HO FPbB
2L456-20212

HO
COTJACOB A

) MUHHUCT EPCTBOM SIIPABOO)%,PC%HEHHH
PECITYBJIMKH BEJIAP -
3ApaBoOXpaHeH:

{HUCTEPCTBA
[Ipuxa3 Ng o eNADYC

OnyKu

OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O ITPEITAPATA

AmnogumnuH, 10 mr, TabneTkH.

2. KAUECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

Heticmeyowee geuyecmeo: amIIoaUNUH (B BUIe amyioaunuua 6ecunara) — 10 mr.
Bcnomocamenvnvle  sewjecmea, nanuuue KOmMOpwIX HAOO  YYUMbIBAMb 6 COCMABE
JleKapcmeenHo20 npenapama: 1akTo3a MOHOTUApAT (M. pa3znen 4.4).

TToNHBI CIIHCOK BCTIOMOraTeNbHBIX BENIECTB CM. B paszere 6.1.

3. JEKAPCTBEHHASI ®OPMA

Tabnetku.

Tabnetkn 6enoro munu moytu Genoro 1BeTa, KPyrible, MIIOCKOIMINHAPHYECKHE, ¢ Hackoi U
PHCKOM ¢ OHOW CTOPOHBL. Pucka He mpenHa3sHaueHa /Ui AeJeHHs TabJeTKH Ha JBE paBHBIE
no3bl. TabneTka MOXeT OBITh pa3jie/ieHa Ha paBHBIE YACTH TOJBKO Ul 0OJIErYeHus IIpueMa.

4. KIMHUYECKHUE JAHHBIE

4.1 Tloxa3aHus K IPUMEHEHHIO

® AprepHanbHasi THIICPTEH3HS.

e XpoHuueckas CTabUIbHAS CTEHOKAP/IHS.

e Basocnactuyeckas creHoKapaus (creHokapaus [IpuHiMeTana).

4.2 PexxuM 103HPOBAHHUS H COCO0 NPHMEHEHHs

Pexxum 1o3upoBanms

Bspocnvie nayuenmul

IIpu apTepranbHON TMIEPTEH3MH W CTEHOKApAWM OOBIYHAS J103a MpErapaTa coCTaBIseT 5 Mr
OJIUH pa3 B CYTKHU. B 3aBHCHMOCTH OT HHIMBHIYaIbHON peaKIMy MAlHEHTa Ha TEPANHUIO 103y
MpernapaTa MOXKHO MOBBILIATH 10 MAKCHMAIBHOM 10361, cocTaBistommeit 10 mr.

Y NauMeHTOB ¢ apTepUaIbHOM TMIEPTEH3HEH BO3MOXHO NpPUMEHEHHE aMJIOJMIIMHA B
KOMOMHAIMKM ¢  THa3MIOHBIMH  JWypeTHKaMM,  anb(a-aapeHoOJIoKaTopaMu,  Oera-
aapeHobokaTopaMu WK HHruGHTOpamu ATID. V manneHToB CO CTEHOKAapAHEH aMIIOIMITHH
MOXXHO TPUMEHATh KaK B KayeCTBE MOHOTEpamWH, TaK U B KOMOHHALMK C JOPYTHMH
AQHTHAHTMHATIBHBIMH JICKAPCTBEHHBIMM ITPENapaTaMy IPU PE3UCTEHTHOCTH K HUTpATaM H/HITH
GeTa-anpeHo6I0KaTopaM B COOTBETCTBYIOIIMX J03aX.

IIpn 0fHOBpPEMEHHOM NpPHMEHEHHH THAa3WIHBIX JMYPETHKOB, 6€Ta-aapeHOGI0KATOPOB HIHU
MHrHONTOPOB ATT® KOppeKIHs 103kl aMJIOMIIHHA He TpeOyeTcs.

Ocobble rpynnbl NanueHToB

Iayuenmer noscunozo 6ospacma

OGbr4HbIe 10361 aMIIONHUITKHA OJMHAKOBO XOPOIIO TIEPEHOCATCS KaK MOKMIBIMH, TaK U OoJee
MOJIOZIBIMH MalMeHTaMH. [I0XHIIbIM MalMeHTaM peKOMEHIYIOTCS OOBIYHBIE 103bI MPENapara,
p¥ HEOOXOMMMOCTH, MOBBILICHHUS 103bI CIIEYET COOMOAATh OCTOPOKHOCTD (CM. pasziens! 4.4
uS.2).

Iayuenmoi ¢ napywenuem ynkyuu nevenu

Jl03bI IpenapaTa He YCTaHOBIIECHBI [UIs MIAMEHTOB ¢ HAPYIIEHUAMH (YHKIHHU MEYEHH JIErKOM
M CPe/IHEii CTEeneHHu TskecTH. [IoaToMy moaGop mo3bl ClieayeT NPOBOIUTE C OCTOPOXKHOCTBIO,
HayMHas ¢ HauboJjiee HU3KOH 1036l (cM. paszaensl 4.4 u 5.2). ®apMakOKMHETHKA aMJIOIUIIMHA
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NPH HApYUIECHUSX (QYHKIMH TI€UEHH TSDKEJOHW CTENEHH He H3yqeHa, 'TIOSTOMY Yy TaKHX
MALMEHTOB JIEYeHHE aMJIOJHIIMHOM CJefyeT HAuMHATh C HaMMEHBIIEH BO3MOXHOH NO3bl
MeJIJIEHHO MOBBIIIATh J03Y Mpernapara.

ITayuenmoi ¢ Hapyuiénuem yHKyuu novex

Koppensiuss MeXIy CTENEHbIO TSHKECTH HapylleHus (QYHKIHMH IO0YeK M H3MEHEHWIMH
KOHIEHTPAllMK aMJIOAMIHHA B IUIa3Me€ KpPOBH OTCYTCTBYET, IO3TOMY Y TMAalMEHTOB C
HapyIeHUsIMH (QYHKIMM TO0YEK PEKOMEHIyeTcs NMPHMEHSATh IpernapaT B OOBIYHBIX J103aX.
AMJIOIUITHH HE BBIBOJUTCS ITyTEM FeMOIUAIIN3A.

Hemu

Hemu u noopocmku 6 éozpacme om 6 0o 17 nem ¢ apmepuanbHou 2unepmeHn3uen
PekoMeHayemass HavalbHas n03a Mpernapara s JEYEHUS apTepHalbHOW THIEPTEH3UH Y
MalMEHTOB B Bo3pacTe oT 6 10 17 jieT cocTaBisieT 2,5 Mr BHYTpb OIMH pa3 B CyTKH. Eciv Ha
NpOTsDKEHUMM 4 Helenb INPUMEHEHMs IIpenapara HE YyIaloch JOCTHUTHYTH LIEJIEBOro
apTepHAIIBHOTO JaBJICHHUs, 03y IMpernapara MOXHO MOBBICHTH IO 5 MI' OJMH pa3 B CYTKH.
HWccnenoBanusi IpUMEHEHHs MIperapara B /103aX, MPEBHIABIIMX 5 MT B CYyTKH, y HaHHOH
KaTErOpHH MaLUEHTOR He U3y4Jasluch (cM. pasaensl 5.1 u 5.2).

Hemu 6 6o3pacme 0o 6 nem

MHpopmanus oTCyTCTBYET.

Crnoco6 nmpuMeHeHus

AMIIOZIMTIVH CllefyeT MPUHAMATh BHYTph. PHCKa He mpeqHa3Ha4deHa I AENCHUS TabJeTKH
Ha JBE paBHbIe N03bl. TabieTka MOXeT OBITh pa3felieHa Ha paBHBIE YAacCTH TOJBKO JUIA
obneryenns mpuema. [N OGECTIEYEHHs YKa3aHHOTO BBINIE DPEXHMA NO3MPOBAHHS TPH
HEOOXOMMOCTH TIPYMEHEHUSI aMJIOJHUIIMHA B JI03€ 2,5 MI CleAyeT Ha3HayaTh Mpernaparsl
aMJIONMIINHA JPYTUX MPOU3BOAMTENEH B JIEKAPCTBEHHOH (opme «rabneTku 2,5 Mr» WiIx
«TabJeTKU 5 MI'» C pa3IeTUTENILHON PUCKOM.

4.3 IIpoTuBONOKa3aHMS

® THUIEPYYBCTBUTEIBHOCTh K aMJIOAUIIUHY, JPYTUM NMPOU3BOAHBIM AUTHAPOIIUPUINHA HITH K
M0060My U3 BCIIOMOTATENIbHBIX BELIECTB, IEPEYUCIICHHBIX B pa3zene 6.1;

® TsDKesas apTepualibHasi TUITOTEH3US;

® IIOK (B TOM YHCJI€ KapAUOTE€HHBIH I0K);

e 0OCTpYKIMS BBIHOCSILETO TPaKTa JIEBOTO )KEIyAOouKa (HAmpHMeEp, TSHXKEIBbIH aopTalbHBIH
CTEHO3);

® reMOJMHAMUYECKH HecTaOWIIbHAs cepleyHasl HeIOCTaTOYHOCTh IOCNe OCTPOro MH(papKTa
MHOKapaa.

4.4 Oco0ble yKa3aHHsi H MepbI IPEIOCTOPOKHOCTH NPH NPHMEHEHHH

besonacHocTe ¥ 3)(EeKTHBHOCTE NMpPUMEHEHHsT aMIIOJWIIMHA MPH THIIEPTOHHYECKOM KpH3e
HE yCTaHOBJICHBI.

[TalMEeHTBI ¢ CEPICYHOM HEOCTATOYHOCTBIO

Heobxomumo ¢ OCTOPOXXKHOCTBIO MPUMEHSITh Mpenapar y MAUeHTOB C CEepACYHOM
HEIOCTAaTOYHOCTEI0. B mpomomkuTenbHOM IUiane6o-KOHTPOJIMPYEMOM HCCIIEIOBAHMH Y
NalKEeHTOB C CepAeYHON HenocTaToyHOoCTh0 Tskenoi crernenu (II1 u IV pyHKIMOHAIBHBIH
knace mo knaccudukaumun NYHA) wyactota ciiyyaeB pasBHUTHSL OTeKa JIETKHX MPH
NPUMEHEHWH amJIOJUNMHA Oblla BBIIE MO0 CpaBHEHMIO ¢ Mmianebo (cm. pasmen S.1).
[lanmentam ¢ 3acTOWHOM CepAEYHONW HEIOCTATOYHOCTBIO CIELYET C OCTOPOXHOCTHIO
MPUMEHATE OJIOKAaTOPhI KaJbLUEBBIX KAaHAJIOB, BKJIFOYAs aMJIOAHMIIHH, TOCKOJBKY OHH MOTYT
TMOBBIIIATE PUCK CEPAEUHO-COCYJUCTHIX OCIONKHEHUN U CMEPTHOCTH B OyIyIeM.

[TanveHTs! ¢ HapyIneHueM QYHKIMH EYeHH

Y manueHToB ¢ HapylleHHeM (GYHKIMH TMEeYEHH MEPUOM IMOJYBBHIBEACHUS aMIIOIMITHHA U
3naueHust AUC (cymMMapHasi KOHIIEHTpalus JIeKapCTBEHHOTO INpenapara B IUla3Me KPOBH B
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TEYEeHHE BCEro BPEMEHHU HaOMIOJECHNS) yBeIUYeHbl. PeKOMEHMAMH IO AO3HPOBAHHIO Y JTOH
KaTeropvy IMalMeHTOB He pa3paboTaHbl. B ¢BA3M C 3TUM NMPUMEHEHHE aMJIOJUIIKMHA Y JTOH
KAaTeropuy MalueHTOB CIeNyeT HAYMHATH ¢ MUHUMAIBHOH J03bI, COOMIOAass OCTOPOKHOCTD
KaK B HayaJe NMPUMEHEHHMs MpenapaTa, TaKk W MPH MOBBIIEHHH €ro J03bl. Y MAalUeHTOB C
IEYEHOYHOW HEIOCTATOYHOCTBIO TSKENOH CTEMEeHH MOXET MOTpeOoBaThesl MEIIEHHBIH
noabop 036l U TIIATEIbHOE HAOIIONEHHE 32 UX COCTOSHHEM.

ITanueHTH! MOXKHJIOTO BO3pacTa

CrnenyeT ¢ OCTOPOXKHOCTBHIO MOBBIIAThH J03y INpenapara y MalMeHTOB IOXXUJIOro BO3pacTa
(cM. pazmensr 4.2 u 5.2).

[TarMeHTHl ¢ HApYIIEHHEM (DYHKIIMH ITOYeK

Y nNaHHOW KaTeropud MAIlMEHTOB CJeQyeT IPUMEHATh OOBIYHBIE J03bl aMJIOJMIHHA.
Koppensuus Mexay creneHbpo HapyleHus (GYHKIHUU MOYEeK U U3MEHEHHUSIMH KOHICHTpALUU
aMJIOIMITHHA B KPOBU OTCYTCTBYET. AMJIOAUITMH HE BBIBOJAUTCS IIyTEM reMOIHAIIHA3A.
AMJIOJTUITUH COAEPYKHUT JIAKTO3Y

[TaupeHTam ¢ peako BCTpedarolleics HacHeICTBEHHOW HEMEPEeHOCHMMOCTBIO TI'ajlaKTO3bl,
nepuuMTOM JaKTasbl JIOMapeil WM TIIIOK030-TaTaKTO3HOM ManbabcopOuueil He cieayer
IIPUHUMATH 3TOT Mpemnapar.

4.5 B3aumopaelicTBHe ¢ JPYrMMH JIEKAPCTBEHHBIMH MpenapaTaMd M [Apyrue BHABI
B3aUMOJAeHCTBHSA

BnusHue npyrux JieKapCcTBEHHBIX MPEnapaToB Ha aMJIOIUIIUH

Hneubumopwor CYP3A4

OnHOBpeMeHHOE NMpPUMEHEHHE aMJIOJMITHHA C CHJIBHBIMH WM YMEPEHHBIMH MHTHOHTOpaMH
CYP3A4 (unruburopaMu mpoteas, MPOTHBOTPHOKOBBEIMH IIperapaTaMy M3 IPYIIBI a30J0B,
MakpoauaamMH (TakKUMH KaK OJpPUTPOMAIMH WIM KIApPUTPOMHLMH), BEparnaMuIOM HIIH
IHUITHA3€MOM) MOXKET NMPUBECTH K 3HAYMTEILHOMY IMOBBIIICHUIO BO3ACHCTBUS aMJIOIMITHHA,
YTO B CBOIO OYEpeIb NMPHUBENET K YBEJIMYCHHIO PHCKA Pa3BUTUS IMNOTeH3uH. KinHHYeckoe
3HAa4YE€HHE TaKuX H3MEHEeHUH (apMaKOKMHETHKH MOXET ObITh Ooyiee BBIPAXKEHHBIM Y
MAlMEHTOB TOXUIOr0 BoO3pacTa. B cBA3M ¢ 3THM, MOXET NOTpeOOBAaTLCS IPOBEICHHE
KJIMHHYECKOr0 HaOJIIOACHHUS 32 COCTOSHUEM MAIMEHTOB U KOPPEKIUs 03Bl IIpenapara.
Hnoykmopwr CYP3A4

[Ipy omHOBpeMEHHOM IMpUMEHEHUH ¢ U3BeCTHHIMH MHAyKTOpaMu CYP3A4 koHUEHTpauuu
aMJIONIMIIMHA B IIJIa3ME€ MOTYT BapbHpOBaTh. B CBA3M C 3TUM CleqyeT KOHTPOJHpPOBATh
apTepHaIbHOE JaBJICHHE U PaCCMOTPETh HEOOXOIUMOCTE KOPPEKIMH J103bI KaK BO BpeMsl, TaK
U TOCl€ KOMOMHMPOBAaHHON TepamuM, B OCOOEHHOCTH B COYETaHHH C CHIIbHBIMH
unaykropamu  CYP3A4  (manpumep, pubanMuIMHOM, [OpenapataMH  3Bepobos
npoasipsiBiieHHOr0 (Hypericum perforatum)).

OnHOBpEMEHHBIH NpUEM aMIIOJHUITHHA U YIIOTpeOIeHHe rpednppyToB WK rpertGpyToBOro
COKa HE PEKOMEH/IYETCS B CBSI3M C BO3MOXXHBIM NOBBINIEHHEM OMOAOCTYIHOCTH aMJIOJUIHMHA
Yy HEKOTOpPBHIX MAlMEHTOB, YTO, B CBOI OYepelb, MOXET IPHUBECTH K YCHJICHHIO €ro
TUIIOTEH3UBHOTO IEHCTBHUS.

Lanmponen (BHympuIeeHHoe 86edeHue)

B ombiTax Ha JKMBOTHBIX IIOCI€ BBEJCHHS BepamaMuia M JaHTPOJE€HA BHYTPUBEHHO
HaOJIFOAI0Ch Pa3BUTHE JICTATBHON (GUOPHIUIALNK JKETyIOYKOB M CEPAEYHO-COCYAHUCTOTO
KOJIJIaTica B CBSI3M C TMIIEPKAIMEMHUEN. YUUTHIBAS PHCK Pa3BUTHS TMIEPKATHEMHH, CIIELYET
u30€erath OJXHOBPEMEHHOTO MPUMEHEHHs OJIOKATOPOB KaJbIMEBBIX KaHATOB (TAaKMX Kak
aMJIOJIMIIMH) Yy TAlUEHTOB, KOTOPBIE MPEeIpacloOkKEHbl K 3JI0Ka4eCTBEHHOW THIIEPTEPMUH
HITH TIPOXOJIAT JIEYEHHUE T10 TIOBOY 3JI0KAYECTBEHHOMN THIIEPTEPMUH.

BiysiHre aMIoAMNIMHA HA PYTHE JTeKApCTBEHHEIE MPEnapaThl

['unoren3uBHBIH 3((GEeKT amIOAWUNUHA MOTEHIUpPYET THIOTEH3UBHBIM 3(GEKT apyrux
JIEKapCTBEHHBIX IPENaparToB.




Takpoaumyc

CyliecTByeT PUCK YBETMUEHUS! YPOBHS TaKpOJIMMYyca B KPOBH IPH COBMECTHOM NPUMEHCHUH
C aMJIOJMIIMHOM, OAHAaKO (apMaKOKWHETHYECKMH MEXaHH3M TakKoro JIEKapCTBEHHOIO
B3aMMOJEUCTBHS HM3y4eH HENOCTAaTOYHO. TakuM 00pa3oMm, NMpH Ha3HAYCHWH aMIIOJWIHHA
NanMeHTaM, HaxXONAIIMMCSA Ha JIEYEHHH TaKpOJIMMYCOM, Ui CHHXKCHHS TOKCHYHOCTH
TIOCJIEAHETO HEOOXOaUMO HaOIIOACHHE 332 KOHLEHTPALUsAMH TaKpoJUMyca B KpPOBH, a IIpH
HEOOXOIUMOCTH M U3MEHEHHE 03Bl TAKPOJIUMYCa.

Hnzubumoper mexanucmuueckou muwenu panamuyuna (mTOR)

WNurubutopsr mTOR, Takue Kak CHPOIHUMYC, TEMCHUPOIMMYC M 3BEPOJIMMYC, MPEACTaBIIAIOT
coboit cyberpatsl mzodpepmenta CYP3A. Amiomunuu siBusercss c1abbiM HHTHOMTOPOM
uzopepmenta CYP3A. Ilpu omHOBpeMeHHOM mnpuMeHeHnH ¢ wuHruomropamu mTOR
aMJIOIUTTHH MOXET YCHUJIMBATh UX BO3JECHCTBUE.

Luxnocnopun

HccnenoBanye JIEKapeTBEHHBIX B3aMMOIEHCTBHN IUKJIOCIIOPHHA U aMJIOJMIIMHA [TPOBOIHIIA
TOJNBKO Ha TMOMYJIANMH TMalWeHTOB C TpaHCIUIAHTalMed mo4yku. B asTodt momynsnuu
HaMMeHbIIAs KOHIIEHTpAlMs LHKIOCIOpUHA Oblla yBenuueHa B cpenHeM Ha 0-40%.
PexoMeHIyeTcs KOHTPOJIMPOBATh YPOBEHD IIUKJIOCIIOPHHA y TMAI[MEHTOB C TPaHCILIAHTAL[MEH
MOYKH, NPUHUMAIOIUX aMJIOJMIIUH, M TpPH HEOOXOOMMOCTH CJIEXYeT CHH3UTH J03Y
[MKJIOCTIOPHHA.

Cumeacmamun

OnHoBpeMeHHOE MHOTOKPaTHOE NPUMEHEHHE aMJIOJHUITHHA B 03¢ 10 Mr u cuMBacTaTHHa B
nose 80 mr HpPIBOIIPIJIO K TIOBBIIIEHUIO 3KCITO3UIIMKM CHMBAcTaTHHA Ha 77% IO CPaBHEHHIO C
MOHOTEpanuel CUMBACTaTHHOM. Y TMAIMEHTOB, MMOJIYYAIOUIUX aMIIOJMIIHH, CIEIYET CHH3HTh
103y cuMBacTatuHa A0 20 MI/CyTKH.

B KIMHUYECKHUX HUCCIIEIOBAHUAX JIEKAPCTBEHHOTO B3aMMOAEUCTBUS aMJIOAUIIMH HE OKa3bIBall
BJIMSIHYS Ha (PapMaKOKHMHETHKY aTOpBacTaTHHA, TUTOKCHHA U BapdapuHa.

4.6 ©epTHABHOCTH, 6€PEMEHHOCTD M JIAKTALHUS

bepemenHOCTH

be3omacHOCTh TNpHUMEHEHHs aMJIOAWNHKHA TpH OEPEMEHHOCTH B HACTOSINEE BpPEMs
HE yCTaHOBJICHA.

B 9KCepUMEHTATBHBIX HCCIIENOBAaHUSAX HAa JKHBOTHBIX PEMPOXYKTHBHAs TOKCHYHOCTB
OTMeEYaJiach IIpH UCIIOIB30BAaHUH BBICOKUX 103 Ipernapata (cM. pasznen 5.3).

Taxum obpaszom, NPUMEHATH aMJIOUITHH BO BPEMsl OEpEeMEHHOCTH PEKOMEH/YeTCsl TOJBKO B
TEX Ciydasix, Koraa HeT Gosee Ge30MacHOM aIbTEPHATUBBl, @ PUCK, CBSI3AaHHBIA C CaMUM
3a00J1eBaHKEM, IIPEBBIIIAET BO3MOXKHBIN Bpe IS MATEPH | ILIOJA.

Kopmnenue rpyapio

AMIIOJWIIMH BBIAEISETCS ¢ TPYAHBIM MOJIOKOM. J[onis mpemapaTa B MaT€pPUHCKOM MOJIOKE,
MOCTynaromas MIIQJEHIy, OLEHHBAEeTCSd B HWHTEPKBAPTHIBHOM Juamna3oHe or 3-7%,
MakcuMabHO 15%. BrnusHue ammomunuHa Ha MJIaJeHIIEB HEW3BECTHO. [IpH MpUHATUH
pelieHus 0 IIPOIOJDKEHUH/TIPEKPALLICHHH TPYIHOTO BCKapMJTHBaHHS W
TMPOJIOIDKEHUM/OTMEHE Tepanui amJIOAUIIHHOM HEeOOXOAMMO YYHTBIBATH MOJB3Y TPYIHOTO
BCKapMJIMBaHMs IJIs1 peO€HKa U O3y OT IPUMEHEHHUS aMJIOTUITMHA [UTS MaTEPH.
DepTHIILHOCTD

Y HEKOTOPBIX MALMEHTOB MPH IPUMEHEHHHU GJIOKATOPOB KAJBLMEBBIX KAHAIOB HAOIONATHCH
obpaTuMble GMOXMMUYECKHE H3MEHEHHS B 00JIaCTH TOJOBKH CIIEPMATO30M10B. KiMHUYeCKHX
JaHHBIX OTHOCHUTENBHO TOTEHIHATLHOTO BJIHSHUS aMIIOAMIHHA Ha (EepTHIBHOCTH
HeJocTaTouHO. B mccnenoBaHuu Ha Kpbicax OBUIO YCTAHOBJIEHO, YTO JAHHBIN IIperapar
OKa3bIBaeT BIMSAHUE Ha PEMPOIYKTHBHYIO (DYHKIIMIO CaMIIOB KpbIC (cM. paszen 5.3).




4.7 BausiHue Ha CNQCOGHOCTD YNPABJIATH TPAHCHOPTHHIME CPEACTBAMU M- PAOOTATE.C
MeXaHU3MaMH

AMJIOJIMITHH MOXET OKa3bIBaTh HE3HAYMTENBHOE HIIH YMEPEHHOE BJIUSHUE HA CIIOCOOHOCTE
YIPaBNSTh TPAHCHOPTHBIMH CPENCTBAMH M paboTaTh C MEXaHH3MaMH. Y MAlHEHTOB,
NPUHYMAIOIINX aMJIOJUITHH, MOXET CHHXKAaTbCsid CKOPOCTh pEaKUWH IMpH BO3HUKHOBEHHH
rOJIOBOKPY)KEHHS, TONOBHOH 6OJH, MOBBILIEHHON yTOMISEMOCTH HJIM TOLIHOTBL B aTOM
CITy4ae pEKOMEHIYETCs COOIIONATh OCTOPOXKHOCTh, OCOOEHHO B Hayasle JICUCHHS.

4.8 HexennaTeIbHbIE pEaKUHH

Pesrome npoduns 6e3onacHOCTH

[Tpn npueme amJIOJMIMHA Yallle BCETO PErHCTPHPOBAIMCH TaKUE HEXeJIAaTeJbHBIC PEaKlHH
KaK: COHJMBOCTh, TOJIOBOKPY)KEHHE, TOJIOBHas Oojb, cepiueOMeHHe, NpPHIMBHL, OONb B
’KMBOTE, TOLIHOTA, OTEK FOJIEHOCTOITHOTO CYCTaBa, OTEK U yCTaJIOCTh.

Tabnuua HexenareabHbIX peakyi

NudopManus 0 HeXeNaTeNbHBIX PEaKIMAX H3JI0KEeHa B COOTBETCTBHHM C CHCTEMHO-OpraHHOH
KIaccu(yKamen co craeayromei 4acToTol: oyeHb yacto (>1/10), gacto (>1/100, no <1/10),
Hewacto (>1/1 000, Ho <1/100), pemxo (>1/10 000, mo <1/1 000), ouens pemko (<1/10 000),
YacTOTa HEM3BECTHA (HA OCHOBAHWH MMEIOILIMXCS JaHHBIX OLEHUTH HEBO3MOXKHO).

B kaxmoi rpymme, BBIOENEHHOW B 3aBUCUMOCTH OT 4YacTOTHl- BO3HMKHOBEHHS,
HeXXeJIaTeIbHbIE PEeaKIHK PEACTABICHBI B TOPSAIKE YMEHBIICHUS HX CTENEHH TKECTH

Hapymenns n HexenaTenbHble peakutu Yacrora
3aboeBaHNs

Hapymenust co CTOpoOHBI | JeiKoneHus, TPOMOOIIUTONIEHHUS OYEHb PEIKO
KpOBH H JuMdaTuyecKkoi
CHCTEMBI

HapymeHI/ISI CO CTOPOHBI | AINICPTHYCCKUE PCAKIIUH O4YCHBb PCAKO
HMMYHHOﬁ CUCTECMBI

Hapymenust merabonm3ma | rHIEprinKeMuUs OYEHb PEIKO
U TIUTaHUS

Ilcuxuueckue HapyIIeHHsl | OETpeccus, MEepeMEeHbl  HAaCTPOCHMS | HEYacTo
(BKJIFOYasi TPEBOXKHOCTH), OECCOHHHIIA
CIIYTAaHHOCTH CO3HAHUS penxo

HapymeHnuss co CTOpOHBI | COHJIMBOCTB, FOJIOBOKPY)KEHHE, TOJIOBHAS | YacTO
HEpPBHOM CUCTEMBI 60116 (B 0COOEHHOCTH B HaYaJIe JIEUCHHUS)

TpeMop, HapyLIeHUs BKYCOBOTO | HEYaCcTO
BOCIIDUATHS, OOMOpPOK, THIECTE3HH,
IapecTe3nn

TIOBBILIEHHUE MBIIIEYHOTO TOHYCa, | OUYEHb PEIKO
nepudepuyeckas HelponaTus

#

9KCTpanMpaMHIHBIE PACCTPOHCTBA 4acToTa
! HEU3BECTHA

Hapymennss co CTOpOHBI | pacCTpOHCTBa 3peHHst (B TOM YHCIIE | 4acTo
OpraHa 3peHHus JUTUTOTINS )
Hapymenns co CTOpOHBI | IIyM B yImax HEYacTo
oprasa ciyxa u JabupHHTa
Hapymennss co cropons! | omymenue cepauebuenus 4acTo
cepaua aputMust (B TOM uuciie OpamauMkapaus, | HEYacToO

KEeITy J0YKOBast TaxXUKapaus "

bubpuIAIHs TpencepIuii)

MH(}apKT MHOKapaa OYEHb PEAKO




Hapymenus 1
3abo1eBaHusA

HexenarejbHbIE Pe€aKIIHH

" YaeToTa

HapyimeHus co CTOPOHBI | IPHJIMBEI 4acTo
COCYyJIOB apTepuaIbHas THIOTEH3US HEYacTo

BACKYJIUT 0YeHb PEeJIKO
HapymeHus co CTOPOHBI | OJBIIKA 9acTo
IBIXaTeNIbHOM  CHUCTEMBI, | Kalledb, PUHHUT HEJacTo
OpraHoOB IPYJHON KIIETKH H
CPENOCTEHHUS
Xenyno4Ho-KHIIEYHbIE 00Jb B JKMBOTE, TOIIHOTA, AMCIEINCHs, | 9aCTO
HapyIIeHHs HapylIeHUs OINOPOXHEHUS KHIIECYHHMKA

(B TOM umcIIe AUapes ¥ 3a1op)

/ pBOTA, CYXOCTb BO PTY HEYacTo

ITaHKpPEaTHuT, racTpHuT, TUIEPIIIa3us | OUCHBb PEAKO
JECCH
Hapymemm CO CTOpPOHBHI | I'€MaTHUT, KEIITyXa, IMIOBBIICHHE | OYEHBb PEIKO

NeYeHH H
KEJTYEBBIBOIIMX MyTEH

AKTHBHOCTH ME€YEHOUYHBIX (PepMEeHTOB*

Hapymenuss co cTOpoHBI
KOXH W IOJKOXXHBIX
TKaHEH

ajiomenus, TreMopparuyeckas  Chlllb,
U3MEHEHHE I[BeTa KOXXH, IOBBIIIEHHOE
MIOTOOTAECHHE, 3y, CBINb, HK3aHTEMA,
KparuBHHULIA

HEYacCTo

QHTHOHEBPOTHYECKHA OTEK,
9KCCYNATHBHAs MOJIMMOpGHas 3pUTEMA,
9KC(ONMUATUBHBIA E€PMAaTUT, CHHAPOM
CruBenca-J[>xoHcoHa, oTek KBHHKe,
¢boToceHcubmIM3aUs

O4YE€HBb PEAKO

TOKCHYECKHH MUIEPMabHBIA HEKPOJIU3 | 4acToTa
’ HEHM3BECTHA

Hapymenus co CTOPOHBI | OTEK JIOJBDKEK, MBILIIEUHbIE CY0POTH 4acTo
MBIIIEYHOM, CKENETHOH M | apTpairus, MUAIrHs, 6OJIb B CIIHHE HEYacTo
COEIMHUTENBHOH TKaHH
HapylieHnst co CTOPOHBI | HAPYLIEHHsS] MOYEHCITYCKAHHS, HUKTYPHS, | HEYACTO
MOYEK M MOYEBBIBOIAIINX | MOJUIAKAYPHUS
nyTei
Hapymenus co CTOpPOHBI | MMIIOTEHIHUS, THHEKOMACTHSI

PENpPOIYKTUBHON CHCTEMBI
U MOJIOYHBIX XKeJie3

HEYaCTO

Obwmue HAPYMICHUS  H | OTEKH OY€Hb 4aCTO
pEaKIMu B MECTE BBE/ICHHS | MOBBIIIEHHAS YTOMJISIEMOCTh, aCTEHUS 4acTo
6onp B rpymHO#M  kierke, 0o0Jb, | HEYACTO
HEJIOMOTraHHe
JIaboparopHbie U | TIOBBIIIIEHHE MAaCChl TeJla, CHIDKEHHE | HeYacTo
UHCTPYMEHTAJILHEIE Macchl Tejia
JIAHHbBIE

* Kax rmpaBui0, ObLT0 CBSI3aHO C XOJIECTA30M.

* VIMeroTcst cOOBIIEHUS O eTMHUYHBIX ClTydasiX pa3BUTHS 3KCTPAUPAMUIHOTO CHHAPOMA.
Cool1ieHne 0 HeXeIaTENbHBIX PeaKIUsIX

Baxno coobmaTte 0 mOJO3pEBAEMBIX HEXKENATENbHBIX PEAKIUIX IOCNE PErHCTPalMH
JIEKapCTBEHHOI'0  Ipermapara ¢ Iedbl0  00eCredyeHUuss HEmpepbIBHOIO MOHHUTOPHHIA
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COOTHOIIEHHS «TONb3a-PUCK» JIEKAPCTBEHHOro mpemnapara,  MeInInHCKIM paBoTHIKaM
PEKOMEH/YETCsl cO00IaTh O MOJO03PEBAEMBIX HEXETATENbHBIX PEAKUUAX JICKapCTBEHHOTO
TpenapaTa 4epe3 HalMOHAIBHYIO CHCTEMY COOOLICHHS O HEXeaTeNbHbIX PEaKIHIX.
Pecny6muka benapycs

220037, Munck, ToBapuieckuit nep., 2a

VII «lleHTp 3KCEPTU3 U UCTIBITAHUHN B 3PAaBOOXPAHEHUN»

Tenedon otnena dpapmakonanzopa: +375 (17) 242-00-29; daxc: +375 (17) 242-00-29

On. moura: repl@reeth.by, reeth@rceth.by

www.rceth.by

4.9 Ilepeno3upoBka

CaeneHus 0 MpeIHaMEPEHHOHN IepeI03UPOBKE OTPaHUYCHBI.

CUMIOTOMBI d

Vmeromuecs DaHHBIE CBHIETENBCTBYIOT O TOM, YTO IEPENO3MPOBKA MOXET IMPHUBECTH K
upe3MepHON Tepr(epUUecKON Ba3OAMIATALUHE ¥, BO3MOXXHO, PeQIIEKTOPHOH TaXHKapIuH.
Coo6Imanoch O BO3HHKHOBEHHMH BBIPDKEHHOM H, BO3MOXKHO, JUIMTENBHOH CHCTEMHOH
TUITOTEH3UHU BIUIOTH JI0 Pa3BUTHS LII0KA U CMEPTEIBHOI0 HCXOIa.

O HekapIHOTEHHOM OTEKe JIETKHX PpEeAKo cooOmanoch Kak CJIe[CTBUE MEPEI03HPOBKH
aMIIOIMTIMHA, KOTOPBIA MOXET MPOSIBJIATHCS C 3alepXKKoi (uepe3 24-48 dacoB mocne npruema
BHYTPB) ¥ TpeOyeT MoUIepX KKK BEHTHIISAIUH JIETKNX. PaHHHE peaHMMallHOHHbBIE MEPOTIPUATHS
(BKJIOYAsl TIeperpy3Ky JXKHIKOCTHIO) JUISl TIOiepaHus mephy3ud M CepAeyHoro BhiOpoca
MOTYT OBITh MPOBOLUPYIOIIUMHU (aKTOpaMH.

Jleuenue

KnvHMYecKM 3Ha4MMas TMIIOTEH3MsS M3-3a MEPEJO3UPOBKH aMIIOAWIHMHA TpeOyeT aKTHBHOM
MOJUIEP)KKH CEPAEYHO-COCYAUCTON CHCTEMBI, BKJIIOYAs YacThI KOHTPOJb CEPACYHOH H
JbIXaTeTbHON (YHKIHMH, BO3BBILIEHHOE MOJIOXEHHE KOHEUHOCTEH M KOHTPOJIb 32 00BEMOM
LUPKYJIHPYIOLIEH HKUIKOCTH U IUYPE3OM.

CocynocyXuBarolye mpenaparbl MOTYT NPUMEHSTHCS Ul BOCCTAHOBJICHHSI COCYAMCTOrO
TOHyCa Y apTepHaJbHOrO MHaBJICHWS TpU YCJIOBUM, YTO HE CYIIECTBYET HHUKaKUX
MPOTHBOIOKA3aHUH K HMX NPUMEHEHUIO. BHYTpPHBEHHOE BBEICHHE TIJIIOKOHATa KalbLKsA
BO3MOJKHO JUIsl YCTPAHEHHS [TOCTIEACTBUHN OI0KaAbl KalbLIUEBBIX KaHAJIOB.

B HekoTOpBIX ciy4asx BO3MOXKHO IpPOMBIBaHHE XeIyaka. Y 3J0pOBBIX JI0OpOBOJIBLIEB
IIPUMEHEHHE aKTUBUPOBAHHOTO YIJIS B IEPBBIE [IBa Yaca I0CIIe IpUeMa aMJIOJMIIMHA B J103€
10 Mr cHHMXaJI0 ypOBEHb BCAChIBAHUS aMJIOIUIIUHA.

[TockonbKy aMJIONUIKH B 3HAYHUTEBHOU CTENIEHH CBSA3BIBAacTCS ¢ OeaKaMH IUIa3Mbl KPOBH,
MpoBeJeHNE reMoinani3a HeaheKTUBHO.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 ®apmakoaAMHAMHYeCKHe CBOHCTBA
dapmakorepaneBThueckasi rpynna: CeleKTHBHBIE OJIOKaTOPHl KalbIHMEBBIX KaHAJIOB C

IIPEUMYIIECTBEHHBIM BIMSHHEM Ha COCyabl. JIMTHAPONMPHANHOBEIE IPOU3BOIHBIE.
Kox ATX: CO8CAOL.

AMiomunuH — GJIOKaTOp KalbIIMEBBIX KaHAJIOB AUTHAPONMPUAMHOBOTO psAa; MHTHOUPYET
TpPaHCMEMOpPAaHHOE TOCTYIUICHHE MOHOB KaJIbLUS B KapAMOMHUOLUTBHI U TIAAKOMBIIIECYHBIE
KJIETKH CcOCynoB (OJOKaTOp MEUICHHBIX KaJIbLIMEBBIX KAHAJIOB HJIM AHTAarOHUCT HMOHOB
KaibluA). B OCHOBe THMOTEH3MBHOrO [EHCTBUS aAMIIOJMIIMHA JIEXKHUT pacciadisromee
BIIMSIHUE Ha [MIAJIKYI0 MYCKYyJIaTypy cocymoB. TOUHBIN MeXaHU3M AEHCTBHS aMJIOJUIIMHA IIPH
CTEHOKapJu¥ OKOHYATEJIbHO HE YCTAHOBJIEH, OJHAKO AaMJIOJUIHMH YMEHBIIACT HIIEMHUIO
CIIEAYIOIUMH ABYMS My TSMH: ,

1. AMJIOMUNUH pacIuMpseT nepupepudecKre apTePHOIIB B TAKUM 00pa3oM CHMXKaeT oblee
nepudepuyeckoe COmpoTUBIeHHE (TOCTHArPY3KY), Ha MPEOJOJIEHHE KOTOPO# 3aTpavynBacTCs

’
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paboTa cepana. IIOCKONBKY 4YacTOTAa CepIEYHBIX COKpAm{EHitit 0CTAETCA | CTaONIbHOH,
CHW)XCHME HArpy3KM Ha CepiAle MPUBOAUT K CHIDKCHHMIO ~TIOTPEONCHUS SHEPTHH H
MOTpeOHOCTH MHOKap/a B KHCJIOPOIE.

2. PacmmupeHue KOpOHApHBIX apTepHH M apTepuoj] Kak B HEH3MEHEHHBIX, Tak H B
MIIIEMH3MPOBAHHBIX 30HAX MHOKApJa, BO3MOXKHO, TAKXKE HIPaeT poJib B MEXaHU3ME ICHCTBUS
aMJIOZIMITAHA, JTO pacUIMPEHHE YBEIWYMBACT IOCTYIUIEHHE KHCIOpoJa B MHMOKapa vy
MalMEeHTOB CO CNa3MaMM KOPOHApHBIX apTepuit (Mpu creHokapauu IIpuHuMeTana, WM
BA30CMACTHYECKON CTEHOKAPIUH).

V nanueHTOB ¢ apTEpPUATBHOM THIEPTEH3UEH NMPUMEHEHHE aMJIOJMIMHA OIUH pa3 B CYTKH
obecrevnBaeT KIMHUYECKH 3HAUUMOE CHHKEHUE apTEPUAIbHOTO NaBJICHHUS B TOJIOKEHHH KaK
nexa, TaKk M CTOS HAa MPOTSDKEHHH 24 dacoB. M3-3a MEUIEHHOrO Havyajga NeHCTBUSA
aMJIOIMTIMHA PE3KOT0 MaZCHUs] apTEPUATBHOTO IaBJIEHUS HE OTMEYACTCS.

Y nanueHTOB €O CTaOWMIBHOW CTeHOKapAaWed pa3oBas CyTOYHas J03a aMJIOAMIHHA
YBEJIMYMBAET TOJIEPAHTHOCTh K (U3MUECKOH HArpy3Ke, yBEJIMYMBAET BpeMs 1O pPa3BUTHUA
MIPUCTYNIa CTEHOKapauKu M Jaernpeccuu cermeHta ST Ha 1 MM, CHMXKAeT 4acTOTy IPHUCTYTOB
CTEHOKApIHUHU U YMEHbBIIAET MOTPEOHOCTH B IPUMEHEHUH HUTPATOB. '

AMIIOMIIMH HE BBI3bIBAT KaKMX-THOO HEXenaTeJbHbIX MeTabonndeckux 3pQexToB WM
MU3MEHEHHs] YPOBHEH JIMMHMIOB B IUIa3ME€ KPOBH, IO3TOMY OH MOXET IPUMEHATHCA Y
NalUEeHTOB C 6ponxn’a.m>Hor71 acTMO#, caXapHbIM 1UabeToM U MoJarpom.

[IpyMeHeHMe y MalMeHTOoB ¢ UIeMu4YecKor 00Ie3HEI0 cepa

O¢ddexTUBHOCTh aMIIOANUNHHA B TMPEAOTBPAICHHH KIMHUYECKUX COOBITHH y IMAlMEHTOB C
UIIEMHYEeCKOi OOJIe3HBIO Cepalla OIEHHBAIM B HE3aBHCUMOM, MYJILTHIIEHTPOBOM,
PaHIOMHU3UPOBAHHOM, IBOHHOM CIEmOM, IUIAneb0-KOHTPOIHUPYEMOM HCCIIEIOBAaHUH C
yuactueM 1 997 nanuentoB — CAMELOT (Comparison of Amlodipine vs Enalapril to Limit
Occurrences of Thrombosis — CpaBHeHHE CIOCOOHOCTH aMJIOQWIIMHA M SHAIATNpPHIIA
OrpaHWYMBaTh pa3BHTHE TpoMOo03a). B TeueHue 2-netHero nepuona 663 u3 3THX NALMEHTOB
MONyYald aMJIOOWNuH B mo3e 5-10 mr, 673 manuenta — sHamanpuna B po3e 10-20 mr u
655 mauneHToB — IUTanebo B [JOMOJHEHHE K CTaHJAPTHOW Tepamud CTaTUHaMH, Oera-
anpeHoO0KaTopaMy, JUypeTHKamMu uiau  acmupuHoM. OCHOBHBIE —pe3ylbTaThl 110
3¢ dexTuBHOCTH TpuBeneHsl B Tabmuie 1. [TomyueHHBIE pe3yabTaThl CBUIETEIBCTBYIOT O
ToM, 4To Yy mnauueHToB ¢ WBC mnpuem amnogunuHa XapakTepU30BAJICS MEHBIIAM
KOJIMYECTBOM ~ CJIy4yaeB TOCHHUTAIM3AaMM [0 TOBOLY CTEHOKApAMH M  IPOLELYp
pEBacKyJIIpU3aIHH. :

Tabamna 1. YactoTa 3HAUHTENBHBIX KIMHUYECKHX pe3ysbTaToB B uccnenoBanu CAMELOT

PesynbraThl CepnevHo-cocyiucTbie COOBITHS AMJIOIMITHH VS. miane6o
Konuuectro (%) '
AwmnonunuH | [lnane6o | DHananpun OtHoleHue P-
: PHCKOB 3HauYeHHE
(95% i)
IlepBHuYHasi KOHEYHAs] TOYKA

HexenarensHble ' 0.69
cepaeuHo-cocyauctoie | 110 (16,6) | 151 (23,1) | 136 (20,2) ’ 0,003

(ot 0,54 no 0,88)

COOBITHS
OTaesibHbIE COCTABJIAIOIINE

PeBackynspuzaums 0,73

KOPOHAPHBIX apTepui 78(11.8) 103(15,7) | 95(14,1) (ot 0,54 no 0,98) 0,03
TlNocnuranuzanus no 0,58

NOBOAY CTEHOKApJAUH 2 it Shilad) | S6K128) (ot 0,41 no 0,82) B2
HedaranbHsiii 0,73

MH}apKT MHOKapaa 14421) 19(2.9) 11(L6) (ot 0,37 no 1,46) 0,37
HUucynbT unu / 6 (0.9) 12(1.8) 8(1.2) 0,50 0.15

TPaH3UTOpHAS (o7 0,19 no 1,32)




WIIEMHYECKas aTaka ‘ ka3 Muni TBA 3 ox
CepaevHococyaucTas Fe2. 46

CMEpr g 508 | 203) | SOD T (r048 0127
["ocnuranuzawuus no 0.59

MOBOJY CepAEYHOH 3 (0,5) 5(0,8) 4(0,6) for 0,14: 10 2.47) 0,46
HEIOCTaTOYHOCTH

OcTtaHoBKa cepaua ¢

nocieayrouen 0 4 (0,6) 1(0,1) Het naHHbIX 0,04
peaHumanuen

BnepBbie BbISBICHHBIE

3abosieBaHus 2,6
nepudepuueckux HE) 2402 ol (ot 0,50 no 13,4) 0.24
COCYIOB

IIpuMeHeHre y TalMeHTOoB ¢ cepIeYHON HEJOCTATOUHOCThIO

HccnenoBanust reMOAMHAMHKH W KOHTPOJMPYEMbIE KIMHHYECKHE HCCIENOBAHHSA C
UCTIOJIB30BAHUEM MPOOBI ¢ PU3MUECKO HArpy3KO# IMOKa3aii, YTO aMJIOAMIIHH HE TPUBOIHII K
YXYIIIEHUIO COCTOSTHHS MalHeHTOB c CepaeuHON HEJOCTaTOYHOCTBIO
(II-IV ¢pynkumonanbHoro kiacca mo knaccupukanuun NYHA), o yeM CBHIETEIbCTBOBAIIH
TMOKa3aTeH MePEeHOCHMOCTH (U3NYECKUX HArpy30K, (pakuuu BbIOpOCa JIEBOr0 KelynodKka 1
KJIMHHYECKasi CHMIITOMAaTHKa.

[Tnaue6o-koHTponupyemoe wuccienoBanne PRAISE, paspaGoTaHHOe ¢ LENbIO OLEHKH
NAlMEeHTOB ¢ cepaeyHod HenmoctaroyHocTeto III-IV  ¢dyHkmoHansHOrO Kjlacca 110
knaccupuxauun NYHA, monyyaBIIMX JWIOKCHH, IUYPETHKH U UHruOuTOpnl AllD,
NI0Ka3aJI0, YTO NPHEM aMIIOJMIIUHA HE MPUBOAWI K MOBBIIICHHUIO PUCKA CMEPTHOCTH HIIH
CYMMapHOro  pHcka 3a00I€BaeMOCTH/CMEPTHOCTH Yy  MAIMEHTOB C  CEpIAEYHOH
HEI0CTaTOYHOCTEIO.

B nononHuTensHOM HONTOCPOYHOM ILTane6o-KoHTpoaupyeMoM ucciemnoBanud PRAISE-2 ¢
y4JacTHEM MaIHEeHTOB ¢ cepieyHoi HenoctaToyHocThIO 111 1 IV ¢pyHkumonansHOrO Kiacca 1o
knaccupuxanun NYHA Ge3 KIMHHYECKMX HIM OOBEKTHBHBIX IPH3HAKOB HINEMHYECKON
Oone3ny cepaua, OJHOBPEMEHHO MPHUHHUMABIIMX HHIHOUTOpPEI ATID, cepaevHble TITUKO3U/IBI
U JUYPETHKH B IOCTOSHHBIX J03aX, aMJIOJWIIMH HE OKa3bIBaJl BIUSHHUA Ha OOIIyI0 H
CEpACYHO-COCYIUCTYID CMEPTHOCTb. Y OTHX )K€ IAllUEHTOB IPUMEHEHHE AaMJIOJUIMHA
COIIPOBOJKAAJIOCH YBEIMYEHUEM YHUCIIA CITyYaeB OTEKA JIETKHX.

HccneoBanye 10 OIEHKE PasIMYHBIX BUIOB JEYeHHs B IPOGUIAKTHKE HHDAPKTa MHOKAp/a
(ALLHAT)

PannomusupoBaHHOe, IBOWHOE CIIETIOE HCCIIENOBAHME M0 H3YYEHHIO 3a00JIEBaEMOCTH U
cmeptHocTH ALLHAT (Antihypertensive and Lipid-Lowering Treatment to Prevent Heart
Attack Trial — HccnenoBanue aHTHUTHIIEPTEH3WBHOW M THIIOJMIMIEMHYECKON TEpaNuH B
npopunaktuke WHMapkTa MHOKapaa) OBUIO INPOBEIEHO JUIs CPaBHEHHS 6oJiee HOBBIX
npenapaToB — amyogunuHa (O1okaTopa KalbIIMEBBIX KaHAJIOB) B Jo3e OT 2,5 no 10 mr B
CYTKH MJH Ju3uHonpuia (nHruouropa AII®) B mose ot 10 mo 40 Mr B CyTKH B KayecTBe
MpenaparoB MEPBOA JMHUHU C THA3HIHBIM JUYPETHKOM XJIOPTAJIMIOHOM B H03¢ OT 12,5 1o
25 MT B CYTKH B JICYEHUH MATKOM U YMEPEHHON apTepHaIbHOM THIIEPTEH3HH.

B ostomM wuccnenoBamm mnpuHEMank ydacThe 33 357 NAUMEHTOB C  apTEpUABHOM
TUTIEPTEH3UEH B BO3pacTe 55 JIET M CTaplle, KOTOpble HaOMIONANNCh B CPEHEM B TEYECHHE
4,9 net. V y4aCTHHKOB HCCIIeIOBAHUS UMEJNCA KaK MUHAMYM OJIMH JOTIOJHUTENBHBIHA (GakTop
pUCKa MIIeMHYECKOH GOoe3HH cepaua, BKIoYas WH(apKT MHOKapaa Wik HHCYNbT (Gonee 6
MECANEB [0 BKIIOYEHHS B MCCIEIOBAaHWE) W/MIM JpPyroe IOATBEPKICHHOE CEpAEYHO-
cocynucToe 3aboNeBaHHE aTePOCKIEPOTHYECKOro rexesa (Bcero 51,5%), caxapHblii nuaber
2-ro thma (36,1%), Xc-JIIIBIT <35 wmr/mn (11,6%), rumeprpodus JIEBOro JKelyaodka,
AMArHOCTHPOBAHHAA Ha OKT unu npu sxoxapauorpaduu (20,9%), u xypenue (21,9%).




U { BEJIA

[lepBuuHas KOHEYHas TOYKa IpeACTaBsia COOOH KOMOVMHALIHIO (baTaJILH(m UBC wu
HeaTanpHOro MHGpapkra Muokapaa. CTaTUCTHYECKH 3HAYUMOM PasHULBI 110 [IEPBHYHOH
KOHEYHOM TOYKE MEXJy Tepaluell aMIOUIIMHOM U TEpanueil XJIOPTATHIOHOM BBIIBICHO HE
6su10 (OP 0,98; 95% U [0,90-1,07]; p=0,65). Cpenyt BTOPUYHBIX KOHEYHBIX TOHYCK HacTOTa
Pa3BUTHS CEpHEYHOH HEJOCTATOYHOCTH = (COCTaBNAIOMAs KOMOWHHPOBAHHOH —CEpAETHO-
COCYIMCTOM KOHEYHOM TOYKM) OblIa 3HAUMMO BBIIIE B IPYIIE aMIOJUNHHA M0 CPABHECHHUIO C
rpymmoit xnopramamona (10,2% vs. 7,7%; OP 1,38; 95% U [1,25-1,52]; p<0, 001). Tem He
MeHee, 3HAYMMON paAsHMIBI B CMEPTHOCTH II0 BCeM IMpHYMHAM MEXIy TepamnueH
aMJIOMMIIMHOM M Tepamuedl XJOPTAIMAOHOM BBIABICHO HE OBUIO (OP 0,96; 95% U
[0,89-1,02]; p=0,20).

[IpumeHeHue y aetei (B BozpacTe 6 JIET U cTapiue)

B uccrnenoBanuy ¢ ydacTueM 268 1eTeli B Bo3pacte OT 6 10 17 JIeT B OCHOBHOM C BTOPHYHOH
apTepUaIbHOM THIlepTeH3uel, cpaBHEHHE 3Q(HEKTUBHOCTH NPUMEHEHHS aMJIOIMIINHA B J103€
2,5 mr u 5,0 Mr mokasaio, 4yTo o0e 036l perapara BbI3bIBATH 00Jiee BHIPAXKEHHOE CHU)KCHUE
CHCTOJIMYECKOTO apTePHANbHOTO JaBJEHHS MO CPaBHEHMIO ¢ IUianebo. Pasmuume mMexy
JByMsl J03aMH TIpernaparta He OBUIO CTaTHCTHYECKH 3HAa4uuMo. M3ydyeHue BIHSHHSA
JUTHTENBHOTO MPUMEHEHHS aMJIOJUIIHHA Ha POCT, TOJI0OBOE CO3pEBaHHE M 00LIee pasBUTHE HE
NIPOBOAMJIOCHh. BiHMsSHWE UTUTETHHOTO NMPUMEHEHHs aMIIOJUIIMHA B JCTCKOM BO3pacTe Ha
CHMXKEHHE 3a00JIEBAEMOCTH M CMEPTHOCTH OT CEpAEYHO-COCYAUCTBIX 3a00JIEBaHUH B 3pEsIOM
BO3pacTe TaK)Ke HEM3BECTHO.

5.2 ®apmakoKHHEeTHYeCKHe CBOHCTBA

AGcopbuus
[Tocne mepopalibHOTO MpHeMa B TepalneBTUYECKUX J03aX aMJIOJUIIMH XOPOIIIO BCAChIBAETCH,

IOCTHTass MAaKCHMMaJIbHOTO YPOBHS B KpOBH uepe3 6-12 u mocne mpuema. AOGCOMOTHas
OMOOCTYITHOCTH MO pacyeram cocTaBisieT oT 64 no 80%. brHogocTynmHOCTE aMIOAWNIHHA HE
3aBHCHUT OT NpHeMa IHIIH.

]

Pacnpesenenue '
Ob6weM pacnpenenenust coctaBiser okosno 21 n/kr. WccnenoBanus in vifro 1mokasaji, 4TO
npubnu3uTeNsHO 97,5% UUpPKYIUPYIOIEro aMIOAUIIMHA CBSA3BIBACTCS C OEIKaMH IJ1a3MBl.

Buotpanchopmarus

AMJIOIUNIUH aKTHBHO METa0ONMM3UpyeTCs B IEUYeHH C OOpa3sOBAHHEM HEAKTHBHBIX
MeTabonuToB, 10% HEH3MEHHOrO JIEKapCTBEHHOTO  TIpenapara  H 60% MeTaboIUTOB
BBIBOJIUTCS U3 OpraHy3Ma ¢ MOYOH.

DJIUMUHAIUS
[lepuon monyBBIBEIEHHS W3 IUIa3MBI COCTaBiISeT OKOJO 35-50 4yacoB, YTO COOTBETCTBYET
[IpHEMY JIEKapCTBEHHOTO Npenapara OIuH pa3 B CyTKH.

Oco0Bble rpynIe! NaueHToB ,

Ilayuenmur ¢ napywenuem ynKyuu nevenu

MMmeroTcs orpaHHYeHHbIE KIMHUYECKHE NaHHbIE B OTHOINCHHM IIpHEMa aMIIOAMIIMHA Y
NMALMEHTOB C HApyNICHHEM (YHKIMM [e4eHH. Y  MalHEeHTOB C  MeYeHOUHOH
HEIO0CTAaTOYHOCTBIO CHIKAETCS KIIUPEHC aMJIOJUIKHA, YTO MpUBOAUT K yBenmueHHIo AUC u
NIEpHOa NOTyBBIBEACHUS MPpUOIU3uTensHO Ha 40-60%.

Iayuenmyl nodcunozo eospacma

VYV NOXMIIBIX U MOJIOABIX MAIHEHTOB BpEMs JOCTHXKEHUS MaKCUMAaIbHOM KOHIIEHTpPALMH
aMJIOJMNMHA B IUTa3Me€ MPAaKTHYECKH OJMHAKOBOE. Y TMOXWIBIX MalMEHTOB OTMEYEHa
TEHJCHIUS K CHIDKEHHIO KJIMpeHca aMJIOJMIHMHA, 4TO MpUBOOMT K yBemuueHuio AUC
(rutomaagu  30HBI TOA KPUBOW  KOHLEHTpALMS-BpEMs) U IEPUOAA  IIOJYyBBIBEICHHUS.
[ToBbimenne 3naveHuss AUC U yBenuWueHHE TepHOJa IOTYBBIBEJECHUS Y IAIMEHTOB C
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CepIEYHOM HENOCTATOYHOCTHIO COOTBETCTBOBAJIO BO3PACTHBIM OCODEHHOCTSM MCCIIENyeMOH
BO3PACTHOM TPYMITBI MALMEHTOB.

Hemu

WccnenoBanue MOMyIAIMOHHON (papMaKOKMHETHKH IIPOBOJUIOCH C ydacTHeM 74 meteit ¢
apTepHaNbHON runepTeHsuel B Bo3pacte oT 1 g0 17 net (34 mamueHTta B Bo3pacTe OT 6 110
12 neT u 28 nmarnueHTOB B Bo3pacTe oT 13 1o 17 yieT), mosryyaBIIHX aMJIOJHUIIMH B 103€e 1,25 1
20 Mr oQuWH MM [Ba pasa B CyTKH. Y Jereil B Bo3pacTe OoT 6 n0 12 jleT ¥ MOAPOCTKOB B
Bo3pacte oT 13 mo 17 ner cpenuue 3uadenus kaupenca (CL/F) npu nepopaibHOM TpHeEMe
npenapara coctaBisuid 22,5-27,4 n/4 y manpuukoB U 16,4-21,3 n/9 y neBouek. OTmevanach
3HAYUTENIbHAas] WHAWBUAyalbHas BapHaOelbHOCTh BO3IACHUCTBHA. JlaHHBIE, ITOJIYyYEHHBIE Y
JETel B BO3pacTe 10 6 JIeT, OrpaHUYEHBI.

5.3 JlaHHbI€ JOKJIHHHYECKOH 0€301acHOCTH

PenponykTuBHAas TOKCHYHOCTD

HccnenoBanust M0 M3Yy4YEHWIO BJIMSHUS aMIIOJMIMHA HA PEMPOAYKTHBHYIO (YHKIMIO Ha
KPhICaX M MBIIIAX TPOJEMOHCTPHPOBATH 3alePXKKy HACTYILUICHHS JAThl POJIOB, yBETHYEHHE
NPOJOJDKUTEIBHOCTH POIOB M CHHIXKEHHE BBDKHBAEMOCTH IOTOMCTBA IIPHU HCIIOJIb30BAHHU
npenapata B Jo3aX, OpubiausurensHo B 50 pa3  MpeBBINAONMX MaKCHMaIbHYIO
PEKOMEHIYEMYIO 103y JJISl YeJIOBEKa M3 pacyeTa B MI/KT.

DepTHILHOCTD

BnusHMS Ha (GEepTUIBHOCTH KPBIC, MOJYYaBIIUX aMJIOIAMIIHH (CaMIBl — B TeueHHe 64 mHEH,
caMKH — B TeueHHe 14 nHelt mepen cmapuBaHueM) B go3ax mo 10 mr/kr/cyt (B 8 pasz* Bbime
MaKCHMAaJIbHOH pEKOMEHJIOBAaHHOW JO03bI IS dYejioBeKa, KoTopas coctaBimsier 10 mr wus3
pacuera B Mr/m%), BBHIBIEHO He GBUTO. B JpyroM MCCIENOBaHMH HA KphICaX, B KOTOPOM
caMIlbl MOJIydyald amyioAunuHa OecunaT B TedeHue 30 OHel B J03€, COMOCTaBUMOH C
TEPANEBTHYECKON J030M A7 4eloBeKa M3 pacyeTa B MI/KT, ObLIO OOHapy>XEHO CHIKEHHE
ypoBHEH (OIUTMKYIOCTHMYIHPYIOIIET0 TOPMOHA M TECTOCTEPOHA B IIa3Me KPOBH, a TaKKe
YMEHBIICHHE KOJIMYECTBA CIEPMAaTO30UIOB B €IUHHIE O00BeMa, KOJMYECTBA 3PEIIbIX
crniepMatuz 1 kietok Ceprosm.

KaHI11eporeHHOCTh U MYTareHHOCTh

Y KpBIC M MBIIIEH, MOTYYaBIIMX aMJIOJMIMH C MUMIEH B Te€YeHHE 2 JIET B KOHIEHTPALMSIX,
obecneunBaBmux no3y 0,5, 1,25 u 2,5 Mr/kr/cyT, IpU3HAKOB KaHLEPOrEHHOCTH IIpenapara
BBIIBJIEHO He Obuio. HawBbicmast mos3a (y MbImied — COOTBETCTBOBABINAS MaKCHMATbHOM
PEKOMEHIOBAHHOM 03¢ Ul 4esioBeka — 10 Mr u3 pacdeta B MI/mM%, a y Kphic — B 1IBa pasa*
NpEeBBIIIABINAS 3TY KAMHMYECKYIO N03y) Oblia OnM3ka K MaKCHMAJIbHO MEPEHOCHMOW H03e
JUIS MBILIEH, HO HE JUIS KPBIC.

B wuccnenoBanmsax MyTareHesa JIeKapCTBEHHBIH IpemapaT He OKa3biBal MyTareHHOTO
JEUCTBUS HU HA TEHHOM, HM Ha XPOMOCOMHOM YPOBHSIX.

* CoracHO pacueTtam JIs IallMeHTa ¢ Maccoi Tema 50 Kr.

6. DPAPMALIEBTUYECKHUE CBOMCTBA

6.1 Ilepeuenn BCIIOMOTaTe/IbHBIX BeleCTB
Llennronoza MUKpOKpUCTAIIHYECKAS
KapTodenbHbiit kpaxmain

Kanenus creapar

JlakTo3a MOHOTHIpAT.

6.2 HecoBmecTumMocTh
He npumenunmo.

6.3 Cpox roanocTu
2 ropa.



6.4 Oco0ble MepbI MPeIOCTOPOKHOCTH NMPH XPAHEHHH
XpaHUTh B OPUTHHAIBHOM yMaKOBKE JJIs 3alUTBl OT CBETA MPH TEMIIEpaType HE BBIIIC
25°C.,

6.5 Xapakrep u cogep:kaHHe NEPBHUYHON YIIAKOBKH

[To 10 TabieToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUIEHKH MOJMBHHHJIXJIOPHIHOM U
ruOKO#M yImakoBKM Ha OCHOBE aTFOMHHHEBOH ¢onbru. OQHy, TpH MM IIECTh KOHTYPHBIX
SYEUKOBBIX YITAKOBOK BMECTE C JIMCTKOM-BKJIaBIIIEM [TOMEIIAIOT B IIA4YKy U3 KapTOHA.

6.6 OcoOble Mepbl TNPEIOCTOPOKHOCTH TNPH YHUYTOKEHHH HCIOJIb30BAHHOIO
JEeKAPCTBEHHOr0 TMpenapara HWJIH OTX0I0B, MOJY4YeHHbIX I0cCjJe TpPHMEHEHHsN
JIEKapCTBEHHOT0 MpenapaTa uiH paboThl ¢ HUM

CrnennanpHble TpeGOBaHHUS OTCYTCTBYIOT.

Bech ocTaBmmiics JIeKapCTBEHHBIM MpemapaT M OTXOABl CIEAYyeT YHHUYTOXHTH B
YCTaHOBJIEHHOM IOPSfIKe.

6.7 YcaoBus ormycka

[To penenry.
M
7. AEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS K S
PVIT «benmenmnpemnapatsi», . NI S
Pecny6nuka Benapycs, 220007, r. MuHCK, PR 8

yn. ®abpunuyca, 30, Ten./dakc:(+375 17) 220 37 16,
e-mail: medic@belmedpreparaty.com

IIpeTensun noTpebuTeneit HampaBisATh B ajpec JAepKaTeNs pPETHCTPAHOHHOTO
yIOCTOBEPEHHUS

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUS

9. IATA IEPBUYHOM PETUCTPALIUU
Jlata mepBoit perucrpanuu:
10. JATA IIEPECMOTPA TEKCTA
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