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Mo MCAUIUHCKOMY IMPUMCHCHUIO JICKAPCTBCHHOT'O ITpCIiapaTa
TAATJIMHAJT

PerncrpaunonHblii HOMep:

Toprosoe HauMeHoBaHue npenapara: /{uarimHug
MeskayHapoaHOe HENATEHTOBAHHOE HAMMEHOBAHHe: PEIIATJIMHN
JlekapcTBeHHas ¢opma: TabieTKU

Cocras

Onna TabiieTka COEPIKHT:

eiicmeyrowee sewjecmeo: penarnuauy B nepecuere Ha 100 % BemectBo — 1 Mr u 2 mr;
Bcnomocamenvhvie seugecmesa: nonokcamep (tun 188), MEermrOMUH, JaKTO36I MOHOTHIPAT,
LEJUTI0JI03a MUKPOKPUCTAITMYECKAS], TOJTaKPUINH Kaausl, KPEMHUS TUOKCU]T KOJUTOUTHBIM,
MarHus cteapar.

Onucanue
Kpyrnbie miockonuauHaprudeckue TabaeTku 0eoro ¢ cepoBaThIM HITH JKEITOBATHIM OTTEHKOM
nBera ¢ (hackoil. TabneTku ¢ JO3UPOBKOM | MI' UMEIOT PUCKY.

dapmakoTepaneBTHYeCKasi TPYNIA: CPEACTBA IS JICYCHUS CaXapHOTO JradeTa; qpyrue
THIIOTJTIMKCMHUYCCKUEC CPCACTBA, KPOMEC MHCYJIMHOB.
Kox ATX: A10BX02

dapMakoJIornyecKne CBoiicTBa

Dapmakoounamuxa

[lepopaJibHBII THIIOTIIMKEMUYECKHH NTpenapaTr KOpOTKOro aAeicTBusd. CTUMyIUpyeT
BBICBOOOK/ICHHE MHCYJIMHA U3 QYHKIMOHUPYIOLHMX OeTa-KJIETOK MOKETyJOUHOM JKEee3bl.
Bnokupyer AT®-3aBucuMbIe KaHAIbI B MeMOpaHax 0eTa-KJIETOK IPH MOCPEICTBE OEIKOB-
MHUILEHEH, 4TO MPUBOJUT K AETIONIAPU3aLMU O€Ta-KJIETOK U OTKPBITUIO KAJIbLIUEBBIX KaHAJIOB.
[ToBBIILIEHHBIN TPUTOK HOHOB KaJIbLIUS MHAYLUPYET CEKPELIUIO UHCYJIMHA. Y MalEeHTOB C
caxapHbIM J1a0eTOM 2 THIIa UHCYJIMHOTPOIIHBINA OTBET Ha IIPUEM MUY HAaOII0AAETCs B TEUEHUE
30 MuH noce npuema rnpenapara BHyTpb. 9T0 00eceuyrBaeT CHIYKEHHE KOHIICHTPALUU
[JIFOKO3bI B KPOBU B TEUEHHUE BCETO Meproa npueMa nui. [Ipu 3Tom KoHIeHTpanus
penarivHuAa B TU1a3Me ObICTPO CHMYKAeTesl, M 4epes 4 yaca 1mociie mprueMa rnperapara B mia3Me
NalMEHTOB ¢ A1abeToM 2 Tuna 0OHapyKUBAIOTCA HU3Kask KOHLEHTpalus penarimauaa. [pu
IPUMEHEHNH peNariMHua B 1uamna3zoHe 103 ot 0,5 10 4 Mr otmedaercs 10303aBUCUMOE
CHM)KCHHE KOHLEHTPALUH TIIIOKO3bI.

DapmakoKkunemuxa

Bcacvieanue

[Tpu npueme BHYTpb aOCOpPOIMS penariuHuAa U3 KeIyA0YHO-KUIIEYHOTO TPAKTa — BHICOKASI.
Bpewms goctrxkennsi MakCUMalibHOM KOHIIEHTpauu — 1 4. CpeaHsist OM0IOCTYITHOCTh
penarnuHuAa coctasiseT 63 % (koadduuuent BapuadenbHoctu paseH 11 %). [Tockonbky
TUTPALUS JO3bI PEMATIMHNIA TIPOBOIUTCS B 3aBUCUMOCTH OT OTBETA HA TEPAIHIO,
MEXHHIMBUTyallbHasl BapraOelbHOCTh HE BIUSAET HA 3PPEKTUBHOCTH TEPAIHH.
Pacnpeoenenue

O6nem pacnpenenerus — 30 1. Csa3b ¢ Oenkamu mia3mbsl — 98 %.

Memabonusm

[TomHOCTBIO MeTaboMM3UpyeTCs B iedeHu no BozaerictBueM CYP3A4 1o HEaKTHBHBIX
METa0OJIUTOB.
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Bovigedenue (NMOCNEOCEBEA

BriBoAHTCS MPENMYIIIECTBEHHO Yepe3 KUIIEYHUK, TOYKaMu — 8 % B BHJIe METa0OIUTOB, Yepe3
kumedHuk — 1 %. [lepuon nonyBeiBenienus — 1 u.

Ileuenounas neoocmamounocmo

[TpumeHeHue penariuHuIa B OOBIYHBIX J103aX Y MAIlMEHTOB ¢ HapylleHneM GyHKIUN [e4YeHU
MO>KET MPUBOJUTH K 00JIee BEICOKOW KOHIICHTPAIIUU PeariivHua U ero METaboJIUTOB, YeM Y
MalMEeHTOB ¢ HOPMAJIBHON (DYHKIIMEH TICUCHH.

B cBsi3u ¢ 3TUM, IpUMEHEHKE penarjivHu/ia IPOTUBONOKA3aHO MAIlUEHTaM C TSKEJIbIM
HapylieHneM (QyHKLHHU TIeUYeHH, a Y MAllMeHTOB C HaApyIIEHUsAMHU QYHKIIUH TE€YEHH JIETKOMN U
CpeIHEeH CTEeTeHH penarinHu cleAyeT MIPUMEHSTh C OCTOPOKHOCTBIO. Takxke cienyeT
YBEJIMYUBATh HHTEPBAJIbI MEXK/1Y MPOBEACHUEM KOPPEKIIMH JJ03bI, YTOOBI O0JIee TOUHO OI[CHUTD
OTBET Ha TEePaIuio.

Iloueunas nedocmamounocms

[Tnomaae mox kpuBoi «koHueHTpamus-Bpems» (AUC) u MakcuManbHast KOHIICHTPAIIHS
penarnuHuAa B mazMe (Cmax) OJMHaKOBBI y MAalMEHTOB ¢ HOpMaibHOU (QyHKIMEH TTOYeK U Y
NAIMEeHTOB ¢ HapyIIeHUEM (YHKIUU ITOYEK JIETKOM WM CPEHEH CTeTIeHH TKEeCTU. Y
MAIMEeHTOB C TSDKEIBIM HapyIIeHHeM (PYHKIIUU Movek oTMedanoch noBeimenne AUC n Cmax,
OJIHAKO BBISIBJICHO HAJIMYKE JIUIIb CI1a00i KOpPensiuy MeX/Ty KOHIICHTPAIHeH penarinania u
KIIMPEHCOM KpeaTuHuHa. [Ipeacrapinsercs, 4To MaueHTaM ¢ HapylmeHHON QpyHKIMel moyek HeT
HEO0OXOIUMOCTH MTPOBOAUTH KOPPEKIIMIO HAYAIBHOH 103b1. OJTHAKO, TOCIIETYIOIIee
yYBEJIMYEHHUE J103bl Y TAIIMEHTOB C CaXapHbIM 11a0eTOM 2 TUIIAa B COYETAHHUHU C TSHKEIbIM
HapylnieHneM (QyHKIUU TIOYeK, IPU KOTOPOM TPeOyeTCs MPOBEACHUE TeMOANAIN3A, CICIyeT
IIPOBOJIUTH C OCTOPOKHOCTBIO.

Ioka3anusi K NpUMEHEHUI0

JluarnuHua mokas3aH K MPUMEHEHHIO Y B3POCIIbIX MAllMEHTOB C CaxapHbIM 11abeToM 2 TUIa B
Bo3pacte ot 18 net (mpu HedPHEKTUBHOCTH AUETOTEPATNH, CHIDKCHHS MACChl Tela U
¢u3nUecKruX Harpy30K) B MOHOTEPAIIUU U B KOMOMHAIIUH ¢ MET(POPMUHOM WU
TUA30JIMIMHANOHAME B CIIy4asx, KOTJa He y1aeTcsl JOOUTHCS YIOBIETBOPUTEIHHOTO KOHTPOJIS
TJIMKEMUH C TIOMOIIBI0 MOHOTEPAINUU PENariuHuIOM WU MET(HOPMUHOM HITU
THUA30JIUINHANOHAMH.

JluarnuHua NpUMEHSIOT Kak JTOTIOJIHEHUE K TUeTe U (PU3MUECKUM YIPAKHEHUSAM JUIsl CHUOKECHUS
YPOBHS TJIIOKO3bI B KPOBH, CBSI3aHHOE C IIPUEMaMU ITUIIIH.

IIpoTruBonokazanusi

® 1I3BECTHAsS TOBBIIIICHHAS] YYBCTBUTEIHLHOCTD K PENAriuHUAY WM K TF000MY U3 KOMIIOHEHTOB
npemnapara;

® caxapHblii quadet 1 Tuma;

® MrabeTHYeCKUi KeToaua03; AnadbeTrnaeckas mpeKomMa i Koma,

® H(EKIMOHHBIE 3a00IeBaHUs, OOJBIINE XUPYPTUUECKUE BMEIIATEIBCTBA U IPYTHUE COCTOSTHUS,
TpeOylolIre MPoBeIeHNsI HHCYJTUHOTEPAtH;

® TsDKENoe HapylleHue (PyHKIUY NeYCHH;

® 0JIHOBpEMEHHOE HazHaueHue rempudposumna (cM. Bzaumooeticmsue ¢ opyeumu
JIEKAPCMBEHHBIMU CPEOCMEAMU);

® chUIINT JTaKTa3bl, HETIEPEHOCHMOCTD JIAKTO3BI, TJIFOKO30-TaJIaKTO3HAs MaTbadcopOoIus (cm.
Ocobvie yrkazanus);

® OCPEMEHHOCTh M MEPHO KOPMIICHUS TPYIbI0 (CM. bepemennocms u nepuoo epyoHo2o
BCKAPMIUBAHUSL);

® JIETCKUI Bo3pacT A0 18 ser.

KinHnyeckue nccnenoBanus y MalleHTOB B Bo3pacTe Mojoxke 18 sier u crapiue 75 et He
MIPOBOMIIUCE.
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C ocTOpOoKHOCTBHIO (HEOOXOAMMOCTH O0JIee TIIY TeTpHOF géﬁﬁﬁ)ﬂ%f g@!&‘lﬂ:@ '1; ﬁ-Mé;f;Hf,

[pY HApYIEHUSIX QYHKLIUHU IEYSHU JIETKOW U CpeIHeH CTEeNEeHH, IMXOPAJOYHOM CUHIPOME,
XPOHMYECKON MOYEYHON HEJOCTATOYHOCTH, AJIKOTOJIN3ME, OOILLEM TSAKEIOM COCTOSHUM,
HETOJHOLIEHHOM NMUTaHUU.

BepemeHHOCTH M MepHOA IPYAHOr0 BCKAPMJIMBAHUS

UccnenoBanuii 3¢ (hekTHBHOCTH U O€30MIACHOCTH MIPUMEHEHHSI PEeTariinHuIa BO BpeMs
OEepeMEHHOCTH U B IEPUOJI TPYJHOIO BCKaPMJIMBAHUS HE TPOBOANIOCH.

bepemennocmu

[TpuMeHeHue penariaMHUIa BO BpeMsi 0€peMEHHOCTH MPOTUBOIOKA3aHO.

Jlakxmayus

[Tpu HEOOX0IMMOCTH TPUMEHEHU Npenapara J{uarauHu B IEpHOA IPyIHOTO BCKapMJIMBaHMS,
IpyJHOE BCKapMJIMBaHHE CIIEAYET MPEKPATHTH (CM. [Ipomugonoxasanusi).

Cnoco6 npuMeHeHus U 103b1

[Tpenapar /luarnunua Ha3HayaeTCs B KAUE€CTBE JOMOIHEHUS K TUeTe U (PU3HMUECKUM Harpy3kam
JUTSL CHYDKEHUS] KOHIICHTPAIIMH TJIFOKO3bI B KPOBH, €T0 BBEJICHUE JOKHO OBITh MPUYPOUCHO K
preMaM MUIIH.

[IpenapaTt mpuHUMAIOT BHYTPb NIEPE]l OCHOBHBIMH IIPUEMAMH UM (T.€. MPENpaHIuaIbHO 2, 3
niu 4 pasa B JIeHb). PekoMeHIyeTcs mpuHUMATh IIpenapar 3a 15 MUHYT 10 OCHOBHOTO IpHUeMa
nunwm. JlomyckaeTcs npuem npenapara B uaTepBaie ot 0 1o 30 MunyT. [larueHTsl, y KOTOPBIX
BO3MO>KHBI MPOIYCKH MpUeMa MUIIY (MU TONOJHUTENbHbIE TPUEMbI ITUIIN), TOJKHBI TOJIYYUTh
WHCTPYKIIUIO COOTBETCTBEHHO, O MPOITyCKe (MK AOMOIHUTEIHFHOM TMpHUeMe) T03bI Ipernapara.
Jlo3a noaOupaeTcst UHAUBUAYAIbHO JUIS KaXKJOTO MallMeHTa B 3aBUCUMOCTH OT KOHLIEHTPALIUN
TJIFOKO3bI B KpOBU. [IOMUMO KOHTPOJISI KOHIICHTPAIIUH TITFOKO3bI B KPOBU, KOTOPBIH
OCYIIECTBIISIET CaM IMallMeHT, TAKKe He00X0IUMO, YTOOBI KOHIIEHTPAIUIO TIIIOKO3bl B KPOBH
MEPUOANYECKH OTIPEIEIIST BPay, YTO MO3BOJIUT YCTAHOBUTH MUHUMAIIBHYIO 3P (EKTUBHYIO 103y
JUIsl TaHHOTO NanueHTa. KoHLeHTpalys rMKOIM3uPOBaHHOTO TeMOTJI00MHA TaK)Ke SBISETCS
MOKa3aTeeM OTBETa MalueHTa Ha Tepanuio. [lepuoaudeckii KOHTPOIb KOHIICHTPAITTH
[JIIOKO3bI HEOOXOIUM J1JIsl BBISIBIICHUS HEAJEKBATHOTO CHUKEHUS! KOHIIEHTPALIUH TJIIOKO3bI B
KPOBH MPH TIEPBOM Ha3HAYCHUHU MAIMEHTY PEMarinHu/Ia B PeKOMEHYeMOH MaKCUMaIIbLHOH J103¢
(TO ecTh HajMuKe y MalueHTa «IEPBUYHOIN PE3UCTEHTHOCTHY ), a TAKXKE C LENIbI0 O0OHAPYKEHUS
ocnabJieHus! TUITOTIMKEMUYECKOTO OTBETA Ha JaHHBIN MperapaT mocjie MpoBOANMON paHee

3¢ dexTuBHON Tepanuu (TO eCTh HAJTUYKE Y MAlMeHTa «BTOPUYHON PE3UCTEHTHOCTH).

VY manueHToB ¢ caXapHbIM 11abeToM 2 TUMa, y KOTOPBIX CaXapHbIi quadeT 0ObIYHO XOPOIIO
KOHTPOJIMPYETCS C TIOMOIIIbIO IUEThI, B IEPHObl BPEMEHHOM MOTEPH MNIUKEMHUYECKOTO KOHTPOJIS
MOJKET 0Ka3aThCsl TOCTATOYHBIM MIPOBEJCHIE KOPOTKOTO Kypca Teparuu MpermapaTom
penarauHuIO0M.

B cnyuae oqHOBpeMEHHOTO MPUMEHEHUS C IPYTHUMHE JIEKAPCTBEHHBIMU CPEJICTBAMU — CM.
paznensl «B3zaumoeiicTBre ¢ IpyrumMu JIeKapcTBEHHBIMU cpelicTBaMu» U «OcoOble yKazaHUsD.
Hauanvuas ooza

Jlo3a npenapara onpeaenseTcss BpauoM B 3aBUCUMOCTH OT KOHIEHTPALIMHU TIIIOKO3bI B KPOBH.
JlJist marmeHToB, KOTOPhIE HUKOT/Ia PaHbIIIe HE MOTYyYaliu APYTrue MepopaabHbIe
TUIOTIMKEMHYECKHE MTpernapaThl peKOMEHIyeMas HadallbHas pa3oBasi 103a epe]i OCHOBHBIM
npuemoM nuiu coctapisieT 0,5 mr (Y2 Tabnerku 1 mr). Koppekius 10361 mpoBoautcs 1 pa3 B
Hezeno win 1 pa3 B 2 Henenu (IIpU 3TOM OPUEHTUPYIOTCSA Ha KOHIIEHTPAIUIO TIIFOKO3bl B KPOBU
KaK Ha [O0Ka3areh OTBETA Ha Tepanwio). Eciu nmanueHT nepexoauT ¢ mprueMa Apyroro
NEepOPaTLHOr0 THIOTIIMKEMUYECKOT0 CPEJICTBA Ha JIeYeHHe mpenapaToM JluarauHui, To
pEKOMEHI0BaHHAsl HavaIbHAas 1032 Mepe]l KaXKAbIM OCHOBHBIM IMPUEMOM UM TOJDKHA OBITH 1
MT.
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Maxcumanvhas 0o3a (MOCNEOOBATENEHOCTE 0001)

PexoMennyemas MakcuManbpHasi pa3oBas qo3a mnpenapara Juarnuau nepes; OCHOBHBIMU
npueMaMu nuim cocrasisger 4 mr. CymMMapHasi MaKkCUMallbHas CyTOYHasl J103a Ipernapara
JuarnuHuna He JOJIKHA IPEeBbIaTh 16 Mr.

Tlayuenmoi, komopbwie ysce noayuanu panee opyeue nepopaibHbvle SUNO2IUKeMuiecKue
npenapamul.

[lepeBoj MalMEHTOB C Tepanuy IPYTUMH IEPOPATbHBIMU TUITOTIUKEMUYECKUMU MpenapaTaMu
Ha TePANUIO PEMAarIMHUI0OM MOKHO OCYIIECTBIISAThH Cpazy. BMecTe ¢ TeM, He BBISIBJICHO TOYHOTO
COOTHOILIEHUS MEX]y 10301 penarauHuAa U 10301 IPYTruX TUIONINKEMUYECKHUX Iperaparos.
PexoMeHoBaHHAsI MaKCHUMallbHASI HAYaIbHAs /1032 JJIs MAIUEHTOB, KOTOPBIC IEPEBOISATCS HA
penarauHuA, CoCTaBisieT 1 Mr nepes KakKIpIM OCHOBHBIM MPUEMOM IHIITH.

Kombunuposannas mepanus

Penarnuuua MokeT Ha3HaYaThCsl B KOMOWHAUU ¢ MET(HOPMHUHOM WIIM THA30JIUIUHANOHAMU B
Cly4ae HeaJeKBaTHOTO KOHTPOJISl KOHIICHTPAIUH TTFOKO3bI B KPOBU HA MOHOTEpATUU
MeTHOPMUHOM, THA3OIUIUHANOHAMY WK penarmuHugoM. [Ipu sTom ncnonb3yercs Takas xe
HavaJgbHAas 1032 PEMariinHU/IA, KaK U IPU MOHOTEpAINuU. 3aTeM J03y KaXI0ro mpernapara
KOPPEKTUPYIOT B 3aBUCUMOCTH OT JOCTUTHYTOM KOHIIEHTPALIUHU TJIFOKO3bI B KPOBH.

Jlemu u noopocmku

D¢ heKTUBHOCTL U 0€30MaCHOCTD JICYCHUS PEMArJuHUI0OM JIUIl Mojloxe 18 et He
UCCJICIOBAITUCE. JlaHHBIE OTCYTCTBYIOT.

ITo0o4HoOe aeiicTBHE

Haun6oinee yacTeiM mo60YHBIM 3h(HEKTOM SBISETCS TUIOTIUKEMHSI, YaCTOTa KOTOPOM 3aBUCHT,
KaK U IpU MIPUMEHEHUH JI000T0 BHU1a Teparuy caxapHoro quadeTa, OT MHAWBUIYAIbHBIX
($akTOpoB, TAKUX KaK MUILEBbIE IPUBBIUKH, J103a Npenapara, Gu3nyecKkue Harpy3Ku 1 cTpecc.
Hwxe mpuBenensr mo6ounbie 3¢ GHeKThI, HAOTIOaBIITHECS TPU MPUMEHEHUH peTIarinHuaa 1
JPYTUX MEPOpaTbHBIX TUIIOTIIMKEMUYECKHX cpeicTB. Bee modounbie 3¢hexTh pactipenenens
0 TPYMIIaM COTJIaCHO YacTOTE Pa3BUTHS, OMPeIeTICHHOM, Kak: yacTo (>1/100 mo <1/10);
Hewacto (>1/1000 go <1/100); peaxo (>1/10000 mo <1/1000); ouens peako (<1/10000) u
HEU3BECTHO (HEBO3MOXKHO OLIEHUTh HA OCHOBE MMEIOIINXCS TaHHBIX).

Hapywienusa co cmoponst UMMYHHOIUL cUCHEMbl

OueHb pelKo: ajuiepruueckue peakuu. MoryT pa3BUBaThCs PEAKIMU T€HEPATU30BaHHON
THIIEPUYBCTBUTEIBHOCTHU (HalIpUMep, aHAPHUIAKTHUECKUE PEaKIK) MIK HIMMYHOJIOTHYECKHEe
peakuuu, TaKue Kak BaCKyJIUTbl. Hen3BeCTHO: peakuu runepuyBCTBUTEILHOCTH, TaKUE KaK 3Y/1,
ChIIlb, KpaltMBHULIA.

Hapywenus co cmoponst 0omena eeujecme

YacTro: runorimKeMusl.

HeusBecTHo: runornmkeMuyeckas Koma, TUIIOTJIMKEMHUsI ¢ ToTepeit

co3HaHus. Kak u npu nprMeHeHnn Apyrux rTuIONIMKEMUYECKUX CPEICTB, IPU IPUMEHEHUN
penarauHuAa MOXKET Pa3BUBATHCS TUIIOTTIMKEMHUS. DTH PeaKIK B OOJLIIMHCTBE CIy4YaeB
OBIBAIOT HETSKEIBIMU M UX MOYKHO YCTPAHUTh MPUEMOM YIieBOOB. [Ipu TsDKENbIX peakuusx
MO’KET MOTpeOOBaTHCS MEAUIIMHCKASI IOMOIIb, B YaCTHOCTH, BHYTPUBEHHOE BBEJICHUE
JIEKCTPO3HI (TIII0KO03b1). PUCK pa3BUTHS TUIIOTJIMKEMUH MOXKET BO3pacTaTh Ipu
B3aMMOJICHCTBUX PEeMariuHu/Ia C IPYTUMH JIEKapCTBEHHBIMU CPEJCTBAMH (CM. pa3jen
«BzanMopelcTBYs ¢ APYTUMH JIEKaPCTBEHHBIMU CPEACTBAMM ).

Hapywenus co cmoponst opzana 3penus

OdeHb penKo: paccTpoiicTBa 3peHUS.

W3MeHeHns KOHIEHTPALMU TII0KO3bl B KPOBH MOT'YT MPUBOAUTH K PACCTPOICTBAM 3peHUs,
0Cc0OEHHO Ha Ha4aJIbHOM 3Talle Teparuy THIOTIMKEMUYEeCKUMU npenapataMu. OiHaKo, 0OBIYHO
9TH U3MEHEHUS HOCAT MPEXOIAIIHI XapaKTep.

Hapywenus co cmoponst cepoeuHo-cocyoucmoii cucmemul

Penxo: cepaeuno-cocyaucTeie 3a00J1€BaHuUS.
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BBISIBJICH ITOBBIILICHHBIA PUCK OCTPOr0 KOPOHAPHOI'O CUHAPOMA Y MALIMEHTOB, ITOIYYaBIINX
penariuHu, 0 CPABHEHUIO C MAIIMEHTAMH, ITOJIYyYaBITMMHU MPOU3BOIHOE CYIb()OHUIMOYCBUHBI,
HO HE 110 CPAaBHEHHUIO C MAMEHTaMH, MOJIy4aBIIMMU MeT(HOpMUH 1l akap6o3y. OaHako,
MPUYHHHO-CJICACTBEHHAS CBSI3b HE YCTAaHOBJICHA.

Hapywenus co cmoponul y#cey00uHo-KUuieuHo20 mpaKkma

Yacrto: 60J1b B )KUBOTE, TUapes.

OueHb penko: pBOTa, 3a10p.

HewnspectHo: TOMIHOTA.

Hapywienus co cmopoHnvl neuenu u yHceauesvle00auiux nymeii

Ouensb penko: HapyHieHus! GYHKIMH MIEYCHH, B OYCHB PEIKUX CIydasx, COOOIIATIOCH O TSHKEIbIX
HapymeHUsX GYHKINHU TEYSHHU, OJHAKO, IPUYMHHAS CBSA3b C PENarjMHU0M YCTaHOBJICHA HE
ObLJIa, TTOBBIIIEHUE AKTUBHOCTH «IIEUCHOYHBIX» ()EPMEHTOB.

Ilepeno3upoBka

[Tpu mepeno3upoBKe BOZMOKHO Pa3BUTHE TUTIOTIIMKEMHH.

Cumnmomsi: 4yBCTBO I'0JI0/1a, TOBBIIEHHOE IOTOOT/ENIEHNE, cepALieOneHune, TpemMop,
TPEBOXKHOCTb, TOJIOBHAs 00Jb, OECCOHHMIIA, PA3APAKUTEITLHOCTD, ACTIPECCHS, HAPYIIICHUE PEUH
u 3peHust. [Ipy npuMeHeHnH penarauHuAa y MalueHTOB ¢ CaXapHbIM JuabeToM 2 TUIa B
eXKEHEeINbHO yBeNn4IuBaromieiics no3e ot 4 1o 20 mr 4 pasza B IeHb (C KaKIbIM IPUEMOM TTHUIIIH )
B TeUEHUE 6 HeJeNlb Hablto1anach OTHOCUTENbHAS TEPEI03UPOBKA, MPOSIBIISIIOIIASCS
Ype3MEpPHBIM CHHKEHUEM KOHIICHTPAIIMH TJIFOKO3bI C Pa3BUTHEM CHUMIITOMOB THIIOTJIMKEMUH. B
CJIy4ae MOSIBJICHUSI CHMIITOMOB TMIIOTJIMKEMHH CIETYeT MPUHATH COOTBETCTBYIOLIUE MEPHI 110
MOBBIIICHUIO KOHIICHTPAINH TITFOKO3bI B KPOBU (MPUHSATH BHYTPh AEKCTPO3Y WU MPOIYKTHI,
Oorateie yriieBogamu). [1pu Tsoxenoi runorinukeMus (IIOTepsi CO3HAHUS, KOMa) BHYTPUBEHHO
BBOJAT JIeKcTpo3y. [locne BoccTaHOBIICHUS CO3HAHUS — IIPUEM JIETKOYCBOSIEMBIX YTIIEBOIOB (BO
n30eKaHue MMOBTOPHOTO PA3BUTHUS THIIOTIIMKEMHUH ).

B3aumopneiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CPeACTBAMH

HeobxomuMo npuHUMaTh BO BHUMaHUE BO3MOKHOE B3aUMO/JICHCTBUE penarinHuia ¢
npenapaTamu, BIUSIOIUMHI Ha METa00IN3M TIIFOKO3BI.

Mertabonu3m, u, TakKuM 00pa3oM, KIIMPEHC penarinHuaa, MOTYT U3MEHSIThCS MO/ BO3/ICHCTBUEM
IIpenapaToB, KOTOPbIE OKA3BIBAIOT BIUSHUE, [TOAABISAS WIH aKTUBU3UPYS (DEPMEHTHI U3 TPYIIIIbI
rutoxpoma P-450. Oco0yro 0CTOPOXKHOCTD ClIeAyeT cOOII0AaTh IPU OJJHOBPEMEHHOM
HazHavyeHnH ¢ penarmmanioM HHruoutopoB CYP2C8 u CYP3A4. B uccnenoBanusx nokas3aHo,
YTO OJHOBpPEMEHHOE Ha3HaueHue Jedepazupokca, SBISIOMIErocs ciadbbiM HHTHOUTOPOM
CYP2C8 u CYP3A4, u penariiiHu/1a MPUBOJIUT K YBETUYEHUIO CUCTEMHOTO BO3EHCTBUS
penarauHuAA; IPU 3TOM IMPOUCXOIUT HEOONBINIOE, HO 3HAYUMOE CHIKEHUE KOHIICHTPAIHH
[JIIOKO3bI B KPOBHU.

[Ipu ogHOBpEeMEHHOM Ha3HAaYeHUH Jnedepa3upokca U PernarinauIa He0OX0AUMO PacCMOTPETh
YMEHbIIIEHNE A03bl peNariinHua U OCYUIECTBIIATh TIIATEIbHBIA KOHTPOJIb KOHIIEHTPALUN
[JIFOKO3BI B KPOBH.

[Ipu omHOBpeMEeHHOM TpUMEHEHUH Kionuaorpena, naruouropa CYP2CS, u penarnuauaa
HAOJI0/1AI0Ch YBEMYCHHE CHCTEMHOTO BO3/ICHCTBUS PETariInHUIa i HeOOIbIIOe CHIDKEHUE
KOHIEHTPALUU TIIOKO3bI B KpOBU. Ecii penarnuuug 1 KIOMUAOTped NIPUMEHSIOTCS
OJIHOBPEMEHHO, CJIEIYET OCYIIECTBIISTh TIIATEIbHBIA KOHTPOJIb KOHIIEHTPALIUU TJIFOKO3bI U
KJIIMHUYECKOEe HAOIIOIEHNUE.

WNuruburopsl annontpancnoprupytouiero 6enka OATP1BI1 (Hanpumep, HIMKIOCIOPHH) TaKKe
MOTYT MOBBIIIATh KOHIIEHTPAIMIO pEarjinHua B Iia3Me.
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Cneoytowue nexapcmeennvie cpeocmaa Mo2ym cunusamy. ;/;r;zg’;pvﬁb‘ng%ﬁmb o 0001)

eUnozIuKemuyeckoe oelicmsue penaziunuoa:

I'emdubpo3mn, TpumMeTonpuM, pudaMITUIIH, KIAPUTPOMHITNH, KETOKOHA30J1, UTPAKOHA3011,
[IUKJIOCTIOPHH, IPYTHe THITOTIIMKEMUYECKHE MPenapaThl, HHTHOUTOPHl MOHOAMHUHOOKCHU/1a3bl,
HECEeJICKTUBHBIC OeTa-aIipeH00I0KATOPBI, HHTHOMTOPHI AaHTMOTEH3UHITPEBPAIIAIOIIETO
(depMeHTa, caTuIMIaThl, HECTEPOUIHbIE TPOTUBOBOCTIATUTENbHBIE Tpenapatsl (HIIBIT),
OKTPEOTH, TAHOJI U aHAOOIHYECKHUE CTEPOUIBI.

Bera-anpeno0i10kaTopsl MOT'YT MAaCKMPOBATh CUMIITOMBI TUTIOTTIUKEMUH. OTHOBpEMEHHOE
Ha3Ha4YeHHe HUMEeTUANHA, HU(EIUNIHA W CUMBAaCcTaTUHA (ABIISIOIIMXCS cyOcTpaTaMu
CYP3A4) ¢ penarnMHUIOM HE OKa3bIBa€T 3HAYMMOTO BIUSHUS HA (papMaKOKMHETUYECKHE
napaMmeTpbl pernarinHua.

PenarnuHu KIMHAYECKH 3HAYUMO HE BIUSACT Ha (PapMaKOKMHETUYECKHE CBOMCTBA IUTOKCHHA,
TeoduJUTMHA WA BapdaprHa Mpu TPUMEHEHUH Y 30POBBIX JOOPOBOJIBIIEB. TakuM 0Opazom,
HET He0OXOAUMOCTH B KOPPEKLIMH 103l ITUX MPEMapaToB MPU COBMECTHOM ITPUMEHEHHUH C
penarauHuIOM.

Credyrowue nekapcmeentvle cpedcmea Mo2ym oCiabisms 2UNo2IuKeMuyeckoe oelicmeaue
penaziuHuoa:

[lepopanbHble KOHTPALENTUBLI, pru(aMIUIH, 6apOUTypaThl, KapdaMa3zenuH, THA3UIbI,
[IIIOKOKOPTUKOCTEPOUIbI, TaHA30JI, TOPMOHBI IIUTOBU/IHOM K€J1€3bl U CUMIATOMUMETHKH.
CoBMecTHOE TPUMEHEHUE NePOPAlbHbIX KOHMPAYENMUBO8 IMUHUIICMPAOUOL/Ie80HOp2eCmpei)
HE MPUBOANT K KIIMHUYECKU 3HAUMMOMY U3MEHEHHIO 0011Iel OMOJOCTYTHOCTH penariuHuaa,
XOTSI MAKCUMaJIbHasl KOHLIEHTPAIUS penarinHuAa JOCTUTAeTCs PaHbIIIe.

Penarnuuu KIMHUYECKU 3HAYMMO HE BIMSIET Ha OMOAOCTYIHOCTH JIEBOHOPTECTpeNa, OJHAKO He
MOYET OBITh HCKIIIOYEHO €T0 BIMSIHUE Ha OMOAOCTYHOCTh 3TUHHIACTPAINOIA.

B cBs3u ¢ 3TUM, B Iepuo]1 Ha3HAYEHHsI UM OTMEHBI BhIIIIEYKa3aHHbIX MTPEnapaToB, MallueHTHI,
y’Ke TOTy4alole perariinHul, J0JDKHBI HAXOJUThCS MO TIATEeIbHBIM HaOIIOJCHUEM IS
CBOEBPEMEHHOTO BBISBIICHUS HAPYUICHUS TTTMKEMHUYECKOTO KOHTPOJISL.

Oco0ble ykazaHus.

PGHaI‘JII/IHI/II[ IMMOKAa3aH MpH HCYAOBJICTBOPUTCIILHOM KOHTPOJIC INIMKECMUU U COXPAHCHUU
CHMIITOMOB CaxapHOro auadeTa Ha (GOHE TUETOTEpANH, PU3NIECKUX YIPAKHCHUHN U
YMCHBIICHUA MACChI TCJIA.

[TockonbKy penariiuHu SBISIETCA MpernapaToM, CTUMYIUPYIOLINM CEKPELHIO HHCYJIMHA, OH
MOYKET BBI3bIBATh TUIIOTIMKEMHUIO. [1pyn KOMOMHUPOBAHHON TEpaTK PUCK TUIIOTTTUKEMHUH
MOBBILIACTCS.

Bonbme xupypruyeckrie BMEIIaTENIbCTBA U TPABMBbI, OOIIMPHBIE 0KOTH, HH(PEKIIMOHHbIE
3a00JIeBaHUs C JINXOPAJAOYHBIM CUHAPOMOM MOTYT MOTPEOOBATH OTMEHBI IEPOPATHHBIX
THUITIOTTIMKCMHUYCCKUX JICKAPCTBCHHBIX CPCACTB U BPCMCHHOI'O Ha3HAYCHUA UHCYJIMHOTCPAIINH.
HeoOxoaumo perynissipHo KOHTPOJIUPOBATH KOHIIEHTPAIUIO TIIFOKO3bl B KPOBH HATOILAK U MTOCTIE
npuema nuny. Crneayer npeaynpeauTh NalueHTa O MOBBIIIEHHOM PUCKE BOSHUKHOBEHHUS
TUIIOTJIMKEMUH B citydasx npuema ankorois, HIIBII, a Takxke npu ronomanumu.

Heo6xonrma koppekuus 1036l MpH (PU3UYECKOM M SMOLIMOHAIBHOM IEpeHAIPSKEHHUH,
M3MEHEHUU PEeKUMa IMUTAHHUS.

Y ManucHTOB C UCTOIICHUEM, a TAKIKC MAIUCHTOB, MOJYUAOIIUX HCIIOJITHONCHHOC ITUTAHUC,
HE00X0IuMa OCTOPOKHOCTH MPHU BIOOpE HAUaIbHOW U MOJEPKUBAIOLIEH 103bI, U €€ TUTPAIHH,
BO I/I36G)KaHI/I€ TUIIOTJINKEMHU.

Ocobvie epynnsi nayuenmos

Tlayuenmur nodcunozo eospacma

Knununueckux uccnenoBanuii 3¢ppekTHBHOCTH U 0€30MaCHOCTH PENariiMHuIa Y TalleHTOB B
BO3pAacTe cTapiie 75 JeT He NPOBOAUIIOCE.
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Iayuenmor ¢ napywenuem QyHkyuu nouex (NOCNEOOBATENEHOCTE 0001)

VY manueHToB C MOYEYHOH HEAOCTAaTOYHOCTHIO MPUMEHEHUE penapaTa JAuarnuaua TpedyeT
coOI0ICHHS MEP MPEJOCTOPOKHOCTH MPU TUTPOBAHUHU JI03bI pelarinHuIa

(cM. @apmaxokunemuxa).

Ilayuenmul ¢ nHapywenuem ynKyuu neveHu

Knunnueckux uccnenoBanuii 3peKTHBHOCTH U 0€30IaCHOCTH PENariuHu/a y MalueHTOB C
MICYCHOYHON HEOCTATOYHOCTHIO HE TIPOBOIMIOCH (CM. PapMAKOKUHEMUKA).
Bcnomoeamenvhvie seuwjecmsa

[Ipenapar coaepkuT JakTo3bl MOHOTHApAT. [TarmenTam ¢ peako BCTpevaromencs
HACJIEICTBEHHON HETIEPEHOCUMOCTBIO TaJlaKTO3bl, JS(PUIIMTOM JIAKTa3bl JIOMAPEH WM TIII0K030-
TraJIaKTO3HON MaabaObCcopOIMelt He ClieyeT MPUHUMATh 3TOT IIpenapar.

Bnuanue na cnocobHocms ynpaenisimes mpancnOpmMHuLMU CPeOCmEamu u pabomams ¢
Mexanuzmamu

CriocoOHOCTh MAIIMEHTOB K KOHIIEHTPALMU BHUMAHUS M CKOPOCTh PEAKLIMU MOTYT HapyIIaThCs
BO BpeMs T'MIIOTVIMKEMHUH U TUIEPIIIMKEMUH, YTO MOXET MPEACTABIATH OMAaCHOCTh B T€X
CHUTYAIHsIX, KOT/Ia 3Ta CIIOCOOHOCTh 0COOCHHO He00X0oAuMa (HarpuMep, Ipu YIIpaBIeHHH
TPAHCTIOPTHBIMU CPEACTBAMH UJIM paboTe C MalIMHAMU 1 MexaHu3Mamu). [lanmentam
HE00XO0IMMO PEKOMEH/I0BaTh MPEAIPUHUMATD MEPHI ISl IPEAYIPEKICHUS pa3BUTHS
TUINOTJIMKEMHUH U TUIEPIIIMKEMHUH TIPH YIIPABIEHUU TPAHCIOPTHBIMU CPEJICTBAMU U paboTe C
MeXaHU3MaMH. ITO 0COOEHHO BaXKHO JIJIsI MMAIUEHTOB C OTCYTCTBUEM UJIM CHH)KEHUEM
BBIPAXEHHOCTH CUMITOMOB-TIPEBECTHUKOB Pa3BUBAIOLICICSI THIIOTIIMKEMUH HIIN

C YaCTBIMH SIM30/1aMH THIIOTTIMKEMHH. B 3THX ciydasx cienyer pacCMOTpETh
11e7I€CO00PA3HOCTH BBITIOJHEHUSI OJJOOHBIX paloT.

®opMma BBINLYCKA

Tab6nerku 1 mr, 2 mr.

ITo 10 TabieTok B KOHTYPHYIO SYEHKOBYIO YITAaKOBKY M3 (DOJIBIH aTFOMUHUEBOM TIEYaTHOU
JaKUPOBaHHOM 1 KoMOMHMpoBaHHOTO MaTepuana OITA/AJI/TIBX.

3 i 6 KOHTYPHBIX STYEHKOBBIX YITAKOBOK BMECTE C MHCTPYKIIMEHN 110 TPUMEHEHUIO B TTAYKE U3
KapTOHa.

YciaoBus XxpaHeHUs
B 3amuiiieHHOM OT cBETa MecTe MpH Temiieparype He Bbiie 25 °C.
XpaHUTb B HEOCTYITHOM JUIs IETEU MECTE.

Cpok rogHocTu
2 rona.
He npuMeHATH 10 UCTEYEHUU CPOKA TOAHOCTH.

YcaoBus oTnycka
OTnyckaroT Mo peLenty.

Jep:kaTe/ib perucTPalHOHHOI0 YI0CTOBEPEeHHUs!
Poccus
AxunoHepHoe 001ecTBO « XUMHKO-(apmareBTHueckuii komonHat « AKPUXHWH»

(AO «AKPUXHH»)
142450, MockoBckast 061acTs, r.0. boropoackuii, r. Crapas Kynashna, yn. Kuposa, 1. 29.
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(NOCNEOOBATENEHOCTE 0001)

IIpousBoauTenn

Poccus

Ak1mmoHepHoe 001mecTBo «XuMuko-hapmanepruaeckuii komOuHat «AKPUXHWH»

(AO «AKPUXHMH»)

142450, MockoBckas 06sacTth, 1.0. boropoackuid, r. Crapas Kymasna, yi. Kupoga, 1. 29, ctp. 3,
4,

Opranusanus, NPUHEAMAKOLIAS IPETEeH3UH MOTpeduTe el

Poccus

Ak1moHepHoe 001mecTBo «XumMuko-hapmarepruaeckuii komOuHat «AKPUXHWH»

(AO «AKPUXHMH»)

142450, MockoBckas 00sactb, 1.0. boropojackuii, r. Ctapas Kynasna, yin. Kuposa, 1. 29.
Tenedon/dakc: +7 (495) 702-95-03.



