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COTJIACOBAHO
MWHHCTEPCTBOM 3IPABOOXPAHEHMS f
PECITYBJIMKH BEJIAPYCH
IIpuxkaz Munucrepersa a,xpanoox;mumum ;

gxzymuku anpéﬁ :
OT ¢ 5

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI O TIPEITAPATA
AMJtogumuH, S5 Mr, TabJIETKH.
2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

/leticmeyilowee éeujecmeo: aMIOIUNIHH (B BUIE aMJIOUITMHA Oecuiata) — 5 Mr.
Bcnomozamenvuvie ' ewecmea, Hanuyue KOmMopwulx HA0O _ YYUMbIBAMb 8 COCMABE
JlekapcmeenHo20 npenapama: JakTo3a MOHOTHApar (cM. pazaen 4.4).

[TosHBIHA CITUCOK BCITOMOTATENBHBIX BELIECTB CM. B pa3zene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku 6emoro uau moutu H6€JI0ro HBeTa, INIOCKOLMIHHIPHIECKHE, C GacKOM.
4. KJIMHUYECKHE TAHHBIE

4.1 Iloxka3zaHusi K NPUMEHEHHUIO

e ApTepHalibHas TUIIEPTEH3US.

e XpoHuyeckas cTabuIbHAs CTEHOKAPAUS.

e Basocnactudeckas creHokapaus (cteHokapaus [IpuHnmerana).

4.2 Pe:xuM 103MPOBAHHSA H €NIOCO0 MPHUMEHEHHUSs

PexxuM 103upoBaHus

Bspocnvie nayuenmoi

ITpu apTepnaibHON TMIIEPTEH3UH U CTEHOKApAUH OOBIYHAS [03a Ipernapara COCTaBIsSET 5 MT
OZIMH pa3 B CYTKU. B 3aBHCHMOCTH OT MHAMBUIYAIbHON peaKIy MAllieHTa Ha TEPAIHIO 03y
npenapaTa MO>KHO MOBBIIIATH 0 MAKCUMAJIBHOHN 10361, cocTaBiisromeit 10 mr.

Y DNamueHToB ¢ apTepUalTbHON TUIEPTeH3Hed BO3MOXXHO NpPUMEHEHHWe aMIIOJUIIHHA B
KOMOMHAIMM ¢ /THA3UOHBIMH  JHypeTHKamH, anbda-aapeHobinokaropamu, Oera-
anpeHobnokaropamu Ui uHru6utTopamu AIID. ¥V manueHTOB cO cTeHOKapAHeH aMJIOIUITHH
MOX»XHO TpPHMEHSATh KaK B KadyeCTBE MOHOTEpAalMH, TaK W B KOMOHWHAIMM C IPYTHMH
AHTHAHTHHAIBHBIMH JIEKAPCTBEHHBIMU IpeNiapaTaMy IPH PE3UCTEHTHOCTH K HUTpaTaM H/HITH
Hera-agpeHoOI0KATOPaM B COOTBETCTBYIOIIUX J103aX.

Ilpy 0HOBpPEMEHHOM NPUMEHEHMM THA3UIHBIX TUYPETHKOB, OeTa-aJpeHOOIOKAaTOpPOB HIIH
MHrHOnTOpoB AIT® KOppeKuHus 10361 aMIIOIUIIHHA He TpebyeTcs.

Oco0bble rpynibl NanueHToB

Iayuenmul nodxcuno2o 6o3pacma

O6bIuHbIe 103bI AMIIOJUNKHA OJIUMHAKOBO XOPOIIO MEPEHOCATCS KaK MOXKAJIBIMH, TakK H 0oJjee
MOJIOJBIMH NalMeHTaMH. [10KHIBIM MalieHTaM peKOMEHYIOTCs OOBIYHBIE 03B Ipenapara,
Tp¥ HEOOXOAUMOCTH MOBBILIEHHUS JO3bI CIIEAYET COOTI0IaTh OCTOPOIKHOCTH (CM. paszessl 4.4
uS5.2).

Iayuenmoi ¢ HapymenueM @yHKYuU neveru

Jlo3el mpenapaTa He yCTAaHOBJIEHB! [JIsl NALIUEHTOB C HAPYIICHUSAMH (QYHKIIMU MIEUYEHH JIETKOH
M CpeHeN CTeneHH TskecTH. [ToaToMy moabop 1036l CiieayeT MPOBOIUTH C OCTOPOXKHOCTBIO,
Ha4yMHas ¢ Haubosiee HU3KOH 103bI (M. pazaensl 4.4 u 5.2). dapMakOKHHETHKA aMJIOIUITHHA
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MpH HapymeHUAX (YHKIHUU TEYEHH TSDKEIOM CTENeHH HE H3y4eHa, MO3TOMY Y TaKuX
MAlMEHTOB JIeYEHHE AMJIOJMITMHOM CIIeAyeT HaYMHAaTh C HAUMEHBIIEH BO3MOXXHOW IO3BI H
MEJICHHO TOBBIIATh 03y Mpenapara.

ITayuenmoi ¢ Hapywienuem GYHKYUU noex

Koppensuust MeXIy CTENeHbI0 TSHKECTH HapylIIeHHs (QYHKIHM I0YeK W H3MCHEHMSIMH
KOHIIEHTPAllHK aMJIOJWIMHA B IUTa3Me€ KPOBH OTCYTCTBYET, IIO3TOMY Yy IALUEHTOB C
HapyIIeHUSAMH (QYHKIMH MOYEK PEKOMEHIYETCs MPUMEHATH IpernapaT B OOBIYHBIX 03aX.
AMITOTUTIHH He BBIBO/IUTCA TTyTEM IeMO/IMAITH3a,

JHemu ;

Lemu u noopocmxu 6 6ospacme om 6 0o 17 nem ¢ apmepuanvHoli 2unepmensue
PexomeHnnyemas HavanbHas 103a Ipenapara sl JICYEHUS apTepHAJbHOM TMIIEPTEH3UH Y
MAIMEHTOB B BO3pacTe OT 6 10 17 jieT cocTaBnser 2,5 Mr BHYTphb OIMH pa3 B CyTKH. Eciu Ha
NPOTSHKEHMH 4  Helenb INpUMEHEHMs IpernapaTta HEe YAaloch IOCTUTHYTh LIENEBOTO
apTepUAIbHOTO IaBJIEHHs, 03y MperapaTa MOYXHO IOBBICHTH O 5 MI' OIHH pa3 B CYTKH.
HccnenoBanust mpUMEHEHHUs TIpenaparta B 103aX, MPEBBIIIABIIMX 5 MI' B CYTKH, Y JaHHOM
KaTeropuy MalMeHTOB He U3y4yanuch (cM. pasnensl 5.1 u 5.2).

Hemu 6 6o3pacme 0o 6 nem

WUudopmanus orcyTcTByerT.

Crnoco6 npuMeHeHus

AMJIOIVMIIUH CllefyeT NMpUHUMATh BHYTPE. J[s obierdeHus: mpuema TabyieTka MOXET OBITh
pasjlelleHa Ha HaCTH. Jns ofecrieueHus] yKa3aHHOTO BBIINIE PEXUMa O3HPOBAHUS IIPU
HE0OX0IUMOCTH HpHMeHeHHH aMmJIOZIMIIUHA B 103€ 2,5 MI ClIeQyeT Ha3HayaTh IpernapaThl
aMJIOZIMITUHA JPYTMX IPOU3BOJAMUTENEH B JIEKapCTBEHHOH (opme «TabneTku 2,5 MIr» WM
«TabJIETKH 5 MI» C pa3feTUuTeNbHON PHCKOM.

4.3 IIpoTuBONOKA3aHUS

® THUIEPYYBCTBUTEIBHOCTD K aMJIOJUIIUHY, JPYTUM MPOU3BOIHBIM JAUTHAPONUPUINHA UIH K
MoHOMy M3 BCIIOMOTaTENbHBIX BEIIECTB, IEPEYNCIIEHHBIX B pasjene 6.1;

® TspKenas apTepuanbHas THIIOTEH3HS,

® [IOK (B TOM YHCJIE€ KAPAUOTEHHBIH III0K);

e 00CTpYKLHS BBIHOCSILIETO TPaKTa JIEBOTO YKEIyA04Ka (HAmpuMep, TSXKEJbIH aopTalbHbINA
CTEHO3);

® TIEMOJMHAMUYECKH HECTaOMIIbHAsS cepiedHas HeJOCTATOYHOCTh MOCHE OCTPOTrO uH(papkTa
MHOKap/a.

4.4 OcoOble yka3aHHsI B MePbI MPEI0CTOPOKHOCTH NPH NPHMEHEHHH

BesonacHocTh M 3 ()EKTUBHOCTD MPUMEHEHHS aMJIOJMIIMHA TP THIIEPTOHHYECKOM KpH3€e
HE YCTaHOBJICHBI.

I1anMeHThI ¢ CepIeUHOM HEOCTATOYHOCTBIO

Heob6XoaumMo ¢ OCTOPOXKHOCTBIO TPUMEHATH Mperapar y MalHeHTOB C CEepAEYHOM
HEIOCTaTOYHOCTEIO. B mpomomkuTenbHOM Iiane6o-KOHTPOIHUPYEMOM HCCIIEOBAHUU Y
NIAIIMEHTOB C CEpACYHON HeAOCTaTOYHOCThIO Tskenoi crenenu (III u IV pyHKIMOHATBLHEIH
knmacc mo knaccupukanmum NYHA) wyactota cilyyaeB pas3BUTHS OTEKa JIETKHUX IIPH
NMPUMEHEHHH aMJIOWNKHa ObUla BBIE IO CpaBHEHHIO ¢ miane6o (cMm. pasmen S.1).
[lawentamM ¢ 3acTONHHON CcepIeYHON HENOCTATOUHOCTBIO CJIEAYET C OCTOPOXKHOCTHIO
MPUMEHATD OJI0KaTOPhI KAIBLMEBBIX KAHANOB, BKJIKOYAs aMJIOJMIIAH, TTOCKOJILKY OHH MOTYT
TIOBBIIATH PUCK CEPAEYHO-COCYAUCTHIX OCIOKHEHUN ¥ CMEPTHOCTH B OYyAyIIEM.

ITanMeHTs! ¢ HapyImeHneM QYHKIMH eYeHu

VY NaNWeHTOB ¢ HapymeHWeM (GYHKIWM MEYEHH MEPHOM IMONIYBBIBEICHUsS aMJIOJUIHHA U
3HayeHuss AUC (cymmapHasi KOHLEHTpalys JIEKapCTBEHHOTO MpernapaTta B IUia3Me KpOBH B
TEYCHHE BCEr0 BPEMEHM HAOMIOJCHUS) YBEIUUYEHBL. PeKOMEHIauK 10 JO3UPOBAHHUIO Y 3TOH
KaTeropuy MalMeHTOB He pa3paboTaHbl. B CBs3M C 3TUM NpUMEHEHHE aMJIOJUIIMHA Y ITOH
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KaTErOpHHU MAlMEHTOB ClIEAyeT HaYMHATh ¢ MHHMMAIBHOH J03bI, COOII0NAs OCTOPOIKHOCTD
KaK B Hayaje NMPUMEHEHMs IperapaTa, TaK ¥ IPH MOBBIIEHUH €ro JI03bl. Y MAlUCHTOB C
IEYEHOYHOH HEIOCTATOYHOCTBIO TSKENON CTEMEHH MOXET INOTpeOoBaThCad MEIIEHHbIH
noa0op A03bI U TIIATEIbHOE HAOIIOAEHUE 3@ UX COCTOSHHEM.

[TarMeHTh! TOXKUIOTO BO3pacTa

CrenyeT ¢ OCTOPO’KHOCTBIO IMOBBHIIATH 03y Ipenapara y MAlMEHTOB IMOXKHJIOTO BO3pacTa
(cm. paszzgensl 4.2 u 5,2).

[TanueHTsl ¢ HapymeHneM QYHKIIUU OYeK

Y JaHHOM KAaTeropud MAlMEHTOB CJEAyeT NPUMEHATh OOBIYHBIE O3Bl aMJIOJUITHHA.
Koppensius Mexay CTeNneHbI0 HapylleHUs: GYHKIUU MO0YeK U M3MEHEHUSAMH KOHIEHTPALHH
aMJIOIMIIUHA B KPOBH OTCYTCTBYET. AMJIOJUITHH HE BBIBOJAUTCS IIyTEM IFeMOJAMAIN3A.
AMJIOTUITUH COIEPIKUT JIAKTO3Y

[TanueHTam ¢ peaKo BCTpEYAIOUIEWCS HACIEICTBEHHOW HENEPEeHOCHMOCTBIO TIalaKTO3bl,
JeGUIUTOM JaKTas3bl Jomaped WM TIIIOKO30-TalaKTO3HOW ManbabcopOuuei He crenyer
PUHUMATh JTOT Mpemnapar.

4.5 BzaumopneiicTBHe ¢ JPYrHMH JIEKADCTBEHHBIMH IpenapaTaMH M [pyrue BHIbI
B3aMMOJAEHCTBHS

BinsiHue Ipyrux jgekapcTBEHHBIX MPenapaToB Ha aMJIOJUITHH

Hneubumopvr CYP3 A4

OnHOBpeMEHHOE MPUMEHEHHE aMJIOJHUITHHA C CHIIBHBIMHM HJIH YMEPEHHBIMH WHTHOMTOpaMU
CYP3A4 (unruburopamu mpoTeas, MPOTUBOrPUOKOBLIME IMpPENapaTaMy W3 TPYIIBI a30JI0B,
MaKpoIuJaMHM (TaKUMH Kak OSpUTPOMHIMH WIM KJIAPUTPOMHIMH), BEpalmaMUIIOM HIIH
IHUITHA3EMOM) MOXET NMPHUBECTH K 3HAYHTEIFHOMY IMOBBIIIEHHIO BO3/ICHCTBUS aMJIOJUIIUHA,
YTO B CBOIO OYEpPENb NPHBEAET K YBEIMYEHHUIO PHCKA pa3BUTUS runoreH3uu. KinmuHuueckoe
3HAYEHUE TaKWX W3MEHEHHH (apMAKOKMHETHKHA MOXET OBITh 0Ooyiee BBIPAKEHHBIM Y
MAalMEHTOB TI0XHKJIOFO BO3pacTa. B CBS3M ¢ 3THM MOXeET NOTpeOOBaTHCS INPOBEINCHHE
KJIMHUYECKOr0 HAaOTIOICHHUS 3a COCTOSIHIEM MAllHeHTOB M KOPPEKIIMS 036l Ipernapara.
Hnoykmoper CYP3A4

[Ipy 0HOBPEMEHHOM NPUMEHEHHH C U3BECTHbIMH MHAYKTOpamu CYP3A4 KoOHIEHTpauuu
aMJIOMITAHA B IUIa3ME€ MOTYT BapbUpOBaTh. B CBSI3M C 3THUM CJEIyeT KOHTPOJIHPOBATDH
apTepHalibHOE JaBJIEHHE M PaCCMOTPETh HEOOXOIUMOCTh KOPPEKIIMHU J03bI KaK BO BpeMsl, TaK
M 1OoC/ie KOMOMHHDOBAHHOM TepamuH, B OCOOEHHOCTH B COYETAHHM C CHIIbHBIMH
unaykropamu  CYP3A4  (mampumep, pudanMuIMHOM, @pemnapataMd  3Bepo0os
npoAsIpsBIIeHHOTO (Hypericum perforatum)).

OnHOBpeMEHHBIH MpHEeM aMJIOAUNHKHA ¥ YIIOTpeOIeHHe TPeinpyTOB UK TPeinppyTOBOro
COKa HE PEKOMEHIYETCS B CBSI3H C BO3MOKHBIM MOBBIIIEHHEM OHOJOCTYIMHOCTH aMJIOJIUITHHA
Yy HEKOTOpBIX MAllME€HTOB, YTO, B CBOK OYEpelb, MOXET MPUBECTH K YCHIICHHIO €ro
THIIOTEH3UBHOIO JEHCTBHS.

Hanmponen (snympudennoe séedenue)

B ombiTax Ha JKMBOTHBIX IOCNE BBEIEHHMs BepamaMuia ¥ JAHTPOJEHA BHYTPHBEHHO
HaOJIONIATIOCh Pa3BHTHE JETANBHOM (DUOPHILIALNM KETyAOYKOB M CEpPIEYHO-COCYTUCTOTrO
KOJUIanca B CBS3M C TMIIEPKATMEMHEN. YUUTHIBAs PUCK Pa3BUTHS THIEPKAIHEMHH, CIEAYET
n3berath OJHOBPEMEHHOTO MPHMEHEHHs OJIOKATOPOB KaJbIMEBBIX KAHATOB (TAaKHX Kak
aMJIOJIUIIHH) y TMALMEHTOB, KOTOPhIE MPEeIPacoiOXKeHbl K 370KaYeCTBEHHOH THIepTepMHH
HJIH IIPOXOJAT JICYEHHE T10 MOBOY 37I0KaYECTBEHHOMN IMIIEPTEPMUH.

Binsguue amnofunuHa Ha Apyrue JeKapcTBEHHBIE PeNnapaThl

['unorensuBHeri  3dQekT ammoaunuHa TOTEHIMPYET THIOTEH3UBHBIA 3((EKT ApYrux
JIEKapCTBEHHBIX MpEIaparoB.

Takponumyc

CymecTByeT piCK yBEIMYEHHUs YPOBHS TAKPOJIMUMYCa B KPOBH IPH COBMECTHOM ITPHMEHEHHH
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C AaMJIOJWIIMHOM, OJHAKO (papMaKOKMHETHUECKHH MEXaHM3M TaKOro JIEKapCTBEHHOIO
B3aMMOJIEHCTBUS HM3y4eH HENOCTAaTOYHO. TakuM o0pa3oM, TpH Ha3HAYCHHHM aMJIOJWIHHA
MAalMeHTaM, HaXOAANIMMCS Ha JIeYeHHH TaKpOJIUMYCOM, I CHIDKCHHS TOKCHYHOCTH
MOCJIEIHETO HEOOXOMMMO HAOJIIOJCHHE 3a KOHLEHTPALMsIMH TaKpoJuMyca B KPOBH, a TIPH
HEOOXOIMMOCTH U H3MEHEHHE 1035l TAKPOIHMYCa.

Hnzubumopwr mexanycmuyeckoti muwenu panamuyuna (mTOR)

WMurubutoper mTOR, Takue kak CHpPOIMMYC, TEMCHUPOJIMMYC U 3BEPOJIUMYC, MPEACTABIIAIOT
coboit cyberpatel m3odepmenta CYP3A. AmiomumuH sBIsieTCs CIabbIM HHTHOMTOPOM
modepmenta CYP3A. Ilpu onHoBpemeHHoM mpuMeHeHud ¢ uHruouropamu mTOR
aMJIOJIUITHH MOJKET YCHUIIMBATh UX BO3/IEHCTBHE.

Luknocnopun

HUccrnenoBanue JIeKapCTBEHHBIX B3aUMOAEHCTBHIN ITMKIIOCIIOPHHA M aMJIOJUIIMHA TTPOBOIHIIH
TOJBKO Ha TMOMYJSIIHM ITAMEHTOB C TpaHCIUIAHTalMeH Mouku. B 3Tod momynsnuu
HAMMEHbIIas KOHLEHTpalys LHUKIOCIOpUHa ObUta yBenudyeHa B cpenHeM Ha 0-40%.
PekoMeHIyeTcss KOHTPOJIMPOBATh YPOBEHD IIMKIIOCIIOPHHA y MAL[MEHTOB C TPAHCILIAHTAlMEH
MOYKM, NPHHAMAIOIIUX AaMJIOIWIUH, W TIPH HEOOXOOUMOCTU CIIEHXYET CHHU3UTH 103y
[MKJIOCTIOpPHHA.

Cumeacmamumn

OnHOBpeMEHHOE MHOTOKPATHOE NMPMMEHEHHE aMJIoquIuHa B fo3e 10 Mr U cuMBacTaTHHA B
no3e 80 Mr MpUBOAMIO K MOBBIMIEHHUIO KCIIO3HIUH CUMBACTaTHHA Ha 77% IO CPABHEHHIO C
MOHOTepanueil CHMBaCTaTHHOM. Y MAalMEeHTOB, MOJIYyYalOIUX aMJIOJHUIIUH, CIEAYET CHU3UTh
03y cumBacTatuHa 10 20 Mr/CyTKH.

B KIMHMYECKHX HCCIEeOBaHUSX JEKApCTBEHHOTO B3aUMOIEHCTBHS aMJIOAMIINH HE OKa3bIBall
BJIMSHMS HA apMaKOKHHETHKY aTOpBacTaTHHA, JUTOKCHHA U BapdapHHa.

4.6 @epTHILHOCTD, GEPEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

bBe3omacHOCTE TNpHMEHEHHs aMJIOAWIHHA TIpU OEpPEeMEHHOCTH B HACTOSILIEE BpEMs
HE YCTaHOBJICHA.

B OKCEpUMEHTATBHBIX HCCIENOBaHHAX HAa JKABOTHBIX PEMpPOJYKTHBHAs TOKCHYHOCTB
OTMeYasnach IIPH UCIOJIb30BAHUHU BBICOKHX 103 Ipenapara (cM. pasaen 5.3).

Taxum o6pa3om, MPUMEHSATH aMJIOIUITMH BO BPeMsi OEPEMEHHOCTH PEKOMEHIYETCS TOJIBKO B
TeX Cilay4asX, Koraa HeT Oonee Oe30macHOl anbTEepHATUBBI, @ PUCK, CBSI3aHHBIM C CaMHUM
3a00J1eBaHMEM, TIPEBHIIIAET BO3MOXKHBIN BPeI IS MATEPH M TUIOJA.

Kopmienue rpyapo

AMJIOMIIMH BBIAEISIETCS C TPYAHBIM MOJIOKOM. JIoys mpemapara B MaTepPHHCKOM MOJIOKE,
NOCTyMaromas MJIaJEHIy, OLIEHHBAETCS B HWHTEPKBAPTHIBHOM Auama3oHe otT 3-7%,
MakcumanbHo 15%. BnusHue amiomunmuHAa Ha MIIaIeHIEB HEW3BECTHO. [IpW MpUHATHH
peleHus 0 IPOIODKEHHH/TIPEKPAIICHHH TPYIHOTO BCKapMJIMBaHHS 1)1
MPOJOJIKEHUH/OTMEHE TEepaluy aMJIOJMIIMHOM HEOOXOIMMO YYMTHIBATH I10Jb3y IPYAHOTO
BCKapMJTMBaHHUs Ul peO€HKA U MOJIb3Y OT IPHMEHEHHs aMJIOAUITMHA ISl MaTepH.
DepTUILHOCTD

Y HEKOTOPBIX MAlUEHTOB MPH IPHMEHEHUH GJIOKATOPOB KaJIBLHUEBBIX KAHAIOB HAOIIOIATHCE
oOpaTuMble OHOXHMHYECKHE H3MEHEHHS B 00JIACTH TOJIOBKH CIIEPMATO30MI0B. KIMHUYeCKUX
JaHHBIX OTHOCHTEJIBHO MOTEHUHAJIBHOTO BIAMSHUS aMJIOJAUNHHA Ha (HEepPTUIBHOCTD
HEIOCTAaTO4YHO. B mccnenoBaHMM Ha KpbicaX OBLIO yCTAHOBJIEHO, YTO JAHHBIA Mperapar
OKa3bIBACT BIIMSHUE HA PEMTPOAYKTUBHYIO (YHKIIUIO CaMIIOB KpbIC (CM. pa3zaen 5.3).

4.7 Bansinne Ha CMOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CPEACTBAMH H paGoTaTh C
MeXaHH3MaMH

AMJIOZIMTINH MOXET OKa3blBaTh HE3HAYMTEIHHOE WM YMEPEHHOE BIMSHHE HA CIIOCOOHOCTBH
YUpPaBIATH TPAaHCIIOPTHBIMM CpPEACTBAMM W paboTaTh C MeXaHW3MaMu. Y IIalUEHTOB,
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MNPUHUMAIOIUX aMJIOJUIIAH, MOXXET CHHXXATHCA CKOpPOCTh pPEaKIH TIPH BO3HUKHOBCHHH

T'OJIOBOKPYXXCHHUSI, TOJIOBHOM 60J'II/I, TTOBBIIIIEHHOM YTOMJISIEMOCTH HJIM TOIIHOTBI. B stom
cliydya€ pEKOMEHIYETCA coOronaTh OCTOPOXXHOCTD, 0COOEHHO B HAyYaJIe JICYEHHS.

4.8 HexxkeaTeJIbHbIE PeaKIHH

PestoMe npoduis 6e30nacHOCTH

[Ipy mpueMe amJIOJMIIMHA Yallle BCETO PErHCTPUPOBAIMCH TAKHE HEXENIATEIbHBIE PCAKINH
KaK: COHJIMBOCTb, TOJIOBOKPYXKEHHe, TONOBHas 0Oib, CepileOHeHHe, MpPHUIMBLL, 00Tb B
YHMBOTE, TOIIHOTA, OTEK TOJIEHOCTOITHOTO CyCTaBa, OTEK M yCTaIOCTb.

Tabnua HeXxeNnaTeIbHbIX Peaklui

Vndopmanus 0 HeXeNaTeTbHBIX PEaKIUsX M3JI0XKEeHa B COOTBETCTBUM C CHCTEMHO-OPTaHHOH
KIaccHdUKaIMell co ciemylomeil 4acToToi: odeHp yacto (>1/10), wacro (>1/100, vo <1/10),
Hedacto (>1/1 000, mo <1/100), peaxo (>1/10 000, o <1/1 000), ouens pemxo (<1/10 000),
9acTOTa HEM3BECTHA (HA OCHOBAHMH MMEIOLIMXCS TAHHBIX OLEHUTH HEBO3MOXKHO).

B  kaxpnoi rpymnme, BBIJCJIEHHOM B 3aBUCHMOCTH OT YacTOTbl BO3HMKHOBEHHA,

HEXKEJIATEJIbHBIC PEAKIIUH NMPEAICTABICHBI B TOPSAKE YMECHBIICHUS UX CTCTICHH TAXCCTH

Hapymenus u
3abosieBanus’

HexenareabHble P€aKIHH

YacToTra

Hapymenust co CTOpOHBI
KpoBH M JUM(paTHYeCKOU
CHCTEMBI

JIEUKOTIEHH S, TPOMOOLMTOTIEHHS

OYEHb PENIKO

Hapymenust co cTOpOHBI
UMMYHHOW CHCTEMBI

AVICPTUHYCCKUE PEAKIINH

OYCHb PEIKO

Hapymenuss mertaGonu3Ma | rUneprivukeMus O4YEHb PElKO
Y TIUTAHHS :
[lcuxuyeckue HapyIIEHUsT | JIEMpPECCUsi, IEPEeMEHBbl  HAaCTPOEHMs | HEYACTO
(BKJIFOYAsl TPEBOXKHOCTD), GECCOHHMIIA
CILyTaHHOCTH CO3HAHUS PEIKO
Hapymenuss co CTOpPOHBI | COHIIUBOCTD, 'TOJIOBOKPYXKEHHUE, | 4aCTO
HEPBHOMN CHUCTEMBI royioBHas 60Jib (B 0COOEHHOCTH B Hayaje
JICYCHUS )
Tpemop, HapyLIEHUS BKYCOBOT'O | HEYAaCTO
BOCIIPHATHS, OOMOpPOK, THIECTE3UH,
TapecTe3nH
MOBBIIIEHHE  MBIINIEYHOTO  TOHYCA, | O4EHBb PEIKO
nepudepuyeckas HelHponaTus
' 3KCTpaNMpPaMUIHIE PacCTpPOiCcTBA” 4acToTa
HEW3BECTHA
HapymeHnust co CTOpOHBI | paccTpoiicTBa 3peHHs (B TOM YHCIE | 4acTo
opraHa 3peHHus JTUTUIONTHS )
Hapymenust co CTOpOHBI | IIyM B yImax He4yacTo
oprasa ciyxa ¥ JlabupHuHTa
Hapymenuss co CcTOpOHBI | ollylieHHe cepareOueHus 9acTo
cepana ! apuTMHus (B TOM uucie Opaaukapius, | HEYacTo

KEeITyI04YKOBas TaXUKapIust %
bubpusms mpeacepanii)

MH(APKT MHOKapa

OYECHb PENIKO

Hapymenust co CTOpPOHBI | MPUJIUBBI 4acTo

COCYyI0B apTepUalibHas TUIIOTEH3HS HEYacTo
BaCKYJIUT OYEHb PEIIKO

HapymeHust co CTOpOHBI | OJBIIIKA 9acTo
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Hapymenus u HesxenaTe/bHbIE peaknH Yacrota

3a00/1eBaHUA i
IBIXaTENBHON  CHCTEMBI, | Kalleslb, PHHHT HEYacTo
OpraHOB TPyIHOH KJIETKH U
CpelOCTEHHS
Xenyno4yHo-KUIIEYHBIE 60Nb B JKUBOTE, TOINHOTA, AMCIIEICHS, | 4aCTO
HapyLIEeHUS HApYIICHUS! OTOPOXKHEHMS KHIIEYHUKA

(B TOM YHCIIe qUapesi U 3amop)
HEYacTo

pBOTa, CYXOCTb BO PTY

IMaHKpPEaTHUT, racTpHurT, TUNEpIUIa3us | OUCHb PEIKO
JCCCH
Hapymenm CO CTOpPOHBI | I'€IIaTHUT, XKEIITyXa, IMOBBILICHHUE | OYCHB PEIAKO

NNECYCHHU H
KEITYCBBIBOAATITUX HyTCI71

aKTUBHOCTH ME€YEHOYHBIX (hepMEHTOB*

Hapymenust co CTOpOHBI
{

KOXH 51 MMOIKOKHBIX

TKaHeHn

aJloNenus, TeMopparHyeckas  ChlIlb,
W3MEHEHHE I[BE€Ta KOXXH, ITOBBIIIEHHOE
MIOTOOT/AENCHHE, 3y, ChIllb, 3K3aHTEMA,
KpanuBHHUIIA

HEYacToO

AQHTMOHEBPOTUYECKU I OTEK,
9KCCYdaTUBHAs MOJIMMOp(dHas 3pHUTEMA,
9KC(HOSHATUBHBIN JE€PMATUT, CHUHIPOM
CruBeHca-J[>koHcoHa, o0OTek KBHHKE,
(boToceHcHOMIN3aus

OYEeHb PEIKO

TOKCHUYECKHUH 3MUIEPMAJIbHBIA HEKPOJIM3 | YacToTa
HEH3BECTHA

Hapymenuss co CTOpOHBI | OTEK JOIBDKEK, MBIIIECYHEIE CYIOPOTH 4acTo
MBIIIEYHOM, CKEJIETHOM M | apTpairus, MAaIrus, 601b B CIIMHE HEYacTo
COEIMHHUTEIBHON TKaHU
Hapymenuss co CTOpOHBI | HapyIIEHHS MOYEHCITYCKaHHsl, | HEYacTO
MOYEK M MOUEBBIBOISIINX | HUKTYPHS, TIOJIAKHYPHS
nyTeH
Hapymenuss co CTOpOHBI | HUMIOTEHIUS, TAHEKOMACTHUS HEYacTo

PENpPOIYKTUBHON CHUCTEMBI
¥ MOJIOYHBIX JKeJe3

Ofmme  HapymieHHSs W | OTEKH OYeHb YacTo
peaKI¥ B MECTE BBEIECHHUS | MOBBIIICHHAS YTOMJISIEMOCTh, aCTEHHS 4acTo
6onp B rpymHOW  kieTrke, ©0oub, | HEYACTO
HEJIOMOTaHUE '
JlabopaTopHble U | IOBBIIIEHHE MacChl Tejla, CHUXKEHHE | HEeYacTo
HHCTPYMEHTAIbHBIE Macchl Tenna
JTaHHBIE

* Kax npaBuiio, 6110 CBS3aHO C XOJIECTA30M.
#

Mmerotes cooOImeHus 0 eTMHUYHBIX CITy4asiX pa3BUTHSA SKCTpAUpaMUIHOTO CHHIPOMA.
Coob1ieHue 0 HeXKenaTeIbHbIX PEaKIUIX

BaxHo coofmars o TMOJ03peBaeMBIX HEXETaTeIbHBIX PpEAKIUsX IOCiIe pPEerucTpaluy
HETPEPBIBHOTO
COOTHOLIEHHS «IOJIb3a-PHCK» JIEKAPCTBEHHOTO mpenapara. MeIUIHHCKUM paboTHHKaM
peKOMEHyeTCst coo0IIaTh O MOMO3PEBAEMBIX HEXKENATENBHBIX PEAKIHAX JIEKApCTBEHHOTO

JICKAPCTBEHHOTO

npemnapara

C ILeapl o0ecredyeHus

[perapara 4€pe3 HAIUOHAJIbHYIO CUCTEMY COOOIIEHHUS 0 HEXENATEeIbHbIX pe€aKuix.

MOHHUTOPHHIA
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4.9 Ilepeno3upoBka

CBeneHus 0 peHAMEPEHHON NEPEI03UPOBKE OrPAHUYECHBI.

CHUMIITOMBI

VMerompecs TaHHBIE CBHUIETENBCTBYIOT O TOM, YTO MNEPENO3UPOBKA MOXET MPHUBECTH K
Ype3sMepHOM TepudepuIecKoil Ba3oIMIATAIIMK M, BO3MOXHO, Pe(IEKTOPHOM TaxUKapAHH.
Coo6manoch O BO3HMKHOBEHHH BBHIPAKEHHOM M, BO3MOXHO, JUIMTENBHOW CHCTEMHOM
THIIOTEH3MH BILIOTH J0 Pa3BUTHS IIOKA U CMEPTEIBHOIO HCXO0Ia.

O HeKapIHOTEeHHOM OTEKe JIETKHX PpEeIKo cooOIanoch Kak CJIEICTBHE IEepeI03UPOBKA
aMJTOTUITHHA, KOTOPBI MOXKET MPOSIBISATHCS C 3a/IepXKKOH (depe3 24-48 gacoB mocie nmpuema
BHYTpb) ¥ TpeOyeT MoANep)KKH BEHTUIISIMH JeTKUX. PaHHWE peaHMMaIMOHHBIE MEPOTIPHATUSA
(BKJIFOYAs TEPETPY3KY JKMAKOCTBIO) I MOAAEpKaHusi nepdy3ud U cepAaedHoro BeiOpoca
MOTYT OBITh TPOBOLUPYIOIIUMHE (haKTOpaMHu.

Jleuenue '

KnuHuyeckn 3HauMMas THIOTEH3Ms HM3-3a MMEPEI03MPOBKH aMJIOAMUIHMHA TpeOyeT aKTHBHOM
HOJIEPXKKH CEPACYHO-COCYUCTOM CHCTEMBI, BKJIIOYAs YacThIi KOHTPOJb CEpPAEYHOH H
IBIXaTeNbHOM (YHKIHIA, BO3BBIICHHOE MOJIOXKEHHE KOHEYHOCTEH W KOHTPOJb 32 00BEMOM
UUPKYJTUPYIOLIEH )KUIKOCTH U TUYPE3OM.

CocynocyxuBaromue mnpenapartsl MOTYT NMPUMEHSATHCS A BOCCTAHOBJIEHHs COCYIHCTOrO
TOHyca ¥ apTEpPUalbHOTO [aBlI€HHs IIPH YCIOBHH, 4YTO HE CYIIECTBYeT HHKaKHX
[IPOTUBONIOKA3aHUN K HMX MNPUMEHEHHIO. BHYTpUBEHHOE BBEIEHHE TIJIIOKOHATa KaJIbI[Hs
BO3MOXHO JJIsl YCTpaHEHHUsI TOCIEeACTBUH 0J10Kabl KaIbLIUEBBIX KAaHAJIOB.

B HEKOTOpBIX cilydasX BO3MOXKHO IPOMBIBAaHHE JKENyaKa. Y 3J0pPOBBIX J0OPOBOJIBIEB
NPUMEHEHNE aKTHBHPOBAHHOT'O YIJIs B MEPBBIE JIBa Yaca II0C/e NpreMa aMJIOAUIIHHA B 1103€
10 Mr cHEXXaJIO0 YPOBEHB BCACHIBAHHS aMJIOIUIIHHA. :

[TockonpKy aMJIOIUNUH B 3HAYUTETBHOW CTENEHM CBSA3BIBAETCS C OenKaMH IUIa3Mbl KPOBH,
NPOBEJIEHNE reMoauanu3a HeahHekTUBHO.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1 ®apmakoaHHaAMHYeCKHE CBOMCTBA
(DapmaKOTepaneBanecKau rpynna: CenexTHBHBIE OJIOKATOpPBI KalIbLHMEBBIX KaHAJIOB C

IPEHMYIECTBEHHBIM BIHSHUEM Ha COCYHL. JIMruiponvpuIMHOBEIE IIPOU3BOIHBIE.
Kox ATX: CO8CAOL1.

AMJIOIMIIHH — GJIOKAaTOp KaJIBIUEBHIX KaHATOB IUTHAPONHUPHIMHOBOTO psiaa; HHIHOHpYeT
TpaHCMEMOPAaHHOE ITIOCTYIUICHHE HOHOB KaJIBIHS B KapAHOMHOLUTBHI M TJIaJKOMBIIIEYHbIE
KJIIETKH COCYN0B (6J0KaTop MEIVIEHHBIX KaJbIMEBBIX KAHAJIOB WM AHTArOHHCT HOHOB
Kaibpliusg). B OCHOBE TMMOTEH3MBHOTO NEHCTBHS aMJIOJMIMHA JIEXKHT pacciabisioniee
BIIMSIHUE HA TJIAJIKYI0 MYCKYJIaTypy cOCyI0B. TOUHBIN MeXaHU3M NEHCTBUS aMJIOJUIIUHA TIPH
CTEHOKapJIMH OKOHYATEJIbHO HE YCTAHOBJEH, OJHAKO AMJIOJUIUH YMEHBIIAET HIIEMHIO
CIIEYIOIMUMH JABYMS ITYTSIMH:

1. AmnomunuH pacmupser nepmbepnqecxne apTepUOJIBI M TaKUM 00pa3oM CHIKAeT olImee
nepudepryeckoe conpoTusieHre (MOCTHArPY3Ky), Ha MPEOJOJIEHHE KOTOPOi 3aTpaynBaeTCs
pabota cepama. IIockombKy 4acTOTa CEpACYHBIX COKpAILIEHHH OcCTaeTcs CTabHMIBHOTM,
CHI)KCHHe Harpy3kd Ha Cceplue TNpPUBOANT K CHWXKEHHIO TMOTpEeONEHHs OSHEPruu H
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OTpeOHOCTH MUOKAp/a B KMCIOPOJIE.

2. PacmupeHue KOpOHApPHBIX apTepHUi M apTepHoj Kak B HEU3MEHEHHBIX, Tak M B
HIIEMH3HPOBAHHBIX 30HAX MHOKAp/Ia, BO3MOXKHO, TAKXKE HTPAeT PoJib B MEXaHH3MeE JCHCTBUS
aMJIOIMIUHA. JTO pacUIMpeHHe YBEIWYMBACT IOCTYIUIEHHE KHCIOpoJa B MHOKapa vy
MAalMEHTOB CO CMa3MaMd KOPOHApHBIX apTepuit (IpH cTeHoKapauy [IpuHIMeTana, WM
BA30CMACTHYECKON CTEHOKAPIUH).

V NmauueHToB ¢ apTepHalibHOM THIIEpTeH3Uel NMPUMEHEHHE aMJIOJHUIIMHA OJUH pa3 B CYTKH
obecreuynBaeT KIMHUYECKH 3HAYNMOE CHIYKEHHE apTePUAIbHOTO JIaBJIEHUS B MMOJIOKESHUH KaK
jeXxa, TaK W CTOS Ha TNpOTshKeHHH 24 yacoB. [3-3a MEUIEHHOrO Hadvaja ICHCTBHUSA
aMJIOZMITHHA PE3KOT0TaZeHUs] apTEPUAIIEHOTO JIaBJIEHUS HE OTMEYAETCH.

VY nauueHToB CcO CcTaOWIBHOW CTEHOKapAWed pa3oBas CyTOYHas [103a aMJIOJUITHHA
YBEJIMYMBAET TOJEPAHTHOCTh K (PU3MYECKOM Harpys3ke, yBEIWYMBACT BpEMs [0 pa3sBUTHs
MPUCTYNA CTEHOKApAHH M aenpeccuu cermeHTa ST Ha 1 MM, CHM)KaeT 4aCTOTY MPHCTYIIOB
CTEHOKapJIUHU U YMEHBIIIAeT MOTPEOHOCTh B IPHMEHEHHH HUTPATOB.

AMJIOIWNIHH HE BBI3BIBA KAKHX-JIHOO HEXEJATEIbHBIX METa0O0IMYecKuX 3(P(PEKTOB HIIH
HU3MEHEHUS YPOBHEH JIMIHMIOB B IUIa3Me KpPOBH, IOSTOMY OH MOXET IPUMEHSATHCA Y
MalMEeHTOB ¢ OPOHXHATBHOM acTMOM, caxapHBIM AHabETOM M MOJArpo.

[IpyMeHeHHe Y MAMEeHTOB C UIIIEMUYeCKOl O0JIE3HBIO cepra

D HEeKTUBHOCTh aMIIOJUIIHHA B TPEIOTBPAICHUH KIHHUYECKUX COOBITHH Yy MAlMEHTOB C
UIIEMHYECKOH OOJIE3HBIO cepala OLEHHBAIA B HE3aBHUCUMOM, MYJBTHLEHTPOBOM,
pPaHJIOMHM3MPOBAaHHOM, MIBOHHOM CJIeNOM, IIaneb0-KOHTPOJIUPYEMOM HCCIIEOBAHHH C
yyactueM 1 997 nammento — CAMELOT (Comparison of Amlodipine vs Enalapril to Limit
Occurrences of Thrombosis — CpaBHeHHE CIOCOOGHOCTH aMIIOAMIMHA ¥ OSHANANpPUIA
OrpaHM4YMBaTh pa3BUTHE Tpombo3a). B Tedyenue 2-neTHero nepuonaa 663 U3 3TUX MALUEHTOB
MOJy4and amJIOAMIUH B mo3e 5-10 mr, 673 maumeHTta — sHamanpui B no3e 10-20 mr u
655 nanueHToB — muanebo0 B JOMOJIHEHHWE K CTAHIAPTHOM Tepamuu CTaTHHAMH, OeTa-
anpeHo0IoKaTopaM, JUYpeTHKaMu WM acnupuHOM. OCHOBHBIE pe3ynbTaThl [0
s pexTrBHOCTH TpuBeneHsl B Tabmuue 1. [TomydeHHBIE pe3ynbTaThl CBHIETEILCTBYIOT O
ToM, 49ro y manueHToB ¢ MBC mnpuem amonunuHa XapaKTepH30BAJICS MEHBLIUM
KOJTMYECTBOM ~ CIIy4deB TOCHUTAIM3ALMK MO TOBOAY CTEHOKApAMH M  IPOLERYp
PEBacCKyJISIpU3aLHH.

Tabymuua 1. YactoTa 3HAYMTENBHBIX KIMHMYECKUX Pe3yibTaToB B uccenoaund CAMELOT

PesynbTatsl CepneuHo-cocyiuCThIE COOBITHS T — 6
Konuuectso (%) s e
Awmnonunun | Tlnanebo | Duananpun OtHouleHue P-
PHCKOB 3HauYeHHe
. (95% i)
IlepBHuHasi KOHEeYHAs TOYKA
HexenatenbHele 0.69
CEpAEYHO-COCYTUCThIE 110 (16,6) | 151 (23,1) | 136 (20,2) : 0,003
B (ot 0,54 no 0,88)
OTtaesbHBIE COCTABJSAIOMHE

PeBackynspusauus 0,73
KOPOHApHBIX apTepHii 78(11,8) |103(15,7) | 95(14,1) (ot 0,54 no 0,98) 0,03
["ocriuTanuzauus no 0,58
MOBOJly CTEHOKapaMH 2k T} SH28) | 86(128) (ot 0,41 no 0,82) o
HedaTansHbiit uHbapkr : 0,73
BRORARI 14 (2,1) 19 (2,9) 11 (1,6) (o1 0,37 10 1,46) 0,37
NHcynbT unm 0.50
TPaH3UTOpHAs 6 (0,9) 12 (1,8) 8(1,2) : 0,15
MIleMMuecKas aTaka (o 0,19 50 122)
CepaevHococyaucras 5(0,8) 2(0,3) 5(0,7) 2,46 0,27




cMepThb (o7 0,48 10 12;7)
locnvranuzauus mo 0.59

MOBOY CepAECYHOM 3 (0,5) 5(0,8) 4 (0,6) (o 0,14: 10 2,47) 0,46
HEIOCTAaTOYHOCTH

OcTaHoOBKa cepaua C

nocjieayrouen 0 4 (0,6) 1(0,1) HeTt naHHBIX 0,04
peaHrMaLuen

BriepBbie BBISBIIEHHBIE ;

3a00/1eBaHUSA 2
nepudepuieckux 310,8) 2.(0.3) 8{1:2) (ot 0,50 no 13,4) Sl 2%
cocynoB

[IpuMeHeHue Y MAUEHTOB ¢ CEP/IEeYHON HEJOCTATOYHOCTRIO

WccnenoBauuss TeMOJMHAMHKH M KOHTPOJIMpYEMble KIMHHYECKHE MCCIIENOBaHHUA C
HCTIOJIB30BaHUEM MPOOBI C (PU3MIECKOH HArpy3KO# IMOKa3alH, YTO aMJIOAUITHH HE MPHUBOIMI K
YXYALIEHUIO COCTOSIHHS TIAllUEHTOB c CeplevYHOH HE0CTaTOYHOCTBIO
(II-IV dysxunonansHoro kimacca mo kimaccudukamuu NYHA), o 4eM CBUACTETECTBOBAH
TOKa3aTe/ll EPEHOCHMOCTH (PM3UYECKUX HArpy3oK, (ppakiuu BIOpoca JIEBOTO XKETyI0uKa 1
KJIMHUYECKast CHMIITOMAaTHKA. '
[Tnane6o-konTponupyemoe uccinenosaine PRAISE, paspaGoraHHoe ¢ LETbIO OILEHKH
MalyeHToB ¢ cepaeuHoit HemocratounHocteio [II-IV  dyHKIMOHaNBHOrO Kjacca MO
knaccudukanmn NYHA, mnonydaBmMX JWCOKCHH, AMYPETHKH H HMHru6utopbl AllD,
MOKA3a/I0, YTO NPHEM aMIIOWIIMHA HE MPUBOIMI K TOBBIIEHHIO PUCKA CMEPTHOCTH MM
CYMMapHOTO  puCKa  3a060JIeBAEMOCTH/CMEPTHOCTH Yy  TAIMEHTOB C  CEpACYHOH
HEZ0CTAaTOYHOCTBIO.

B I0NOJHUTENLHOM J0JITOCPOYHOM Ianebo-koHTpoiupyeMoM Huccnenosanun PRAISE-2 ¢
y4acTHEM MalUEHTOB ¢ cepaeuHoi Hepocratounocthio I u [V dpyHKIHOHANIBEHOTO Kilacca 1o
knaccupukanun NYHA 6e3 KIMHHYECKMX WM OOBEKTUBHBIX INPH3HAKOB HIIEMHYECKOH
OoJIe3HH Cep/la, OMHOBPEMEHHO MPUHUMABIIUX HHIUOUTOPEI AIID, cepeyHble TITUKO3UIbI
¥ JMYPETHKH B TOCTOSHHBIX /032X, aMJIOJWIIMH HE OKa3plBal BIMSHMSA Ha OOLIyI0 H
CepACYHO-COCYTUCTYIO CMEpPTHOCTh. Y O3THUX JK€ MAalHEeHTOB IPUMEHEHHE aMIIOJUIHHA
COMPOBOXAIOCH YBETMYECHHEM YHCIIA CITy4aeB OTEKa JIETKHX.

HccrieioBanye 1o OIEHKE Pa3IMYHBIX BUJOB JIEYEHHUs B TPOGHIAKTHKE HH(PAPKTa MUOKAp/Ia
(ALLHAT)

PannoMusupoBaHHOe, JBOWHOE CJENOE HCCIEJOBAHHE IO HM3YYEHHIO 3a00JIEBAEMOCTH H
cmeptHoctd ALLHAT (Antihypertensive and Lipid-Lowering Treatment to Prevent Heart
Attack Trial — MccmenoBaHve aHTHUTHIEPTEH3UBHOW M THIOIMIHMIEMUYECKOH Tepanmuu B
npodunaktuke WHpapkTa MHOKapaa) OBUIO TPOBEAEHO IUIsi CpaBHEHHs 0ojee HOBBIX
TMpenapaToB — amJIoaunuHa (6J0KaTopa KajiblMEBBIX KaHAIoOB) B no3e oT 2,5 no 10 mr B
CYTKM WM Ju3uHonpuia (wHrubutopa AII®) B mose ot 10 1o 40 Mr B CyTKM B KayeCTBE
TMpenapaToB MEepPBON JHHHH C THA3HIHBIM JXYPETHKOM XJIOPTAIHIOHOM B 03¢ OT 12,5 1m0
25 MT B CYTKH B JICUCHUU MATKOW ¥ YMEPEHHON apTepHaTbHOM IHIIEPTEH3HH.

B orToM wmccnenoBaHuM TpuHMManM  ydactue 33 357 MaUMEHTOB € apTEpPUaIbHOM
THIIEPTEH3UEN B BO3pacTe 55 JIET M CTaplle, KOTOpble HaOMIONANMCh B CPEJHEM B TEUCHHE
4,9 ner. Y y4aCTHMKOB HCCIIEIOBAHUS UMEJICA KaK MUHUMYM OJIMH JOTOJHUTEBHBIA (akTop
pYcKa MIeMuueckod Gone3HH cepala, BKIOYas MH(papKT MHOKapaa Wi HHCYIBT (Oonee
6 MecALEB 0 BKJIIOYECHHS B HCCIENOBAaHHE) W/WIM IPYroe MOATBEP)KAEHHOE CEpAEdHO-
cocymucToe 3abo0JIeBaHHE aTEPOCKIEPOTHYECKOro reHesa (Bcero 51,5%), caxapHbiii nuaber
2-ro tunma (36,1%), Xc-JIIIBIT <35 wmr/mn (11,6%), rumeptpodust 1I€BOro KelymouKa,
auarHoctupoBanHas Ha DKI' unu mpu sxokapauorpaduu (20,9%), u kypenue (21,9%).
[lepBuyHas KOHEYHas TOYKa TpeACTaBisia coboit kombOunaumioo ¢araneHon MBC u
HedaTanpHOoro uHpapkra Muokapaa. CTaTHCTMYECKH 3HAYMMOM pPa3sHHIBI 10 IEPBUYHOM
KOHEYHOH TOYKE MEXy Tepanuei aMmJIOJUIIMHOM U Tepanver XJIOPTAJHIOHOM BBISBICHO HE

9
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6sut0 (OP 0,98; 95% JIN [0,90-1,07]; p=0,65). Cpean BTOPHYHBIX KOHEIHBIX TOYCK HacTOTa
Pa3sBUTHs CEpIEYHOM HEIOCTATOMHOCTH - (COCTABIIAIOMAs KOMOWHHPOBAHHOH CEPACHHO-
COCYIMCTOH KOHEYHOM TOUKH) GbLTa 3HAUYMMO BBILIE B IPYIIIE aMJIOUIIMHA [0 CPABHEHHUIO C
rpymmoii xnopramunona (10,2% vs. 7,7%; OP 1,38; 95% JIU [1,25- 1,52]; p<0,001). Tem ue
MeHee, 3HAYMMON pasHMIEI B CMEPTHOCTH IO BCEM IIPHYMHAM MEXIy Teparued
AMJIOIMIIMHOM M Tepamuell XJIOpTamumoHoM BbigBieHo He Obuto (OP 0,965 95% U
[0,89-1,02]; p=0,20).

[IpuMeHeHHe vy eTeld (B BozpacTe 6 JIeT U cTapIue)

B nccnenoBanuy ¢ yuactueM 268 meTeit B Bozpacte oT 6 10 17 JIeT B OCHOBHOM C BTOPHYHOM
apTepHaIbHOM TUIEepTeH3uel, cpaBHeHHE dQPEKTUBHOCTH PUMEHEHUS aMJIOJUIIHA B 103¢€
2,5 mr u 5,0 Mr moka3saio, 4To 00€ 103bI Ipenapara BbI3bIBaIH 00J1€€ BHIPAKEHHOE CHHIKEHUE
CHCTOJTMYECKOTO apTepHaNbHOTO aBIIEHHS O CpaBHEHHIO ¢ rianebo. Pasnmmume MexIy
IABYyMs J03aMH [perapara He ObUI0 CTATUCTHYECKH 3HAa4uMo. M3ydyeHue BIHSAHHA
JUTUTEHHOTO TPUMEHEHHs aMJIOIMITHHA Ha POCT, MIOJIOBOE CO3PEBaHME U 00IIee pasBUTHE HE
MPOBOAMIIOCH. BIHsSHKME ITUTEIBHOTO MPUMEHEHHs aMIIOJUIMHA B JETCKOM BO3pacTe Ha
CHIDKEHHE 3a00JIEBAEMOCTH U CMEPTHOCTH OT CEPAEYHO-COCYAUCTBIX 3a00JIEBAHHUI B 3pE/IOM
BO3pPAacCTe TAaK)Ke HEU3BECTHO.

5.2 ®apMakoKHMHEeTHYECKHE CBOHCTBA

Abcopbuus ;
[Tocne mepopaibHOTO MpHEMa B TEPANeBTUYECKUX [103aX aMJIOJMIIMH XOpPOIIO BCACHIBACTCA,

JIOCTUTas MaKCHMAaIBHOrO YPOBHS B KpOoBH depe3 6-12 4 mocie mpuema. AOGCOMIOTHAs
O6MOIOCTYITHOCTH MO pacyeTaM cocTaBisieT oT 64 no 80%. bruomocTynmHOCTs aMIIOIUIIHHA HE
3aBHCHUT OT MpHEMa MHIIH.

Pacnpenenenue
O6bveM pacnpenenenus coctaBisieT okojo 21 n/kr. WccnenoBanus in vitro mokasaid, 4TO
NpUOIM3UTENBHO 97,5% HHUPKYIHPYIOMIETO aMJIOUITHHA CBSI3BIBAECTCS ¢ O€IKaMH T11a3MBbl.

BuoTtpancdopmanus

AMJIOIMNIMH aKTHBHO MeTaboNu3MpyeTcs B TMEYeHH C 00pa3oBaHMEM HEAKTHBHBIX
meTabomuToB, 10% HEM3MEHHOro JIeKapCTBEHHOro Tpemapata W 60% MeTabonuTOB
BBIBOJMTCS U3 OpPraHU3Ma ¢ MOYOH.

!

DJIMMUHALUS
[lepron monyBBIBeA€HHS U3 IUIa3Mbl COCTaBISET OKOJO 35-50 4yacoB, 4TO COOTBETCTBYET
IIpUEMY JIEKApCTBEHHOTO Mpernapara OJMH pa3 B CYTKH.

Ocobble rpynibl NalMeHTOB

Ilayuenmoi ¢ napyuenuem Qynkyuu nevernu

MmeroTcst orpaHWYeHHble KIMHHUYECKHE [aHHbIE B OTHOIICHHWH IpUeMa aMJIOIAMIIMHA Y
MALlMEHTOB C  HapyuleHWeM (YHKIMH TE€4YeHH. Y  TAlUeHTOB C  TEYEHOYHOH
HEZOCTaTOUYHOCTBIO CHIIKAETCS KJIMPEHC aMJIOAUIIMHA, YTO NpUBOAUT K yBenuueHuio AUC u
NIepuoJia MoTyBeIBeAeHUS MpuOM3uTenpHo Ha 40-60%.

ITayuenmur nosicunozo 6o3pacma

Y MOXMIIBIX U MOJIOABIX IMAIMEHTOB BPEMs JOCTHKEHHS MaKCHMAIIBHOW KOHLEHTpALUU
aMJIONMIIMHA B IUIa3M€ MPAKTHYECKH OJMHAKOBOE. Y TMOXKHJIBIX MAIMEHTOB OTMEYeHa
TCHICHIMS K CHWKEHUIO KJIMpEHCa aMJIOJUNKHA, 4YTO NPUBOAUT K yBenuueHuro AUC
(romaagu  30HBI TMOA KPUBOW  KOHIEHTpAIMs-BpeMs)) W TEPUOJA IIOJYBBIBEIEHHUS.
[ToBbienne 3uavyeHuss AUC W yBenWueHHE TMEpUOJA MOJTYBBIBEICHHS y MAlUEHTOB C
CEpACYHON HEIOCTATOYHOCTHIO COOTBETCTBOBAJIO BO3PACTHBIM OCOOEHHOCTSAM HCCIIELyEeMOM
BO3PACTHOM IPYIIBI MAI[HEHTOB. '

Jlemu
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1414 6-202])  recrsumass:

Wccenenosanue MOMyJISIIMOHHON (apMaKOKHUHETHKH TIPOBO/IHIOCH-C—YHACTHEM /4 AeTei ¢~
apTepHaNbHOM runmepreHsuedl B Bo3pacte oT 1 mo 17 mer (34 manueHTa B BO3pacTe OT 6 1o
12 niet 1 28 maMeHToB B Bo3pacTe oT 13 1o 17 neT), mosy4aBnx aMIOJMIMH B 1o3e 1,25 u
20 Mr OQWH WM [Ba pa3a B CyTku. Y jeredl B Bo3pacte OT 6 10 12 JIeT U MOAPOCTKOB B
Bo3pacTe oT 13 mo 17 ner cpenuue 3uadenus xmpenca (CL/F) npu mepopaibHOM NpreMe
npenapata cocTapismu 22,5-27,4 n/4 y MansuukoB u 16,4-21,3 n/4 y neBodex. OTtMeyanach
3HAYMTENbHAS HMHIMBHIyadbHAas BapuaGeNbHOCTh BO3NEHCTBHSA. JIaHHBIE, MOJYYCHHBIE Y
neTed B Bo3pacTe 10 6 JeT, OrpaHuYEHBI.

5.3 JlaHHbI€e JOKJIMHPYECKOi 6e30nacHOCTH

PenpoaykTHBHas TOKCUYHOCTD

VccnenoBanus M0 H3YYEHMIO BJIMAHMS aMJIOJMIMHA HA DPEMPOAYKTHUBHYIO (QYHKIHMIO Ha
KpbICax M MbIIaX MPOAEMOHCTPHUPOBATH 3aJEPXKKY HACTYIJIEHHs IaThl POJOB, yBEIUYECHHE
MPOJIOJIKUTETBHOCTH POJIOB U CHUIXKEHHUE BBDKMBAEMOCTH IMOTOMCTBA IPH HCIOJIb30BAHHH
npenapata B Jgo3aX, npubmusutensHo B 50 pa3  NPEBHINAIONIMX MaKCHMMAaTbHYIO
PEKOMEHIYEeMYIO 103y ISl YeJIOBEKa U3 pacueTa B MI/KT.

@DepTUIbHOCTD ,

Biusinus Ha (GEpTUIBHOCTH KPBIC, MOJMYYaBIIMX aMJIOAMIIHH (CaMIIbl — B TeueHue 64 nHew,
caMK¥ — B TedeHHe 14 nHeii mepen criapuBanueM) B go3ax g0 10 mr/kr/cyt (B 8 pa3* Bbie
MaKCHMalIbHOM pPEKOMEHIOBAHHOM 03Bl Ui dYeloBeka, KoTopas cocraBiser 10 Mmr us
pacdeta B Mr/M%), BBISBIEHO He ObUIO. B IpyromM HCCIENOBaHWM Ha KpbICaX, B KOTOPOM
caMIlbl TIOJIyYaad amjoaumnuuHa Oecunar B Teyenune 30 OHEH B J03€, CONMOCTABUMOM ¢
TepaneBTUYECKON 0301 I YejoBeKa M3 pacueTa B MI/KT, ObLIO OOHAPYKEHO CHHIKEHHE
YPOBHEH (DOITHKYIIOCTUMYITHPYIOIIEr0 TOPMOHA U TECTOCTEPOHA B IUIa3ME KPOBH, a TAKKe
YMEHBIIEHHE KOJIMYECTBA CIEPMATO30MIOB B EIUHHUIE O00BEMa, KOJIHYECTBA 3PENbIX
cnepMatun 1 kietok Ceproiu.

KaHI11eporeHHOCTh ¥ MYTareHHOCTh

Y KpbIC W MBILIEH, MOTyYaBIIUX aMJIOJMITNH C MHUILIEH B TEUYEHHE 2 JIET B KOHLEHTPALHUIX,
obecneunBaBmmx no3y 0,5, 1,25 u 2,5 Mr/kr/cyT, npu3HaKoB KaHIEPOT€HHOCTH Iperapara
BBISBIICHO He ObUT0./HauBbicimas n03a (y MbllIe — COOTBETCTBOBABINAs MaKCHMAlbHOM
PEKOMEH/IOBAHHO# 03¢ ISt yenoBeka — 10 Mr U3 pacyeTa B Mr/mM%, a y KpbiC — B JBa pasa*
NpEBbIIABINAs 3Ty KIMHUYECKYIO 103y) Obuta OnmM3ka K MakCHMAaJbHO MEPEHOCHMOM J103€
JUIsl MBILIIEH, HO HE JUISI KPBIC.

B wuccrenoBaHusiX MyTareHeza JIEKapCTBEHHBIH INpernapaT HE OKa3blBaJl MYTAareHHOro
JEWCTBHS HA Ha TEHHOM, HM HAa XPOMOCOMHOM YPOBHSIX.

* CormacHO pacueTam JUisl MalueHTa ¢ Maccoit tena S50 Kr.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 IlepeveHs BCoMOraTe/IbHBIX BEIECTB
Llemmono3a MUKPOKPHCTAIIITHYECKAS
KaprodensHsrii kpaxman

Kanbuus creapar

JlakTo3a MOHOTHApAT

6.2 HecoBMecTMOCTH
He npumenumo.

6.3 Cpok rogHocTH
2 rona.

6.4 Ocobbie MepbI MPEAOCTOPOKHOCTH TIPH XPAHEHHH
XpaHUTD B 3aLUIICHHOM OT BJIarM H CBETa MECTe TpH Temmeparype He Bbime 25°C.
XpaHUTb B OPUTUHATIBHOMN YITaKOBKe.
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6.5 Xapakrep 4 cogep’KaHHe MEPBHYHON YNAKOBKH | o
[To 10 TabieTOK B KOHTYPHYIO SYEHKOBYIO YMAKOBKY M3 IUICHKH IMOJMBHHHIXJIOPHIHOU H
ru6KOH YIIAaKOBKH HAa OCHOBE aTIOMHHHEBOH ¢onbru. OmHy, TpH WM IIECTh KOHTYPHBIX

STYEMKOBBIX YIIaKOBOK BMECTE C JINCTKOM-BKJIQJBIIIEM IIOMEIIAIOT B MAYKY U3 KapTOHa.

6.6 OcolGble Mepbl NPEIOCTOPONKHOCTH TPH YHHYTOKEHHH WCMOJIB30BAHHOIO
JIEKAPCTBEHHOIr0 Mpenapara HWJIH OTXO0A0B, MOJY4YEeHHBIX TMo0cCje IPHMEHEHHsA
JIEKAPCTBEHHOTr0 MpenapaTa uiH padoTbl ¢ HUM

CrnenpansHble TpeOOBaHUS OTCYTCTBYIOT.

Bech ocTaBIIMiCS JIEKApCTBEHHBIM TMpenmapaT M OTXOAbl CIIEAYyeT YHHUYTOXHTE B
YCTaHOBIIEHHOM TOPSIZIKE.

6.7 YcnoBus ornmycka

[To peuenry.
M
7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA ye ! E“’a
F °
PVII «benmennpenapatsiy, : M \,"'
Pecny6nuka benapycs, 220007, r. MuHCK, -, - &

yi. @abpunmyca, 30, ten./dakc:(+375 17) 220 37 16,
e-mail: medic@belmedpreparaty.com

[IpeTen3un mnoTpeOuTenelt HampaBiiATh B aapec AepXKareias PEruCTPalHOHHOIO
YIOCTOBEPEHHUS.

. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUSI

9. JIATA IEPBUYHOM PETUCTPAILIUH

~ /
Jlata nepBoit perucTpaiuu:

10. TATA IEPECMOTPA TEKCTA
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