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MHCTPYKIMA TTO MEIUITMHCKOMY TIPUMEHEHUIO
JIEKAPCTBEHHOTI'O ITPEITAPATA

IMaccaxukc®
Perncrpannonnslit Homep
Toprosoe nanmenoBanne npenapara: [Taccaxukc®
MesxaynapoaHoe HenmaTeHTOBAHHOE HAMMEHOBAHHE: JOMIIEPUIOH
JlexapeTBenHnasi popma: TabieTKH KeBaTEIbHbIE

CocraB
1 Tabnetka comepKur:
[eticmsyroujee 6ewyecmso: nomnepusion - 10 mr;

Benomozcamenvuure gewecmea. actiaptam, JJAaKTUTOJ, KCUJIATOJI, MarHUS cTeéapar, MCHTOJI.

Onucanne. Kpyrisle miockounummuapiyeckie TabIeTKu 6eI0r0 HilH GeIoro ¢ KpEMOBATBIM OT-

TEHKOM IIBETA, ¢ (h)acKOU M PUCKOIL.

®apmakoTepaneBTHUECKAs! IPYINA: IPOTHBOPBOTHOE CPEeIICTBO — J0()aMHHOBBIX PEIENTOPOB
0710KaTOp LEHTpaILHBIH

Kox ATX: [A03FA03]

dapmako/iornyeckne cBoiicTea

Dapmaxkoounamuka

Jlommiepuion - anTaroHucT gohpamuna, 06IaKAOIMI IIPOTUBOPBOTHLIMU CBOMCTBaMH. JloMmIe-
PHIOH TUIOXO TIPOHHMKAET 4vepe3 remarTosHuedanmyeckuii Gapwep. IIpuvenenue JIOMIIEPUI0HA
PEJIKO CONIPOBOXKIACTCS IKCTPANUPAMUIHBIME TTI0OOYHBIMH JEHCTBUSIMH, 0COOEHHO Y B3pOCIIBIX,
HO JIOMIICPHIOH CTUMYJIMPYET BBIIC/ICHAE MPOJAKTHHA U3 Tunodm3a. Ero IIPOTHBOPBOTHOE JICH-
CTBHE, MOXET OBITH 00YCIIOBIEHO COYeTaHHEM nepu(pepuyecKoro (racTpOKMHETHIECKOT0) Aeii-
CTBHS M aHTArOHM3Ma K perentopam a1o(hamMiHa B XeMOpEeLEenTOPHOH TPUTTEPHOM 30HE, KOTOpast

HaXOJIHUTCA 3a IpeaesiaMu FCMaTOC)HHC(baJII/I‘IeCKOI‘O 6apr>epa. HCCHCIIOB&HI/ISI Ha XHBOTHBIX U
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HU3KHE KOHLEHTPALMHU IIperapara, BBIABJISEMbIC B IOJOBHOM MO3Te, CBHIETENLCTBYIOT IIpe-
MMYIIECTBCHHO O MepU(EPHIECKOM TEHCTBHU IOMIIEPU/IOHA Ha T0(pAMHHOBBIE PEIENTOPHL.

IIpn mpuMeHeHNN BHYTPB, TOMIIEPHIOH YBEIHIHBACT POIOKHTEIBHOCTh AHTPATBHBIX H TyO-
NICHANIbHBIX COKPAIIEHHH, YCKOPSET OMOPOKHEHHUE XKeJTy/IKa U IMOBBILIACT JaBjieHHe CHUHKTEpa

HHUXHET'O OTACJIa IMUIIEBOIA. HOMHCpI/IHOH HE OKa3bIBaeT JCHCTBUS Ha JKCITYJOUYHYIO CEKPEIIHIO.

DapmakoKkuHemurka

IIpu npueme Hatomak, noMnepuaOH GBICTPO abCopOUpPYETCs TOC/e IpHeMa BHYTPb, IHKOBBIE
TJIa3MEHHBIC KOHLCHTPALMK JIOCTHIal0TCs B TeyeHune 30—-60 MuHYT.

Huskast aGcomoTtnas 6HOA0CTYIHOCTD IOMIIEPHIOHA TIPH TIpHEME BHYTpb (mpuMepHO 15 %)
CBsI3aHA C MHTCHCUBHBIM IIPECUCTEMHBIM METa00JN3MOM B KMIIIEUHON CTEHKE ¥ MEYEHH .
Homnepuion cienyer npuauMarth 3a 15-30 MunyT 10 epl. CHEKEHHE KHCIOTHOCTH B KelyaKe
NPUBOJIUT K YXYAUICHUIO BCACBIBAHUS IOMIIEPH/IOHA.

buonocTynHoCTh npu npueMe BHYTPB CHUXKAETCS [IPH MPeIBAPHTEILHOM TIPHEMe HUMETH/THHA i
Hatpust GnukapGonara. I1pu mpueme npenaparta nmoce eJpl IS JOCTHKEHHS MAKCHMATBHOM a0-
copbumn Tpebyercs Gosblue BpeMeHH, a MIIomaIb Mo/ (apMaKOKUHETHYECKOH kpuoit (AUC)
HECKOJIbKO YBEIMYMBAETCS.

[Ipu npueme BHYTph IOMIEPHIOH He HAKAIIMBAETCS U HE WHIyIIUPYET COOCTBEHHBIH MeTabo-
JIA3M; [IAKOBBIA I1a3MEHHbIH ypoBeHb 21 Hr/MI yepes 90 MUHYT nocie 2 HeJemb mpHeMa npe-
napata BHYTpb B 03¢ 30 MI' B CyTKH, ObLT IPAKTHYECKH TAKUM 3Ke, KaK YpoBeHb 18 HI/mi1 mociie
[IpueMa IepBOM J103bl.

JlomMniepuioH cBs3bIBaeTCs ¢ GenKaMu ria3mbl Ha 91-93 %,

Vcenenopanns pacnpesenienns npenapara ¢ paamOakTUBHOH METKON Yy JKMBOTHBIX IOKa3alu
[IMPOKOC PacIpe/ICICHUE €ro B TKAHSX, HO HU3KHE KOHIIEHTPAIIMH B FOJOBHOM Mo3re. HeGomb-
ITHE KOJINYECTBA Npenapara IPOHUKAKOT Yepe3 IUIAICHTY Y KPBIC.

Jlommepunion noxsepraercst GeicTpomy 1 MHTCHCHBHOMY MeTab0JM3My IyTeM HIPOKCHIMPO-
BaHuA 1 N-Jeankunuposanus. Mccenosanns MetaGomsMa in Vitro ¢ THArHOCTHYECKMMM HHIH-
OuTtopamu moxasamu, 4to uzodpepment CYP3A4 gBIseTcss OCHOBHOM bopmoii uToxpoma P450,
ydacTByromeil B N-1ealkuIupoBaHiy JIOMIIEPH/IOHA, B TO Bpems Kkak u3odepmentsl CYP3A4,
CYP1A2 u CYP2EI y4acTByioT B apoMaTHYecKOM TUIPOKCHIMPOBAHUH JIOMIIEPHIOHA.
Beisenienne ¢ Mouoit u kanom cocrasiser 31 % u 66 % ot J103bI IIPH NTPHEME BHYTPb, COOTBET-
CTBEHHO. Jlos nipenapara, BBIIC/SIOMErocs B HEH3MEHHOM BHJIE, ABISCTCS HEGOMBIION (10% ¢
Kajom ¥ 1 % ¢ mouoit). ITnasmennsrit mepuox ITOJTyBBIBEICHUS TIOCIIE OJTHOKPATHOTO IpHeMa

BHYTPb COCTaBIIACT 7—9 4acoB y 3M0POBBIX JOOPOBOJIBIEB, HO MOBHIIACTCS y TAIUEHTOB C TH-

JKEJION ITOYEYHON HEAOCTATOYHOCTRIO.
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Y TakuX NauueHToB (CBIBOPOTOYHBIH KpeaTHHUH > 6 Mr/100 M, T. e. > 0,6 MMOuIB/n) IIEPHOJL
TTOJTyBBIBE/ICHHSI IOMIIEPH/IOHA yBennuuBaercs ¢ 7,4 o 20,8 yacoB, HO KOHIEHTpAIMK Mpena-
para B IUIa3M€ HHJKE, YeM y IallAEHTOB ¢ HOPMaJbHOW (QYHKIHEH modyek. Mayoe KOJIH4ecTBO
HEU3MEHEHHOT0 npernapata (0koyio 1 %) BEIBOJUTCS TOYKAMH.

Y NalMeHTOB ¢ HapyIIeHueM (YHKIHUH TIeUCHH CpeHel CTeneHn TkecTH (OueHKa 79 6aios
no mxane Yaina-I1s0), AUC u C may noMmieprona 6sutd B 2,9 u 1,5 pasa Bbie, yem y 3J10po-
BBIX ZI00POBOJIBIEB, COOTBETCTBEHHO. J{0JIsl HECBA3aHHOM (DpaKIMK MOBBIIATACh Ha 25 Y% W Ie-
PHOZ TIOJTyBBIBEJICHUS YBEMIMBANICS € 15 10 23 9acoB. Y MalMEHTOB C JIETKAM HapylIeHHEM
GyHKIMM TeYeHH OTMEYANHCH HECKOTHEKO CHUYKEHHBIE CHCTEMHBIE YPOBHH IIperapaTa B cpaBHe-
HHUHU C TAaKOBBIMHU Yy 3/I0pPOBBIX J100pOBOJIbLEB HAa OCHOBE Cmax 1 AUC, Ge3 M3MeHeHHu CBA3bIBA-
HUsL ¢ OeNKaMy MJIH TePHOJa MOyBBIBEICHHS. [IalMenTsI ¢ TSKEIbIM HapylIeHHeM (yHKIHH

II€YCHU HE U3YYaJIUCh.

IMokazanusi kK npuMeHeHnI0

IIJIH 00JIerYeH s CHUMIITOMOB TOITHOTHI U PBOTHI.

IIporuBonokazanus

- TIOBBIIICHHAs TyBCTBUTEIBLHOCTh K JOMIIEPHIOHY MM JIOOOMY JAPYroMy M3 KOMIIOHEHTOB
npernapara;

- IPOJIAKTUH-CEKPETHPYIOIIAst OIyX0JIb TUodu3a (IPOJaKTHHOMA);

- OJIHOBPEMEHHBIH TIPHEM IIEPOPAIBHBIX (HOPM KETOKOHA3071a, SPUTPOMHUIIHHA HITH APYTHX MOIIl-
HBIX MHrHOMTOPOB M3opepmenta CYP3A4, BRIBIBAIOIINX yIUIHHEHHE uaTepBaia QTc, Takux
KaK  KJIApUTPOMHLMH, MHTPAKOHA30I, (IyKOHA30J], M03aKOHA30J, PHUTOHABHD, CAKBHHABHP,
aMHOJIapOH, TEIUTPOMHIKH, TEIANPEBUP U BOPHKOHA301 (cM. paszzensl «Ocobble yKa3aHHs»,
«B3saumoneiicTBue ¢ ipyruMu leKapcTBEHHBIMHU CPEICTBAMUY);

- HKCITYN0UHO-KHUIICYHBIC KDOBOTCUECHHS, MEXaHHYECKAs HETPOXOAMMOCT MM Tiepdopartus (T.e.
KOTla CTUMYJISIUHAS IBUTATENIbHON (yHKIMH JKeITy1Ka MOXKET ObITh OMACHOH);

- HapyIIeHUs! PYHKIMK NeYEeHH CPEAHEN U TIKEION CTEIeHH;

- Macca Tejla MeHee 35 KT

- A€TCKHH BO3pact 110 12 jieT npu Macce Tena MeHee 35 Kr;

- (eHUIKETOHYPHS (T.K. IPEnapar coaepKuT acriapTam);

- 6ep€MCHHOCTB, IIEPUO TPYAHOTO BCKapMJIMBAHMUS.

C ocTopokHOCTBIO:

- HapyIIeHUs QyHKIHH [T0YeK;



JITT-No(000646)-(PI'-RU)-240322

- HapyHmIE€HUusA PUTMa IIPOBOJUMOCTH Cep/ala, B TOM YHCIIE YAJIMHECHHUE HHTEpBaja QT, Hapyue-
HUSL SJICKTPOJIMTHOI'O 6aJIaHCEl, 3acToHas CepJiICHHas HEAOCTATOYHOCTh.

- OTHOBPEMCHHOC NMPUMEHEHUE MpenapaTos, HMHAYLIHUPYIOIIUX pa3BUTHE 6pazxm<apmm U THIIO-
KaJIMEMHH, a TaK)KE€ MaKpOJIUJI0B, YITTHHSAIOIIUX HUHTECpBAJI QT - ABUTPOMHUIIMHA U POKCUTPOMHU-

[IMHAa, OTHOBPEMEHHOC IPUMEHEHHUE C aHOMOpq)I/IHOM.

ITpuvenenne npu GepeMeHHOCTH M B IEPHO/ TPYAHOT0 BCKAPMIIMBAHHAS

Ilpenapar ITaccaxunkc® mpoTrBONOKa3aH K NPUMEHEHHIO TIPH OepeMEHHOCTH U B TIEPHOJ TPy -
HOTI'0 BCKapMJTUBAHHSI.

VIMeroTest orpaHndeHHble MOCTPErHCTPALMOHHBIE JAHHBIE O TPHUMEHEHHH JOMIIEpHJIOHA Y Oepe-
MEHHBIX JKCHIIHH.

MccneoBanne Ha JKMBOTHBIX IPOJEMOHCTPHPOBAIO PEHPOLYKTHBHYIO TOKCHYHOCTD IIPH BBICO-
KOM J103€, TOKCHYHOH JUIsl MATEPUHCKOTO OpraHnu3Ma.

Bo3MOXKHBIH puck 1 yenoBeka HeusBecTeH. JOMITEPHIOH BBIAEISIETCS C IPYZHBIM MOJIOKOM Y
KOPMSLIAX CaMOK KPBIC (IIPEMMYIIECTBEHHO B Ka4eCTBE MeTabOJIHTOB: MAKCHMAIbHAS KOHIICH-
Tpauus 40 u 800 mr/mut mocne nmprema BHYTPh MM BHYTPHBEHHOTO BBEICHHS 2,5 MI/Kr cooT-
BETCTBEHHO).

JIOMIIEpH/IOH BBIIENAETCS ¢ IPYAHBIM MOJOKOM Yy KEHIIMH, H MJIANCHIb B IIEPUOJT TPYIHOTO
BCKapMJIMBaHHA MOTyT monydath Menee 0,1 % maTepuHCKON 103bl, CKOPPEKTHPOBAHHOMN 110
macce Tea. Hesb3s HCKIIOYaTh BO3MOKHOCTh BOSHHKHOBEHHS HEKEJIATe IBHbIX spdexros, oco-
OEHHO KapAMOJIOTHYECKHX, Y MIIAJIEHIEB B IEPHO. IPYAHOTO BCKapMJIUBaHHSI.

HeoGxomumo mnpumste pemenne o mnpekparenun TPYIHOIO BCKAPMIIMBAHHS MM OT-
MEHE/BO3/IEPKAHUH OT TEPANMM JOMIIEPHIOHOM, OLCHHBAs TOJIB3Y T'PYJHOTO BCKAPMIIMBAHUS
JULs peOCHKA H MOJIB3Y JICYCHHS JUIS MaTepH.

Heobxommmo cobmmoats 0cTopoxkHOCTE B cltyyae Hatuums (haxTOpOB pHCKa yUIMHEHUS HHTEp-

Bajia QTC Y MJIQJICHIIEB B IIEPHOJT I'PyTHOTO BCKapMJIMBaHUS.

Crniocob npumMeHenus u 103b1
BuyTps. Pexomennyercs npunmuMats tabierku [accaxukc® 3a 15-30 MHUHYT JI0 €lIbl, B Clly4ae
TIpHeMa Iperapara 1ocie /sl abcopOIHst JOMIIEPUIOHA MOXKET 3aMe UISThCS.

Bspocuble u ety crapie 12 ner ¢ maccoii 35 KT 1 Golee

ITo 1 tabnerxe (10 mr) 3 pasa B cyTku, MakCHMaTbHAS CYTOYHas J103a COCTABJIIET 3 TaOJIeTKU
(30 mr).

etu no 12 ner u ¢ Maccoii Tena 35 Kr U 6o7ee
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[lo 1 Tabnerke (10 mMr) 3 pasa B cyTku, MakCHMalbHas CyTOYHAs J03a COCTABISIET 3 TaGJETKHU
(30 mr).

OOBIMHO JUIsl Tepanuu OCTPOH TOIIHOTBI M PBOTHI MAKCHMAIbHAS MPOIOJIKHTENFHOCTh Helpe-
PBIBHOT'O IpHEMa IIperapaTa He J0JDKHA MPEBBIIATh OHY HeJeno. Eciu TomHoTa 1 pBoTa 1po-
ZI0JDKAKOTCS JI0JIbIIE OJHOW HEJE/H, IMAlMEHTYy CIIeyeT IMOBTOPHO MPOKOHCYJILTHPOBATHECS CO
CBOMM BpadoMm. [1o JpyruM mokasaHHsM MPOJODKHTENLHOCTh TEPATMH COCTABISIET 4 HelelHq.
Ecii cumntomel He neuesaior B TeueHne 4 Hezellb, HEOOX0MMO TIPOBECTH TTOBTOPHOE 00CIIEN0-
BaHME NAIKEHTA U OLEHATH HEOOXOIUMOCTD B IIPOIOKEHHH TEPAIIHH.

[IpumeHenue Y MAIMEHTOB C IOYEYHOU HEJOCTATOUYHOCTHIO

[TockosbKy mepuos momyBbIBeICHHS JOMIIEPHIOHA TIPH TSDKEION MOYEYHON HEJ0CTATOUHOCTH
(TIpu ypoBHE KpeaTHHHHA B CHIBOPOTKE > 6 Mr/100 M1 T. €., > 0,6 MMOIB/1T) YBEJIMYUBACTCS], Ya-
CTOTY TIpUEMa INpenapara CiIeyeT CHU3UTh 110 1 WK 2 pa3 B CYTKH, B 3aBUCUMOCTH OT TSXKECTH
HEJI0CTaTOYHOCTH. Heo6Xo1MMo NMpoBOANTE peryisipHoe o6cie10BaHNie MAMEHTOB ¢ TSKEIOMH
TMOYEYHOH HEAOCTATOYHOCTBIO (CM. paszden « Papmakonouueckue ceolicmeay).

[IpuMenenue Y HNAIMEHTOB C NEYEHOYHOH HEJOCTATOYHOCTHIO

ITpumenenne ITaccaxukc® mpoOTHBOMOKA3aHO Y MALMEHTOB CO cpennetsokenoi (7-9) mo kiac-
cuukanun Yaitna-ITeo0) wim tsoxenoit (> 9 mo knaccudukamu Yainn-TIsio) neyeHouHoit He-
AOCTATOUHOCTEIO (cM. pazden «lIpomueonokasanusy). Y naumenToB ¢ nerkoit (5—6 mo kmaccu-
(uxannn Yaitna-Ib0) neuyeHouHON HEIOCTATOYHOCTHIO KOPPEKIMH J103bl IIpenapar He Tpedy-

OTCS (cM. pasden «DPapmakonozudeckue c6oiicmeay).

IToGounsbIe eiicTBUS

[To naHHBIM KIIMHUYECKUX UCCJICJIOBAHUI

Heowcenamenvuvie peaxyuu, nabnooasuwecs y > 1 % nayuenmos, NPUHUMABULUX OOMNEPUOOH:
ACTIpECCHs, TPEBOra, CHUKCHHE MIIM OTCYTCTBHE JMOMJI0, TONOBHAs 6OJIb, COHIMBOCTD, aKATH-
3H3, CyXOCTb B TIOJIOCTH PTa, IMAPEs, CBIINb, 3y ]I, YBEIHYCHHE MOJOYHBIX JKeJI€3/THHEKOMACTHSI,
00JIb M YyBCTBUTENBLHOCTS B 06J1ACTH MOJIOYHBIX XKelles, TIAKTOPEs], HAPYIIEHUS] MEHCTPYallb-
HOTO IIUKJIa U aMEHOpes, HapyIICHHE JIAKTALUHU, aCTCHHS.

Heoicenamenvnuie peakyuu, nabniodasuuecs Y <1 % nayuenmos, npunumaswux 0omnepudon:
THIIEPYYBCTBUTEIBHOCTD, KPAIIUBHUIA, OTEK MOJIOYHBIX JKEJIe3, BBIACICHUS M3 MOJIOUHBIX JKe-
nes.

IIpuBenennrie HuKe Hexenarenbuple 3 QexTbl KJIaCCH(QULMPOBAIIH CIIEIYIOMMM 00pa3oM:
ouenv wacmo (2 10 %), yacmo (> 1, no < 10 %), newacmo (> 0,1 %, no < I %), peoko (> 0,01 %,
no < 0,1 %) u ouenw peoko (< 0,01 %), exniouas omoenvhvie cryyau.

[lo naHHBIM CIIOHTAHHBIX COO6H.[€HI/Iﬁ O HEXEJIATCJIbHBIX SIBJICHUSIX
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Hapywenus co cmoponvl ummynnoiu cucmemst. OdeHb pejko: aHaHIAKTHYCCKHE PEaKIHH,
BKJIIOYas aHaQHUIaKTHYECKHI IIOK.

euxuueckue napywenus. OueHb PeJIKO: TOBBIIEHHAs BO30YIMMOCTH (PEMMYIIECTBEHHO Y HO-
BOPOXK/ICHHBIX H JI€TeH ), HEPBO3HOCTD.

Hapywenus co cmoponsl nepenoii cucmemor. OueHb PelIko: TONOBOKPYIKEHHE, SKCTPATHPAMH/I-
HBIE PACCTPOMCTBA M CYI0POrH (IPEUMYIIECTBEHHO Yy HOBOPOJKIEHHBIX U JIETel).

Hapywenus co cmoponwl cepoeuno-cocyoucmoii cucmemvl. OUeHb PEKO: yUTHHEHHE UHTEpBa-
na QT; ey 109KOBast apuTMHs , BHE3AIHAst KOPOHAPHAS CMEPTH*.

Hapywienus co cmoponwl kodicu u nookodcnvix mxanet. OueHb PeKo: KPAHBHULA, AHTHOHEB-
POTHYECKUHN OTEK.

Hapywenus co cmoponsl nouex u moyesvi600suyux nymeii. O4eHb PeIKO: 3a1ePiKKa MOYH.
Jlabopamopnwie u uncmpymenmanvnvie dannvie. OU4eHb PEIKO: OTKIOHEHHS 1ab0paTOPHBIX I10-
Ka3aTesieil QyHKIUU NI€YCHH, TIOBBILICHHE YPOBHS MPOTAKTHHA KPOBH.

Hexenarenpuele PCAaKIMH, BEIIBICHHBIC B X0JI€ ITOCTPErUCTPAIIMOHHBIX KIIMHUYECKUX HUCCJICI0-

BaHU.

Hapywenus co cmoponsl ummynnoir cucmemer. 4YactoTa HeM3BeCTHA: aHauIaKTHYECKHE peak-
MM, BKJIIOYas aHaAQUIAaKTHYECKUH 0K,

lcuxuueckue napywenus. Hedacto: nosplmennas Bo3oyammMocTb (IpeMMYIIECTBEHHO y HOBO-
POXIEHHBIX U JeTeH ), HEPBO3HOCTE.

Hapywenus co cmoponwl neposnoti cucmemsi. YacTo: ronoBOKpyxkenue. Peko: cyaopor# (mpe-
MMYIICCTBCHHO Y HOBOPOXIEHHBIX M JeTeif). YacToTa HeM3BecTHa: KCTpalMpaMMIHBIE pac-
CTPOHCTBA (IIPEUMYIIECTBEHHO Yy HOBOPOXKIEHHBIX U JIETeH).

Hapywenus co cmoponvt cepoeuno-cocyoucmoti cucmempl. YacTora HeM3BECTHA: yJIMHEHHE
unteppana QT, ey 10ukoBas apuTMus*, BHE3aTHAS KOPOHAPHAS CMepTh*.

Hapywenus co cmoponut kooicu u nooxosicnvix mraneii. YacTota HEM3BECTHA: AHTHOHEBPOTHYE-
CKHUH OTEK.

Hapywenus co cmoponer nouek u mouesv18005ujux nymeu. Hedacto: 3aepxka MOUH.
Jlabopamopuvle u uncmpymenmanvuvie Oannsie. HeuacTo: OTKIOHEHHS MabopaTOPHBIX MOKA3a-
Tenei GpyHkuuu neyenu. Pesiko: noBbIenHne ypoBHs IPOJIAKTHHA KPOBH.

*B HEKOTOPBIX 3MHAEMHOTOTHYECKHX HCCIIEI0BAHMAX BBLIO MI0Ka3aHO, YTO NMPUMEHEHHE JIOM-
NEPHUIOHA MOXKET OBITh CBA3aHO C IOBBIIEHHEM PHCKA PA3BUTHS CEPHE3HBIX JKEJYIOUYKOBEIX
APUTMHIT MM BHE3AIIHOH cMepTH. PHCK BO3HMKHOBEHHS IAHHBIX SBICHUH Gollee BEPOSITEH y Ia-
UEHTOB cTapuie 60 JIeT W y MalMeHTOB, IPHHUMAKONINX TIPerapar B CyTO4YHOH n103e Gonee 30
MI. PeKOMEHI0BaHO NPUMEHEHHE JIOMIIEpHIOHA B HAUMEHbIIEH 3G (eKTUBHOI 03¢ y B3pOCIIBIX

U JIeTEH.
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ITepenosupoBka

Cumnmomol

Cityyau nepe1o3upoBKy ObUTH OTMEYEHBI B OCHOBHOM Yy TPY/HBIX J€Tei, U IeTeif cTapIiero Bo3-
pacra. CUMIITOMBI TI€PEO3UPOBKM MOTYT BKJIIOYATh MOBBINIEHHYIO BO30YIMMOCTD, H3MEHEHHE
CO3HaHHs, CYZI0POTH, I€30PUEHTALNIO, COHIIMBOCTD U SKCTPATHPAMHE/IHBIE PEAKIHH.

Jleuenue.

Crienn¢puyeckoro aHTHIOTa JTOMIIEPU/IOHA HE CYLIECTBYET. B cirydae [IEPEIO3UPOBKH PEKOMEH-
AYeTCsl TIPOMBIBAHME JKENTy/Ka B TEYCHHUE OJHOTO Yaca ¢ MOMEHTa IIpUeMa Iperapara, [pHeEM
aKTUBHPOBAHHOTO YIJIs, IPH BOSHUKHOBEHMH DKCTPAITMPAMUIHBIX PEaKIIUH - aHTHXOIMHEPrUye-
CKHEC, NPOTHBONAPKMHCOHMUYECKHE cpe/cTBa. M3-3a BO3MOXKHOTO yBenwdyeHus wHrepsana QT

ClIelyeT MOHUTOPUPOBATH d7eKTpokapanorpammy (DKI).

B3aumopeiicTBue ¢ ApyruMHu JIeKapCTBEHHBIMH CPeICTBAMH

AHTHXOJIMHEPrHYeCKUe TIPenapaThl MOIYT HeHTpanIu3oBaTh JAeiicTBHe mperapara [laccaxukc®.
ITepopasbHast GHOZOCTYIHOCTL IOMIIEPH/IOHA YMEHBLIAETCS MI0CTIE NIPEIIECTBYIOMIEro IpHeMa
IUMCTH/IMHA WM HATPUA ruapokapbonara. He creryer nmpuHHMaTh aHTalMIHbIE M aHTHCEKpE-
TOPHBIC IIperrapaTbl OMHOBPEMEHHO C JIOMIICPH/IOHOM, TaK KaK OHH CHIDKAIOT €ro OHOIOCTYII-
HOCTB T10CJI€ IIPHEMa BHYTPb.

OZHOBpeMEHHOE NPUMEHEHHE C [TAPALETAMONIOM H IHTOKCHHOM HE OKA3bIBACT BIIMSHUS HA KOH-
[EHTPALHKIO STHX JIEKAPCTBEHHBIX CPEJICTB B KPOBH.

OcHOBHOH myTh MeTaGoM3Ma IOMIEPUIOHA OCYIECTBIISETCS TIOCPEICTBOM H30(epMeHTa
CYP3A4. Pesysbrats! necsenoBanuit in vitro M HaKOILUIEHHBIH KITMHMYECKHI OIIBIT IIPUMEHEHUs
AAOMIIEPH/IOHA TIOKA3BIBAIOT, YTO COIYTCTBYIOLIEE IIPUMEHEHHE JIEKAPCTBEHHBIX CPE/ICTB, 3HAUH-
TEJILHO MHTHOMPYIOIIMX 3TOT H30(EPMEHT, MOKET COMPOBOKIATHCS YBEIHYCHHEM KOHLIEHTpa-
[MH TIOMIIEPUIOHA B ILIA3ME.

CoueranHoe MpUMEHEHHE JOMIEPHIOHA C CHIIBHBIMHU uHruouTopamn m3odepmenta CYP3A4,
KOTOPBIE, 110 TOJTyCHHBIM IaHHBIM, BBI3BIBAIOT yIMHEHHE HHTepBaia QT - MpoTHBOMOKA3aHO.
IIpomusonoxasannvie kombunayuu:

Jlexapcmeennvie npenapamer, yonunsiowue unmepean QT:

- AHTHAPUTMHYCCKHE Tpenaparhl kiacca [A (Hanmpumep, IU30mMpaMujl, THAPOXUHHUINH, XHHH-

JIUH);

- aHTHapUTMHYeckue npenapatel kiacca I (Hanpumep, aMHOIapoH, KoeTHIus, IpoHeapoH,

U0y THIIH ]I, COTaoN);
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- OHPCAC/ICHHBIC aHTHIICHXOTHYECKHE NIPenaparsl (HalpuMep, ralonepuol, IMAMO3HUJI, CEPTUH-
Jo7);

- OHPCACICHHBIC aHTHACTIPECCAHTBI (HAIIPAMED, IMTAIONPAM, SCIUTANONPaM);

- OIPEICICHHbIC aHTHOHOTUKH (IPHTPOMHUIIMH, JeBO(IOKCAIHH, MOKCH(]JIOKCAIUH, CIHpaMH-
LHH);

- OHPE/ICICHHBIC POTHBOTPUOKOBBIC IPENapaThl (HaIpuMep, TeHTAMUIHH);

- OHPC/CTICHHRIC POTHBOMAIAPUHHEIC NIPENapaThl (B 9aCTHOCTH, TaoaHTpHH, yMe(aHTpHH);
- ONPEETICHHEIC KTy I0YHO-KHIUEYHBIE TIperapatsl (HampuMep, [M3aNpuUL, J0JaceTPoOH, MHpy-
KaJIonpun);

- OTPEAC/ICHHbIC AHTHTHCTAMUHHbIC NPeNapathl (HAPUMEp, MEXHUTA3HH, MH30JIaCTHH);

- OIPEACICHHRIC POTUBOOIYXOJIEBbIE TPENaparhl (HampuMep, TOopeMH(EH, BaHAETaHUD, BHH-
KaMHH);

- HCKOTOpBIC JIpYrHe JICKAPCTBEHHBIC [penapaThl (HAapuMep, Genpuim, nudemMaHmnIa MeTHII-
Cynbgar, MeTajion).

Cunvnoie uneubumopwor CYP3A4:

- HHTUOUTOPBI POTEA3BI;

- IPOTUBOTPHOKOBBIE CPEJICTBA A30JI0BOTO PSIjia;

- HEKOTOpbIE aHTHOHOTHKH M3 TPYIIbI MaKPOJIHIOB (3PUTPOMHIINH, KJIAPUTPOMUIIHH U TETHT-
POMHUIIHH).

He pexomenoosannvie kombunayuu:

- AHTarOHUCThI KaTbLKs (AMITHA3EM, BEpATAMHII);

- HEKOTOPBbIE aHTHOHOTUKY U3 IPYIIIIBI MAKPOJIH/IOB.

Kombunayuu, komopwie credyem npunumams ¢ OCMOPOACHOCMBIO:

- anoMophun*;

- IPENApaThl, BLI3bIBAIOIINE OPAIUKAPINIO U THIIOKATHEMHIO;

- Q3UTPOMHIMH, POKCHTPOMHMIIHH.

Brrmeykasanupiit cincok npenapatos ssisercs THITMYHBIM, HO HE UCYEPITBIBAOIIUM.

* JloMIepuIoH IpoTHBOMOKa3aH TIpH COBMCCTHOM IIPHEME C JIEKAPCTBEHHBIMH CPE/ICTBAMH,
yAamansiomumy nuTepsan QT, 3a nckmouerunem anomopduna. [Ipumenenue coBmecTHO ¢ aro-
MOP(GHHOM BO3MOKHO TOJIBKO B TOM CJlydae, eci NMpeuMyINecTBO COBMECTHOTO MPUMEHEHHS
AIOMIICPUTIOHA C anoOMOPYUHOM NPEBBINIAET PUCKH, H TOJIBKO, €CIIH CTPOro COOJIFOICHBI PEKOo-
MCHIYEMBIC MEPBI IIPE/IOCTOPOKHOCTH [I7Isl COBMECTHOTO IPAMEHEHHS] IIPEeraparos,
OZnHOBpeMeHHOE IPUMEHEHHE ¢ JIEBOIOMIO. I1pu coBmecTHOM npuMeHenUn MOKET HAGTIOKATE-

Ci1 NTOBBIMIEHNE KOHIIEHTPAIIMH JIEBO/IOIBI B ILIa3Me kpoBu (3040 %), KoppeKIms 10361 He Tpe-

Oyercs.
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Ocobble ykazanus

[Ipu coBmecTHOM npumerennn npenapata ITaccaxuxc® ¢ aHTAMMIHBIME WK AHTHUCEKPETOPHBI-
MH NIpeIIapaTamMH, MOCICAHUE CIIEAYET MPUHAMATE [I0CHIE €/Ibl, & HE JIO elIbl, T. €. UX He CIETyeT
IIPUHUMATh OJTHOBPEMEHHO ¢ npenapatoM ITaccaxukc®.

Ipenapar Tlaccaxukc®, TaGneTky jKeBaTebHbIE CONEPKUT acrapTam, Io3ToMy €ro He CJIeayeT
UCII0JIB30BATH Y TALMEHTOB C TUNepheHUIaIaHUHEMHAEH.

Tak kaK TONBbKO OYeHB HEGOJIBIIOE KOIMYECTBO TOMIIEPHIOHA BBIBOJUTCA MOYKAME B HEH3Me-
HCHHOM BHJIE, TO BPAJI JIM HEOOXOAMMA KOPPEKIHUs Pa3oBOH 03Bl Y MAIHEHTOB ¢ MOYEYHOH He-
JOCTaTOMHOCTEIO. IIpy IIOBTOPHOM HPHMEHEHHH YacTOTa MO3MPOBAHMS JOJKHA OBITh CHUKCHA
J10 1-2 pa3 B CyTKHM B 3aBUCHMOCTH OT TSKECTH HEJOCTATOYHOCTH, TAKIKE MOYKET noTpeboBaThCs
CHIKEHHE JI03bl. [Ipn IMTeNbHOM Tepannn Takke MalHeHThl T0JDKHBI HAXOMHTHCS MO pery-
JSIPHBIM HaOJIIOICHHEM.

[Ipuem npenapata nociie epl 3aMeUIsSeT ero BeacklBaHue.

IIpi npumenenny nommepuioHa BO3MOKHO Y UIHHEHHE unTepBana QT Ha snexktTpokapauorpam-
Me. B meprosx mocTperucTpainoHHoro HabmoeH s 3a MalHeHTaMH, TOJTyYaIOIMUMHU JIOMITIEPH-
JIOH, TOCTYTATH cOOOMIEHNs 06 OYeHb PENKUX CllydasX yHHenns uuTepsata QT u Key104-
KOBOH TaXMKap/MH THIIA «ITHPYITY. JIaHHbIe COOOIIEHNS COepI Ay HH(POPMAIHIO O MalMEHTaX
C COMYTCTBYIOIMMMH (haKTOPaMM PHCKA, HAPYUICHHSIMH 3EKTPOIHTHOrO GATaHCa M O COBMECT-
HOH Tepariy, KOTopas MOIJIa CoCOOCTBOBAT PA3BHTHIO HEKE/ATETBHbIX SBJICHHIL
DIMIEMHOIOTHYECKHE HCCIIEIOBAHHUS IPOJIEMOHCTPUPOBAJIH, YTO NPUMEHEHHE JOMIIEPHIOHA
OBLIO CBA3aHO C TIOBBILICHHBIM PHCKOM Pa3BHTHS CEPBE3HBIX KEJTYI0YKOBBIX apPUTMHUI WIIM BHE-
3aITHOM KOPOHAPHOH CMEpTH.

HanGonee Bricokmii puck HaGmonancs y nanuenton crapue 60 JeT, MaKueHToB, MOJyYaBIIMX
AOMICPH/ION B CYTOUHBIX 1103aX, MPEBBINAOMKX 30 MT, H Y MAlHeHTOB, NapaUIeNbHO PHHH-
MAFOILAX JICKAPCTBEHHBIC IIpenapaThl, yuinHsomue untTepan QT wim unruburops: CYP3A4,
IIpenapar ITaccaxukc® npoTuBonokasan s NIPUMCHEHMS Y MTALUEHTOB C y/UIMHEHHEM HHTEp-
BajoB CEpACYHON MPOBOAUMOCTH B aHaMHe3e, 0coGenHo uuTepsaa QTc, y TalUEHTOB C BBIpa-
KCHHBIMA HApYIICHUSMHU SJIEKTPOJIMTHOrO Gananca (THIOKaTHEMHUS, THIIEPKATHEMHs, THITIOMAT-
HUEMHUs) WM OpamuKap/uel, MM y NarmeHToB ¢ CONMYTCTBYIOIMMHU 3a00JIEBAaHUSIMH Cep/la,
HAlIPUMEP, XPOHHYECKOH CEpACYHON HEIOCTATOYHOCTHIO, B CBSI3H € MOBBIIICHHEM pHCKa pa3BH-
TH3 JKCITYI0UKOBBIX apuTMUH. Hapyienus snekTponuTHoro 6ananca (THIoKaanemus, THIIEpKa-
JTMCMHS, TUIIOMArHUEMHs) WM OpaJMKapIusi H3BECTHBI KAK COCTOSHHS, MOBBIIAIOLIHE npoap-
UTMOTCHHBIA PUCK.

JloMIlepuIoH TPOTHBONOKA3aH NPH COBMECTHOM IPHEME C JICKaPCTBEHHBIMH CpE/ICTBAMH,

yumHsiommuMu nurepsan QT, 3a uckmodennem anomopduua.
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IIprumenenne coBMecTHO ¢ amoMOPGUHOM BO3MOKHO TOJIBKO B TOM CIIydae, ecii peuMy1Ie-
CTBO COBMECTHOIO IPUMEHCHHS JOMIICPH/IOHA ¢ allOMOP(GUHOM TMPEBBINAET PUCKH, H TOJBKO,
€CJIH CTPOTO COOJTIONAIOTCS PEKOMEHTyeMble Mephl IPEIOCTOPOKHOCTH ISl COBMECTHOTO IPH-
MCHCHHS PENApaToB, YIOMSHYTHIC B HHCTPYKIHMH 10 MEHIIMHCKOMY IIPUMEHEHHIO anoMophu-
Ha.

Jleuenne npenaparom [laccaxukc® HEOGXOAMMO NPEKPATUTH TIPH BO3HUKHOBEHHHU [IPH3HAKOB U
CHMIITOMOB, KOTOPBIC MOTYT OBITh CBA3aHbI C CEPIEUHON apUTMHEH, a IAMEHTaM CIIeLyeT Hpo-
KOHCYJIbTHPOBATHCS CO CBOUM BPauoM.

Heobxonnumo pexoMeHI0BaTh manueHTamM HEMEUIEHHO cOOOMATh O JIHOOBIX HapyLIEHUsIX CO
CTOPOHBI CEp/Ila JIeYalemMy Bpaygy.

JloMIIepiion He pPeKOMEHIyeTcs NPUMEHSTh Ui NPO(DHIAKTHKH TOMIHOTH H PBOTHI IOCITE
HApKO3a; NPU JUTMTEIbHON TEPAIHK NPENapaToM MallMeHThI 0KHBI HAXOIUTHCS MO PEryIsp-
HBIM HabJIIOIEHHEM Bpaya.

[Tpu 0ZHOBpeMEHHOM NMPUMEHEHHH JIOMIEPHIOH YCHIMBAET NEHCTBHE HEHPONENTHKOB. [Tpu
OTHOBPEMCHHOM IPUMEHEHMH IIperiapata C aroHHUCTaMH JI0(haMUHEPrHYeCKUX PENenTOpOB
(6poMOKpHIITHH, JI€BOIONA) TOMIIEPHIOH YTHETAET HeXKeNaTeTbHbIe Iepru(epudecKue 3 dexTp
MOC/IE/IHNX (TaKhe KaK HapyIIEeHHs MUIIEBAPEHNs, TOLHOTA, PBOTA), He BJIHSS [P STOM Ha HX
HEHTpaIbHbIE Y)DHEKTHI.

[penapar ITaccaxukc® pexomenTyeTcs IpHHAMATH B MUHUMATBHOM 3 heKTUBHOIA 103€.

Bimsinne Ha cnnoco6HOCTH YHOpaBJIsATh TPAHCIIOPTHLIMH CpeacTBaMu, MEXaHU3MAMHU

HCO6XOIII/IMO CO6JIIOIIaTI> OCTOPOXXHOCTB IIPH YIIPABJICHHUU TPaHCIIOPTHBIMU CPE€JICTBAMU U 3aHMA-
THSX NPYTUMHU TTOTEHIIMAJIbHO ONACHBIMH BUJAMH JACATCIIBHOCTH, Tpe6y101HI/IMI/I ITOBBIIIIEHHOU
KOHIICHTpAallMi BHUMaHUSA U 6I>ICTp0TbI IICUXOMOTOPHBIX peaKum‘/'I, B CBA3H C PUCKOM pa3BHUTHS

MOOOYHBIX 3(1)(1)6KTOB, KOTOPBIC MOTYT BJIMSTHL Ha YKa3aHHBIC CITIOCOOHOCTH.

®opma BeImycka

Tabnerku xeBarensuble 10 Mmr.

[Io 4, 6 wu 10 Tabnetok B KOHTYpHYIO AYEHKOBYIO YIIAKOBKY M3 IUTCHKH [10JHBHHHIXIOPHIHOMN
1 (OJIBTH aTIOMUHHEBO} TTeYaTHOMN JIJAKUPOBAHHOM.

[o 1, 2, 3, 4 ui 5 KOHTYPHBIX TUEHKOBBIX YMAaKOBOK BMECTE C HHCTPYKIHMEH MO MPUMEHEHHIO

[IOMEMIAIOT B Ma4YKy U3 KapToHa.

YcaoBust xpanenus

XpaHuTs 1pu Temneparype He Boie 25 °C,

10
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XpaHHUTb B HEJIOCTYIIHOM JUIA IeTeH MecTe.

Cpok roaHocTu
3 rona.

He ucnone3oBare mo ucreueHuu CpOKa roAHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YcaoBust ormycka

OTmyckaror 1o peuenry.

IIponsBoauTens/ Opranu3anusi, IPHHUMAKOMIAS PETEH3 MU NOTpedHTe el
AO «AJIUYMp, Poccus.

Mockosckas 0611., T.0. Cepryxos, pi. O6osenck, Tep. Kapran A, 1. 2.
Buinyckaiowuii konmpone kavecmea

Mockosckas 0611, r.0. Cepryxos, pr. OGonenck, Tep. Kpapran A, 1. 2, c1p. 1
Ten.: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru




