COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.06.2024 N2 11653

WHCTPYKIMS 1O MEJIUIIMHCKOMY ITPUMEHEHHOTEKAPCTBEAHOFO

ITPEITAPATA

TPUAJITHAH®

PerncrpanuonHblii HoMep
ToproBoe HaMMeHOBaHUE
Tpuanrua®

MexayHapo/Hoe HeATEeHTOBAHHOE WM TPYNITUPOBOYHOE HAUMEHOBaHH e
Kodeun + meramuson Hatpus + denobapouTan

JlekapcTBenHas popma

TabneTku

Cocras

CocraB | Ha TabieTKy

Oeticmsyrowue sewecmsa: kodheun Oe3BomHbI — 50 Mr, MeTamMH305la HATPUS MOHOTHUIPAT —

300 mr, perobapouTan — 10 mr;

scnomozamenvhble gewecmsa: Kpaxman kaprodenbubiid — 36,31 mr, maraus creapat — 3,69 mr.
Onucanue

TabneTkn Kpyryioi TUIOCKOUMIMHIAPUIECKON (GOpMBI, 0T 6€I0ro 0 0eoTo ¢ KEATOBATHIM HIIN
KPEMOBATBIM OTTEHKOM IIBETa, C PUCKOM U (HacKOil.

dapmakoTepaneBTHYECKAs IPynna

AHaJIbIeTUKH; IpYyrUe aHaIbI€TUKU U aHTUIIUPETUKHU; TUPA30JIOHBI.

Koa ATX

NO02BB72.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Kom6unupoBanHusiii npenapat. Oka3bplBaeT aHAJBIE€TUYECKOE U YKAPOMOHMKAIOLIee JEHCTBUE.
Amnanprerndyeckuil 3¢ ekt pazpuBaercs yepe3 20-30 MUHYT M JOCTUTaeT MakcuMyma uepes 45
MUHYT. Papmakojoruuyeckue cBoiicTBa mpemnapaTa OOYyCIOBIEHBI JEHCTBHEM KOMIIOHEHTOB,
BXOJISILIINX B €r0 COCTaB.

Memamuzon nampus sBIS€TCS MPOU3BOIHBIM MUPA30J0HA, OOIAAIONIUM aHAJIbI€3UPYIOLINM,
KAPOMOHMIKAIOLIUM U CIIa3MOJIMTUYECKUM JENCTBUEM. MeXaHU3M JIeHCTBUS 10 KOHIIA HE N3YYEH.
CornacHo pe3yJibTaTaM HCCIEIOBAaHUN METaMM30J W €ro AakTUBHBIA MeTabonut (4N-

METHJIAMUHOAHTUIIUPUH) 00J1aal0T LIEHTPAJIbHBIM U Nepu(epuIeckuM MEXaHU3MOM JIeHCTBUS.
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apaxuJ0HOBOMN KHUCIIOTBHI.

Denobapbuman OTHOCHTCA K rpymme OapOouryparoB. BzammopeicTByeT ¢ OapOUTypaTHBIM
ydacTKoM OeH3oaua3enuH-y-amuHoMacisiHas kuciora (I”AMK)-peuentopHoro komiiekca, 3a
CYeT 4yero noBbimaeT yyBcTBUTENbHOCT ' AMK-penentopoB k 'AMK, npuBoAUT K pacKpbITHUIO
XJIOPHBIX KAaHAJIOB, YTO YBEJIMYHMBACT UX MOCTYIUJICHHE B KJIETKY U BEJET K TUIEPIONISIPU3ALINU.
[TonaBnseT CEHCOpPHBIE 30HBI KOPbI TOJIOBHOTO MO3ra, YMEHbBIIAET MOTOPHYIO aKTUBHOCTD,
yruetaer unepeOpaibHble (YHKIMH, B TOM 4HCIE JAbIXaTenbHBIH HeHTp. He oka3biBaer
CYLIECTBEHHOTO BIUSHUS HA CEpPACUYHO-COCYIUCTYI0 cucteMy. CHIKaeT TOHYC TJIaJIKON
MYCKYJIaTyphl KTy IOUHO-KUIIEYHOTO TPaKTa. B MalbIX 103aX MPOSBISET CeJaTUBHOE ICHCTBUE.
Kogeun noBpItiaeT pedaeKTOPHYIO BO30YIMMOCTh CITMHHOTO MO3Ta, BO30YX/IaeT bIXaTeIbHBII
U COCYAOJBUIAaTEIbHBIM LIEHTPBI, PACIIUPSIET KPOBEHOCHBIE COCYJbl CKEJIETHBIX MBI,
TOJIOBHOT'O MO3ra, Cep/ia, MoYeK, CHIKAET arperamnuio TpOMOOIUTOB; YMEHBIIAET COHIMBOCTD,
YyBCTBO YyCTaJOCTH, MOBBIIIAET YMCTBEHHYIO U (pU3MUecKyr0 paboTocnocoOHOCTh. B maHHOM
KOMOWHAIMK KO(EHH B MaJIOW JJ03€ MPAKTHUECKH HE OKa3bIBACT CTUMYIHMPYIOIIETO IEHCTBHS Ha
LEHTPaJbHYI0 HEPBHYI CHCTEMY, OJHAKO IIOBBIIIAET TOHYC COCYAOB TOJIOBHOTO MO3ra u
CIOCOOCTBYET YCKOPEHHIO KPOBOTOKA.

DapmakoKkunemuxa

Memamuzon nampus

[Tocne mpuema BHYTpb METaMHU30J1 HATPHUS THAPOIU3YETCS 10 (hapMaKOIOTHYECKH aKTHBHOTO 4 N-
MeTmiaMuHoanTunupuHa (MAA). buogoctynHocte MAA mocnie mpuemMa BHYTPh COCTaBIISI€T
90 %, 4TO HECKOJIBKO BBILIE, YEM ITPU APEHTEPATLHOM BBEACHUH. O THOBPEMEHHBIN IPUEM MTULIH
HE OKa3bIBAE€T 3HAYUMOTO BIUSHUA HA (JapMaKOKHHETUKY METaMH30J1a HaTpHS.

Knunnueckas 3¢ pexTuBHOCTD omnpesensercss nmpeumyinectBeHHo MAA, a Takxke B MeEHbIIEH
creneHn Mertabonutamu 4N-amuHoaHTunupuHa (AA). BenuuunHa muomanum noj KpUBOH
«xoHnentpamus — Bpemsn» (AUC) AA cocraBiser 25 % ot »Toii BenuuuHbl st MAA.
Mertabonutel 4N-anerunaMuHoanTUnupuH (AAA) u 4N-popmunamunoantunupua (OAA) He
00sanaroT (papMaKoIOTHUEeCKOM aKTUBHOCTHIO.

Bcem merabonurtam npucyiia HenuHelHas GpapMakokuHeTuka. KnnHuueckas 3Ha4UMMOCTb 3TOTO
SBJICHUS HE M3BecTHa. [Ipy KpaTKOCpPOUYHOM NMPUMEHEHUH KyMYJIALUs METaOOIUTOB HE UTpaeT
60b1ION poIIH.

Metamu3on HaTpus NPOHUKAET 4Yepe3 IUTaleHTy. MeTabonuThl MeTaMu30ja TMPOHUKAIOT B

IpyIHOE MOJIOKO.

Css3b ¢ Oenkamu maa3mel MAA cocraBisieT 58 %, AA —48 %, DAA — 18 % u AAA — 14 %.
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ITocne ogHOKpaTHOrO NpUeMa BHYTPb 85 % 103bl 06Hapw&i;égl§d;['%ﬁﬁ%)l;gglﬁﬁg:e[;v]_e:r'd%&'l%lro&

u3 HuxX 3+1 % — MAA, 6£3 % — AA, 26£8 % — AAA u 2344 % — ®AA. TloueuHslii KIHpPEHC
10CJI€ OIHOKPATHOTO IpueMa 1 r MeraMu3osa HaTpusi BHYTpb 1t MAA paBen 5+2 mu/muH, AA
— 38+13 ma/mun, AAA — 61+8 miu/mMuH 1 DAA — 49+5 mur/muH. COOTBETCTBYIONTUE TIEPHOIBI
MOJTYBBIBEICHUS U3 T1a3Mbl it MAA — 2,740,5 u, AA —3,7%1,3 u, AAA — 9,5£1,5 u u DAA —
11,2+1,5 4.

Tooicunvie

VYV noxuneix marmentoB AUC moBeimaercs B 2-3 pa3a. Y NalMEHTOB € LUPPO30OM IEUECHH
nepuopl monyBbiBeeHus MAA 1 @AA 1ipu OJJHOKPATHOM IpUEMe Tperapara yBEIMnIMBaIOTCA
IpUMEpHO B 3 pasa, TOrja Kak Iepuojabl noiyBbiBeleHUs AA u AAA He cleayroT TOH Xke
3aKOHOMEPHOCTH. Y TaKMX MAIMEHTOB CIeayeT n30eraTb NpUMEHEHUS BHICOKUX J103.
Hapywenue ¢ynkyuu novex

CornacHO UMEIOHIMMCST JaHHBIM MPU TOYEYHOM HEJAOCTATOYHOCTU CKOPOCTh BBIBEIICHUS
HEKOTOpHIX MeTabonmuToB (AAA u DAA) cHmwkaerca. Y TakuxX NAIMEHTOB ClEAyeT n30erarhb
IPUMEHEHHUS BBICOKHUX J03.

buooocmynnocmo

CornacHo NMpoBeIEHHOMY KIIMHUYECKOMY HCCIIEIOBaHUIO (hapMaKOKHHETHUECKUE MTOKa3aTenu 4-
MAA npu npueme BHYTph 1 I MeTamu3zona Hatpus (TabJIE€TKH) MUMEIOT CIEAYIOLUEe 3HauYeHUs
(mpuBeneHbl CpEeJHUE 3HAUYEHUS W CTAaHAAPTHBIE OTKJIOHEHMS): MaKCUMallbHas IUIa3MEHHas
koHeHTpauuss (Cmax) coctaBmsier 17,317,54 w™r/m; Bpemsi JOCTHDKEHHUS MaKCHMalbHOU
MJIa3MEHHOU KOHIEHTPAMH (tmax) — 1,42+0,54 9; rimoma b mo1 KpUBOM «KOHIIEHTPAITUS — BPEMSI»
(AUC) — 80,9+34,1 [mrxd/m]. AGcomoTHas Ouomoctynuocte 4-MAA no AUC mpu npueme
TabseTok cocrasisieT 93 %.

Denooapouman

ITpu npueme BHYTpb NOJHOCTBIO, HO OTHOCHUTEIBHO MEIJIEHHO BcachlBaeTcs. MakcuMmanbHast
IUIa3MEHHasi KOHIEHTpalus Habmtoaaercs yepes 1-2 4 nmocie npuema.

Oxkoio 50 % cBsi3piBaeTcs ¢ Oenkamu 1mia3Mbl. PABHOMEpHO pacnpeiensieTcs B pa3HbIX opraHax u
TKAHSIX; MEHbILINE €r0 KOHIEHTPAaluu OOHApYKHUBAIOTCS B TKAHSAX T'OJOBHOIO MO3ra. XOpOIIo
NPOHMKAET B TPYJHOE MOJIOKO U Yepe3 IJIalleHTapHbIi 6apbep.

Mertabonu3upyercs B NEUEHH, UHIAYLHUPYET MHUKpocoManbHble ¢epMeHTHl neueHu: CYP3A4,
CYP3AS, CYP3AT (ckopocTh (hepMEHTATUBHBIX peakiuil Bo3pactaeT B 10-12 pa3), nmosblmaer
J€3MHTOKCUKALMOHHYIO (pyHKIMIO ieueHu. Kymynupyer B opranusme. [lepron nomyBsiBeieHUs
coCTaBiseT 2-4 CyTOK.

BriBoguTCs moukaMu B BUJE TJIIOKYPOHU /A, 25 % — B HEU3BMEHEHHOM BUIC.
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Kodpeun (NOCNEOCBATENEHOCTE 0003)

[Tpu mpueme BHYTpH abCOpOIMsS XOpoIasi, MPOUCXOTUT HA BCEM MPOTSHKEHUU KHUIIICUHUKA.
BcacreiBanue mporucXoauT B OCHOBHOM 3a CUET JTUMO(DUILHOCTH, & HE BOJOPACTBOPUMOCTH. Bpemst
JOCTH>KEHHUSI MAaKCUMaIbHOW KOHUEHTpauu — 50-75 MUH 1ociie npueMa BHyTpb, MaKCUMAaJIbHAS
KoHIeHTpanus 1,6-1,8 mr/n. BeicTpo pacmpenensercs Bo BCeX opraHax M TKaHSIX OpPraHHU3Ma;
JIETKO TIPOHUKAET uepe3 reMarodHIedaindeckuii 6appep u mianeHty. O0beM pacrpenencHus y
B3pocibix — 0,4-0,6 n/kr, y HOBOopoxneHHBIX — 0,78-0,92 n/kr. CBs3p ¢ OenkamMu KpoOBU
(ampbymMuHOM) — 25-36 %. bonee 90 % mnoasepraercss MeTabOIU3My B MIEUEHHU, Y JI€TEH MEPBBIX
aet xu3Hu A0 — 10-15 %. V¥V B3pocabix okono 80 % 103bl koenHa MeTadoIu3upyeTrcs B
napakcanTuH, okoino 10 % — B TeoOpomuH u okoio 4 % — B TeopmwumMH. DTU COCITUHEHUS
BIIOCJICICTBUU JEMUTUIUPYIOTCS B MOHOMETHIJIKCAHTHHBI, a 3aT€M B METUJIMPOBAHHBIE MOUYEBbBIC
kucnothl. [lepuon monyBbiBeeHUs y B3pocibiXx — 3,9-5,3 u (uHorma — no 10 4). BeiBenenue
KodernHa M ero MeTabOJIUTOB OCYIIECTBISETCS MOYKaMU (B HEM3MEHEHHOM BHUJE Y B3POCIBIX
BeIBOAUTCS 1-2 %).

Iloka3zanus K NpUMEHEHUIO

boneBoil cUHIPOM pa3NTUYHOrO reHe3a: ToJIoBHAs, 3yOHas 0oib, 0ONMM B MBIIIIAX U CyCTaBax,
HEBpaJTHsl, Ipu 00JIE3HEHHBIX MEHCTPYaLIUAX, IPU PAAUKyIUTE. B KauecTBe CUMIITOMATUYECKOTO
CpeICTBA JUIsl CHIDKCHUS TIOBBINICHHOW TEMIEpaTyphl Tella W OCHAOJICHHS CHMIITOMOB
«HeJIoMOoraHus» (TrosoBHas 00JIb, IOMOTA) MPU «IIPOCTYIHBIX» 3a00IEBaHUSIX.
IIpoTuBONOKa3aHMS

- [loBbllIEHHAs! YyBCTBUTEIBHOCTh K METAMHM30JIy HAaTPUsL U APYTMM IMPOU3BOAHBIM MUPA30JIOHA,
a TaKkKe K MUpa3oIuANHAM, Hanpumep, (eHuI0yTa3oHy (BKIOYas MAIMEHTOB, MEPEHECIINX
arpaHyJIOLIMTO3 BCJEACTBUE NPUMEHEHHUs ITHX INpenaparoB), kodeuHy, peHobapOuTany uiu
JIpYTUM KOMIIOHEHTaM Ipernapara;

- AHanprerudeckass OpOHXHMallbHas acTMa WM HEMEePeHOCUMOCTh AHAIBIEeTHUKOB (IO THUITY
KparuBHUI[A—AHTUOHEBPOTHYECKUN OTEK), T.€. TMAIMEHTHI C OpOHXOCMAa3MOM WJIH JAPYTUMHU
dbopmamu aHaPMIIAKTOMIHBIX peakuuii (HampuMmep, KpanmuBHUIIA, PUHUT, aHTHOHEBPOTHUECKHUI
OTeK) B OTBET Ha NPUMEHEHHE CaJHMIMJIATOB, TMapaneramMoja WIH HECTePOUTHBIX
MIPOTUBOBOCTIATTUTENFHBIX MPENapaToB, TAKUX Kak AukiodeHak, nuoynpodeH, HHIOMETAIUH WU
HaITPOKCEH;

- Hapymierre KOCTHOMO3rOBOTO KPOBETBOPEHHUsI (HAIIPUMED, TTOCIE IIUTOCTATHIECKON Tepanum)
win 3a00JIeBaHUS KPOBETBOPHBIX OPTaHOB;

- HacnencrBenHsiil neuiuT riaroko30-6-hocdataeruaporeHasbl (TeMoIn3);

- OcTpast ”HTEpMUTTUPYIOIIAsl IeYeHOUHas nopdupus (pUcK pa3BUTHUS IPUCTYNOB opdupun);

- Tsxenble 3a0oeBaHys IEYeHU U (WIH) MTOYEK;
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- Pecriuparopnble 3a0051€BaHNs, COTPOBOKIAIOIIUECS onbw%g&%ﬁen I[EIX&'TGTITBHHX

Iy TeH;

- Muactenus;

- AJIKOTOJIbHOE OIbSIHEHUE, JIEKapCTBEHHAsI WJIM HAPKOTHYECKas 3aBUCHMOCTb, B TOM YHCJIE B
aHaMHe3e;

- bepemeHHOCTH U IEprUOA IPYTHOIO BCKapMIIMBAHU;

- Herckuii Bo3pact 1o 18 ser.

C 0CTOpPOXKXHOCTHIO

Hapymienne GyHKIMY eUeHU W/WIIH TTOYEK, I3BEHHAsI 00JIE3Hb KeJyAKa U IBEHAALIaTUIIEPCTHON
KHIIKKW B CTauu pCMUCCHUHU, TIJIayKOMa, IIOBBIIICHHAA BOBGYI[I/IMOCTB, TTOKUIION BO3pacT,
SIUJICTICHUA U CKIIOHHOCTD K CYJOPOKHBIM IIPUIIAAKAM.

I[IpumeHeHnune npu 6epeMEHHOCTH U B NMEPUO/I TPYTHOT0 BCKAPMJIMBAHUS

[Ipemapatr mnpoTHUBOINOKa3aH K NpUMEHEHUI0 mpu OepemenHoctu. Ilpu HeoOXxoguMoOCTH
IPUMEHEHHUs IpernapaTa B MEPHOJ JIAKTallMd HEOOXOAMMO pPELIUTh BOIPOC O IMPEKpalleHUuu
TPyAHOI'O BCKapMIIUBAHUS.

Cnoco0 npuMeHeHMsI U 103bI

BuyTpb o 1 tabnerke 1-4 paza B cyTku. TabneTku cieayeT MporiarhiBaTh HETUKOM, 3aIUBast
JAOCTAaTOYHBIM KOJIMYECTBOM KHUIKOCTH.

MakcumanbHasi cyTouHas 1o03a — 4 tabnerku. [IpogomxuTenbHOCTh pueMa He 6ojee 5 THel.
[ToxxumpIM ManMeHTaM, MaUeHTaM C TSKENbIM OOIIMM COCTOSHUEM U HapyIIeHHEeM KIHpeHca
KpeaTHHHHA HEOOXOAMMO CHM3UTH J03Y, MOCKOJIBKY Y HHX MOXET ObITh CHHKEHO BBIBEIICHUE
MeTaboJIMTOB MeTaMu30J1a HaTpus U eHobapOuTaa.

HOCKOJ’II)Ky Yy NanuMeHTOB € HAPYHICHUCM q)YHKIII/II/I MOYCK HMJIM NCYCHU CKOPOCTH BBIBCACHUS
mpernapaTa CHIDKAeTCs, CleayeT wu30eraTh MHOTOKPATHOTO TIIpHeMa BBICOKHMX 103. [lpu
KpPaTKOCPOYHOM MPUMEHEHUU CHIDKEHHUS J03bl He TpedyeTrcs. OmbIT AMUTENBHOTO MPUMEHEHUS
OTCYTCTBYET.

Io6ounoe neiicTBHE

Jlo HacTosIiero BpeMeHH He cooOmanock O MOOOYHBIX 3(deKTax NpH NpUeMe JaHHOU
KoMOMHaMu. YacToTa BOSHUKHOBEHUS HUKETIEPEUHCICHHBIX BO3MOXKHBIX MOOOYHBIX 2P PEKTOB

HCHU3BCCTHA. HDI/I NpUMCHCHUHN TIpfriapara B COOTBETCTBHH C I/IHCT[)VKI_[I/IGI\/II BO3HUKHOBCHUEC

HIDKEIIEPEUYNCIIEHHBIX TOOOYHBIX 29D (HEKTOB MATTOBEPOSITHO.

Hapywienusa co cmoponst Kposu u 1umpamuueckoii cucmemol
Yacmoma wneuzéecmua: arpaHyJIOIMTO3, JICHKONEHUS, TPOMOOIMTONICHUS, aIljlacTHYecKas

aHEMUA, ITAHITUTOIICHM .
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Hapywenusa co cmoponst UMMYHHOU cucmem

Yacmoma neuzgecmua: aHTUOHEBPOTHUYECKUN OTEK, aHA(DHIAKTOMIHBIE M aHA(PUIAKTHYECKUE
peaxuu.

Hapywenusa co cmoponsl HEpEHOIL cucHembl

Yacmoma Heussecmua: TCUXOMOTOPHOE BO30YyXKIE€HHE, TpeBora, TpeMop, OecloKOICTBO,
TOJIOBOKPY)KEHHE,  ONWIENTHYECKHE  MPUIAAKH, yCUJICHHE pedIieKcoB, OECCOHHMIIA;
napaioOKCaIbHAsE PEAKIUsl y MOXKHUIIBIX (HEOOBIYHOE BO30YKIACHHE), TIOBHIIICHHAS! yTOMIISIEMOCTD,
COHJIUBOCTb, CHUKEHHE CKOPOCTH IICUXOMOTOPHBIX PEAKIIHii, JeKapCTBEHHAsl 3aBUCUMOCTb.
Hapywenusa co cmoponul cepoya

Yacmoma Heuzgecmua. OUIYIIEHUE CEpALECOMEHUS, TaXWKap/AWs, MOBBIIICHHE apTEPHATBLHOTO
JIABJICHUS, CHIYKEHUE apTePUaIbHOTO JaBICHUS.

Hapywenus co cmoponst 0bIXxamenbHOll CUCHEMbl, OP2AH08 2PYOHOI KIeMKU U CPe0OCHIeHUs
Yacmoma Heuzgecmna: TaXWIHOD, OPOHXOCHACTHMYECKUW CHHAPOM, aHaJIbreTHYecKas
OpoHxuanbHas acTMa.

Kenyoouno-kuwieunvie napyuienusn

Yacmoma Heuzeecmua. TOUTHOTA, pBOTA, 00OCTPEHHE SI3BEHHON 00JIe3HH (KO(eurH ), 3a1op.
Hapywenus co cmoponsl ne4eHu u Hcenuesvle00Auux nymei

Yacmoma Hneuzgecmna: MOMKET Pa3BUBATbCS JIEKAPCTBEHHOE IOpPAKEHME IE€YEHM, BKIIIOUas
OCTPBIN TeIATHUT, KEATYXY, TOBBIIIICHHE YPOBHS «IICYCHOYHBIX» TPAHCAMUHA3.

Hapywenus co cmoponul KOxicu U NOOKOHCHBIX MKAHE

Yacmoma HeuzéecmHa: CHINb (B TOM YHCIIE CTONKAs), 3y, KpAaTUBHUIIA.

Ilpu noaeénenuu nedcenramenbHviX peakyuil, 6 MoOmM HUCle He YKA3AHHBLIX 6 UHCMPYKUUU,
ciedyem o0pamumsca K ievauiemy epauyy.

Ilepeno3suposka

Jlo HacTosiiero BpeMeHH CIIy4aeB NEpeJO3UPOBKH MPHU MPUMEHEHUU TaHHOW KOMOWHAIMU HE
3aperucTpUPOBAHO.

Kodgheun (60nee 300 mz na npuem unu oonee 1 2 ¢ cymku)

Cumnmomwi

PacnipocTpaHeHHBIMH ~ CUMOTOMaMHU  SIBJISIFOTCSL  TPEBOTa, HEPBO3HOCTb, OECIIOKOMCTBO,
0ecCOHHUIIA, TICUXUYECKOe BO30YKJIEHHE, MbIIICYHbIE MOJSPIUBaHUs, CITyTAHHOCTh CO3HAHMS,
cynmoporu. Ilpm  BbeIpa)kK€HHON  TEpPENO3UPOBKE  MOXKET  BO3HUKATH  T'MIIEPIIUKEMUS.
Kapanonornueckue HapylmeHus MPOSIBISAIOTCS TAXUKApAUEH U apUTMHEN.

Jleuenue

CHmKeHne J03bI UJIM OTMCHA KO(I)CI/IHEL
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Memamu3zon nampus (6onee 1 2 na npuem, 60J

Cumnmombi

Octpasi mepeno3MpoOBKa IMPOSBISAETCS TOLIHOTOW, PBOTOH, OONBI0 B JKUBOTE, HApYyLICHHEM
GYyHKIUM  TOYEK/OCTpOl MOYEHYHOM HEAOCTATOYHOCThIO (HampuMmep, KakK IMpOsBICHHE
MHTEPCTUIUAIBHOTO HedpuTa) M, PEIKO, CUMITOMAMHU CO CTOPOHBI LIEHTPAJbHOM HEPBHOMN
CUCTEMBI (FOJIOBOKPY>KEHUEM, COHJIIMBOCTBIO, KOMOM, CYyZA0pOraMH) U CHUKEHUEM apTepUaAIbHOTO
JABJICHU S, TPUBOISAIINM K TAXUKAPAUH U LIOKY.

[Ipu BBICOKOI TEpeNO3UPOBKE IKCKpeLUUsl pyOa30HOBOM KHUCIOTHI MOXET OKpPacHUThb MOYYy B
KpPACHBI IBET.

Jleuenue

Crenuduueckuii aHTUAOT HewsBecTeH. llpu HenaBHEH Mepeno3upOBKE B LEISIX OTpaHUYCHUS
NOCTYIUICHUs Tpernapara B OpPraHu3M NPOBOAAT TNEPBUYHYIO JETOKCHKAIUIO (HAmpHuMep,
MPOMBIBaHHE >KENMyJKa) WM COPOLMOHHYIO Tepanuio (Hampumep, aKTUBUPOBAHHBIA YIOJb).
OcHoBHOM  MeTa0omuT  (4N-METHIIAMHHOAHTHIMPUH)  yHAISETCSl TPH  TeMOAHAIU3e,
reMopmIbTpauy, remonepdys3un 1 miazMaduIbTpanuu.

Jleyenue mepeno3UpPOBKH, PABHO Kak M MNPO(UIAKTUKA CEPHE3HBIX OCIOXKHEHHH MOMKET
noTpeboBaTh OOIIETO U CIIENUATBHOIO HHTEHCUBHOT'O MEAUIIMHCKOTO HAOIIOICHUS U JICUCHHUS.
Denoodapouman

® mnepenosupoBka (eHOOAPOUTATIOM MAJOBEPOATHA: OFHA YIAKOBKA

IIpn npueme Tpuanruza
npemnapata (20 TabIeToK) COIEPKUT OJIHY MAaKCUMAIIbHYIO Pa30BYyIo 103y (heHoOapOuTaa.
B3aumopeiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMHU NMpenapaTamMmu

Memamu3zon nampusn

Ycunupaet 3¢ ekt 3TaHOIA.

He pexomenyercs OAHOBPEMEHHO NMPUMEHATh pEHTTEHOKOHTPACTHBIE JIEKAPCTBEHHBIE CPEJICTBA,
KOJUTOMIHbIE KPOBE3aMEHUTENH U IEHUITUIIIHH.

[Ipr ogHOBpEeMEHHOM NPUMEHEHWH LUKJIOCHOPHHA CHIIKAETCS KOHIEHTPAIHsS TOCIETHETO B
KPOBH, TIO3TOMY TIPH UX OJJHOBPEMEHHOM IIPUMEHEHUH CIIEyeT KOHTPOJIMPOBATh KOHIIEHTPAIIUIO
[UKIIOCTIOPUHA.

Metamu3on  HaTpusi ~ YBETMYMBAE€T  AaKTHBHOCTh  IMEPOPAIBHBIX  THUMOTIMKEMHYECKHX
JICKApCTBEHHBIX  CPEICTB, HENPSMBIX  AHTUKOAryJISTHTOB, TIIOKOKOPTHKOCTEPOHIOB H
WH/IOMETAIIHA.

OennnbyTa3oH, 0apOUTypaThl U APYyTrue HHAYKTOPHI MUKPOCOMATBHBIX (DEPMEHTOB MEUEHHU MPU

OIHOBPCMCHHOM ITPUMCHCHUHN YMCHBIIIAIOT BCP(I)CKTI/IBHOCTL MCTaMUM30Jia HAaTPHUs.
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OpnHoBpeMeHHOE  NpPUMEHEHHWE C  JIPYIUMHU '&Q&E&%@&igﬁg bH ':glgagﬂfrel%gée:'mn,

TPULUKIMYECKUMHU AHTHUJICTIPECCAHTaAMH, KOHTpAICTITUBHBIMHU TOPMOHAJIbHBIMU
JIEKapCTBEHHBIMH CPEICTBAMH U AJJIOITYPUHOIOM MOKET IPUBECTH K YCHIICHHUIO MX TOKCHYHOCTH.
CenaTuBHBIE U AHKCHOJUTHYECKHUE JIEKAPCTBEHHBIE CPEJCTBA (TPAaHKBHIM3ATOPHI) YCHUIMBAIOT
aHaJIbre3upylolee AeicTBUe METaMHU30J1a HATPU L.

TraMazos ¥ MUTOCTATHKH MOBBILIAIOT PUCK Pa3BUTHS JICUKOIICHHH.

Oddexr ycunuBaloT KoxeuH, Oj0karopel H2-rHCTaMHHOBBIX PELENITOPOB M IPOMPAHOIION
(3aMeIsIeT MTHAKTUBAITHUIO).

MuenoTokcruueckue JeKapCTBEHHBIE CPEACTBA YCHIIMBAIOT MPOSIBICHUE TI'€MaTOKCUYHOCTH
npenapata. OJHOBpEeMEHHOE MPHMEHEHHE MEeTaMH30ja HaTpus W METOTpeKcaTa MOXKET
YCUJIMBATh F€MaTOTOKCHYHOCTH TMOCJIEAHET0, OCOOEHHO Y MAIlMEHTOB MOKUIJIOTO BO3pacTa.

[Tpu oHOBpEMEHHOM MPUMEHEHUH METaMHU30JIa HATPHUS U XJIOPIPOMa3uHa BO3MOKHO Pa3BUTHE
TSDKEJION TUIIOTEPMUH.

Denovapouman

B3anmopelicTBue ¢ JIpyrMMH JICKapCTBEHHBIMH CPEICTBAMU OOYCIIOBJIEHO, B OCHOBHOM,
CIOoCcOOHOCTHIO PeHoOapOuTana HIYIUPOBAaTh IUTOXpoM P450 (mpenmyiiiecTBEHHO H30()epPMEHT
CYP3A4).

CHmkaer  aHTHOAKTEPHATBHYIO  aKTHBHOCTh  AHTHOMOTMKOB W CyJIb(aHUIAMHIOB,
IPOTHBOTPHUOKOBYIO aKTUBHOCTB I'pr3e0(]yIbBHHA (CHI)KAET BCACHIBAHNUE).

CHmwxkaer  9(QQPEeKTUBHOCT,  HEONPSAMBIX  AHTHUKOATyJISHTOB,  [IIOKOKOPTUKOCTEPOHUIOB,
JOKCULUMKIIMHA, OSCTPOT€HOB M JPYTUX JIEKAPCTBEHHBIX CPEJCTB, META0OIM3UPYIOMIUXCS
MHUKPOCOMANBHBIMA  (hepMeHTamMu  TiedeHH. CHOTBOpPHOE  J€MCTBHE  CHIKAETCS  TIPHU
OJTHOBPEMEHHOM TIpHUEMEe aTpOIHA, IKCTPAKTa KPAcaBKH, JEKCTPO3bl, THAMHUHA, HUKOTHHOBOW
KHCJIOTHI, AaHAJIETITUKOB U TICUXOCTUMYJIMPYIOIIUX CPEACTB.

[Ipu coyeraHuum ¢ pe3epHUHOM YMEHbIIAETCS MPOTUBOCYAOPOXKHOE JeiCTBUE, MO/ BIMSHUEM
aMHUTPHUNTWINHA, HIATAMUa, JUa3ernama, XJIOpAHa3eoKCH/Ia — yCUITHBAETCSI.

AnerazonamMuji, oOIeTaYMBas MOYY, CHHXKAeT peadcopOuuio ¢enodbapbutara B MOYKAX U
ocnabsier ero 3¢ ¢exT.

VYcunuBaer — JeiicTBUE  aNKOroJis,  HEHPOJIENTHKOB,  HApPKOTMYECKMX  aHaJbIe€THKOB,
MHOPENIaKCAaHTOB, CEAATUBHBIX 1 CHOTBOPHBIX CPEJICTB.

Kogheun

Kodenn sBnsercs aHTaroHUCTOM a/ieHO3MHA (MOTYT MOTpeOOoBaThCs OOJBIINE A03bI aJICHO3HHA).
[Tpu coBMecTHOM NpHMeHEHHH KodenHa U 0apOMTYypaToB, NPUMHUI0HA, TMPOTUBOCYAOPOKHBIX
JIEKapCTBEHHBIX CPEICTB (IIPOM3BOJHOE I'MIaHTOMHA, 0COOEHHO ()EHUTOWH) BO3MOKHO YCUJICHHE

MeTabonu3Ma U yBeJIMYeHHE KIUpeHca KopenHa; HIMMETUIMHA, IEPOPATIbHBIX KOHTPAIENTUBOB,
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aucynbdupaMa, mUIpodaokcanuna, HopdIoK¢alHa (NQCHERABATEHLHOCTE AUl &

Y OTYETY

neueHn  (3aMelUIeHHe €ro  BBIBEACHUS M YBEIMYCHHE KOHLEHTPAIlMM B  KpPOBH).
Kodennconepkamue HaNmWTKA W JApYyrde JIEKapCTBEHHBIE CPEACTBA, CTUMYJIUPYIOIINE
HEHTPaJIbHYI0 HEPBHYIO CHCTEMY, — BO3MOXKHA Upe3MepHasi CTUMYJISIUS LIEHTPAIbHON HEpBHOMN
cucteMbl. MEKCUJIETUH — CHH)KaeT BbIBeJeHHe KodeumHa Ha 50 %; HUKOTUH — YBEITMYHMBAET
CKOpOCTh BbIBe/leHUs KopenHa. MTHruOuTopsl MOHOAMHUHOKCHAA3bI, Pypa3oIuI0OH, MpoKapOa3uH
U ceierwimH — Oonpime 10361 Kogpenna (Oomee 300 Mr/cyT) MOTYT BBI3BIBATH Pa3BUTHE
YKU3HEYTPOKAIOLIUX aPUTMUNA Cep/illa WK BBIPaXXEHHOTO MOBBILICHUS apTEPUaIbHOTO JaBICHHUS.
Kodeun cumxaer BcacbiBaHHE MPENapaToB KaJbIUs B JKEIYJOYHO-KUIIEYHOM TpakTe. CHIKaeT
3pPEKTUBHOCTh HAPKOTHYECKMX M CHOTBOPHBIX JICKAPCTBEHHBIX CPEACTB. Y BEIMYUBACT
BBIBEJICHUE IMIPEMAPATOB JIMTUS C MOYOW. YCKOpPSIET BCAChlBAHHE M YCUJIMBAET JICHMCTBHE
CEpJICYHbIX TJIMKO3UIOB, IOBBIIIAET UX TOKCHMYHOCTh. COBMECTHOE MpHMEHEHHe ¢ Oera-
aapeHo0JI0KaTOpaMH MOKET MPUBOAUTH K B3AUMHOMY IO/IaBIICHUIO TePANeBTUUECKHUX d(PPEKTOB;
C B-aIpeHOMHMETUKAMHU — K JIOTIOJIHUTENIFHONW CTHMYJISILUY IIEHTPAIbHONH HEPBHOW CHUCTEMBI U
JIPyTUM aJJINTUBHBIM TOKCcH4eckuM 3¢pdexram. Kodenn Moxer cHUKATh KIMPEHC TEODUILTMHA
M,  BO3MOXHO,  JPYIrMX  KCAaHTHHOB,  yBEIWYMBAs  BO3MOXHOCTb  QJJIMTUBHBIX
(hapMakoIMHAMUYECKHX U TOKCHYECKHX 3 (PEKTOB.

Oco0ble ykazanust

IIpenapar He ciaenyer OpuHUMATE OoJiee S5 AHEeN NOapsil.

Bcneocmeue cooepocanun 6 npenapame Kogheuna

[Ipenapat cienyer ¢ OCTOPOXXHOCTBIO Ha3HA4aTh IMALMEHTaM C IOAArpOM, TMIIEPTUPEO30M U
apUTMHEN.

[Ipy mpuMmeHeHMM mpenapara CieIyeT OrpaHUYUTh MOTpeOJIeHHE HPOIYKTOB, COAEpPKAIIMX
KO(pEHH, MOCKOJbKY M30BITOUHOE IMOCTyIUIEHHE KOo(enHa MOXKET IMPHUBECTH K HEPBO3HOCTH,
pa3IpakuTEeNIbHOCTH, OECCOHHUILIE U, B HEKOTOPBIX CITy4asx, yUaIleHUIO CepALeOneHHUs.
Bcneocmeue cooepircanun ¢ npenapame memamu3zona Hampus

[Ipy coxpaHeHHMH TIOBBIIIEHHON TeMIepaTypbl Tela M CHUMIITOMOB «HEJOMOTAHUS IpU
«TIPOCTYIHBIX» 3a0osieBaHMSAX Ha (poHEe mpuema mpemapara B TeueHHe 48 uacoB clledyeT
00paTUTHCS K Bpauy.

[Tpu nnutensHOM (Oosiee 5 nHEN) MPUMEHEHUU Npernapara HEOOXOAWM KOHTPOJb KapTHHBI
nepudepruyeckoil KpoBU U (PYHKIIMOHAIBHOTO COCTOSIHUSI IEYESHH.

Ha ¢one mmmTensHOro npremMa BBICOKUX 103 IpenapaTta B CBSI3U C COJAEPKAHUEM METaMH30J1a
HATpHUs BO3MOXKHO Pa3BUTHE arpaHyJIOLKUTO3a UM TPOMOOIIUTONICHUH, TIO9TOMY IIPH BBISIBICHUU
HEMOTHBHPOBAHHOIO MOABEMA TEMIEPATYpPbI, 03HOOA, Oosiel B ropie, 3aTpyJHEHUH TJIOTaHus,

CTOMATHTAa, a TAKXKE IIPU pa3BUTHU SIBJICHWH BaruHUTa WU ITPOKTHUTA HGO6XOJII/IM3 HEMCAJICHHAs

9
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OTMCHa Ipcrapara. HpI/I Pa3BUTHHU NAHIUTOIICHHU HDeHaj&QI;el)%%;EM’A_ E&!fe!hl}?e';{-l;ﬂ IOrl”l'l\l;ile-ll-iI/ITI:

U KOHTPOJMPOBATH OOIIMI aHaIM3 KPOBH JI0 BO3BpAILCHHS €ro mokaszareneil Kk Hopme. Bcem
NalMeHTaM ClIeAyeT PeKOMEHI0BaTh HEMEJIEHHO 00paIaThCs 32 MEJUIIMHCKON MTOMOIIBIO TPU
BO3HUKHOBEHHH B XOJ€ JICYEHUS MPU3HAKOB M CHUMITOMOB, HAallOMUHAIOLIMX HAPYLICHHS CO
CTOPOHBI KpOBU (Hampumep, oOmas ciaabocTh, MHGEKIHH, CTONKas JIMXOpajaka, MOSIBICHUE
remMaToM, KpoBOTeueHHe, OyieAHOCTb). lIpekpaieHne Tepamuu HE CIIEeAyeT OTKIAAbIBaTh [0
MOJIy4YeHHUS PE3yIbTaTOB Ja00pAaTOPHBIX UCCIICIOBAHHIA.

Ha ¢done npumeHeHHs] BBICOKUX 103 METaMH30J1a HATpUs ObUIM OMMCAaHbI YIPOKAIOLINE KU3HU
TSDKETbIe  KOKHble peakuuu: cuHApoM CrubeHca-/[xkoncona (CCJl) W TOKCHYECKHIA
snuaepMmaiibibld Hekpon3 (TOH). [lpu nosiBaenun npusnakoB CCJ wimu TOH (Takux kak
IIPOrpeccUpyrolasl KO)KHasi Cblllb, YAacTO COIPOBOXKIAAeMasl BOJABIPIMHM WIM H3bA3BICHHUEM
CIIM3UCTON 00OJIOYKU) JICYEHHE METaMU30JI0M CIIeIyeT HEMEJICHHO NMPEKPATUTh U HUKOT/Ia €To
HE BO30OHOBIISTD.

VY OONBHBIX aTONMWYECKON OPOHXMAIBHOW acCTMOH M MOJUTMHO3aMH MMEETCS IMOBBIIICHHBIA PUCK
Pa3BUTHUSI AJUIEPTUYECKUX PEAKLIUK.

Jlexapcmeennoe nopasicenue nevenu

Y mnmanuMeHToB, TMOJNY4YaBIIMX METaMH30J, OBLIM ONHCAHBl CIy4yad OCTPOTO TeNaTura,
IIPEUMYIIECTBEHHO I'eNaTOLEIUIIOISPHOIO XapaKTepa, KOTOPhIM HauMHAJICS MO MPOIIECTBUU OT
HECKOJIbKUX JIHEH 0 HECKOJBKHMX MECSLEB I0Cie Hayala JiedeHus. [Ipu3HaKu M CHUMITOMBI
BKJIIOUYAJTH MTOBBILICHUE YPOBHS ()EPMEHTOB IEYEHH B CHIBOPOTKE KPOBH C KENTYXOM MiH Oe3 Hee,
yacTo Ha ()OHE BO3HMKHOBEHHMsS JPYTUX PEaKIUN THIMEPUYBCTBUTEIHHOCTH K JIEKAPCTBEHHBIM
npenaparam (Harpumep, KO)KHOM ChINU, AUCKPA3UH KPOBU (ITATOJIOTHYECKHE U3MEHEHMS KPOBH),
JUXOPAJKU U S03MHO(PUINM), WIM CONPOBOXKIAIUCH MPU3HAKAMH ayTOMMMYHHOI'O TelaTHTa.
BONBIIMHCTBO MallMEHTOB BBI3JOPOBENIN IOCIE MPEKPAIICHUs JEUYEHUS METAMHU30JI0M; TEM HE
MEHee, B OTHENBHBIX CIyyasX COOOIlaId O TMPOTrPEeCCUPOBAHUM OCTPOM MEUYEHOYHOMH
HEJ0CTaTOYHOCTH, B pe3yJbTaTe KOTOPOI moTpedoBasiach TpaHCIIAaHTALMs MeYyeHU. MexaHu3Mm
METaMHU30JI-UHAYLIUPOBAHHOTO MOPAKEHMsI MIEUEHU HE COBCEM SICEH, HO HMMEIOIIUECs JAaHHbIE
YKa3bIBalOT HA €70 MMMYHOAJIJIEPrUYECKY0 pupoay. [[anneHToB cieayer npouHCTpyKTUPOBATh
0 TOM, YTO UM HEO0OXOAMMO OOpaTHThCA K JieyallleMy Bpady B Cllyyae MOSBICHHUS CUMIITOMOB,
YKa3bIBAIOLIUX Ha MOpaXeHUE MeYeHH. Y TaKuX MalMeHTOB CJelyeT NMpeKpaTUTh MPUMEHEHUE
MeTaMH30J1a U OLIEHUTh (PyHKIHIO neueHu. He cinemyeT Bo300OHOBIATH MPUMEHEHHE Mpenapara y
NAIMEHTOB C HAJIMYMEM B aHAMHE3€ MOPAKEHUS IIEUEHH B IIEPUOJL JIEUEHNUS METAMHU30JI0M, €CIIN

IIpU 5TOM HEC BBISIBUIIN APYTUX IMPHUYUH HNOPAKCHUS TICUCHU.
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Bonw 6 orcusome

Heponyctiumo npuMmeHneHune npenapaTa Jjisi CHATHS OCTPBIX 00Jiell B )KUBOTE (10 BBISCHEHHS UX
[IPUYUHBI).

Bcnaeocmeue cooepocanun 6 npenapame penoodapoumana

Crnenyet uzberaTh JUIMTEIHLHOTO IPUMEHEHHUS Mpenapara B CBsI3U C BOZMOKHOCTBIO KyMYJISIIIUN
¢denobapbuTana B OpraHM3Me U Pa3BUTHUS IPUBBIKAHUS WIIN JIEKAPCTBEHHOW 3aBUCUMOCTH.
Bcnomozamenvnuie éeujecmea

Onna tabnerka npenapara conepxut 0,85 mmoub (19,64 Mr) HaTpHsl, YTO HEOOXOAMMO YUHUTHIBATH
y JUL, KOHTPOJUPYIOUIMX MOCTYIUIEHWE HATpUsl C MUIlel (HaXoAsIIMXCs Ha AUETe C HU3KUM
COJIep>)KaHUEM COJIH/HATpHS).

Biansinme Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeaCTBAMHM M padoTaTth €
MeXaHNU3MaMH

[Ipemapar He Bauser wWiu ci1ab0 BIMAET HA KOOPAWHAIMIO JBIKEHUH, OAHAKO COJEPIKUT
BemiecTBa (kodeun, GpenodapOuTai), KOTOPHIE BHIPAKEHHO BIMAIOT HA IICHTPAIHHYIO HEPBHYIO
CUCTEMY, B CBS3M C 4Y€M B MEPHUOJ JIEUEHUS HEOOXOAMMO COOII0JaThb OCTOPOXKHOCTH IPU
YVOpaBIEHUU TPAHCIIOPTHBIMH CpPEIACTBAMH, PabOTe C MEXaHM3MaMH U 3aHATUSX JPYTHMH
MOTEHIIMAJIbHO OMACHBIMU BUIAMH JI€ATEIbHOCTH, TPEOYIOIIUX IMOBBIIMIEHHON KOHIIEHTPAIUU
BHHUMAaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIUM.

®opMa BbIIIYCKa

Tabnetku. Ilo 10 Tabnerok B KOHTYPHYIO SYEMKOBYIO YIAKOBKY W3  IJICHKU
HNOJMBUHUIIXJIOPUIHON U (DOJIBI'H aTFOMMHUEBOM NEYaTHOM JTaKHPOBAaHHOM.

1 unu 2 KOHTYpHBIE SYEHKOBBIE YIIAKOBKM BMECTE C MHCTPYKIMEN 10 MPUMEHEHHIO IOMEIIAI0T B
MayKy M3 KapTOHA KOPOOOUYHOTO.

YciaoBus XxpaHeHUs

ITpu Temneparype He Boie 25 °C, B OpUTMHAIIBHON yIIaKOBKE.

XpaHUTb B HEJOCTYITHOM IS IETei MecTe.

Cpoxk rognocTu

3 rona.

He npuMeHsATh nocne ucTedeHust Cpoka roOAHOCTH.

YcaoBust ormycka

bes peuenra.

Baapenen perucTtpanuoHHOro yaocropepenus / Opranusanys, NPUHAMAKOIIAS IPETEH3UH
0T moTpeduTesei

AO «DIIK ®apmBUIIAP», Poccuiickas ®eneparus, 117216, r. Mocksa,

BH.TEp.T. MyHUIIMTIATLHBIN OKkpyT CeBepHoe byToBo, yi. ['puna, 1. 7, ctp. 9.
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IIpousBoaurenn
00O HIIO «®apMmBUITAPy, Poccuiickas ®enepanus, 249096, Kanyxckas 0011.,

ManosipocnaBenkuii paiioH, r. Manosipocnasen, yi. Kommynuctuueckas, 1. 115.
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