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COTJIACOBAHO
MUHUCTEPCTROM 3APABOCXPAHEHUA
PECTIVBJIUKH BENAPYCH
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OBIIAS XAPAKTEPUCTHUKA JEKAPCTBEHHOI'O IIPEIIAPATA
(madopmanus 1Is CIENHUANCTOB)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

AMJIOIUIINH, TaOJIETKH, 5 MT.
MeskayHApO/HOE HENATEHTOBAHHOE HANMEHOBAHHE
Amlodipine.

2. KAYUECTBEHHBIN 1 KOJUYECTBEHHBIA COCTAB

Meticmeyiowee eujecmeo. aMIIOUIIHH (B BHZIE aMJIOIUTIMHA fecuara) — 5 Mr.
BenomozamenvHble 6ewecmad, Haludue _KOmopblx 8 cocmaee npenapamad credyem
YYUmpI8amb.; TAKTO3a MOHOTHPAT (CM. pasaen 4.4).

[ToHBIH IepeYeHb BCIOMOTaTeNbHBIX BEIECTB IIPABE/ICH B pasiciic 6.1.

3. JEKAPCTBEHHASI ®OPMA
TabneTky 6€J10r0 WM MOYTH 6ENoro 1BeTa, MIIOCKONUIMHAPHICCKHUC, C ¢ackoit.

4. KINHUYECKUE JAHHBIE

4.1 IToxa3zanusi K NPUMEHECHHUIO

e AprepuanbHas MMICPTCH3NS.

¢ Xponudeckas cTabuIbHAsS CTCHOKapAHs.

e Basocmactiueckas cTeHOKapaus (CTCHOKapIus [puHIIMETANIA).

4.2 PexuM J103MPOBAHHUSA B c1I0CO0 PAMEHEHMS

Pexxum 103MpOBaHUS

Tlpu aprepHaibHOM T'MNEPTEH3WH U CTCHOKAPIHH oOpIuHas [03a Ipenapara coCTaBjsacT
5Mr oguH pa3 B CyTKH. B 3aBHCHMOCTH OT MHIMBUAYATBHOH peakUU{ MallMeHTa Ha
Tepanuio 03y Iperapara MOXHO MOBBIIATH N0 MaKCHMAaJIbHOM JI03bl, COCTABIIAIONICH
10 mr.

V HANMEHTOB C apTepUATLHON TMIEPTEH3MEH BO3MOXKHO NPHMCHEHHC aMJIOJIUIIMHA B
KOMOMHAIMM ¢ THA3WAHBIMM  JUYPETUKAMH, anbga-aapeHo0I0KaToOpaMHy, bera-
apeHo0IoKaToOpaMu MK paruburopamu  AIl®. VYV nanmeHtoB CoO CTEHOKapIUeH
AMJIOJIMITHH MOXKHO NPUMEHATH KaK B KayeCTBE MOHOTEpanud, TaK ¥ B KoMOUHaLMU C
APYTHMH aHTHAHTMHATbHBIMU JIEKAPCTBEHHBIMH CPEICTBAMH IIpH PE3UCTEHTHOCTH K
HUTpaTaM W/ 6eTa-aapeHobI0KaTopaM B COOTBETCTBYIOIIHX 103aX.

TIpu OJHOBPEMEHHOM MPUMEHCHUH THA3HIHBIX IUYPETHKOB, HeTa-aIpeHO0J0KaTOPOB MM
uHruouTopoB AII® KOppeKuMs 1035 aMJIOUNHMHA HE tpedyeTcs.

Oco6ble rpyniibl NaKCHTOB

TIayuenmot nodcun020 803pacma

OGbIUHbIE 03I AMJIOAMIMHA OJMHAKOBO XOPOIIO MEPEHOCATCA KaK MOXKMILIMA, TaK H
Goee MOJIOABIMA TanueHTaMu. [TOXKHIIBIM [alMeHTaM PEKOMEHIYIOTCH OOBIYHBIE 03Bl
npenapara, MpH HEOOXOMMMOCTH TOBBIMNICHAS 03B creayeT coOmoaaTh OCTOPOKHOCTE
(cM. pasnenst 4.4 u 5.2).

Iayuenmul ¢ HApyWeHUEM QYHKYUU neYeHU

Jl/11 MAIHEHTOB ¢ HapyeHUAMH QYHKIMHA NeHCHH JIerKo#t ¥ CpefHeH CTENneH! THKECTH
peKOMEHJAlKK 110 PEXUMY JO3UPOBaHMs Nperapara He ycTaHOBJEeHBI [loaToMmy noabop
1035 CIIEAyeT MPOBOMHUTH C OCTOPOXHOCTBIO, HAdMHAA C Haubosee HU3KOH J03BI (CM.
pasaensl 4.4 1 5.2). GapMaKOKHHETHKA aMJIO/IUITHHA py HapyleHHsX QYHKIHMH [EICHH




y COrTACoRAHO
MUHHCTBEGTROM B/1PANOOXPAHEHHIS
PECHYERUEY BEAARYCH

Tpuxaa I\gumc‘rqpc'ma B5PARBLOX PAHCHUSA
eenyanky Bexapycn

TSKeIOM CTEHNeHM He H3ydeHa, NOITOMY Y TakHX HallMeHTOB JICUCHHE ANOTOITTTTETON
CIEyeT Ha4MHATh C HAMMEHBIICH BO3MOXKHOM O3] M MEJUIEHHO IIOBBIIATH 03y
npenapara.

Iayuenmpl ¢ HapyuieHuem GYHKYUU noyex

Koppensuusi Mexy CTETNEHBIO TSHKECTH HapyIICHHAS pyHKUMH MOYEK M M3MEHECHHAMH
KOHIEHTpAIlUM aMJIO[MIIHHA B IUIA3ME KPOBH OTCYTCTBYCT, HO3TOMY y TAIMEHTOB C
HapyeHusMH (QYHKIMA NOYeK PEKOMEH/YETCsl IPUMCHSTE npenapar B OOBIMHBEIX J03aX.
AMJIOANVH HE BBIBOJUTCS ITyTEM IeMOANAIHA32.

Cnoco0 IprUMEHEHUs

AMJIOJIUIMH CIEAYeT TPUHUMATh BHYTPb. [l obJeryenus npueMa TablIeTKa MOXET OBITH
pasjienieHa Ha 9acTH.

4.3 [IpoTuBONOKA3aHUS

e  IWIEPUYBCTBUTENHHOCTh K aMJIOJMIIMHY, JPYTUM NPOU3BOXHLIM JMTHIPOTTUPUANHA
WM JTI0O0MY IpyroMy KOMITIOHEHTY Ipenapata (cM. pasaen 6.1);

e  TspKeNas apTepuabHas THIOTCH3HA,

e  mOK (B TOM YHCJI€ KAPAMOTEHHBIH LIOK);

e OOGCTPYKIHS BBIHOCAIIETO TPaKTa JIEBOTO KEIyJNOHKa (manmpumMep, TOKEJBIA
A0OPTAIBHBIN CTEHO3);

e  reMOJMHAMAYECKH HecTaOyibHas CepAeuHasd HENOCTaTOUHOCTD [ocjae  OCTPOro
nH(papKTa MUOKap/a;

e Bo3pacrt o 18 ner.

4.4 Ocobble yKa3aHHUsl 1 MEPbI MPEI0CTOPOKHOCTH NPH IPAMEHEHHIH
BesonacHOCTh ¥ 3b(EKTHBHOCTE NPUMCHEHNS aMIIOAMIMHA TIPH TUIIEPTOHUYECKOM KPU3€E
HE YCTaHOBJIEHBL

[ManueHTH! ¢ cEpIAeYHON HEOCTATOYHOCTRIO

HeoGXOMMMO ¢ OCTOPOXHOCTBIO INIPAMEHATH IMpENapar y MAliCHTOB c cepaedHor
HEJOCTATOYHOCTBI0. B MPOJODKHTENBHOM 1a11e60-KOHTPOJIUPYEMOM HCCIICI0BAHUA Y
MalMeHTOB C CEpeYHOH  HEAOCTATOIHOCTHIO msoxenon cremenn (Il o v
GyHKIMOHAIBHBIA KTacC I10 xnaccudukaman NYHA) dacrora ciydaeB pasBATIA oTeKa
JerkuX TIpA IPUMEHEHMH aMJIO/IUIFHA OBbLTa BBIIC 110 cpaBHEHHIO ¢ Tane6o (cM. pasnen
5.1). TlamuenTaM ¢ 3aCTOHHOM CepeYHON HEJOCTATOUHOCTRIO CICAYET € OCTOPOKHOCTBIO
[IPHMEHSTH OJIOKATOPH! KaIBLHEBbIX KAHAJIOB, BKIIOHAA AMJIOJIMIIMH, TOCKOJBKY OHH
MOTYT MOBBIIIATH PHCK CEPASIHO-COCYTUCTRIX OCJIOKHEHUH B OyIyIeM i CMEPTHOCTD.

[lanueHTsl ¢ HapyleHneM QYHKIMY NCIECHN

V AUMEHTOB ¢ HapylleHHeM (QYHKIMH TeYCHH MEPUON MOIyBbIBEACHHA aMJIOAMIINHA U
suauenns AUC (cymMMapHas KOHIIGHTDAIKs JIEKAPCTBEHHOIO TIperiapara b 1a3Me KpoBH B
TeYeHHE BCEr0 BPEMEHH HAONIONEHUS) YBETHICHDIL PexoMeHJAlMA IO JO3MPOBAHHIO Y
TOM KATErOpHH MAIUCHTOB HE PaspaboTaHbL. B cBs3u ¢ 9TMM NIPUMEHEHNE aMJIOAUIINHA ¥
3TOM KAaTeropuu NAIHEHTOB CIEAyeT HayMHATh ¢ MHHMMAJIBHOR 103BL, cOOMonas
OCTOPOXKHOCTh KaK B Hauajle IPHMEHCHHs NpenapaTa, TaKk u IpH [IOBBIIICHUH €70 TO3BL Y
NALMEeHTOB ¢ NEYCHOYHOM HENOCTaTOYHOCTBIO TSKETION CTENEHH MOXET MOoTpeOoBaThCA
Me/UIEHHBIH [I000p 7103BI A TIIATETbHOE HAOMIONEHAE 32 HX COCTOAHHICM.

[TauMesTh! OXXUIOTO BO3pacTa
CriefyeT ¢ OCTOPOKHOCTBIO IOBBINIATE 103y Mpetapata y [ALMEHTOB IOXMUIOro BO3pacTa
(cM. paspenst 4.2 u 5.2).

[TarieHThI ¢ HAPYUICHUEM HKIIMH [10YCK
Y IIaHHOﬁ KaTeropuu [AlMECHTOB CICAYET NpUMCHATD OOBIYHBIE JO3BI aMJIOJUIINHA.
KOppCJISIIlI/Iﬂ MEXy CTEICHBIO HapyumeHus (I)YHKHI/II/I [oyeKk W HU3MCHCHUSIMH




COTJACOBAHO

MUHUCTEPCTBOM 3/IPABOOXPAHEHUA
PECIIVBJIHKY BENAPYCH

IIpuxas MunncrepcTra 8ApasooXpaHeHus
KOHIOECHTpAUH aMJIOJUIIMHA B KpPOBH OTCYTCTBYCT. AMNGIUIAH PﬂHEBIBQIBQT%cH§TCM

reMoauaunsa.

AMIOIUNNH COJAECPKUT JAKTO3Y
[TanpieHTaM ¢ HENEPEHOCHMOCTHIO IajaKTO3bl, BPOXK/ICHHOH HEJI0CTaTOYHOCTHIO JIaKTa3bl
JWUTH TITIOKO30-TaJIAKTO3HOM ManbadcopOuuei He CIeHyeT IPUMEHATD JIaHHBII Ipenapar.

4.5 BiammojeiicTBHe ¢ APYMMH JIeKADCTBEHHBIMH NpeNapaTaMd H Ipyrue BHILI
B3aHMO/IEHCTBHS

BiusgHue IpYyTUX JIEKApCTBEHHBIX CPEJICTB HA aMJIOJUIINAH

Huzubumopvr CYP3A4

OnHOBpEMEHHOE [PUMEHCHHE aMJIOJMNMHA C  CHJILHBIMH - M yMEpEHHBIMU
unruouropamu CYP3A4 (uaruburopamu nmpoteas, IIPOTHBOIPUOKOBBIMY IIpenapaTaMu 13
IPYIIBl 307108, MakpoiuuamMu (TaKMMHM KaK SPUTPOMHUUMH HIH KJIApUTPOMHIIHMH),
BepaNaMMIOM WM  JMNTHA3EMOM) MOXET TNPHBECTH K 3HAYMMOMY ITOBBLINICHHUIO
BO3/ICHCTBUS AMIIOUIIHHA, YTO B CBOIO OUEPEb IPHBE/IET K YBEMMUCHHUIO pUCKa pa3BUTHA
rumoTensny. KiuHuueckoe 3Ha4YeHUe TAaKUX W3MeHeHHH (apMaKOKAHETHKH MOXCT OBITH
Gollee BBIPAKEHHBIM Yy MAIMEHTOB IOXMIIOTO BO3pAcTa. B cBsi3u C 3THM, MOXET
noTpe6oBaThCS IPOBEACHHE KIMHHIECKOro HabMIONEHNs 32 COCTOSHHEM IAIlUEHTOB H
KOPPEKIHs JI03bI IIpernapara.

Hnoykmoper CYP3A44

[Ipy OJHOBPEMEHHOM NPUMEHEHHMH € M3BCCTHRIMH uaaykropamu CYP3A4 mia3MeHHBIC
KOHIIGHTpAllMd ~ aMJIONMIMHA MOTYT — BapbHpPOBATh. B cBi3m C OTHM CJICIYET
KOHTPOJIMPOBATh apTepHabHOE NABICHAE M PacCMOTPETH HeoOXOMMOCTh KOPPEKIIUH
70361 KaKk BO BpeMs, TaKk H IOCIE KOMOGMHHPOBAHHOH Tepaluu, B OCOOCHHOCTH B
COYeTaHWH C CHJIBHBIMH HMHIYKTOpaMH CYP3A4 (manpumep, pHOAIMHIMHOM,
penaparaMu 38epo0osi IPOJBIPABIICHHOTO (Hypericum perforatum)).

OMHOBpPEMEHHBI  IpUeM  aMmJIOJMmuHa M ynotpeOneHue rpeindpyToB MM
rpeitndpyToBOro COKa HE pEKOMEHAyeTcs B CBI3A C BO3MOXHEIM TTOBBIIICHUEM
GHOTOCTYIIHOCTH AMJIO/MIKHA y HEKOTOPHIX MAIHEHTOB, UTO, B CBOIO ogepeslb, MOKET
IIPUBECTHU K YCHJICHHIO €r0 THIIOTCH3UBHOTO JCHCTBHSL.

Janmponen (6nympugenHoe 66edeHue)

B ombiTax HA JKMBOTHBIX IOCIE BBENCHMS BepamaMiula W JI@HTPOJICHA BHYTPHBEHHO
HAGIIONATOCH PA3BUTHE JICTAGHOH GUOPHILIIALMA XKEIyI0UKOB 1 cepIevHO-COCYIUCTOTO
KOJLIAIICA B CBA3H C TMIICPKATHEMUEH. Y IUTHBask PUCK Pa3BUTHS TMICPKATHEMUH, crenyer
w36eraTh OHOBPEMEHHOTO NPHMCHEHHs GJIOKaTOPOB KAJIBIHMEBBIX KAHATIOB (TaKkux Kax
aMJIOIMIINH) Yy AIMEHTOB, KOTOPbIC IPEIPacIOIOKEHEI K 3JI0Ka4EeCTBEHHON TMIIEPTePMHUH
WM [IPOXOJUAT JIEYEHHE II0 IIOBOMTY 37J0Ka4eCTBCHHOH MMIICPTEPMHUH.

BiMsHYE aMJIOJUIIMHA Ha JPYTHE JCKapCTBCHHBIE CPEACTBA

unoTeH3UBHBIH 2(QGEKT aMIOAMIIMHA IOTCHIHMPYCT TUIIOTEH3MBHBI dhdeKT ApYrux
NIEKApCTBEHHBIX CPEJICTB.

Taxkponrumyc

CyliecTBYeT DPHCK YBETMYECHHS YPOBHA Takpoimmyca B KPOBH IpH  COBMECTHOM
IPUMEHEHAN C aMJIOAMINHOM, OJ{HAKO bapMaKOKMHETHIECKUA MEXaHH3M TaKoro
JIEKAPCTBEHHOTO  B3aUMOJCHCTBHS ~HM3Y4eH HEJOCTATOUHO. Takum oOpazoMm, HpH
HA3HAYCHMHM aMJIOJMIIMHA TAIMEHTAM, HAXOJAIMMCS HA JICYCHMH TAKpOIMMYyCOM, TS
CHIDKEHHS TOKCHYHOCTH TOCIEXHEr0 HEOOXOIMMO HabofieHe 3a KOHICHTpalusAMU
TaKpOIAMYCa B KPOBH, & IPA HEOOXOMMMOCTH ¥ H3MEHEHHC J03bI TAKPOJIUMYCa.
Unzubumopbl MEXAHUCMUYECKOU MUWEHY panaMuyuna (mTOR)

Uurnburoper mTOR, Takue Kak CHpOIMMYC, TEMCHUpPOJIIMYC M 3BEPOTUMYC,
NPEACTABIAIOT CO00H CyOCTPaThl usopepmenta CYP3A. AMIOIUIUH ABIACTCA crabpIM
yuru6uTopom m3odepmenta CYP3A. IIpu 0tHOBPEMECHHOM IPUMEHEHNH C HHIMONTOpaMH




COTTACOBAHO
MUHUCTEPCTBOM BIPABOOX PAHEHUSA
PECIIYBJIMKH BEJAPYCH
TIpuxa3 MUHHCTEPCTEA BAPABOOXPAHEHUA

mTOR aMJIOJUIIMH MOXET yCHIMBATh UX BO3JEHCTBUE. PecniyGnsnxu Benapycs

Luxnocnopuu

VccneoBaHMe  JIGKAPCTBEHHBIX — B3aHMOJCHCTBHMH — LMKJIOCIOpWHA ¥ amjIoJMIHMHA
IPOBOJY/IA TOIMBKO HA MOINYJIALMH [AlMEHTOB C TPAHCIUTAHTHPOBAHHON TOYKOH. B 3T0H
TIOMYJIAUMHA HAaUMEHBIIAs KOHUEHTPAUUA IUKIOCIOpHHA ObU1a yBEJUYCHA B CPEIHEM HA
0-40%. PexkoMeHAyeTCsS KOHTPOIHPOBATH YPOBEHb WHKIOCIOpHHA Yy TAlHMCHTOB C
TPaHCIUIAHTHPOBAHHOM ITOYKOH, NPUHMMAIONMX aMJIOAMIHNH, W TIpH HEOOXOIUMOCTH
CHM3HUTH /103y LIUKJIOCIIOPHHA.

Cumeacmamun

OHOBPEMEHHOE MHOTOKPATHOE IPUMEHEHHE aMJIOMINHA B J103€ 10 Mr u cUMBacTaTHUHA
B 03¢ 80 MI NPUBOMWIO K IOBHIIEHHMIO O9KCIO3UIMH CHAMBACTaTHHA Ha 77% mo
CPaBHEHHIO C MOHOTEepAIHel CHMBACTATHHOM. Y MAIMEHTOB, MONYHAIOIINX aMJIOJVIIHH,
CIIEZyeT CHU3UTD 03y CHMBAcTaTHHA 10 20 MI/CyTKH.

B KIMHUYECKHX MCCIEIOBAHMIX JIEKAPCTBEHHOrO B3aWMOJCHCTBHSA aMJIOJIUNHUH HE
OKa3bIBaJ BIUSHMA Ha (apMaKOKHMHETHKY aToOpBacTaTHHA, AUTOKCHHA U Bapdapuna.

4.6 ®epTUILHOCTD, 0€PEMEHHOCTD U JAKTAIMSA

bepemeHHOCTD

Be30macHOCTh [PUMEHEHHS aMIIOAWIIMHA IIpH OEPEeMEHHOCTH B HACTOSIIEE BPEMI HE
yCTaHOBJICHA.

B 9KCIEPMMEHTATHHBIX HCCICIOBAHUAX HA JKHBOTHBIX PCIPOIYKTHBHAL TOKCHYHOCTh
OTMeYanach Py KCIOJb30BAHMH BHICOKHX /103 IIperiapara (cm. paspen 5.3).

Taxum 06pa3om, TPUMEHATh aMJIOAUIIMH BO BPEMS GepeMEHHOCTH PEKOMEH/YeTCs TOJIBKO
B TeX CIydasx, Korja HeT Ooyee G€301acHOM abTCPHATUBEI, & PUCK, CBSI3aHHBIN C CAMUM
3a60/IeBaHHAEM, TIPEBBIIIACT BO3MOXHBIH Bpe /1A MATEPH U IUIOJA.

JlakTauus

AMIIOJHAIIMH BBUIEIACTCS ¢ TPy AHBIM MoiokoM. Jlonst npenapara B MaTepuHCKOM MOJIOKE,
MOCTYIAKONas MIIaJeHIy, OUCHUBACTCA B HMHTCPKBApTHILHOM nuanazone oT 3-7%,
MaKCHMaIbHO 15%. BiusHHE aMIo[uIIMHA Ha MJIaJCHIECB HCU3BECTHO. [Ipu DpUHATAA
pelmieHMs O  HPOJOJDKCHMH/IPEKPAIlCHUH  [PYJHOTO BCKapM/IMBaHMA WK
IPOOJDKEHAN/OTMEHE TEPaNuy aMJIOUIINHOM HE0OXOAMMO YUHUTBIBATh IOJIB3Y IPYAHOrO
BCKApMJIMBAHUs LISl peOCHKa ¥ [OJIB3Y OT IPUMEHEHHS aMJIOIHITHHA JUTA MaTepu.
OepTUILHOCTD

Y HEKOTOPHIX TAlMEHTOB IMIpH MPUMCHCHUU 67I0KaTOpPOB KaNbIHMEBBIX KaHAIOB
HaOmogaMch  oOpaTHMbie  OMOXHMHYECKME  HM3MCHCHHS B o6NacTH  TOJIOBKH
crnepMaro3ouaoB. KIMHAYECKHX JaHHBIX OTHOCHUTEIBHO MOTEHI[MAIEHOIO  BIIMSHUSA
aMJIOJUIMHA Ha (EPTHILHOCTh HEJOCTATOuHO. B HCCienoBaHHM Ha KpbICaX ObLI10
YCTAHOBJIEHO, YTO JaHHBIH Mpenapar OKa3blBacT BIIMSIHUC HA PEIPONYKTHBHYIO QYHKIHIO
caMI[0B KpbIC (cM. pa3zen 5.3).

4.7 BiausitHue HA CIIOCOOHOCTH YIPABJIATL TPAHCIIOPTHBIMH CPEACTBAMM H padorathb ¢
MeXaHU3MaMH

V NauMeHToB, IPUHAMAIOMMX aMJIOMIIAH, MOTYT Pa3BHThCS IOJOBOKPYKCHHUE, T0JI0BHAA
60/Ib, YCTAIOCTh WM TOIIHOTA, MOITOMY BO BpEMS JICUCHHA CICIYCT co0onaTh
OCTOPOXHOCTH TIPH YIPABICHAU TPAHCIOPTHBIMA CPEACTBAMH M 3AHITHH [OTEHIHAILHO
ONACHBIMY BUIAMH JESTEIPHOCTH, TPEOYIOMMMY NOBBIICHHON KOHICHTPAIMA BHUMAHHA
¥ GEICTPOTHI ICHXOMOTOPHBIX PEAKIMH, OCOOCHHO B HA4ane NCHCHIA.

4.8 HexxenatebHbIE peaKiuu
Pe3rome npodust 6€301acHOCTH
IIpy IpHeMe aMIIOUNIHHA YaIle BCEr0 PETHCTPHPOBATICH TAKHUC HexeJaTeIbHbIE PeaKIH
KaK: COHJHBOCTB, TOJOBOKDY)XEHHE, IroJOBHAs OOIb, cepaueOuenue, TPUIEBLL, OONb B




COTJIACOBAHO
MUHUCTEPCTBOM 3J{PABOOXPAHEHUHA
PECIIYBJIUKU BEJIAPYCH

Hpuxas MutucrepcTsa 34pa800XpaHeHUAS
Pecny6nuxu BGeaapycs

JKHBOTE, TOIIHOTA, OTEK TOIEHOCTOIHOIO CYCTaBa, OTCK U YCTATOCTD.

Ta6uia HexXeNnaTeIbHBIX PeaKIni

HexxenaTebHbIE PEAKIMA CTPYIIHPOBAHBI [0 CHCTEMaM OpraHusMa u B COOTBETCTBHH C
4acTOTOM BCTPEYAEMOCTH. HacToTy HEXenaTCIbHBIX peakuuil  KIaccHUIEpOBAIA
CIEAYOIMM 00pa3oM: O4YCHb HacThiC (>1/10); wactsre (>1/100, HO <1/10); HeuacThbIe
(>1/1 000, HO <1/100); penxue (>1/10 000, vo <l/1 000), wacroTa HEH3BECTHA (Ha
OCHOBAHUH UMEIOIIXCS JaHHBIX OLEHUTh HEBO3MOXKHO).

B kaxmoil rpynme, BBUIEJICHHOH B 3aBHCHMOCTH OT HacTOTRI BO3HUKHOBEHHS,
HeKeJaTe bHbIC PEAKIHN IIPEICTABIICHD! B IOPANKE yMCHBINCHNS X CTENEHH TSHKECTH

Hapymenus u
3a00J1IeBaHUA

HexeaaTeJbHbI€ PEAKIMH

YacrToTa

HapyuieHus co CTOPOHEI
KPOBH 1 JTMMpaTHIeCKOH
CHUCTEMBI

JIeMKOMEeH s, TPOMOOLMTONICHHS

OYEHb PEAKO

Hapymenus co CTOPOHBI
MMMYHHOM CHCTEMBI

AVICPIrUYCCKUC peaKIiy

OYCHBb PEAKO

Hapymenus MerabonusMa | THIEPIIMKCMUA OYEHb PEIKO
U TUTaHUS
TTcuXHYeCKHe HAapyIIeHus | JETPECCHs, IEPEMEHBI HACTPOCHUA HEYacTo
(BKJIIOYAs TPEBOXKHOCT), OECCOHHUIA
CITyTaHHOCTh CO3HAHHA penKo
Hapy1ueHus co CTOPOHbI COHJIMBOCTB, FOJIOBOKPYKEHHE, JacTo
HEPBHON CHCTEMBI roJsioBHast 60Jib (B 0COOEHHOCTH B HA4YaJIC
NeYeHus)
TpeMop, HapyIICH!s BKyCOBOTO HEYacTo
BOCHPUATHUS, OOMOPOK, THIICCTE3UH,
napecre3uu
[TOBBIILICHUE MBIIIEYHOIO TOHYCA, OYEHb PENIKO
neprdepudecKkas HeliponaTus
Hapymenus o CTOPOHEI paccTpoiicTBa 3peHus (B TOM 1HCHIe 9acTo
OpraHa 3peHus JIVITLIOTIHST)
HapymieHust co CTOpPOHBI IIyM B yIIax HEYacTO
oprasa ciyxa u
nabupuHTa
HapymieHus o CTOpPOHBI OIIyIIEHHE cepaueOueHs 4acTo
apuT™Mus (B TOM 4ucie GpafuKapius, HE4YacTo

cepaua

XKeIyI09KOBad TaXUKapaus U
6P IIpesicep/ii)

uH(apKT MHOKap/a

O4YCHb PEIKO

Hapymemm CO CTOPOHBI TIPUJIABBL qaCcTO

COCynoB aprepuaibHas THIIOTCH3UA HEYacTo
BaCKYJIMT OUY€Hb PCAKO

Hapymemm CO CTOPOHDBI OJbIIIIKA 4acTo

IbIXaTeNbHON CUCTEMBI, Kalenb, pUHAT HEYacTO
OpPraHoB IPYAHOM KIETKH
U CPEeJIOCTCHHUS
Xeny109HO-KHIIEYHBIE 60J1b B XKUBOTE, TOIIHOTA, AUCIICTICH, JacTo
HapyIICHUS HApyIICHUS OOPOXKHEHHSA KHIICTHAKA
' (B TOM 4HCIIE Mapes 1 3anop)
HEYacTo

pBOTA, CYXOCTb BO PTY
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HapyiieHus o CTOPOHBI
IICYCHH U
ETUEBHIBOASAIIHX ITyTEH

renaThT, XKEIITYXa, IOBBIIICHUE
AKTHBHOCTH IICUCHOIHBIX HEPMEHTOB™

O4ECHb PENKO

Hapymenust Co CTOPOHEI
KOXMU U MOJKOXHBIX
TKaHeHn

ajionenus, reMopparndeckas CBbIIIb,
W3MEHEHME 1[BETa KOXH, MOBBIIICHHOC
IIOTOOTAENIeHue, 3y, Chllib, JK3aHTEMA,

HEYACTO

KpanuBHHIA

AHTMOHEBPOTHUYECKHUH OTEK,
3KCCyaTUBHAs ITOTMMOPdHAs SPUTEMA,
3kc(OIMATHBHBIA JEPMaTHT, CHHIPOM
Crusenca-J>xoHCOHA, OTEK Ksunke,
doroceHCHOMIHU3AIUSL

O4YCHb PEAKO

TOKCHUECKUI AMHAEPMATHHBIA HCKPOJIN3 | 1acTOTa
HEN3BECTHA

HapymieHus co CTOpOHBI OTEK JIOABDKEK, MBIIIEYHBIC CYJOPOTH 4acTo
MBIIIICYHOM, CKEJIETHON ¥ | apTpajIrus, MUAJIIUs, 00JIb B CIIMHE HEYacTo
COEMHUTEIIHHON TKaHH
HapymeHnus co CTOPOHEI HapyuIeHHs: MOYCHCITYy CKaHN, HEJacTo
[TOYEK ¥ MOYEBBIBOMANIMX | HUKTYPHUS, TIOJUIAKUYpHUs
nyTed
HapymeHus co CTOPOHEI UMIIOTEHIIMS, THHEKOMACTHA HEYacTo

PENPOYKTUBHOM CHCTEMBI
¥ MOJIOYHBIX XKe€Je3

OO1ue HapylLICHHUS | OTEKH OYEHb 9acTo

peakiuy B MECTe [OBBIIICHHAs YTOMJIIEMOCTh, aCTCHU YacTo

BBCIACHUA 60J1b B IPyXHOM KIIETKE, 00JIb, HEe4yacTo
HEeIOMOTaHHE

JIaGopaTOopHEIC H IIOBLINIEHUE MACCHI TENA, CHIKCHHC HEYacTo

UHCTPYMEHTAJILHBIC MaccCHI Teja
JIAHHBIE
* Kak IIpaBuJIo, OBLIO CBA3aHO C XOJICCTa30M.
VIMEIOTCS COOOIIEHUS O EAMHUYIHBIX CITyJasx pasBUTHA SKCTPAMPaMHHOrO CHHIPOMA.
CooOIIeHNE 0 HEXEIATEIbHBIX PEAKIMAX
BaskHO €OOOIIATH O IOJO3PEBAEMBIX HEXeNaTeNlbHbIX PeaKIMiIX [ocje PErucTpanvy
JIEKapCTBEHHOrO mperapara ¢ UEIbIo obecrieyenns. HENPEPHIBHOTO MOHHTOpUHTA
COOTHOIICHMS 033 — PUCK» JIEKAPCTBEHHOrO Ipenapara. MeauIIHCKAM pabOTHHKAM
pexoMeHyeTcs coobmark o JIOOBIX TIONO3PEBAEMBIX HEKENATEIBHBIX — PCaKIMiX
JIeKapCTBEHHOTrO Ipenapara Yepe3 HaluoHaIBHYO crcTeMy COOOIIEHHUS O HEXENIATeIBHBIX
peakiusax  (YII «lleHTp  JKCHEPTH3 H HMCIBITaHMI B 3paBOOXPaHCHHUHY,
http://www.rceth.by).

4.9 Ilepeno3upoBKa

CpejieHus O IpeHaMEePEHHOMN NePefio3POBKE OTPAHMICHEL.

CUMIOTOMBI

VMeromuecs JaHHbIE CBHAETEIBCTBYIOT O TOM, HTO TIepeI03UPOBKA MOXKET NPUBECTH K
ype3MepHOI nepudepuyecKoil Ba3oauIaTallu 1, BO3MOXHO, pe(IEeKTOPHOH TaXMKapIHH.
BbUIM  3apEeTHCTPUPOBAHBL  CIIydad JUIMTEIBHOM CHCTEMHOM TIHMIOTCH3HH, KoTOpas
IIPUBOAMIA K IIOKY CO CMEPTE/IbHBIM HACXOIOM.
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Jleuenue
KpHrYecKy 3HauuMasi TUIIOTeH3Hs U3-3a IEPEJO3UPOBKU aMJIOIMIMHA TpeOyeT aKTUBHOH
O AJIEPIKKH CepHEeYHO-COCYAUCTON CHCTEMBI, BKIHOTAs 9aCTBIA KOHTPOJb CEPACUHOH H
JBIXaTeNbHON (GyHKIMHA, BO3BBIIICHHOE MOTOKCHUC KOHEYHOCTEl ¥ KOHTPOJIb 32 00EMOM
IUPKYJIUPYIOMIEH XUIKOCTH K JUYPEIOM.

CoCynoCy KUBAIOIIE CPEJCTBA MOTYT NMPUMEHATHCH JUISL BOCCTAHOBJICHHs COCYAUCTOrO
TOHyCa M apTepUabHOro JaBICHUS IIPH YCJIOBMH, YTO HE CYIIECTBYET HUKAKUX
IIPOTHBOINOKA3AHUH K HUX IPUMEHCHHIO. BHYTpuBEHHOE BBEICHHE TIJIFOKOHATA KaJIbIUs
BO3MOJKHO JUISl YyCTPaHCHUS HocseaCcTBUM 610Kaabl KATbIIMEBBIX KaHAJIOB.

B HEKOTOPBIX CIy4asx BO3MOXXHO MPOMBIBAHHE Kenyaka. Y 3I0pOBBIX JOOPOBOJIBIICB
IPMMEHEHHE aKTUBHPOBAHHOIO YISl B TCPBBIC [IBa 4aca IIoCiie IpueMa amIofnNnHa B
no3e 10 MI CHMXKAIO YPOBEHD BCAChIBAHHS aMIIOUITUHA.

TTocKOIBKY aMIIOJUITNH B 3HAYUTEJIPHOM CTEIEHU CBA3BIBACTCA C OeyIKaMy IIa3Mbl KpOBY,
TpOBEJCHNIE TeMOTHAIN3A He3h GEeKTUBHO.

5. DPAPMAKOJOI'MYECKHUE CBOMCTBA

5.1 dapMaKoAHHAMHYECKHE CBOHCTBA

dapmaxoTepaneBTHYECKas rpynna: CeleKTHBHEBIC GJOKAaTOPH! KaJIBIMEBbIX KaHAJIOB C
IIPEUMYIECTBEHHBIM BIHSHIEM Ha COCYIBL. JIMruapONHPUIMHOBBIC TPOU3BOAHEIC.

Konx ATX: CO8CAOL.

AmitogunuH — O6J10KaTop KaJIbIIMEBBIX KAHAJIOB AUTAAPONAPUIMHOBOIO DAL, uHrudupyer
TpaHCMEMOPAHHOE OCTYIUICHIE HOHOB KAJIBIAA B KapIMOMHOLUTHI ¥ [JIaJAKOMBIIICTHEIC
KJIETKH COCYHOB (610KaTOp MEIVICHHBIX KaIBIMCBBIX KaHAIIOB WA QHTArOHUCT HOHOB
Kanpiws). B OCHOBE TMIIOTEH3MBHOrO JEHCTBUS aMJIOMHINIHA JIEXUT paccrabisronee
BIMSHME HA [VIAJKYIO MYCKyJIaTypy COCYMOB. TouHBIH MEXaHU3M JICHCTBHS aMJIOAUINHUHA
IpH CTEHOKApAWM OKOHYATeNBHO HE YCTAHOBJICH, OJHAKO aMJIOJIUIIMH YMCHBIIACT
UIIEMHIO CIIEAYIOIMMHU JBYyMS Iy TAMM:

1. AMIOMTMH pacimpseT nepudepuyecKue apTeprobl U TaKHM o0pa3oM CHHXACT
obuiee nmepudeprIecKoe CONPOTUBICHHC (mocTHarpy3Ky), Ha NPEOJIOTCHHE KOTOpOH
sarpaumBaeTcsi paboTa cepaua. ITockonbky HacToTa CepHEeYHBIX COKpAIICHUH OCTacTCA
CTaOHIBbHON, CHIDKGHHE HArpy3kd Ha Cepie NPUBOIMT K CHIDKCHUIO TOTPEOICHUSA
SHEPTHM ¥ MOTPEOHOCTA MUOKAp/Ia B KUCIOPOAE.

2. Pacumpenue KOpOHApHBIX apTepuid W apTeproi Kak B HEM3MEHEHHBIX, TaK X B
MIIEMU3MPOBAHHBIX 30HAX MHOKap/a, BO3MOXHO, Tarke MrpacT poNb B MEXaHU3ME
JEACTBUS aMJIOJMINHA. DTO PACUIMPEHHE YBEIMIMBACT MIOCTYIUICHHE KHCIOpona B
MHUOKapA y MAlMeHTOB CO ClasMaMy KOPOHApHBIX apTepuit (TipH CTCHOKap/uH
[IpuHIMeETaNA, M Ba30CTIACTHYECKOH CTEHOKApIHH).

V HalFeHTOB ¢ apTepUANLHON THIepTeH3NeH IPUMEHEHNE aMIIO/IAITNHA OJIMH pa3 B CYTKH
oGecrieunBacT KIMHIYECKH 3HAYAMOe CHIDKEHHE apTepUaNbHOTO JABICeHIA B II0JIOKECHUH
KaK JeXa, TAK ¥ CTOA Ha HPOTSHKEHMH 24 JacoB. 3-3a MeJIEHHOTO Hadana JeHCTBHA
AMJIOIMITHHA PE3KOTO Ta/IEHHs apTEPHATbHOTO JIaBJIeHIs HE OTMEHACTCA.

V [ampeHtoB co CTaGWIbHOM CTeHOKapjwel pa3opas CyTowHas 1034 aMJIOJIMITHHA
yBEJIMYUBAET TOJEPAHTHOCTD K (pu3MUecKOR Harpyske, yBEIHIMBACT BPEMS 0 pa3BUTHS
TIPUCTYIIa CTCHOKAPUHU ¥ JICTIPECCHH CETMEHT ST ma 1 MM, CHMDKAaeT 4acTOTy IIPUCTYIIOB
CTEHOKAp/IKH ¥ yMEHBIIAeT NOTPEOHOCTD B IIPUMEHCHIHN HUTPATOB.

AMJIOIUIIMH HE BBI3BIBAT KAKHX-THOO HEXeIaTeIbHbIX MeTabommaeckux dQQHEKToB HIH
M3MEHeHHs YpOBHEH JIMIMJIOB B ILIA3ME KPOBH, MOITOMY OH MOXET NPHUMEHSATHCA ¥
[AIHEHTOB ¢ GPOHXHMATBHON aCTMOH, CaXapHbIM 1uabeToM U IoJarpoi.

TIprMeHEHHE Y TAIMEHTOB C MIEMUYECKOH 60JIe3HBI0 cepala

D PEeKTHBHOCTH aMJIOJMIINEA B IPEAOTBPAICHAN KTMHAYECKUX COOBITUH y MAlMeHTOB C
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HIIEMHIYecKoil OOJNE3HBI0 CepAlla OLEHHBAIM B HE3aBHCHMOM, MYJIBTHICHTPOBOM,
PaH/IOMU3MPOBAHHOM, JBOMHOM CJIEIIOM, mwiane60-KOHTPOIHPYEMOM MCCIICIOBaHMA C
yuactmem 1 997 maumentos — CAMELOT (Comparison of Amlodipine vs Enalapril to
Limit Occurrences of Thrombosis — CpaBHeH#e CIOCOOHOCTH aMJIOJMIIMHA 1 SHAIANPHIIA
OrpaHMuMBATL pa3BUTHE TpomGo3a). B TeduenHue 2-neTHero mepuona 663 M3 OTHX
NAIMEHTOB IONYYATIH aMJIOJMIKMH B fo3e 5-10 mr, 673 mandenta — SHalalpui B J103€
10-20 Mr ¥ 655 marumeHToB — I1aneto B JOMOJTHEHHE K CTaHApTHOM Tepaluy CTaTHHAMM,
GeTa-anpeHo0I0KaTOpaMH, AUYPETHKaMM HIIM ACIUPUHOM. OCHOBHEIC pPE3yJBTaThl 110
sbdexTuBHOCTY NpuBeaeHs! B Tabmie 1. [lonydeHHpIe pe3ybTaThl CBHACTENILCTBYIOT 0
toM, uro y mnanuentoB ¢ WBC npuem amIouIvHa XapaKTepH30BaliCi MEHbIIHUM
KOJMYECTBOM CNy4aeB TOCIUTAIM3AIMM [0 TOBOAY CTCHOKapIuu M [POUCAYP
peBacKyJIpU3AIUH.

Tabmuna 1. YacToTa 3HAYMTENBHBIX KJIMHWYECKMX Ppe3ylpbTaToOB B HCCICAOBAHUH
CAMELOT

PesynbTathl Cepueqlzggﬁzzzﬁ::;?& ;0651“1;1 AMJIOLHITHH VS. IL1a1e60
Amnopunus | Ihiaue6o | DHamanpun OTtHoOwIEHWE P-
PHICKOB 3Ha4YeHUE
(95% 1)
IlepBuunasi KOHEYHAN TOYKA
HexxenatenpHple 0.69
CepAeYHO-COCYAUCTRIC 110 (16,6) | 151 (23,1) | 136 (20,2) ; 0,003
cOGBITHS (ot 0,54 no 0,88)
OT1aeJbHBIe COCTABJIAIOLIHE
Pepackynsapusanus 0,73
KOPOHAPHBIX apTepUH 78(11L8) | 103(157) | 95 (141D (ot 0,54 1o 0,98) 0,03
["ocnuTanuzanys o 0,58
NOBOJY CTEHOKapA1H SL(.T) 84 (12.8) 86 (12.8) (ot 0,41 110 0,82) 0,002
HedaransHpii HHOAPKT 0,73
MHoKapIa 14 (2,1) 19 (2,9) 11(1,6) (ot 0,37 10 1,46) 0,37
MHCynbT WK 0.50
TpaH3UTOpHAs 6 (0,9) 12 (1,8) 8(1,2) (ot 0’19’ 10 1,32) 0,15
MILIEMUYECKas aTaka
CepieqHOCOCY AUCTas 2,46
CMepTS 5(0.8) 2(0.3) 5O | oroasm iz | %’
I"ocnurayMsanus mno 0.59
MOBOJLY CepASHHON 3(0,5) 5(0,8) 4 (0,6) (o1 0,1 4’ 10 2,47) 0,46
HEIOCTATOYHOCTH ’ ’
OcTaHOBKA cepaua ¢
MoceXyroueH 0 4 (0,6) 1(0,1) Hert nanHbBIX 0,04
eaHHMMaLHeH

BriepBbie BbIABJICHHBIC
3a00JieBaHKA 2,6
nepuepUIeCKUX > (0.8) 2(0.3) 8(1,2) (ot 0,50 o 13,4) 0,24
CcOCyI0B

[TpuMeHeHue Y TAlMEHTOB € cepIeYHON HEAOCTATOUYHOCTHIO

VccnenoBanus TeMOIMHAMMKA M KOHTPONMPYEMbIC KIMHAYIECKUE MCCICHOBAHNA  C
HCIIONB30BAHAEM MpoOs ¢ (U3NYECKOH HArpy3Kod IOKasamu, HTo aMIIOJUIIUH HE
IPUBOIXI K YXyIIIEHHIO COCTOSHHS NMalUCHTOB C cepIevHOH HeI0CTaTOUHOCTRIO II-1v
(GyHKIIMOHANBHOTO Kjacca II0 xraccnpuxamuy NYHA), o deM CBHJCTENBCTBOBAIH
[OKa3aTeld IEPEHOCHMMOCTH (GHU3MYECKHX HArpys3ox, ¢pakuuu  BEIOpOCA  JIEBOTO
JKeJTyI0uKa W KITHHMYECKas CUMIITOMATHKA.

[Tnae60-KOHTPOIIUPYEMOE HUCCIIEAOBAHUC PRAISE, paspaboTanHOe C LEJIBIO OLCHKH
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[AlMEeHTOB C CEpACYHOM HENOCTATOYHOCTHIO -1V  $yRRINOHDIEHOTU " Riaeea—He—
xnaccudukamn NYHA, mony4aBMX JMTOKCHH, MHYPETHKH H uarHbuTOpsl  AIlD,
JI0KA3aJ10, YTO IPHEM aMIIOIHMIIMHA HE [PUBOJIIII K NOBBIICHIIO prcka CMEPTHOCTH HJIA
CYMMapHOTO  pHCKa 3200JIEBAEMOCTH/CMEPTHOCTH Y  TAlUEHTOB  C CepAeYHOM
HEIOCTATOYHOCTEIO.

B JIONIOMHUTENHHOM JOITOCPOYHOM ILIANE00-KOHTPOIMPYEMOM HCCIICTIOBaHIH PRAISE-2
C y4acTHEM MAlMEHTOB C CEPAECYHOH HEN0CTATOYHOCTHIO I u IV ysKIHOHATHHOTO
xnacca mo Kinaccuduxanun NYHA 06e3 KIMHMYECKHX WM 0OBEKTUBHBIX MPU3HAKOB
HIIeMHUEcKod OO0JIe3HH Ccepala, ONHOBPEMEHHO NPHHHMABIINX uHruouTOopsl  AIlD,
ceplieuHbIe [IMKO3HMABI M AMYPETHUKH B NOCTOSHHBIX N03aX, aMJIOJMIIMH HE OKa3bIBAJl
BIMSHUS Ha OONIYyI0 M CEPAECYHO-COCYIUCTYXO CMEPTHOCTE. VYV 3THX Xe MalUeHTOB
IPUMEHEHHE aMIIOUITHHA COIPOBOXKIANIOCH YBEIHHCHUEM qHCIa ClIyYaeB OTEKa JIETKHX.
WceeqoBanue 10 OIEHKE Pa3jIMYHbIX BHMJOB JICHUCHHUA B npodmiaktuke uHGbapKTa
muokapna (ALLHAT)

PapIOMHU3MPOBAHHOE, JBOMHOE CIIENOE MCCIEIOBAHAE [0 HM3YUCHUIO 3a00JI€BAEMOCTH U
cmepraocty ALLHAT (Antihypertensive and Lipid-Lowering Treatment to Prevent Heart
Attack Trial — Ucce oBanue AHTHTHICPTEH3UBHOM ¥ [HIIOTMIMIEMAYCCKON TEPAIK B
npodunakTake uHpapkTa MHOKapaa) ObUIO IPOBEACHO IS CPAaBHCHMA fojlee HOBBIX
IIpernapaTos — amaoaunuHa (610KkaTopa KalbIUHeBhIX KaHaoB) B fo3e ot 2,5 no 10 mMr B
CYTKHM WIIA JIA3HHONPHIA (MHrHOUTOpa AII®) B no3e ot 10 g0 40 Mr B CyTKH B Ka4eCTBC
IIpenaparoB NepBOH JMHUU C THA3HIHBIM HHyPETUKOM XJIOPTANMOHOM B j103€ 0T 12,5 J10
25 Mr B CYTKH B JI4EHNU MATKOH ¥ yMEPCHHOH apTepuabHON MHIICPTEH3HH.

B oSroM HCCIENIOBaHWM NpUHEMantM ydactde 33 357 mDaluMeHToB ¢ apTepHaTbHOM
rUIEpTEH3HEN B BO3PACTE 55 JIET ¥ CTapIIe, KOTOPHIC HaOTIONAINCH B CPEAHEM B TEUCHUC
4,9 ner. Y Y4YacTHHKOB HCCNEJOBAHHS HMENCA Kak MUHMMYM ONMH JIOTIOJIHATETBHBIA
(hakTOp pUCKa HIIEMUUIECKOH OONE3HH CEPAIA, BKIIIOUAL HH(APKT MAOKap/a UM HHCYJIBT
(Gonee 6 MecsALEB /IO BKIIIOYCHUS B MCCIIeIOBAHUE) M/WIK JAPYroe NOATBEPXACHHOC
CepEUHO-COCYAUCTOE  3a00NEBaHUE ATEPOCKIEPOTHICCKOTO reaesa (Bcero 51,5%),
caxapHblii quaber 2-ro THIa (36,1%), Xc-JIIIBIT <35 mr/mn (11,6%), ranepTpodus
JIEBOTO KEIyA04YKa, JUarHOCTHPOBaHHAs Ha DOKI wid Opu 3xoKapauorpaduu (20,9%), u
xypeuue (21,9%).

[lepBuuHas KOHEYHas TOYKa MPENCTaBIIa coboit xomOuHanuio (arampHoii UBC u
HedaransHoro HH(apkTa MUokapaa. CTaTHCTHYCCKH 3HAYMMOM PA3HUIBI 110 HEPBUYHON
KOHEYHOM TOUKe MEXAY Teparueil aMI0 MIMHOM K TePAieH XIOpTaIiI0HOM BBISIBIIEHO
e 6pu10 (OP 0,98; 95% /11 {0,90 - 1,07]; p = 0,65). Cpenut BTOPHYHBIX KOHEYHBIX TOUEK
9acTOTa pa3BHTHS CEPACYHON HENOCTATOUHOCTH (cocTaBysomas KOMOWHMPOBAHHOH
CepAEeUHO-COCYIMCTOR KOHEYHOH TouKy) ObLIa 3HAIUMO BBIIIE B TPYIIIC aMJIOTUIINHA 110
CPaBHEHHUIO C TPYNIION XJIOpTaKMAOHA (10,2% vs. 7,7%; OP 1,38; 95% U [1,25 - 1,52];
p < 0,001). Tem He MeHee, 3HAYMMON PAsHUIBI B CMEPTHOCTH 110 BCCM IpUIAHAM MEXTY
Tepanuel aMJIOAMIIIHOM U TEPANHel XIOPTATHAOHOM BBIBIICHO HE 6sut0 (OP 0,96; 95%
JIN [0,89-1,02]; p=0,20).

5.2 ®apMaKOKHMHETHYECKHE CBOHCTBA

BcacriBanue

[locne mepopajbHOro IpueMa B TEPANeBTHHCCKHX  703aX aMJIO[UIIMH  XOpOIIOo
BCACHIBAETCS, JAOCTHIas MaKCHMaJlbHOTrO YPOBHS B KpOBM HEDC3 6-12 4 mocne mpuema.
AGCoMOTHAs OUOAOCTYITHOCTE IO pacyeTaM COCTaBJIACT OT 64 1o 80%. buoxoCcTynHOCTDH
aMJIOJVMIIMHA HE 3aBUCUT OT IIpUeMa IHUIIH.

Pacnpenenenne
O6beM pacrpeIe/IcHus COCTaBIISAET OKOJIO 21 n/kr. UccnenoBanus in vitro OKa3aid, 970
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MeTa60ou3M/BEIBEACHHE

[lepriox MONYBBIBEIECHAS U3 IUTa3Mbl COCTABIACT OKOJIO 35-50 4yacoB, YTO COOTBETCTBYET
IpHeMy JIEKapDCTBCHHOTO CPEACTBA OJMH pas B CYTKH. AMIJIOJMIIMH aKTUBHO
MeTaGonu3upyeTcs B IEYeHH ¢ O00pa3soBaHHMEM HEAKTHBHBIX metabonutos, 10%
HEM3MEHHOTO JIKAPCTBEHHOTO cpecTBa i 60% MeTaboIMTOB BHIBOAUTCS M3 OPraHusMa ¢
MOYOH.

Oco0Ople rpynilbl MANKCHTOB

Ilayuenmeul ¢ HapyuieHuem QYHKYuu nevenu

VIMEIOTCS. OrpaHMYEHHBIE KIMHMYECKHE NAHHbIC B OTHOIICHWH IpHEMa aMIIOMUIHHA ¥
MANMEHTOB C HapylieHmeM OYHKIMM MedeHd. Y IAMEeHTOB ¢ MIEYCHOYHOH
HEJIOCTATOYHOCTBIO CHIDKAETCA KIIMPEHC aMJIOJMITAHA, YTO MPUBOIAT K YBETHICHUIO AUC
¥ TIepHO/Ia [IOJTyBBIBEICHUS IPUOII3UTENBHO Ha 40-60%.

Iayuenmul nodicuno2o 603pacma

V [OKHIBIX ¥ MOJIOJBIX MANMEHTOB BPEMS JIOCTHXKCHHS MaKCHMAlbHOH KOHICHTPALHU
AMJIOMMIIMEA B IUIa3Me IPAKTHYECKH OJWHAKOBOE. Y IOXMIBIX IAlUCHTOB OTMEHCHA
TeHIEHIMS K CHIDKCHHIO KIMPEHCA aMIIOJMIIMHA, YTO NPUBOIUT K YBCTHICHHIO AUC
(rIomazs 30HBI TIOA KPHBOM KOHIICHTpAllUs-BpeMs) M MEpHOJa IOJTYBbIBCACHHA.
Iossimenne 3nauenns AUC ¥ yBenuuyeHHe IEpHOJA IOJIYBBIBEACHHA y MALUCHTOB €
CepHAEYHOM  HEJOCTATOYHOCTBIO ~ COOTBETCTBOBAIO  BO3PACTHBIM 0COOEHHOCTSAM
HccllelyeMOd BO3PacTHOM IpyNIbl MAIlHCHTOB.

5.3 JlaHHbIe NOKJIMHIYECKOH 6€30NMacHOCTH

PenpoayKTHBHAS TOKCHYHOCTD

VccnenoBanus I0 W3YYEHUIO BIMSHAA aMJIOJUIIMHA HA PENPOAYKTHBHYIO GbyHKIMIO Ha
KpHICAX W MBIIAX TPOJAEMOHCTPHPOBATH  3aTCPHKKY HACTYIUICHUs JaThl POJOB,
YBEJTAUEHHE MPOJOKUTEILHOCTA POJOB M CHIDKEHHE BBDKMBACMOCTH [IOTOMCTBa IIpH
MCIIONB30BAaHWM IIperapata B [03aX, NPUOIM3UTENBHO B 50 pa3 PEBBINAIONINX
MaxkCHMaIbHYIO PEKOMEHIYEMYIO JI03Y AJIA 9eNI0BeKa U3 pactcTa B MI/KT.

DepTUILHOCTD

BrusHus Ha GEPTUIBHOCTD KPBIC, TOTYYaBIIMX aMIIOIHIIHH (camipl — B TeueHHe 64 HEH,
caMKi — B Teuenue 14 mHeil mepea capuBaHueM) B 1o3ax o 10 mr/xr/cyT (B 8 pa3* Bbiie
MAKCHMAIbHOM PEKOMEHIOBAHHOM JO3BI JUIS YEIOBEKA, KOTOpas COCTaBIACT 10 mMr um3
pacyeTa B Mr/M%), BBISBIEHO He ObLIO. B pyroM HCCIIENIOBaHMM Ha KpbiCaX, B KOTOPOM
caMIlpl IONyYaad amJIofuNuHa Oecunar B TCYCHUC 30 mgHell B HO3€, COMOCTaBUMOHU C
TepaneBTIECKOM 1030H JUIs YeI0BeKa U3 pacieTa B MT/KT, OBLIO OOHAPYXEHO CHUKCHHUC
ypoBHE# (HOJUHMKYIOCTHMYIUPYIOIET0 TOPMOHA M TECTOCTCPOHA B ILIA3ME KpOBH, & TAKXKC
yMEHBIIEHHe KOIMYECTBA CHEPMATO30M/IOB B CIUHUIC 06BeMa, KOJMYECTBA 3PENbIX
cepmartu ¥ kiaetok CepTom.

KaHIepOreHHOCTh X MYTareHHOCTh

V KpbIC ¥ MBIIIEH, OTyYaBIIMX aMIOJHIIMH C nuieil B TeueHue 2 JIET B KOHIEHTpalusXx,
obecnednBaBimux 103y 0,5, 1,25 u 2,5 MI/kr/cyT, IpU3HAKOB KaHIEPOTEHHOCTH mpenapara
BBISBJICHO He ObUTo. Hampbicinas mo3a (y MBIIEH — COOTBETCTBOBaBIIAL MaKCHMaJIbHOM
PEKOMEH/IOBAHHOM J103€ /U YEJIOBEKa — 10 Mr u3 pacuera B Mr/M%, a y KphIC — B jBa pa3a*
TpEBHIMIABIIAs 3Ty KIMHHYECKYIO I03Y) Gouta 6IM3Ka K MAKCHMAIBHO MEPeHOCHUMOit 03¢
JUIS MBIIIEH, HO HE IS KPBIC.

B HCCleNOBaHUSIX MyTareHesa JIEKapCTBEHHBIM IIperapar HE OKasblBal MyTareHHOro
JEACTBUS HU HA FEHHOM, HA HA XPOMOCOMHOM YPOBHAX.

* COrJIacHO pacyeTaM JUls HAleHTa ¢ Maccol Tena 50 kr.
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COTJITACOBAHO
MVHHUCTEPCTROM 3/IPABOOXPAHEHNSI

6. DPAPMAILIEBTUYECKHUE CBOYICTBA PECIIVEJIMKH BEJIAPYCE
TIpuxas MununcrepcTsa sapasooxXpanesus
6.1 IlepeyeHb BCIOMOraTe/IbHBIX BelECTB PecnySanxu Boxapycs

[{e/UTio103a MUKPOKPHCTAUINYeCcKast, KpaxMall KapTodenbHbIH, Kalblus CTeapaT, JaKkT03d
MOHOTH/IpAT. '

6.2 HecosMecTHMOCTDH
He npumenumo.

6.3 Cpoxk rogaocru
2 roza.
He ucnons30BaTh 10 MCTEYEHUH CPOKA TOTHOCTH.

6.4 OcoOble MepbI MPEAOCTOPOXHOCTH IIPH XPAHCHHH
XpaHUTh B 3alMIIECHHOM OT BJIar¥ M CBETA MECTE IIPU TEMIIEpaType HE BbILIC 25°C.
XpaHdTh B OPUTMHAIBHON YyIIAKOBKE.

6.5 XapaxTep ¥ coep:kaHue NePBUIHOA YNAKOBKH
[To 10 TaGneTok B KOHTYPHYIO H4edKOBYHO ymakoBKy. OnHy WIM TPU KOHTYPHBIX
SUEHKOBBIX YIIAKOBKH BMECTE C JIACTKOM-BKJIAIBIIIEM [IOMEIIAIOT B IAYKy U3 KapTOHA.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH MPH YHHYTOKEHHH HCHOJIL30BAHHOIO
JEKAPCTBEHHOT0 NpenapaTta HJIH OTXO0A0B, MNOJYYCHHBIX TMOCKE NPHMCHEHUS
JEKAPCTBEHHOr0 NpenapaTa uin padoTel ¢ HUM

CroenyalisHbie TpeOOBaHUS OTCYTCTBYIOT.

Hercronb30BaHHBI IIpenapar M APYTHE OTXOABl HEOOXOAMMO YTHIM3MpOBaTh B
YCTAHOBJIEHHOM IIOPSIKE.

6.7 YcyoBus 0TIyCKA
Ilo penenrty.

7. JIEPXKATEJIb PETUCTPAIITMOHHOI'O YIOCTOBEPEHUS
PVII «benmennpenaparsl»,

PecniyGiuka benapycs, 220007, r. MuHck, . 0¥ >

yi. ®abpunuyca, 30, Ten./dakc:(+375 17) 220 37 16, I m' N

e-mail; medic@belmedpreparaty.com > a“)
¥ 8

8. HOMEP PETMCTPAIIMOHHOTI'O YIOCTOBEPEHUA

9. IATA IIEPBUYHOM PETUCTPALIIA

Jlata nepBoii peructpauuu: 29 anpens 2010 r.

10. IATA IIEPECMOTPA TEKCTA
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