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MMHUCTEPCTBO 3[IPABOOXPAHEHWS POCEFIEKRON GENEPAT I

HHCTPYKIUA
[10 MEJIMIIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPETIAPATA

HUpbecapran

Perncrpannonnbiii Homep:
Toprosoe HanmenoBanue: MpGecapran
MexayHapoaHoe HeNATEeHTOBAHHOE HAMMEHOBaHue: upOecapTan

JlexapcrBennasi popma: TableTKH, MOKPBITHIE IUIEHOYHOH 000109KO#H

Cocras

1 Tabnerka 150 MI COOEpKHT:

Heiicmeyrowee sewecmeo. upbecapran — 150,00 mr.

Bcnomozamenvnvie  6ewjecmeéa:  nakrto3sl  MoHoruapar — 93,20 wmr, memwmonosa
mukpokpuctamyeckas (MKI[-101) — 48,00 mr, kpockapmerioza Hatpus — 14,40 wr,
noBuA0H-K25 — 9,60 mr, maraus creapar — 3,20 Mr, KpeMHHS THOKCHJ KOJUTOHAHBIA — 1,60 mr.
Cocmae obonoyku: runpomennoza — 4,40 mr, makporon-4000 — 1,20 mr, TMTaHa IHOKCHI —
2,40 mr.

1 Tabnetka 300 MI COIEPKHUT:

Heticmeyrowee sewgecmeo: updecapran — 300,00 mr.

Bcnomozamenvuvie  6ewjecmea:  nakrto3sl  MoHormapar — 186,40 wmr, memmonosa
mukpokpuctaumueckas (MKI[-101) — 96,00 wmr, xpockapmemnno3a Hatpusi — 28,80 wr,
noBuI0H-K25 — 19,20 mr, maraus creapart — 6,40 Mr, KpeMHHS THOKCH]I KOJUTOHIHBI — 3,20 Mr.
Cocmas obonouku: runpomesnioza — 8,80 mr, makporon-4000 — 2,40 mr, THTaHa JUOKCHI —
4,80 mr.

Onucanue: Kpyrible JBOSKOBBITYKIblE TAOJETKH, MOKPBIThIE IUIEHOYHOH 000m0ukoi Genoro
WM noutu Oenmoro nsera. Ha monepeyHom paspese BHAHBI ABa CIOS: SApo 0€Ioro Wid MOYTH
GeJioro 1BeTa U MIeHOYHas 000JI0YKA.

®apmakoTepaneBTHYECKAas rpynna: anruoTen3nHa [l penenTopos aHTaroHMCT.

Koa ATX: C0O9CA04
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dapmako0rayecKne cBoHcTBa

Dapmakoounamuka

UpGecapran sABsSETCS CEJEKTUBHBIM AHTATOHUCTOM perienTopoB anrnorensuna Il (tuna AT)).
HpbGecapran He TpebyeT MeTabOIHMUECKOH AKTHBALMH IS NMpHOOpeTeHUs GapMaKoIOrH4ecKon
aKTHBHOCTH. AHruoreH3uH [l sBigercs BaXKHBIM KOMIIOHEHTOM PpEHHH-aHIHOTECH3HH-
anpaoctepoHoBoi  cuctembl (PAAC) W BOBJI€YeH B MATOr€HE3 Ppa3BUTHA apTEPHATBHOM
TUTNIEPTEH3UH, A TAKXKE TOMEOCTa3 HATPHSL.

Hpbecapran Onokupyer Bce (HU3HOIOTHYECKH 3HauuMble d¢dexTsl aHruoreHsmHa I,
HE3aBHCHMO OT MCTOYHHMKA WM [IyTH €ro CHHTEe3a, B TOM YHCJE, €ro CHJIbHO BBhIPaXKEHHBIE
COCYNIOCY/KHMBAIOMMHA H albJ0CTEPOHOCEKPETHPYIOUME 3 deKTsl, peamusyrommecs Uepes
penenTopsl THna AT}, pacrookeHHbIE HA TIOBEPXHOCTH IVIAAKOMBIIIEYHBIX KJIETOK COCY/IOB U B
Kope Haamo4eyHukoB. Mpbecapran He oO0nagaeT aroHMCTHYECKOM aKTHBHOCTBIO K AT
penenTopaM H UMeeT ropasao Gonbmee (6onee uem B 8500 pa3s) cpoactBo k ATi-penentopam,
yem ¢ ATr-penentopamu (penenTtopam, He CBS3aHHBIM C pEryisnued paboTel cepaedHo-
COCYMCTON CHCTEMBI).

Upbecapran He uarubupyer pepmentsl PAAC (Takue Kak peHHH, aHTHOTEH3HHITPEBPAIIArO A
pepment [AIIDP]) u He BIMAET HA pEUENTOPbl JPYTHX TOPMOHOB HJIM HOHHBIE KaHAIKI,
y4acTByIOIIME B pEryJsilMd aprepuanbHoro jasnesus (AJ[) uw romeocrasa Harpus.
brokupoBanne upbecapranom AT)-penenTopoB npepsiBaeT Lenb 0OpaTHOW CBA3H B CHCTEME
PEHHH-AHTHOTEH3HWH, YTO NPHBOJWT K YBEIWYEHHIO IUIa3MEHHBIX KOHLEHTPALWA pEeHHHA H
anrnotensuHa II. Ilocie mnpuema wupOecapraHa B peKOMEHIYEMBIX [03aX ILUIa3MEHHAs
KOHLEHTPALUA aIbJOCTEPOHA CHUKAETCS, HE OKa3bIBasi IPH ITOM CYLIECTBEHHOTrO BIIMSHHSA Ha
COJEpKAaHWE KAIUA B ChIBOPOTKE KPOBH (CpeJHEee 3HA4YE€HHE €ro YBEIMYEHHS COCTaBISET
< 0,1 MDxB/n).

Hpbecapran He OKa3blBa€T 3aMETHOrO BIMSHHA HA CHIBOPOTOYHBIE KOHIIEHTpALUH
TPUITHLIEPUIOB, XOJIECTEPHHA U IIIOKO3bl. VMipOecapran He BIMAET Ha KOHIEHTPAIMIO MOYEBOH
KHCJIOTBI B CHIBOPOTKE KPOBH HJIM HA CKOPOCTH IKCKPEIIHH MOYEBOH KHCIIOTHI MOYKAMH.
AHTHrHNepTeH3uBHBIN 3@ dexT upbecapraHa NposBILETCS yikKe I10C/Ie IIpHeMa ero NepBoM 036l
M CTaHOBHTCS 3HAYMMBIM B TedyeHHe |-2 Hedenmbp [puemMa, €ro MaKCHMAJbHBIH
AHTUTHIEPTEH3UBHBIH 3ddexT pocturaercs k 4-6 Hexene JedYeHHA. B T0JroCpOYHBIX
KJIMHHYECKUX HCCIEJOBaHHAX HaAOMOJATOCh COXpAaHEHHE AaHTHIHIIEPTeH3WBHOro 3ddexTa
upbecaprana 6osiee OHOTO roja.

[Ipu omHokpaTHOM mpueme BHYTph upOecapraHa B jJo3ax a0 900 Mr aHTUrMNEepTeH3UBHBIH
3 deKT HOCHT N0303aBHCHMBIH XapakTep B TeueHHe CyToK. MpOecapran mpu OZHOKpaTHOM

npueme B 1o3ax 150-300 Mr B TeyeHHe CyTOK CHHXKaeT AJl, H3MepsAeMOe B MOJIOKEHHH «IIeKa»
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HWIH «CHI» B KOHIE MEXI030BOT0O HHTEpBaNa (depe3 24 yacd ﬁbﬂlé‘hbnem n%zmﬁ‘pﬁecaprana,

JKCMNEPTHOMY OTUYETY

T. €., Tlepef] MpAEMOM ouepemHoli Jo3sl HpOecapraHa), B cpeaHeM Ha 8-13/5-8 MM prT. cT.
(cuctomraeckoe/npactomdeckoe AJl) mo cpaBHeHHIO ¢ Iiane6o. AHTHIHIOEPTEH3WBHBIA
addexT npOecapTana nepes MpAEMOM ovepeHO# 036! cocTarnseT 60-70 % OT MaKCHMAIBHEIX
3Ha4YeHHH CHIDKeHHs JuacToimdeckoro m cacrommyeckoro AJl. OntumansHoe cHIxeHue Al B
TedeHne 24 3acoB JOCTHATAETCS NpH npHeme upbecaprana 1 pas B CyTKH.

WpbecapTran npHOIA3ATENSHO B OXMHAKOBOM cTenleHH CHIKaeT AJl B IONOXXEHHH «CTOA» U B
HONOKEeHHH «exa». OprocratHyeckne 3QdexTsi HabMmOoNaIOTCI pEefKo, OXHAKO, KaK W IpH
npueMe HErHOUTOpoR AIID, y malMeHTOB C THIOHATPHEMHEH H/HIM TMIIOBOJEMHEH BO3MOMXKHO
9pe3MepHOe CHIDKeHHE Al C KITMHUYECKAMH [IPOSABIICHASAMH.

AHTHIHAIIEPTEH3UBHOE AeHCTBHE MpOecapTaHa M THAa3HIOHBIX JUYPETHKOB HOCHT AJAUTHBHBIH
XapakTep. Y NMalMEeHTOB ¢ HEAOCTATOYHBIM CHIbKeHHMeM AJl mpH MOHOTepamHH upOecapTaHoM
JobaBieHne K ero NpueMy HH3KHX 103 ruapoxiopotrasufa (12,5 mr) 1 pas B cyTka npnao:mrk
JonoJHUTeNbHOMY cHIDKeHMIO AJl Ha 7-10/3-6 MM pT. cT. (CHCTONMYECKOE/TUACTONMAIECKOE) IO
CPaBHEHHIO ¢ fo0aBneHneM 1wianeso.

S¢dexTrBROCT: HpbecapraHa He 3aBHCHT OT BO3pacTa WM moia. Kak M IpH OpAMEHeHHH
JpYTHX JEKapCTBEHHBIX CPEACTB, KOTOphie BMLsioT Ha PAAC, aRTUrunepreH3HBHOE JeiicTBHE
Hpbecaprasa y DAaUMEHTOB HETPOHIHOM packl 3aMETHO MEHEE BLIPAXKEHO, OIHAKO, IpH
NprMeHeHnr upOecapTala OZHOBPEMEHHO C HM3KHMH JO3aMH THAPOXIIOPOTHA3AAa (HalpuMep,
12,5 Mr B CyTKH) aHTHTHIICPTEH3UBHEI OTBET Yy NMAMEHTOB HEIPOMAHON packl MPHONMIKAETCH
10 3¢ PEeKTHBHOCTH K TaKOBOMY Y ITAINEHTOB €BPOIICONIHOM PACEHL.

[Tocire ot™enn1 upbecaprana AJl Bo3BpammaeTcs K ACXOJTHOMY YPOBHIO IocTenmenHo. CHHApoMa
«OTMEHED» He Habmomaercs.

Y manueHTOB C apTepHANbHOHR IHIIEpTeH3Mel U ¢ caxapHbM quabeToM 2 THIA, NPRHAMAIOIAX
npbecapran B mo3upoBke 300 mr, ormedanocs 20 % cHmkeHHE (0 CpaBHEHHIO ¢ mwianebo) m
23 % cHmKeHue (IO CPaBHEHHIO ¢ aMJIOJMIIMHOM B H03UpOoBKe 10 MI) OTHOCHTENHHOrO PHCKA
IEPBOr0 BO3HHUKHOBEHHMS JIOOOro H3 CIEAYIOIMX COCTOSHHIL: YABOEHHE CEIBOPOTOYHOM
KOHIICHTpAallN KpEaTHHHHA, Pa3BUTHE TEPMHUHAILHON CTANMM NOYEYHOM HEJOCTATOTHOCTH HITH
CMEPTH OT 000l W3 OpHYMH (IpH JOCTHXEHWH COHOCTAaBHMOro CHWxeHHA AJl np:
IpAMEHEeHHH upOecapTaHa K aMJIOJUIIHHA).

Dapmaxoxunemuxa

Abcopbyus

Ilocne mpuema BHYTps HpOecapTaH OBICTPO H IONHOCTBIO BCAachBAaeTCd, €r0 a0COMIOTHAA

OHomocTymHOCTS' cocTaBnser HpubimamrrensHo 60-80 %. OmHOBpeMEHHENf MpHEM ITHIIH
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CYIECTBEHHO He BIWseT Ha OMOZOCTYmHOCTS mpbecapraa  TIocne ‘npréma  BEYTDL

'

MaKCHMallbHad IUla3MeHHas koHneRTpaid (Cmax) HpbecapTana focturaercs uepes 1,5-2 gaca.
Pacnpeodenenue

Cea3p ¢ OenxaMu IUIAa3MBEl KPOBH cocTaBusieT npuOmmsmrensHo 96 %. Cps3piBaHME C
KJIETOYHBIMM KOMIIOHEHTAMH KpOBH He3HauuTeNnbHO. OOBEM paclpefieNeHus COCTaBiAjgeT
53-93 1.

Buompancgopmayua

[locne mnpuema BHYTPs HIH BHYTPHBEHHOro BBe;eHMA *C-upGecaprana 80-85 %
DafHOAKTHBHOCTH, IUPKYIHpYIOmed B IUIa3ME KPOBH, INPUXOAUTCY HA HEH3MEHEHHLIH
npbecaprad. HMpOecapran MeTaGoMM3Upyercs UEYEHBIO NMYTEM OKHCICHHA M KOHBIOTALMH ¢
IIOKYPOHOBOH KHCIOTOH. OCHOBHBIM METabOMMTOM, HAXOMAIUMCA B CHCTEMHOM KPOBOTOKE,
ABnsercs HpbecapraHa rIimoKypoHuZ (npmOimmsmrensHo 6 %). Oxucnenme upbecaprana
OCYIIECTBIIAETCS, TIaBHRIM 00pa3oM, ¢ IMoMombio u3odepmenTa murToxpoma P450 CYP2CY,
ydactue uzopepmerta CYP3A4 B merabomm3me upbecaprana sSBIAeTCS HE3HAIHATEIHHBIM.
Hpbecapran He MeTabomu3upyeTcs ¢ IOMOMBIO GONBIMMHCTBA H30(epMEHTOB, KOTOPEIE OOBIMHO
y4acTBYIOT B MeTaboimM3Me JexapcTBeHHBIX npenaparoB (wzogepmentsl CYP1Al, CYPIA2,
CYP2A6, CYP2B6, CYP2D6 unu CYP2E1), # He BHI3BIBAaET MX HATHOUPOBAHKUA AIIX HEAYKIHH.
HUpbecapran He uHAynApPYyeT B He HHTHOUpPYeT H3odepmenT CYP3A4.

Snumunayus

Hpbecapran u ero MeTabONMTEl BBIBOJATCSA H3 OpraHM3Ma, KaK dYepe3 KHINEYHHK, TaK H
HOYKAMH.

Menee 2 % BBeACHHOU 03B BHIIEIIETCH IOUYKAMH B BHE HEA3MEHEHHOro HpbecapraHa.
Koneunsni nmepuon mnomyBbmenesds (T12) mpbecaprana cocraenser 11-15 wgacor. OOmuit
KIMPEHC BHYTPHBEHHO BBEJEHHOro Hpbecaprana cocTasmser 157-176 mur/MuH, a ero No4edHbIH
KIMpeHc cocTapnser 3-3,5 mw/mun. IIpm exenHeBHOM OIHOKPAaTHOM IpHeMe HpOecapTaHa
paBHOBecHasT IUtasMeHHas KoHueHTpamms (Cgs) pmocThraercs depes 3 [IOHS, NOPA  3TOM
HabmoZaeTcd ero OrpaHHYeHHOE HaKOIUIeHne B Iuiazme kKpos (1o 20 %).

Juneunocms (Henuneiinocms)

Hpbecapran [EeMOHCTPHpYET JHHEHHYI0 H IO30NPONOPHHOHAIBHYIO (PapMaKOKWHETHKY B
nuanasome 103 or 10 mo 600 mr. HaGmopanoch MeHBmiee, 49eM NO30MPONOPHHOHAILHOE
YBEIHYCHHE CKOPOCTH BCACHIBAHHA INpelapaTa Iocie npueMa BHYTph Xo3 6omee 600 Mr (B 2

paza 6onsIme MaKCHMATHLHON PEKOMEHIYEeMO T0351); MEXAHU3M B JAHHOM Cy4dae HEM3BECTEH.
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Oco0sle rpynmkl NaHeHTOR

Brusnue nona na ¢hapmaxokunemuxy upbecapmana

Y eHIIUH (10 CPaBHEHHIO C MY)KYHHAMH ) OTMEYATHCH HECKOJIBKO 60J1ee BHICOKHE IIa3MEHHbIE
KOHLeHTpauu upbOecaprana. OJHAKO, CBA3aHHBIX C IOJIOM pa3auuuid B Ti2 B HAKOIUICHHH
upbecaprana He BbeIB/ILUIOCHh. Koppekumu 10361 wpbecaprana y jkeHmuH He Tpedyercs. He
Ha0I0110Ch CBA3aHHAIX C MOJOBOH MPHHAIEKHOCTHIO pa3iHunii B dddexTax upbecaprana.
Dapmakoxkunemuxa upbecapmana y nayuenmoes noJiCUN020 603pacma

3navenns AUC (momaan noa papMakOKHHETHYECKOH KPHBOH «KOHIEHTpanus-BpeMsi») H Cmax
upbecaprana y NAOWEHTOB MNOXMWiIoro Bo3pacta (65-80 1eT) ¢ KIMHHYECKH HOPMATBLHOM
byHKIMeR noyek u nedeHu Obumi npubmusuTenbHo Ha 20-50 % Bbime, yeMm y nanueHToB Oosee
mostozoro Bo3pacra (18-40 net). Koneunsie T, conocraBumel. He Habmoaanocs cBI3aHHBIX €
BO3pacTOM pa3in4uit B o dexrax upbecaprana.

Dapmakokunemuxa upbecapmana npu HApYuleHuu QYHKYUU neveHu

Y nanmeHToB ¢ nerkoi (GyHkumoHanbHLIH K1acc A wim 5-6 6amioB no mkate Yaina-[1s0) u
YMEPEHHO BbIpakeHHOH (QyHKIMOHATBHBIN Ki1acc B wmm 7-9 6awioB mo mxare Yaina-ITso)
TMIEYCHOYHOH HEJOCTATOYHOCTBIO BCJIEACTBHE LHMppo3a Me4YeHH, (apMaKOKHHETHYECKHE
napameTpbl upbecapTaHa CyIEeCTBEHHO He H3MEHSIOTCS.

HccnenoBanns GapMakOKWHETHKH Y MALKMEHTOB ¢ TSKEILIMH HapyIICHHUAMH QYHKIHH NEYCHH
HE IPOBOIHITHCE.

Dapmarkoxkunemuxa upbecapmana npu HapyUeHuu QYHKYuu noyex

Y mnanueHTOB ¢ HapymeHHeM (QYHKOMH [I0Y€K HWJIH [AIMeHTOB, KOTOPHIM ITPOBOJMTCH
reMoJMaiu3, MoKasarend (apmMakoKWHETHKH wHpOecapTaHa CylmeCTBEHHbIM o0pazoM He
u3MenstoTes. Mpbecapran He BBIBOAUTCS U3 OpPraHU3Ma ¢ MOMOIIBIO FeMOJHATH3A.

Brusrue pacosoii npurnaonesjicHocmu Ha papmaxkokuHemuxy upbecapmana

VY npencraButeneit HerpouaAHOM pacel 6e3 aprepuanbHoi runeprensun AUC u T, upbecaprana
npubmusutensio Ha 20-25 % Beime, yem y npeAcraBuTened eBponeouIHOH pachl; Cmax
upOecaprana y HHX ObUla NpaKTHYECKH OJWHAKOBOM C TaKOBOH Yy IpeacTaBUTENeH

€BPOMEOHIHOM PaChIL.

INoka3zaHus K NpUMEHEHHIO
[Tpenapar Upbecapran nokasad K IPUMEHEHHIO Y B3POC/IBIX.
e AprepHanbHas TMIEPTeH3Hs (B MOHOTEpaliM H B COYETAaHHH C JIPYTHMH
THIIOTEH3UBHBIMH Cpe/ICTBAMH, HarpuMmep, THA3H/IHBIMHA JAYpPETHKAMH,
Oera-agpeHobnokaTopamu, O10KaTopaMu «MeIIeHHBIX» KanblueBbix kaHanoB (BMKK)

JUTATEILHOTO IEHCTBHA).




Hepponatus npr apTepHalsHOM THIIENTER

KOMOHMHMPOBAHHOH MMIIOTEH3HBHOM TEPaIiH).

]Ipomnonoxasanna

[ToBeimreHHas 9yBCTBHTENHHOCTh K Hpbecaprany mwim mo60My H3 BCIOMOTATENBHBIX
BEIIECTB IIpenapara.

OnHOBpeMEHHOE IpUMEHEHHEe ¢ JIEKAapCTREHHBIMH [penapaTaMH, COZCpXalluMH
ANHCKUPEH, Y NANMEHTOB C CaxapHbIM AHa0eToM W/HIM C YMEPEHHO BEIPAXKEHHOH H
TSOKENOH MOYEedHOH HEeJOCTaTOYHOCTHIO (CKOpocTh KiryboukoBoit ¢mnsrpanuu [CK®]
< 60 m/mun/1,73 M? IIOmMATA DOBEPXHOCTH TENA).

OnnoBpemeHHOE NpuMeHeHHe ¢ wHruOuTopaMu AII® y manueHTOB ¢ auabeTHdecKoit
HedponaTueil. '
BepeMeHHOCTE.

Ieprof rpyAHOTO BCKApMIIMBAHHAS.

Bo3pact no 18 ner (3¢ dexTuBHOCTS B §€301ACHOCTE HE YCTAaHOBIIEHEI).

HacnencTBeHHas HENepeHOCHMOCTh TIallaKTO3BI, HEJOCTATOYHOCTE JIaKTa3sl MK
[VIIOK030-TalakTo3Has] ManmbabcopOnus. '
Tsoxenas nedesounas HeAocTaToIHOCTh (QyBKxuHoRanbHEN Kiace C umm Gonee 9 6amnos

o mxaie Yaina-I1s10) (0TCYyTCTBHE ONBITa KIHHHYIECKOrO IPUMEHEHH).

C ocropokHOCTBIO

OpA CTEHO3¢ AOPTATBHOTO WIM MHTPAIBHOIO KilanaHa, WM TrHieprpodHdecKoit
obcTpyxTHBHOH Kapauomuonarun (TTOKMIT);

OpY THIOBOJEMHH, [HIIOHATPHEMHH, BO3HMKAIONIMX, HAIpPHMEP, OPH HHTEHCHBHOH
OWYPETHYECKOH Tepamuy, reMojuamm3e, COOMOZEHWH JAWETHl C OrpaHHYEeHHEM
noTpeOneHns TOBapeHHOM CONM, JUapee, pBOTE (OIMACHOCTh UPEe3MEPHOTO CHUDKEHHA
AJD;

y DamueHToB ¢ (QyHxoued modex, 3aBHcsmed oT axkTBHOCTH PAAC, Takmx Kak
NAMEHTE ¢ apTepHanbHOM TIMIepTeH3Hed ¢ IOBYCTOPOHHHUM HIIM ozIHOCTopOHHnM
CTEHO30M IIOYEYHRIX AapTepUil WM TamWeHTEl C XPOHHYECKOH cepAedHoit
HepocratouHocThio [II-IV  dymHxumoRansHoro ximacca (mo knaccuuxammu NYHA)
(cM. pazpen «Ocobble yKazaHHA»);

IpH WImeMHdYecKod GONe3sHM cepiUa W/MIM KIMHAYECKH 3HARUHMOM AaTepOCKIIEpo3e
COCYZIOB IOJIOBHOrO Mo3ra (IpH 9pe3MepHOM cHukeHWH AJl HMeeTcs PHCK YCHIEHHS

HIICMHAYCCKAX Hapymennii, BIUIOTE M0 Pa3BHTHA OCTPOro umbapma MHOKapaa H
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MHCYJIBTA);

e [IpH [OYEYHOH HEJAOCTATOYHOCTH (TpeOyeTcs KOHTPOJb COJAEPKAHHA KATUs H
KOHIICHTPALlMH KpEaTWHHHA B KPOBH), HEJABHEH TPAHCIUIAHTAIlMH MOYKH (OTCYTCTBHE
OTIbITA KIIMHHYECKOrO IPUMEHEHHS ),

® [pd OJHOBPEMEHHOM  [PHMEHEHHH  HECTEPOHAHBIX  MPOTHBOBOCHATHTEIbHBIX
npeniaparoB  (HIIBII), Bxmodas cenexkTUBHbIE HHTHOWTOPHI LHKIOOKCHI'€HA3bI-2
(HOI'-2) (moBbIIEHME pUCKAa pPa3BHTHS HApyIeHHH (YHKIMH [OY9eK, BKIIOYas
BO3MOKHOCTb Pa3BHTHS OCTPOH MOYEYHOH HEAOCTATOYHOCTH M YBEJIHYEHHS CONCPIKAHUSA
KaJTis B CHIBOPOTKE KPOBH, OCOOEHHO y MAI[MEHTOB IOKHJIOrO BO3pAcTa, MALHEHTOB C
TMIIOBOJIEMUEH (BKIIIOYAs MAIMEHTOB, NPHHUMAIOUIMX JUYPETHKH) WIH Y NAUEHTOB C
HapymeHueM (yHkmuH nodek (cM.  pasgen  «B3ammopeWcTBHE ¢ IpYTHMH
JIEKapCTBEHHBIMH CPEICTBAMEY);

® [IpH NpUMEHEHHH B KOMOMHAIMHU ¢ HHrHOUTOpaMu AIID WM aTMCKHpEeHOM, Tak Kak Mo
CPaBHEHHIO ¢ MOHOTepanuei npy aAsoiHo# 6nokage PAAC umeeTcs MOBBIIEHHBIA PUCK
Pa3BHTHS YPE3MEPHOro CHWXeHus AJl, rumepkaiMeMuy W HapyumleHHS (QYHKIUH MOYEK
(cMm. pazaen «Ocobble yKazaHus»);

¢ Yy NAIMEHTOB C [ICOPHA30M (B T. 4. B aHAMHE3€) BBUIY BO3MOKHOIO OOOCTPEHHS TEYECHHS

ncopuasa.

IIpavenenne npu GepeMeHHOCTH H B IEPHO/ IPYAHOr0 BCKAPMIMBAHUS

bepemennocmeo

OnsiT Mo npuMeHeHUIO Hpbecaprana npu OepeMeHHOCTH OTCyTCTBYeT. C y4eToM TOro, 9To MpH
npueme HHruouTopoB AIID GepemennbiMu xenmuHaMu Bo I u [II TpumecTpax GepemeHHOCTH
HabmoJamuch MOBpeXJIeHHe W rubens pazBUBaOUIerocs Iioza, updecapraH, kak u moOoi
JpYToi#l rpenapar, KOTOpbId BO3AeHCTByeT HenocpeacTBeHHO Ha PAAC, Henb3s NMpUMEHSATH BO
Bpems Oepemennoct (1, I1, I1I TpumecTpsr).

[Ipun mmarsocTHpoBaHHH GEPEMEHHOCTH BO BpeMs JIeYEHHs HpOecapTaHOM CleAyeT KaK MOXKHO
CKOpee MPEKPaTUTh €ro MpHeM.

Ilepuoo 2pyonozo éckapmaueanus

Wpbecapran SKCKpeTHpyeTCs B MOJIOKO IaKTHPYIOWMX Kpbic. Heu3sBecTHO, MOXeT I
upbecapran/ero MeTabOIUTHI IKCKPETHPOBAaThCA B TIPyJHOE MOJIOKO 4enoBeka. Bo Bpems
IPyIHOTO BCKapMJIHBaHHsS NpueM HpOecapraHa npoTHBomnokasad. [lostomy mociae omneHKH
COOTHOLIEHHs MpearoiaraeMoi Moik3sl OT IpHeMa Mpernapara 18 MaTepd W MOTEHIHATBHOTO
pucka a1a peOeHka cleayeT NpeKpaTHTh WIM TPyJHOE BCKAapMJIMBAHHE, HIH [PHEM

upbecapraHa.




DepmunvHocmp

B HCCIGNOBAHMAX y CaMIOB M CamMOK KpEIC HpOecaprad He BIHAI Ha (EepTWILHOCTE H
PEeNpPOAYKTHBHYIO DYHKIMIO, JaKe B 033X, OKA3BIBAIOIMX HEKOTOPOE TOKCHIECKOE NEHCTBHE
Ha pomutened (o 650 mr/kr/zess). He mabmopanoch 3HA9MMOro AEHCTBAS Ha KOJHYECTBO
HKENTEIX Tell, HMIUIAHTHPYEMBIX 3MODHOHOB HJH JKHMBBIX IUIOAOB. MpGecapran He BIHI Ha

BbDKMBAaCMOCTE, Pa3sBATHE HIIH BOCIIPOM3IBOACTBO IIOTOMCTBA.

Cnocod npaveneHus | 1035l

BHyTps, BHE 3aBHCHMOCTH OT IIpMEMa IHIMM. TableTKy OporiaThiBAiOT LIEMMKOM, 3alHBas
BOZIOH.

Hauansrag po3a npenapara cocrasiser 150 Mr 1 pa3 B cyTku.

IlanpeHTH, y KOTOPRIX JUIS JOCTHXKCHAA IeleBblXx 3HadeHH# AJl Tpebyercs ero
JOIOJHATEILHOE CHAXKEHHUE, 1032 MOKeT ORITh yBenmueHa 10 300 Mr I pa3 B CyTKH.

B cmyuae HenocraTodHOro cHmwkeHHs Al npu MOHOTepanuu HpOecapTaHoM K JIEYEHHIO MOTYT
ObITs 100ABNEHB MYPETHKH (HAIpPHMEpP, THAPOXJIOPOTHA3sHA 12,5 Mr B CYTKH) WM JpyTHE
THIOTEH3UBHEIE CcpeAcTBa (Hampumep, Oera-agpeHoOnokaropsr mm BMKK mmatensHOro
JIEACTBHA).

VY nanueHTOB ¢ HepomaTHei NpH apTepHAIbHOW IHIIEPTEH3AM M caxapHoM auabere 2 TuIa
IpeNOYTHTENHHON HOoAAepHmBaIomeil 1030 sBistercs Ao3a 300 Mr 1 pas B cyTku.
Maxcumansnas go3a: 300 Mr B CyTKH.

Ocofble rpyIIEI NATHEHTOB

Memu u noopocmxu 00 18 nem

Ilpumenenne mnpemapaTa NPOTHBONOKa3aHO (HEJOCTATOYHO KIMHWYECKHX JaHHHX IO
6e3onacROCTH ¥ 3 PEKTHBHOCTH TIpenapara).

Iayuenmer nooicunozo eospacma (cmapute 65 nem)

Koppexuun noset Be Tpedyercs. Ilpm HeoOxonumocTy HasHageHHs Ooyice HM3KOH HadajubHOM
JIO3Bl, CIEAYET PACCMOTPETH APYTHe BApHAHTEHI TEPAIIHH.

Hayuenme: ¢ napywenuem ynxyuu novex

Koppexnun nosst Be TpeOyercs. Ilpm HeoOXomuMocTy HasHageHHs Oojiee HM3KOH HadaJIbHOM
IO3Bl, CIEAYET PaCCMOTPETE APYTHE BAPHAHTEI TEPAITUH.

Iayuenmut ¢ Hapywenuem GyHKyuu neyenu

V nauueHTOB ¢ HapymeHHeM (YHKUMH [OEYEHH JIETKOX H yYMEpPEHHOH CTENEHH TSKECTH

(59 6amrop mo mxane Yaitng-ITeio) xoppexuuu xo3sl He Tpedyercd. ONbIr IpUMEHEHHS

IIperapara y NaliesToB C TSOKEIOH NeYeHOYHON HEAOCTATOIHOCTRIO OTCYTCTBYET.
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Ilayuenmul ¢ 2unogonremueu

VY manueHTOB C BBIPAKEHHOW THIIOBOJIEMHEH W/WIM TMIIOHATPHEMHMEH, TAaKHX KaK MAalMeHTHI,
[OJy4YalONIMe WHTEHCHBHYIO AUYPETHUYECKYIO TEpalHio, WM HaXO/MIIMeCs Ha IeMoauaiuie,
THIIOBOJIEMHSI M THIIOHATPUEMHS JOJDKHBI OBITh CKOPPEKTHPOBaHBI [0 Hayala OPUMEHEHHS

npernapara.

IMo6ounoe aeiicrBue

YacTtoTa BO3HMKHOBEHHS HEXENATeJIbHEIX PpEeaKkIMid onpeiensyiack B COOTBETCTBHH C
knaccuukanueit BecemupHO# opranusammu 3apaBooxpaneHus (BO3): ogens wacro (> 1/10);
gacto (> 1/100 mo < 1/10); mewacto (= 1/1000 mo < 1/100); peaxo (= 1/10000 no < 1/1000);
oueHb peako (< 1/10000); wacrora HemsBecTHa (HE MOXKeT OBITh OLNEHEHA HA OCHOBAHUH
HUMEIOIIMXCS JaHHBIX ).

HexenarenpHble SBJEHHS y NAIlMEHTOB, NPHHAMABIIMX HpOecaprad, 0ObMHO ObUTH yMEpPEeHHO
BBIPOKEHHBIMHA U NPEXOSAIIMMH, H HX 9acTOTa He ObLIa CBA3aHA C BEJIMYMHONW NPHHHMAEMON
no3bl. acToTa BO3HHKHOBEHHS HEXEIAaTeNbHBIX ABJICHHN HE 3aBHceNa OT I0Ja, Bo3pacra H
PacoBOM MPHHAIEIKHOCTH.

Huxe mpeacraBieHsl HeXenaTelbHbIE peakIMH, HAOMOJABIIMECS B  KIHHHYECKHX
ACCIIEIOBAHUAX:

l. y nanmenTOB ¢ apTepHATEHO# THIIEpTEH3HEI;

2. y manueHTOB ¢ HeponaTHel P apTepHATLHOMN IMIEPTEH3HH U caXxapHoM auabere 2 THIa;

3- IpH MOCTPEruCTPaHOHHOM IPUMEHEHHH PEenapara.

Hapywenus co cmopombt Kposu u 1umgpamuyeckoi cucmembi

Yacmoma Heuséecmua: TPOMOOIHMTOICHHS, B TOM YHCJIE TPOMOGOMMTONEHHYECKas Myprypa’,
aHEMHS.

Hapywenus co cmoponbi uMMyHHOU cucmembi

Yacmoma Heuséecmua: PEaKIMH THIEPYYBCTBHTEILHOCTH® (TAaKHe KAaK AHTHOHEBPOTHYECKH
OTeK, KO)KHas ChIllb, KPAITMBHULIA, aHA(DHUIAKTHYECKHE PEaKLMH, aHAPHIAKTHIECKHH IIOK).
Hapywenus memabonuzma u numanus

Yacmoma neussecmna: TMNEPKATHEMHS™ >, THIIOTTHKEMHS .

Hapywenus co cmoponst HepsHOU cucmembl

Yacmo: ronoBokpyxkerne' 2, opTocTaTHUECKOE TOIOBOKPYKEHHE?, rooBHas 60b';

Heyacmo: 0pTOCTaTHYECKOE FOJOBOKPYKeHHE ' ;

Yacmoma neussecmna: BEPTHTO".

Hapywenus co cmoponbt opzana cayxa u 1abupurnma

Yacmoma neuzgecmua: 3B0H B ymax (THHHATYC) .
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Hapywenus co cmoponsl cepoya

Heuacmo: otexu', Taxukapus'.

Hapywenus co cmoponst cocyooe

Yacmo: opTocTaTHYECKas THIOTEH3HS’;

Hevacmo: NpAIABEI KPOBH' .

Hapywenus co cmoporbi ObixamenvHou Cucmembl, 0Op2anos 2pYOHOU KNemKu U CpedoCmeHus
Hevacmo: xamens'.

enyoouno-kuuieunvie HapyueHus

Yacmo: TomnoTa', psora';

Hevacmo: maapes', macnencus’, u3xora';

Yacmoma neuséecmna. TACTeB3us’.

Hapyuwienus co cmopousi neYenu u JHcenyesbio0auux nymeii
Hevacmo: xenryxa’;

Yacmoma neuzéecmHa: NOBBIIIEHHE AKTUBHOCTH «IIEYEHOYHBIX» ¢>epmeﬂ'r033

H KOHIICHTPAlHA
GuMpy6HHA B KPOBH, TENaTHT .
Hapywenus co cmoponvt KoAicU U NOOKOHCHBIX MKAHEU

3

HYacmoma Heussecmua: NEHKOIUTOKIACTHYECKHI Bacxynmj, ICopuas”, B TOM YHCIIE YCHIICHHE

OpOSIBICHHS. CHMIOTOMOB rcopwaza (cM. pasgen «OcobOble  ykazaHus»), peakiud
(OTOYYBCTBHTETHHOCTH.

Hapywenus co cmoponbt MbiueYHOU, CKeNeMHOU U COCOUHUMENbHOU MKAHU

Yacmo: MBIIEYHO-CKENETHAS 60b’;

Yacmoma wneuséecmua: MUATTHS® (B HEKOTOPHIX CIydasX MOXeT OBITh COMpSKEHa C
MOBBINEHUEM KOHIEHTPAIlMH KPEaTHHKMHA3hl B IUIa3Me KPOBH), apTPAIrHs’, MbIIEYHbIE
CIIasMBbr-.

Hapywenus co cmoponbi noyex u Mo4esbi00auux nymeu

Yacmoma neusgecmua; Hapymenue QYHKIHH MOYEK’, B TOM YHCIIE CTydad PasBHTHS NOYEIHOM
HEJJOCTATOYHOCTH Y MAIlHEHTOB IPYMIILI pAcKa (cM. paszaen «Ocobble ykasaHus»).

Hapywenus co cmoponbi penpoOykmusHOU Cucmembvl U MONOYHBIX Jicenes

Heyacmo: spexTrIbHAs AACHYHKIHAS .

Obwue Hapywenus u peakyuu 8 mecme 66€0CHUA

Yacmo: MOBBINIEHHAA YTOMISEMOCTS ' ;

Hevacmo: 6016 B rpy1HO# knerke';

Yacmoma Heussecmna: acTeHuS .

JlabopamopHuybie u uncmpymenmanvhbie OaHHbIe

Bo BpEMs MPOBEACHHS KOHTPOIHPYEMBIX KIIMHHYCCKUX ACCJIeIOBAHHA I Yy Nanmue€HToB C
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5402

(Bvnnagnnata M2 N2 p : 5
APTEPHATHHOH TIWNepTeH3Well He HAOMOATOCH KTMHIHECRA SHadmMbit - TriMerenmii B

nabopaTtopHbIx mokasarensx. He tpeDyercs crnenuatbHOrO MOHHTOPHHIA TabOpaTOPHBIX
mokasaresiel JUIs MAlHEeHTOB C apTepHAIBHON THIEePTeH3Hel, IPUHAMAIOIIIX HpOecapTaH.
B KIMHAYECKHX HCCIENOBAHHUSX THUIEPKATMEMHS M TNPEKPAIlCHHE JICYCHHS H3-3a Pa3BUTHA

FAIICPpKATMEMHUHN Yale HaOMOAaTUCh Yy HOanue€HTOB C CaxapHbIM ,ImaﬁeTOM, NpUHHAMABIIHX

upbecapraH, 4eM B rpynme npuema mianebo. Y DanMeHTOB ¢ caxapHbIM auabeTom ¢
apTepHATbHON T'MIIEPTEH3HEH B COYETAHHM C MHUKPOATLOYMHHYPHEH W HOpPMaIbHOH (QyHKUIHEH
no4ex runepkammemus (> 5,5 mOxs/n) Habmoxanaces y 29,4 % nmanuMeHTOB W3 IPYIIILI IpUEMA
upbecaprana B 03¢ 300 Mr u y 22 % nanMeHTOB W3 Ipynnbl NpHeMa manebo. Y nammeHToB ¢
caxapHbIM OHA0ETOM C apTepPHATbHON THIEPTEH3HEH B COYETAHWH C XPOHWUYECKOH MOYEYHOM
HEJOCTATOYHOCTHIO M NMPOTEHHYpHUeH runepkamwemus (> 5,5 mOxs/n) Habmopanaces y 46,3 %
MAlMeHTOB M3 Trpynmsl npuema upbecaprana u y 26,3 % NANWeHTOB W3 IPyNObl IOpUEMa

manedo.

Ilepenoznposka

OnbIT MpUMEHEHKS MpenapaTa y B3pOCIIbIX MAKHEHTOB B 103ax 10 900 Mr/cyTku Ha NpOTSHKEHUH
8 Helenb He BBIABUI KAKOH-THOO TOKCHYHOCTH.

OtcyTcTByeT Kakas-mubo cnenuduyeckas HHGOpMALYS B OTHOLICHHH JICYCHUS IE€PEI03HPOBKH
npenapatoM HpbGecapran. Cremyer yCTaHOBHTH NOCTOSHHOE HAOMIOAEHHE 32 COCTOSHHEM
MalMeHTa W, NMpH HEOOXOJUMOCTH, MPOBOAMTH CHMITOMATHYECKYI0 H MOIEPXKHUBAIOIIYIO
Tepanuio. [Ipu mepeno3upoBKe PeKOMEHIYETCs BBI3BAaTh PBOTY W/HIIM MPOBECTH NPOMBIBAHHE
xernyaka. Llenecoobpazen mnpueM axkTuBHpoBaHHOrO yris. VpOecapraH He BBIBOJUTCS H3

opraHu3Ma ¢ NOMOIIBKO I'eMOHATIHN3A.

B3anmojeiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH CPeCTBAMH

Hcxons W3 NaHHBIX WCCIENOBaHUM in vifro, HE OXHUAAETCS B3aUMOeHcTBHA HpbecapraHa C
JIEKapCTBEHHBIMH CPEJICTBaMH, META0ONMU3UPYIOMUMHUCH ¢ Tomontsio H3opepmenTtoB CYPIAL,
CYP1A2, CYP2A6, CYP2B6, CYP2D6, CYP2E1 umm CYP3A4. Hpbecapran, B OCHOBHOM,
merabomu3upyercs ¢ u3zodpepmentom CYP2C9 wu, B MeHbIIEH CTENeHH, MOJBEPraeTcs
[TIOKYPOHUPOBAHHIO.

He wmabmopanoch 3HAYMTENbHBIX  (APMAKOKHHETHYECKHX H  (papMaKkoJIHHAMHYECKHX
B3aUMOJEHCTBHIA IPH  COBMECTHOM  IIpUMEHEHMHM upOecapraHa ¢  eapgapunom,
MeTaboH3HpYIOUMCs ¢ Tomotnbio u3opepmenta CYP2CO.

Wpbecapran He nu3MeHAET HapMaKOKHHETHKY OUCOKCUHA U CUMBACMAMUHA.

[Ipy COBMECTHOM NpHMEHEHHH HpOecapTaHa C 2uUOpOXIOPOMUAUOOM WA HUGPEOUNuUHoM

11
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(bapmakokuHeTHKa HpOecapTaHa He H3MEHSETCY.

Jlexapcmeennule npenapamni, cooepoicaujue anUCKUpeH

OnHOBpeMEHHOE NMpUMEHEHHE HpOecapTaHa ¢ JEKApCTBEHHLIMH IMpenapaTaMH, COAEpKalluMHU
AIACKHPEH, MPOTHBOMOKA3aHO Y IAMEHTOB C CaXapHbIM JHabeToM W/WIM C NOYEeYHOH
HEJIOCTATOYHOCTBIO yMepeHHO#H u Tsxkenoi crenemn (CK® < 60 mu/mun/1,73 m* miomamm
MOBEPXHOCTH TeJa) MW HE pPeKOMEHAyeTcs Yy JAPYTHX [AlHeHTOB (CM.  pasiessl
«[TpotuBonokazanus», «C 0CTOPOKHOCTBION, «OcOObIE yKa3aHUS»).

Hnzubumopwvr AIID

[Tpumenenue upbecaprana B coyeTanuu ¢ uHruOuTOpamu AIT® nmpoTHBOMOKa3aHO Y MAIMEHTOB
¢ nuabetwdeckoi HedpomaTHed W HE PEKOMEHAYeTCS y APYTHX ITAUMEeHTOB (CM. pa3jeisl
«ITpotuBonmokazanus», «C 0CTOPOKHOCTEION, «OcoObIe YKa3aHHM»).

IIpenapamei kanusa u karuicbepezaroujue OUypemuKuy, 2enapuH

Ha ocHOBaHMM ONBITa, NOJXYYEHHOTO MpPH NPUMEHEHHH [PYTHX JI€KapCTBEHHBIX CPE/CTB,
Bmwsiomux Ha PAAC, mpr OJHOBPEMEHHOM INPHMEHEHHH MNpPENapaToB KaIWs; 3aMEHHTENCH
COH, COAEpKAIUX KaTMH; KaauicOeperaromuX IUYPETHKOB HIH APYTHMH, CHOCOOHBIMA
TMOBBIIATH COJEPXKaHHE KATHSA B KPOBH JIEKAPCTBEHHBIMHU CpeCTBaMH (TeNapHH), HHOTAA MOXKET
3HAYUTEIHHO MOBBICHTH CHIBOPOTOYHYIO KOHIEHTPAIMIO Kalus, 4TO TpeOyeT TIaTeIbHOro
HaOMIOICHHUS 32 OKA3aTEISIMHU KaJIUs [J1a3MbI KPOBH y NIAIIMEHTOB BO BPEMS JICUCHHUS.

HIIBII, exntoyas cenexmuhvie uH2ubumopwvl yuxkniookcuzenasvi-2 (LJOI-2)

[lpy OJHOBpPEMEHHOM NPHMEHEHHWH AHTAarOHHCTOB penentopoB anruorensmHa [I m HIIBII
(Bmoyast cenexTuBHBIE WHTHOUTOPHI [[OI-2) BO3MOXKHO Oci1abieHHe aHTUTHIIEPTEH3UBHOIO
apdexra upbecaprana. ¥ NauMeHTOB MOXKWIONO BO3pPAacTa, MAIMEHTOB C THUIIOBOJIEMHEH HIIH
MAalMeHTOB C HapymeHHOH QyHkuumed noyexk npumesnerue HIIBIL, Brmodas cenekTHBHBIE
uHruouTopsl [{OI-2, 0THOBPEMEHHO ¢ aHTArOHUCTAMHU PELENTOPOB aHrHoTeH3uHa I, BKIIOUYas
upOecapTaH, MOXKET MPUBECTH K YXYALICHHIO (YHKIMH IOYEK, BKJIIOYAs BO3MOMKHOE Pa3BHTHE
OCTPO# MOYEYHOM HEZOCTATOYHOCTH. DTH P deKTsl 00bHO ABIIOTCS oOpaTuMbiMu. Cremyer
PEryIsapHO KOHTPOIMPOBATH (PYHKIMIO MOYEK y MAIMEHTOB, OJHOBPEMEHHO IPHHHMAIOIIMX
upbecapran u HIIBII, Bnogas cenextuBable uHruouTOps! L{OI-2.

Penaznunuo

Hpbecapran moxer wunrubumposats Ttpancmoprep OATPIBl. B xome xiaMHHYECKOro
ACCIIEIOBaHMA COOOIANOCh, YTO MPUMEHeHHe upOecaprana 3a | Jac 0 mpHema penariuHuia
noBemano Cmax # AUC penarmuampa (cybcerpara tpancnoprepa OATP1B1) B 1,8 u 1,3 pa3a
COOTBETCTBEHHO. B paMkax Apyroro uccienoBaHHs He ObUIO 3aperHCTPHPOBAaHO 3HAYMMOIO
(bapMaKOKHHETHYECKOTO B3aMMOIEHCTBHA IPH COBMECTHOM IpPHMEHEHHH HpOecapTaHa H

penariMeEuaa. HOQTOMy MOXET no*rpeﬁoaarbcx KOppEKIHAsA O03bI pernariidHuga MNpyd JICYCHHH
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K402

Il = PPN AAT M ~
CaxapHoro AMabeTa y MALMEHTOB ¢ apTepHATbHDI runepredsnesa A M3 [F4225402)

IIpenapamui 1umus

Coobmanoce 00 yBETHYEHHH CBHIBOPOTOYHBIX KOHIIEHTPAIMH JIHTHS M YBEJIHYEHHH €ro
TOKCHYHOCTH IPH OJTHOBPEMEHHOM IIPUMEHEHHH COJICH JTHTHS U HpOecapraHa.

Juypemuxu u Opyzue cunomeususivie cpeocmea

[Ipu oHOBpPEMEHHOM NPUMEHEHHH MpOecapTaHa U JAPYTHX MMIOTEH3HBHBIX CPEACTB BO3MOXHO
YCHJICHHE AHTUTHIEPTEH3UBHOrO aAedcTBus. MpbecapraH MOXKeT NPHMEHSATHCS C APYTHMH
THIIOTEH3UBHBIMH CPE/ICTBAMH, TakMMH kak Oeta-aapeHoOnokaropel, BMKK mmarensHOro
JEHCTBUS W THA3HIHBIC JHYPETHKH.

[IpeamecTByromee jJe4eHHE TMYPETHKAMH B BHICOKHX J03aX MOXKET IPUBOAMTH K THIIOBOJIEMHH

H TOBBILIEHHIO PUCKA YPE3MEPHOrO CHIDKeHUs A/l B Havase IeYeHus [pernapaTom.

Ocobbie ykazanus

Upesmeproe cruscenue AJ] y nayuenmos ¢ 2unogonemuei

WpGecapran peiko BhI3BIBAET Ype3MepHOe CHHKeHWe AJl y NalMeHTOB C apTepHAIbHOM
runepreH3uei 6e3 apyro# comyrcrByromei naronorud. Kak u npu npueme uarubutopos AITD,
gypesMepHoe CHMXKEeHHE AJl ¢ COOTBETCTByIOmEH CHMITOMAaTHKOW MOXET pasBHTBCHA Y
NAMEHTOB C THIIOBOJEMHEH/THIIOHATPHEMHEH (HampHMep, B pe3y/ibTaTe HWHTEHCHBHOM
JUYPETHYECKON TepamHM, JHAPEH, PBOTHI, COOMIOACHUS AMETHI C OrPAaHWYECHHEM MOTpedIeHUs
MOBAPEHHOH COJHM), a TAaKXKe y MAlHeHTOB, HAXOAAIIMXCS Ha remMoauanuie. [ WnoHaTpuemMus
W/ THIIOBOJEMHS JODKHBI OBITH CKOPPEKTHPOBAHBI MEpe] HAYAIOM JI€YeHHs IpernapaTtoMm
WpGecapraH, WK ClIeyeT pacCMOTPETh BOIPOC 0 MPUMEHEHHH 00Jiee HU3KOH HAYaTbHOM JO3BI.
TI'unoenuxemus

ITpenapar Mpbecaprad MOKET BbI3bIBATH HIIOTTHKEMHIO, OCOOSHHO Y MAHEHTOB, MOTYYalOIIMX
npenaparsl IS JIeYeHus caxapHoro auadera. [Toaromy Moxet nmotpeboBaThess KOPPEKIUs JO3bI
IpenaparoB /I JEYEHUS caXxapHOro Auabera, TakuxX Kak pernariuH|/l WA HHCYITHH.
3abonresaemocms u cmepmHoCmeb NI0OA/HOBOPOHCOEHHO2O0

OneiT mpuMeHeHUs upOecapraHa y OepeMEHHBIX JKEHIIUH OTCYTCTBYET, OJHAKO H3BECTHO, 4TO
BHYTpHYTpoOHOE Bo3aeHcTBHE HHIHONTOPOB AIT®D, npu npuemMe GepeMEeHHBIMH KEHITHHAMHA BO
BTOPOM H TPEThEM TPHMECTPAX, MOXET NPHUBECTH K HAPYUICHHIO Pa3sBHTUSA M CMEPTH IUIOJA.
Upbecapran nMpoTHBONMOKA3aH K PUMEHEHHIO BO Bpems OepeMeHHOCTH, Kak M yno0o# Apyro
npenapar, KOTOpbIi OKaseiBaeT npsmoe Bo3aeicTBue Ha PAAC. Ecim OepemeHHOCTH ObLTa
BBIBIIEHA BO BpeMs JedeHus, npuMeHenue HpbOecaprana cieayeT NpekpaTHTh Kak MOMKHO
ckopee (cM. pasgensl «lIporuBomokazamus», «lIpuMeHeHHe npu OEPEMEHHOCTH H B MEPHOI

IPY/IHOTO BCKAPMITUBAHUS ).
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. . Baer mmath M2 Ned 275407
Hayuenmei ¢ ynxyueii nouex, sasucsueii om fixmuenocmiy PEFEM M3 1=4225402)

Kak crnepctBue murubupoBanus PAAC MOXKHO OXHAaTh YXyAIIeHHS (QYHKIHH NOYEK Yy
OpPEeApacroNOKEHHBIX K 3TOMY IMALMEHTOB. Y MNAIMEHTOB ¢ (QYHKUMEH MOYeK, 3aBHCAIIEH OT
akTHBHOCTH PAAC (mammeHThl ¢ apTepHAIbHON TMIIEPTEH3HEH W CTEHO30M MOYEeYHOH apTepHH
OHOW MM 00eHX MoYeK, NMaHeHThl ¢ XPOHWYECKOH cepaeunod HexocratoqHoctsio I u IV
byukumonanbHoro kimacca (mo kiaccupukammu NYHA)), jedeHne J1eKapCTBEHHBIMH
npenapataMy, KoTopele Bo3zaeicTBYl0OT Ha PAAC, accoumupoBaloch ¢ OJMIYpHEH u/WaH
MPOrPECCHPYIOIEH a30TeMHEH M peIKo C OCTPOH MOYEYHOM HEJOCTATOYHOCTBIO /WM
CMEpPTHIO.

Henb3s HMCKIOYUTH BO3MOKHOCTH BO3HHKHOBEHHS MOJ00HOrO 3¢dexra NpH NpUMEHEHHH
AHTAarOHKCTOB PENENTOpPOB aHrHoTeH3uHa 1, Bmoyas upbecapras.

Ioyeynas nedocmamoynocmes U MpAHCNAAHMAYUSL NOYKU

[lpu npumenenun upbecapraHa y NANMEHTOB C MOYEYHOW HEOOCTATOYHOCTHIO PEKOMEHIOBAH
NEPHOJNYECKHH KOHTPO/Ib COAEPXKAHWSA KalHsd M KOHIIEHTPAllMd KpEaTHHHHA B CHIBOPOTKE
KpoBd. Her KIMHMYECKHX JaHHBIX OTHOCHTE/IBHO NpHMEHEHHs upOecapTaHa y MalWeHTOB,
HEJJaBHO MEePEHECHIMX TPAHCIUIAHTAIHIO MOYKH.

Ilayuenmovr ¢ apmepuanvhou 2unepmen3uel U caxaphviM ouabemom 2 muna ¢ HAPYULeHUAMU
pyHryuu novex

BnaronpustHoe nedictBHe wupOecapraHa B OTHOLICHWH 3aMEUICHUS IPOrPECCHPOBAHHS
MOYEYHBIX U CEPACYHO-COCYAMCTHIX HAPYUIICHHH HMEIO PasHyl0 CTENEHb BBIPAXKEHHOCTH Y
pa3HBIX TPYNI MAHEHTOB, MEHEe BBIPAXKEHO OHO OBbUIO y JKEHIIMH W y MAlWEeHTOB, HE
OTHOCSIIMXCS K €BPOIICOH/THOM pace.

B xmnngeckom uccnenoBannd IDNT y nanueHTOB ¢ apTepUaibHON T'HIEPTEH3HEH W CaxapHbIM
nuabetoM 2 THma ¢ nporerHypue#d (= 900 Mr/cyTkH), B NOArpyIIE MAIMEHTOB C BBICOKHM
PHUCKOM CTE€HO3a MMOYEYHBIX apTEepUil, HA y OJHOrO MalMeHTa, MIpHHUMaBLIEro HpdecapTaH, HE
HaOII01a7I0Ch OCTPOTO PAHHErO MOBBIIEHHS KOHLUEHTPAIlMH KPEaTHHHWHA B CHIBOPOTKE KPOBH,
CBS3aHHOTO CO CTEHO30M MMOYE€YHBIX apTEPHIA.

Heounas 6roxaoa PAAC npu oonoépemenHom npumenenuu upbecapmauna ¢ unzubumopamu
AIID unu ¢ anuckuperom

BoitHas 6nokaga PAAC npu npuMeHeHnr koMOuHaimuu upbecaprana ¢ uarubutopamu AlID
WIM QTHCKHPEHOM HE PEKOMEHIYeTCs, TaK KaK IO CPaBHEHHIO C MOHOTEpalued HMeercs
MOBBIMIEHHBIH PUCK Pe3KOro CHuxeHus AJl, pasBHTHS rMIIEPKATAEMHH W HApYIICHAS QYHKIHA
HOYeK.

OpnHOBpeMEHHOE NMPHMEHEHHE HpOecapTaHa ¢ ATHCKHPEHOM HIIH NpenapaTaMH, COAepKallliMH

AJIACKUPEH, NPOTHBOIIOKA3aHO Yy NAIMEHTOB C CaxapHbIM mabeToM /WU C YMCpCHHOﬁ HIIH
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TsKeoM mouyeyHoi HepoctatouHocThio ¢ CKP < 60 M_ﬂ/_l'»ﬁﬁﬂfﬂféuﬂp %ﬁ&ﬁ%%&ggpxnocw

tena (cm. pasaensl «[IporuBomokazanus», «B3aumonedcTBHE C APYTHMH JIEKAPCTBEHHBIMH

CPE/ICTBaMM») U HE PEKOMEHIYETCs y APYTHX NalMeHTOB.

OnHoBpeMeHHOe NpuMeHeHHe HpbOecaprana ¢ uHruburopamu AlI® npoTHBOMOKa3aHO Yy
manMeHToB ¢ auaberwdeckod  Hedpomatwed (cM.  paszensl  «IIpoTHBOmOKazaHHA,
«B3auMoelcTBHE C APYTHMH JIEKAPCTBEHHBIMH CPEJICTBAMM») M HE PEKOMEHIYETCs y APYrux
MAIUEHTOB.

Ilcopuas

VY naunmeHToB ¢ McopHa3oM (B T. Y. B aHaMHe3e) peHleHHe O NPHMEHEHHH IpenapaTa JOJKHO

NPpHHAMATBECA TOJBKO 1OCJIE TIIATEIbHOH OLEHKA COOTHOLICHHUS pncx/nonma BBUIY

BO3MOKHOTO 00OCTPEHHS T€UeHHs IIcOpUasa.

T'unepxanuemus

Kak # mpu npuMeHEHHH [IpYTHX JIeKapCTBEHHbIX mpenaparos, Bmusiomux Ha PAAC, npu
nedeHHH npenaparom MpOecapran MoeT pa3BHBaThCA THIEPKATHEMHS, OCOOEHHO IIpH
HQJIMYMA [IOYEUHOH HEJOCTAaTOYHOCTH W/WiM 3aboneBaHwit cepaua. Y TakuX IMAlMEHTOB
PEKOMEHIYEeTCs KOHTPOJIMPOBATh COAEPIKAaHHE KATHS B CHIBOPOTKE KPOBH.

Cmenoz aopmanvho20 uwiu MUmMpaIbHO20 KIANAHA, 2unepmpoguyeckas 06cmMpyKmueHas
KapouomMuonamus

Kak u mpu npEMEHEHHH APYTHX Ba3OIWJIATATOPOB, NPH NpHeMe WpOecapTaHa NalHeHTaMH C
AQOpTAIbHBIM HMJIH MHTPAIBHBIM CTEHO30M, HJIM C TIuUOepTpoduUeckoil 0OCTPYKTHBHON

Kapzmounonameﬁ HeoOX0 MO co0.JTI01aTh OCTOPOKHOCTB.

[Tepsuynbiii 2unepanb00CmepoHuUIM

[TanuenTs! ¢ NEepPBHYHBIM I'HIIEPATBAOCTEPOHH3MOM OOBIMHO HE PEarHpyroT HA FMIOTEH3MBHBIE
npenaparsl, AeicTByromue 4epe3 uarudbuposanne PAAC. [loatoMy npumernenue updecaprana B
TaKHX CIIydasX HerenaecoobpasHo.

Hayuenmol ¢ uwemuveckou b6onesnvio cepoya wWunu KIUHUYECKU SHAYUMBIM AMEPOCKIEPO30M
COCY008 20106HO20 MO32A

Kak u npu npaMeHEeHHH JpYyrHX I'MIOTEH3HBHBIX MpPENaparoB, 3HAYMTENbHOE CHWKeHHe AJl y
MAlMEHTOB C HINEMWYECKOH OONEe3HBIO CepAla W/HIH BhIPOKEHHBIM aTepOCKIEPO30M COCYIOB
FOJIOBHOTO MO3Ta MOXET MPHBECTH K Pa3BUTHIO HH(papKTa MHOKapja WM HHCYIbTa. JleueHue
TaKHX MaHEHTOB JO/IKHO OCYIIECTBIIATHCA MO CTPOruM KoHTposeM A/l

Jlumuu

He pexoMenayercs npuMeHeHHe MpenapaToB JUTUA B KoMOuHanuu ¢ npenaparom Upbecapran

(cM. paszen «B3aumMoaeHCTBHE C APYTHMH JIEKAPCTBEHHBIMH CPEACTBAMMIY).
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ST AN

(Bxopawmit M3 N24225402)

Bcnomozamenvhvie sewecmsa

I[Ipenapar Mpbecapran coAepKHUT JIaKTO36I MOHOTHApaT. [lankenTam ¢ peaKko BCTpeYaroUIHMHA
HACJIE/ICTBEHHBIMH 3a00/IeBaHUSIMH, TAKMMH KaK HENEPEHOCHMOCTh TalaKTo3bl, JAe(HIAT
JaKTaskl MIM  CHHAPOM  [JIIOKO30-TalaKTO3HOW  ManbabcopOuuu, mpHeM [penapara

IIPOTHBOIIOKA3aH.

BiusiHue Ha cNOCOOHOCTH YHPABJAATH TPAHCIIOPTHLIMH CPeACTBAMH, MEXaHH3MAMH

Bnusaue npenapara Ha cOCOOHOCTH YNIPaB/IATH TPAHCIOPTHBIMA CPEACTBAMH HJIM 3aHHMAThCH
NPYTAMH MOTEHIMATHHO OMNACHBIMH BHIAAMH JIEATEIBHOCTH, TPeOYIOIWMH [OBBIIIEHHOTO
BHUMAHHUS M BBICOKOW CKOPOCTH ICHXOMOTODPHBIX peakiyi, He u3ydanochk. OQHAKO, HCXOAS U3
ero (hapMakoJIMHAMHYECKHX CBOWMCTB, MpenapaTr He JO/DKEH BIHATH HAa CIOCOOHOCTH YIIPaBIIATh
TPAHCIOPTHBIMM CPEJCTBAMH M 3aHHMAThCs JAPYTMMH TMOTCHIMATBHO OMACHBIMH BHIAMH
JesaTenbHOCTH (paboTa Ha BeICOTE, paboTa aBHaamcneTyepa, paboTa ¢ MeXaHW3MaMu U T.11.). B
clIy4ae BO3HHKHOBEHHS TIOJIOBOKPYKEHHS H Cl1a0OCTH BO3MOKHO CHH)KEHHE BHHMAaHHS H
3aME/UICHHE [ICHXOMOTOPHBIX peaki¥i, HeoOXOoauMO coOmoJaTh OCTOPOKHOCTH TIPH

YOPaBJI€HHH TPAHCIIOPTHBIMHA CPEACTBAMH, MEXaHHU3MAMH.

®opma BbIMYCKA

TabneTkun, nokpeIThIe IUIEHOYHOH 060109k 150 Mr, 300 Mmr.

ITo 3, 4,7, 10, 14, 15, 20, 25 uma 30 TabneTok B KOHTYPHYIO S4EHKOBYIO YIIAKOBKY M3 [UIEHKH
MOJIMBHHUIXJIOPHHON JTHOO [UJIEHKH MOJMBHHUIXJIOPHIHON/ TIOMBHHIIIHACHXIOPHIHON |
(bosTbru ATIOMHHHEBOH NEYaTHOMH TaKAPOBAHHOM.

Wma o 3, 4, 7, 10, 14, 15, 20, 25 wm 30 TabneTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY H3
MarepHanta KOMOMHHPOBAHHOTO Ha OCHOBE (OJBrH (TPeXCIOHHBIM MaTepHall, BKIIOYAIOLIHA
ATIOMHHHEBYIO (ONBry, MICHKY H3 OPHEHTHPOBAHHOTO MOJHAMHJA, MOJHBHHHIXIOPHIHYIO
TUICHKY), H QOJIbIH ATIOMHHHEBOH MEYATHOH JIJAKHPOBAHHOM.

1,2,3,4,5, 6,7, 8 wm 10 KOHTYpHBIX SYEHKOBHIX YIAKOBOK BMECTE C MHCTPYKIHEH IO

MEIMIHHCKOMY IPHMEHEHHIO IOMEINAIOT B KAPTOHHYIO YIIAKOBKY (MAdUKy).

YeaoBus xpanenns
[Ipu Temnepatype He Bbime 25 °C.

XpaHUTH B HEJOCTYIIHOM JUIS JIETeH MecTe.

Cpok roagnocrn

3 roja.
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He NOPHMEHATDH 10 UCTEYCHHH CPOKA r'OTHOCTH.

YcaoBus oTnycka

OTmyckaroT 1o penenty.

Jepxkarens perucrpanuossoro yaocropepenns: 000 «Arowm

Poccus, 445351, Camapckas 06:1., r. XKurynesck, yia. ['uapoctpouTenei, 1. 6.
[poussoaurean: 000 «O3om»

Poccusi, Camapckas 06:1., r.0. XKurynesck, r. XKurynesck, yi1. ['mapoctpoutenes, 1. 6.
Oprasu3anns, npuaEMamas nperensuu norpedureneii: 000 «O3zon»

Poccus, 445351, Camapckas 0611, 1.0. JXKurynesck, r. XXurynesck, ya. [aapoctponTenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

[Ipeacrasurens OO0 «ATomm» HUaaceko FO.T.

110 IOBEPEHHOCTH
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