OBILIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI' O IIPEITAPATA

HopmoaumnuH, 5 Mr, TableTKH. ! COTITACOBAHO !
MUHHUCTEPCTBOM 3JIPABOOXPAHEH |
Hopmoaunuu 10 Mr, TabneTku. PECTIVBJIHKH BEJAPYCh
Ipikasz Musucrepersa 3ApaBooX PAHEHI S

frukn Benapyes

w7 XA, LOLZ nTEZ
2. KAYECTBEHHBII U KOJTUYECTBEHHDBINU COCTAB

JleiicTByIOIIIEE BEIIECTBO: aMJIOJHIIHH.

HopMmoaunuH, 5 Mr, TaOJIETKH

Kaxxnas TabneTka cogepXuT S Mr amjioaunuHa (B Buae 6,944 mMr amnoaununa 6ezunara).

Hopmoaunuu, 10 Mr, TabJIETKH

Kaxxnas tabaeTtka conepxut 10 mr amnoaunusa (B Bune 13,889 mr amnonununa 6e3unara).

[ToHBIH MepeueHb BCIIOMOTaTeIbHBIX BELIECTB IPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku.

HopMoaunusg, 5 Mr, TabieTku

Benple win moyTH Oesble JIBOSIKOBBIMYKJbIE TabJETKH IPOJOJITOBAaTO-OKPYTIOH (OpMBI €
IPaBUPOBKOH «5» Ha OJTHOM CTOPOHE.

Hopmoaunusu, 10 mr. TaOJIETKH

Benple Wi moyTd Oejible BOSIKOBBINYKJbIE TaOJETKH MPOJOJIrOBaTO-OKPYrioi (opMel ¢

rpaBupoBKoi «10» Ha OHOMN CTOPOHE, U PUCKOU Ha JAPYTOM.

4. KIMHNYECKHUE JAHHBIE
4.1. llokazaHus K NPUMEHEHHIO
Hopmoaunus nokasan K IpUMEHEHHIO Y B3pOCIBIX B BO3pacTe OT 18 nerT.
- AprepuasibHasi TMIIEPTEH3US.
- XpoHudeckas cTabuiIbHasi CTCHOKApIHs.
- Bazocnactuueckas creHokapaus (creHokapaus [Ipunnmerana).
4.2. Pe:xuM 103HPOBAHHSA M CII0CO0 MPHMEHEeHHU

PexxuM 103upOBaHus

Kak IIpHA THINIEPTOHHUU, TaK H IIPH CTCHOKApAUH 0OBIYHAs HavaJIbHAas J103a COCTaBJISAET 5 MI' OJIMH
pa3 B ICHb. B 3aBucumocTu OoT HHIUBHAYAJIBHOT'O OTBETA MMallUCHTA Ha JICUCHHUEC, 3Ta 103a MOXKET

OBITH YBEJIMUYEHA O MAaKCUMAJIbHOU 103kl 10 MT B I€Hb.



VY TNanMeHToB, CTPajalollMX apTepUalbHON TunepreHsued, HOpMOAWIHH - MPUMEHAETCS B
KOMOMHAIMH ¢ THAa3UAHBIM JUypPETHKOM, anb(a-010okaTopoM, OeTa-0I10KaTOpOM — HITH
MHTHOUTOPOM aHTHOTeH3UHIpeBpamaroonero ¢epmenta (AIID). Y manuneHToOB, CTpagaroIluX
CTEeHOKapJMeil M He OTBEYaIONIIMX HA JeYeHWEe HUTpaTaMyl W/WIM aJleKBaTHBIMM JI03aMH Oera-
610kaTopoB, HOpMOIMIIUH MOXXHO HCIOJb30BaTh KaK B KayeCTBE MOHOTEpanmvu, TaK U B
COYETaHMU C JPYTUMH aHTHAHTUHAJIBHBIMU CPEICTBAMH.

[Ipu 0ZIHOBpEMEHHOM Ha3Ha4YeHHH mpenapata HopMOAHITMH ¢ THA3UAHBIMU JUYpETHKaMH, OeTa-
6nokaropamu u uHruOUTOpamMu AIID KoppekiHu 10361 He TpedyeTcs.

Oco6ble rpyIIbl MAlUEHTOB

Iayuenmor nodcunozo 6ospacma
IIpy mpyMeHeHHH B aHAJIOTMYHBIX J03aX HOpMOIWUNUH OAMHAKOBO XOPOIIO MEPEHOCHUTCS Kak
MOJIOJBIMHU, TaK M TMOXXUJIBIMH TalMeHTaMH. [I0XKWIBIM MalnueHTaM peKoMeHJ0BaHa OObIYHas
CXeMa JICYEHHMs], OJJHAKO yBEJIIMYEHHE JI03bI CIIEyeT MPOBOJAUTH C OCTOPOKHOCTBIO (CM. pa3eisl
4.4,5.2).
[layuenmul ¢ napyuwienuem hyHkyuu novex
M3MeHeHHs] KOHLEHTpalMM aMJIOAMIIMHA B IUIa3Me€ KPOBH HE KOPPEIUPYIOT CO CTENEHBIO
HapyIleHUs: GYHKIIUHU [T0YEK, OITOMY ITHUM MAaIMEHTaM PEKOMEHI0BaHO IPHMEHEHHE OOBIYHBIX
103. AMJIOZMITUH HE BBIBOJHUTCS C TOMOIIBIO FEMOIHANIN3A.
Iayuenmer ¢ napywenuem QyHxkyuu nevenu
PekoMmeHi0BaHHbBIE O3Bl Ul MAUEHTOB C JIETKAM MM YMEPEHHBIM HapylIeHHEM (yHKIUH
NEeYEeHH He ycTaHOBJIeHbL. [1oa00p 103kI ciielyeT mMpoBOAUTH C OCTOPOIKHOCTBIO, JICUCHHE CIIeTyeT
Ha4YWHATh C HAaUMEHbIIEH PEKOMEHIOBAaHHOM 03Bl (cM. pasnensl 4.4, 5.2). ®apmMakOKUHETHKA
amMJIONUIIMHA Yy JIMIl C TsDKEIbIM HapylleHHeM (yHKIUH MeYeHW He u3ydanach. JleueHue
NAIMEHTOB C TSHKENBIM HapylIeHUEM (QYHKIUM MEUSHH ClIeAyeT HAauHHATh ¢ MUHUMAJILHOM 035
amJIOJUMITMHA, TATPOBAHUE J03bI CIEYET MPOBOAUTE IIOCTEMEHHO.

eTH
[emu u noopocmxu 6 éospacme om 6 0o 17 nem, cmpadalowjue apmepuanvbHoil 2unepmensuel
PexoMenioBanHas HauyanbHas 103a [UIS JI€YECHUs apTEPUAIbHONW TMIIEPTEH3HH y NALMEHTOB B
Bo3pacte oT 6 10 17 et cocTaBiseT 2,5 Mr B [IeHb; €CIIH 10CIE 4 HeJlellb IPUMEHEHH s TpenapaTa
HE YJ1aJIOCh I0OUTBLCS KOHTPOJISI Ha/l apTEPHATBHBIM JIaBJIEHUEM, 103a MOXKET OBITh yBEIHYEHA 10
5 Mr B JieHb. [IpuMeHeHue 103, PEeBBINAIOMIKX 5 MI B JIEHb JUIs JISYEHUs MALUEHTOB AETCKOTO
BO3pacTa, He ObLIO U3y4eHO (cM. pa3aensl 5.1, 5.2).
OTOT JIeKapCTBEHHBIH MpenapaTr He MPOU3BOIUTCSA B JO3MPOBKE 2,5 MT, IMO3TOMY HE MOMKET
NPUMEHSATBCA Y IETEN B Bo3pacTe oT 6 10 17 j1eT, Tak kak He MOXeT 00eCeurTh 103upoBaHue 2,5

MT.



Jemu 6 so3pacme 00 6 1em
JlaHHBIE OTCYTCTBYIOT.

Criocob npuMeHeHust

Jlns npueMa BHYTpPb, OJMH pa3 B CyTKH B OJHO U TO X€ BPeMs, HE3aBUCHMO OT ITPUEMA ITHIIIH,

3amuBasi HEOOXOIUMBIM KOJIMYECTBOM BOJIBI.

Ta6nerka npenapara Hopmoaunusa 10 Mr MoxeT ObITh pa3ziefieHa Ha paBHbIC 103bI.

4.3. IlpoTuBonokazaHus

- 'umepuyBCTBHTENBLHOCTD K aMJIOJUITMHY, TPOM3BOAHBIM JTUTHAPONUPHANHA HIH K JTHOO0OMY
U3 BCIIOMOTaTeNIbHBIX BEIIECTB, IIEPEUUCICHHbIX B pa3zene 6.1.

- Bripaxxennas aprepuasibHasi THIIOTEH3HUS.

- ok (BkIrOYas KapAUOTE€HHBIH IIOK).

- OOGCTpyKIMs BBIXOAHOTO TpaKTa JIEBOrO ey Jouka (HalpuMep, BhIPa)KEHHBIA a0pTalbHbIM
CTEHO3).

- T'emomuHamuyecku HecTaOHWIIbHAs CepJeyYHas HEJOCTaTOYHOCTH IMOCJE OCTPOro MHpapkra
MHOKap/a.

4.4. OcoOble yka3aHHs M MepPbl IPEIOCTOPOKHOCTH NMPH MPUMEHEHHH

besonacHOCTh U 3¢ PeKTUBHOCTh MPUMEHEHHs aMJIOJWIHHA MPH THIEPTOHHYECKOM KpHU3e He

yCTaHOBJIEHA.

CepaeyHas HeJIOCTATOYHOCTh

B xone mpoBeneHUs UIMTENBHBIX, IUIANE00 KOHTPOJUPYEMBIX KIMHHUYECKUX UCCIIEOBAaHHH C
YYacTHEM MAlMEHTOB ¢ cepaedHoil HemoctaToyHOCThIO (III-IV yHKUMOHANBHBIM Kiacc 1O
knaccupukauun NYHA) ObUTo yCTaHOBJIEHO, YTO B TpyINe, MOJy4YaBIled amIIOAMIHH, IO
CPaBHEHMIO C IPYIIIOH I1anedo0 yBeIUUUIOCh KOJMYECTBO CIyUaeB OTEKa JIETKUX, HO 3TO He ObLIO
CBA3aHO C YXYyJIIEHWEM CepAECYHOM HegocTtaToyHocTH (cM. paszzen S.1). Briokaropsl
«MEIJICHHBIX» KaJIbLIUEBBIX KaHAJIOB, BKJIIOYas aMJIOJUIINH, CIEAYET C OCTOPOXKHOCTBHIO
NPUMEHATE IS JIEYEHUs] [TAaUEHTOB C 3aCTOWHOM cepAedyHO HEeIOCTaTOYHOCTBIO, TaK KaK OHH
YBEJIMYMBAIOT PUCK BOSHUKHOBEHHS CEPAECYHOCOCYAUCTBIX OCJIOXXKHEHUH U MPOLEHT JIEeTaTIbHBIX
HCXOJIOB.

Hapyuienue d)\/HKI_II/II/I NE4YCHHU

Y nauueHToB ¢ HapymeHHeM QYHKLHH [eYeHHU TIEPUO/ IOy BLIBEICH S aMJIOMIIMHA U 3HAYCHHUS
AUC yBenuuuBaoTcs, peKOMEHI0BaHHEIE 10351 IS TAKUX TAIIMEHTOB HE YCTAHOBJIEHBI. JleueHue
aMJIOIMIIUHOM CJIelyeT HauMHATh C MUHUMAIIbHBIX /103. [Ipy MepBUYHOM Ha3HAYECHUH JICYCHHUS
NPy MOBBIMEHUHM O3Bl CleAyeT COOMIOAAaTh OCTOPOXKHOCTh. Y TAIMEHTOB C TSHKEJBIM
HapylleHHeM (YHKIMM MEeYeHH THUTPOBAaHHE [103bl IO/DKHO IMPOBOAMTHCS IPH TIIATEILHOM

HaOJTIOZICHUH Bpaya.



[Moxuiple MalueHThI

[ToBellIeHUE JO03BbI Y MOXUJIbIX MAITHEHTOB CIeayer HpOBOI[I/ITb C OCTOpO)KHOCTb}O (CM. pa311em>1
42,52).

Hapymenue ¢pyHKIINHA ITI0YEK

B oT0l rpymnme MmanMeHTOB aMJIOJUIIAH MOXXHO MPHMEHSTh B OOBIYHBIX J03aX. M3MeHeHus
KOHIICHTPALlMH aMJIOJUIHHA B IUIa3Me€ KPOBH HE KOPPEIHPYIOT CO CTENEHBIO HapyIICHHS
(GYyHKIMU OYeK. AMIIOTUIIMH HE BBIBOJAUTCS C TOMOIIbIO FEMOJHATN3A.

BcnomorarenbHbIe BEIECTBA

JlaHHBIN mpenapar cofepXXUT MeHee 1 MMousib HaTpus (23 Mr) B oHOH Tabierke, MO3ITOMY €ro
MOJKHO OTHECTH K IpernapaTaM, «He COACPXKAIIUM HATPHIi».

4.5. BzaumopeiicTBHe ¢ [pPYrHMH JIEKADCTBEHHBIMH MNpeNapaTaMH M [pyrue BH/bI
B3aHUMOJAEHCTBHSA

BavsHue qpyrux JieKapCcTBEHHBIX MPENapaToB Ha aMJIOIUITHH

Hneubumopwvr CYP3A4

OnHOBpeMEHHOE NPUMEHEHHE AMIIOJUIMHA C MOIIHBIMH WM YMEPEHHBIMH WHTHOMTOpaMH
CYP3A4 (uuruburopsl npoTeassl, IPOTHBOTPHOKOBBIE Mpenaparhl Py bl a30J10B, MAKPOJIU/IBL,
HaIpUMED, SPUTPOMHIIMH UJIH KIAPUTPOMHUIIMH, BepalaMuil HJIM JUJITHA3EM) MOKET IPUBECTH K
CYIIECTBEHHOMY YBEJIMYEHHIO KOHLIEHTpAalUH aMJIOAMIIMHA, YTO MOXET IOBBICUTh PHCK
runoTensuy. KinMnuueckue nposiBieHHs yKa3aHHbIX (apMaKOKHHETHYECKUX OTKJIOHEHHH MOTYT
ObITh GoJiee BBIPRXEHHBIMH Yy TAIMEHTOB IIOXKHIIOTO Bo3pacta. B 3TOM CBS3M MOXET
OTPeOOBATHCSI MOHUTOPUHT KIIMHUYECKOTO COCTOSIHUS H KOPPEKIIUS J03bL.

Knaputpomuin — sBnsercs unruoutopom CYP3A4. CyluecTByeT MNOBBILEHHBIH PHCK
TUMOTEH3WH Y MAalUEHTOB, NMPUHUMAIOUIMX KIAPUTPOMUIMH U aMIIOAMNHUH. PekomeHmayeTcs
CTporoe HabIIOJEHHE 3a MALMEHTaMH, y KOTOPHIX aMJIOJMIIMH HA3HAYAETCS OJIHOBPEMEHHO C
KIapUTPOMHLIUHOM.

Hnoykxmopur CYP3A4

[Ipy ONHOBpEMEHHOM NpPHMEHEHHH C wu3BecTHbIMH HHAyKTOpamMH CYP3A4 koHIeHTpauus
amJIO[MIIMHA B IUIa3ME€ KPOBH MOXET H3MEHAThCA. [loaTomMy cremyeT KOHTpOIHpOBaTh
apTEpPUaAJIbHOE JIABJIICHHE U YYMTBIBATH BO3MOXKHOCTh PETYJIMPOBAHHS 103bI KaK BO BPEMsl, TaK H
II0CTI€ COMYTCTBYIOLIETrO JICYeHHs, OCOOEHHO cHIbHBIMH HHIyKTOpaMu CYP3A4 (Hampumep,
pudaMnuuH, mpenapatsl 38epo6ost NpoasIpsBiIeHHoro [Hypericum perforatum]).
OnHoBpeMeHHOE IPUMEHEHHE aMJIOIUITHHA U YIIOTPEOIIEHHUE 2petinghpymos uiu 2peiingpymoso2o
COKa HE PEKOMEHJYETCs, TaK KaK 3TO MOXET IMPHUBECTU K IMOBBILIEHHIO OHOOCTYIHOCTH

AMJIOIMIIMHA Y HEKOTOPBIX MAlUCHTOB, YTO, B CBOIO O4Yepeab, MOXET YCUIIUTH TUIOTEH3UBHBIN

3 dexrt.



Hanmponen (unghyzuu)

V 1a6opaTopHbIX KMBOTHBIX OBUIM OTMEYEHBI Cilydau (GUOPHIUISIMK HKeITy JOUKOB U CEPACIHO-
COCYZMCTOM HENOCTATOYHOCTH, COMPOBOXKAABIINECS THIIEPKATMEMHUEH, C IETAIBHBIM HCXOJ0M H
KoJutaricoM Ha (oHe NpPUMEHEHHs BepalaMuia W BHYTPMBEHHOIO BBEICHMS IaHTPOJICHA.
BcenencTBue pucKa pa3BUTHsI THIIEPKATUEMUH CleyeT u30eratb OJHOBPEMEHHOTO NPUMEHEHHS
JAHTpPOJIEHa W GJIOKATOPOB «MEJICHHBIX» KaJIbLIMEBBIX KaHAJIOB, B TOM YHCJIEe aMJIOJUNHUHA, Y
MAlMEHTOB, TOJBEP)KEHHBIX 3JIOKAYECTBEHHOW TUIEPTEPMHMH, a TaKKe TMpH JIeYCHHH
3JI0Ka4eCTBEHHOH THIEPTEPMHUH.

BiusHue amI01MNKHa Ha IPYTUE JIEKaPCTBEHHBIE TIPENApaThl

AMJIOMMIIMH  YCHJIMBAeT TMIOTEH3WBHOE JEHCTBHE JPYTHX IIperaparoB, 00JaJaroluX
AQHTUTUIIEPTEH3UBHBIM JEHCTBUEM U UCIOJIb3YEMBIX ISl CHUKEHUS apTEPUATIBLHOTO JIaBJIEHHUS.
Taxpoaumyc

CoBMecTHOE TNpUMEHEHHE TaKpoJMMyca M aMJIOJAMIIHHA MOXKET IPUBECTH K IOBBILICHHIO
KOHLEHTPALUH TaKpOJMMyca B KPOBH; MEXaHU3M TaKOr0 B3aUMOJEHCTBHS 10 KOHIIA HE U3YYEH.
Bo n3bexxanne Tokcuueckoro IeHCTBUS TaKpOJIUMYyca ClieyeT KOHTPOJIUPOBaTh KOHLIEHTPALIHIO
TaKpoJIMMyca B KPOBU B XOJIe TE€PallMHi aMJIOJUIIMHOM U NPH HEOOXOJMMOCTH KOPPEKTHPOBAThH
7103y TaKpoJIUMyca.

Hneubumoper muwienu panamuyuna 6 kiemkax miexonumaiowux (mTOR - Mammalian Target of
Rapamycin)

Hurubutopsr mTOR (cuponumMyc, TEMCHPOIUMYC H 3BEPOJIUMYC) SIBISIOTCS CyOCTpaTaMu IS
CYP3A. Amnoaunus siBnsercs cnadbiM uHruoutopoM CYP3A. IIpu coBMECTHOM NTPUMEHEHHH C
uHrubutopaMu mTOR amIIOIUITHH MOXKET YCHIIMBATE MX JEHCTBHE.

Luxnocnopun

Ha naHHBIA MOMEHT He OBLIO MpPOBEAEHO HCCIIENOBAaHHN MO H3YYEHHUIO B3aMMOJIEHCTBHUS
[HUKJIOCTIOPHHA W aMJIOJMIIMHA Yy 3J0POBBIX [JOOPOBOJBLEB MJIM JPYyTHX MNOMyJSLUHM, 3a
UCKJTIOUCHHEM [allMEHTOB, MEPEHECIIMX TPAHCIUIAHTAIMIO MMOYKH, y KOTOPBIX HAOI0IAIOCh
MOBBINICHHE KOHIIEHTPALMH [TUKJIOCTIOPHHA B KpoBH (B cpeaHeM Ha 0%-40%). B cBsi3u ¢ 3TuM y
TaKMX MAIMCHTOB CJIEAYeT KOHTPOJUPOBATH KOHLEHTPAIMIO IMKIOCIIOPUHA B KPOBH B XOJ€
Tepanuy aMmJIOAMITMHOM H IIPU HEOOXOAMMOCTH YMEHBIIUTD 03y LHUKIOCIIOPUHA.

Cumeacmamun

OnHOBpEMEHHOE MHOTOKPATHOE MPHMEHEH e aMJIOUITMHA B 103€ 10 MI' ¢ CHMBAcTaTHHOM B J103€
80 Mr mpHMBOIMIIO K YBEIMYEHHIO KOHIEHTPALMM CHMBACTATHHA Ha 77% 10 CPaBHEHHIO C
MOHOTEepanuerd cuMBacTaTuHOM. [lo 9TOM mpHuYMHE pPEKOMEHIYETCSs OrPaHUYHUTh 103y
CHMMBAaCTaTUHA y NMAllMEHTOB, IPUHUMAIOIIUX aMJIOAMIUH, 10 20 MT B IeHb.

B xoje KIMHHYECKHUX HCCJIeJOBAaHUH JICKApCTBEHHBIX B3aUMOJCUCTBUM aMJIOJUIIHUH HE OKA3bIBaJ



BJIMSHUS Ha (hapMAKOKMHETHKY aTOPBACTAaTHHA, IMTOKCHHA, Bap(apyHa UK IUKIOCIOPHHA.

4.6. ®epTHILHOCTD, 0€PEMEHHOCTD H JIAKTALUS

bepemeHHOCTH

Be3onacHOCTh IPUMEHEHHS aMJIOAUITHHA JUIsl JIEUEHUs] OEpEMEHHBIX XKEHIIMH HE YCTaHOBJICHA.
HWccenenosanusi, MPOBOIUBIINECS HA XUBOTHBIX, CBUAETEIBCTBYIOT O TOM, YTO B BBICOKUX J103aX
npenapar 06J1aJaeT TOKCHYECKUM BO3/ICHCTBHEM Ha PEPOAYKTHBHYIO (yHKIIHIO.

[IpuMeHeHne B mepuo] OEPEMEHHOCTH PEKOMEHIYeTCsl TOJBKO B ClIydae OTCYTCTBHs Oojee
Oe30MmacHOM albTepHATHBBI, UJIK €CJIM 3a00JieBaHUE MAaTepH NPEACTABIILET JJIs MaTepH U IO/
OOJIBIIIYIO ONTACHOCTH, YEM JICUEHHE.

JlakTanus

AMIIOIMNIUH BBIICTSIETCS C TPpyAHbBIM MoJjiokoM Jlonis mpenapata B MaT€pUHCKOM MOJIOKE,
MOCTYyTaloIIas MJIaJIEHILy, OLIEHUBAETCS B UHTEPBAJILHOM JHamna3one oT 3 — 7 %, MakCUMaibHO 15
%. BiusHWe amiIoJMNIMHA HA MJIQJICHIEB HEW3BeCTHO. [IpM NpUHATHM pelleHus o
MPOJOKCHHH/TIPEKPALICHHH T'PYJAHOIO BCKApMJIMBAaHUS WM IPOJIOJDKEHHUH/OTMEHE TEepanuu
aMJIOJJUITUHOM HEO0OXOUMO YUHUTHIBATH MOJIb3Y TPYAHOTO BCKApMIIMBAHHUS [UIsl peOeHKa U MOJIb3Y
OT IPUMEHEHHSI aMJIOMIIUHA /ISl MATEPH.

DepTHILHOCTD

Coobmianoce 0 TOM, YTO y HEKOTOPBIX MAIMEHTOB, MOJIyYAIOIIUX OJIOKATOPBI «MEIJEHHBIX»
KalbLIMEBBIX KaHAIOB, HAOMIOAIMCh OOpaTUMble OMOXMMHUYECKHUE HM3MEHEHHs B TOJIOBKax
criepMaTo30u10B. KIIMHUYeCKUX JaHHBIX B OTHOIIEHUU BO3MOXKHOTO BO3JACHCTBHUS aMJIOAMIIMHA
Ha (epTUIIBHOCTH HEJOCTATOYHO. B X01€ 0HOro Mcce1oBaHus Ha Kpbicax ObLIO 0OHApYKEHO,
4TO Ipenapar BiIuseT Ha GepTUIBHOCTb CAMIIOB.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpPEICTBAMH M PadoTaTh
MeXaHH3MaMH

AMJIOIUIIMH MOKET OKa3bIBaTh HEKOTOPOE BIIMSHHE HA CIIOCOOHOCTD YIPABIISATH aBTOMOOHIIEM U
Mexanu3Mamu. Eciu y manueHTa, NpUHAMAIOIIET0 aMJIOJUITHH, OTMEYAeTCs TOJIOBOKPYKEHHE,
roJIOBHas 00J1b, YCTAIOCTh MM TOLIHOTA, 3TO MOXET OKa3aTh BIHSHHE HA CKOPOCTh U KAUyeCTBO
peakuuu. PekoMeHnayeTcs co0I01aTh OCTOPOXKHOCTh Ha HAYaJIbHOM JTalle JICUCHHUS.

4.8. He:xxenaTe/ibHbIEe peaKIHH

Pesrome nmpoduiist 6e30macHoOCTH

HaunbGoiee yacto B nepuos nevyeHus HabIoaaIKCh CIeAyoIMe MOOOUHbIE PEaKIUU: COHIHBOCT,
rOJIOBOKPY)KE€HHE, TOJOBHasi OO0, YCHJIEHHOE cepaieOHeHne, MPUIUBBL, 0O0JIb B IKHUBOTE,
TOILHOTA, OTEK JIOABDKEK, OTEK U yCTaIOCTh.

TabnuyHbId IEpeYeHb TOOOYHBIX PEAKIIUU




HpI/I JIEYEHUHU aMJIOJJUIIMHOM OTMEYaJIMCh CIICAYIOIIHE MoOOYHbIE peaKuuy, UuxX HacToTa

ompe/iesieHa C HCII0JIb30BaHAEM CIIEAYIOMKMX 0003HaYeHHUH: oueHb yacTo (=1/10); yacto (>1/100

u <1/10); mewacto (>1/1000 u <1/100); pexxo (>1/10000 u <1/1000); oyens peaxo (<1/10000),

YacToTa HEH3BECTHA (Ha OCHOBAHUHU UMEIOIIUXCA NaHHBIX OLICHUTH HCBO3MO)KHO).

Knace cucremM opraHos YacrtoTa HexenateabHble peaKkIUH
Hapymenusi co cToOpoHbI Ouens JleiikoneHus, TPOMOOLIMTONIEHUS
KPOBH U JIUM(paTHYECKOH penKo
CHCTEMBI
Hapymenust co cTopoHbI Ouenb Aniepruyeckue peakuu
HMMYHHO# CHCTEMBbI penko
Hapymenust MeTaboiu3ma u OyeHb ['unepraukemus
NUTAHUSA penKo
Ilcnxuyeckne HapymeHus Heuacro Jenpeccus, N3MEHEHUs HACTPOEHHS
(BKJTFOYAs! TPEBOXKHOCTH), OECCOHHUIIA
Penxo CnyTaHHOCTbH CO3HAHUS
Hapymienus co cTopoHsl Yacto COHJIUBOCTD, I'OJIOBOKPYIKEHHE, TOJIOBHAS
HEPBHOI CHCTEMBbI 001 (0COOEHHO B HayaJle JeUeHUs)
Heuacto Tpemop, nucreB3us, 0OMOPOK, THIIECTE3Hs,
napecTe3us
Ouenp [loBbIILIEHHE MBILLIEYHOTO TOHYCA,
penKo nepudepuyeckasi HelponaTus
Yactora DKCTpanupaMUIHbIE HApyIIEHUS
HEH3BECTHA
Hapymenusi co cTopoHsI Heuacro Hapymenust 3penus (BKJItoyas AUILIONHIO)
OpraHa 3peHusi
HapymeHust co cTopoHbl Heuacto [IIym B ymax
opraHa c¢Jjyxa M JJadupuHra
Hapymenusi co ctoponsi Yacro VYyamienHoe cepaiebuenue
cepana Heuacro Aputmus (BKI04ast Opaiukapauio,
XKEeJTy JIOUYKOBYIO TaXUKAPAUIO U
GUOPHILIAIMIO TIpeICeP/THit)
Ouenb HudapxT muokapna
penko
Hapymenus co croponsi Yacto «IIpunuBei»




coCy10B Heuacto ApTtepuaibHas THIIOTEH3HS
Ouenb Backynut
peaxo
HapymeHusi co cTOpOHBI Yacro JlucniHos
JbIXaTeJbHON CHCTEMBI, HeuacTo Katuens, puHuT
OpPraHoB IPYAHOI KJIETKH H
cpe1oCTeHUsA
KenyaouHo-Kume4YHbIE Yacto Boib B ®KUBOTE, TOLIHOTA, JUCIIEIICHS,
HapymeHUs H3MeHeHHe puTMa aedexanuu (BKIJas
JUApero U 3arop)
Heuacto PBota, cyXxocTb BO pTY
Ouenb [TaHkpeaTuT, racTpuT, TUNEpIIa3us JECEH
peaxo
Hapymenus co cTOpoHbI Ouenn ['enatuT, )xenTyxa, NOBBILLICHUE
MEeYeHH U KeTYeBbIBOASAINX penKo AKTHBHOCTH TEYEHOYHbIX TpaHCAMUHAa3*
nyTeu
Hapymenust co croponsl koxkn | Heuacto Anonenusi, mypnypa, U3MEHEHHE LBETa
H NOJAKOKHBIX TKAHEeH KOXHBIX IOKPOBOB, THIIEPTHAPO3, 3y,
ChIIlb, YK3aHTEMA, KpalluBHULIA
OueHb AHTMOHEBPOTUYECKHH OTEK,
peako MYyJIbTH(POPMHAS IPUTEMA,
9KC(OJHATUBHBIA JEPMATUT, CHHIPOM
CruBenca-J)xoHcoHa, otek KBuHKe,
doToceHcHOUTU3ALHS
YacroTa Toxcuueckuii snuaepManbHbId HEKPOIU3
HEU3BECTHA
HapymeHusi co cTopoHbI Yacto OTex 10abDKEK, CYIOPOTH B MBIIIIAX
MBI EYHOM, CKeJIeTHOH 1 Heuacto Aptpanrus, Muairus, 60J1b B CIIUHE
COEIHHHTEJIbHON TKAHHU
Hapymenus co ctopoHsl Hewacro Hapymienust Mouencyckanusi, HUKTY pHs,
MO04YeK H MOYEBbIBOASIIHX Yy4YallleHHOE MOYEUCITYy CKaHUe
nyTen
Hapymenus co croponsi Heuacto MMnoTeH1us, THHEKOMAaCTHS

PeNnpoIYKTHBHOMN CHCTEMbI H




MOJIOYHBIX K€J1€3

O6mue Hapymenus 1 peakuun | Ouenb yacto | OTeku

B MecTe BBe/JeHH Yacto YcranocTs, acTeHus

Heuacto Bosb B rpyau, 60b, HEAOMOTaHHE
JlabopaTopHbie U Heuyacto VYBenuueHrue Macchl Tella, yMEHbILIECHHE
HHCTPYMEHTAJIbHbIE TaHHbIE Macchl Tena

*Kak I[TpaBUJI0, COMIPOBOXIAACTCA XOJIECTAa30M

Coo0b11eHte 0 1M0JI03peBAEMbBIX HEXKEIATENbHBIX PEAKIIHIX

BaxHo coofmare 0 NOJO3pEBaEMBIX HEXKENATeIbHbIX pEAaKLUUAX II0CJIE PErHCTpaluH
JIEKapCTBEHHOI'O Mpenapara ¢ IeJIbl0 00eCIeueH s] HEPEPHIBHOTO MOHUTOPHHTA COOTHOLIEHHUS
«II0JIb3a — PHUCK» JIEKApCTBEHHOIO Ipenapara. MeOULMHCKUM pabOTHUKAM pEKOMEHIyeTCs
coo0maTe 0 JIIOOBIX MOJ03PEBAEMBIX HEXKEIATEIbHBIX PEaKIHAX JIEKAPCTBEHHOIO IIpernapara
Yyepe3 HALMOHAJIBHYIO CUCTEMY COOOIIEHUHN O HEXKEeTaTeIbHBIX PEaKLIUsX:

Pecny6nuka benapycn

220037, r. MuHnck, nep. ToBapuieckuii 2a

VII «LleHTp 3KcnepTU3 ¥ UCTIBITAHUH B 3PABOOXPAHCHUHN»

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

On. noyra: recpl@rceth.by, rceth@rceth.by

https://rceth.by

4.9. Ilepeno3upoBka

OmneIT MpeHaMepeHHOI epeI03MPOBKH MpenapaTa y 4eJIOBeKa OrpaHHyeH.

CuMnToMbI

Mmeronmecs naHHblE CBHACTEIBLCTBYIOT O TOM, YTO 3HAYMTENbHAS MEPENO3UPOBKA MOKET
NPUBECTH K Ype3MEpPHOH mnepudepuyeckoil Ba3oAWIATALIMA C BO3MOXHBIM DPa3sBUTHEM
pediiektopHoit Taxukapauu. ONHCaHbBl Cllyyad BBIPQKEHHOM M CTOMKOM apTepuaibHOM
THIIOTEH3MHU, B TOM YHMCJIE C PA3BUTHEM IIIOKA U JIETAILHOTO HCX0/a.

B penkux ciydasx coo01manoch 0 HeKapAHOTeHHOM OTEKE JIETKUX KaK CJIEACTBUH MEPEI03HPOBKHU
aMJIOUIHHA, KOTOPBIH MOXET IPOSBIATLCSA C OTCPOYEHHBIM HavaioM (depe3 24-48 yacos nocie
npuemMa) ¥ TpeOOBaTh MNPOBEAEHHUS HMCKYCCTBEHHOM BEHTH/IALMH JIETKUX. PaHHHe
p€aHMMallMOHHbIE MEpONPUATHS (BKJIKOYass MEPEerpy3Ky JKHAKOCTBIO) I MOAAEPIKaHUS
nepdy3uu ¥ CEpAEUHOro BBIOPOCA MOTYT GbITh IPOBOLMPYFOIMMU (HAKTOPAMH.

Jleuenue

[lpy KIMHMYECKHM 3HAUYMMOM apTepHaNbHOW THMIOTEH3WH, BHI3BAHHONW IEPEI03MPOBKOI
aMJIOUIIHHA, TPEOYETCs IPOBEJCHUE AKTUBHBIX MEPOTIPHSTH, HAIIPABIICHHBIX Ha TOIEP)KaHHE

(byHKI.IPIPI CepIIe‘-IHO-COCYI[I/ICTOﬁ CUCTEMBI, BKIIIOYasg MNPHUBCACHUEC HHXHHX KOHEYHOCTEN B
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MPUIIOIHATOE TIOJIOKEHHE, MOHUTOPHHT NoKa3aTesied paboThl cep/lia ¥ JIETKHX, KOHTPOJIb o0beMa
HUPKYJIHPYIOLIEH KPOBH U AUy pE3a.

Jlns BOCCTAHOBIEHHMS TOHYCa COCYIOB M HOPMAaJlM3allMd apTepHallbHOTO JaBJICHHSA, IPH
OTCYTCTBHH IPOTHBONIOKA3aHHIA, BO3SMOXHO NPUMEHEHHE COCYIOCY KMBAIONIMX MpenaparoB. Jis
yCTpaHeHHs TIOCNIEeICTBUAN OJNOKAmbl KaJbLMEBBIX KaHAIOB BBOASAT IJIIOKOHAT —KaJbLHUs
BHYTPHBEHHO.

B HEKOTOpBIX CiydyasX MOXeT ObiThb 3((eKTHBHBIM NpOMbIBAHHME XKeiyaka. HasHaueHue
aKTHBHPOBAHHOTO YIJIA 3J0POBBIM JOOPOBOJBIAM Cpa3y MM B TeYeHHME 2 Y IMOCIE NpHeMa
amyiogunuHa B 03¢ 10 Mr mpuBOJAMIIO K 3HAYUTEIILHOMY CHH)KEHMIO BCACHIBAHHS Iperaparta.
[TockobKY aMIIOJUIKMH B 3HAUYUTEIBHOM CTETEHH CBS3BIBAETCS ¢ O€JIKaMU CHIBOPOTKH KPOBH -

reMouain3 MajiodpheKTUBEH.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOHCTBA
®apMmakoTtepaneBTiieckas rpynmna: CelekTUBHBbIE OJIOKAaTOpbl KaJbLUEBBIX KAaHAIOB C
IIPEUMYIIECTBEHHBIM BIUSHUEM Ha cocyibl. [[pou3BoHbIE TUTHAPOTHUPUINHA.
Kon ATX: CO8CAO01

MexanusMm neictus. hapMakoauHaMmudeckue 3hheKTol

SIBnsisicb  TMPOM3BOAHBIM TUTUAPONUPUAMHA, AMJIOIUIUH WHTUOUpYyeT TpaHCMEMOpaHHBIN
Mepexo/]] HOHOB KaIblus (6JI0KaTOp «MEVIEHHBIX» KaIbIUEBBIX KaHAJIOB, HJIM AaHTAarOHUCT HOHOB
KalblMdA), a TakKe OJIOKUpYeT TpaHCMEMOpaHHbBIH TOK HOHOB KaJbIHMS B IJIaJKOMBIIICYHbIE
KJIETKM MUOKap/a ¥ COCY/I0B.

Mexanu3M THNOTEH3UBHOTO NEHUCTBUS aMJIOAMIHHA OOYCIIOBJIEH MPSMBIM pacciadsiomuM

JEHCTBHEM Ha TIJIAJKME MBIIIBI COCyIOB. TOYHBI MeXaHHW3M [EHCTBHS aMJIOJMIIHHA IPH

CTEHOKap/IM¥ OKOHYATEJIbHO HE YCTaHOBJICH, OJHAKO aHTHHILIEMHUYECKOe ICHCTBHE aMJIOMITHHA

IPOUCXOUT IO CIEAYIOIIUM BYM Iy TSM:

1. AmonunuH paciiupser neprudepuueckue apTepuosbl U, TAKMM 00pa3oM, CHHYXKAET oblee
nepr(epryecKoe CONPOTUBIECHUE COCYIOB (IIOCTHArpy3Ky), Ha MPEOJOJIEHHE KOTOPOTro
3aTpayMBacTcs pabora cepaua. Ilockonbky dacToTa CepiedHBIX COKpAlEHHH He
U3MEHSCTCS, YMCHBIIEHME Harpy3KM Ha Ceplle CHHXXaeT NOTpeOJIeHHe SHEPrud u
N0TPeOHOCTh MUOKAp/a B KUCIOPO/IE.

2. Mexanu3M JEHCTBHsS aMIIOJMIKMHA, BEPOSTHO, TAK)Ke BKIIOYaeT B cebs paclIMpeHHe
TJIaBHBIX KOPOHAPHBIX apTepuil ¥ KOPOHAPHBIX apTEepPHUOJ KaKk B HEH3MEHEHHBIX, TaK H B
MILEMHU3MPOBAHHBIX 30HAX MHOKAp/ia, TEM CaMbIM yBEJIHYHBAsl MOCTYIJICHUE KUCIOPO/A B

MHOKAap/l y NalMeHTOB CO CIIa3MOM KOPOHAPHBIX apTepuii (cTreHokapaus [IpuHimeTana umm
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CepIEYHO-COCY AUCTHIE (0,54-0,88)

SIBIICHUS

WHuBu1yanbHbIE COCTABISAIOIINE

PeBackynspusanus 78 (11,8) | 103 (15,7) | 95 (14,1) 0,73 0,03

KOPOHAPHBIX apTepUi (0,54-0,98)

[Nocriuranu3anus B cBsi3u | S1(7,7) 84 (12,8) | 86(12,8) 0,58 0,002

CO CTEHOKapaue (0,41-0,82)

UM ¢ HeneransHbM | 14 (2,1) 19 (2,9) 11 (1,6) 0,73 0,37

MCXO0IOM (0,37-1,46)

HUuncynet umu TUA 6 (0,9) 12 (1,8) 8(1,2) 0,50 0,15
(0,19-1,32)

CMmeptp 1O  mpHYHHE 5(0,8) 2(0,3) 5(0,7) 2,46 0,27

CepAECYHO-COCY IUCTON (0,48-12,7)

MaTOJIOTHH

[Nocnurtanu3amnus B CBSI3U 3(0.5) 5(0,8) 4 (0,6) 0,59 0,46

¢ 3CH (0,14-2,47)

Peanumarus nocine 0 4 (0,6) 1(0,1) NA 0,04

OCTaHOBKH cep/ia

BriepBble  BBISIBIIEHHOE 5(0,8) 2(0,3) 8(1,2) 2,6 0,24

3aboseBaHue (0,50-13,4)

nepupepuyecKux

KPOBEHOCHBIX COCY/IOB

Cokpamennst: 3CH — 3acroiinas cepueusas HenoctarouHocTh, CI — 10BepHUTENBHBIN HHTEPBAI,
WM — undapxt muokapaa, TUA — TpaH3uTOpHas HIIIEMHUYECKAs aTaKa.

IIpumenenue y nayuenmos ¢ cepoeuno HedOCMamoyHoCmvio

['eMonMHamMHuyecKHe MCCIEOBaHHS H KOHTPOJIMPYEMBIE KJIMHHYECKHE HCCIIEAOBAHUS C
MCIIOJIb30BAHUEM IPOOBI ¢ (U3UUECKOW HArpy3Koil MMOKa3ajid, 4TO aMJIOJAUIIMH HE BBI3HLIBAET
YXYAUICHUS COCTOSIHHS IIallMEHTOB C XPOHUYECKOH cepaeuHod HemocrtarouHocThio (II-IV
¢GynxunonansHoro knacca mo NYHA), 06 3ToM CBHIETENLCTBOBANA CTENEHb TOJNEPAHTHOCTH K
(usnueckoii Harpy3ke, (ppakius BEIOpOCa JIEBOTO XKeJlyI04Ka U KIMHHYECKas CHMIITOMATHKA.

B nnane6o-kontponupyemom uccienoBadun (PRAISE), B KoTOpoM ydyacTBOBaIM MALMEHTHI C
cepaeunor HemoctatoyHocThio -1V ¢dynkumonansHoro kmacca mo NYHA, nosyyasiime
IOUTOKCHH, JMYyPETHKM M MHruobutopsl AIID, amiaoaunuH He BbI3bIBAJ IMOBBIIIEHUS pPHUCKa
JETATbHOIO HMCXOJa WM CyMMapHOIO pPHUCKA JIETAJIBHOCTH M OCJIOXHEHHUH, CBS3aHHBIX C

cepnequﬁ HEAOCTAaTOYHOCTBIO.
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B fomonHHUTENBHOM IIanebo-konTposnupyeMoM uccienoBanin (PRAISE-2) .y nauueHTOB €
XpoHHUecKoit cepaeunoit HemoctatounocTsio (III-1V dynkumonansHoro kiacca mo NYHA) 6e3
KJIMHAYECKUX WM 0OBEKTUBHBIX Npu3HakoB MBC, moCTosHHO moy4daBImX HHruouTopsl AlID,
JUTUTAIAC ¥ XY PETHKH, aMJIOJIMIIMH He OKa3bIBaJl BIMSHUS HAa OOMIYIO M CEPAECYHO-COCY IUCTYIO
CMEPTHOCTh. Y TeX JkK€ MalMeHTOB MPUMEHEHHE aMJIOAMIIMHA CONMPOBOXKJIAIOCH YBEITHUCHHEM
YHciIa CIy4aeB OTeKa JeTKHX.
Hcenedosanue anmueunepmen3uHo20 u 2UNOIUNUOEMULECKO20 1eYeHUs. 6 YellaX nPOGUIaKmuKu
ungapkma muoxapoa (ALLHAT)
PannoMu3npoBaHHOE [BOWHOE ClleNoe HCCiIeoBaHHE 3a0071€BaeMOCTH W CMEPTHOCTH IOJ
Ha3BaHueM «lccreoBaHne aHTUTHUIIEPTEH3UBHOTO U TUIOJUIIHAEMUYECKOTO JIEYEHUS B LIEIAX
npodunaktuku uHpapkra Muokapaa» (ALLHAT) Obu10 mpoBeneHO Ui CpaBHEHHS JEHCTBUS
Oonee COBpPEMEHHBIX IpernaparoB, TAaKUX Kak amJIOAUNUH B no3e 2,5-10 mr/mens (Gyioxatop
KaJbILUEBBIX KaHAJIOB) WM Ju3uHOoNpuia B no3e 10-40 mr/nens (uarudbutop AIID) B kauecTBe
NpenapaToB NEpBOM JUHUHU C AEUCTBUEM THA3UIHOTO JUYpPETUKA XJIOpTaauaoHa B go3e 12,5-25
MI/JIeHb JUIS JIEYEHUS JIETKOM U yMEpEeHHOM apTepHaIbHOM THIIEPTEH3HH.
Bcero 6b110 pangoMusupoBano 33 357 manueHTOB ¢ apTepHaIbHOM THIepTeH3Uel B BO3pacTe OT
55 5iet U crapiie, KOTOpble HaOTIOIANINCH, B CpelHEM, B TeueHHe 4,9 jeT. Y manueHToB UMecs,
KaK MHHMMYM, OJUH JONOJHHUTENbHBIH (akTop pucka MBC (umemudeckoi Gone3Hu cepaua),
BKJIIOYasl [IEPEHECEHHbIH MH(ApKT MUOKapja WM HHCYJILT (> 6 MecsleB 10 BKIIOUEHHS B
HCCJIEZIOBAHHE); NOKYMEHTAJIBbHO TMOJTBEPXKIECHHOE HHOE CEpAeYHO-COCYIAMCTOE 3abosieBaHHe
aTePOCKJICPOTHYECKOro renesa (Bcero 51,5%); caxapuslii quader 2 tuna (36,1%); Xc-JITIBIT <35
mr/an (11,6%); runmeprpoduio j1eBoro eiyaouka, AMardocTupoBaHHyro Ha DKI' wiu npu
sxokapauorpaduu (20,9%); kypenune (21,9%).
OcHoBHas KOHEYHasi TOUKa MpeCTaBisuia co0oi cocTaBHyio koMmOuHamuio UBC ¢ neTanbHbIM
MCXOJIOM MJIM MH(APKT MHOKap/ia, He MPUBEAIINH K JETATBHOMY UCXOLY. 3HAUMMOM Pa3HHUIIBI 110
4acTOTe OCHOBHON KOHEUHOM TOUKH MEXIY Tepanueil aMJIOTUITMHOM U XJIOPTAIHIOHOM HE OBLIO:
RR 0,98 95% TN [0,90-1,07] p=0,65. Cpenut BTOpUUHBIX KOHEYHBIX TOYEK B IPYTIIIE, MOy YaBIIEH
aMJIOAMIHMH, CepACYHas HENOCTATOYHOCTh (KOMIIOHEHT COCTaBHOM KOMOHMHAIIMK CepevHO-
COCYAUCTOM KOHEYHOM TOYKM) ObLIa 3HAYUTENBHO BbBINIE, YE€M B TPYNIE, I10JydYaBIIeii
xnopramuaon (10,2% vs. 7,7%, RR 1,38, 95% CI [1,25-1,52] p <0,001). Onnako, 3HaUMMOi
Pa3HUIIBI B CMEPTHOCTH IO BCEM NMPUYMHAM MEXY Tepanuel aMmJIOTUIMHOM U XJIOPTATHIOHOM
BbLABJIEHO He Ob110: RR 0,96 95% JIU [0,89-1,02] p=0,20.

eTH
Hemu u noopocmku om 6 1iem u cmapuie

B uccnenosanuu ¢ yuactuem 268 nereit B Bospacte oT 6 g0 17 lieT, IpeHMMyILECTBEHHO
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CTPafaloOIIMX BTOPUYHOM AapTepUaIbHON TUNEpTeH3MeH, OBUIO ' MPOBEACHO ' CPABHEHHE
aMJIOJIMIIMHA B 103aX 2,5 Mr ¥ 5 Mr u mnane6o. MccienoBanue poAEMOHCTPUPOBANIO, 4TO 00€
703bl TIpernapara B 3HAUMTENBHO OOJbIIEH CTENEHH CHHKAIM CHUCTOJIMYECKOE apTepUaibHOe
JaBJeHHMe TI0 CpaBHEHMIO ¢ Iuianebo. PasHuma Mexmy AByMs 103aMH Oblia CTaTHCTHYECKH
HEe3HauuMa.

JlonrocpodHoe BO3/EiCTBHE aMIIOMIIMHA HA POCT, MOJIOBOE CO3PEBAHME M O0Iee pasBUTHE HE
U3y4aloch.

JIOJIrOCpOUYHOE BIIUSIHUE TEPANMKA aMJIOAUIIMHOM B JIETCTBE HAa CHHIXKEHHE CEPAEUHO-COCY TUCTOM
3a00J1eBa€MOCTH U CMEPTHOCTH BO B3pOCJIOM BO3pacTe TaKXkKe HE YCTaHOBJIEHO.

5.2. ®apmakoKHHeTHYECKHE CBOICTBA

Abcopbuus

AMIIONIMIIUH  XOpOLIO BcachIBaeTCs TMOC/IE€ MpUeMa BHYTPb B TEPANEBTHYECKHX J03aX.
MaxkcuMmalnpHasi KOHLIIEHTpALHs TIpernapara B KpOBH oTMedaeTcs yepes 6-12 yacoB. AGconroTHas
OMOAOCTYITHOCTB cocTaBisieT mpumepHo 64-80%.

[Tpuem numm He BauMsieT Ha OMOIOCTYITHOCTh aMJIOJUIIAHA.

Pacopenenenue

O6beM pacnpeneneHus cocraBisieT npuOu3uTenbHo 21 /kr. VicenenoBanus, MpoBeIeHHBIE In
vitro, mMmokasajau, 4Tto NpUOIU3UTENbHO 97,5% aMjIoaunuHa, LUPKYJIUPYIOLIEr0 B KPOBH,
CBSI3BIBAETCS C OEJIKAMHM IJIa3MBI.

buorpauchopmanus

AMJIOZIMITMH HHTEHCUBHO META0O0IU3UPYETCS B IEYEHHU [0 HEAKTUBHBIX META00JIMTOB.
DJIMMUHAIHS

Koneunplii nepro/; nosyBbIBEICHUS COCTABISIET MPUMEPHO 35-50 4acoB, 4TO MO3BOJISET BBOJHUTH
npenapar oAuH pa3 B cyTku. [Ipenapar BeiBoauTCS ¢ MOYO# B hopme ucxoanoro Bemiectsa (10%)
1 MeTaboauToB (60%).

[leyenoynas HEAOCTATOYHOCTH

MMeroTcs orpaHUYeHHbIE KIMHHUYECKHE JaHHbIE B OTHOLIEHWH NPUMEHEHHS aMJIOJWIIMHA Y
NAlUEHTOB ¢ HapylEHUsIMH (QYHKUMHU NedeHu. [lauueHThl ¢ NeYeHOYHOW HEI0CTaTOYHOCTHIO
MUMEIOT CHH)KEHHBIH KJIMPEHC aMJIOAUIIMHA, YTO NPUBOAUT K yBenuueHn0 AUC npuOIu3UTEIEHO
Ha 40-60% 1 yATMHEHUIO TEPUO/IA TI0JTy BHIBEIECHHS.

JInua nmoxmwuiioro Bo3pacra

BpCMSI JOCTH)KEHUS MaKCUMaJIbHOH KOHICHTpalul aMJIOJUIIMHA B IIJIa3M€ Y MOJIOABIX H
MOXHUJIBIX TITAallMEHTOB OJWHAKOBO. O,IIHaKO, Y IMHOXWJIBIX ITaUCHTOB CHHXXCH KIIMPEHC

aMJIOJMIINHA, YTO INPHBOIHUT K YBCIHYCHHIO AUC u nepuoaa IOJJIYBBIBEACHUS Y ITOXHIIbIX.
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Veemnuenne AUC u nepuosia NOJyBbIBEIEHHS TakxKe HaOMIONAETCs y TMAlUEHTOB € 3aCTONHON
CepAEeYHON HEOCTATOYHOCTHIO.

eTH
Hccnenopanye papMakOKHHETHKU IPOBOUIIOCH € ydacTueM 74 netel ¥ moJpoCTKOB B BO3pacTe
oT 12 MecsueB 10 17 net ¢ aprepuanbHOi runeprensueit (34 mauueHTa B Bopacte ot 6 10 12 e,
28 maumenToB ot 13 g0 17 set). [auueHTs! MOTyYain aMJIoAUIUH B 103ax oT 1,25 1o 20 Mr oauH
WIM J[Ba pasa B JieHb. Y JeTeil B Bo3pacTte 6-12 jeT u moapocTkoB B Bospacte 13-17 yer
kaxymmiics kauperc (CL/F) mocie mepopaibHOro mpuMeHeHus coctaBisn 22,5 u 27.4 n/4,
COOTBETCTBEHHO, Y MabUMKOB, U 16,4 u 21,3 11/4, COOTBETCTBEHHO - y JeBoyek. Habmonanace
OonbIlasi MEXHHIMBUIyallbHAs BapHaOenbHOCTb. JlaHHBIE B OTHOLIEHHM OeTed 10 6 JeT
OrpaHHYEHBI.
5.3  /laHHble JOKJIMHHYECKHX HCCIeI0BAHHI 10 0€30MaCHOCTH

PenponykTHBHAS TOKCHYHOCTD

HccnenoBanuss penponyKTUBHOM (YHKIMHM y KpbIC M MBbIIeH MNpPOAEMOHCTPUPOBAIH, YTO
BBEJCHHE JKUBOTHBIM J103bl, B 50 pa3 mpeBblIAIONIEH PEKOMEHJOBAHHYIO Ul YEJIOBEKa M3
pacueTa MI/KI, NPUBOAMIO K Oosiee MO3AHHM pojaM, Y UIMHSIJIO TPOIECC POJOB M CHHXKAJIO
BBDKMBAEMOCTH IOTOMCTBA.

Binsaue Ha depTUIBHOCTD

IIpu BBeeHUM amiioAMIIUHA KpbicaM (caMiiaM B TeueHHe 64 aHel v caMKaM B TeueHue 14 nHei
10 criapuBanus) B 103e 10 10 mr/kr (mo3a 10 Mr/kr u3 pacueta Mr/mM> B 8 pasz* mpeBblmaeT
PEKOMEH/IOBAHHYIO Il 4€JIO0BEKa) BO3AECHCTBHUA Ha (EepTHIBHOCTD He Habmoganock. B mpyrom
HCCIIEIOBAaHUM Ha KpbICaX, CaMIlbl MOdydYaan amiogunuHa Oe3mnar B TeueHue 30 qHed B 103e
COTOCTABUMO# C J1030H, PEKOMEHIOBAHHOM IS 4eqoBeKa M3 pacueTa MI/M’; HaGIIONanoch
CHMIKEHHE KOHLEHTpAUMU (POJUIMKYIOCTUMYJIUPYIOIIEr0O TOPMOHA M TECTOCTEPOHA B ILIa3ME,
CHHUXKCHHE IIJIOTHOCTH CIEPMbl M CHUIKEHHE KOJWYECTBA 3PENIbIX CIEPMATO30HA0B M KIETOK
Cepromu.

KaHIICDOFeHHOCTb, MYTAarcHHOCTb

Y KpbIC W MBbILIEH, NOMyYaBIIMX aMJIOJUIIMH B TCYCHHE [BYX JIET C MHUIIEH B KOHLEHTPALMAX,
COOTBETCTBYIOIIUX CyTOYHBIM J103aM 0.,5; 1,25 u 2,5 Mr/kr/cyTku, MpU3HAKOB KaHIEPOTeHHOTO
BO3JICMCTBUS BBIABICHO He ObUT0. MakcumanbHas go3a (uls MbIed - aHaJIOrW4Has
PEKOMEH/IOBAaHHOM /sl YEJIOBEKa U ISl KPBIC - B JIBa* pa3a MpeBbIIIAoIIas PEKOMEHI0BAHHY O
JUIs YestoBeka 103y 10 Mr u3 pacueta Mr/m*) 6bu1a 61M3Ka K MAKCUMAJIBHOM MEpPEeHOCHMOIA 03¢
JUTSl MBIIIEH, HO HE JUISl KPBIC.

HccnenoBanue MyTareHHOro MOTEHIIHANA TIperapara He BBIIBUJIO BO3JEHCTBHS Ha YPOBHE '€HOB

WA XpOMOCOM.
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*Ucxons u3 Beca nanuenTa 50 kr.

6. DPAPMALIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BcnoMoraTe/IbHbIX BelECTB
Marnus creapat
Hatpus kapOokcuMeTuikpaxman (Tun A)
Kanbius runpodocdar 6e3B0aHbIN
Lenmono3a mukpokpuctanyeckas (tunsl 101 u 102)
6.2. HecoBmecTUMOCTD
He mpumenumo.
6.3. Cpok rogHocTH (CpOK XpaHEeHHUS)
3 roxa.
6.4. Ocobble MepbI NPeI0CTOPOKHOCTH NPH XPAHEHUH
ITpu Temneparype He Boiie 30°C B OpUrHHAIBHON YIIAKOBKE /7S 3aLLUTHI OT BO3JEHCTBUS CBETA.
6.5. XapakTep u coaep:kaHHe NePBHYHOH YIIAKOBKH
[To 10 tabnetok B Gucrepe u3 rieHku [IBX u Gponbru amoMuHHEBOK.
3 GnucTepa B KapTOHHOM KOPOOKE C MPHJIOKEHHBIM JIMCTKOM-BKJIA/IBIILIEM.
6.6. OcoOble Mepbl TNPEJOCTOPOXKHOCTH TPH YHHYTOXKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 TMpemapaTra MWJIH OTX0A0B, TMOJY4YEeHHBIX TMoOcjJe TNpPUHMEHEeHHs
JIEKAPCTBEHHOI0 Mpenapara, i Apyrue MaHUMYJISIHHU ¢ MPenapaTom
Bech ocTaBimiics 1€KapCTBEHHBIN MpenapaT ¥ OTXO/bI CIEIYET YHUUTOXKHUTh B yCTAHOBJIEHHOM
HOpsIIKE.
6.7. YcioBus oTnycka u3 anrek

[To peuenty.

7. AEPIKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
OAO «I'egeon Puxrtep»
1103 bynanemwr, yi. JIémpén, 19-21, Benrpus
Tenedon: +36-1-431-4000
Dakc: +36-1-431-5451
DneKTpoHHBI anpec: drugsafety@richter.hu
7.1. IlpeacraBuTe b AepiKaTe/s PETHCTPALMOHHOIO YI0CTOBEPEHHS
IIperens3un notpedureneii cieayeT HaMpaBiIATh MO aapecy:
ITpencraBurensctBo OAO «I'eneon Puxtep» B PeciyOnuke bBenapych

220004 r. MuHnck, np. [Tobequreneit, nom 5, oduc 505
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Tenedon, dpaxc: +375-17-272-64-87
Tenedon, daxc: +375-17-215-25-21

DnekTpoHHBIH anpec: drugsafety.by@gedeonrichter.eu
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