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10 MeTUIIUHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOT0 Mpenapara
Npbuc

PerncrpanuoHHblii HoMep:
Toprosoe HaumeHoBaHue:. Vpouc
Me:kayHapogHOe HeMATEHTOBAHHOE MJIH I'PYNNHPOBOYHOE HAMMEHOBaHUe: upOecapran
JlexapcTBeHHas opma: TaOIETKU, TOKPBITHIE INICHOYHOIH 000I0UKOM
Cocras:
B onHoi#1 TabneTKe COnepIKUTCS:
deticmsyowee geugecmego. upoecaptat (popma A) 75,00 mr/150,00 mr/300,00 wmr;
8cnomozamenvhvle Gewecmad: MAKPOKpUCTAIUTHYECKas: 1esutono3a 16,75 mr/33,50 mr/67,00 mr,
kapMesio3a kameius 4,50  wmr/9,00  wmr/18,00 wmr, moBumon K-30 (kommmmon  30)
1,75mr/3,50 mr/7,00 mr, xkpemHus awokcupa koutougasbeii 0,50 mr/1,00 mr/2,00 mr, kaibmus
creapat 1,50 mr/3,00 mr/6,00 mr;
Inenoynas obonouxa: omanpaii 6embrii OY-S-38956 - 2,00 mr/4,00 mr/8,00 mr.
Onaopaii 6enviit OY-S-38956: runpomeruioza (HPMC 2910, E 464) 72,00 %, tanek (E553b)
14,00 %, tutana aquokcun (E171) 14,00 %.
Onucanue

Ta0JeTKH ¢ TO3UPOBKOU 75 MT.

KarcynoBuHbie, NTBOSKOBBIMYKIIbIE TaONETKU, MOKPHITHIE MJICHOYHOW OO0OIOUKOW Oenoro wiu
MOUTH OENIoro I[BeTa C TPaBUPOBKOM, HAHECEHHOM MeToAoM TUCHEHUS, «158» ¢ 0HO# CTOPOHBI U
«H» ¢ apyroii. Ha nonepeyHoM pa3spese si/ipo 6es10ro Uiy MOo4YTH 6EJIoro IBeTa.

Tabnerku ¢ no3upoBkoit 150 mr.

KarcynoBuaHbie, NTBOSKOBBIMYKIIbIE TaONETKU, MOKPHITHIE MICHOYHONW OO0OIOUKOW Oenoro wiu
MOYTH OEJIOro 1BEeTa C TPAaBUPOBKOM, HAHECEHHON METOI0M THUCHEHHS «159» ¢ OAHON CTOPOHBI U
«H» ¢ apyroii. Ha nonepeyHoM pa3spese si/jpo 6es10ro UM MOYTH GEJIoro IBeTa.

Tabnerku ¢ no3upoBkoii 300 mr.

KancynoBuaHble, ABOSKOBBINTYKIIblE TaOJIETKH, MOKPBITHIE MJICHOYHOM 000510uKOil Genoro wmim
noyTH 0eNoro 1BeTa ¢ TpaBUPOBKOM, HAHECEHHOM MeT0o10M THCHEHUS «160» ¢ 0JHON CTOPOHBI U
«H» ¢ apyroii. Ha nonepeyHoM pa3spese si/ipo 6eJ10ro Uy MOYTH OEJIoro IBeTa.
dapmakoTepaneBTHYecKass TPyNna: CpeAcTBa, JACUCTBYIOUIME HAa PEHMH-aHTMOTEH3WHOBYIO
CUCTEMY; aHTarOHUCTBI PELIENITOPOB aHTOTeH3MHa [1.

Koa ATX: CO9CA04.

DapMaKoJIOrHuecKue CBOMCTBA

Dapmakoounamuxa
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

HpGecapran He TpeOyeT METaOOIMUECKOW aKTUBAIMH [UIS MPUOOpEeTeHus (papMaKoJIOTrHUECKOM
AKTUBHOCTH. AHruoreHsuH Il sBiasfeTcss BaXHBIM KOMIIOHEHTOM PEHMH-aHIMOTEH3HH-
anpaocteporoBoii  cuctembl (PAAC) u BOBJCUeH B IMATOr€HE3 PA3BHUTHS apTEPHATbHOM
TUIIEPTEH3UH, a TAKXKE FOMEO0CTa3 HaTpHs.

Upbecapran 010kupyeT Bce (PU3HOIOTHIESCKH 3HAYUMBIe d3QdeKThl aHrnoTeH3uHa II, He3aBucuMo
OT MCTOYHMKA WM IyTH €ro CHHTE3a, B TOM YHUCIE, €ro CUJIbHO BBIPAXKECHHBIE
COCYJIOCY)KMBAIOLIMH ¥  albJIOCTEPOHOCEKpEeTUpyomMid 3(pdeKTs], peanusyroumecs yepes
peuenTops! TUna AT1, pacloJ0kKEHHbIE HA TOBEPXHOCTHU IIaJKOMBIIIEYHBIX KJIETOK COCY/I0B U B
KOpe HaArnodeyHukoB. MpOecapran He o007amaeT aroHUCTUYECKOM aKTHBHOCThIO K ATi
peuenTopaM U UMeeT ropasno Oosbiunee (Oonee yem B 8500 pas) cpoactBo k ATi-perientopam,
yeM k ATz-peuentopaMm (peuentopaM, He CBA3aHHBIM C peryysinueil paboThl cepaedHo-
COCYJIUCTOM CUCTEMBI).

UpOecapran He unrubupyer ¢pepmentsl PAAC (Takue kak peHUH, aHTMOTEH3UHIIPEBpaLatOIINi
(depment [AIID]) u He BiMAET Ha pEUENTOpPbl APYrUX TOPMOHOB MM HOHHBIE KaHalbI,
Y4YacTBYIOIME B PEryJSLUH apTepraibHoro aasieHus (AJl) u romeocrasa Hatpus. biokupoBaHue
up6ecapranom ATi-perieTopoB npepbIBaeT Lelb 0OpaTHOM CBSI3U B CUCTEME PEHUH-aHTMOTEH3HH,
YTO MPUBOJIUT K YBEJIWYEHMIO IUIA3MEHHBIX KOHLEHTpauud peHuHa u anruorteHsunHa ll. Ilocne
npuemMa wupdOecapraHa B PEKOMEHIYEMBIX J103aX IUIa3MEHHas KOHLEHTpAIHs ajbJ0CTepOHa
CHIJKAETCs, HE OKa3bIBask P 3TOM CYILECTBEHHOT'O BIMSHUSA HA COJCPKAHUE KAJMsI B CBIBOPOTKE
KpOBH (CpeaiHee 3HaueHue ero yenuueHus cocrasiser < 0,1 MOxB/i). UpbecapTan He oka3bIBaeT
3aMETHOT'O BIMSHUS Ha CHIBOPOTOYHBIE KOHLIEHTPALUU TPUIIIMIIEPUAOB, X0JIECTEPHHA U TITFOKO3bI.
HpOecapran He BIUSET Ha KOHIIEHTPAIMI0 MOYEBOW KHUCJIOTHI B CHIBOPOTKE KPOBHM HIJIM Ha
CKOPOCTB 3KCKPELIMY MOYEBOM KHUCIOTHI TOYKaMH.

AHTHrUNIepTeH3UBHBIN 3P deKT npbecaprana NposBIseTCs yKe Mocie MprUeMa ero nepBoit 103bl U
CTAaHOBUTCA 3HAYMMBIM B TeueHWe | — 2 Hexedb TMpueMa, €ro MaKCUMAallbHbIN
AHTUTUNIEPTEH3UBHBIA 3(dexT nocturaercs k 4 — 6 Hemene JiedeHUs. B ONTOCPOUHBIX
KJIMHUYECKMX HCCIIEOBAaHUIX HAOII0AAIOCh COXpAaHEHME aHTUTMIEepTeH3UBHOrO sddekTa
upOecapTaHa 6oJiee OHOTO roja.

[Ipu onHOKpaTHOM IpHeMe BHYTph HpOecapTaHa B fo3ax A0 900 Mr aHTUTHIIEPTEH3UBHBIN
3¢ dexT HOCUT 10303aBUCHUMBIM XapakTep B TeueHHe CyTOK. MpbecapTan mpu OJHOKPATHOM
npueMe B n03ax 150—300 mr B TeueHue cyTok cHuxkaeT AJl, uaMepseMoe B MOJOKEHUH «JIEKa»
WIN «CHJS» B KOHLIE MEX030BOr0 MHTEpBajia (depe3 24 4 rociie npuema /1036l upobecapraHa, T.e.
nepea MPUEMOM  O4YepeHON M03bl upOecaprana), B cpeaHeM Ha 8—13/5—8 MM prt. cT.

(cucronnueckoe/nuactonuueckoe AJl) mo cpaBHeHHIO ¢ manedo. AHTUTUIIEPTEH3UBHBINA YPPeKT
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

CHIDKCHMS JUACTONMYECKOro u cucroiandeckoro AJl. OntumansHoe cHmkeHue AJl B TeucHue 24
4 JJOCTUTaeTcs Mpu npueme updecaprana 1 pa3 B CyTKH.

HpOecapran mpuOIU3UTEIBHO B OJMHAKOBOM cTeneHH CHKaeT AJl B MOJNIOXKEHHUU «CTOS» U B
MOJIOKEHUU «Iexa». Oproctaruueckue 3@exTsl HAOIIOJAIOTCS PEAKO, OIHAKO, KaK M IpH
npueme uHruoutropo AII®D, y manmeHTOB ¢ THIOHATPHEMHUEH W/WIIM THIIOBOJIEMHUEH BO3MOKHO
ype3MepHoe cHUKeHHE A/l ¢ KIIMHUYECKUMU NPOSIBICHUSIMH.

AHTUTHIIEPTEH3UBHOE JeicTBUE HMpOecapTaHa M THA3UIHBIX IUYPETHKOB HOCUT aJIMTUBHBII
xapakrep. Y MalMeHTOB C HEJIOCTaTOYHBIM CHUXeHHeM AJ[ mpu MoHoTepanuu upOecapTaHOM
no0aBIeHHE K €ro MpUeMy HU3KHX 1103 ruapoxioporuazuaa (12,5 mr) 1 pa3 B CyTKH MPUBOIUT K
JOTIOTHUTETbHOMY CHIDKeHUIO0 AJ] Ha 7—10/3—6 MM PT. CT. (CHCTOIMYECKOE/IMACTOINIECKOE) TIO
CpPaBHEHHMIO ¢ JoOaBIeHUEM ILIa1e6o.

[Tocne oTmensl upbecaprana AJl Bo3BpamaeTcsi K KCXOJIHOMY YPOBHIO mocrteneHHo. CuHapoma
«OTMEHBI» HE HAOII0AAETCS.

D¢ dexTuBHOCTH MpOECapTaHa HE 3aBUCHUT OT BO3pacTa WiH mosa. Kak u mpu NpuMEeHEHUH IPYTHX
JIEKapCTBEHHBIX CpPEICTB, KoTopble BiusAl0T Ha PAAC, aHTUrHIEepTEeH3UBHOE JEHCTBHE
upOecapTaHa y TMalMEHTOB HETPOMIHONM pachl 3aMETHO MEHEE BBIPAKEHO, OJHAKO, MpH
IPUMEHEHUN HpOecapTaHa OJHOBPEMEHHO C HM3KHMMH JI03aMU THIPOXJIOpOTHa3uAa (Hampumep,
12,5 Mr B CyTKH) aHTUTUIICPTECH3UBHBIN OTBET y MAIIMEHTOB HETPOHUTHON pachl MPUOIMKACTCS 1O
3¢ (heKTUBHOCTH K TAKOBOMY Yy MAIMEHTOB €BPOIIEOUTHOMN PACHI.

VY manueHToB C apTepUanbHOM TMIEepTeH3Ue M ¢ caxapHbIM JuabeToM 2 TUma, NMPUHUMAIOIIMX
upbecapran B go3upoBke 300 mr, ormevanock 20% cHmkeHue (1Mo cpaBHEHHIO ¢ 1ianeto) u 23%
CHIDKEHHUE (10 CPaBHEHUIO C aMJIOJMITMHOM B J03UPOBKE 10 MI) OTHOCHUTEIBHOTO PUCKa TIEPBOTO
BO3HUKHOBEHUS JIOO0OTO U3 CIEIYIOIUX COCTOSHHI: yJIBOECHHE CHIBOPOTOYHOH KOHILIEHTpPAIUH
KpEaTMHWHA, PAa3BUTUE TEPMUHAIBHOM CTaJWM IOYEYHOM HEAOCTATOYHOCTH WIM CMEPTH OT
m000i w3 mpuuMH (TIpU  JOCTHOXKEHHHM COMOCTaBUMOTO CHWXeHus AJl npu mnpuMEeHEHUU
upOecapTaHa U aMmJIOIUIINHA).

DapmakoKkunemuxa

Abcopbyus

[Tocne mpuema BHYTpb HpOecapTaH OBICTPO M TIOJHOCTHIO BCAchIBA€TCS, €ro abCONIOTHAas
O6nogocTynHoOCTh coctapisieT npubmusurensHo 60 — 80 %. OpHOBpeMEHHBIH MpPHEM MHIIU
CYLIECTBEHHO HE BIIMSAET HAa OMOIOCTYMHOCTh Hpbecaptana. [locie mpuema BHYTpb MaKCUMaIbHAs

masMeHHas KoHueHTpaus (Cmax) upOecapTana mocturaercs uepes 1,5 — 2 gaca.
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Pacnpeoenenue

CBs13b ¢ OenkamH Ma3Mbl KPOBU COCTABISIET MPUOIU3UTENBHO 96 %. CBsA3bIBaHUE C KJICTOYHBIMU
KOMITIOHEHTaMHU KPOBH He3HAUUTENbHO. OOBEM pactpeneieHus cocTaBisier 53-93 .

Memabonusm

[locne mnpuema BHYTPh WIM BHYTpDHBEHHOro BBeneHus ‘C-mpbecaprana 80 — 85%
pPaIMOaKTUBHOCTH, IMPKYJIHPYIOMICH B IUIa3Me€ KPOBU, TPUXOTUTCS HA HEU3MCHCHHBIN
upOecapran. MpbOecapran MeTa0OIM3UPYETCs TEUCHBIO IyTEM OKHCICHHS W KOHBIOTAlUU C
[IIIOKYPOHOBON KHUCIOTOW. OCHOBHBIM META0OJIUTOM, HAaXOASIIMMCA B CHUCTEMHOM KPOBOTOKE,
apnsercss upbOecapraHa riIOKypoHun (mpubnusurenbHo 6 %). Oxucnenue wupOecapraHa
OCYIIECTBIISICTCS, TJIABHBIM 00pa3zoMm, ¢ momolipio m3odepmenta nuroxpoma P450 CYP2C9,
yuactue wu3odpepmenta CYP3A4 B merabonmsMe wupOecapraHa SBISETCS HE3HAYUTEIHHBIM.
HpbecapTran HE METabOIU3UPYETCA C MOMOIIBIO OOJBIIMHCTBA N30(DEPMEHTOB, KOTOPbIE OOBIYHO
y4acTBYIOT B MeTabonu3me jekapcTBeHHbIX mpenaparoB (uzopepmentsl CYPIA1, CYPIA2,
CYP2A6, CYP2B6, CYP2D6 unu CYP2EL), u He BbI3bIBACT UX HHTMOUPOBAHUS WIIM UHIYKIUU.
WpGecapran He nHAYIUpYeT U HE HHTHOUpyeT m3odepment CYP3A4.

Buviseoenue

HpObecapTan u ero MeTabOIUTHI BHIBOASTCS M3 OpraHU3Ma, KaK yepe3 KUIICUHUK, TaK U MOYKaMH.
Menee 2% BBeIeHHOI 103bI BBIJEISAETCS MOYKaMH B BHJIE HEU3MEHEHHOTO HpOecapTaHa.
Koneunsiii iepros nonysbiBeneHus upoecaprana (T12) cocraBmser 11 — 15 4. OOummii KiIupeHc
BHYTPUBEHHO BBEJIEHHOTO HpOecapTaHa coctaBisieT 157 — 176 mi/MuH, a ero no4eyHblid KIMPEHC
coctapnsieT 3 — 3,5 mu/muH. [Ipu exxeJTHEBHOM OJTHOKpPATHOM MpueMe upOecapTaHa paBHOBECHAs
rurasMenHas KoHmeHTtparus (CSS) mocturaercst depe3 3 mHS, TpU OTOM HAOIIOZAETCS €ro
OTpaHWYEHHOE HAKOTUICHHE B I1a3mMe KpoBH (MeHee 20 %).

Jlunetinocms (Henunelinocmv)

HpbecapTan [eMOHCTPUPYET JHHEMHYI0O M JIO30MPOMOPIMOHATBHYI0 (apMaKOKHMHETUKY B
nuarnazone 103 or 10 go 600 wmr. HaGmiomanoch MeHbIee, 4eM J1030MPONOPIHOHAIBHOE
YBEITUYCHUE CKOPOCTH BCAChIBaHUS IIperapara mocie npueMa BHyTpb 103 6oisee 600 mr (B 2 paza
0oJbIIIe MAaKCUMAaIbHOW PEKOMEHTyeMOH /103b1); MEXaHU3M B JAHHOM CITy4ae HEM3BECTEH.

Oco0bIe I'pynnbl HaMCHTOB

Tayuenmul nodxcunoco 6o3pacma

3ravenus AUC (tutommany mojx (hapMaKOKHHETHUECKONH KPUBOW «KOHIICHTPAIUSA-BPeMsi») U Cmax
upbecapTaHa y TMaIMEHTOB MOXUIOro Bo3pacta (65—80 5eT) ¢ KIMHUYECKH HOPMAIbHOM
byHKIMEN movyek U neueHu Obutd npubau3utenbHo Ha 20—50% Beilie, yeM y ManueHToB Ooee
mostogoro Bospacta (18—40 ner). Koneunsie T12 comoctaBumbl. He HaOmroganock CBsI3aHHBIX C

BO3pacToOM pa3nuuuii B 3pdexrax updecaprana.
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Tayuenmul ¢ Hapywenuem Qhyrkyuy novex

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Y manueHToB C HapyuieHHeM (QYHKIUU TOYeK WM [alUeHTOB, KOTOPBIM IPOBOJIUTCS
reMoaualin3, ToKa3aTenu (apMaKOKMHETHKH upOecapTaHa CyIIECTBCHHBIM 00pa3oM He
u3MeHsaroTcs. pbecapTan He BBIBOJUTCS U3 OpraHU3Ma C MOMOIIBI0 FeMOAHalIn3a.

Tayuenmvl ¢ HapyweHuem ¢ynxkyuu neweu

VY nanueHnToB ¢ nerkoi (GpyHKIMOHAIBHBIN Kitacc A umn 5 — 6 6ayo no mkane Yaiina-I1er0) u
YMEPEHHO BhIpaKeHHOH ((PyHKUMOHAIBHBIN Kinacc B umu 7 — 9 OamnoB no mkane Yaitna-I1sro0)
MEYCHOYHON  HEJIOCTATOYHOCTHIO  BCIEACTBHE ILHpPpO3a Ie4YeHH, (PapMaKOKMHETUYECKUE
napaMmeTpsl upOecapTaHa CylIeCTBEHHO HE HU3MEHSIOTCS.

Hccnenoanus (apMaKOKUHETHKH y TAIIMEHTOB C TSKEIIBIMU HApyIICHUSMU (DYHKIIMU TTEYSHU HE
IPOBOJIUIINCE.

Pacosas npunaonescnocmo

VY mpencraBuTeneit HerpouHOU packl 0e3 aprepuanbHoit runeprensun AUC u Ty, upbecaprana
npubmu3uTesibHo Ha 20—25% BBIIE, WeM y TpeacTaBuTeNeld eBpomneougHor pachl; Cmax
upbecapraHa y HUX ObliIa MPAKTHUYECKH OJMHAKOBOM C TAKOBOM Y MPEACTABUTENICH €BPOIICOUTHOM
pacsl.

Ilon

VY keHUMH (110 CPAaBHEHUIO ¢ MY)KYMHAMU) OTMEYAJIMCh HECKOJIBKO 00Jiee BBICOKUE IIa3MEHHbIE
KOHIIEHTpauuu upOecaprana. OgHAKO CBS3aHHBIX C IMOJIOM pa3nuuuii B T12 M HAKOIUICHUH
upOecaprana He BbIABIsIOCh. Koppekmuu mo3bl upbecapraHa y »KeHIIMH He Tpedyercs. He
HaOII0/1AT0Ch CBSA3aHHBIX C TIOJIOBOW MPHUHAIEKHOCTHIO pa3nuunii B a3 dekrax upodecapraHa.

Heru

KnuHnyeckue naHHbIE OTCYTCTBYIOT.

Ioka3zaHus K NPUMEHEHHIO

[Tpenapat Mp6uc nokasan K NpUMEHEHHUIO Y B3POCIIbIX.

- ApTtepuanbHasi THIIEPTEH3HsI (B MOHOTEPAIUKM U B COYETAHUU C JPYTMMH TMIIOTEH3UBHBIMU
CpeACTBaMH, HaNpUMep, TUA3UIHBIMH JUYpPETHKaMH, OeTa-aJpeHoOIoKaTopaMu, OJoKaTopaMu
«MeJUIeHHBIX» KanbireBbix kKananoB (BMKK) anurensHoro aeiictus).

- Hedpomnarus npu aprepuanbHON TMIIEPTEH3UU M caxapHOM auabere 2 Tuma (B COCTaBe

KOMOWHHUPOBAHHOM TUITIOTEH3UBHOM TEepaIvn).

IIporuBonokasanus
- [ToBpllIEeHHAsT YYBCTBUTEIBHOCTh K HMpOecapTaHy WM K JIOOOMY K3 BCIOMOIaTelbHBIX

BEIIECTB IIpernapara.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

NAIMEeHTOB C CaxapHbIM JMA0ETOM W/WIM C YMEPEHHO BBIPAKEHHONH M TSDKEIOW MOYEeYHOMH
HEJJOCTATOYHOCTHIO (CKOPOCTh KTyOoukoBoii (umsrparmu [CK®] < 60 mn/mun/1,73 M? miomanu
MIOBEPXHOCTH TEJIa).

- OMHOBpEMEHHOE MPUMEHEHUE C MHTHOMTOPaMU aHTMOTEH3WHIIPEBPALIAIOIIETO (hepMeHTa
(AI1®) y narnrieHTOB ¢ AMabeTUYECKON HedpomaTHEeH.

- bepemeHHOCTS.

- [lepuon rpyIHOTO BCKApMITHMBAHUS.

- Bo3spact 10 18 set (3¢ hekTHBHOCTS M 6€301aCHOCTh HE YCTAHOBJICHBI).

- Tspkenasi IeYeHOYHAsT HEJIOCTATOUYHOCTh ((DyHKIMOHANBHBIN Kitacc C wim Gornee 9 6amioB)

(OTCyTCTBHE OMBITA KIMHUYECKOTO MPUMEHEHUS).

C 0CTOPOKHOCTBHIO

- [Ipu cTeHo3e aopTaIbHOTO WJIM MUTPAIBHOTO KJaraHa WA TUIePTPOPHIECKON 0OCTPYKTHBHOM
kapauomuonaruu (I'OKMII).

- [Ipu rumoBojemMuu, TUIOHATPUEMUU, BO3ZHUKAIOIIMX, HAIPUMEpP, NPU HHTEHCUBHOMN
TUYpPETUYECKON Tepamuu, reMoauanu3e, COOMIOJCHUH JUEThl C OrpaHUYEHHEM NOTpPeOIeHUS
MIOBAPCHHOM COJH, IUapee, pPBOTE (OMacHOCTh Ype3MEepHOro CHikeHus AJl).

- VY manueHToB ¢ (yHKIHEH MOYEK, 3aBUCSIICH OT aKTUBHOCTU PEHUH-aHTHOTEH3HH-
anbrocteporoBoil cucreMbl (PAAC), Takux Kak HAIMEHTHl C apTepuanbHOW THUIEPTEH3UEH C
JBYCTOPOHHUM WM OJHOCTOPOHHUM CT€HO30M IIOYEYHBIX AapTEepUd WM MALHUEHTBl C
XpOHHUYECKOW cepaeuHor  HegoctaroyHocTthio  |I—IV  dynkumonansHoro kmacca (mo
kiaccudukau NYHA).

- IIpu wumemunyeckoil Ooyie3HM cepala W/WIAM KIMHUYECKH 3HAYMMOM aTepOCKIIepo3e
COCYJIOB TOJIOBHOTO Mo3ra (Ipu 4Ype3MepHOM CHIWKeHMH AJ] umeercs pHUCK YCHIEHUS
UIIEMUYECKHUX HApYIIEHUH, BIUIOTh /10 Pa3BUTHSI OCTPOT0 MH(PApKTa MUOKap/ia U UHCYJIbTA).

- [Ipy noueyHol HeOOCTaTOUYHOCTH (TpeOyeTcsi KOHTPOJIb COJEp)KaHUS Kalmus |
KOHIIEHTpAllMU KpeaTWHWHA B KPOBH), HEJAaBHEW TpaHCIUIAHTAIMM TMOYKH (OTCYTCTBHE OIBITA
KJIMHUYECKOT'O IPUMEHEHU ).

- [Ipu o1HOBpEMEHHOM NMPUMEHEHUH HECTEPOMIHBIX MPOTHBOBOCIAIUTEIBHBIX MPENapaToB
(HIIBIT), BkiOYas CeIEKTUBHBIC HHTMOMTOPHI NUKI00KcHuTreHas3bl-2 (LIOI'-2) (moBkiieHue pucka
pa3BUTHS HapylIeHWH (YHKIHMM MOYEK, BKIIOUAs BO3MOXKHOCTh Pa3BUTHS OCTPOM MOYEHHOMN
HE/I0CTaTOYHOCTH M YBEJIUYEHUS COJIEPKaHMsI KaJlusl B CBIBOPOTKE KPOBU, OCOOEHHO y MallMEHTOB

MMOXHUJIOT0 BO3pacTa, IMAIMEHTOB C THIIOBOJICMHEH [BKJ’IIO‘IaSI ManucHTOB, MNPUHUMAIOIINX
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JTUYPETUKH | WM Y TIAIIMEHTOB C HapymieHHeM (yHKIHUH nﬂl&'(@ﬁﬂbﬁ@fe?@hﬂmﬁéﬁéﬁné c

JPYTHMU JIEKAPCTBECHHBIMH CPEACTBAMMIY)).

- Ilpu mpumeneHun B KomOuHanuu ¢ uHruOuTopamu AlID uiam amucCKUpeHoM, Tak Kak 0
CpPaBHEHUIO C MOHOTepamuer mnpu aBoiHOW Onokage PAAC wuMeeTcs MOBBIMIEHHBIH PHCK
pa3BUTHUS YpE3MEPHOro CHIKEHUS AJl, TuniepkanueMuu U HapyleHus: GyHKIUU MOYeK.

- Y mamueHToB ¢ mcopuazoM (B T.4. B aHAMHE3€) BBHUJIY BO3MOXKHOTO OOOCTPEHHS TCUCHUS

nicopuasa.

I[IpumeHeHnne npu 6epeMEeHHOCTH M B MIEPUO/I I'PYAHOI0 BCKAPMJIUBAHHUSA

bepemennocmeo

OnbIT MO NPUMEHEHUI0 UpOecapTana mpu OepeMEeHHOCTH OTCYTCTBYeT. C y4eToM TOro, 4To MpH
npueMe UHruouTopoB AlID GepemenHbiMu sxeHIEHaMU Bo |l u Il TpumecTpax 6epeMeHHOCTH
HAOMIOIANCh TOBPEXKIACHUE W TUOENb pa3BUBAIOLIETOCS IUI0oAa, HpOecapTaH, Kak M JHO0OU
JIpyroil mpenapar, KOTOpblid Bo3AeHcTBYeT HenocpeAcTBeHHO Ha PAAC, Henb3s pUMEHSTh NpU
6epemennoctu (I, I, III TpumecTpsr).

[Tpu auarHocTupoBaHUM OEPEMEHHOCTH BO BpeMs JICUEHUS HMpOecapTaHOM ClIeyeT KaK MOXKHO
CKOpee MPEKPATUTh €0 MPUEM.

Ilepuoo zpyonozo eckapmaueanus

HpGecapTaHn dKCKpETHpYETCSI B MOJIOKO JIAKTHPYIOIIUX Kpbic. HewWsBecTHO, MOXET Iu
upOecapTan/ero MeTa0ONUTHI SKCKPETUPOBATHCS B TPYAHOE MOJOKO ueJoBeka. Bo Bpems
TPYAHOTO BCKapMJIMBaHUS MpHeM HpOecapTaHa NPOTUBOMOKazaH. [losTomy mocne OIeHKHU
COOTHOIIIEHUS TPEIoIaraeMoil Mmojik3bl OT MpHeMa mpernaparta Juisi MaTepl W MOTCHIUAILHOTO
pucka aJisg peOeHKa cielyeT NpeKpaTuTh Wi IPyAHOE BCKapMIIMBaHKE, WM IIpUEM UpOecapTaHa.
Depmunvuocms

B wuccnenoBaHusX y caMIlOB M CaMOK KpbIC HpOecapTaH He BIUsI Ha (GEpPTUIBHOCTD U
PENPONYKTHBHYIO (DYHKIIHIO, TaXKe B J103aX, OKA3bIBAIOIINX HEKOTOPOE TOKCHYECKOE JCHCTBUE HA
poautenei (10 650 mr/kr/nens). He Habm01am0ch 3HAYMMOTO IEUCTBUSI HA KOJMYECTBO JKEITHIX
Tel, HWMIUIAHTUPYEMbIX SMOpPHUOHOB WM JKUBBIX IJIOJMOB. FpOecaptaH He BIUAT Ha

BbBIKUBAE€MOCTb, PAa3BUTUC UJIM BOCIIPOMU3BOJACTBO ITOTOMCTBA.

Cnocod npuMeHeHHs U 103bl
BHyTph, BHE 3aBUCHMOCTH OT BPEMEHHM NpHeMa MHIIU. Ta0NeTKy MpOTiIaThIBAIOT IEIHKOM,
3aIIMBasl BOJOM.

Havanbnas no3a npenapara cocrasisier 150 mr 1 pa3 B cyTku.
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Hpbecapran B no3e 150 mr 1 pa3 B cyTku 0OBIYH( 06ecne%g5é'r_l !?rvj{: '?IT%&'O :Ikélf;ll:b-'ld'nb

aprepuanbHoro nasienus (AJl), uem B 1o3e 75 Mr.

[TanMeHThl, y KOTOPBIX JUIS TOCTHKEHUS LIEIeBbIX 3HaueHH A/l TpeGyeTcs ero JONOJHUTEIbHOE
CHIDKEHHE, 1032 MOKeT ObITh yBenudeHa 10 300 mr 1 pa3 B CyTKH.

B cnyuae HenocraToyHoro cHmwxeHust AJl npu MOHOTepanuu UpOEcapTaHOM K JICUEHHIO MOTYT
ObITh 100ABJIECHBI TUYPETUKH (HAmpUMep, THAPOXJIOpoTHazua 12,5 Mr B CyTKHM) WM JApYyTrHe
THIIOTEH3UBHBIE CpelcTBa (Hampumep, Oeta-agpeHoOnokatopsl wim BMKK  amutensHOTrO
JIEHCTBHS).

VY nanueHToB ¢ Hedpomatuedl mpu apTepualbHOW THUIEPTEH3MM M caxapHOM auabere 2 Tuna
IPEIIIOYTUTENBHOM NOoJAep KUBatoIIel 10301 sBisiercs no3a 300 mr 1 pa3 B CyTKH.
MaxkcumanbHas cyrouHas go3a — 300 mr.

Oco0nIe T'pYIHIIBI NAIIMCHTOB

Tayuenmoi nosxxcunozo 6o3pacma (cmapute 65 nem)

Koppekuuu 10361 HE TpedyeTcs.

Pexomenayercss nedeHue ManMeHTOB B BO3pacTe crapiie 75 JEeT HadyuHAaTh C JO3bl 75 MU
(BO3MOXXHO MMPUMEHEHHE HpOecapTaHa B TabJIeTKax Mo 75 mr).

Tayuenmsi ¢ Hapywenuem QyHKyuy noyex

Koppeknust He 1036l He TpedOyercsa. Jlinsi ManMeHTOB, HAXOISAIIMXCS HA TeMOIHAJIH3E,
IEpBOHAYAJIbHO IPUHUMaeMas Jo03a JOJDKHA COCTaBIATh 75 Mr (BO3MOXHO HPHMEHEHHUE
upbOecapraHa B Ta0JeTKax 1mo 75 mr).

Tlayuenmsi ¢ Hapywenuem QyuKyuu nevexu

VY manuweHToB ¢ HapylieHHeM (YHKIHU T€YEeHHU JIETKOW W YMEpEeHHOH cTerneHu TspkecTH (5—9
6asoB no mkaine Yaina-I1s10) koppekun 103bl He Tpedyercsa. OnbIT IPUMEHEHMsI IIpenapaTa y
NAIUEHTOB € TSHKEJIOW MEYEeHOYHON HEAOCTATOYHOCTBIO OTCYTCTBYET.

Ilayuenmui ¢ cunogonemueu

VY MmanveHTOB ¢ BBIPAKEHHOW TUIOBOJEMHUEH W/WIW TUIIOHATPUEMHUEW, TaKMX KaK MallUueHTHI,
MOJTyYarolllie€ MHTEHCUBHYIO JUYPETHYECKYIO TEpanuio, WIM HaxXosIIMecs Ha TeMOJualiu3e,
TUTOBOJIEMHsS] M TUIMIOHATPUEMHS JOJDKHBI OBITh CKOPPEKTHPOBAHBI /10 Haudajda MPUMEHEHUS

Hpbeeapratta npenapara Mpouc.

€T

[IpumeHneHue mpemnapaTa NPOTUBOIIOKA3aHO Yy JAeTed B Bo3pacte 10 18 mner (HegocTaToyHO

KIMHUYCCKHUX JaHHBIX I1O 0€30IMacCHOCTH U B(I)(I)CKTI/IBHOCTI/I HpenapaTa).
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ITo0ouyHOE nelicTBHE

YactoTa BO3HUKHOBEHMSI HEXKEJATEIbHBIX pEaKIMi ompenensiacb B COOTBETCTBUU  C
kinaccupukanueir BeemupHo#t opranusaiuu 3apaBooxpaneHust (BO3): ouyenp wacto (>1/10),
gacrto (>1/100, <1/10), meuacro (>1/1000, <1/100), peaxo (>1/10000, <1/1000), oyeHb peako
(<1/10000), gyactora HeM3BeCTHA (HA OCHOBAHUU MMEIOIMXCS TAHHBIX OLIEHUTh HEBO3MOIKHO).
HexenarenpHple SBICHUS y TMAIMEHTOB, MPUHUMABIIUX HpOecapTaH, OOBIYHO OBUIM YMEPEHHO
BBIPXCHHBIMU U TPEXOJSAIIMMH, U WX 4YacTOTa He ObUIa CBsS3aHA C BEIUYMHON NPUHUMAEMOM
n03bl. YacToTa BO3HMKHOBEHHS HEXENATEIbHBIX SBJICHUM HE 3aBUCella OT I0Ja, BO3pacTa H
pacoBOM MPUHAIICKHOCTH.

Hwmwxke npencraBieHbl  HEXeNaTeNbHBIC — PEaKIWH, HAONIOAABIIMECS B  KIMHUYECKUX
UCCJIEJOBAHMSIX:

! _y mauumenToB ¢ aprepuanbHoOil TUIIEpTEH3MEN;

2 _ y manueHTOB ¢ HepomaTHell Npy apTepuanbHOi THIIEPTEH3HMH U caXxapHOM auabere 2 THIIa;

% _ Ipu MOCTpPEruCTPaIMOHHOM TIPUMEHEHHH TIPerapaTa.

Hapywenus co cmopoHbl Kposu u iumgpamuieckoli cucmemul

YacToTa HeM3BECTHA: TPOMOOLMTONEHHSA, B TOM YHCIE TPOMOOLMTONEHHYECKAs ITypIiypa’,
aHeMHus .

Hapywenus co cmoponsl uMMyHHOU cucmembl

YacToTa HEM3BECTHA: PEAKIINM TUIEPUYBCTBHTENFHOCTH. (TaKMe KaK aHTHMOHEBPOTHUYECKHH OTEK,
KO’KHasl ChIllb, KPAalMBHULIA, aHADHUIAKTUYECKUE peaKIINU, aHAPUIAKTHUECKUN IIOK).

Hapywenus memabonuzma u numanus

2,3 3

YacroTa HEM3BECTHA: THIICPKATIUEMUA ™, TUIIOTJTIMKEMUA ™.

Hapywenus co cmoponvl nepgnoti cucmemol

2

Yacro: TOJIOBOKPYKCHUC 1’2, OPTOCTAaTUYICCKOC I'OJIOBOKPYIKCHHUC™, TOJIOBHAs 60.]'[]31.

HeuacTo: opToCTaTHYECKOE FOJIOBOKPYKEHHE".
YacToTa HEM3BECTHA: BEPTUTO®.

Hapywienus co cmoponsl opeana ciyxa u 1abupunma
YacToTa HEM3BECTHA: 3BOH B yIlIaX (THHHHUTYC)®,
Hapywenus co cmoponsl cepoya
Heuacro: otekn’, Taxuxapaus’.
Hapywienus co cmopomvl cocy0oé
YacTo: opTOCTaTHUECKAs THTIOTEH3 S,
HeuacTo: npuiussl kposu®.

Hapywenus co cmoponsl OvixamenbHoU cucmemsl, Op2aHo8 epyOHOU KIeMKU U CPeOOCMeHUs

Heuacro: Kamenn?.
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Kenyoouno-Kuuieunvie HapyuleHus

Yacro: TomHoTal, ppotal.

Heuwacro: muapes’, nucnencus’, nsxoral,
YacToTa HEM3BECTHA: UCTEB3UA .

Hapywenus co cmopoHbl neyenu u dHceniesbi8o0sauux nymeti

Heuacro: sxentyxa®.

YacToTa HEM3BECTHA: ITOBHIICHHE AKTHBHOCTH «IEUEHOYHHIX» (DEPMEHTOB® M KOHIIEHTpAIUH
OMIHPYOMHA B KPOBH®, TeNaTUT .,

Hapywenus co cmopoHbl Kodicu u NOOKONCHBIX MKAHel

3

YacToTa HEM3BECTHA: JEHKOIMTOKIACTHYECKHI BaCKyIMTS, MCOPHA3’, B TOM UHCIIE YCHJICHHE

OpOSIBIIEHUS  CHMITOMOB  mcopuaza (cMm. pazmen  «OcoOble  yKa3aHHsA»), pPEaKLUuu
(boToUyBCTBUTENLHOCTHS,
Hapywenus co cmoponvl mbluieunoti, ckeiemuot u coeOuHUmenNbHou mKanu
. 2
YacTto: MbILIEUHO-CKEJIeTHAs 00JIb”.
YacToTa HEM3BECTHA: MUANTHS® (B HEKOTOPBIX CIydasX MOKET OBITh CONpSIKEHA C MOBBIIICHHEM
KOHIIEHTPAIlMH KPEaTMHKUHA3HI B IJ1a3Me KPOBH), apTPaITHs®, MBIIIEYHbIE CTIA3MbL-,
Hapywenus co cmoponvl nouex u mouesvbi8o0sauux nymetl

YacToTa HEM3BECTHA: HApylleHHe (YHKIMM MOYeK’

, B TOM YHCII€ CIly4yaW pa3BUTHs MOYCYHOMH
HEIOCTaTOYHOCTH Y MAalMEHTOB TPYIIIBI prcKa (cM. pa3zaen «Oco0ble yKa3aHHsD»).

Hapywenus co cmopoHvl penpo0yKmueHotl cucmembl U MOJIOYHBIX JHcele3

Heuacro: spekTHiibHas quchyHkims’.

Obwue Hapywenus u peakyuu  mecme 68e0eHUs.

YacTo: HOBBIIEHHAS yTOMIAEMOCTE .
Heuacto: 601b B rpyIHOI KileTke!,
YacToTa HEM3BECTHA: ACTEHHUS .

Jlabopamopnvie u uncmpymenmanvHole OaHHble

Bo Bpems mpoBeneHHS KOHTPOJMPYEMBIX KIMHWYECKHX HCCIIEJOBAaHUN y TMAIEHTOB C
apTepuanbHON TUNEepTeH3We He HaOMI0JaNoch KIMHUYECKHM 3HAYMMBIX H3MEHEHMH B
nabopaTopHbIX ToKa3zarensax. He tpeOyercs crnenuanbHOrO MOHMTOpPHHIA JIaOOPAaTOPHBIX
rokasareJsiei I TaleHTOB C apTepHaIbHON TUIIEPTEH3UEH, IPUHUMAIOIINX UpOecapTaH.

B KIMHWYECKHX WCCIIEIOBAaHUSAX THIEPKATHEMHS ¥ TPEKpalIeHHe JICYCHHUS W3-3a Pa3BUTHS
TUMEPKAIMEMUH Yaile HaOMIoJaluch Yy MAalUeHTOB € CaxapHbIM JuMabeToM, NPUHUMABIIMX
upbecapTaH, yeM B Trpynmne npuema Iuianedo. Y NalMEeHTOB C caXapHbIM JAuabeToM |

apTepHalIbHON TUIEPTEH3UEN B COYETaHWU C MUKpPOATbOYMHHYpHUEH W HOpMalbHOW (yHKIMEH

MoveK rurnepkamuemus (> 5,5 mMOkB/n) Habmonanace y 29,4 % manueHToB W3 TPYMIMbI IpHeMa

10
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upOecaprana B 1o3e 300 mr u y 22 % manueHToB U3 rpyﬁﬂr‘i"ﬁﬂﬁe%fﬁ: %ﬁl@%k}% [;1 ﬁi/felHlTlc;r's c

caxapHbIM JHAa0ETOM C apTEepPHATbHOW THIIEPTEH3WEH B COYETAHUU C XPOHUYECKOW TOYEHHOMN
HE/IOCTaTOYHOCTBIO M MPOTEHHYpHUEH, runepkamuemus (= 5,5 mOks/n) Habmonanacs y 46,3 %
MAIMEHTOB U3 IPYNIbI IpueMa upodecaprana u'y 26,3 % nauueHToB U3 TPYIIIbI IpueMa mianeoo.

[Ipu mpumeHeHuu upOecapTaHa 4acTO OTMEYAJIOCh 3HAYUTEIBHOE YBEIUYECHHUE KOHIIEHTPAaLUU

KpeatuH(pochoKnHa3kI B TIIA3ME KPOBH.

Ilepeno3upoBka

CuMnOTOMBI

OnbIT MpUMEHEHUSs MpernapaTa y B3pOCIbIX MAMEHTOB B A03ax 10 900 MI/CyTKH Ha MPOTSIKEHUU
8 Hemenb HE BBISBMII KaKOW-MMOO TOKcWYHOCTH. lIpenmomnaraercs, 4To HamOoJiee BEPOSITHBIM
MPOSIBIICHUEM TEpPEAO3UPOBKU OyIyT apTepuanbHas TUMOTEH3US M TaxXUKapAus;, TakkKe MpH
nepe03uPOBKE MOKET BOSHUKHYTh OpauKapIus.

Jleuenue

OTtcyTcTByeT Kakas-mnbo crenuduyueckas nHGOpMaNrs B OTHOIICHUH JICYCHUS MEPEIO3UPOBKH

npbeeapranomupenapatoM  Mpbuc. Crneayer yCTaHOBUTH IOCTOSHHOE HaONIOACHHE 3a
COCTOSSHUEM TAalMeHTa ©, TMpU HEOOXOIUMOCTH, TMPOBOJUTH CUMIOTOMATHYECKYID U
MOJJICP)KUBAIOIY 0 Tepanuio. [lpu Tepeno3upoBke pPEKOMEHAYETCS BBI3BaTh PBOTY /WM
IIPOBECTHU MPOMBIBaHUE Kemyaka. LlenecoobpaseH npuemM akTHBHPOBaHHOTO yris. Mpbecapran He

BBIBOAUTCA U3 OpraHru3Ma € IIOMOIIbIO IrEMOaAraIn3a.

B3aumopeiicTBHE ¢ APYTrUMH JIEKAPCTBEHHBIMH CPeACTBAMH

Wcxons W3 JMaHHBIX HCCIIEAOBaHUE IN VItro, He oXwugacTcs B3aMMOACHCTBHS HpOecapTaHa C
JIEKapCTBEHHBIMM CPEJICTBAMM, METa0OIU3UPYIOMUMUCS ¢ momoulbio n3odepmentos CYP1AL,
CYP1A2, CYP2A6, CYP2B6, CYP2D6, CYP2El wmu CYP3A4. HpGecapTtaH, B OCHOBHOM,
meTabomm3upyercss ¢ uzopepmenrom CYP2CY9 wu, B MEHbIIEH CTENCHH, IOABEPracTCs
TIIIOKYPOHHPOBAHUIO.

He HaOmromanoch  3HAYMTEIBHBIX  (ApMAKOKHMHETHYECKHX W (hapMaKOJIMHAMHYCCKUX
B3aMMOJICHCTBHII ~ MPU  COBMECTHOM  TNpPUMEHEHHH  upbecapTaHa ¢  eapgapuHom,
MeTaboIH3UPYIOMMMCS ¢ ToMoIsio n3opepmenta CYP2COI.

HpOGecapTan He n3MeHseT PapMaKOKHHETHKY OUCOKCUHA U CUMBACMAMUHA.

[Ipu coBMecTHOM MpUMEHEHHH UpOecapTaHa C 2uUOPOXIOPMUAZUOOM WU  HUPEOUNnUHOM

(bapmakoknHeTHKa UpOecapTaHa He U3MEHSEeTCS.

11
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ﬂeKapCWLGQHHble npenapanivl, coaepofcau;ue AJIUCKUPEH

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OnHOBpeMeHHOE TMPUMEHEHHE upOecapTaHa ¢ JEKapCTBEHHBIMH TpenaparaMu, COJCpKAIIMMH
QTUCKUPEH, NPOTHBOIOKA3aHO Yy TMAaIMEHTOB C CaxXxapHbIM AuMabeTOM W/WIW C TMOYCUHOU
HEJI0OCTaTOYHOCThIO yMepeHHOH u Tshkenon creneHu (CKD < 60 mu/mun/1.73 M? TUTOIIAIN
MOBEPXHOCTU Tella) M HE PEKOMEHJYeTCs y Jpyrux HalueHToB (CM.  pas3zelsl
«IIporuBomnoka3anus», «OcoOble YKa3aHUsm).

Hueubumopor AIID

[Tpumenenue upbecaprana B couetranuu ¢ uaruOutopamu AIl® npoTuBoONOKa3aHo y MalueHToB ¢
nuabernyeckol HedpomaTHel W HE PEKOMEHIYeTCs Y JPYruX MalleHTOB (CM. pa3felibl
«IIporuBomnoka3anus», «OcoOble YKa3aHUsm).

Ipenapamul kanus u kanuticbepezaroujue OuypemuK, 2enapuH

Ha ocHOBaHMM ombITa, MOJYYEHHOIO NpPU NPUMEHEHUU JIPYyTUX JIEKAPCTBEHHBIX CPEICTB,
Biusomux Ha PAAC, npu 0THOBPEMEHHOM MIPUMEHEHUHU NMPENapaToOB Kallis; 3aMEHUTENIEH COJIH,
CoZIepXKalINX KaJliii; KaJuiicOeperaronmx IUypPeTUKOB WM JPYTUMU CIHOCOOHBIMHU TOBBIIIATH
COJIEpKaHUE KaJlus B KPOBU JIGKAPCTBEHHBIMH CpeACTBaMH  (TEMapuH), WHOTA MOXET
3HAYUTENIbHO TMOBBICHTH CHIBOPOTOYHYIO KOHIICHTPAIUIO Kajus, 4YTOo TpeOyeT TIIAaTeIbHOrOo
HaAOII0/IEHUS 32 TIOKa3aTeNIIMU KaJusl TUIa3Mbl KPOBH Y MAIIMEHTOB BO BpEMs JICUCHHUSI.

HIIBII, sxmouas cenekmuenvie uneubumopwt yukiookcueenasol-2 (L{OI-2)

[Ipy OAHOBPEMEHHOM NPUMEHEHUM AHTArOHUCTOB penentopoB anruorensuHa |l u HIIBII
(Bkirouast cenekthBHbIE HMHTHOUTOPHI 11OI-2) BO3MOXHO OCIa0JIeHHEe AHTUTHUIIEPTEH3UBHOIO
sddekra upbecaprana. Y MalMEHTOB IMOXKHUIOTO BO3pacTa, MAIMEHTOB C TUIOBOJEMHEH WU
MalMeHTOB C HapylieHHOW ¢yHkuuerd mnodek npumenHeHnue HIIBII, Bkirowas cenexkTHBHBIC
uaruouTopsl 1{OI'-2, 0THOBpEMEHHO C aHTArOHUCTaMHU PELENnTOpoB aHruoTeH3zuHa ||, BrIrOuas
upOecapTaH, MOXET MPUBECTH K YXYAUICHUIO (PYHKIIMH MOYEK, BKJIIOYas BO3MOXKHOE pPa3BUTHE
OCTpOi MOYEYHOW HEAOCTATOYHOCTU. DTH d(DPEeKThl 00BIUHO SBISIOTCS 0OpaTUMbIMU. CremyeT
PEeryJIIpHO KOHTPOJUPOBATh (DYHKIMIO TOYEK y MAIMEHTOB, OJHOBPEMEHHO MPUHUMAOIINX
upbecapran u HIIBII, Bkimoyas cenektuBHbIC HHTHOUTOPHI [[OI'-2.

Penacnunuo

HpGecapran Moxker wuHruobuposats Tpancnoprep OATPIBl. B Xxoge KIMHUYECKOro
WCCJIEIOBaHMS COOOIIAIOCh, YTO MPUMEHEHHE HmpOecapTaHa 3a | 4 10 mpuema penariuHuia
noBemalio Cmax 1 AUC penarmmanga (cyocrpara tpancrmoprepa OATP1B1) B 1,8 u 1,3 pasa
COOTBETCTBEHHO. B pamkax Ipyroro HccleJOBaHHS HE ObLIO 3aperuCTPHUPOBAHO 3HAYMMOTO
(bapMaKOKMHETHYECKOTO B3aUMOJICHCTBUS TIPU COBMECTHOM MpPUMEHEHUM wupdecapTaHa u
penarmmanaa. [lodToMy MoOKeT MOTpeOOBaThCS KOPPEKIHUS 03Bl pEeNariMHuAa TpU JICYSHUU

caxapHoro quabera y MalyueHTOB C apTepualbHON TUIIEPTEH3UEH.

12
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(NMOCNEOOBATENEHOCTE 0002)

IIpenapamoel numus

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

CooOmanioch 00 yBETMYEHHWH CHIBOPOTOYHBIX KOHIICHTPAIIMM JIMTUS W YBEIHUYECHUU €ro
TOKCHUYHOCTH IPHU OJHOBPEMEHHOM IMPUMEHEHHUH COJICH JIUTUS U upOecapTaHa.

Huypemuku u opyaue cunomeH3zusHvle cpeocmea

[Ipu onHOBpEeMEHHOM MPUMEHEHUU HpOecapTaHa U IPYrHMX THIOTEH3UBHBIX CPEACTB BO3MOXKHO
YCUJIGHWE AaHTUTHIICPTCH3UBHOTO JeicTBus. pOecapraH MOXKET NPUMEHSATBCA C JAPYTUMHU
TUTIOTEH3UBHBIMU CPEICTBAMH, TaKHUMH Kak Oera-aapeHobnokaropsl, BMKK mmutensHOTO
JIEHCTBUS U TUA3UHBIE JUYPETUKH.

[IpeauecTByroliee JieueHNEe TMyPETUKAMU B BBICOKUX J103aX MOXKET IPUBOJAUTH K TUIIOBOJIEMHUH U

MOBBIIICHUIO PUCKA YPE3MEPHOro CHIKEHUs AJ] B Hayaye JeueHUs HpbecapFaHemIIpernaparom

Upbuc.

Oco0ble ykazanus
Ypesmepnoe crudicenue AJ] y nayuenmos c cunosonemuet

Mpbeeapran—[Ipenapar MpOuc penko BbI3bIBal Upe3MepHOe CHMUKeHue AJ[ y mnaunueHToB c

apTepuallbHON rumnepreH3uel 0e3 Apyroil comyTcTByromiei mnaronoruu. Kak u mpu mpueme
uHruoutopoB AII®, upesmepHoe cHmxeHHe AJl ¢ COOTBETCTBYIONIEH CHMITOMATUKOW MOXET
Pa3BUTBCS Yy TAIUEHTOB C THUIIOBOJIEMHCH/TUIIOHATPUEMHCH (HApUMep, B pe3yJibTare
WHTCHCUBHOW JMYPETUYECKOW TEparuu, TUAPEH, PBOTHI, COONIOACHUS JUETHI C OTPAHUYCHHECM
noTpebieHusT TOBAPEHHOW COJNHU), a TaKKe y TMAalHMeHTOB, HAXOIAIIMXCS Ha TeMOJUaIU3e.
['unoHaTpueMus: W/WIKM TUIIOBOJIEMHUS JOJKHBI ObITh CKOPPEKTUPOBAHBI TIEpEe] HAYalloM JICUCHUS

npbeeapratompenapatoM MpOuc, M cieayeT HauMHATh JieueHUe ¢ Oosee HU3KOM 103bI

upbecaprana (BO3MOXHO MpUMEHEHHE upOecapTaHa B 03€ 75 MT).
T'unoenuxemus

Hpbeeapranr—[Ipenapar MpOuc MoOXKeT BBI3BIBATh THIOMNIMKEMHIO, OCOOCHHO Yy TAIEeHTOB,

NOJTy4YalouX Hpemnaparsl A JedeHus caxapHoro auabera. IlosTomy MokeT moTpeboBaThes
KOPPEKIHs JI03bI TMPErapaToB JUIs JICYSHHS CaxapHOTo aualeTa, TaKMX KakK pPEnmarjinHd] W
UHCYJIMH.

3abonesaemocms u cmepmHocmes NA00A/HOBOPOHCOEHHO20

XOoTs OoNbIT NPUMEHEHUs HpbeeapFara-npenapara Mpouc y 6epeMeHHbIX )KEHIIUH OTCYTCTBYET,

€000111a710Ch, YTO BHYTpUYyTpoOHOE Bo3aeiicTBre HHTnONTOpoB AIID, npu npueme 6epeMeHHBIMU
JKEHIIUHAMU BO BTOPOM U TPETHEM TPUMECTPaX, MOKET IPUBECTH K HAPYIICHWUIO Pa3BUTHUS U

cmeptu mnona. Mpbeeaprar—Ilpenapar MpOuc NpoTHBOMOKa3aH K MTPUMEHEHHUIO BO BpeMs

OepeMEeHHOCTH, KaK U JII000HM Apyroi mpemapar, KOTOPBIM OKa3bIBaeT MPSIMOE BO3JICHCTBHE HA

PAAC. Ecnu OGepeMeHHOCTh ObUTa BBISIBIEHA BO BpeMs JICUCHHS, NMPUMEHEHHE HupOecapTaHa
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COOTBETCTBYET 3KCTIEPTHOMY OTUETY

ot 12.03.2025 N 6698

ClIelyeT MPEeKPaTUTh KaKk MOXKHO cKopee (CM. pa3leiibl «O'(!_(l)éb;e_lgﬂ:izaﬁml Em'_l'ﬁmm }feHI/Ie ‘-1‘11)1/1

OEpEeMEHHOCTH U B TIEPHOJI TPYAHOTO BCKAPMITUBAHHUS).

Tayuenmor ¢ pynkyueti nouex, 3agucaueti om akmuenocmu PAAC

Kak cnencteue wunrunbupoBanus PAAC MOXHO OXHIATh YXYAMICHUS (YHKIHH TIOYEK Y
MPEIPACIIONOKEHHBIX K 3TOMY HAI[MEHTOB. Y MalMUEHTOB ¢ (DyHKUMEH MOYeK, 3aBUCAIICH OT
aktuBHOCTH PAAC (manueHTsl ¢ apTepUaIbHOM TMIEPTEH3UEW M CTEHO30M IOYEYHOH apTepuu
OJTHOW MM O0eHMX MOYeK, MAIlMEeHTHhl ¢ XPOHHYECKOW cepiaedHoil HemocratoyHocteio Il u IV
byHknuoHaapbHOro kimacca [mo  kiaccubpukammun  NYHA]), 1nedenue  JeKapCTBECHHBIMH
npenaparamu, KoTopble Bo3acicTByloT Ha PAAC, accounmupoBagoch ¢ OJWUTYpUCH W/WIIH
IPOTPECCUPYIONIEH a30TEMHEN M PEIKO C OCTPON IMOYEYHON HEAOCTATOUHOCTBHIO M/UIM CMEPTHIO.
Henb3st MCKIIOYUTH BO3MOXKHOCTH BO3HHKHOBEHHUS TOJOOHOTO »(deKxTa Nnpu NPUMEHEHUH
AHTaroOHUCTOB PELeNTOPOB aHTHOTeH3uHa ||, BKkiItouas upbecapraHn.

Iloueunasn HedocmamoyHocmsd U MPAHCHAAHMAYUSA HOYKU

[Tpu npumeHeHun Hpbeeaprata-rpenapara MpOuc y nalueHToB ¢ MOYEYHOM HEJ0CTaTOYHOCTHIO

PEKOMCHAOBAH Hepﬂozmqecxnﬁ KOHTPOJIb COACPKAHUA KaJIMd W KOHLCHTpAaHWU KpCaTHMHWHA B
CBIBOPOTKC KpPOBH. Her xnmHMyeckux JaHHBIX OTHOCHUTCJIBbHO IIPUMCHCHUS ffpéee&p%am

aopfcmaapara I/ID6I/IC Yy NaoUCHTOB, HEAABHO IICPCHCCHIUX TPAHCINIAHTAIUIO ITIOYKHU.

Tlayuenmul ¢ apmepuanvHoli eunepmeH3uell U CaxapHolM Ouabemom 2 muna ¢ HaApyuleHusmu
@dynKyuu nouex

bnaronpustHoe neiicTBre updbecapraHa B OTHOILEHUH 3aMeJJIEHUs TPOrPECCUPOBAHUS TOYEUHBIX
U CeplIeYHO-COCYANUCTBIX HApYIIEHUI MMeENO pa3HylO0 CTENEHb BBIPAXKEHHOCTH Y Pa3HbIX TpyHI
MAIMEeHTOB, MEHEE BBIPAKEHO OHO OBUIO y JKCHIMMH M y TAIWEHTOB, HE OTHOCSIIUXCA K
€BpOIICOUTHOM pace.

B xmuanyeckom uccnenosanuu IDNT y manumeHToB ¢ apTepuanbHOM rUnepTeH3uell 1 caXapHbIM
nuabeTtoM 2 tuna c nporeuHypueit (=900 mr/cyTku), B MOArpyIIe NallMEHTOB ¢ BEHICOKUM PUCKOM
CTEHO3a TIOYEUHBIX apTepuid, HU Yy OJHOTO TMAaIeHTa, NPUHUMABIIETO HpOecapTaH, He
HaOJIF01aJI0Ch OCTPOTO PAHHETO MOBBIIICHUS! KOHIICHTPALMU KPEaTWHHHA B CHIBOPOTKE KPOBH,
CBSI3aHHOT'O CO CTEHO30M MOYEUHBIX apTepHil.

Heotinas 6noxada PAAC npu oonospemennom npumenenuu upbecapmana c uneubumopamu AIl®
UnU C ANUCKUPEHOM

JBoitnas 6nokaga PAAC npu npumeHeHun komOuHauuu upOecapraHa ¢ unruouropamu AlID
WIM aJMCKUPEHOM HE PEKOMEHIYeTCsl, TaK KakK [0 CpPaBHEHHMIO C MOHOTepanueil mmeercs
MOBBIIIEHHBI PUCK Pe3KOro cHukeHus AJl, pa3BUTHS TMIIEPKAIMEMHM M HapyLIeHUs (QYHKLIUH

ITOYCK.
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OmHOBpeMEHHOE TPUMEHEHUE upbOecapTaHa ¢ ai 4CKHpeHUM'5mHéﬁ%EW "C'('m f)'}i{la'nﬁm'vm

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

QIMCKUPEH, MPOTHUBOINOKA3aHO Yy MALMEHTOB C CaxapHbIM IUAa0ETOM W/MIU C YMEPEHHOW WIH
TAKENOH mouedHoi HeocTaTouHocThIo ¢ CK® < 60 Min/Mun/1.73 M? m1ommaay noBepXHOCTH Tena
(em. pasgensl  «IIporuBomnokazanus», «BzauMopelicTBue ¢ JIpPYrMMH  JIEKApPCTBEHHBIMU
CPEIICTBAMU») U HE PEKOMEHAYETCs Y APYTUX MallUEeHTOB.

OpnHoBpeMeHHOE TpuMeHeHue wupoOecaprana ¢ uHruouropamu AllD mnpoTHBOMOKAa3aHO Yy
NalMeHToB ¢ auaberndyeckoil  Hedpomaruedt  (cm.  pasgensl  «IIpoTuBomokazaHus,
«BzaumopeiicTBue ¢ APYrMMHU JIEKApPCTBEHHBIMH CPEICTBAMU») M HE PEKOMEHIyeTCs y JAPYTuxX
MalUEeHTOB.

Iicopuasz

VY nanueHToB ¢ ncopuaszoMm (B T.4. B aHAMHE3€) pEUIEHHE O NPUMEHEHUM Ipernapara JI0JKHO
MPUHUMATBCA TOJBKO TMOCIE TLIATEIbHOM OLIEHKH COOTHOLIECHHS «IOJb3a-PUCK» BBHUIY
BO3MOXKHOT'O 00OCTPEHUS TEUEHUS TICOpHasa.

T'unepranuemus

Kak u npu mnpumeHeHuMH Apyrux JIEKapCTBEHHBIX IHpemnaparoB, Biaustomux Ha PAAC, npu

JeYeHUN HpbeeapFanom-npenaparom Mporuc MoKeT pa3BUBAThCS THIIEPKATHEMHUsI, 0COOCHHO MPHU

HAJIMYUU TIOYEYHOH HEJOCTaTOUYHOCTH W/WiM 3aboieBaHWil cepama. Y TakuX MalUEHTOB
PEKOMEHIyeTCsl KOHTPOJIMPOBATh COJIEpKaHUE KaJusl B CBIBOPOTKE KPOBH.

Cmeno3 aopmanbHO20 UMY MUMPATLHO2O KIANAHA, 2unepmpoguyeckas 06CmMpyKmMueHas
Kapouomuonamus

Kak u npu npuMeHeHuu JIpyrux Ba3oIWIIaTaTOPOB, NMPH MpHeMe #pbecapFata-npenapata Mpouc

NalUeHTaM C a0pTaIbHBIM WM MUTPAJIBHBIM CTEHO30M WUJIM C TULIEPTPOPUUECKON 0OCTPYKTUBHOM
KapJIMoMuonaTieil He00X0IMMO COOJI0IaTh OCTOPOYKHOCTb.

Tlepsuunviii cunepanrboocmeporHusm

[TatMeHTHl C MEPBUYHBIM THUIEPATbIOCTEPOHU3MOM OOBIYHO HE PEarupyroT Ha THIOTEH3UBHBIC
npenaparsl, AelctByrone yepe3 uHruOuposanue PAAC. IlosTomy npuMmeHeHue HpbeeapFatia

npenapata MpoOuc B TakuX cllydasx HeleaecooopasHo.

Tayuenmor ¢ uwemuyeckou 0one3HblI0 cepoya u/uny KIUHUYEeCKU 3HAYUMBIM AMepPOCKIEPO3OM
€OCY008 20106H020 MO32a

Kak v mpu npumMeHeHUM IpYruX T'MIIOTEH3WBHBIX MpenapaToB, 3HaYUTENbHOE CHIbKeHue AJl y
NAlMEHTOB C HMIIEMUYECKON OOJEe3HBIO cepAlla W/WIKM BBIPAXKEHHBIM aTEPOCKIEPO30M COCYA0B
TOJIOBHOTO MO3Ta MOXET MPHUBECTH K Pa3BUTHIO MH(]ApKTa MUOKapJa WIM WHCYJbTa. JleueHue

TAKUX MAIMUCHTOB OOJIKHO OCYHICCTBIIATHCA 1O CTPOTUM KOHTPOJICEM AI[
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Jlumuai

He pexomennyercst mpuMeHEHHE MPENapaToB JUTUSL B KOMOMHALIMY C #pbecapFatom-TIPernapaTrom

WpOuc (cm. pasaen «B3zanMoaelicTBre ¢ IpyTruMu JIEKAPCTBEHHBIMU CPEICTBAMUY).

BJiusinue HA CIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMHU, MEXaHHU3MaMU

BrnusHue npenapara Ha crioCOOHOCTH YHPABJIATh TPAHCIIOPTHBIMU CPEIACTBAMHU WM 3aHHUMATHCS
APyruMyu TOTCHHHUAJIBHO OIACHBIMHU BHJaAMH ACATCIILHOCTH, Tpe6YIOH_[I/IMI/I IIOBBIIIICHHOT'O
BHHMaHHsI ¥ BBICOKOH CKOPOCTH MCHXOMOTOPHBIX PEaKIui, He M3y4anoch. OIHAKO, UCXOMAS W3
ero (apMakoJIMHAMHUYECKUX CBOWCTB, MperapaTr He JIOJDKCH BIHMATh HA CIIOCOOHOCTh YIPABJISATH
TPAHCIIOPTHBIMU CPCACTBAMU MW 3aHUMATLCA JPYTMMU IMOTCHIHUAIBHO OINACHBIMU BUIAAMU
nesTeNlbHOCTH (paboTa Ha BBICOTE, paboTa aBHagucneTdepa, paboTra ¢ MEXaHW3MaMu H T.I..). B
cllyyae BO3HMKHOBCHHS TOJIOBOKPYXKCHHS M CIa0OCTH BO3MOXKHO CHIDKCHHE BHHMAaHHS U
3aMe/ICHHE ICHXOMOTOPHBIX PEaKIHid, HEOOX0AUMO COOI0AATh OCTOPOKHOCTD MPH YIIPABICHUN

TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MaMMU.

®opMa BBIILYCKA
TabyieTku, MOKPHITHIC INIEHOYHOU 000s10uK0M 75 Mr, 150 mr, 300 mr.
IIpu npoussoicTBe Ha Xerepo JIadc Jlmmuren, Maaus

ITo 10 Tabmerox B 6muctep u3z An/IIBX-T12-TIBJAX wim An/TIBX-TIBX.

[To 1 nnu 3 Gnucrepa BMecTe ¢ HHCTPYKIUEH 110 MPUMEHEHHUIO B KAPTOHHYIO MauKy.

[Ipu mpousBoacrse, hacoske w/ninn yinakoske Ha 000 «MAKIN3-DAPMA»

ITo 10 TabJIeTOK B KOHTYPHOU STYEUKOBOM YIIAaKOBKE n3 IIJIEHKH
NOJMBUHMWIXJIOpUAHON/onuBuHMMAeHxJIopuaHod (IIBX/TIB/IX) u ¢onpru amroMuHHEBOM
neyaTHOM nakupoBaHHOM. [lo 3, 6 uam 9 KOHTYpHBIX S4YEHKOBBIX ymakoBku mo 10 TaGmerox
BMECTE C MHCTPYKIMEN 10 IPUMEHEHUIO B IIaUKe U3 KapTOHA.

ITo 30, 60, 90 Tabnerok B OaHKy K3 mojudTUieHa Bbicokod miuoTHocTH (HDPE), ykynopenHnoii
KpBIIIKONH M3 monudTuieHa Hu3kod miuotHoctw (LDPE) ¢ KoOHTponem mepBOro BCKPBITHSL.
CBoOoiHOE TMPOCTPAHCTBO, B Cllydyae HEOOXOAMMOCTH, 3amlOJHAIOT BaTOM MEIUIIMHCKOM
rurpockonuyeckoil. Ha 6aHky HakJIeMBarOT STHKETKY.

1 6aHKy BMecTe ¢ HHCTPYKIMEH 0 IPUMEHEHHUIO B MAUKy U3 KapTOHA.
YciaoBus XxpaHeHUs

XpaHuThb npu Temrnepatype He Boie 25°C.

XpaHUTh B HETOCTYITHOM JUIS1 IETEH MeCTe.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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(NOCNEQCBATENEHOCTE 0002)

Cpox rogHocTu

2 roja.

He npumeHnaTh mpenapat 1o UCTEUEHUHU CPOKA T'OJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

YcaoBus oTnycka

OTIyCKaroT MO peuenTy.

IIpousBoauTe b

Xerepo Jladc JImmuten, Unnus

Onut V, Vu. Ned439, 410, 411 u 458, TCUUK ®opmymitmn CE3, Tlonenamm Bumnamx,
Jxamaepna Manpan, paiion Maxabyonarap, Tenanrana, Unaus.

000 «<MAKU3-OAPMAY, Poccus

109029, r. MockBa, ABTOMOOMIIBHBIN MTPOE3, 1. 6, cTp. 4, CTp. 6, cTp. 8.

Baagenen perucTpaiMOHHOTO yA0CTOBEPEHUsI
Xerepo Jladc JImmuren, Unnus
«Xerepo Kopmopeit» 7-2-A2, Unnactpuan Ocreiitc, Canat Harap, Xaiimapabang — 500018,

Nunusa

Opranusanus, NPUHAMAOLIIAsS IPETEH3UH OT NOTPeduTe el
[TpencraBuTenbeTBO Komnanuu «Xetepo Jladbe Jlumuten»
109029, r. MockBa, ABTOMOOWIBHBIN MPOE3, 1. 6, cTp. 5.
ten./daxc: (495) 981-00-88

e-mail: DrugSafety-Russia@heterodrugs.com
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