMEHSITh B KaUeCTBe MOHOTEPaIluu
WUJIM B KOMOWHAIINY C OPYTUMU aHTHAHTUHAJIbHBIMY JIEKAPCTBEHHBIMU CPeNCTBaMU
ITPY PE3UCTEHTHOCTHU K HUTPaTaM M/UIU afileKBaTHHIX 03 OeTa-0710KaTOPOB.

EcTh OIIBIT MPpUMEHEHHUS ITpelapaTa B KOMOMHAIINY C THA3UOHBIMU OUYPETUKAMH,
anbda-6mokaTopamu, 6eta-6;1okaTopaMu uinu uHruoutopamu AII® manueHTaMm C
apTepuajibHOU TUIIEPTEH3UEN.

HeT HeoOxoguMocCTH B ImonOope OO3bl IIpenapaTa IpyU OJHOBPEMEHHOM ITPUMEHEHUH C
TUA3UOHBIMU OUYypPeTUKaMu, 6eTa-6710KaTopaMu U nHruoutopamu AITO.

Ilemu 8 8Bo3pacme om 6 s1em ¢ apmepuasibHOU 2unepmeH3uel. PekoMmeHgoBaHHAS
HadalbHas J03a npemnapaTta AmnonunuH-PapMak [OJjis 9TOM KaTeropuu MmaimueHToB
coctasniseT 2,5 Mr 1 pa3 B CyTKHU (IPUMEHSATh B COOTBETCTBYIOIEU A03UPOBKe). Ecnu
HeoOXOOUMBIM YPOBEHb apTEPUAIbHOTO JaBJIeHusI He OyoeT MOCTUTHYT B TeueHue 4
HeJeJlb, 103y MOXKHO YBEIUYUTh OO0 O MT B CyTKHU. [I[puMeHeHMe IpenapaTa B go3e 5
MT [JIs1 DaHHOU KaTerOpUHU MallMeHTOB He UCCIenoBall.

Hau,ueHmbt nooskcusa1020 8o3pacmad. HeT HE0OXOOUMOCTH B Honﬁope OO3BI OJIs1 JaHHOU
KaTeropuu ImaimimueHTOB. [ToBrIllIEHME OO3BI ciienyeT ITPOBOOUTE C OCTOPO2KHOCTEIO.



ITayueHmul ¢ HapyweHuem GyHKuUU noyek. PeKOMeHOyeTCss TPUMEHSITh OOBIYHEIE
OO3HI ITpemnapara, IIOCKOJIbKY U3MeHeHUs KOHIIeHTPAaIlud aMJIOOUIINHA B IJIa3Me KPOBU
He CBSI3aHBI CO CTEIEeHbIO TIXKEeCTH IT0YeYHON HeIOCTaTOYHOCTH. AMJIOOUITUH He
BBIBOOMTCS IIyTEeM OualIn3a.

ITayueHmul ¢ neyeHoUHoU HedocmamoyyHocmbio. 103kl TIpenapara O IPpUMeHEeHU
HalreHTaM C ITIe4YeHOYHOU HeJOCTaTOYHOCThIO JIETKOM U CPedHEeN CTEIIeHU TSIXKEeCTHU
He YCTaHOBJIEHHI, IIO3TOMY HOAOO0P [O3kI CIeAyeT IMIPOBOAUTL C OCTOPOKHOCTHIO U
HaYMHATh IPUMeHeHue C Hu3Kou no3Hl (cM. Pasgen «Oco6eHHOCTY TPUMEHEHUSST» U
«@apMaKoJiorudyeckue cBorucTBa. PapMaKOKMHETHKA).

q)apMaKOKI/IHeTI/IKy AMJIOOUIIMHA HEe UCCJIEed0BaJlaCh Yy ITIaIlMEHTOB C HaPYIIE€HNuEM
(I)YHKLII/II/I IIe4YeHHU TSIXKEeJION CTEIIeHH. I171s1 TIallMeHTOB C HapylIeHueM d)YHKI_[I/II/I
e4YeHHU TSIXKeJIONW CTEelleHU IIPUMEHEeHUsT aMJIOOUIINHA CliedyeT HaYUHaATh C HU3KOU
OO3EI U IIOCTEIIEHHO €€ YBEJIMYNUBATh.

HeTn

[IpemapaT IPUMEHSTh OETSIM B BO3pacTe OT 6 JeT.

BnusiHue aMiioguIlvHa Ha apTepualibHOE [aBJIeHue IIallueHTOB [0 6 J1eT Hen3BEeCTEH.
ITlepemo3upoBka

OnbIT TpegHaMePEHHOT0 IEPENO3UPOBKY OTPaHUYEH.

Cumnmombl nepedo3uposKku: uMemwlasicsa nHpopMalysa JaeT OCHOBaHUS I10JlaraTh,
4YTO 3HAYUTEJIbHAs Nepego3upPOBKa IIpenapaTta AMnogunuH-®apMak NpUBedeT K
Yype3MepHOU nmepudepruiecKor Ba3oguaaTally ¥, BO3MOXKHO, K pedIeKTOPHOMI
Taxukapauu. CoobI1asoch 0 Pa3BUTUM 3HAYUTEIBHOM 1, BO3MOXKHO, OJIUTEJIbHOM
CHUCTEMHOU TUIOTEH3WH, BK/II0Yas IIOK C JIETaJIbHBIM UCXOJOM.

JleyueHue KIIVMHUYECKU 3Ha4YUMas TUIIOTeH3us, 00yCJIOBI€HHAs 1epego3uPOBKOU

aMJIOAUNWHA, TPeOyeT aKTUBHOM ITOANEPKKYU AesITeJIbHOCTU CePAeYHO-COCYOANUCTON
CUCTEMBI, BKJTI0OYasl YaCThI MOHUTOPUHT (PYHKIIMM Cep/lla ¥ ObIXaHUs, OBLIIIEHNE
KOHEYHOCTEMN, MOHUTOPUHT 00beMa IIUPKYIUPYIOLIEN XKUAKOCTH U MOYEOTAeIeHUE.

I71s1 BOCCTAHOBJIEHUSI TOHYCa COCYIIOB ¥ apTEePUAIbHOTO JaBJIEHUS MOXKHO ITPUMEHUTh
COCYHOCY2KHBAIOIIKE IIperapaThl, YOeOuBIINCh B OTCYTCTBUU IIPOTHUBOIIOKA3aHUH K UX
IIpUMeHeHH0. [IpuMeHeHre KaJlbIIUs TIIOKOHATA BHYTPUBEHHO MOXKET OBITh
IIOJIe3HBLIM [IJISI HUBEIUPOBaHUs 3¢ PeKTOB OI0Kaahl KaJIbI[MeBhIX KAHAJIOB.

B HEKOTOPEHIX CIydasiXx MOXKeT OLITh OJIe3HEIM IPOMBIBAHNE XKelyoKa. [I[puMeHeHne
AKTUBUPOBAHHOTO yTJISI 3HOPOBLIM JOOPOBOJIbIIAM B TEUEHHE 2-X YaCOB IIOCIIe



BBegeHHus 10 Mr ammogunrHa 3HAUUTEIBHO YMEHBIIINJIO YPOBEHEL €TI0 BCaChIBaHHUE.

[ToCKONMBbKY aMJIOOUIIMH B 3HAYUTEJILHON CTEIIEeHU CBSI3bIBAETCS C OenkaMu, apdexT
ouanu3a SBIISeTCs He3HAYUTEIbHBIM.

ITIobouHBbIE peaKIIUuH

HpI/I IIPUMEHEHUH aMJIOOUIIVMHA Yallle BCero COOGH.[&JIOCI: 0 TaKHUX IMOOOYHBIX peaKnusax
KadK: COHJINBOCTE, TOJIOBOKPY2KE€HHE, IT'OJIOBHAaA 60]'[]3, TaXWUKapAOoud, IIPUJINBHEI, 005b B
JKMUBOTE, TOIIHOTA, OTEKHU rOJIeHel, OTEKU U MOBBIIIIEeHHAs YTOMIIAEMOCTB.

I[To6ouHEBIE PeaKIi, 0 KOTOPBLIX COOOIIAJIOCh IPU IPUMEHEHUN aMJIOOUIINHA,
MIpHUBEeOEeHbl HUKe CHCTEMAMU 1 KJlacCaMHi OPraHOB U I10 YaCTOTe BO3HUKHOBEHMUS:
odeHb yacTo (= 1/10), gacTo (oT

= 1/100 mo <1/10), mHeyacTo (oT = 1/1000 go < 1/100), penko (ot = 1/10000 go <
1/1000), ouens peako (< 1/10000).

Co cmopoHbl Kpo8u U AuMpamuueckol cucmemeul.

OuyeHb peaKo JIeUKONeHusI, TPOMOOIIUTOIEHHS.

Co CmoOpOHbl UMMYHHOU cCuCmeMbl.

O4yeHb pedKo anleprudeckue peakiinm.

Co cmopoHbl Mmemaboau3ma u aruMeHmapHsle paccmpoticmaed.

O4yeHb PeKO TUIEPTIINKEMHUS.

Ilcuxuueckue HapyweHuUA.

HeuacTo memnpeccusi, i3MeHeHUsI HaCTPOeHus (BKJII0Uasi TPEBOXKHOCThL), 06CCOHHUIIA.
Pengko cnyTaHHOCTH CO3HaAHUS.

Co cmoOpoOHbL HEPBHOU cucmeMbl.

YacTo COHJIMBOCTh, TOJIOBOKPYKEeHN1e, ToJIoBHAsI 001k (rJ1aBHEIM 00pa30M B Hadale
JIeYeHUs).

HeuacTo TpeMop, oucreB3usi, 0OOMOPOKHU, TUIIECTE3USI, TapEeCTE3UN.
OueHb pPegKo TUIEPTOHYC, NepudeprudecKas HelpomaTus.
Co cmopoHbl 0P2aHO8 3PEeHUA.

YacTo HapylleHUs 3peHus (BKJIIo4Yast TUIIJIOIUHN).



Co cmopoHbl Op2aHO8 cayxa u aabupuHma.
HeuacTo 3BOH B ylax.

Co cmopoHbl cepdua.

YacTo ycuneHHOe cepaleOueHue.

HeuacTo aputmMus (BKiIo4asi OpaguKapauio, XKeJIyJo4YKOBYIO0 TaXUKapAuio U MepIllaHue
npencepouun).

OueHb pegko: UHPAPKT MUOKapAa.

Co cmopoHbl cocy0os.

YacTo npusuBHL.

HeuacTo: apTepuanbHasi TUTIOTEH3US.

OueHb pegKO BaCKYyJIUT.

PecnupamopHble, mopakaabHble U MedudCmuHda/AbHble HapPYWeHUA.
YacTo opwIika.

HeuacTo Kalienab, puHUT.

Co cmopoHbl 2#cenyO0oYHO-KUWe4H020 mpakma.

YacTo 60JIb B 2KMBOTE, TOIITHOTA, QUCIIEIICUSI, HapyIIeHWe MTepPUCTaTbTUKNA KAIITeYHUKA
(BKJTIOUas muapero W 3amop).

HeuacTo pBOTa, CyXOCTh BO PTY.
OuyeHb peOKo IMaHKpeaTUuT, TaCTPUT, TUIlepHia3us gJeCceH.
Co cmopoHbL nuuesapumeibHOU cucmeMbl.

OueHb PEeOKoO rerlaTuThl, 2KeJITyXa, IIOBEIIIECHNE YPOBHA ITI€YECHOYHBIX (I)epMeHTOB
(garre Bcero daCCOMMKUPOBAJIOCE C X0JIeCTa3oM).

Co CMOPOHbBI KOXHCU U NOOKOMCHOU MKAHU.

HewacTo anomenusi, mypiiypa, i3MeHeHHe OKPAaCKU KOXKH, ITOBHIIIIEHHOE
IIOTOOTAEeJIeHNEe, 3V, CHIIIb, CHIITb, KPAIUBHUIIA.

O4yeHb pPeJKO aHTUOHEBPOTUYECKHUU OTEK, MyIbTU(POPMHAS SPUTEMA,
9KC(PONIMaTUBHLIN OepMaTuT, cuagpoM CTtuBeHca-II>KOHCOHa, 0TeK KBUHKE,



dboTocencubuIM3aImsA.

Co cmopoHbl KOCMHO-MblUWeEYHOoU U coe0uHUMeAbHOU MKdaHell.
Yacto HaOyxaHus rojieHel, Cyooporyd MBIIIIII.

HeuacTo: apTpanrus, Muanrus, 60jb B CIIHHE.

Co cmopoHbl noyek u MoyeavleodsAULUX nymell.

HeuacTo: HapylaieHne MOYEHCIITYyCKaHUsA, HUKTYPHS, ITOBEIIIIEHHAS 9aCTOTa
MOYEHuCIIyCKaHHA.

Co cmopoHbl penpodyKmuBHOU cucmembl U MO/IOYHbIX JHCenes.

HeuyacTo UMIIOTEHIIMSI, THHEKOMACTHUS.

Obw,ue HapyweHusi U COCMOsIHUs 8 Mecme 88edeHusl.

Od4yeHb 4acCTO OTEKH.

YacTo mOBHIIIIEHHAST YTOMIISIEMOCTh, aCTEeHUS.

HeuacTo 6onb B rpyau, 60/1b, HETOMOTaHUe.

Hccaedosarus.

HeuacTo: yBenuueHue UM yMeHbIIIEHNE MacCCH Teja.

Coo0611anoch 00 UCKIIOUUTENBHBIX CIIy4Yasax Pa3BUTUS 9KCTPanupPaMUOHOTO CUHAPOMA.
Hetn.

AMITOOUTIMH XOPOIIIO TEPEeHOCUTCS IMIPHU IIPUMEeHeHuU neTsaM. [Ipodunb MOOOYHBIX
peakuuii OblI MOOOOHBEIM TEM, KOTOPhIe HAaOIIOOanuch y B3POCIBIX. B uccneqoBaHuu C
y4yactueM 268 meTel dallle BCET0 cO00Ianoch 0 TaKUX MOOOYHBIX PeaKIUsIX: TOJI0BHA
0071b, TOJTIOBOKPYZKEHUE, PacIIupeHe KPOBEHOCHBIX COCYI0B, HOCOBOE KPOBOTEUYEHUE,
00J1b B 2KMBOTE, aCTEHUS.

BonbIIMHCTBO MOOOYHBIX PeaKuil ObIIN JIETKOM MJIM YMEPEHHOM CTeleHu. TsaKesbie
MoOOYHBIE PeaKIuu (IPeuMYyIlleCTBeHHO rojioBHas1 060s1b) Habmomanuck B 7,2% mnpu
OpUMEHEHHUHU 2,5 MI' aMJIOOuIINHaA, B 4,5% IIpu IpUMeHEeHUU 5 MI' aMJIOOUIINHA, U B
4,6% - B rpymme 1iaie6o. CaMol pacIpoCTPaHEeHHON IPUYMHOM UCKITIOUEHUS U3
HhccnenoBaHus Oblyla HEKOHTPOJIMpyeMas rurepTeH3usa. Hu pa3y UCKITIOUYEeHUS U3
HUCcJieqoBaHUs He OBIIO BHI3BAHO OTKJIOHEHUSIMU JTaOOpPaTOPHBIX ITOKa3aTeNIeN OT
HOpMEI. He Ob110 3a()MKCUPOBAHO CYIIIECTBEHHBLIX U3MEeHEeHUH ITyJIbCa.



Coobuw,eHue o nodo3pesaembix N0OOOUHbIE peaKuul.

Coo011eHre 0 ITogo3peBaeMbIX TOO0YHbBIE PeaKIINK II0C/Iie perucTpalumn
JIEKapCTBEHHOT'O CPELCTBA UMEET BaxKHOE 3HAUYEHUEe. DTO IIO3BOJISET IIPOBOAUTH
HEeIPEePLIBHEIM MOHUTOPUHT COOTHOIIIEHUS MEXKOY IT0Ib30M U PUCKAMHU, CBI3aHHBIMHU C
IIpUMEHeHHEeM 3TOTO IIperapaTa. BpadaM ciegyeT OTYUTHIBATHCS O JTIOOBIX
IIogo3peBaeMbie TOOOYHEIE PeaKIIuH B COOTBETCTBHUY C TPeOOBAHUSIMU
3aKOHOOATEeIbCTBA.

CpoOK rogHoCTH

3 roma.

He ucrnosns30BaTh I10CJIe UCTEYEHUSI CPOKA F'OMHOCTH, YKa3aHHOI'O Ha YIIaKOBKeE.
YcnoBusi xpanenusi

XpaHUTh B OpPUTMHAJIbHOM yIIaKOBKe IIPU TeMIiepaType He Bhimie 25 ° C. XpaHUTh B
HEOOCTYIIHOM [Jis OeTeu MecCTe.

¥YnakoBka

ITo 10 TabneTok B 6nucrtepe. [1o 2 61ucTepa B IavkKe.
Kareropus ormnycka

ITo penenrty.

ITpou3sBomourenn

AO «®apmak».

MecTOHaX0XJeHHUEe IIPOU3BOIUTEJISI U €r0o aJpec MecTa OCylIeCTBIeHUA
OesaATeILHOCTH

Ykpauna, 04080, r. Kues, yn. Kupunnosckas, 74.
N CTOYHHUK HHCTPYKIIUH

HNHCTpyKIUS IeKapCTBEHHOTO CPeACTBa B3sTa U3 OPUIIMATbHOTO UCTOYHUKA —
['ocymapCTBEHHOTO PeecTpa JIEKaPCTBEHHBIX CPEOCTB YKPAUHHI.
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