COOTBETCTBYET 3KCMEPTHOMY OTUYETY
 or24.052024 N2 10177
OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 7003

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITIAPATA
AmiogunuH, 5 Mr, TabeTku

Awmmoaunud, 10 Mr, TabaeTKH

2. KAUECTBEHHBIN M1 KOJIMYECTBEHHBIN COCTAB

eticmeyowee sewjecmeo.: aMmIIOUTINH.

AmMioaunug, 5 Mr, Ta0JIeTKH

Kaxxnas tabnerka conepxut 5,00 Mr amnonununa (B Buje 6,93 mr amiiogununa 6e3umara).
BcmomoraTenbHbIE BEIIECTBA, HATMYHE KOTOPBIX HAI0 YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npemnapara: jJaktosa (cm. pasuaen 4.4).

Awmnomunud, 10 mr, TabaeTku

Kaxxnas Tabnerka cogepxut 10,00 mr amnoaunuua (B Buzae 13,86 Mr amioaunuHa Oe3usara).
BcmomorarenbHbIE BEIIeCTBA, HATMYHE KOTOPBIX HAIO0 YYUTHIBATH B COCTABE JICKAPCTBCHHOTO

npenapara: Jlaktosa (cm. pasnen 4.4).

[TonHbIH TepeueHb BCIIOMOTATENbHBIX BEIIECTB MPHUBEEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku.
TabneTkn Kpyrible MIOCKOUMIMHIPUYECKHE, ¢ (packol M pUCKOM, Oeroro uiau mo4ru Oenoro

IIBETA.

4. KIMHUYECKUE JAHHBIE

41. Tloka3aHusi K NPUMEHEHHIO

JlekapCTBEHHBIH MTpenapaT AMIOIUITNH TPUMEHSETCS MO CIEIYIONIHM MOKa3aHHSIM:

- ApTepuanbHasi TUIIEPTEH3HsI y B3pOCHbIX (KaK B MOHOTEPAINUH, TaK U B COYETAaHUH C JPYTUMHU
TUIIOTEH3UBHBIMH CPEJICTBAMU);

- ApTepuanbHas TUIIEPTEH3Hs Y JieTell B Bo3pacte 6-17 jer;

- CrabuiibHasi CTEHOKApHsI M Ba30CIacTUIecKast CTeHOKapaust (creHokapaus [IpuHiMeTana wiu
BapUaHTHas CTEHOKapaus) Kak B MOHOTEpaluu, TaKk W B COYETaHUU C JIPYTUMHU
AQHTHAHTMHAIBHBIMU CPEACTBAMHU.

4.2. Pexum 103UPOBAHUS U CIIOCOO NMPUMEHEHUSA

PexxuM 103upoBaHus




COOTBETCTEYET 3KCNEFPTHOMY OTUETY
. oT 24 CIE:ZZIEci Ne 1@177 N
[Ipu aprepuanbHOl TMIIEPTEH3UH, CTEHOKAP] o6blqﬁg'ﬁéﬂl’%&iﬂﬁﬁgg—lé&'ﬂr&rﬁﬁfé? 5 -ﬁ/ir, B

3aBHCUMOCTH OT TE€PAIEBTUYECKOTO OTBETA €€ MOXHO YBEIMYUTH IO MAKCUMAIbHOW CyTOYHOU
o036l - 10 mr.

VY ManueHToB ¢ apTepUaIbHOW TUIePTeH3UEN penapaT AMIOIUIINH IPUMEHSIOT B KOMOWHAIINA
C THa3WJIHBIMH JUYPETHKaMH, ajb(da-OiokaTopamu, Oera-0JI0KaTOpaMu WM C WHTHOMTOpaMU
aHrMOTEH3WHIpeBpamaomero ¢epmenrta. IIpu creHokapauu mnpenapat AMIOAWIIMH MOXKET
OPUMEHATHCS B KayeCTBE MOHOTEpANMU WM B COYETAaHUH C JAPYIMMH aHTHAHTHHAIBLHBIMHU
npenapataMM |y TAlHUEHTOB CO CTEHOKapaueH, pedpakTepHOH K HUTpaTaMm u/wim Oera-
OJoKaTopaM B IOCTaTOYHOH JI03€.

He tpeGyercst KoppeKIuu 036 TP OJJHOBPEMEHHOM NPUMEHEHUH C THA3UAHBIMH JTUYPETHKAMH,
Oera-aapeHo0I0KaToOpaMy 1 MHTHOUTOPAMH aHTHOTEH3UHIIPEBPAIAIOIIETO (PepMEHTA.

Oco0nIe T'pYIIIBI NAlIMCHTOB

Tayuenmsi noscunozo eospacma
AMJIOIUIIMH XOPOUIO MEPEHOCUTCS MAallMEHTaMU IOXKUJIOro U 0ojee MOJOJ0ro BO3pacTa MHpu
MPUMEHEHUHU B PaBHBIX J03UpoBKax. KoppekrtupoBka 10361 He TpeOyeTcs. [loxxunbiM nanuenTam
PEKOMEHIyeTCsl MPUMEHITh B CpellHed TepaneBTUYECKOW 103e, a B cllydae HEO0OXOIUMOCTH
YBEJIMUYEHUS J103bI, K 3TOMY CJIEyeT MpUOeraTb ¢ OCTOPOKHOCTHIO (CM. pasaensl 4.4 u 5.2).
Ilayuenmul ¢ neuenouHol HEOOCMAMOYHOCMbIO
Pexomenaaruu o 103MpoBaHUIO Y MAIIUEHTOB C JIETKUM WJIM YMEPEHHBIM HapyIIeHUEM (PyHKITUN
IIEUYEeHN OTCYTCTBYIOT; CJEIOBaTelIbHO, JI03Yy Mpernapara CleAyeT MOJ0MpaTh OCTOPOKHO M
HAYMHATH JICUEHUE C HAMMEHBIIIETO 3HAUCHUs Jrana3ona 103 (cM. pasznenst 4.4 u 5.2).
®apMaKOKMHETHKA aMJIOJUIIMHA MPU TSHKEJIOM HapyLIeHUH (YHKIMM ME€YEHH HE Hh3ydajachk. Y
MAalMeHTOB C TSDKEJIBIM HapylieHueM (YHKIUM TEUYeHH MPUMEHEHHWE Ipenapara HauMHAT C
HAaUMEHBIIEH 1036l M MENJICHHO YBEIHUMBAIOT €€ MyTeM TUTpoBaHus. Koppekius 10361 00bIYHO
He TpeOyercs.
llayuenmul ¢ noyeunol HeOOCMAMOUHOCIbBIO
W3MeHeHns KOHILEHTpaluui amyIOAMIIMHA B IUIa3ME€ KPOBU HE KOPPEIUPYIOT CO CTENEHBIO
HapylIeHus (YHKIIUHU MOYEK, TOITOMY y TAKUX MAIMEHTOB PEKOMEHIyeTCSl IPUMEHSATh OOBIYHYIO
J103y. AMIIOAUIIMH HE BBIBOJUTCS MMyTEM JUAIH3A.

eTH
Jlemu u noopocmku om 6 0o 17 nem ¢ apmepuanbHoll cunepmen3ueti
Pexomenayemasi aHTUrunepTeH3MBHAs MEepopalibHAasl 1032 y NAlMEHTOB AETCKOTO BO3pacTta oT 6
1o 17 net cocrapnser 2,5 Mr 1 pa3 B CyTKM B Kaue€CTBE Ha4YaJIbHOM J03bI C MOBBIIIEHUEM JI0 5 MT
1 pa3 B CyTKH, €ciM IL€JeBO€ apTepuaJbHOE HaBJICHHWE HE JOCTUraercs udepe3 4 Hememu.

[Ipumenenue y nerei 103, MPEBBIMIAIOIINX 5 MI' B CYTKH, HE U3yJayioch (cM. pa3aensl 5.1 u 5.2).
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aMJIOJIUITMHA HEBO3MOXKHO.
THayuenmor 0emckozo 6o3pacma 0o 6 iem
be3onacHocTh u 3 dekTUBHOCTD MpenapaTa AMJIOIUIIMH y neTeld B Bo3pacte oT 0 10 6 et He

YCTAHOBJICHEI. I[aHHBIe OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

BHyTpb, 05luH pa3 B CyTKH, 3anuBas HEOOXOIUMBIM KOIHUeCTBOM BOJbI (100 Mi).

4.3. TIpoTuBOmOKa3aHUS

e ['unepuyyBCTBUTEIBHOCTh K JUTHAPONUPUIMHY, AMIOAMIMHY WIM K JHOOOMYy U3
BCIIOMOTATEIIbHBIX BEILIECTB, IIEPEUNCIICHHBIX B pa3zaene 6.1;

e Tspkenas aprepuanbHas runotensus (cuctonnueckoe AJl meree 90 MM pT.CT.);

e Illok (BKItOYAst KAPAMOTECHHBIH 10K );

e  OOCTpyKILIHS BBIHOCSILETO TPAKTA JEBOTO KeEJIyA0UKa (HapuMep, TSHKEIbI a0pTalbHbIN
CTEHO3);

e T'emomuHamMu4ecku HecTaOWJIbHAs CepJeYHas HEAOCTAaTOYHOCTh IIOCIEe OCTPOTO

uH(papKTa MHOKapAa.

4.4. OcoOble ykazaHusi 1 Mepbl NPEIOCTOPOKHOCTH NPH MPUMEHEHUH

be3onacHocTh U 3()PEKTUBHOCTH MPUMEHEHUS aMJIOJUINIMHA IPU TMIEPTOHUYECKOM KpH3e He
YCTaHOBJICHA.

Tlayuenmoi ¢ cepOeyHoll HEOOCMAMOYHOCIBIO

Cnenyer coOmoIaTh OCTOPOKHOCTh TMPH TNPUMEHEHHH Y TMAalUEeHTOB C CepJeHHOMI
HEJ0CTaTOYHOCThI0. B nonrocpouynoM miuaned0-KOHTPOJIUPYEMOM UCCIEA0BAHUN Y TAIIUEHTOB C
TSOKETION cepaeuHoil HemoctatouHoCcThio (kmacca III m IV mo wmaccudukanmmum NYHA)
coolImaeMasi 4YacToTa BO3HUKHOBEHHS OTEKa JIETKUX OblJla BBIIIE B TPYIIE JCYCHUS
aMJIOAWIMHOM, 4eM B Tpymme muanedo (cM. pasaen S.1). Brokartopbl KambIMeBHIX KaHAIOB,
BKJIIO4ass aMJIOAUIINH, CICAYCT NPUMCHATH C OCTOPOXHOCTBIO Yy MAaMCHTOB C 3aCTOMHOMI
CepICYHON HEJO0CTATOYHOCTHIO, TTOCKOIBKY OHM MOTYT TOBBIIIATh PUCK CEPACUYHO-COCYIUCTHIX
OCIIO’)KHEHUH B OYAYIIEM U PUCK JIETaJIbHOTO UCXOJA.

Tayuenmoi ¢ Hapywenuem hyHKyuu nevyeHu

[lepuon monyBbIBeACHUS aMIIOJUIMHA YAJUHSETCS, a 3HA4YeHHUs IUIOMAAM IOJ KPUBOM

«xoHueHTpauus-speMs» (AUC) yBeIMUMBaIOTCS Yy TAMEHTOB C HapylIeHHUEM (YHKIUHU TICUEHU;
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IPUMEHEHHE aMJIOJUIIMHA CJeAyeT HAuMHAaTh C HAaWMEHBUIEr0 3HAYEHMs] PEKOMEHIYEeMOro
JManasoHa, coOiro/1asi OCTOPOKHOCTh Kak B Hayaje Tepanuu, TaK U MPH YBEIWYCHUU JO3bI. Y
MAIMEHTOB C TSKEJIBIM HapylieHHeM (YHKIUU [EYEHH MOXKET MOTPeOOBaThCsl MOCTEIEHHOE
YBEJIMYEHHE J103bl IYTEM TUTPOBAHUS U TIATEIbHBIA MOHUTOPUHT UX COCTOSTHUSA.

Tlayuenmsr nodcunozo eospacma

Y MOXXWIIBIX MAIMEHTOB K YBEIMUYCHHIO 103bI CIIEAYET MPUOETaTh C OCTOPOKHOCTHIO (CM. pa3/elbl
42u5.2).

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

Jis Takux DAlMEHTOB AaMJIOJUIIMH MOXET IPUMEHAThCA B OOBIYHBIX J03ax. M3MmeHeHus
KOHLEHTpAallui amJIOJUIMHA B IUIa3ME KPOBHU HE KOPPEIUPYIOT CO CTENEHbIO HapYyLICHUS
GbyHKIIMYM TOYeK. AMIIOJUIIUH HE BBIBOAUTCS IMyTEM TUAIN3A.

BcnomorarenbsHbIe BEIECTBA

[Ipemapar AmyionunuH  coaepkXuT Jakto3y. [lammeHTam ¢ peako  BcTpedaromencs
HACJIECTBEHHOI HENEPEeHOCHMOCTHIO I'aJlaKTO3bl, 1ePUINTOM JIAKTa3bl JIONApEe MK TIF0K030-

raJlakTO3HOM MalibabcopOuuen He clieAyeT MPUHUMATh 3TOT Mpenapar.

4.5, B3auMopaeiicTBHe ¢ IPYTHMH JIEKAPCTBEHHBIMU NPeNnapaTaMu U Apyrue BUAbI
B3aUMO/1eCTBUA

BausHue Ipyrux JIEKapCTBEHHBIX CPEACTB HA aMJIOIUIINH

Hneubumopwr usogpepmenma CYP3A4

OpnHOBpeMEHHOE NPUMEHEHUE aMJIOJUIMHA C MOIIHBIMU WM YMEPEHHBIMM HHIHOUTOpamMHu
nzopepmenta CYP3A4  (unruburopamu mpoTeas, a30JbHBIMH  MPOTUBOIPUOKOBBIMU
IpernapaTamMy, MaKpOoJIMIaMy TAKMMH KaK SPUTPOMULIMH MJIU KJIIAPUTPOMMIIMH, BEPAIIaMUIIOM HIIU
JWITAA3EMOM) MOXET BBI3BIBATH CYILIECTBEHHOE MOBBIIICHNE YPOBHS BO3JCHCTBUS aMJIOAMIIMHA,
MPUBOJIS K TOBBIIIEHHOMY PUCKY apTepHalibHOM runoreH3uu. KiimHuyeckue mposBIEHUS 3THX
M3MEHEHUH (hapMaKOKMHETHUECKUX MoKa3aTeseld MOTyT ObITh OoJiee BHIPa)KEHHBIMH Y TTOKUJIIBIX
NaIMEeHTOB. B CBA3M € 3TUM MOTYT OHAAOOUTHCS KIIMHUYECKUA MOHUTOPHUHT U KOPPEKIHS T03bI
npernapara.

Hnoyxkmopwr CYP3A4

[Ipy OIHOBpPEMEHHOM NPUMEHEHMH M3BECTHBIX HHAYKTOpoB wu3odpepmenta CYP3A4
KOHIIEHTpPALUs aMJIOIMITHA B TUIa3Me KPOBH MOXKET BapbUpOBaThes. B CBsI3U ¢ 3TUM HEOOX0IMMO
KOHTPOJIMPOBATh apTepUAIbHOE AABJICHUE U OLIEHNBAaTh HEOOXOAMMOCTb KOPPEKIIMH 03I KaK BO
BpeMs, TaK M TOCJE COMYTCTBYIOMICH Tepanuu, 0cCOOCHHO MOIHbIMH HHIyKTOopamu CYP3A4

(Hanmpumep, prudaMIUIIMHOM, 3Bepo0oeM mpoAsipsiBiieHHbIM [ Hypericum perforatum]).
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rperndpyToBOro Ccoka, MOCKOIbKY Yy HEKOTOPHIX NAIMEHTOB 3TO MOXKET MPUBOJUTH K
YBEJIMUEHUIO OMOJOCTYITHOCTH aMIIOJMITMHA, YTO TPUBEIET K YCHUJICHHUIO €r0 TUIIOTCH3UBHBIX
3¢ dexTos.

Jlaumponen (unghysus)

Y KHMBOTHBIX TIOCIIE BBEACHHS BepamamMWwia W BHYTPUBEHHOTO BBEICHHUS ITaHTPOJICHA
HaOroamuch JieTanpHas (UOPHIUISIIUS JKEIYIOYKOB U CEPIEYHO-COCYAMCTBHIM KOJUIAINC B
COYECTaHUU C THUIEpPKATMEMHEl. B CBSI3M ¢ PUCKOM THUIEpKaTMEMUU PEKOMEHIyeTcsl n3berarhb
OJTHOBPEMEHHOTO TPUMEHEHHUsI OJIOKATOPOB KalbIIMEBHIX KAaHAJIOB, TAKUX KaK aMIJIOJUIHH, Y
MAIUEHTOB, TPEAPACIIONOKECHHBIX K BO3HHKHOBCHHIO 3JI0KAYECTBEHHOW THICPTEPMHH U

MmoJrydJaromux JICUCHHUE I10 ITOBOAY 3J10Ka4YE€CTBECHHOM THIICPTCPMUH.

Bausnue aMmIoaunyuHa Ha APYTUE JEKapCTBEHHBIE TIpenapaThl

['unoren3uBHBIC 2P PEKTH aMIIOAUIINHA CYMMHUPYIOTCSI ¢ TUTIOTEH3UBHBIMU 3 dexramu npyrux
JIEKapCTBEHHBIX MPENapaToB C AHTUTUIIEPTEH3UBHBIMU CBOHCTBAMH.

Taxkponumyc

[Ipy ogHOBpEMEHHOM MPUMEHEHUH C aMJIOAUIHHOM €CTh PUCK YBEIMUYEHUS KOHIICHTPAIUU
TaKpoJIMMyca B IUIa3Me KPOBH, HO (papMaKOKMHETHYECKHE MEXaHU3MbI ATOIO B3aUMOJICHCTBUS
HEJOCTAaTOYHO u3ydeHbl. Jlig Toro 4TtoObl u30€kaTb TOKCUYHOCTH TaKpoOJIHMMyca IpH
OJTHOBPEMEHHOM NPHUMEHEHMH C aMJIOJUIINHOM, CIIEAYeT KOHTPOJIUPOBATh KOHIIEHTPAIUIO
TaKpoJIMMyca B IUIa3M€ KPOBM NAIlMEHTOB M KOPPEKTUPOBAThH /103y TaKpoJIMMyca B cllydae
HEOOXOIUMOCTH.

Hneubumopuol mexanucmuueckoti muwenu panamuyurna (mTOR)

Nurn6urope mTOR, Takue Kak CUPOIUMYC, TEMCUPOIUMYC U 3BEPOIUMYC PEACTABISAIOT COOOM
cyoctpatsl uzopepmenta CYP3A. Amnoaunus siBisieTcs ci1abbiM HHIHOMTOPOM H30(epMeHTa
CYP3A. Ilpu omgHOBpeMeHHOM MpuMeHeHHH ¢ uHruouropamu mTOR amnogunuH MoxeT
MOBBIIIATH UX SKCIIO3UIIHIO.

LHuxnocnopun

HccnenoBanus B3auMOJICHCTBUS LIMKIIOCTIOPUHA U aMJIOJUITMHA Y 37J0POBBIX TOOPOBOJIBIIEB MU
B JIPYTUX MONYJSIUAX, 32 UCKIIOYEHUEM IMallMEeHTOB, MEPEHECIINX TPAHCIUIAHTALUIO TIOYKH, Y
KOTOPBIX  HaONOJAUCh  HM3MCHSIONIUECS  TOBBIIICHUS MWHUMAJIbHBIX  KOHIIEHTPAIHA
nukiocnopuna (B cpennem 0-40 %) He mpoBommmmch. CiemayeT paccMOTPETh BO3MOXKHOCTH
MOHUTOPHHIa YPOBHEM LMKIOCHOPHHA Yy TMAIMEHTOB, KOTOPbIM Oblja  BBHIMOJHEHA
TpaHCIUIAaHTAlMs MOYKH, MOJYYaroIIMX aMJIOJUMNHUH, U MPH HEOOXOAMMOCTH CleAyeT CHHU3UTh

JI03Y MUKJIOCTIOPHHA.
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Cumeacmamun

OnHOBpEeMEHHOE MHOTOKpAaTHOE TPUMEHEHUE aMJIoIMIHA B o3¢ 10 Mr U cuMBacTaTiHa B J103€
80 MI IPUBOAUT K MOBBILICHUIO SKCIIO3UIIMHA CUMBAcTaTuHA Ha 77 % B CpaBHEHUH C IPUMEHEHUEM
TOJILKO cuUMBacTaThHa. /I TalMeHTOB, NPUHUMAIOIIUX aMJIOJUIMH, CYTOYHAas [03a
CUMBACTaTHHA JIOJDKHA COCTABIATH He Oosee 20 Mr.

B iIMHMYECKMX MCCIEIOBAHMIX IO U3YYCHHUIO MEXIEKapCTBEHHOTO B3aWMOACHCTBUSA
aMJIOZWIIMH HE OKa3bIBal BIMAHUA Ha (HapMAKOKWHETHKY aTOpBAacTaTHHA, JUTOKCHUHA WIIH

Bap(dapuHa.

4.6. @epTHIBHOCTH, 0€PEMEHHOCTH U JAKTAIUS

bepemenHocTh

be3zonacHocTh NpUMEHEHUs aMJIOIUIIMHA Y OEPEMEHHBIX JKEHIIMH HEe YCTaHOBJICHA.

B uccnenoBaHusix Ha JKMBOTHBIX HaOJroanach penpoIyKTHBHAs TOKCHMYHOCTh MPU BBICOKHMX
no3ax (cM. pasuen 5.3).

[TpumeHeHue npenapara BO BpeMsi 06peMEHHOCTH PEKOMEHIYETCsl TOIBKO ITPU OTCYTCTBUH OoJiee
0€e30I1acCHOr0 aJbTepPHATUBHOIO BapHaHTa JIEYEHUS M B TeX Clydasx, Korja 3abojeBaHue Kak
TaKOBOE HeceT OOJIBIINN PUCK AJI MAaTEPU U IIOJA.

Jlakranms

OneIT MpUMEHEHHUs IpenapaTa MOKa3bIBaeT, YTO aMJIOJUIUH BBIJIENSIETCA B TPYJHOE MOJOKO.
JloJ11 MaTEpUHCKOH 103bI, ITOJIy4aeMOU MJIaJICHIIEM, OLICHUBAETCA B MEKKBAPTUIILHOM JaIla30He
3—7 %, makcumyM 15 %. Bo3zaelicTBue amioaunrHa Ha MaJIeHbKUX JeTel Hen3BecTHO. Perenne
0 TMPOJOJDKEHUH WM NPEKpalleHMH TPYAHOIO BCKApMIIMBAHHS JIMOO MPOJOJIKEHUM WIIU
MPEKpALICHUN TEPANUK AMJIOAUIIMHOM JIOJDKHO IMPUHUMATBCA C YYETOM IOJIBb3blI OT I'PYJHOTO
BCKapMJIMBaHMs JUIs peOeHKa U MOJIb3bl TEPATUK AMJIOAUITMHOM JJISl MaTepH.

DepTUabHOCTD

Y HEKOTOpHIX MAIMEeHTOB, TOJTYYaBIIMX JIEYCHHE OJIOKATOpaMH KaIbIIMEBHIX KaHAJIOB,
COOOIIAIOCH O CIIyYasiX 0OpaTUMBIX OMOXUMHUYECKUX U3MEHEHHUH B TOJOBKAX CIEPMAaTO30UIOB.
KnuHuyecknx JaHHBIX O BO3MOXHOM BIIMSHUU aMJIOAMIIMHA HAa PENPOAYKTHBHYIO (DYHKIUIO
HezocTaTouHo. B 1 uccnenoBanum Ha Kpbicax ObUIM OOHApYKEHBI HeXenaTeslbHble dPPEKTH B
OTHOIICHUU PENPOAYKTUBHON QPyHKIIMU caMIOB (cM. paznen 5.3).

4.7. BausiHue HA CIOCOOHOCTH YNPABJISATH TPAHCNOPTHBIMHU CPeACTBAMH U pPadoTaTh ¢
MeXaHMu3MaMH

AMIIOIUIIUH MOXeET OKa3blBaTh HE3HAUMUTENIbHOE WJIM YMEPEHHOE BIIMSHUE Ha CHOCOOHOCTH
yIpaBJIATE TPAHCHOPTHBIMM CpEACTBAaMH M paboTaTh ¢ MexaHuM3Mamu. Ecin y nanueHTos,

IIPpUHHUMAIOIUX aMJIOAWIIMH, BO3HHUKAIOT TOJIOBOKPYXCHHUC, T'OJIOBHAsA 6OJ'II>, IOBBIIICHHAA
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co0II0AaTh OCTOPOKHOCTH, OCOOCHHO B HaYaje TePAITHH.
4.8. HexenarejbHble peakKnuu

Pesrome mpoduisg 6esonacHOCTH

COO6H.IEUIOCB, YTO HanbOJIee YacThIMU HEKeIaTeIbHBIMU pPE€aKnusIMH B IIEPpUOS TCpaIluU ObLIH
COHJIMBOCTb, T'OJIOBOKPYXCHUC, TI'OJIOBHAA 60.]113, OIYIICHHUEC YYalICHHOTI'O Cepﬂue6I/IeHI/I$I,
THUIICpEMU, 00J1b B JKUBOTC, TOIHOTA, OTCK JIOABDKCK, OTCK W ITOBBIIICHHASA YTOMIIACMOCTD.

TabanuHoe pE3IOME HEXKENATCILHBIX PeaKIMH

Crenyromuye peakiii HaOJIOJAINCh BO BpeMs Tepalvy aMIIOTUIMUHOM. YacToTa pa3BHTHS
ompezenseTcs Kak: oueHb yacto (> 1/10), gacto (ot > 1/100 mo <1/10), Hewacto (ot > 1/1 000 mo
<1/100), peaxo (ot > 1/10 000 mo <1/1 000), ogens peako (<1/10 000) u yacrora Heu3BeCTHA (Ha
OCHOBaHHMH HMMEIOIIUXCS JaHHBIX OIIEHHUTh HEBO3MOXKHO). BHYTpH KaK[I0W YaCTOTHOM TPYIIIbI

HEXKCJIATCIIbHBIC PCAKIIUU PACIIOJIararoTCsa B IIOPAIKE Y6BIBaHI/I$I BBIPa’)KCHHOCTHU.

Hapywenus co cmopoHul Kposu u tumpamuueckoii cucmemvl

Ouenb peoxko | JIGHKOIUTONICHUS, TPOMOOIIMTOIICHHUS

Hapymele CO CNOPOHbL MMMyHHOl:i cucmemnsl

Ouenb peoko AJeprudyeckue peakiuuu

Hapywenusa memabonuzma u numanus

QOuenv peoxo | 'uneprinkemust

Icuxuueckue Hapywerus

Heuacmo Jenpeccusi, U3MeHEHHs] HACTPOEHUs (BKJII0Yasi TPEBOKHOCTD), OECCOHHUIIA

Peoxo CnyTaHHOCTbH CO3HAHUS

Hapywenus co cmoponul nepaHoii cucmemul

Yacmo CoHIIMBOCTB, FOJIOBOKPYXKEHHUE, T0JI0BHAs 6016 (0COOEHHO B Hayale
Tepanuu)
Heuacmo TpeMop, AucreB3usi, CHHKOIIE, TUIIECTE3US, TAPECTE3UA

Ouens peoxo | I'mnepronyc, nepudepuieckas HelponaTus

Yacmoma DKCTpanupaMHIHbIE HAPYLIECHUS
Heu36ecmua
Hapywenus co cmoponul opeana 3penus

Yacmo | Hapymienwst 3perust (BK/IIOUast HILIONHIO)

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Heuacmo ‘ 3BOH B yIax

Hapywenus co cmoponul cepoya

Yacmo OmurynieHne yqaneHHOro CepaeOneHus

Heuacmo AputMmus (BKitouast OpaguKapIuio, XKelyJOUYKOBYIO TaXUKapAUIO U
GuOpHILISILIKIO IpecepaAnii)




COOTBETCTEYET 3KCNEPTHO
ot 24 05.2024 N= 10177

I

1Y OTUETY

Ouens peoxo | ndapkt Muokapaa

JCNEODBATENBHOCTE U003]

Hapywenus co cmopoHul cocy0os

Yacmo I'unepemust

Heuacmo ApTtepuanbHasi THIIOTEH3US

Ouenwv peoxo | Backynut

Hapywenus co cmoponul OvixamenvHotl cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCmeHUs]

Yacmo Onpimka

Heuacmo Kamens, puaut

Kenyoouno-Kuuleunvie HapyuleHus

Yacmo Bosb B KUBOTE, TONTHOTA, JUCTICTICHS, U3MEHEHUE MPUBBIYHOTO PEKUMA
(GYHKIIMOHUPOBAHMSI KMIIIEYHHKA (BKJIIOYAsl TUAPEIO U 3a10p)

Heuacmo PBora, cyxocTs BO pTy

Ouenwv peoxo | [laHkpeaTuT, racTpuT, runepIiazus JeceH

Hapymesz CO CNMOPOHbL ne4eHu U che.flllefiblé?O()ﬂu/;ux nymeﬁ

Ouenb peoxo | I'enatur, xenrtyxa, MOBBIIICHUE aKTUBHOCTU TIEYCHOYHBIX (hepMEHTOB™

HapymeHu}z CO CNMOPOHbL KOJHCU U NOOKOIICHBIX MKAHEl

Heuacmo Anoneuus, nypnypa, HapyleH’e MUTMEHTAUU KOXH, TUIIEPrUIpo3,
KO>KHBIN 3y]1, ChIIb (B T.4. 3pUTEMATO3HAs, MAKyJIONaIyJIe3Has ChlIlb),

9K3aHTCMaA, KpalilMBHUIIA

Ouenb peoko | AHTHMOHEBPOTHYECKUH OTEK, MyJIbTH(POPMHAs SpUTEMA, 3KCPOITHATUBHBIN

nepmatuT, cuaapom CtuseHca-/[»koHcoHa, oTek KBuHKe,
(hOTOUYBCTBUTEIHHOCTh

Yacmoma Toxkcrnuecknii 3Ny IepMaIbHbI HEKPOJIU3
Heussecmua

Hapywenus co cmoponul mbluieunotl, ckeiemHou u cOeOUHUMeNbHOU MKAHU

Yacmo Otex JIOABIKCK, MBITIICYHBIC CYAOPOr'n

Heuacmo ApTtpairus, Muanarus, 00Jib B CIIMHE

Hapywenus co cmopoHuvl nouex u Mouesvbi8o0sauux nymetl

Heuacmo HapymeHHe MOYCHUCITYCKAHUS, HUKTYPUS, YHAICHHOC MOYCHUCITYCKAHHNEC

Hapywenus co cmopoHbl penpodykmusHoul cucmembsl U MOJTOYHBLX HCelle3

Heuacmo ‘ HMIioTeHnHst, THHEKOMAaCTHUs

Obwue napywenus u peakyuu 8 mecme 86e0eHus

Ouenv yvacmo Orek

Yacmo [ToBbIIIEHHAST YTOMIISIEMOCTH, O0II[as CI1ab0CTh

Heuacmo Bonp B rpyaHO# KIeTke, 601b, 001Iee HETOMOTaHHe

Jlabopamopnvie u uncmpymenmanbHvle OaHHblE

Heuacmo YBenndeHne Macchl TE€J1a, CHU2XKEHHUEC MACChI TCJIa

* B OOJIBIIIMHCTBE CIIy4acB COOTBETCTBYET XOJIECTA3Y.
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Co0BIIeHNE 0 TI0[103PeBAEMBIX HeskenaTenbHbIN peakmuiy - - | =LOBATENEHOCTE 0003)

Baxxno cooOmareh 0 TOM03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX IOCJIEe PETUCTPALUU
JICKapCTBEHHOTO TIperapara ¢ 1eiabio 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a-PUCK» JIGKAPCTBEHHOTO Tipenaparta. MeEJIWIMHCKUM Pa0OTHHKAM pPEKOMEHIyeTCs
coo0marek 0 JIOOBIX MOJ03PEBACMbBIX HEKENIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO Iperapara
4yepe3 HAIMOHAIBHBIE CHUCTEMBl COOOIICHHS O HEKENIATEeNbHBIX PEaKIUIX TOCyIapCTB-UICHOB
EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickas ®@enepanus

denepanbHas ciayx0a mo Haa3opy B chepe 3npaBooxpanenus (PocsnpaBHanzop)

109012, Poccuiickas @enepanus, r. Mocksa, CraBsHCKasl IIIOMaab, 1.4, cTp. 1

Tenedon: +7 (800) 550-99-03

On. moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMAITHOHHO-TEIICKOMMYHHUKAIIMOHHOH cetn «HTepHeT»: hitps://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

OnpIT eUeHus IpeJHAMEPEHHOM NIEPEN03UPOBKH Y YEJIOBEKA OTPAHUYEH.

CumMnromsl

JlocTynHble TaHHBIE CBUJETENBCTBYIOT O TOM, YTO CHUJIbHAS MEPEJO3UPOBKA MOKET MPUBECTU K
Ype3MEPHOMY pAacCIIUpPEHUI0 MNepuPepruyecKkux COCyJI0B U, BO3MOXKHO, K peQEKTOPHOI
taxukapanu. CooOmanock O BBIPAKEHHOW U, BEPOSATHO, INPOJODKUTEIIBHOM CUCTEMHOU
TUIIOTE€H3HH, B TOM YHCJIE TIPUBOAMBIIEH K IIOKY C JIETAJIBHBIM HCXO/I0M.

O HekapAMOTe€HHOM OTEKE JIETKUX PEIKO COoO0IIasoch Kak CJEICTBUE IEPEeI03UPOBKU
aMJIOZUIIMHOM, KOTOpasi MOXKET MPOSIBIATHCA C 3a7epkKoi (24-48 yacoB mocie npuema BHYTPb)
U TpeOyeT MoJJepKKH BEHTHILUH JIETKUX. PaHHUEe peaHuMaloHHble MepONpHUATHS (BKIIOYast
Heperpy3ku KHUJIKOCTbIO) JUIs MOJJEep)KaHus nepdy3uu U cepledyHoro BeIOpoca MOTYT OBITh
MIPOBOLUPYIOUIMMH (PaKTOpamMHu.

Jleuenune

Knuanyecku 3HaunMasi TMHIOTEH3US BCIIEICTBUE NEPEA03UPOBKH aMIIOIUIIMHA TPeOyeT akTHBHOM
HOJIEP)KKH  (PYHKIIMM CEpJIeUHO-COCYIMCTON CHCTEMBbI, BKJIIOYAIOIIEH YacThli MOHHUTOPHHT
CepJICYHOM U IbIXaTeIbHON (PYHKINMN, TOAbEM KOHEYHOCTEN, KOHTPOJIb 00beMa UPKYIUPYIOLIEH
KUJKOCTU U 00beMa BHIBOJAUMON MOYH.

BoccranoBneHHIO COCYIMCTOrO TOHYCa M apTEepHUajbHOTIO JABJICHHUS MOXET CIOCOOCTBOBATH
IIPUMEHEHNE COCYAO0CYKMBAIOIIETO CPEACTBA, €CIU HET IPOTUBOINOKA3aHUM K €r0 PUMEHEHHUIO.
BHyTpuBeHHOE BBEJCHME INIIOKOHATa KajlbLiMs MOXET CIHOCOOCTBOBAaTh YCTPAaHEHMIO OJIOKAJbI

KaJIbIITUEBbBIX KaHAJIOB.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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IMOKa3aHO, 4YTO Yy 3IO0POBBIX I[O6pOBOJIBI_[eB IMPUMCHCHHUEC AKTUBUPOBAHHOI'O YTJIA B TCUCHUC
nepuoaa no 2 4acoB Iocie nprueMa aMJIoJuIiinHa B O03€ 10 Mr cHmKaer CKOpPOCTH BCACBIBAHUA
aMJIOAHIIMHA.

B cBs3uM ¢ BBICOKOM CTENECHBIO CBS3BIBAHUS aMJIOAUIIMHA C OenxaMu KpOBHU Bq)(l)eKTI/IBHOCTB

Auajin3da MaJIOBCPOsATHA.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoguHAMH4YeCKHEe CBOWCTBA

dapmakoTepaneBTHYecKass Tpynma: OJOKaTOpbl KAalbIMEBBIX KAHAJIOB; CCJIICKTHBHBIC
6JIOKaTOpI>I KAJIbIIUECBBIX KAaHAJIOB C HpeI/IMYHIeCTBeHHI)IM IIGIZCTBHCM Ha COCYIII)I; HpOI/IBBOIIHI)Ie
JUTHIPOITUPHIMHA.

Kong ATX: CO8CAO].

AMJIOIUIIUH TMpeACTaBIseT co00il MHIMOUTOpP MPUTOKA MOHOB KalbLMS JUTHIPONUPUIUHOBON
rpynsl (0J10KaTOp «MEUIEHHBIX» KaJbIMEBbIX KaHAJIOB MJIM aHTarOHUCT MOHOB KaJlbLiUs); OH
HPENATCTBYET TPAaHCMEMOpPAaHHOMY TOKY HMOHOB KalbliMi B KapJIUOMHUOLIUTHI M IJIaJKue

MBIMICYHBIC KJICTKU COCYIOB.

MexaHHN3M e CTBUS

MexaHn3M aHTUTUTIEPTEH3UBHOTO ACHCTBHUS aMJIOAUITHA 00YCIIOBJICH IPSIMBIM PACCIIa0ISIONIIM
BO3JICUCTBMEM Ha TJAJKUE MBIIIBI COCyNOB. TOYHBIM MexaHu3M, Ojarojgapsi KOTOPOMY
aMJIOAUIHH 00JIeryaeT MposBICHUS! CTEHOKAP/IUH, TOJTHOCTHIO HE YCTAHOBJIEH, OJJTHAKO U3BECTHO,
YTO aMIIOIMIIMH CHUKAET OOIIYI0 UIIEMHUYECKYIO0 Harpy3Ky 3a c4eT Cienyronux 2 (pakTopos:

1. pacumpsisi nepudepudeckre apTepUobl, CHIKaeT oluiee nepudepruueckoe COCYANUCTOe
COMpOTHUBIIEHUE (IIOCTHATPY3KY), KOTOpOE MpeojoiieBaeT cepaue. [Tockonbky yacToTa cepieuyHbIX
COKpAIlIEHU# OCTaeTcsi CTaOMIBHOM, MOA00HAs pa3rpy3Kka cep/illa CHIKAET MOTpeOIeHne SHePTUn
MHOKapPJIOM U €ro MOTPEOHOCTh B KUCIOPO/IE.

2. MexaHu3M JIEUCTBUS aMJIOIUITMHA BO3MOKHO TaK)Ke CBSI3aH C PACIINPEHUEM TJIABHBIX
KOPOHAPHBIX apTEePUil M1 KOPOHAPHBIX apTEPUOJ KaK B HEM3MEHEHHBIX, TaK U B
MIIEMU3UPOBAHHBIX 30HaX MUOKapJa. Takoe paclimpeHue yBeJIMuMBaeT JOCTaBKY KHCIOPOJa K
MHOKap/ly Y MAllMeHTOB CO CIIa3MOM KOPOHAPHBIX apTepuii (cTeHokapaus [IpuHiiMeTana win
BapUaHTHAas CTCHOKAPIs).

dapmakognaamuyeckue 3P HeKTel
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oOecrieunBaeT KJIMHUYECKU 3HAUMMOE CHUKEHUE apTepUaIbHOrO JaBJIECHUS B IOJIOKEHUH JIEkKa
Ha CIIMHE U B MTOJIOKEHHUHU CTOS HA TPOTSHKEHUH Beero 24-yacoBoro nepuoa. Ilockonbky apdexTs
aMJIOAMINHA Pa3BUBAIOTCS MEIJICHHO, IPUEM IIpernapaTa HE COMNPSIKEH C PUCKOM Pa3BUTHS
OCTPOIi TUTIOTEH3UH.

Y nmarueHToB co cTabuiIbHOM CTEHOKapAuel pa3oBast CyTOYHAS 1032 YBEIMUHUBACT TOJIEPAHTHOCTh
K (usnyeckoil Harpyske, 3aMeUIsieT Pa3BUTHE NPUCTYIOB CTCHOKAPIWUU M «HIIEMHYECKOW»
nenpeccun cermeHta ST Ha 1 MM, a TakKe CHIXKAeT 4acTOTY HPHUCTYNOB CTEHOKapAUU U
noTpebIeHUs] HUTPOTIUIEPUHA U IPYTHX HUTPATOB.

AMIIOUIIMH HE OBUT CBSI3aH C KAaKUMH-THOO METa0OIMUECKUMH HEKENAaTEIbHBIMU SIBICHUSMH
WIM W3MEHEHMSIMM YPOBHEH JIMIKJOB IUIa3Mbl KPOBM U MOXKET MPUMEHATHCS NPU TEparuu
MAIMEHTOB C OpPOHXMANBHOM aCTMOM, caxapHbIM JUa0ETOM U MOJarpoil. 3HauMMOe CHIKEHUE
apTepUaIbHOTO JaBJeHUsS HaOmogaeTcs yepes 6-10 u, mmutenbHOCTh 3 dexra — 24 u.

Kinunanueckas 3¢ deKTUBHOCTL U 0€3011aCHOCTh

Ilpumenenue y nayuenmos ¢ uwemuieckou oonezuvio cepoya (MbC)

O} PexTUBHOCTh aMIOIUNUHA ISl MPEAOTBpAICHUs KIMHUYECKHX SIBJICHUHM Y TMAlMEHTOB C
uniemuueckoit  O6onesnpto cepana (MBC) oneHuBanu B HE3aBUCMMOM  MHOTOLIEHTPOBOM
PaHIOMHU3UPOBAHHOM JBOMHOM CJIENIOM TIIane00-KOHTPOJIUPYEMOM HuccienoBanuu 'y 1997
narueHToB: «CpaBHCHHE aMJIOJUIIMHA C DHAIAMPHIOM B CHIDKEHHHM YaCTOThI BO3HUKHOBEHUS
tpombo3a» (Comparison of Amlodipine vs. Enalapril to Limit Occurrences of Thrombosis —
CAMELOT). B teuenue 2 net 663 u3 5TUX NAIMEHTOB MPUHUMAIIA aMJIOJUNUH B 103¢ 5-10 mr,
673 marnueHTa nmojgydanu sHamanpui B go3e 10-20 mr, u 655 manueHToB moJyiydanu rianebo B
JIOTIOTHEHHE K CTaH/JIAPTHOW TepaIriy, BKIFOYABIIEH CTATHHBI, OeTa-0I0KaTOPHI, JUYPETUKH WIIH
acnupuH. KiroueBble mokazatenu >(Q¢EeKTUBHOCTH TpelcTaBieHbl B TaOmuie 1. Pesymbrarel
MOKA3bIBAIOT, YTO JIEYCHHE aMJIOJUIUHOM COMPOBOKIAIOCH MEHBIIMM  KOJUYECTBOM

TOCIUTAIA3ALUN MO MOBOIY CTEHOKapAMH U MPOLIEAYp peBacKysipusanuu y nanueTon ¢ UbC.
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BIX KIMHIMECHY HEXOI0B B-ircesieioBamm

Taoauna 1. YacTora BO3HUKHOBEHHS 3HAY

CAMELOT
YacToTa cepueyHo- AMJITOMIIMH B CpaBHEHUH C TuTare0o
COCYAMUCTBIX SABJIEHUH,
K0J1-BO (%)
Hcxomsr AwmitonumuH [Tmame60o OHamanpuI OTtHomICHHE P-3nauenmne
puckoB (95 %
JIOBEPUTEIIbHBIN
WHTEPBA)
IMepBU4Has KOHEYHAS TOYKA
Hexenarensasie 110 (16,6) 151 (23,1) 136 (20,2) 0,69 0,003
cepAeyHo- (0,54-0,88)
COCY/IUCTBIC
SIBTICHUS
OTnenbHbIe KOMIIOHEHTHI
PeBackynsapusanus 78 (11,8) 103 (15,7) 95 (14,1) 0,73 0,03
KOPOHAPHBIX (0,54-0,98)
COCY/IOB
Tocrimranu3anuys mno 51 (7,7) 84 (12,8) 86 (12,8) 0,58 0,002
HOBOY (0,41-0,82)
CTEHOKapNH
HeneranbHeblit 14 (2,1) 19 (2,9) 11 (1,6) 0,73 0,37
uH(ApKT MUOKapIa (0,37-1,46)
WHCynbT wiu 6 (0,9 12 (1,8) 8 (1,2 0,50 0,15
TpaH3UuTOpHAas (0, 19_1,32)
WIIEMHYECKast aTaKa
CMepTh BCIEICTBHE 5(0,8) 2(0,3) 5(0,7) 2,46 0,27
cepAeUYHO- (0,48-12,7)
COCYIHCTBIX
3a00J1eBaHuil
INocrirranu3ars mo 3(0,5) 5(0,8) 4 (0,6) 0,59 0,46
MOBOJY 3aCTONHON (0,14-2,47)
cepledHon
HEJIOCTATOYHOCTH
PeanumupoBaHHast 0 4 (0,6) 1(0,1) HII 0,04
OCTaHOBKa Cep/iia
BriepBbie 5(0,8) 2(0,3) 8(1,2) 2,6 0,24
BBISIBIICHHOE (0,50-13,4)
3a0oieBaHue
nepudepuaeckux
COCY/IOB

IIpumenenue y nayuenmog ¢ cepoeunoli HedOCmamo4HOCMbIO

HccnenoBanusi reMOIMHAMHUKHN U KOHTPOJIMPYEMblE KIIMHUYECKUE MCCIIEJOBAHUS ¢ (PU3NUECKOM
Harpy3koH y ManueHTOB C CepAeYHON HEeIO0CTaTOYHOCThIO (yHKIMOHaIbHOTO Kiacca |11V mo
Kiaccuukanmum Heto-Hopkekoit KapAuOJIOrHYECKOU acconuanu (NYHA)
IPOIEMOHCTPUPOBAIIH, YTO aMJIOJWITMH HE TPUBOIUT K KIIMHHYECKOMY YXYIIICHUIO, 9TO OBLIO
MOKa3aHO C MOMOIIBIO OLIEHKHU MEPEHOCUMOCTH (PU3NYECKOi Harpy3KkH, Gpakiuu BEIOpOCca JIEBOTO
KeNyI0uKa U KIMHUYECKOM CUMITOMATHKH.

[Mnane6o-kouTponupyemoe uccienosanue (PRAISE), cimanupoBanHoe TakuM 00pa3oM, 4TOOBI
12
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knaccupukanmn  NYHA — npuMeHeHMe — JUTOKCHHA, JUYPETHMKOB U HWHTUOHTOPOB
aHTHOTeH3WHIpeBpaniarmero gepmenta (AllD), mokazano, 4To aMJIOJAWIMH HE MPUBOIHUT K
YBEJIMYEHUIO PUCKA CMEPTHOCTH WJIM KOMOWHHUPOBAHHON CMEPTHOCTH M 3a00JI€BAEMOCTU Y
MALMEHTOB C CEPJIEYHON HETOCTATOYHOCTHIO.

B ponrocpounom minane6o-KOHTPOIUPYEMOM HCCIEIOBAHUU C TOCIEAYIOUIMM HaOIr0eHuEM
(PRAISE-2) 1m0 W3Yy4YeHHI0O NpPUMEHCHHS aMJIOJMIIMHA Y TAIUEHTOB C  CEpACYHOMN
HenocrarouHocThio I m IV kmaccoB mo knaccudukanumn NYHA 6e3 KIMHHYECKUX CHMIITOMOB
WM OOBbEKTUBHBIX YKa3aHUI Ha COMYTCTBYIOIIYIO HIIEMUYECKYIO0 00JIe3Hb Ceplla, MOIy4aBIIuX
cTabuinpHble 1036l HHTHOUTOPOB AlID, cepieyHbIX IITMKO3UAO0B U JUYPETUKOB, aMJIOJUIIUH HE
BJIMSUT Ha OOIIYI0 CMEPTHOCTh OT CEePACYHO-COCYIUCTBIX 3abosieBaHmid. B TO¥ >xe momynsiuu
MAIMEHTOB IPUMEHEHHUE aMJIOIUITMHA COMTPOBOXKIATOCH O0Jiee BRICOKOI YaCTOTOM CilydaeB OTeKa
JIETKHUX.

HccnenoBanre METOAOB JICUCHHUS AJIs TpeAoTBpatienus nadapkra muokapaa (ALLHAT)
PangomusupoBaHHOEe JBOWHOE CJENOE MCCIAEAOBAHUE C H3YYEHHEM 3a00JIeBa€MOCTH U
CMEpPTHOCTH  1OJ  Ha3BaHueM  «/3ydeHHe  NpPUMEHEHHs]  aHTUTUIIEPTEH3UBHBIX U
TUTMOJTUIUIEMUYECKUX MpenaparoB A npodunaktuku uHapkTa muokapaa» (Antihypertensive
and Lipid-Lowering Treatment to Prevent Heart Attack Trial — ALLHAT) npoBoanioch st
CPaBHEHMsI MHHOBAIIMOHHBIX IpernaparoB — amyIoAMNUHA (OJ0KAaTOp KaJlbLIMEBBIX KAHAJOB) B
no3ax 2,5-10 mr B cyTku win gusuHonpuia (uHruoutop AIID) B nozax 10-40 mr B cyTku B
Ka4yecTBE TepaIuy MepBOIl TMHUU — C XJIOPTAIUAOHOM (THA3UIHBIA TNYPEeTUK) B f03ax 12,5-25 mr
B CYTKH IIPH JIETKOW UM YMEPEHHOM apTepHUaIbHON THUIIEPTEH3UH.

Bcero 6b110 pangomusupoBano 33 357 maueHToB ¢ apTepUaIbHOM THTIEPTEH3UEN B Bo3pacTe 55
JIeT ¥ cTaplie; NalMeHThl HaXOAMWINCh 10 HalbroieHueM B cpeaneM 4,9 roga. Y naiueHToB Obul
ernle kKak MUHUMYM | nomonHuTenbHbIN pakTop pucka UBC, Bkimtouas: nHPapKT MHOKapaa UIN
MHCYJIbT B aHaMHe3e (3a > 6 MecsleB Nepel BKIIOUEHHEM B HCCIEIOBAHME) WJIM HaIU4Yue B
aHaMHe3€e JIPYTUX aTEPOCKICPOTHIECKUX CEPJICIHO-COCYAUCTHIX 3a0oeBanuii (B memom 51,5 %),
caxapHblii muader 2-ro tuna (36,1 %), ypoenp X-JIIIBIT <35 mr/mn (11,6 %), runeptpoduto
JEBOrO  KeNyJouykKa, JAMAarHOCTHPOBAHHYIO C TIOMOIIBIO  3JIEKTpOKapauorpapuu  uiam
axokapauorpaduu (20,9 %), u Tabaxokypenue (21,9 %).

[lepBruHOl KOHEYHOW TOYKON CIyXWia KOMOMHMpOBaHHasi KOHEYHas TOYKa, BKJIIOYABIIAs
neranbHyto MBC wnm HeneranbHbIl MH(papkTa Muokapaa. He Habmomanock CymiecTBEHHOH
pa3HULBl MEX/y IEPBUYHBIMA KOHEYHBIMHU TOUYKaMH IIPU TEPAIIUU HA OCHOBE aMJIOAUIINHA U TIPU
Tepanuu Ha ocHoBe xjoptanuaoHa (OP 0,98, 95 % nosepurensHsiii unrepsai (A1) 0,90-1,07, p

= 0,65). Cpemu BTOpPHYHBIX KOHEUHBIX TOUYEK 4YacTOTa BO3HHUKHOBEHHS CEpACUYHOMN
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HEJIOCTAaTOYHOCTH (KOMIIOHEHT KOMOWHUPOBAHHOU KxoHEHHoit ggﬁéﬁ‘f{ﬁﬂﬁﬁﬁﬁeﬁ:&pﬁéﬁHo-

COCYAMCTHIC SIBJICHHSI) ObLlIa CTATUCTHYECKY 3HAYMMO BBIIIIE B TPYITIE aMJIOAUITIHA 10 CPABHEHUIO
¢ rpymnoi xyopranuzaona (10,2 % o cpaBuenwuto ¢ 7,7 %, OP 1,38, 95 % JI1 1,25-1,52; p <0,001).
OmHako IpH TOM He HaOJIF01aJTOCh CYIIIECTBEHHON pa3HHITHI B IOKA3aTEIIX CMEPTHOCTH 110 BCEM
MPUYHHAM TPU TEPAIMM Ha OCHOBE aMJIOJIUITMHA W TIPHU TEparuu Ha OCHOBE xjopTtanugona (OP
0,96, 95 % A1 0,89-1,02, p = 0,20).

Ipumenenue y nayuenmos 0emckozo eospacma (8 sozpacme om 6 iem)

B wucciaegoBanun, B KOTOpOM YydacTBOBaid 268 pgeredl B Bo3pacte oT 6 g0 17 ner
MIPEUMYIIECTBEHHO CO BTOPUYHOM apTepraIbHOM THIIEPTEH3UEH, B X0/1€ CPABHCHHS aMJIOUITHHA
B f03ax 2,5 mr u 5,0 mr ¢ miamne6o ObUIO IOKa3aHO, YTO 00€ 03Bl CHIDKAIOT CHCTOJIMYECKOE
apTepualIbHOE JIaBJICHHE B OOJBINCH CTEIICHH, YeM IrIarne0o, MpudeM 3Ta pa3HUIla B CHIKECHUU
JaBJIeHUs ObUIa CTATUCTUYECKH 3HAUYUMOM. OTIuYMe MEeXIy dTUMU JABYMS J103aMU aMJIOIUIINHA
He OBLIO CTATUCTHYECKH 3HAUYMMBIM. OTmaneHHble 3PQPEKThl TEpanuy aMJIOAUIMHOM Ha POCT,
MOJIOBOE CO3PEBaHME U O0IIee pa3BUTHE JETe W TIOJPOCTKOB HE HCCIICIOBAINCH.
JonroBpemennas 3p(HEeKTHBHOCTh TEPATUM aMJIOJUITTHOM B JIETCKOM BO3pAacTe C TOYKHU 3PCHUS
CHI)KEHHUSI CEPJICYHO-COCYIUCTON 3a00JIeBa€MOCTH U CMEPTHOCTH BO B3POCIOM BO3PACTE TaKkKe
He OblIa yCTaHOBJICHA.

5.2. dapmakoKMHeTHYeCKHE CBOICTBA

AOcopOruus

[Tocne mpuemMa BHYTPb aMJIOJIUIIMH XOpOIIO abcopbupyercs. AOCONMOTHAs OHOJOCTYIMHOCTH
cocraBiseT 64-80 %, MakcUMabHas KOHLUEHTPALUs B CBIBOPOTKE KPOBH OIpeeIseTcs yepes 6-
12 4. PaBHOBECHBIE KOHIIEHTPAIIMHU JOCTUTAIOTCA TTOCHE 7-8 THEW Tepanuu.

Pacnpenenenne

O0beM pacnipenienieHus: aMJIOAUIIHA COCTaBIsAeT okoo 21 1/kr. B nccnenoBanusx in vitro Obu10
MOKAa3aHO, YTO MPUOIM3UTENHHO 97,5 % HUPKYIHUPYIOIIEro aMJIOAUIMHA CBA3BIBAETCS C OeNKaMu
TJ1a3MbI KPOBH.

[Tpuem numu He BAUSET HA OMOJOCTYITHOCTh aMJIOTUIIAHA.

Buorpancdopmarnus

KoHeuHbIll mepuon MoiTyBbIBENEHUS U3 IIa3Mbl cocTaBisgeT 35-50 4gacoB, 4TO COOTBETCTBYET
Ha3Ha4YeHUIO Mpenapara | pa3 B CyTKH.

OJIMMUHAINSA

AMIIOIUIINH B 3HAYUTEIBHOM CTENEHN METab0JIM3UpYETCs MEYEHbIO0 C 00pa30BaHUEM HEaKTHBHBIX
MeTaboJIUTOB, IpH 3ToM 10 % ncxoanoro coequuenus 1 60 % MeTaboIUTOB BHIBOJATCS C MOYOM.

JInIta moKUJIoro Bo3pacra
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INOXHWJIBIX M MOJOJAbIX ITallTMCHTOB. YV OOoXUIIBIX ManMCHTOB KIIMPCHC aMJIOJUIIMHA HMECT
TCHACHINUIO K CHUXCHUIO, YTO BCACT K YBCIUUYCHULIO AUC un nepruoaa moJIyBbIBCACHUA, OJHAKO
OTa pasHullia HE UMECT KIIMHUYCCKOI'O 3HAYCHM. Veemmuenue AUC n nepruoaa rmoja1yBbIBCACHUA Y
IMIallMCHTOB C cepz[equfI HEAOCTATOYHOCTBIO COOTBETCTBOBAJIM OXHJACMbIM 3HAUCHUAM AJIA
HN3YYaCMbIX BO3PACTHLIX I'PYIIII MAIIUCHTOB.

IIeueHouHas HEAOCTATOYHOCTD

Hmeronecs: KIMHUYECKUE TAaHHbIE OTHOCHUTENBHO MPUMEHEHHUS aMJIOJIUIIUHA Yy TMalUeHTOB C
HapylleHHneM (PYHKIMM TMEeYeHU OTPaHHuYEHBbl. Y MAlMEeHTOB C MEYEHOYHOM HEJ0CTATOYHOCTHIO
MMEET MECTO CHHXEHHE KIMpEHCAa aMJIOJUIIMHA, YTO MPUBOIUT K YIJIMHEHHUIO IEpUOaa
MOJTYBBIBEJICHUS U YBEIIMUYEHUIO 3HAUCHH TIJIOIIAIU TTOJT KPUBOH «KOHIIeHTparus-BpeMsi» (AUC)
npuom3uTenpHo Ha 40-60 %.
eTH

[TomynsimonHoe  (hapMaKOKMHETUYECKOE HCCIIeOBaHNE OBLIO TPOBENEHO C ydacTuem 74
MAalMEeHTOB JIETCKOTO BO3pacTa C THIEPTOHWYECKOM Oone3Hbio B Bo3pacte oT 1 mo 17 ner (34
naueHTa B Bo3pacrte ot 6 10 12 net u 28 manueHtoB B Bo3pacTe oT 13 g0 17 net), nonydaBmux
amionunul B o3¢ oT 1,25 no 20 mr 1 unm 2 pasza B cytku. CpegHuil nepopaibHblil KIMPEHC
(CL/F) y neteii B Bo3pacte oT 6 0 12 net u 'y moapocTkoB ot 13 mo 17 net cocrasnsit 22,5 u 27,4
J1/9aC COOTBETCTBEHHO y MaJIbuMKOB U 16,4 1 21,3 11/94 cOOTBETCTBEHHO Yy AeBoueK. Habmronanuce
OombpIIME pA3NIUYUsl B OKCIO3UIMU CpeAu ManueHToB. JlaHHbIE O JeTsaXx Miaame 6 JeT

OIrpaHHUYCHEI.

5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

PenpoayKkTuBHAs TOKCHUKOJIOTHS

Hccnenoanus 1o U3y4eHUIO BIUSHUAS aMJIOAUIIMHA HA PEIPOAYKTUBHYIO (DYHKIUIO Ha KPbICAX U
MBIIIAX  [POAEMOHCTPUPOBAIN  3aJ€PKKy  HACTYIJIEHHWS  JaTbl POJOB, YBEIMYEHUE
MPOJIOJKUTENIBHOCTH POJIOB M CHIKEHHE BBDKMBAEMOCTH IOTOMCTBAa MPHU HUCIOJIb30BAHUU
npernapara B 103aX, IpUOIM3UTENBHO B S0 pa3 MPEeBBIIIAIONINX MAKCUMATIbHYI0 PEKOMEHTYEMYIO
JI03Y JIJIsl 9eJIOBEKa M3 pacueTa B MI/KT.

CHmxenne GepTUIBHOCTH

Brusinus Ha penpoIyKTUBHYIO (YHKITUIO Y KPBIC, MTOTYYaBIINX aMIIOJUIUH (CaMI[bl — B TEUCHUE
64 nHel, caMku — B TeueHue 14 mHel mepen cnapuBaHueM) B g03ax 10 10 mr/kr/cyt (B 8 paz*
BBIIIIE MaKCUMaJIbHOW PEKOMEHJIOBAHHOM 03Bl JIJIsi YEJIOBEKa, KOTopas cocraBiser 10 mr m3
pacueTa B MI/M2), BBISABICHO He OBLIO. B Ipyrom mccieoBaHMM HAa KPHICAX, B KOTOPOM CaMIIBI

NOJTyYalii aMmyioAuIinHa 6e3miat B TeueHue 30 qHei B 103€, COMOCTaBUMOMN ¢ KIIMHUYECKOH 10301
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U3 pacdyeTa B MI/KT, ObLUIO OOHAPYKEHO CHHDKCHUE ':%gﬁﬁlﬁ%ﬁﬁ%@f;&§ﬁﬁﬂy¥bﬁero

TOPMOHA M TECTOCTEPOHA B IJIa3ME KPOBH, a TAKKE CHUXKEHUE TJIOTHOCTHU CIIEPMBbI, KOJIMYECTBA
3penbIX criepMaT U Kietok Ceproiu.

Kaniieporernes ¥ MyTarcHes

Y KpbIC ¥ MBIIICH, MOJyYaBIIMX aMJIOJUIIMH C IMHINECH B T€UEHHWE 2 JIET B KOHIICHTPAIMSIX,
obOecrieunBaBIIUX YpoBHH jgo3upoBanuss mo 0,5, 1,25, m 2,5 w™r/kr/cyr, NpHU3HAKOB
KaHIIEPOTEHHOCTH TIperapara BBISBICHO He Obuto. HawBbictmas mo3a (y Mblmed —
COOTBETCTBOBABIIAS MaKCUMaJIBHOM J103€, PEKOMEHIOBAaHHOM /I MPUMEHEHUS B KIMHUYECKOU
TIpaKTHKe y yeroBeka 10 Mr U3 pacyera B MI/M?, a y KpbIC — B 2 pa3a* IpeBbIIIaBIIas TAKYIO 103Y,
PEKOMEH/IOBaHHYIO ISl PUMEHEHHS B KIIMHUYECKOW MpakTUKe) Obla OJU3Ka K MaKCHMAaIbHO
MEPEHOCUMOM J103€ ISl MBIIIEH, HO HE ISl KPBIC.

B nccnegoBanusx MyrareHnesa JiekapCTBEHHBIH Mpenapar He OKa3bIBaJl MyTareHHOTO IEHCTBUS HU
HA TE€HHOM, HU Ha XPOMOCOMHBIX YPOBHSIX.

* CoriacHo pacdeTam Jijis aluenTa ¢ Maccoi Tena S50 Kkr.

6. PAPMALHEBTUYECKHUE CBEIAEHUS
6.1. IlepeueHb BCIIOMOraTeJbHBIX BEIIECTB
- KaJIbIIUS CTeapar

- KpaxMall KyKypy3HbIi

- KpEMHHUS JUOKCU KOJIOUTHBIN

- JTaKTO3bI MOHOTHIPAT

- MarHus creapar

- [IeJUTI0J103a MUKpOKpHcTayuinaeckas (tum 102)
6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )

3 rona.

6.4. Oco0Oble Mepbl PeI0CTOPOKHOCTH IPH XPaHEHUH

XpaHuTb MpH TeMIiepaTtype He Bbiie 25 °C Bo BTOpUYHON yIIaKoBKe (MMayke KapTOHHOI).

6.5. XapakTep u coaep:kaHHe NEPBUYHON YIAKOBKH
Ta0OmeTku.
[To 10 wnu 30 TabneTok B KOHTYPHYIO STYEUKOBYIO YIIAKOBKY M3 TUIEHKH TMOJTUBUHUIXJIOPHIHOM

nu toieHku [IBX/TIB/IX u hoabru amoMiuHIEBOM IEYaTHON JTAKUPOBAHHOM.
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ITo 30, 60, 90, 120 TabneTOK B 6aHKY IIOTUMEPHYIO IS ﬂ&épc%geghﬁb?g@ﬂéﬂ'ﬂ% henns tena

HU3KOTO JIABJICHUS C KPBIIIKOW HATATHBAEMOMN ¢ KOHTPOJIEM NEPBOTO BCKPBITUS WM C KPBILIIKON
HaBUHYMBAEMOU M3 MOJMATHIICHA HU3KOTO JIABJICHUS.

Ha Ganky HakJI€MBaIOT ATUKETKY U3 OyMarv Wil CaMOKJIESAIYIOCS STUKETKY.

ITo 1, 2, 3, 6, 9 KOHTYPHBIX SIMEUKOBBIX YIakoBOK 1o 10 Tabmerok wimm 1o 1, 2, 3, 4 KOHTYPHBIX
SYEHKOBBIX yHakoBKH 10 30 TabneTok, wim o 1 6aHKe MOIMMEpPHOM IS IEKAPCTBEHHBIX CPEICTB
BMECTE C JJUCTKOM-BKJIQJIBIIIIEM MOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YHHUYTOKEHUH HUCIOJIb30BAHHOTO
JIEKAPCTBEHHOT0 Mpenapara Uil 0TX0/10B, MOJYy4YeHHbIX M0c/ie MTPUMeHeHusl
JIEKAPCTBEHHOT'0 MPenapara, u Apyrue MaHUIYJISIIUM ¢ Ipenaparom

Oco0ple TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA

3A0 «Kanondapma nponaknra», Poccuiickas @enepanus

141100, MockoBckast 0011, r.0. [I[&1xoBo, T. llénkoBo, yi. 3apeunas, a. 105.
Temn.: +7 (495) 797-99-54.

DnektpoHHbIii anpec: safety@canonpharma.ru

7.1. IlpeacraBuTe/Ib AepKATEN PETHCTPALMOHHOIO YA0CTOBEPEHUs

[Iperen3un norpedbUTENEH HAOPABIATE 110 aIPECY:

3A0 «Kanondapma npogaxin», Poccuiickas deneparus
141100, MockoBckast 0611., r.0. LI{énkoBo, r. llénkoBo, yu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

DnekTpoHHsIi anpec: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMIOHHOT'O YOCTOBEPEHHUS
JITT-Ne(005667)-(PT-RU)

9. IATA MIEPBUYHOM PETUCTPALIMU (IOATBEPKIEHWS PETUCTPAILIUU,
INEPEPETUCTPALINN)

Hara nepoit peructpanuu: 10 urons 2024

10. JATA TIEPECMOTPA TEKCTA
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O6mas  XapakTepHCTHKa  JIEKAPCTBEHHOTO npenég:prg NER e nhmie %EF}/'PIHHB ! Ha

UHPOPMALIMOHHOM TopTane EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(POPMAIMOHHO-

KOMMYHUKAIIMOHHOM cetn «HTepHeT: http://eec.eaeunion.org/.
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