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UHCTPYKLWA 10 MEIUIIMHCKOMY ITPUMEHEHUIO
JIEKAPCTBEHHOI' O ITPETIAPATA

ITIAPCABUB

! MHRI JRAR ~PQGCHH
l
Perncrpaunonnsiii nomep: JII1-003993 1

1 COrACOBAHG

Toprosoe naumenoBanue: [lapcabus
MesxayHapoaHoe HeNaTeHTOBAHHOE HAUMEHOBAHME: JTE/IKaIbIETH]]

JlekapcTBennas opma: pacTBOp Ui BHYTPUBEHHOTO BBEIECHUS

CocraB

1 paakon 0,5 M conepxur:

Heticmeyiowee eewecmeo:

3,1 Mr aTenkansLeTHIa rUAPoOXIopuaa (2,5 Mr B niepecyere Ha arenkansuetua) B 0,5 M pactopa
(5 Mr/mn)

Bcnomozamenvnvie  6ewjecmea: Hatpus xnopup— 4,3 mMr, sHtapsas kucnora— 0,6 mr,
XJIOpUCTOBOAOpOAHas kucnota— g0 pH 3,3, warpus ruapokeun— mpo pH 3,3, Boma s

UHBEKUMH — 10 0,5 M

1 dpnaxon 1,0 M comeput

Heticmeyiowee sewgecmeo:

6,2 Mr 9Te/KanblUeTH/a TUAPOXIIOpHAa (5 MI B IepecyeTe Ha ITeNKaablieTua) B | M pacTBopa
(5 mr/mn)

Bcnomozamensuvie  6ewjecmea: watpus xnopun— 8,5 Mr, sHTapHas kuciota— 1,2 mr,
XJIOpMCTOBOAOpOAHas kucnora— g0 pH 3,3, wmatpus rugpoxkeun— go pH 3,3, Boma s

UHBEeKUMH — 10 1,0 M



1 dnaxon 2,0 ma copepkut

Heticmeyiowee éewyecmeo:

12,3 mr atenkanbueruaa ruapoxiopuza (10 Mr B nepecuere Ha TeKanbLEeTH) B 2 MJT pacTBOpa
(5 mr/mm)

Bcnomozamenvnvie sewjecmsa: watpus xnopup— 17,0 Mr, sHTapHas kucnota— 2.4 wr,
XJIOpUCTOBOAOpOAHas Kkucinora — 10 pH 3,3, Hartpus ruapokema— g0 pH 3,3, Boma s

UHDBbEKIUH — 10 2,0 M1

Onucauune

Ilpo3paunas GecrBeTHas XUIKOCTh, CBOOO/IHAS OT MEXaHMYECKUX BKJIIOYEHHIA.

®apmakoTepaneBTHYECKAs rpynna
AHTHIIApaTHPEOUIHOE CPELICTBO.
Koa ATX: HO5BX04

Papmako/ioruvecKHe CBOHCTBA
DapmakoouHamuka

Mexanusm oeticmeus

OCHOBHBIM pEryiaTopoM cekpeuuu mnaparupeouanoro ropmona (I1TI) sBasercs KanbLmii-
YYBCTBUTEIbHBI ~ PELIENTOP,  pAClOJIOKEHHBIH  HA  TOBEPXHOCTH  TJIABHBIX  KIIETOK
NapalMTOBUIHOM JKenes3bl. OTeNKalbLEeTU/ MNpeACTaBisieT co00M CHHTETHYECKMI NenTum,
KaJIbLIUMHUMETHK, KOTOPbIA BbI3bIBaeT CHikeHue cekpeuuu [ITIT mocpeacTBoM CBS3BIBaHUS U
aKTUBALMM  KalbLMHA-YyBCTBUTENLHOrO  peuenropa. CHuwkenue  KoHueHtpauuu [ITT
CONpPOBOX/IACTCS  COIMYTCTBYIOIIMM CHI)KEHWEM KOHIEHTpAaLMid Kamplusg u  QocdaroB B
CBIBOPOTKE KPOBH.

Dapmakoounamuyeckue ¢hhexmeot

Ilociie 0AHOKpPAaTHOrO BHYTPUBEHHOrO OONIIOCHOrO BBEAECHMS JTENKANBLETHIA B 103€ S5 MI
npoucxoauT OsicTpoe (B Teuenue 30 MuHyT) cHmkenue konuenTpauuu [1TT. Konuentpauus ITTT
OCTaeTCs MaKCMMalbHO HHU3KOM B TeyeHue | yaca, a 3aTreM BO3BpAILACTCH K MCXOJHOMY
3HA4YEHUIO. BEIPXKEHHOCT U MPOI0/KUTENbHOCTE CHIDKeHHs [ITI yennuBaoTes ¢ yBenuueHueM
03Bl IIperiapata. Y NalMeHToB, HaXOoIAIMXCsS Ha reMOAMaun3e, CHIKeHue KonuenTpauuu ITTT
KOppe/IMpYyeT ¢ KOHLUEHTPALKEH 3Te/IKaIbLETH 1A B I11a3Me KpoBH. [Ipu BHYTpUBEHHOM GOIIOCHOM
BBE/ICHMH JTe/KaIbLETHAA 3 pasa B Helemo cHkeHue koHuenrtpauuu [ITI coxpansnoch B

TeyeHHe 6 MeCALEB.



Knunuyeckas sghgpexmusnocmo u 6ezonacnocme

CornacHo pesynbrataM TIPOBEJEHHBIX JBYX O6-MECSYHBIX [BOWHBIX CIENBIX TUiae6o-
KOHTPOJIMPYEMBIX  KIMHUYECKMX HCClefoBanuid, mnpenapar [lapcaGuB aeMoOHCTpupoBan
cumkenue xkonuentpauun [1TT7, a Taxxe koHueHTpaumu Kanbuus, GocdartoB U MPOU3BEICHHUS
kanbuui-pocdop (Ca x P).

[Ipenapar Ilapcabue BbI3biBan cHikeHue KoHueHTpauuu [1TIT HE3aBHCHMO OT MCXOMHOIO
3HA4YCHHUSA NapameTpa, NMpOJO/DKUTEILHOCTH IMAlin3a, a TAKXKEe NMPUMEHeHHs CTepoJIOBBIX (GopM
ButamuHa D. BepositHocTs aoctmkenust koHuentpauun [ITI <300 nr/ma Ha npoTsKeHHH
neprozia OLEHKH P PeKTUBHOCTH Oblia BhIlIE y NALMEHTOB ¢ GoJiee HU3KMMM KOHIEHTPALMAMH
ITTI" Ha MOMEHT CKpUHHMHTA.

[lpenapar Ilapcabus BBI3BIBaJ CHIXXCHHE MapKepoB KOCTHOrO MeTabonusMa (KOCTHO-
crienu¢puyeckoit menouHoi docdarassl i i | KomareHa ¢ TenonenTuaa), a Takxke 23 pakropa
pocra pubpo61acToB B KOHLE CCIIEA0BAHMUS 110 CPABHEHMIO C MU1aLeso.

CorniacHo pesynbTaTaMm MCCIENOBaHHA [0 OLEHKE W3MEHEHMS KOHIEHTPALMK KalbLu,
KOPPEKTUPOBAHHOIO Ha anb0yMMH, B CHIBOPOTKE KPOBH IIpH [EPEBOJE MNALMEHTOB C
LMHaKanbLera Ha npenapar Ilapcabus, neuenne npenaparom [lapcabus B HayanbHOM 103€ 5 Mr
besonacHo HaumMHATH uepe3 7 [HEH Moclie OTMEHbI UMHAKAIIBLETA TPM KOHLEHTPALMK KaslbIHs,
KOpPeKTHPOBAHHOIrO Ha anbOyMMH, B CHIBOPOTKE KpoBH > 8,3 mr/an (2,08 MMoub/1) Ha MOMEHT

rnepesoaa.

DapmaKoKuHemuka

Pacnpedenenue

B nomynsiunonnoit dapmakokuHernueckoil mogenu o0beM pacmpelencHMs B PABHOBECHOM
COCTOSTHUM COCTABIIST NPUOIM3UTENBHO 796 J1. DTeNKaNbLETH I IPEUMYILIECTBEHHO CBA3BIBAETCS
¢ anb0yMHHOM CBIBODOTKM KpPOBM [10CPEICTBOM OOPaTMMOrO KOBAJCHTHOIO CBS3bIBAHMSL.
CnocoGHOCTE JTeKaNbLeTHIa K HEKOBAJICHTHOMY CBS3BIBAHMIO C TIPOTEMHAMH IL1a3MbI KPOBH
HU3KaA, a KOdUUMEHT HecBs3aHHOH Qpakumu cocrasaser 0,53, CooTHOmEHME MEKIY
KoHUeHTpauusimu [“CJ-aTekanbleTnia B KpOBH U B IL1a3Me KpOBH cocTaBiseT npumepHo 0,6.
Memabonuzm

OTenkanbueTha He MeTabonusupyercs pepMentamu cuctembl Luroxpomos CYP450. B KpOBM
STENKAIBLETHL METa0OIM3UpYeTCs TOCPEJCTBOM 06paTUMOro AuCy/b(uIHOro obMeHa ¢
SHIOTCHHBIMU THOJIAMH C TIPEUMYIIECTBEHHBIM 00pa3oBaHHEM KOHBIOTATOB C CHIBOPOTOYHBIM

aﬂbﬁyMHHOM. DKCNO3ULHS I[IPOAYKTOB metabonusMa B IjiasMe KpOBH Obl1a npuﬁnnamenbﬂo B
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5 pa3 Bbllle, 4eM OKCMO3MUMA OTEIKANbLETHIA, @ KPUBAs KOHLEHTPALMA-BPEMsS MNPOLYKTOB
meTabonu3ma Oblia mapajulebHa ¢ 9TenKansueTuaoM. OCHOBHOM NpOIYKT MeraGonm3ma
(cBA3aHHBIN ¢ anbOYMUHOM) 00181271 MUHUMAJIbHON aKTUBHOCTBIO iR Vilro.

Buigeoenue

Ilpu BHYTpHBEHHOM BBeJEHMM MperiapaTa 3 paza B HEAENIO B KOHIE MPOLELyphl FeMOaHaIH3a
3((eKTUBHBINA NEpUO NOTYBBIBEJCHUSA COCTABUI OT 3 10 5 AHel. Y NauMeHTOB ¢ HOPMATBHOI
(yHKupei novex mporcxoauT GBICTPOE BbIBEICHUE ITENKAILLETH/IA, B TO BPEMS KaK Y NAIeHTOB
¢ XbIl, kotopeiM TpeGOBaNoCh NMPOBEAECHAE TEMOHANIN3A, TEMOJUAIM3 CTAHOBHIICS OCHOBHBIM
MyTeM MMMHHALMU TelKanbueTuaa. IPPeKTuBHOE BbIBEACHUE ITENKATbLETHAA POUCXOIHIIO
[IpY 3HAaYEeHUH KIIMpeHca reMoauanusa 7,66 ni/gac. [Tocne BBeqeHMs O/IHOM 10361 OTENKAIBLETH/IA,
MEYCHHOI0 pajJuoaKTUBHBIM u30TOnOM, nauueHtam ¢ XbBIT u BITIT, naxopsmmmcs Ha
reMojiianuse, B Auanusare o0Hapyx)eHo npumepHo 60% BeeaenHoro ['“Cl-srenkansueruia, a
CyMMapHO B MOYe U Kaiie — npuMepHo 7% B Teuenue 175 aueit nepuona cbopa. BapuabenbsHocts
CUCTEMHOIr0 KJIMPEHCA MEX/Yy MaluMeHTaMu cocTaBiser npubansurensHo 70%.
Jluneiinocmo/nenuneunocms hapmaxoxkunemuxu

YV naumentoB ¢ XBI1 wu BITIT, saxomsumuxcs Ha remoauanuse, (apMakOKMHETHKA
STEeNKabLETU/IA XapaKTepU30Baiach JMHEHHOCTBIO U HE M3MEHANACh C TEUCHHEM BPEMEHH Kak
10CJIe BHYTPUBEHHOTO BBEIEHMS OIHOM 10361 (0T 5 10 60 Mr), Tak U 1mocjie BHYTPUBEHHOTO (B/B)
BBE/ICHUS HECKO/IBKUX /103 (0T 2,5 10 20 mr). Ha ¢oHe BHYyTpUBEHHOTO BBeIeHNS 3 pa3a B HE/IEIO
B KOHIIE 3-4 4acoB NpoLeIyphbl reMoanann3a y naueHToB ¢ XBI1 KoHIEeHTpaluy ITe/KanbLeTHaa
B IUIa3M€ KPOBMU JOCTHUIalid MPAaKTHYECKH PABHOBECHOIO COCTOSHMSA CIYCTs 4 Heje/lu nocle
HayJasna JieueHus, Py 9TOM Hab/rojaemMas KyMyJIsiLus yBe/IMuMBaiach B 2—3 pasa.

Iloueunas nedocmamoynocme

Cneunanbiple  (papMaKkOKMHETUYECKHE HCCIEAOBAHUS [0 TPUMEHEHMIO JTeNKabLETHAA Y
MALMCHTOB C TOYE€YHOM HEJOCTATOYHOCTBIO OT CPEAHEH [0 TAKENOM CTENEHM THKECTH He
NPOBOAWINCE. XapakTepucTuka (apMaKOKMHETHKM OTeNIKaNblETHAa Oblla COCTAaBlEHA 110
nauuentam ¢ XbII, naxoasmuxcs Ha remopuanuse. DTeNKaiblUETHI TpeJHA3HAYEH A
npumenenus y nauuenton ¢ XbII, Haxoasmuxcs Ha remouanuse.

llevenounas nedocmamounocme

CrneunanbHple nccieI0BaHus y NALUEHTOB ¢ [IEYEHOYHOM HEI0CTATOYHOCTBIO HE MPOBO/IMIIHCE.
Macca mena, non, 6o3pacm u pacosas npunadnedxicnocme

CornacHo pesyssratam BBINIOJHEHHBIX HCCIENOBaHMMN, Macca Tena, 10J, BO3PACT M pacoBas
MPUHAIEIKHOCT HE OKAa3bIBAIOT BIMAHMA Ha (GapMaKOKMHETHKY ITENKATBLETHA ¥ B3POCIBIX

NalUCHTOB.



Iloka3aHus K NPUMEHEHHIO
[Ipenapar Ilapcabus nokasas s JiedeHus BTOPUYHOTo runepnapartupeosa (BI'TIT) y B3pocibix

MaUMUEHTOB C XpOHUYECKOM 60s1e3HbI0 nouek (XbIT), Haxoasimuxcs Ha reMojuanuse.

IIporuBonokazanus

- ['urepuyBCTBUTEILHOCTD K ATENKANBLETHILY W/HIN 1F060MY BCIIOMOTATEIbHOMY BEIECTBY
B COCTaBe Npemnapara.

- He cnemyer nauunate seyennme mpenapatom [lapcaGuB npu  KOHLEHTpaluu
KOPPUTMPOBAHHOIO KaJbIMs B CHIBOPOTKE KPOBHM HIDKE HHMXKHEro Ipejesia HOpMallbHBIX
3HaueHu# (cM. paszensl «Crnocod npuMeHeHus u 103b1» U «Ocobbie yKa3anusn»).

- Bospact 10 18 net (B cBf3M ¢ OTCYTCTBHEM AAHHBIX MO 3()(HEKTHBHOCTH U (GE30MaCHOCTH

9TENKANBLETH/IA B JAHHON BO3PACTHOM MOMYISALMH).

C 0cTOPOKHOCTBLIO
- bepemenHocTh M mepuon rpyaHOro BckapmiMBaHusi (cM. pasgen «IlpumeHeHue mnpu

OepeMeHHOCTH H B IEPHO/ TPYAHOTO BCKAPMIIMBAHMS ).

IIpumenenne Bo Bpems GepeMEeHHOCTH M B MEPHO/ FPY/AHOT0 BCKAPM/IMBAHHUS
bepemennocme

JlaHHbIE © NPUMEHEHMM OJTelKalbleTuaa y OepeMeHHBIX JKeHIIMH OTCYTCTBYIOT. B
MCCJICJOBAHUAX HA )KUBOTHBIX HE OTMEUYEHO IPSAMOTO MM ONOCPEIOBAHHOTO HeGNaronpUsTHOTO
BO3JCACTBUA HA pENpoAyKTHBHYI (QyHKuMio. B KayecTBe Mephl MpeaOCTOPOKHOCTH
NpeAnoYTUTELHO H3deraTb npuMeneHus npenapara [lapcaGus Bo Bpemsi GepeMeHHOCTH.
Ilepuoo 2pyonozo eckapmaueanus

HeusBecTHO, NpPOHMKAeT JM ITeNKaNbLETH] B TIPYAHOE MOJOKO. JlaHHBIE JOKIMHMYECKHUX
MCCIICJOBAHUH Ha )XKMBOTHBIX ITOKA3aJIH, YTO ITENKATbLETH ] IPOHMKAET B MOJIOKO JIAKTUDPYIOLIUX
KpBIC.

Henb3s uckmouuTh puck Ans pedeHKa, HAXOASALIErocs Ha rpyAHOM BCKapmiMBaHuM. Pemenue o
NPeKpalleHuH rpyJHOr0 BCKapMiuBaHus Mian 00 oTmeHne mnpenapara [lapcabuB gomkHO OBITH
NPUHATO C YYETOM IMOJIb3bl IPYJHOrO BCKApMIIMBAHMA A1 peOeHKa M TMOJb3bl TEpanuu

npenaparom [lapcabus 111 matepu.






