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MUHHUCTEPCTBO 3/IPABOOXPAHEHMS POCCHICKOM ®EJIEPAITA

MHCTPYKLIMS
I10 MEJIULIMHCKOMY TTIPUMEHEHUIO JIEKAPCTBEHHOI'O [TPEHAPATA
UPBECAPTAH

PerncrpauuoHHbiii HOMep:

Toprosoe Haumenosanue: UPBECAPTAH

MeskayHapoaHOe HeMmaTeHTOBAaHHOe HAaHMeHOBaHHe: upoecapTan
JlekapcrBennasi popma: TabsieTKH, MOKPBIThIE MIEHOUHON 000JI04KOM
Cocras:

] TaGyeTka 75 MI' COIEPIKUT:

oeticmsyrowee seuyecmeo: ipdbecaprat - 75 Mr;

gcnomozamenvhvle eujecmea. JakTo3bl MoHoruapat - 40,0 mr, nemnronosa
MUKpPOKpUCTAJIMYecKas (TUIl 102)‘— 31,2 Mmr, KpockapMeJsio3a HaTpust — 7,2 MT,
noBuaoH-K25 — 5,0 mr, maraus creapat — 1,6 mr;

obonouxa: ranpomernosa — 3,350 mr, makporon 400 — 0,613 mr, iumertrkon 100 —
0,230 mr, Tutana quokcua — 0,682 Mr, KpacuTenb xele3a okcu xenaTsid — 0,093
MT, KpacuTellb Jkesie3a okcua KpacHbiid — 0,032 mr.

1 tabnerka 150 M CONEPIKUT:

oeticmsyrouee sewjecmeo: pdbecapran - 150 mr;

s6cnomozamenvhole eeujecmea: JakTo3bl MoHoruapat — 80,0 mr, Leiunosiosa
MUKpoKpucTaudeckas (tun 102) — 62,4 Mr, kpockapmesuio3a Hatpus — 14,4 mr,
noBu10H-K25 — 10,0 Mr, maruus creapart — 3,2 MT;

obonouka. runpomesosa — 6,700 mr, makporon 400 — 1,226 mr, numeTuxoH 100 —
0,460 mr, Tutana guokcua — 1,364 Mr, kpacuTtelb jxene3a okcua kentoiid — 0,186
MT, KpacuTellb ele3a okcua KpacHbiid — 0,064 mr.

1 tabiaerka 300 MI COIEPIKUT:

oeucmsyroujee sewecmso: Vpdbecaptan - 300 mr;
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gcnomozamenvhvie ewecmea.; JNakTo3bl MoHormapar — 136,0 Mr, nemnonosa
MuKpokpuctainueckas (tun 102) — 108,0 mr, kpockapmeo3za HaTpHs — 30,0 mr,
noBu0oH-K25 — 20,0 mr, maruus creapart — 6,0 mr;

obonouxa: runpomeiiosa — 6,768 mr, makporoa 400 — 1,288 mr, qumerrkon 100 —
0,520 mr, Tutana guokcun — 1,424 mr.

Onucanue

Tabnerku 75 Mr — Kpyrible, JBOSIKOBBIMYKJIble TaONeTKU 0€3 PHUCKH, IOKDBITHIE
IJIEHOUYHOH 00O0JIOUKOM OT CBETJIO-OpaH)KEeBOTO 10 TEMHO-OpaHxkeBoro nsera. Ha
IIONEPEYHOM pa3pe3e BH/IHbBI [Ba CIIOSl, BHYTPEHHMH CJIOH 0€I0ro Wid MOYTH
Oeoro LBeTa.

Tabnerku 150 Mr — Kpyrible, ABOSKOBBINYK/ble TaOJIETKH C PUCKOM, MMOKPBITHIC
MJICHOUHON 000JIOUKOM OT CBETJIO-OPaH)KEBOrO JI0 TeMHO-OpaHxkeBoro nsera. Ha
TIOIIEPEYHOM pa3pe3e BUIHBI JBa CJIOs, BHYTPEHHHH CJIOH O€/Noro Wi MOYTH
Oesoro 1Bera.

Ta6nerku 300 Mr — Kpyrible, ABOSKOBBINYKJIbIE TaOJIETKH C PUCKOM, IMOKPBITHIC
MJIeHOUHOH 060J104K0 Genoro 1Bera. Ha momepeunom paspese TabieTka 6emoro
WJIA TTIOYTH OEJI0To LIBETa.

dapmakoTepaneBTHUecKas rpynna: auruorensusa Il penentopoB aHTaroHUCT
Koa ATX: CO9CA04.

dapmako/j0ruyecKkHe cBOHCTBA

®apMakoIHHAMHKA

HMp6Gecapran sIBJsIETCS CEJIEKTHBHBIM @HTarOHUCTOM PELENTOPOB aHrnoTeH3uHa 11
(rumma  AT;). MHpbecapran He TpebyeT MeTabOIMYECKOM aKTHBALUKM IS
nprodpereHust (hapmMaKoJOru4eckoil akTUBHOCTU. AHruoreHsuH Il sBisercs
Ba)KHBIM KOMITOHEHTOM PEHMH-aHTMOTeH3HH-ajbaocTepoHoBoH cucteMbl (PAAC)
¥ BOBJICYEH B MATOTE€HEe3 Pa3BUTHS apTepUAILHON TUITEPTEH3WH, a TaKXKe remMocTas
HaATpPHUSI.

HpGecapran Giiokupyer Bce (HU3MOJOTMUECKH 3HaYMMble d(P(MEKThl aHMMOTEH3HHA
II, HE3aBUCHMO OT HUCTOYHHMKA WJIK MyTH €ro CUHTE3a, B TOM YHCJIE, €ro CHUJIBHO

BBLIPAXKEHHBIE COCYI0CYKMBAIOLIMHA M aJIbJOCTEPOHOCEKPETHPYIOWUH >)DEKTHI,
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peanusytomuecs vepes peuentopbl tina AT, pacnosoxeHHble Ha MOBEPXHOCTH
IIaIKOMBILLIEYHbIX KJIETOK COCYA0B M B Kope HaanodeyHukoB. OH He o0Oiamaer
aroHMCTUYECKOH aKTUBHOCTBIO K AT pelentopam W umeer ropasjgo Ooibliee
(Gosnee wem B 8500 pas) cpoxctBo k AT -peLienTopam, uem ¢ AT,-peuentopamu
(peuenTopam, He CBS3aHHBIM C peryJsiuuell paGoThI CepAEYHO-COCYAUCTOM
CUCTEMBI).

Wpbecapran He wuHrubupyer ¢epmentsi PAAC  (Takde Kax PEHUH,
aHrMOTEeH3UHNpeBpalaonid  pepment (AIID)) U He BiMseT Ha peLENTOpHI
ApyrHX TOPMOHOB WM HOHHBIC KaHalbl, YyYacTBYIOLIME B perysLuu
aprepuasibHoro  jpaiaenus (AJ[) wu  romeocrtaza HaTpus. bBiokupoBaHHe
upbecapraHom AT)-peLienTopoB npepbiBaeT Ienb 0OPAaTHON CBS3M B CHCTEMe
PCHUH-aHTMOTEH3MH, YTO NPHUBOIUT K YBEJIMYEHHUIO IIa3MEHHBIX KOHLEHTpALUHi
penrHa u anruorensuna Il. Ioce mpuema npbecaprana B pekoMeHIyeMbIX 103aX
II/Ta3MCHHAs KOHLEHTpALUs aJIbIOCTEPOHA CHMIXKAETCs, He OKa3biBas IIPU 5TOM
CYLIECTBCHHOTO BJMAHMSA Ha COJCpP)KAHHWE Kallisg B ChIBOPOTKE KpOBH (cpenHee
3HaueHHE ero yseauueHus coctasiser <0,1 mOks/n). UpbGecapran He oka3biBaer
3AMCTHOTO  BJIMSIHMS  HA  CBIBOPOTOYHbIE  KOHUEHTPALMU  TPUIJIUIIEPHUIOB,
XOJIECTEpHHA M TIIIOKO3bl. MpOecapraH He BIMsSeT HAa KOHLIEHTPALUIO MOYEBOM
KUCJIOTBI B CBIBOPOTKE KPOBH HJIH Ha CKOPOCTb JIKCKPELMH MOYEBOW KHUCIIOTHI
MIOYKaMH.

AHTHTHIIEPTEH3UBHBIH SddeKkT npbecapTana NposBIAseTes yiKe Mocie nprema ero
MEepBOH JI03bl M CTAHOBUTCS 3HAYUMBIM B TedeHWe |-2 HeleNb NpHUeMa, ero
MaKCHMaJIbHbId ~@HTUTUIEPTEH3UBHbIH 3¢ dekT nocrturaercss Kk 4-6 Hemxene
NeyeHus. B 0NrocpovHBIX  KIMHMYECKMX — HMCCIICJOBAHHSIX — HAaOIIOIANIoCh
COXpaHEHHE aHTUTUIePTEH3UBHOTrO 3(dekra updbecaprana Gojee 0OTHOTO roja.
Ilpy oxHOKpaTHOM mpHeme BHYTph wupbecapraa B go03ax A0 900 wmr
AHTUTUNIEPTEH3UBHBIA Y(D(PEKT HOCUT J10303aBUCHMBIN XapakTep B TeUeHHE CYTOK.
Hpbecapran npu oaHokpatHom npueme B go3ax 150-300 Mr B TeuyeHue CYTOK
cHmkaeT AJl, u3MepseMoe B TMOJIOKEHMM «JIeKa» WIM «CHUAS» B KOHIE

ME¥KI030BOr0 MHTepBana (4epes 24 v moclie mpHema 036l UpbecapTaHa, T.e.
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TePe/l MPUEMOM OYePEIHOH 1103bl HpOecapTana), B cpenHeM Ha 8-13/5-8 MM pr. cr.
(cucronuueckoe/nnacronndeckoe  AJ[) 1o cpaBHeHHIO ¢ miane6o.
AHTHIHIICPTEH3UBHBIH d(dekT npbecapraHa nepej NPUEMOM OYEpEeIHON 03bl
cocrasisieT 60-70 % oT MakCHMMalIbHBIX 3HAYE€HHH CHMKEHHSI AHACTONMYECKOrO U
cucronmueckoro AJl. OntumansHoe cHuxenue AJ] B TeueHue 24 4 JOCTHraercs
NpH nprueMe upbecapTaHa OJIUH pa3 B CYTKH.

Hpbecapran npubnu3uTenbHO B OAMHAKOBOH cTereHn cHikaeT AJ] B MogokeHun
«CTOS» W B IOJNOXKEHUH «iexa». Oproctatuueckue 3¢ QpeKTsl HabIogarTes
peaKo, OAHAaKO, Kak M INpu npueme wuHruoutopoB AllD, y mnanueHToB C
TMIIOHATPUEMHUEH W/WJIK THIIOBOJIEMHEl BO3MOXKHO 4pe3MepHOe cHikeHne AJl ¢
KJITMHUYECKUMU TMTPOSIBIIEHUSMH.

AHTHTHIIEPTEH3MBHOE JeHcTBHE HpOecapraHa M TMA3MIHBIX JUYPETHKOB HOCHT
aJUIMTUBHBIH Xapakrep. Y MalMeHTOB C HEJOCTATOYHBIM CHHKeHHeM AJl mpu
MOHOTEpanuu upOecapTaHoM J00aBleHHE K €ro IMpUeMy HH3KHX /03
ruppoxnoporuasuza (12,5 Mr) oauH pas B CyTKH NPUBOAMT K JOTOJHUTEILHOMY
cHikeHnio AJl Ha 7-10/3-6 MM pT. cT. (CHCTO/IMYECKOE/IMACTOIHYECKOE) 10
CpaBHEHMIO ¢ JoOaBIeHUeM Iianebo.

ObdexTnBHOCTL MpbecapTaHa He 3aBMCHMT OT Bo3pacTa MM mona. Kak u pu
NPUMEHEHHUH JIPYTHX JIEKapCTBEHHBIX CPEJICTB, KOTOpble BiIUstoT Ha PAAC,
AHTUTHIIEPTEH3MBHOE JIeHCTBUE MpOecapTaHa y MalUEHTOB HErPOMIHON packl
3aMCTHO ~ MEHee  BBIDAXKEHO,  OJ[HAKO, INpHM INpUMEHEeHHH upbecapTaHa
OHOBPEMCHHO C HM3KMMH JI03aMH THJPOXJIOpOTHazuia (Hampumep, 12,5 Mr B
CYTKH) aQHTHTMIEPTEH3UBHBI OTBET y MAlMEHTOB  HErPOHIHON pacsl
npubImKaeTcs 10 3pHEKTHBHOCTH K TAKOBOMY Y MALIHEHTOB €BPOIICOUTHOM packHI.
[locie otmensl wupGecaprana AJl Bo3Bpamaercs K UCXOJHOMY  YPOBHIO
nocreneHHo. CUHAPOMa «OTMEHBI» He HaOIIOdaeTCsl.

Y MalMeHTOB ¢ apTepuajbHON rHIlepTeH3Hel U ¢ caxapHbIM auaGeTom 2 TuMa,
NpUHAMAKOKX UpbecapTan B 103uposke 300 mr, ormeuanock 20 % cHukeHue (1o
CPaBHEHHIO ¢ muianedo) u 23 % cHukeHde (0 CPABHEHUIO B aMIIOJHITHHOM B

Mo3upoBKe 10 MI) OTHOCHTENBHOrO pHUCKa MEPBOr0 BOSHHUKHOBEHHS JHOOOTO U3
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CJIC/IYIOLIMX COCTOSHUM: yJBOECHHE CbIBOPOTOYHOW KOHLEHTpAIMU KpeaTHHHHA,
pa3sBUTHE TEPMHHAIBHOW CTAJMM IOYEYHOH HEIOCTATOUHOCTH MM CMEPTH OT
000N W3 MNpUYMH (TIPU  JOCTHIKEHHH COIOCTABUMOro CHukeHus AJl npu
NIpUMEHEHUH upOecapTaHa U aMJIOIUITHHA).

PapmakoKHHETHKA

Abcopbyus

[Tocne mpuema BHYTpb upOecapTaH ObICTPO M MOJHOCTBIO BCACBHIBAETCS, €0
abcomoTHas  GMOJIOCTYIHOCTH  COCTaBisieT  NpubnusurensHo  60-80  %.
ONHOBpeMEHHBIH INpUEM IHUIIM CYLIECTBEHHO HE BJIMSET Ha OHOAOCTYIHOCTh
upbOecaprana. Ilocne npuema BHYTph MakCHMallbHas IUIa3MEHHAs KOHIEHTPAIUS
(Cinax) UpOecaprana gocturaercs uepes 1,5-2 u.

Pacnpeoenenue

CBs3b ¢ GeKaMU IJ1a3Mbl KPOBH COCTaBJISIET MPUOIHU3UTENBHO 96 %. CBSI3bIBaHME
C KJIETOYHBIMM KOMIIOHEHTaMH KpPOBHM He3HauuTeslbHO. OOBeM pacrpeaeeHus
cocrasisieT 53-93 1.

Memabonuzm

[Toce npuema BHYTpb WJIM BHYTPUBEHHOIO BBEIEHUS l4C-I/Ip6ecapTaHa 80-85 %
pPaTuOaKTUBHOCTH, LMPKYJUPYIOIIEH B [Ja3Me KpPOBH, IMPUXOAMTCS Ha
HeU3MeHEHHBbIH upOecapran. MpbecapTaH MeTaboIM3UPYETCsl MEUEHBIO IMyTeM
OKHUCJICHHS] U KOHBIOTALMU C IIIOKYPOHOBON KUCIOTONH. OCHOBHBIM METa0OIUTOM,
HaXOAALIMMCS B CHCTEMHOM KpOBOTOKE, sBIISIeTCs HpOecapTaHa TIJIFOKYPOHH
(npubnusutensHo 6 %). Oxucienne upOecapTaHa OCYILECTBIAETCS, TJIABHBIM
obpazom, ¢ mnomouplo H3odepmeHra wuuroxpoma P450 CYP2C9, yuacTue
uzopepmenta CYP3A4 B meraGonusme upbecapraHa sSBISETCS HE3HAYUTEIHHBIM.
Wpbecapran He MeTaboNM3MPYeTCs ¢ MOMOLILIO GOJIBIIMHCTBA M30(EpPMEHTOB,
KOTOpbIE OOBIYHO Y4YaCTBYIOT B MeTaboJM3Me JIEKApCTBEHHBIX IPENapaToB
(n30depmentol CYPIAL, CYPIA2, CYP2A6, CYP2B6, CYP2D6 wnu CYP2EL),
Y HE BBI3bIBACT MX MHIMOUPOBAHMS MM MHAYKUMH. MpOecapran He HHIYLHMPYET U

He uHruobupyer uzopepment CYP3A4.



Buvigedenue

Wpbecapran u ero MetabonThl BBIBOASATCS M3 OpraHM3Ma, Kak uepes KUIICYHHK,
TaK W mnoykamu. Menee 2 % BBeJGHHOH 103blI BBIJAENSETCS MOYKAMU B BHJIE
HEHM3MEHEHHOro upbecapraHa.

Koneunblii mepuosn mnomysbiBenenust upbecaprana (T,,) cocraBiaser 11-15 u.
OOumit KnMpeHC BHYTPUBEHHO BBeJeHHOro upbecapraHa coctasiser 157-176
MJI/MHH, @ €ro MOYeYHbIH KIMpeHe coctasiser 3-3,5 mn/mun. IIpu exenHeBHOM
OIHOKPAaTHOM NpHeme updecapTana paBHOBeCHas ruiasMeHHas KoHueHTpauus (Cg)
AOCTUTACTCsI Yepe3 3 JHsl, IPU 5TOM HaOJII0JIaeTCsl €ro OrpaHuuYeHHOe HAKOIICHHUE
B 11a3Me KpoBu (MeHee +20 %).

Jlunennocms (nenunetinocms)

Vpbecapran ~ nemMOHCTpHpyeT — JIMHEHHYIO W JI030MPOTNOPHHOHATBHYIO
(hapMaKoKMHETUKY B amanaszoHe 103 ot 10 mo 600 mr. Habmonanoch MeHsbluee,
HeM  JI030MIPONOPLMOHAIIBHOC yBEJIMYEHHE CKOPOCTH BCACBIBAHHS IperapaTa
nocie mnpuema BHYTpb 103 Oosee 600 mr (B 2 pasa Gosblle MaKCHMaTbHOM
PEKOMEHTyeMOH J103bl); MEXAaHU3M B JJAHHOM CJlyyae HEM3BECTEH.

Ocobvie epynner nayuenmos

Bausnue nona na gpapmaxorxurnemuxy upbecapmana

Y OKeHIMH (MO CpaBHEHHIO C MyKYMHAMM) OTMEUAJIHUCh HECKONBKO Gojee
BBICOKHE IIa3MEHHBIE KOHLEHTpauuu upbecapraHa. OIHAKO CBSI3aHHBIX C IOJIOM
pasnuuuid B Ty, n Hakonnenuu upOecapraHa He BbISBISIOCH. KoppeKiuu 103bI
npbecapTana y »eHIMH He TpeGyercsa. He HaGMONAIOCh CBA3AHHBIX C MOIOBOM
NPUHAUICKHOCTBIO pa3inyiuil B s dexrax upbecaprana.

Dapmarokurnemuxa upbecapmana y nayuenmoe noACuI020 603pacma

3nadennst AUC (miomany moj papmMakoKHHETHYeCKOH KPHBOI «KOHLEHTpaLHUsi-
BpeMsi») U Cpa MpOecapTaHa y MalMEeHTOB MOKUIOrO Bospacta (65-80 JeT) C
KIIMHUYECKH HOPMaJbHON (DyHKLMEH 1oYeK W redeHu ObUIM NpUOIH3UTENBHO Ha
20-50 % Bble, yem y nauMeHTOB Gollee MOJIOLOrO BO3PACTA (18-40 ner).
Koneunsle T, conocraBumbl. He Ha6G1101a10Ch CBSI3aHHBIX C BO3pacTOM

pasnuyuii B 3pdexrax upbecaprana.



Gapmakokunemuxa upbecapmana npu HapyueHuu GyHKyuu nevexu

VY nauueHToB ¢ Jierko# ((hyHKUHMOHANBHBIM kiace A unu 5-6 OaioB Mo LIKaie
Yaitna-ITpt0) ¥ yMepeHHO BbIpakeHHOH ((pyHKIMOHAIBHBIA kiacc B wmm 7-9
OoammoB mno wmkaine Yainna-I1pt0) neyeHOUHOW HEIOCTAaTOYHOCTBIO BCIIEACTBUE
[Uppo3a nevyeHu, hapMaKoOKMHETHYEeCKHe rnapameTpbl updecapTaHa CyLIECTBEHHO
HE U3MEHSIOTCSI.

WccnenoBanus ¢GapMakOKMHETHUKHA Yy MAlUMEHTOB C TSDKEJIBIMU HapylIEHUSAMH
MeYeHU He MPOBOAUIUCS.

Dapmakoxunemura upoecapmana npu HapyuleHuu QYHKYuu no4ex

Y nangeHToB C HapylleHHeM (YHKLMU T[O4YeK WJIM IalUeHTOB, KOTOPBIM
MPOBOJUTCS ~ IeMOAMAIN3,  ToKaszaTequ  (apMakOKMHeTHKH  HMpOecapTaHa
CYLIECTBEHHbIM 00pa3om He wu3MeHstorcss. VpOecapran He BBIBOOUTCS W3
OpraHu3Ma ¢ OMOUIbIO FreMOANAIIN3A.

Brusnue pacosoti npunaonesdchocmu Ha hapmakokuHemuxky upbecapmana

VY npencraBuTeneil HerpouIHON packl 6e3 aptepuanbHoi runeprensuu AUC u Ty,
upbecaprana npubauzutenbHo Ha 20-25 % Bbllle, YeM Yy MpeacTaBUTENeH
eBponieonAHON packl; C,,.« UpOecapTaHa y HUX OblIa MPAaKTUUYECKHA OJUHAKOBOM C
TaKOBOH y IIpe/ICTaBUTEIIeH €BPOIIEOUIHOMN pachl.

IToka3aHus K NIPUMEHEHUIO

[Ipenapat UPBECAPTAH noxa3zaH k Nnp¥MeHEHUIO y B3POCIIbIX.

e AprepuanbHas runepreH3ust (B MOHOTEpANlMM U B COYETAHUU C JPYTUMU
TMIIOTEH3UBHBIMU CPEJICTBAMMU, HAINpUMEp, THA3UJHBIMU JUYPETUKAMH,
Oera-agpeHoOnokaropamMu, OJIOKATOpaMU  «MEIJIEHHBIX»  KaJIbLIUEBBIX
kaHajaoB (BMKK) ninurensHoro neicTBus).

e Hedponatus npu aprepuanibHOW I'MNEPTEH3UNA U CaxapHOM auadeTe 2 Tuma
(B cocTaBe KOMOMHMPOBAHHOW I'MIIOTEH3UBHON Tepamuu).

IIpornBonoka3anusi
® [IOBBILIEHHAs YYBCTBUTEILHOCTH K upOecapraHy Wiu JloOOMy U3

BCIIOMOTaTEJIbHBIX BCUICCTB Iperapara,
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® OJHOBpEMEHHOE  IIPUMEHEHME C  JIEKApCTBEHHbIMM  IpernapaTami,
COEpXKALMMU AJIMCKUPEH, y MAlUMUEHTOB C CaxapHbIM IuUabeTOM W/WIH C
YMEPEHHO BBIPQXKEHHOM M  TSKEJIOW TOYEeYHOM HEeJO0CTaTOYHOCTHIO
(ckopocTh KiyGoukoBoii pumbTparmu (CK®) < 60 mur/mus/1,73M° murowmam
IIOBEPXHOCTH TeJa);

® OJIHOBPEMEHHOE IIpuMeHeHue ¢ wuHruoutopamu AllD y mnanueHTOB C
nuabeTudeckoi HedponaTHei;

e OepeMEeHHOCTb;

® [IEpUOJ I'PYAHOrO BCKapMJIMBAHMS;

e Bo3pacT A0 18 net (3¢ hekTUBHOCTL U 0€301aCHOCTh HE YCTAHOBJIEHE ),

® HacJIeICTBEHHAas HENEePEHOCUMOCTh TalakTo3bl, HEAOCTATOYHOCTh JIAaKTa3bl
WIIH TJIFOKO30-TrajlakTo3Hasi MaibabcopOLus;

® TsDKeJlas IEeYEeHOYHas HeA0CTaTOYHOCTh ((PpyHKUHMOHaNbHBIM Kinace C wim
Oonee 9 GamnoB no mkaie Yaitna-ITero) (OTCYTCTBHE ONBITA KIMHAYECKOTO
IIPUMEHEHUS ).

C ocTOpoKHOCTBIO

® MpM  CTEHO3€  AOPTaJbHOrO  WJIM  MWUTPAJIBHOIO  KJalmaHa  WId
runeprpoduueckoit o6ctpykruBHoii kapaunomuonatuu (I'OKMIT);

® MpU THUIIOBOJIEMHUH, TUIIOHATPUEMHUH, BO3HUKAIOIIUX, HAIpPUMEp, IMpH
UHTEHCUBHOM JAMYPETUYECKON Tepanuu, reMoauaiinie, COOMI0IeHUH THETHI
C OrpaHHyYeHHeM MoTpeOJeHUs [OBAPEHHOW COJIM, [uapee, pPBOTE
(omacHOCTB Upe3MepHOro cHmxeHus AJl);

® y NALMEHTOB C (QYHKLHMEH rovek, 3aBucsiiei or aktuBHocT PAAC, Takux
KaK TalMeHTbl C apTepUalbHOM TIunepTeH3ueld ¢ JABYCTOPOHHHM HIIA
OJIHOCTOPOHHUM  CTEHO30M  [IOYEYHBIX apTepUil WM [ALUEHTHl C
XPOHUYECKOM cepaeyHoil HenoctatouHocThio -1V dyHKIMOHATBEHOTO
Kiacca (no knaccudukaun NYHA) (eMm. paznen «OcoOble yKazaHus»);

® INpU HIIEMHYECKOH OoJiIe3HHM ceplaua W/WIM KIWHAYECKH 3HA4YUMOM

aTEPOCKJIEPO3€ COCYJ0B I'OJIOBHOI'O MO3ra (HpI/I YpE3MCPHOM CHHIXCHHUU AI[
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UMEETCs PUCK YCHIICHHUSI MIIEMMYECKHUX HapylIE€HUH, BIJIOTH J0 pa3BUTHS
OCTpOro MH(papKTa MHOKap/a U HHCYJIbTA);
® [IpU MOYEYHOH HENOCTATOYHOCTHU (TpedyeTcss KOHTPOJIb COMEPIKAHUS KaJIUs
Y KOHLEHTPALMKU KpeaTHHHWHA B KPOBH), HEJJaBHEH TpaHCIIAHTAIIMH [TOYKH
(OTCYTCTBME ONBITA KIMHUYECKOTO IPUMEHEHHS );
® 1pH OJIHOBPEMEHHOM IIPUMEHEHUHU HECTEPOUAHBIX
npoTuBOBOCHanuTeNbHBIX TnpenapatoB (HIIBIT), Bkmrouass celleKTUBHBIE
MHIMOUTOPBI LMKI0OKcHreHasbl-2 (LIOI-2) (noBbilleHHe pUCKa pa3BUTHS
HapyLIeHWH (YHKUMHM TOYeK, BKJIIOYas BO3MOXKHOCTH Pa3BHTHS OCTPOH
MOYEYHOU HENOCTATOYHOCTH M  yBEJIMYEHHS COJAEP)KAHUS Kaausi B
CBIBOPOTKE KPOBH, OCOOEHHO y MALUEHTOB MOYKUIOTO BO3PACTa, MALMEHTOB
C I'MIIOBOJIEMHUEH (BKIIFOYAs MalMEHTOB, NPUHUMAIOLINX [HYPETUKH) UIIH Y
MallMeHTOB ¢ HapylleHueM (GYHKUMU noyek (cMm. pasaen «BzauMopelicTBue
C IpYTUMHU JIEKAPCTBEHHBIMU CPEJICTBAMUY );
® [IpU NPUMEHEHHH B KOMOUHAUMHU ¢ UHrHOUTOpamu ATI® WK aTMCKUPEHOM,
TaK Kak [0 CpaBHEHHWIO ¢ MOHOTepanuei npu aBoiHON Onokage PAAC
MMEETCsl TIOBBILUCHHBIH PHUCK Pa3BUTHS 4pe3MEpHOro CcHuxkeHus AJl,
TUNEPKATMeMUH W HapyuleHus (QyHKUuMM nouek (cMm. pasgen «OcobOble
YKa3aHUs»),
® y MNAalUMeHTOB C IMCOpHa3soM (B T.4. B aHaMHe3e) BBHAY BO3MOXKHOIO
00OCTpEHUsI TeUYeHHs IICOopHrasa.
IIpamenenne npu 6epeMeHHOCTH H B IIEPHO/ ITPYAHOT0 BCKAPM/IHBAHHSI
bepemennocmo
OmbIT 110 npuMenenHtio upbecaprana npu GepeMeHHOCTH OTCyTcTBYyeT. C ydeToMm
TOTO, YTO NpH nMprueMe HHrHOUTOpoB AlIM GepeMeHHBIMH KEHIMHAMU BO BTOPOM
M TPETbeM TpUMeECTpax OepeMeHHOCTH HalJI0JaluCh MOBPEKAECHUE U TUOesb
pasBUBAIOLIErocs 1101, upbecapraH, kKak M 000N APYrod mpenapar, KOTOpHI
BO3/ICHICTBYeT HernocpeacTBeHHO Ha PAAC, Henb3sl NPUMEHSTH BO BpeMs

Oepemennocty (I, II, I1I TpumecTpsl.)
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Ilpn nuarsoctupoBannu GepeMEHHOCTH BO BpeMs JieueHHs HpOecapTaHoM
ClIe/lyeT KaK MOXHO CKOpee IPEKPATHTh ero MpHUeM.
ITepuoo epyonozo eckapmaueanus
VpGecapran 5KCKpeTHpYeTCsi B MOJIOKO JIAKTHPYIOIMX Kpbic. HersBecTHO, MOXKeT
n1 upbecapran/ero MeTaboIUTBl SKCKPETUPOBATECS B IPYAHOE MOJIOKO YeIOBeKa.
Bo Bpemst rpyaHoro BckapmiMBaHMsI NpueM wupbecapTaHa MNPOTUBOIIOKA3AH.
[ToaTomy mocje OLEHKH COOTHOIIEHMS MpearnojaraeMoil MoJb3bl OT npuema
npernapara JUid  MaTeépd W MOTCHUMAIBbHOIO pHUCKa a1 peGeHKa clieayer
MPEKPaTUTh WIIK I'Py/IHOE BCKapMJIMBaHKe, WK NpHeM upbecapTaHa.
DepmunvrHocmo
B uccrenoBanusax y caMIOB M caMOK Kphic HpOecapTaH He BIMAI Ha
(GepTHIILHOCTE M PEeNpOAyKTHBHYIO (YHKLHMIO, AaXe B /032X, OKa3bIBAIOIIMX
HEKOTOpPOE TOKCHYECKOe JedcTBHE Ha poautenedl (1o 650 wmr/kr/mens). He
HAaOMO/IANIOCh  3HAYMMOrO  JeiiCTBMA ~ HA  KOJMYECTBO  JKENTBIX  Tell,
MMILIAaHTUPYEMBIX SMOPHOHOB WM JKMBBIX M10/0B. MpGecapraH He BiIMsT Ha
BBKHBAEMOCTb, Pa3BUTHE UJIM BOCIIPOU3BOJICTBO TOTOMCTBA.
Cnocod npumMeHeHHs U 103bl.
BHyTpb, BHe 3aBMCHMOCTH OT rpuema nuu. TabieTKy MporaThIBAlOT LETUKOM,
3aIMBasi BOJIOM.
Hauanbhas 103a npenapara cocrasisier 150 Mr ouH pas B CYTKH.
IlatueHTsl, y KOTOPBIX JUIS HOCTHIKEHHs LieeBbIX 3HAauYeHUi AJ] Tpebyercs ero
AOINOJHUTEIIHOC CHUIKEHHUE, 1032 MOXET ObITh yBenuueHa g0 300 mr 1 pas B
CYTKH.
B ciydae menocrarounoro cumkenns AJl npu MoHOTeparnuu upOecapTaHOM K
JIEYCHHIO MOTYT OBITh 100aBJIeHb! MY PETHKH (HAIPUMEp, MHAPOXJIOpOTHA3H 12,5
ML B CYTKM) WIM JpyrHe THIOTeH3HUBHblE CpeJACTBA (HampuMep, OeTa-
anpenobsokaropel uan BMKK nimrensnoro geiictBus).
Y mauueHToB ¢ HedporaTHeil NpH apTepHalbHON TUIIEPTEH3UN U CcaxapHOM
auabeTe 2 TUMa NpernoYTUTELHOM MoIepKUBAIOLIEel 1030H sBseTcs 103a 300

MI OJIUH pa3 B CyTKH.
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Makcumanpnas 1o03a 300 Mr B CyTKH.

[Ipumenenue y omoenvroix epynn nayuenmos

Hemu u noopocmku oo 18 nem

[IpuMenenune npenapaTa NpOTHBOMOKA3aHO (HEIOCTATOYHO KIMHUYECKUX JAHHBIX
10 6€30MacHOCTH U 3P (HEKTUBHOCTH Mpernapara).

Iayuenmeor nooicunoco eospacma (cmapwe 65 nem)

Y mauMeHToB crapiiue 75 JIeT clielyeT OLEHHWTh BO3MOKHOCTh Ha3HA4YeHHs Goliee
HU3KOHM HayajbHOW 103kl npenapaTa (75 Mr) WM paccMOTpPeTh JApyrde BapUaHTHI
Teparu.

Ilayuenmu ¢ noueunot HedocmamouHocmoio

[TatmenTam, HaxoJsIIMMCS HAa eMOJHMANM3€, CleAyeT OLEHUTh BO3MOYKHOCTE
HasHaueHust OoJiee HM3KOH HauabHOI 036! Npenapata (75 Mr) Wid paccMOTpPETh
Jpyrue BapuaHThl TepaIluu.

Ilayuenmul ¢ nevenounoi HedocmamouHocmoio

Y nmauMeHToB C HapylieHHeM (YHKLUHH [EeYeHH JIETKOH U yMepeHHOH CTeleHH
TshkecTH (5-9 Gamnos no wkane Yaitna-I1bi0) koppekinu 10361 He TpeOyercs.
OneIT  npuMeHeHMs mperapara y [MalUMEHTOB C TSDKEJIOM IeYeHOYHOM
HEJIOCTaTOYHOCTBIO OTCYTCTBYET.

llayuenmeor ¢ cunosonemuer

Y NauueHToB C BBIPAKEHHOM TMIIOBOJIEMHEN W/WJIM IMIIOHATpHEMHeH, TaKuX Kak
MAalUEHTRl,  IMOJyYaloUIMe HMHTEHCHBHYIO JHYPETHYECKYIO Tepaluio, MU
HaxXOJAIIMEeCss Ha reMOJMalii3e, TMIIOBOJIEMHUSl U TMITIOHATPUEMHMS JTOJDKHBI OBITH
CKOPPEKTHPOBaHbI /10 Havasia npuMeHeHus npenapata MPBECAPTAH.

IToGo4Hoe neficTBHe

Hactora BOSHUKHOBEHHS HE)KeNaTeIbHbIX peakluii onpe/essuiach B COOTBETCTBHH
¢ Kkmaccupurauuei BeemupHoi opranusaumn 3apasooxpanenns (BO3): oueHb
qacto (= 1/10), wacro (> 1/100 u < 1/10), neyacto (> 1/1000 u < 1/100), peaxo (>
1/10 000 u < 1/1000), o4ens peaxo (< 1/10000); yacToTa HeM3BeCTHA (He mMoXxeT

OBITh IIOACHUTaHA HAa OCHOBAHHUU UMEIOLIUXCS IlaHHbIX).
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HexenaresbHble sBICHHs y nanuenTos, npuHumaniunx npenapat MIPBECAPTAH,
OOBIYHO OBIJIM YMEPEHHO BBIPAXKEHHBIMU M MPEXOJSAIIMMHU, U UX YacTOTa HEe ObLIa
CBS3aHa C BEJMYMHOW MNpUHUMaeMoW J03bl. YacToTa BO3HUKHOBEHUS
He)KeJaTeIbHBIX SIBJIEHUW He 3aBMcesia OT [10Ja, BO3pacTa M PacoBOM
PUHAJIJIEXKHOCTH.
Huke npeactaBiieHbl HeXeslaTellbHble peakliy, HaOIl0JaBlInecs B KIMHUYECKUX
UCCIIeJOBAHUSIX:
"' y HalMeHToB ¢ apTepuasibHOil ruMepTeH3ueil;
“ 'y mauMeHToB ¢ Hedponartveil npu apTepualbHOM TMIEPTEH3UU U CaxapHOM
nuadere 2 THIIA,
¥ M MOCTPErNCTPALOHHOM MPHMEHEHNH TTpenapara.
Hapywenus co cmoponst Kposu u aumgamuueckoi cucmemol
Yacmoma neuszséecmua. TpPOMOOUUTONEHUS, B TOM YKC/ie TPOMOOLUTONIEHUYECKas
MypIypa’, aHeMHs .
Hapywenus co cmoporst uMMyHHOI cucmemol
Yacmoma — neuszéecmua: peakUMH —TUIEPUyBCTBUTEIBHOCTH  (TakMe — Kak
AQHTMOHEBPOTHUYECKHUH OTEK, KOXHasl ChIMb, KparnuBHUIA, aHa(UIaAKTHUYECKHE
peakuuu, aHaUIaKTUYECKUN LIO0K).
Hapywenus co cmoponst o6mena éewyecme u numanus
Yacmoma neuzeecmua. TTNIEPKATHEMHUS ", THITIOTTAKEMHST .
Hapywenus co cmoponst nepenoit cucmemoi
Yacmo: TONOBOKpYXKeHHe' ~, OpPTOCTATHYECKOE TOJOBOKPY)KEHHE , TOIOBHAs
Gob'.
Heuacmo: OpTOCTaTHYECKOE TOJIOBOKPYKEHHE .
Yacmoma neuseecmua: BepTHTO’.
Hapywenus co cmoponust opeana ciyxa
Yacmoma neuzeecmna: 3BOH B yIiax (TI/IHHI/ITyC)B.
Hapywenus co cmoponsl cepoua

1 1
Heuacmo: otexn , TaxXuKapaus .
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Hapywenusa co cmoponsi cocyoos
Yacmo: opToCcTaTUUECKas THIIOTEH3HUSI .
Heuacmo. TIpUINBBI KPOBH .
Hapywenus co cmoponst ovixamensnoii cucmemol, opzanog 2pyoHoil Kiemku u
cpeoocmenus
Heuacmo: xaiens .
Hapywenusn co cmoponst scenyoouno-kumeunozo mpakma
Yacmo: TOMHOTA', pBOTaI.
Heuacmo. nnapest', nucriencus', usxora .
Yacmoma neuséecmua: TACTeB3us .
Hapywenusn co cmoponst neuenu u scenueswvieodauqux nymeii
Heuacmo: >KenTyxa3.
HYacmoma neuszéecmmna: TOBBILIEHHE aKTUBHOCTH «IE€YEHOUHBIX» (DEPMEHTOB® H
KOHIIEHTpaLK OUIMpYOHHA B KPOBH', FeNaThT .
Hapywenua co cmoponut koxcu u nookoxycuvix mxamnei
HYacmoma neussecmna: nefiKoUMTOKIACTHYECKHI BACKYJIHT, rncopuas’, B TOM
YMCJI€ YCWIICHHE TMPOSIBIICHUS CHMITOMOB Iicopuasa (cM. pasgen «OcoOble
YKa3aHHs» ), peakLiu (OTOUYBCTBUTEIBHOCTH"
Hapywenus co cmoponst ckeiemno-moruueunoil u coedunumenvHoi mekanu
Yacmo: MbIILIeUHO-CKeIeTHAS GOJIb .
Yacmoma neuzsecmua: Muanrus: (B HEKOTOPBIX CIly4asiX MOXET ObITh COMpsDKEHA
C TOBBILIEHUEM KOHIEHTPALMH KPeaTHMHKMHA3bl B MJ1a3Me KPOBH), apTpalrus’,
MbIILEYHbIE CIA3MbI .
Hapywenusa co cmoponsi nouek u moueevi600auux nymei
Yacmoma neuszeecmna: wapylwenue (GyHKUHH [OYEK', B TOM UMCIIe clly4au
Pa3sBUTHsA IOYEYHOW HEJOCTATOUYHOCTH y MALMEHTOB IPYIIIBI PUCKA (CM. pasen
«Oco0Oble yKkazaHum).
Hapywenus co cmoponst nonoevix opzanoe u monounoii seenesoi

Heuacmo: spektunbHas quchyHKIms .
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Obugue paccmpoiicmea u HapywieHus ¢ Mecne 66e0eH sl
Yacmo: NOBBILIEHHAS YTOMIISEMOCTD .
Heuacmo: 601b B TpyIHOI KIIETKe .
Yacmoma neuzsecmua. acTeHUs .
Jlabopamopusie u uncmpymenmasivhoie OaHHbIE
Bo Bpems 1mpoBeleHMS KOHTPOJIMPYEMbIX KIMHMYECKHX HCCJIEJOBAaHUN Y
NallMeHTOB C apTepuajbHOW TUIepTeH3ueld He HaOMoaIoch KIMHUYECKU
3HaYMMBIX ~ M3MEHEHMH B  Jj1labopaTopHbIX MokaszarensX. He TpebGyercs
CIeUMAJIbHOTO MOHMTOPUHIA J1a00paTOpHBIX ToOKa3aTeled JUid IalMeHTOB C
apTepualIbHOM runepreHsuel, npuHuMatroux npenapatr MPBECAPTAH.
B KIMHHYECKUX MCCIENOBAHUSAX THIICPKATMEMHs U NpeKpallleHue JeYeHHs U3-3a
Pa3BUTUSl TUINEPKAIWEMHUH dYalle HaOM0aloch y TalUeHTOB C CaXapHBIM
anabeToM, MPUHUMABIIMX upOecapraH, 4em B rpynne npuema rmiane6o. Y
NIALIMEHTOB C CaXxapHbIM JIHA0EeTOM C apTepHasbHOM rUINepTeH3uel B COUETAHUU C
MHUKpOaNbOyMUHYpHeH U HOpMallbHOH (yHKLHMeH novek runepkamveMus (> 5,5
MOKB/1) Habmonanack y 29,4 % naumeHToB M3 IPYININbl IpHeMa UpOecapTaHa B
nosze 300 mr u y 22 % naunueHToB M3 IpyIIbl NpueMa miane6o. Y HalueHToB ¢
CaxapHbIM 1Ha0ETOM C apTepualibHOM I'HIIepTeH3HeN B COYETAHUU ¢ XPOHHYECKOH
MI0YEYHOU HEJOCTATOYHOCTBIO U NPOTEHHYpUel rurepkamueMus (> 5,5 MOKB/1)
Habmoznanace y 46,3 % malMeHTOB U3 IPyMIbl NpueMa upbecaprana u y 26,3 %
MAlMEHTOB U3 IPYIINbBI TpHeMa I1anebo.
Ilepeno3upoBka
OmbIT NprUMeHeHHUs Npenapara y B3poC/bIX NMAUMEHTOB B 103aX 10 900 Mr/cyTKu
Ha NPOTSHKEHUHU 8 HeZleslb He BBISIBHI KAKOW-JINOO TOKCUUYHOCTH.
OtcyreTByer kakas-nu6o cretmduueckas WHGOPMALUS B OTHOLIEHHH JIEUEHHS
nepenosupoBku npenapatom MPBECAPTAH. Crnenyer ycTaHOBUTH MOCTOSHHOE
HaOIIO/ICHHE 33  COCTOSHMEM MaLMEeHTAa W, NPU HeoOXOMMMOCTH, IPOBOLHTE
CHUMITOMaTHYECKYI0 UM MOJJIEPXKUBAIOLYI0 Tepanuio. [lpu mepeno3uposke

PEKOMEHAOYETCsI  BbI3BAThH PBOTY W/ Win IMPOBECTU IIPOMBIBAHHUE IKEJIyJKa.
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[lenecoobpasen npuem akTUBUPOBAHHOTO yriis. MpOecapTaH He BBIBOJIUTCS W3
OpraHu3Ma C MOMOIIBIO MeMOAUAIA3A.

B3aumoneiicTBue ¢ IpyrumMu JeKapcTBeHHLIMH CPe1CTBAMH

Hcxons w3 naHHBIX MCCIENOBAHMN in Vitro, He OXWIAETCS B3aMMOIEHCTBHS
upbecapTaHa ¢ JIGKAPCTBEHHBIMHM  CPEJCTBAMM, METabONH3UPYIOIUMHCS  C
nomouipto uzopepmentoB CYP1AL, CYP1A2, CYP2A6, CYP2B6, CYP2E1 wimu

CYP3A4. Hpbecapran, B OCHOBHOM, MeTabOIM3UPYETCSl C  MOMOLIBIO

msopepmenta  CYP2C9  mu, B  MeHbluell  cTemeHw,  moaBepraeTcs
IJIFOKYPOHHUPOBaHHMIO.
He Ha0Jr01a710Ch 3HAYUTEJIbHBIX (apMaKOKHMHETHYECKHX U

(apMaKoJMHAMMYECKUX  B3aUMOJIEHCTBMH  NpH ~ COBMECTHOM  NPMMEHEHHH
upbecaprana ¢ BaphapMHOM, MeTaGOIU3UPYIOLIMMCS C MOMOLIBIO H30(epMeHTa
CYP2CO.

VpGecapran He u3MeHsieT papMaKOKHHETHKY IMIOKCHHA U CUMBACTATHHA.

Ilpy coBmecTHOM npuMeHeHHM wupbecapTaHa ¢ TMAPOXJIOPOTHAZHIOM HIIH
HU(eIMNMHOM (apMaKOKHHETHKA upOecapTaHa He M3MEHSITCS.

Jlexapcmeennvle npenapamei, cooepocawue anuxcupen

OZnHoBpeMeHHOE NpUMeHeHHe MpbecapTaHa C JIEKAPCTBEHHBIMH — IperapaTaMH,
COACPIKAILMMH ATUCKUPEH, MPOTHBOIIOKA3aHO Y MAllMeHTOB C CaXapHbIM IUabeTOM
/W C TIOYEYHOM HEIOCTATOYHOCTBIO yMepeHHOH 1 Tskenoit crerenu (CK® < 60
mi/mur/1,73M° rowmanu MOBEPXHOCTH TeJla) U He PEKOMEHIYeTCsl Y JIPyrux
nanueHToB (cM. paszensl «lIpotnBonokasanus», «C 0cTOPOKHOCTBION, «Ocobbie
YKa3aHU» ).

Hrneubumopor AI1®D

IIpumeHenune npbecaprana B codetanuu ¢ uuruéuropamu AII® npoTHBOMOKa3aHo
Y TNalMEHTOB C 1uabeTHyecKod Hedponatveldl U He PEKOMEHIYeTCs y APYTHX
nalueHToB (cM. paszuensl «IIporuBonokasanusy», «C 0cTOpOKHOCTEIO», «OcoObIe
YKa3aHus»).

Ipenapamer kanus u kanuiic6epecaiowue duypemuxu, 2enapun
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Ha ocHoBaHuu onbITa, MOJyYEHHOrO NP MPUMEHEHWH JPYTHX JIEKAPCTBEHHBIX
cpeacts, Bausitomnx Ha PAAC, npu oJHOBpeMEHHOM NPUMEHEHHH IpernapaTtoB
KaJlusi; 3aMEHUTENIEN COJIM, COAEPIKALIMX Kalui; KaauiicOeperarumx JuypeTUHKOB
WIM  JIDyTUMH, CIIOCOOHBIMM  TOBBIIIATH  COAEP)KAHHE Kaldusi B  KPOBH
JIEKapCTBEHHBIMHU CPEICTBAMMU (relapyH), MHOT/Ia MOXET 3HAYMTENILHO ITOBBICUTD
CBIBOPOTOYHYIO KOHLUEHTPALMIO Kajusl, YTO TpeOyeT TIIaTeJIbHOro HabIIoAeHHs 3a
NOKa3aTeJISIMH KaJlusl [1J1a3Mbl KPOBU y MAlIMEHTOB BO BpeMsl JICUEHHS.

HIIBII, exniouas cenekmusnvie uneubumopul yuxknookcueenaswi-2 (LJOI-2)

[Ipr 01HOBpeMEHHOM MTPUMEHEHUH aHTArOHKUCTOB PELENTOPOB aHTHOTeH3uHa 11 U
HIIBIT (Bxmrouast cenextuBHble HHrHOMTOpHl 1[OI'-2) BO3MOMXKHO oOcnabieHue
aHTUTUIEPTEH3UBHOTO ¢ dekra upbecaprana. Y NalMEeHTOB MMOXKUIOTO BO3PACTa,
MALMEHTOB C TUIOBOJIEMHMEN MJIM IAUUEHTOB C HapylIeHHOW (YHKIHMEH Modek
npumenenne HIIBII, Bkmouas cenekrusHble uHru6utopsr 1{OI-2, oqHOBpeMeHHO
C aHTaroOHUCTaMU pelenTopoB aHruoreHsuHa II, Bkitouas upOecapraH, MOKET
NPUBECTH K YXY/ILICHUIO QYHKLMH MOYEK, BKJIIOUasi BO3MOKHOE pa3BUTHE OCTPOH
MOYEYHOM HEIOCTaTOYHOCTH. DTH 3P(EKThl OOBIYHO SBISIOTCS OOPATUMBIMH.
Cremyer  perynsipHO  KOHTpOIMpOBath  (YHKLMIO MOYEK Yy  TAIHEHTOB,
OJTHOBpEMEHHO mNpuHuMaromux updecapran u HIIBII, Bkiroyas cejnekTUBHBIE
uHruoutopsr 1{OI-2.

Penaenunuo

VpbGecapran  moxer wunrubuposath Tpancnoprep OATPIB1. B xome
KJIMHUYECKOr0 MCClIe/IoBaHus coo0LIallock, YTO NMpUMeHeHue upOecapraHa 3a |
4ac 10 npuema penarivHuaa nosbimano C., 1 AUC penarnunuaa (cyberpara
Tpancnioprepa OATPIBI1) B 1,8 u 1,3 pasa coorBercTBeHHO. B pamkax apyroro
MCCIICIOBaHUST He ObLIO 3aperiCTPUpPOBAHO 3HAYUMOTO (PapMaKOKHHETHYECKOTO
B3aUMOJICHCTBHS DU COBMECTHOM IpPUMEHEHHH HpOecapraHa W penariuHUA.
ITosToMy MOXeT noTpeGoBaThesi KOpPpEeKLHs 103bl pernariuHUAa MpH JeYeHHH
caxapHOro auadeTa y NalMeHTOB C apTepUalibHOM IUIepTeH3Heil.

[Ipenapamur nrumus
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Co0611a10ch 00 YBEJIUYEHUH CHIBOPOTOUYHBIX KOHLEHTPALMK JIMTUS ¥ yBETHYCHUH
ero TOKCUYHOCTH NP OJJHOBPEMEHHOM MMPUMEHEHHHU COJIell TUTUS U upOecapTaHa.
Juypemuxu u oOpyeue 2unomeH3ugHvle cpeocmea

[Ipy OAHOBpPEMEHHOM TNpUMEHEHUM upOecapTaHa W JAPYTMX THUIOTECH3UBHBIX
CPE/ICTB BO3MOKHO YCHJEHWE aHTHIHNepTeH3uBHOro neictsus. MpbecapraH
MOYeT IPUMEHSTBCS ¢ APYTMMHU THITOTEH3WBHBIMU CPEICTBAMH, TAKMMHM KaK OeTa-
anpenobokaropbl, BMKK nnuTtenbHOro aedcTBUs M THA3H/IHBIC TUYPETHKH.
[peniecTByolllee JieYeHUE AUYPETUKAMHU B BBICOKHMX J103aX MOXKET MPUBOJIUTH K
TMIIOBOJIEMUH M IIOBBIIIEHHIO pHUCKa 4Ype3MepHoro cHuxeHus AJl B Havaie
neuenus npernaparom UPBECAPTAH.

OcoOble yka3aHus

UpesmepHoe crudicenue A/l y nayuenmos ¢ 2unogonemuet

[Tpenapar UPBECAPTAH  peako BbI3biBan upe3mepHoe cHuxeHue Al y
MAaLMEHTOB C apTepualbHOH runepreHsveil 0e3  Apyroil  COmyTCTBYIOLIEH
naronorun. Kak u npu npueme nurudutropos All®, upesmepHoe cHmxenne AJl ¢
COOTBETCTBYIOIIEH CHUMITOMATUKOM MOXET pa3BUTbCA Yy MALUEHTOB C
THIIOBOJIEMUEN/THITOHATPUEMHEH  (HampuMep, B pe3yjbTare HMHTEHCHBHOM
JTUYPETHUECKON Teparnuu, JUaped, pBOThI, COOIIOAEHUS AUETHI C OrPaHUYCHHEM
notpe0seHus MOBapeHHOM COJM), a TaKXke Yy [alMeHTOB, HaXOASIIUXCS Ha
reMoaManuse. | MnoHaTpuemus — W/WIM  TUIOBOJEMMs  JOJDKHBI  OBITh
CKOpPpEKTHPOBaHbI Tepea Hadanom JedeHus npernaparom MPBECAPTAH, wunu
ClleJlyeT pacCMOTPETh BOMPOC O MPUMEHEHUH Oosiee HU3KON Ha4yaabHOU 1036
['unoznuxkemus

[Tpenapar MIPBECAPTAH wMoeT BbI3bIBaTh TMIIOTMIMKEMHIO, OCOOEHHO Y
MalHEHTOB, MOJIYYaIOIMX MpenapaThl JUis JieueHus: caxapHoro auadera. Ilostomy
MOXKET MOTPeOOBaThCS KOPPEKIMS J103bl MPEernapaTtoB s JIEYEHHUS CaxapHOro
nuabeTa, TaKUX Kak pernarjuHu UWId HHCYJIHUH.

3abonesaemocmo u cmepmHocmsb N100A/HOBOPOIHCOEHHO20

Xors ombIT npumeHenus mnpernapata IPBECAPTAH y OepeMeHHBIX JKEHIIMH

OTCYTCTBYET, COOOIIAIOCh, YTO BHYTPUYTPOOHOE BO3JAECHCTBHE WHIMOMTOPOB
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AlID, npu npueme OepeMEHHBIMH IKEHIIMHAMH BO BTOPOM M TPETHEM
TPUMECTPAX, MOXET IPUBECTH K HapyLIEHUIO pPa3BUTHS M CMEpPTH ILIOJA.
Ilpenapar HMPBLECAPTAH nporuBonokasan K NpPUMEHEHHIO BO BpeMms
OepeMEHHOCTH, KaK W JII00OWH ApYyrod mnpemnapar, KOTOPbIH OKa3bIBaeT IMPSIMOE
BoszeicTBrue Ha PAAC. Ecinu OepemMeHHOCTh Oblia BBISIBJIEHA BO BpeMsl JICUEHHUS,
npumenenue npenapata MPBECAPTAH cienyer npekpaTuTh Kak MOXHO CKOpee
(cMm. paspenel «lIporuBonokaszanusi», «llpuMeHeHne mnpu OEpeMEHHOCTH U B
IIEPUOJ TPYTHOTO BCKAPMIIUBAHHS» ).

Ilayuenmur ¢ pynxyuett nouex, 3asucsyeri om akmuernocmu PAAC

Kak cnencreue nnrubupoBanuss PAAC MOXHO OXHIaTh YXYALIEHHS (DYHKIMN
MOYeK y MPEIpacroioKeHHBIX K 3TOMY IAalMEHTOB. Y MalMeHTOB ¢ (QyHKUUEH
noyek, 3aBucsled or axktuBHocTH PAAC (mauueHThl ¢ apTepHallbHOM
TUNEPTEH3HEN ¥ CTEHO30M [IOYEUYHON apTepPUU OJHON MM 00EUX MoYeK, MalueHThI
C XPOHHUYECKOH cepiaevyHoi HenoctatouyHocThto Il u IV dyHKUHOHATBEHOTO
knacca (mo knaccudukauun NYHA)), snedeHne jiekapcTBEHHBIMU MIpenapaTaMu,
KoTtopeie Bo3neicTByroT Ha PAAC, accouuupoBalloch ¢ OJUTypUed W/WIH
MPOTPECCUPYIOLIEN a30TEMHEN U PEIKO C OCTPOH MOYEHYHOH HEIOCTATOYHOCTHIO
W/UI cMepThio. Henb3si MCKITIOUMTh BO3MOXKHOCTH BO3HMKHOBEHHMS IMOJ0OHOTO
> dekTa npu NpUMEHEHUH aHTarOHKUCTOB PELENTOPOB aHrMoTeH3uHa 11, BKIouas
upbecapraH.

[Toueunasn neoocmamounocme u mpancniaHmayus NOYKu

Ilpu npumenenun npenapara MPBECAPTAH y nauueHTOB ¢ INO4YedHOH
HE/I0CTaTOYHOCTBIO PEKOMEHI0BAH MEPUOAUUECKUH KOHTPOJIb COJCPIKAHUS KaJIHsI
U KOHUEHTpAIlMKM KpeaTHHHWHA B CbIBOPOTKE KPOBHU. HeT KIMHHUYECKMX JaHHBIX
OTHOCUTEJIbHO TpPUMEHEeHHs upOecapTaHa y MallMEHTOB, HEIABHO IEPEHECIINX
TPaHCIUIAHTALINIO TTOYKH.

llayuenmor ¢ apmepuanvHoll eunepmenszueii u caxapuvim ouabemom 2 muna c
HapyueHusAMU QYHKYUU novex

braronpustHoe neiictBue npenapata MPBECAPTAH B oTHOLIEHMH 3aMejIeHUs

NPOrPECCUPOBAHUs  IOYEYHBIX M CEPAeYHO-COCYJMCTBIX HApYIIEHUH HMEIO
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pasHyIO CTENEHb BBIPAXXEHHOCTH Y Pa3HbIX IPYII MAUUEHTOB, MEHEE BBIPAKEHO
OHO ObIJIO Y )KEHILHMH U y NMalUeHTOB, He OTHOCSIIMXCS K €BPOIEOUIHOM pace.

B xinmHuyeckom uccienosanuun IDNT y nauweHToB ¢ aprepuaibHON
IMIIEPTEH3UEN U caxapHbIM 1uMadeToMm 2 Tuma ¢ npoTeunypueit (> 900 mr/cyTku), B
NOArPYIINe MalMeHTOB C BBICOKUM PUCKOM CTEHO3a IMOYEUYHBIX apTepHil, HU Yy
OIHOrO MNalMeHTa, MPUHUMABIIErO HpbOecapTaH, He HalI0Aaloch OCTPOro
PaHHETro MOBBILIEHUS! KOHLIEHTPALUU KpeaTHHUHA B CBIBOPOTKE KPOBH, CBSI3aHHOTO
CO CTEHO30M ITOYEYHbIX apTepHUH.

Heotinaa 6noxaoa PAAC npu oonospemenHom npumenenuu upbecapmana c
uneubumopamu AI® unu aruckupernom

JlBoiinast OGinoxana PAAC npu npumeHeHMHM KOMOWHAIMKM wupbOecapTaHa c
uHruouropamu  All® uau  anvckUpeHOM He PpPEeKOMEHIYEeTCs, TaK Kak II0
CPaBHEHHUIO C MOHOTEpAIIUel UMeeTC sl MOBBIIICHHbIA PUCK Pe3KOro CHIKeHHs AJl,
Pa3sBUTHS TUIIEPKATUEMUHN U HapylLIeHUs! GYHKIHHU MOYEK.

OnnoBpeMeHHOE NpUMeHeHHe upbecapraHa ¢ AIUCKUPEHOM WM IIPErapaTaMH,
COJICPXKAIIMMH aJIMCKUPEH, IPOTUBOIIOKA3aHO y MAllUEHTOB C CaxapHbBIM JHA0eTOM
W/HIIM C yMEPEeHHOW WM TsKeIOW MoyeyHol HemocraroyHocthio ¢ CK®D <60
m/mun/1,73M° mowaan MOBEPXHOCTH Tesa (cM. pazaensl «[IpoTuBonokazaHusy,
«B3aumoneiictBue ¢ IpYyrMMH  JIGKapCTBEHHBIMH  CPEACTBAMH») U HE
PEKOMEHAYETCS Y APYTUX MAlUEHTOB.

OnnospemenHoe — mpumeHeHwe — upbecaprana ¢ uHruouropamu  AIID
NIPOTHUBONOKA3aHO y MalUeHTOB ¢ JuabeTudeckol Hedpomnatued (cM. pasaelbl
«llpoTuBonokaszanus», «B3aumozeiictBie ¢  JpyrdMH  JI€KapCTBEHHBIMH
CPEIICTBAMMU» ) U HE PEKOMEHJIYeTCs Y APYTHX ITallUEHTOB.

IIcopuasz

Y naumeHToB ¢ ncopuasoM (B T.4. B aHamHe3e) pelIEHHE O NPHUMEHEHUH
npenapara JOJDKHO — NPUHMMAThCS  TOJIBKO — TOCJI€  TIIATENIbHOW  OLEHKH
COOTHOLICHUS PUCK/TI0JIb3a BBU/LY BO3MOKHOIO 00OCTPEHHsI TE€YE€HHs IICOPUA3a.

l'unepkanuemus
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Kak ¥ mpu nmpUMeHeHUM JpYyrux JIeKapCTBEHHBIX MpEenapaToB, BIMSIOIINX Ha
PAAC, npu neuenun npenapatom WPBECAPTAH Moxer pa3BuBaThes
TUIIEPKAJIMEMHUsI, OCOOEHHO MpU HAJMYUKM TMOYEHHOW HEJOCTATOYHOCTH H/HIIN
3aboneBaHuii cepaua. Y TakMX MAlMEHTOB PEKOMEHIYETCS KOHTPOJIHUPOBATH
CoJlep KaHUe Kallusl B CbIBOPOTKE KPOBH.

Cmenos aopmaneHoco unu  MumpanwbHo2o — KIANAHA, — 2unepmpopuyeckas
06CmMpYKMUBHAsL KAPOUOMUONAMUSL

Kak W mnpu npumMeHeHMM JpYruX Ba30AMIIATATOPOB, MPH IpUEME Iperapara
HNPBECAPTAH nauueHTamMu ¢ aopTalbHbIM HJIM MHTPAJIBGHBIM CTEHO30M HIIU
runepTpouueckoil 06CTPyKTUBHON KapJHOMHUONATHEN HEOOXOAUMO COOIIONAT
OCTOPOXKHOCTb.

[lepeuunwiii cunepanvoocmeporuzm

[TanyenTsl ¢ MEepBUYHBIM THMIIEPANIBIOCTEPOHH3MOM OOBIYHO HE pearupyroT Ha
TUMOTEH3UBHBIE IIpernaparhl, AeHcTByrolue uepe3 uHruoupoanune PAAC.
[Tostomy mnpumenenue npenapata WPBECAPTAH B  Takux  ciydasx
HelenecoodpaszHo.

Ilayuenmol ¢ uwemuueckoil 60ne31bI0 cePOYa U/ UNU KIUHUYECKU 3HAYUMBIM
amepockiepo3om cocy008 20108H020 MO32A

Kak ¥ npu npuMeHeHUM ApPYrMX THIOTEH3UBHBIX IIPENaparoB, 3HAYUTEIBHOE
CHWKeHHe AJl y nauMeHTOoB ¢ MIIEeMHYecKOi OOJie3HBIO cepala W/Win
BBIPQ)KEHHBIM aTE€POCKJIEPO30M COCYJ0B TOJIOBHOTO MO3ra MOYET NPUBECTH K
pa3sBUTUIO MH(}apKTa MHOKapAa WM HHCYJIbTa. JleueHHe TaKUX IallMeHTOB
JOJDKHO OCYIIECTBIIATHCS 10 CTPOruM KOoHTpoJieM AJl.

Jlumuii

He pexomeniyercs npumMeHeHue penapaToB JIMTHA B KOMOMHALMH C IIPENapaToM
UPBECAPTAH (cMm. pasgen «B3aumopeicTBUe ¢ APYTMMH JI€KApCTBEHHBIMH
CpeACTBaMu» ).

Bcnomozamenvhoie eewjecmea

IIpenapar UIPBECAPTAH conepxut jakto3sl MoHoruapar. [lanuenram ¢ peiko

BCTpCUAIOIIUMHUCS HaCJIEACTBEHHBIMU 3a6OJI€BaHI/ISIMI/I, TaKMMHU KakK
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HENEPEHOCUMOCTh rajlakTO3bl, HEMIEPEHOCUMOCTD JIAKTO3bl BCJIEICTBUE AedHUIUTA
JIaKTa3pl WM CHHJAPOM TJIIOKO30-TaJlaKTO3HOW MasibabcopOumu, He cieayer
NPUHUMATh IaHHbIN JIEKApCTBEHHbBIH Mpenapar.

Biusinme Ha cnoco0HOCTHL yNpaB/siTh TPAHCHOPTHBLIMH CpeICTBAMH H
MeXaHU3MaMH

Biusinne mpenapara Ha CrOCOOHOCTB YIPABJISTH TPAHCIOPTHBEIMHM CPEICTBAMU
WIA 3aHUMATbCsS JPYTHMM IIOTEHLUUAJIbHO OMACHBIMH BHJIAMH J€STEIHHOCTH,
TPeOYIOIMMH MOBBIIIEHHOIO BHUMAHHS M BBICOKOH CKOPOCTH MCHXOMOTOPHBIX
peakiuii, He u3y4anock. OHaKo, HCXO/S U3 ero (papMaKoAMHAMHUECKUX CBOMCTB,
npernapar He JO0J/DKEH BIIMATH Ha CIHOCOOHOCTh YMNPAaBISATH TPAHCHOPTHBIMH
CpeACTBAMM M  3aHHUMATbCS JPYTMMHM  TOTCHUMAILHO ONMACHBIMH  BHUIAMH
ACSATENBHOCTH (paboTa Ha BbICOTE, pabora aBuagucrerdepa, padora ¢
MeXaHM3MaMH U T.I.). B cilyyae BO3HHUKHOBEHHUS TOJIOBOKPYXKEHHS M CJIabOCTH
BO3MOXHO CHW)XCHHE BHHUMaHWs M 3aMe/UIeHHE IICUXOMOTOPHBIX peaKIui,
HeOOXOMMO  COOMII0IaTh  OCTOPOXKHOCTh TPH  yNPABJIEHUH TPAHCIOPTHHIMH
CpeACTBaMU, MEXaHU3MaMH.

®opma BbInmycka

TabneTku, nokpeIThie MIEHOYHOM 06004KOM 110 75 Mr, 150 Mr, 300 Mmr.

[lo 7 Tabnetok B  KOHTYpPHYIO  SYEHKOBYIO yNMakoOBKY M3  IIICHKH
MOJIMBUHUIIXJIOPUHOM U (DOJILI'M alOMUHUEBOM M1€4aTHOMN JIAKMPOBAHHOM.

1, 2, 3, 4,5 6, 7, 8 9, 10 KOHTYpHBIX S4eHKOBBIX YIIAaKOBOK BMECTE C
MHCTPYKLHEH 110 MPUMEHEHHIO MOMEIIAIOT B [TAYKy W3 KapTOHA.

[lo 10 rTabneTok B KOHTYpHYIO SYEHKOBYKO YMAaKOBKY U3  IUICHKH
NOJMBUHUIIXJIOPUAHON ¥ (DOJIBIM aTIOMUHHEBOM MTeYaTHOU JIAKUPOBAHHOIA.

1, 2,3, 4,5, 6, 7, 8 9, 10 KOHTYPHBIX S4YEHKOBBIX YIIAKOBOK BMECTE C
MHCTPYKLHEH 110 NPUMEHEHHIO TOMEILAIOT B a4Ky U3 KapTOHA.

YeaoBusi XxpaHeHust

[Tpu Temneparype He Bbiue 25 'C.

XpaHUTh B HEJIOCTYITHOM JUIsl IETEN MecTe.
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Cpok rogHocTH
3 rona.
He npuMeHsITh M0 UCTEYEHUU CpoKa I'OJIHOCTH, YKAa3aHHOIO Ha yIIaKOBKE.
YcioBus ornycka

OTnyckaroT 1o peuenty.

Buiasesien; perucTpauHoHHOro yaocropepenus/Opranusanusi, NpHHHMAOMAs
npeTeH3Hu OT norpedHTe e

000 «ITPAHADAPM)»

P®, 443068, r. Camapa, yi1. HoBo-Canosas, 106, xopr. 81

e-mail: info@pranapharm.ru

www.pranapharm.ru

tel. (846) 334-52-32,207-12-61 ¢axc (846) 335-15-61, 207-41-62

IIpousBoauTennb
000 «ITPAHAD®APM»
P®, 443068, r. Camapa, yi1. HoBo-Canosast, nom 106, kopmyc 81
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