MUHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKOM ®EJIEPALIMUA

MHCTPYKILIUA
10 MEJIMITMUHCKOMY TTPUMEHEHHAIO IIEKAPCTBEHHOFO HPEHAPATA
Opanucc” | MUH3IPAB POCCHH
SOV DO IS - 430
PerucrpanuoHHblIii HOMep: 'l l l ACC B H
L‘J J U

®
TOpFOBOC HAHMMCHOBAHHE: OpIIPICC

MexayHapoaHoe HenatenToBannoe naumenoBanue (MHH): xannecapran

JlekapcrBennas ¢gpopma: tabietku

Cocras

B 1 TabneTke coepXUTCs: akmusnoe eeujecmeo Kanaecaprana nmiexcerm 8,0 mr/16,0 mr/32,0
MT; 6CHOMO2amelibible 6ewjecmsa; Kpaxmall IpexeraTMHU3upoBanubii 3,75 mr/7,5 mr/15,0 mr;
nosokcamep 188 0,5 mr/1,0 mr/2,0 mr; noBunon-K30 4,0 mr/8,0 mr/16,0 mr; xpacuTenb OKCH
xejne3a kpacuslii (E172) 0,075 mr/0,15 mr/0,3 mr; kapmesuios3a kansuust 1,65 mr/3,3 mr/6,6 mr;
LeJUII0JI03a MHUKpoKpucTaummdeckas 17,5 mr/35,0 mr/70,0 mr; nakto3sr MoHoruapar 43,725
mr/87,45 mr/174,9 mr; maruus creapart 0,8 mr/1,6 mr/3,2 mr.

Omnmcanue

Tabnemxku 8 mez. PozoBbie KarcyinooOpa3Hble TabJeTKM € PUCKOM Ha o0euX CTOpPOHAaX |
rpaBupoBkoii «8|C» Ha oHO# cTtopone u «C|8» Ha Apyro# cTopoHe TabIeTKy.

Tabnemku 16 mez. Po3oBeie KarcysnooOpa3Hble TabJIeTKM C PUCKOM Ha OJHOM CTOPOHE M
rpaBupoBKoi«C|C» 1o pa3Hble CTOPOHBI PUCKH, Ha JIPYroil CTOpoHe TabIeTKH - rpaBHpOBKa
«16».

Tabnemku 32 mez. Po3oBwle KarcysiooOpa3zHeie TabGJIeTKM C PUCKOW Ha OJHOM CTOPOHE M
rpaBupoBkoit «C|C» 1o pa3Hble CTOPOHBI PUCKH, Ha JIPYrOd CTOpOHE TabJIETKU - rpaBUPOBKA
«32».

dapmakoTepaneBTHYECKas rpynmna: anrnorensusa Il penentopos aHTaroHucT.

Koa ATX: C09CA06

dapmako/ioruyecKue cBoicTBa

DapmakoouHamuka

Anruvoren3u Il - OCHOBHON KOMIIOHEHT (FOPMOH) pPEHMH-AHIMOTEH3MH-AJIbJI0CTEPOHOBOM
cucremsl (PAAC), npuHMMAIOIIMI y4acTHEe B IIaTOreHe3e apTepuaibHOi runeprensuu (Al),

CepACYHOM HEJOCTATOYHOCTH U JIPYTHX CEPAEYHO-COCYAMUCTHIX 3a00IeBaHMiA.
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Kanjecapran siBIsieTCS CEJICKTUBHBIM aHTAarOHKCTOM penentopoB anruorensusa I, moaruna 1
(AT,-peuentopos). He IIPOSIBJISIET CBOWMCTB aroHucTa (ue BIIUSIET Ha
aHrnoTeHsuHnpenpamaromuit pepment (AIID) u He NPUBOAUT K HAKOILUICHUIO OpaJvKMHUHA
WM cyOcTaHuuu P, He CBS3BIBAeTCS € peLENTOpPaMy APYruX FOPMOHOB, HE BIIUSAET HAa COCTOSIHUE
MOHHBIX KaHAJIOB, YYaCTBYIOIIMX B PErYJISILUHA JESTEIBHOCTH CEPACYHO-COCYTUCTON CUCTEMBI).
B pesynbrare 6ioxupoBanusi AT -penentopoB anruoreHsusa Il mpoucxoauT KOMIIEHCATOPHOE
JI0303aBUCHMOE  TIOBBIICHHE AKTUBHOCTM pEHMHA, KOHIEHTpAMM aHruoreHsuHa I,
auruoteH3uHa Il ¥ CHIXeHue KOHIIEHTpaIMK alb/I0CTEPOHA B I1J1a3Me KPOBH.

Apmepuanvras 2unepmen3us

ITpuem xanjecapraHa BHYTph oOeclieuMBacT 10303aBUCHMOE, IUIaBHOE cHIDKeHue AJ] 3a cuer
yMeHblIeHHss obmero mnepudepudeckoro cocyaucroro comportusienus (OIICC) 6e3
pediekTopHOTrO YBeMueHus 4acToThl cepiaedHbix cokpauenuit (UCC). Het nannbx 0 pa3Butum
BBIPOXCHHOW apTepUaIbHOW THIIOTEH3UM IIOCIE IIpUEeMa IIepBOM J103bl MIM O pPa3BUTHH
cUHJIpoMa "0TMeHBI" 1TOCIIe IPEKPAICHUs TEPAIIHH.

Havano aHTUrumepTeH3MBHOrO AEWUCTBHUS II0CIE IIpUeMa IE€PBOM J103bl Ipernapara OOBIYHO
pa3BuBaeTcs B Te€4eHHE 2 Y, JUIMTEIBHOCTH 3¢dekra - 24 4. Ha ¢one mpoaomkaromencs
Tepalnuy KaHJecapTaHOM B (GUKCUPOBAHHOM /03¢ MakcuMaibHOe CHkeHue AJl o6brdHO
JOCTUTaeTcsi B TeUECHUE 4 HEJeNIb ¥ COXPAHSETCS Ha MPOTSHKEHUH BCETO JICUCHUS.

Jlob6aBnenue THa3MIHOTO OUYpETHKA TI'MJPOXJIOpPOTHAa3uAa K KaHAecapTaHy YCHUIMBAET €ro
AQHTUTUIIEPTEH3UBHBINA QD DEKT.

Bo3pact 1 non nanueHnTta He BIMSIOT Ha 3G (GEKTHBHOCTH Ipenapara. Y BeJIMYUBAET IOYEYHBIN
KPOBOTOK M HE W3MEHSET WM IOBBIIIAET CKOPOCTh KIyOOUYKOBOW (GMIBTpalUMH, TOTAAa Kak
IIOYEYHOE COCYAUCTOE COIIPOTHUBIICHHUE M (PUIbTpAIMOHHAs HpaKI¥Ms CHUKAIOTCS.

Kanpecapran oka3bIBaeT MeHEe BBIPAXCHHBIA AHTUTHIIEPTEH3UBHBIA 3(QQEKT y NanueHToB
HETPOUIHOM pachl (MOIyJISIUsl C NPEUMYIIECTBEHHO HMU3KOW aKTMBHOCTBIO PEHHMHA B ILIa3Me
KPOBH).

OTCyTCTBYIOT JaHHBIE O BIMSHHMM KaHJecapTaHa Ha IIPOrpecCHpoBaHME AMabeTUdecKoi
Hepponatuu. Y NAIMEHTOB C apTepUalbHONW T'MIEpTEeH3UMeH M caxapHbIM auabeTom 2 Tuma
KaHjlecapTaH HE OKa3bIBAa€T HEraTMBHOIO BIIMSHUS Ha KOHIIEHTPALMIO TJIIOKO3bI B KPOBU M
JIMITATHBIA TPOQHIIE.

Xponuyeckas cepoeynas neoocmamoyHocms

Tepanust xanjecapTaHOM YMEHBLIAET IIOKAa3aTelb CMEPTHOCTH M YaCTOTY TOCHUTAIH3AIMU Y
INAlMEHTOB C XPOHMYECKOH cepiaeyHoil HepocrtaroyHocThio (XCH) BHe 3aBUCMMOCTH OT
BO3pacTa, I10JIa ¥ COIYTCTBYIOLICH TEpanuy, NPUBOJUT K YMEHBINIEHUIO (YHKIMOHAIBHOTO

kiacca XCH no xnaccudukanun NYHA.



Kanpmecapran  3hQexkTuBeH y  NANMEHTOB, NPUHAMAIOIIMX  OJHOBpEMEHHO  Oera-
ajipeHobs0kaTopsl B codetanuu ¢ uHruburopamu AlID, npu 3ToM 3GPEKTHBHOCTH €ro He
3aBucUT OT 036l mHruoOmropa AlID. V manuentoB ¢ XCH M CHMXEHHOH CHCTOIMYECKOR
dyukuueii esoro xenyaouka (ppaxuus BeiOpoca seBoro xemyzaouka (PBJDK) menee 40%)
kannecaprad ymensimaeT OIICC u 1aBneHue 3akJIMHUBAHUS B JIETOYHBIX KalMJUIIpax.
DapmaxkoKkuHemuKka

Bcacwisanue u pacnpeoenenue. Ilpu BcackiBanum u3 xermynodno-kumeqnoro tpakra (QKKT)
KaHJecapTaHa IMJIEKCETHJI IOCPEJACTBOM 3GHUPHOr0 TIuAposm3a OBICTPO IpeBpaIlacTcs B
aKTUBHOE BEIECTBO - KaHJecapTaH, NPo4yHO cBs3biBaercsi ¢ AT-penentopamu ¥ MEIJIEHHO
JTUCCOIIMUPYET, HE UMEET CBOMCTB arOHUCTA.

AbGcomoTHass OMOJOCTYIIHOCTh KaHAecapTaHa TIociie npuema BHYTph okoso  40%.
OTtHOocuTenbHAS OMOJOCTYIIHOCTH TabJIETUPOBAHHON (OPMBI 110 CPAaBHEHHUIO C PAacTBOPOM IS
npremMa BHYTPb cocTaBisieT npubmmsurensHo 34%. Takum obpaszom, pacuerHas abcoiroTHas
O6uoocTynnHOCTh TabsieTupoBaHHOM (opmbl npenapara cocraBiasier 14%. llpuem mumum He
OKa3bIBa€T 3HAYMMOTrO BJIMSHUS Ha IUIOMAAb 1oj KpuBo# "koHueHtpauus-spems" (AUC), T.e.
IIUIIIA CYIIECTBEHHO HE BIMAET Ha OMOJOCTYIIHOCTE IIpernapara.

MaxcumanbHas KoHLeHTpauus B iasme KpoBU (Cpax) AocTuraercs yepes 3-4 4 mocie npuema
tabnetupoBanHOi (opMmel npenapara. [lpm yBenuueHMH J03bI Ipenapara B PEKOMEHIYEMBIX
npeenax KOHIEHTpaUus KaHJecapTaHa IOBbIIAETCs JuHEWHOo. CBs3bIBaHME KaHjecapTaHa C
6enkamu 1aa3Msl KpoBH - 6onee 99%. Ilna3mennsnii o6beM pacnpenenenus (Vy) kanaecaprana
cocrasiseT 0,1 a/kr.

dapmMakOKMHETHYECKUE ITapaMeTphl KaHJJecapTaHa He 3aBUCST OT I10J1a IallMeHTa.

Memabonusm u evigedenue. Kangecapran, B OCHOBHOM, BBIBOAMTCS M3 OpPraHM3Ma IOYKaMH U
yepe3 KUIIEYHUK B HEU3MEHEHHOM BHJIE U JIMINb B HE3HAYUTEIHLHON CTEIIEHU MeTaboIM3upyeTcs
B IICYCHH.

Ilepuon nomyesiBenenus (T),) xannecaprana cocrapisier npubausutenbHo 9 4. Kymyisun
npenapara B Opranu3Me He Habiogaercs.

OO6muii xmpeHc KaHjecapraHa cocrtaBisieT okojio 0,37 MI/MHH/KT, NIpH 3TOM IOYEHHBIHA
kupeHc - okoso 0,19 mu/mun/kr. [Toueunast sKCKpenysi KaHaecapTaHa OCYLIECTBIISETCS IIyTEM
KJIyOOUYKOBOM (PMIIBTpAIIMM U aKTUBHON KaHAIBIIEBOM CEKPEIUH.

Ilpu npueme BHYTPH paJMOAaKTHBHO-MEYEHOI0 KaHJecapTaHa oOKoJo 26% OT BBEIEHHOTO
KOJIMYECTBa BBIBOJIMTCS IIOYKAaMH B BUJIE KaHjecapTaHa U 7% B BUJIE HEAaKTUBHOTO MeTab0JInTa,
TOI'/Ia KaK B Kaje oOHapyxuBaeTcs 56% OT BBEICHHOIO KOJIMYECTBA B BU/IEC KaH/ecapTaHa u

10 % B BUE HEAaKTUBHOI'O MeTabOJIMTA.



dapmakoxkunemuka 6 0cobbix KiuHudeckux cayyasx. DapMaKOKMHETHYECKHE IapaMeTphl

KaHJlecapTaHa He 3aBUCST OT I10J1a ITallUEHTa.

V nanuentoB crapime 65 et Cpa U AUC xanpecaprana yBenuuuBaroTcss Ha 50% u 80%,

COOTBETCTBEHHO, 110 CPABHEHMIO C MOJIOAbIME nanueHTaMu. OJHaKO rMIIOTEH3UBHBIN 3QOEKT U

4acTOTa pa3BUTUs MOOOYHBIX 3P(EKTOB NpU NPUMEHEHMM KaHJIecapTaHa HE 3aBHCAT OT

BO3pacTa MalMeHTOB.

V NanueHToB ¢ JIErKMM ¥ yMepeHHBIM HapyeHneM ¢ynknuu noyek Cpa 1 AUC kanjgecaprana

yBennuuBaauck Ha 50% u 70% cooTBeTcTBEHHO, TOraa Kak Ty, mpemapara He M3MEHSIETCS 110

CPaBHEHHUIO C MAMEHTAMH C HOPMAJIbHOM QYHKIIMEH I0YEeK.

VY nanueHToB C TSOKEIBIM HapylleHHeM (QYHKIMH IOYEK W/MIM HaXOJSMIIMXCS Ha IeMOAMAIN3e

Cmax ¥ AUC xannecaprana yBemuuuBamuck Ha 50% u 110% coorBercTBenHo, a T, nmpenapara

yBEJIMYUBAJICS B 2 pa3a.

VY NauMeHToB C JIETKAM M YMEPEHHBIM HapylleHHeM (QYHKIMHU [I€YEHU OTMEYaloCh IIOBBIIICHUE

AUC xanzecaprana Ha 23%.

IToxa3anus K NpUMEHEHHIO

. ApTtepuaibHas THIEPTEH3Us.

. XpoHuueckasi cepjedHas HEJIOCTATOYHOCTh M HApYIICHHE CHCTOJNMYECKOH (YHKIUM
neBoro xenynouka (camxkenune OBJDK < 40%) B xadecTBe JONOJHUTEIBHON TEPANIMU K
UHTHOMTOpaM  aHTMOTeH3MH-IpeBpamaromero  ¢epmenra (AIl®) wm  npm
HenepeHocumoctu HHruouTopoB AIID (cMm. pasgen «DapmakoMHAMUKAY).

IIpoTuBonokasanus

IToBblIeHHAsT YyBCTBUTEIBHOCTh K KaHAecapTaHy M JpPYIMM KOMIIOHEHTaMm IIperapara;

HENEPEHOCMMOCTh  JIAaKTO3bl;  JEQUUMUT  JaKTa3bl; CHHAPOM  IIIIOKO30-TaJlaKTO3HOM

Mayibabcopbuum; TsDKelloe HapylmeHue (QYHKIMU I€YeHHM W/WIM Xojecra3; OepeMEeHHOCTB;

IIEPUOJI IPYIHOI0 BCKApMIIMBAHUS; JETCKUIA Bo3pacT /10 18 jeT; 0lHOBpEMEHHOE IPUMEHEHHE C

QIMCKAPEHOM WM IIperapaTaMi, COJEpXAllMMH AaJUCKUPEH, Yy IAIMEHTOB C CaXapHBIM

auabeToM W/MIM yMEpEeHHBIMM WM TSDKEIBIMA HapyUICHUSMH (QYHKIMM II049eK (CKOPOCTb

kiyboukoBoit ¢uinbrpanun (CK®) menee 60 mu/mun/1,73 M IUIOIAJM TOBEPXHOCTH Tena),

OJIHOBpPEMEHHOE IpuUMeHeHue ¢ wuHruburopamu AllD y nanumertoB ¢ auaberudeckoit

Hedponaruei.

C 0CcTOpPOXKHOCTHIO

I'eMoguHAMHUYECKM  3HAYUMBIA  CTEHO3  AOPTAJBLHOIO M MHUTPAJIBHOIO  KJIAIAHOB,

nepeOpoBacKy sipHble 3a00seBanus, nmemudeckas 6omne3ns cepaua (MbC), runeprpoduueckas

obcrpyktuBHas kapauomuornaruss (I'OKMII), cocrosHme mnocne TpaHCIUIAaHTaUMM IIOYKH,

lIBYCTOPOHHPIﬁ CTCHO3 IIOYCYHBIX apTepm‘fl UK CTCHO3 apTCpHUHA €IMHCTBEHHOM II0YKH,
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NEPBUYHBIA THIEPATHIOCTEPOHU3M, II0YEYHass HEJIOCTATOYHOCTh TSDKEIOH CTENeHM (KIMPEHC
kpeatuanHa (KK) menee 30 wmi/mMuMH), remMoauanus, TUIEPKAIMEMHUS; y INALMEHTOB CO
CHIXXEHHBIM 00beMoM 1mpKymupyromeit kpoBu (OIIK), mpoBenenue oOmeid anecre3uu u
XMPYPrU4eCKUX BMEIIATENBCTB (PUCK Ppa3BUTUS apTEpPUATbHOM TIHIIOTEH3MM, BCIIEACTBUE
6soxansr PAAC).

IIpumenenne Bo Bpems 6epeMEHHOCTH U B IIEPHO/I IPYAHOT0 BCKAPMJ/IMBAHMSA

Ilpenapar Opaucc” MPOTHBONOKA3aH K IPUMEHEHHMIO Py GEPEMEHHOCTH B CBA3M C TEM, 4TO
KaHJecapTaH oOka3bplBaeT InpsiMmoe Bo3zzaeictBue Ha PAAC, MOXET BbI3bIBaTh HapylICHMS
pa3BUTHs IUIOJA WJIM OKa3bIBaTh HEraTMBHOE BO3JEHCTBME HAa HOBOPOXKACHHOIO, BILIOTH JIO
JetanbHOro ucxoja. Eciu 6epeMeHHOCTh BBISBIICHA B IEPUOJI JICUEHHS IIPENapaToM Opmucc”,
HEOOXO/IMMO HEMEUIEHHO OTMEHHUTh mpenapar. llpm maHupoBaHMM OepeMEHHOCTH
HEOOXO0IMMO NEPEBECTH NMAIMEHTKY Ha aJ€KBAaTHYIO aJIbTEPHATUBHYIO TEPAIUIO, Pa3pelICHHYIO
JUISI IPUMEHEHUSI ITPY OEPEMEHHOCTH.

HoBoposxaeHHbIe, MaTepu KOTOPHIX IPUHUMAIXA BO BpeMsi OEpEeMEHHOCTH Ipenapar Opaucc”,
JOJDKHBl HaxXOIMTHCS II0J MEIUIMHCKMM HaAOIIOJCHMEM U3-3a BEPOSATHOCTH pa3BUTHUS
apTepUaIbHOM TUIIOTEH3UH.

Heu3zBecTHO, MpOHMKAET JIM KaHJecapTaH B IpyaHoe MoJIoko. He cieayeT npuMeHsTh npenapar
Opmucc” Bo Bpems rpyaHoro BckapmimBanms. ClieLyeT IPEKPaTHTh TPYIHOE BCKAPMIMBAHUE
Ipy1 HeoOX0IMMOCTH IPUMEHEHUS IIperapaTa y MaTepHu.

Cnocob npuMeHeHus M 103bI

Ipenapar Opaucc” cieyeT NPUHAMATH OJMH Pa3 B CYTKM BHE 3aBHCHMOCTH OT IIPHEMa ITHIIIH.
Apmepuansvhaa zunepmeH3us

PekoMeH/IyeMasi HaualbHas ¥ IOIEp)KMBAIOIAs 03a npenapara Opamcc” COCTaBIsSeT § Mr
oauH pa3 B cyTku. llanmentam, kotopbM TpebyeTcs HalbHeWINee CHMXXEHHE apTEpHUaIbHOIo
nasinenus (AJl), pexoMeHayeTcss YBEJIUYMTh 03y A0 16 mMr omuH pa3 B cytku. [lanmenrawm,
KOTOpPBIM HE YJaJIOCh JOCTAaTOYHO CHHU3UTH apTepUaIbHOE AaBJIEHHE Iocie 4 Helelb IpueMa
npenapara Opzucc” B 103¢ 16 Mr B CyTKH, PeKOMEH/IyeTCsl YBEIMUHTh 103y 0 32 MI OMH pa3
B CyTKM. MaKCUMaJIbHBI aHTUTHIIEPTEH3UBHBIA 3ddexT mocTuraercs B TeueHue 4 HeAEIb OT
HavaJla JICYeHHUSI.

B ciyuae ecim Tepanms npenapatom Opucce” He IPUBOIUT K CHIDKEHMIO AJ] JI0 ONTHMAIBHOTO
YPOBHSI, pPEKOMEHIYeTCSl U3BMEHUTH CXEMY JICYCHHUS.

Tepamnus 1omKHA KOPPEKTHPOBATHCS. B COOTBETCTBUM C YPOBHEM apTEPUAIBHOIO JABJICHUS.
Ilayuenmul nosicunozo o3pacma

VYV nanMeHToOB IOXWJIOrO BO3pacTa HET HEOOXOAMMOCTH KOPPEKTUPOBAaTh HAYAIBHYIO 103y

npenapara.



Iayuenmul ¢ napywenuem @ynkyuu nodex

VY IanueHToB ¢ JIETKMM WJIM YMEPEHHBIM HapylleHHeM (PYHKIMHU IodeK (KJIMPEHC KpeaTMHUHA
30-80 mu/mun/1,73 M’ TUIOmaM IIOBEPXHOCTH Teja), BKIIIOYas IAIMEHTOB, HaXOIAUIMXCS Ha
reMo/iMajM3e, HavajbHas J03a npemnapara cocrapiser 4 mr/cyt (2 tabnerku nmo 8 mr). Jlozy
Clie/lyeT TUTPUPOBATH B 3aBUCUMOCTH OT TepareBTHYecKoro 3¢ dexra npenapara.

KiiMHu4yecKkuii ONBIT NPUMEHEHHs IIpenapara y MalMeHTOB C TsHKEJIbIM HapyleHHeM (QyHKIMU

noyek (xwmpenc kpearmHumHa < 30 wr/mun/1,73 M

IUIOIIA ¥ ITOBEPXHOCTH Teja) HIIH
TEPMUHAIBHON CTaJ el I0YeYHON HEI0CTAaTOYHOCTH (KJIMPEHC KpeaTHHHHA MeHee 15 Mi/MuH)
orpanuyeH (cM. pasgen «Ocobble yka3aHusy).

Ilayuenmyi ¢ napywenuem @ynkyuu neveHu

VYV mnauueHToB ¢ HapymeHHeM (YHKIMM I€4eHH JIETKOHM M CpeaHed CTENEeHH TSHKECTH
pPEKOMEH/TyeTCsl Ha4yaTh JICYCHUE C CYTOYHOM 0361 4 MI OJIMH pa3 B CyTKH (%2 Tabnerku 1o 8 mr).
BO3MOXKHO yBeIMYeHHEe 103bI IpH HeobxommmocTu. llpemapar Opamcc” IPOTHBOIOKa3aH
NAalMEeHTaM C TSDKEIBIMHA HapyIIeHUSMHM (YHKIMM II€YeHM W/WiIM XoyiecTa3oM (CM. pasjen
«IIpoTuBONIOKa3aHUA).

Conymcmeylowas mepanus

® COBMECTHO C JUYPETHKaMH THA3UAHOI'O THIIA (Hanpmvxep,

Ilpumenenue npenapara Opaucc
IHIPOXJIOPOTHA3H/I) MOXKET YCHIINTh aHTUTMIIEPTEH3MBHBIA > dexT npenapara Opucc” .
TI'unoeonemus

Pexomenyemas HavanbHas J103a Iipernapara Opzmcc® cocraBisier 4 Mmr (2 Tabnetku no 8 Mr)
OJIUH pa3 B CYTKH.

Xponuueckan cepoeunas neoocmamoynocms (XCH)

Pexomenyemas HavanpHas 703a Ipenapara Opmucc” cocrasisier 4 mr (Y Tabnerku mo 8 Mr)
onuH pa3 B cyTku. lloBenmenue m03b1 10 32 Mr OOMH pa3 B CYTKM MM 10 MaKCHUMaJIbHO
IIEPEHOCUMOM J03bI IIPOBOJAMUTCS IIyTEM €€ yJIBOEHMS C MHTEpBaJaMH HE MeHee 2 Helelb (CM.
pazzgen «Ocobble yka3zaHus»).

Ocobvie epynnvl nayuenmos

[lanmenTaM moXXWJIOro Bo3pacTa M NAIMEHTaM C HapylleHHWeM (QYHKIUM ITOYeK, NEYCHH HIIM
THIIOBOJIEMHUEH He TpeOyeTcss N3MEHEHMEe HavyalbHOM 1035l Ipenapara.

Ilpumenenue y oemeii u noOpocmkos

BesonacHocTh 1 d()(EKTHBHOCTh NpUMEHeHns nperapata Opmucc” y aeTeil M HOIPOCTKOB (B
Bo3pacre 10 18 sier) He ycraHoBIeHs! (cM. pa3zaeln «IIpoTuBonokazanusy).

Conymcmeyrowas mepanus

Ipenapar Opucc” MOXHO Ha3HAYATH COBMECTHO C JPYTMMHU CPEICTBAMH, IIPUMEHACMBIMH HIPH

Teparuyu XpOHUYECKO# cepieyHON HEeA0CTaTOYHOCTH, HanpuMmep, ¢ uaruburopamu AllD, Gera-



aZipeHo0JIoOKaTOpaMy, JMYypEeTHKAaMM M CEepACYHBIMH TIiukKo3uaamu (cM. paszzgen «Ocobbie
yKazaHus», «@apMakoguHaMUKay).

ITo6ounoe geiicTBue

Apmepuanvras zunepmen3us

[To6ounble 3¢ dexTr! B X01€ KIMHAYECKUX MCCIICJIOBAHUNA HOCWIM YMEPEHHBIN M IPEeXOIsui
xapaktep. O6mas yacTota BO3SHUKHOBEHHS M060YHBIX 3 dexToB Ha hoHe npuéma KaHaecapTaHa
HE 3aBHUcesa OT 03Bl IIperapara, 1oja ¥ Bo3pacTa nanueHnra. Jacrora ciaydaeB NpeKpalieHus
Tepanuu B CBs3M C M0OOYHBIME 3¢ dexTamu ObUIa CXOJHOM NpU NPUMEHEHHMM KaHJecapTaHa
nuiekceruna (3,1%) u mnanebo (3,2%). B xone 0600menHoro anaiusa JJaHHBIX KJIMHAYECKUX
MICCIIE/IOBAHUH y IAllMEHTOB C apTepHAlIbHON IMIIEPTeH3ME ObUIM ONpE/IEICHbI HeXellaTelIbHbIE
peaKkluMy NpH NPUMEHEHMM KaHJecapTaHa LMIEKCETHIA, KOTOpble HaOJIOJAIUCh C YacTOTOM
xoTst Ob1 Ha 1% Oonbime, yem B rpynne Iurane6o. Haumbonee wacto coobmanock o Takux
HEXXEJIaTeJIbHBIX PeakUUsX, KaK roJIOBOKPYXEHUE/BEPTUTO, TOJIOBHAs 0O0Jb M peCIMpaTOpHbIE
MH}EKIH.

Hwxe npuBeneHbl HeXelaTeIbHBIE pPEaKLUH, 3aperMCTPUPOBAHHBIE B XOJA€ KIMHHYECKUX
MCCIIC/IOBAHUN M B XOJI€ IOCTPETUCTPAIIMOHHOIO IPUMEHEHUS: O4EHb 4acTo - 1/10 HaznavyeHuit
(>10%), ygacto - ot 1/100 Haznavyenuii ( > 1% u <10%) , vewacro - ot 1/1000 Haznavennii ( >
0,1% u <1%), penko - ot 1/10000 naznauyenuit (> 0,01% u < 0,1%), oyens peako - or <1/10000
nHa3HaueHuni(<0,01%), wacrora Heus3BecTHa (HE MOXeET OBITH YCTAaHOBJIEHA Ha OCHOBE
MMEIOIIMXCS JIaHHBIX).

Hnghexyuonnvie u napazumapnvie unghexyuu: 9acto - peCupaTopHbie HHPEKIIMH.

Hapywenus co cmoponvl Kpoéu u num@amuyeckou cucmemvl. OYEHb PEIKO - JICHKOIEHUs,
HEUTPOIICHUS, arpaHyJIOIIUTO3.

Hapywenus co cmoponvl obmena eewjecmé u numanus: OYEHb PEAKO - TUIEPKATHEMUs,
TMIIOHATPUEMHUSL.

Hapywenus co cmoponvl HepéHOU cucmempl: HacTO — TOJIOBOKpPY)XEHHE/ BEPTUIO, IOJIOBHAS
60.1b.

Hapywenus co cmoponvl OvixamenovHou cucmembl, 0p2aHoé 2pyOHOU KIemKU U CpeodoCcmeHust.
OYEHb PEJIKO - KalleJIb.

Hapywenus co cmoponbsl dceny0o4yHo-Kuuieyno20 mpakma. O4YeHb PEeIKO - TOLIHOTA; 4acToTa
HEHM3BECTHA - JHapes..

Hapywenus co cmoponvl neveHu u 24cen4esvl600Awux nymeii: OYE€Hb DPEIKO - IOBBIIICHUE
AaKTUBHOCTH «II€YEHOYHBIX» EPMEHTOB, HapylIeHNne (YHKIUH [I€YECHU WA TeIaTUT.
Hapywenusi co cmopoHbl KodCU U NOOKOJNICHbIX MKAHel. OYEHb PEIKO - aHr'MOHEBPOTHYECKUM

OTEK, KOXHas Chlllb, KOXKHBIH 3y/l, KpallMBHUIIA.



Hapywenus co cmopoHbl cKelemHo-MblueYHOU CUCMEMbl U COeOUHUMENbHOU MKAHU. OYEHb
penko - 60JIb B CIIMHE, apTPaJITUsi, MUAJITHSL.

Hapywenus co cmoponvl novex u Mo4eebl600suux nymeii. 4acTo - HapyleHue GyHKIUU IOYeK,
BKJIIOYasl IOYEYHYIO HEOCTATOYHOCTD Y IPEAPACIIOIOKEHHBIX ITAllUEHTOB.

Jlabopamopnvle nokazamenu: B 1EJIOM IpH IIPUMEHEHUH KaHJecapTaHa IMJIEKCETHIa He ObUIO
OTMEYEHO KJIMHUYECKM 3HAYMMBIX U3MEHEHUH CTaHJAapTHHIX JabopaTopHbIX Noka3arenei. Kak u
IpU IPUMEHEHUHM JIpYTUMX JIEKapCTBEHHBIX CpeAcTB, Bimustomux Ha PAAC, nabmonanock
Hebospmoe cHmkeHue remoriobuna. Ilpu npumeHenuu xanjgecapraHa oObrMHO He Tpedyercs
pEryJsipHOro KOHTpoJis J1abopaTopHBIX moka3zareneid. OJHAKO y IMAalMEHTOB € HapylIEHHEM
GyHKIMM TOYEeK PEKOMEHAYETCS  NEpUOAMYECKM KOHTPOJMPOBATH COJACPXKAaHHE Kalus H
KOHIIEHTPALMIO KPEaTUHIHA B CHIBOPOTKE KPOBH.

Xponuyeckas cepoeynas HedocmamoyHocmp

ITo6ounbie 3¢ dexTsl, BEISIBICHHBIC HAa ()OHE IPUMEHEHHUS KaHJecapTaHa y B3POCIIBIX NAllMEeHTOB
C XPOHMYECKOH CEp/IeYHON HEJOCTATOYHOCTBIO, COOTBETCTBOBAIHM (HapMaKOJIOTHIECKIM
CBOMCTBaM IIpenapaTa ¥ 3aBUCEIM OT COCTOSIHUS NalMeHTa. B Xo/1e KIMHUYECKUX UCCIIeI0BaHuM
IIPOBOJWJIOCH CPaBHEHHME IIpenapaTa KaHjecapTaHa IuileKkceTiia B go3ax 10 32 mr (n=3803) ¢
wiane6o (n=3796); 21% nauueHToB U3 rpyNIbl KaHaecapTana nuiekcetwia u 16,1% nanuenron
U3 rpynnsl 1U1anebo NpeKpaTWwiId JIeYeHWe I10 NPUYMHE BO3HMKHOBEHMS HEXelaTeIbHBIX
peakuuii. Hauboyee wacThiIMM HeXelaTeIbHBIMM  peakUMsMH ObUIM  TI'MIIEPKAIAEMMS,
apTepuaibHas TMIIOTEH3Us M HapylleHue GyHKuMM nodvek. J[anHele peaknum Hamboliee HacTo
BCTpeYaIMCh y mnanueHToB crapme 70 ner, ¢ caxapHbiM JuabeToM WIM Yy IalMEeHTOB,
II0JIy4aBIIMX JIEYEHHME JAPYTMMH JICKapCTBEHHBIMH IIpenapaTtamu, Biustomumu Ha PAAC, B
4aCTHOCTH, UHrHOUTOpamMu AII® u /uinu cCiMpOHOIAKTOHOM.

Hwxe npuBeneHbl HEXeNaTelbHbIE pPEaKIUH, 3aperMCTPUPOBAHHBIE B XOAE KIMHHYECKUX
UCCJICIOBAHUNA M NPU MOCTPErMCTPAIMOHHOM IPUMEHEHHUHU: oueHb 4yacTo - 1/10 Ha3zHaveHuit (
>10%), wacto - ot 1/100 nHa3znauenwuii ( > 1% u <10%) , Hewyacto - ot 1/1000 HazHavenwit ( >
0,1% n <1%), peaxo - ot 1/10000 nazuauenuit ( > 0,01% u < 0,1%), ouens peako - ot <1/10000
HazHayeHui(< 0,01%) , wacrora HeusBecTHa (He MOXET OBITh YCTAaHOBJEHAa Ha OCHOBE
MMEIOIIUXCS JIAHHBIX).

Hapywenus co cmopomnvi kpoéu u numgpamuyeckou cucmemvl. OYEHb PEIKO - JICHKOIIECHUS,
HEHTPOIIEHHS, arpaHyJIOLUTO3.

Hapywenus co cmoponel obmena éewjecms u numanus: 4acTo - THNEPKAIUEMHUs, OYEHb PEIKO -
TMIIOHATPUEMHUSI.

Hapywenus co cmoponbl Kodcu u nOOKONCHbIX MKAHel: OYeHb PEIKO - aHTMOHEBPOTHYECKHUH

OTEK, KOXHasl ChIIlb, KOXKHBIH 3y/1, KpallMBHUIIA.



Hapywenus co cmopoHbl HepeéHOoU cucmembl. 09€HB PEJIKO - TOJOBOKPYXKEHHUE, FOJI0BHAS 00JIb.
Hapywenusi co cmoponbl 0bixamenvHol Cucmembl, 0p2aHo8 2pyOHOU KIemKu U Cpeo0OCmeHUsA.
OYEHb PEJIKO - Kalleb.

Hapywenusi co cmoponbvl dceny00yHOo-KuuleyHo20 mpakma: O4YeHb PEJIKO - TOIIHOTA; 4acToTa
HEM3BECTHA - Uapes..

Hapywenus co cmoponsl cocy0o8: 4acTo - apTepralibHasi TMIIOTCH3HS.

Hapywenus co cmoponbl nevyeHu u JHcenyesvbl600AWUx nymei. OYEHb PEAKO - IOBBIIICHHUE
AKTUBHOCTH «II€YEHOYHBIX» PEPMEHTOB, HapylIeHHE QYHKIIMY I€YEHH! UIIM IeTaTuT.
Hapywenus co cmoponbl CKelemHO-MblUeYHOU CUCMEMbl U COeOUHUMENbHOU MKAHU: OYEHb
penko - 60JIb B CIIMHE, apTPaJITUsi, MAAJITHS.

Hapywenus co cmoponbl novek u Mo4e8bl800Auux nymeii.: 4acTo - HapylueHue QyHKIMU I0YeK,
BKJIIOYAsl IOYEYHYIO HEJOCTATOYHOCTD Y IPEAPACIIOIOKEHHBIX ITallMEHTOB.

Jlabopamopnvie noxazamenu: 4acto HaOIIONAIOTCS TMIIEPKAIMEMHST M HapylleHHe (QYHKIUU
[IOYeK IpH JICUEHUH CEpAECYHOM HEJOCTATOYHOCTU. PeKOMEHIyeTcs NepUOJAUYECKH
KOHTPOJIMPOBATH COJIEp KAaHME KaIusl ¥ KOHIIEHTPAIMIO KpeaTHHHHA B CHIBOPOTKE KPOBH.
Ilepeno3uposka

Cumnmomvul: aHamu3 (HapMakoJIOTHYECKUX CBOMCTB IIpernapara I103BOJIET IPEAIOI0KUTh, YTO
OCHOBHBIM IIPOSIBICHUEM IIEPEIO3MPOBKH MOXKET OBITh KIMHUYECKH BBIPAXKEHHOE CHUKCHME
AJl, ronoBokpyxeHue. beuti onucaHsl OT/EIbHBIE CIIy4au IepeI03UpPOBKH Ipenapara (1o 672
MI' KaHjiecapTaHa), 3aKOHYMBIIMECS BBI3JJOPOBICHUEM ITALMEHTOB 0€3 TSDKENIBIX IOCIIEACTBUM.
Jlevenue: Npu pa3BUTHHM KIMHMYECKHM BBIpAXXEHHOTro CHuXeHHs AJ] HeoOXO0aMMO NpOBOIUTH
CHUMIITOMAaTHYECKOE JICYCHUE U KOHTPOJMPOBATh COCTOSHUE NAlMEHTA. YJIOXKWUThH NalMeHTa Ha
CIMHY ¥ npunoHsaTh Horu. [Ipu Heobxomumoctu cnexyer yBemnuutsh OLIK, manpumep, myrem
B/B BBeneHus 0,9% pactBopa HaTpus Xjopujaa. B ciaydae He0OXOAMMOCTH MOXXHO IPUMEHUTH
CHUMIIaTOMUMETHYECKHE CpeACTBa. BrIBeleHMe KaHaecapTaHa ¢ IIOMOINBIO TIeMOJuain3a
Hea(pGEeKTUBHO.

B3aumopeiicTBHE ¢ APYrHMH JIEKAPCTBEHHBIMH CPEJICTBAMH

JIBoiinas 6:10kana PAAC ¢ npuMeHeHneM aHTaroHUCTOB penentopoB auruorensuna I (APA II),
uHruouropoB All® wm amuckupena (npsiMOi MHIMOMTOP PEHMHA) MOXET COIPOBOXKAATHCS
IOBBIIIEHHBIM PHUCKOM pPa3BUTHS apTEpUaAIbHONW TUIIOTEH3MH, OOMOpOKa, TMIEPKAIMEMUH U
HapylmeHuid QyHKIUY IoYeK (B TOM YHCIIe OCTPO# IOYEYHON HEAOCTATOYHOCTH) 110 CPABHEHUIO
¢ moHotepanueit. Heo6xomum perynsipHeiid koHTposib AJl, GyHKIMM IOYEK M COAEp)KaHUSA
9JIEKTPOJIUTOB B KPOBM Y NAIIMEHTOB, IPUHUMAIONIMX OJHOBPEMEHHO KaHJecapTaH M Jpyrue

JIeKapCTBEHHBIE cpe/icTBa, Biusitomue Ha PAAC.



Kangecapran NpOTHBONOKA3aHO  IPUMEHSNTh  OJHOBPEMEHHO C  QIMCKUPEHOM MM
AIMCKUPEHCOIEPXKAIIMMHU IIperapaTaMi y MAlMeHTOB C caxapHbIM JuabeToM W/Wwm C
YMEpEHHBIMH WM TsDKeIbIMH HapyeHusMu Gyrkuuu nodek (CK® menee 60 min/mun/1,73 M
IUTOIIAM TOBEPXHOCTH TEa) U HE PEKOMEH/TyeTCs y APYTUX IallMEeHTOB.

O/HOBpeMEHHOE INPUMEHEHUE AaHTArOHUCTOB pElEeNnTOpoB aHruoreH3uHa II ¢ mHrubmropammu
All® npoTuBONOKa3aHO y MAlMEHTOB ¢ JuabeTHdecKkoid HedponaTHeld U HE PEKOMEHIYeTCs y
JIPYTUX MAIlMEHTOB.

ITpu oxHOBpeMeHHOM npuMeHeHUH HHruOuTOpoB AII®D 1 MHrHOUTOPOB AUNENTUAMIICITHAA3HI
4-ro Tuna (HanpuMep, BHIAATJIUITHH) MOXET OBITh IOBBIIIEH PUCK pa3BUTHUs oTeka KBHHKe.
[Ipy OHHOBpEMEHHOM NPUMEHEHHM KaHJecapTaHa C T'HIPOXJIOPOTHA3UIOM, BaphapHHOM,
JUTOKCHHOM,  II€POPAJIBHBIMM  KOHTpAIENTHBaMH  (3THHMIICTPAIMOII/JICBOHOPIECTPEN),
rIuOeHKIaMUI0M, HUGEIUIHHOM ¥ DHATANPHIOM KIMHUYECKH 3HAYMMBIX JIEKapCTBEHHBIX
B3aUMOJICHCTBUN BbIIBIEHO He Obuto. Kanjgecapran wmerabonu3upyercss B I€YEHU B
He3HaYUTeIbHOM cTeneHu npu ydactuu usodepmernta CYP2C9. IlposeneHHble UcciIeI0BaHUS
II0 B3aUMOJICHCTBUIO HE BBISIBWIM BIMSHHUS KaHjaecaprana Ha wu3odpepmeHTsl CYP2C9 u
CYP3 A4, neiictBue Ha qpyrue u3ohepMeHTs! cucTeMsbl uToxpoMa P450 He nzyueno.
OjHOBpeMEHHOE IIPUMEHEHHWE KaHJecapTaHa ¢ JApYTMMHM T'MIIOTEH3MBHBIMHM CpEACTBaMH
YCUJIMBAeT aHTUTUIICPTEH3UBHBIN 3 deKT.

OnbIT IpUMEHEHMSs IPYTUX JIEKapCTBEHHBIX CPEACTB, AeicTBytomux Ha PAAC, noka3sIBaer, 4To
COIIyTCTBYIOIAsi ~Tepamusi KaiuuiicOeperalomyMmu JMypeTHKaMHM, IIpernapatamMy  Kajus,
3aMEHHUTEISIMA  [TOBApEHHOW COJHM, COJCpXKAIIMMHU Kaliuid, U JAPYIMMH CpEICTBaMH,
IOBHINIAIONIMMHU COJIEP)KaHHE Kalus B CBHIBOPOTKE KpOBM (HAlpuMep, TIelapuH), MOXET
IPUBOJIUTH K PA3BUTHUIO THIIEPKATUEMHUH.

Ilpy ogHOBpeMEHHOM IPUMEHEHHHM IIpenapatoB JUTUs U MHruOutopoB AlID Bo3HMKaeT
obparumMoe NOBBHINECHUE KOHUEHTPAIMK JIMTUS B CBIBOPOTKE KPOBH M Pa3BUTHE TOKCHYECKHUX
peakuuit. Ilogo6HBIE peakuuM MOIyT BCTpeHaThCsl M IPHU INPUMEHEHHWM aHTAaroHHCTOB
penenTopoB aHruoteH3uHa II, B CBS3M ¢ yeM PEKOMEHJYETCs KOHTPOJIMPOBATH COJAEpPXKAHUE
JIMTUSL B CBIBOPOTKE KPOBH.

O/HOBpeMEHHOE IIPUMEHEHHE C HECTEPOMIHBIMH IIPOTHBOBOCIAIMTEIBHBIMH IIperiapaTaMu
(HIIBII), BKJTIOYAst CEJICKTUBHBIE MHTHOUTOPHI IIUKJIOOKCUT€HA3bI-2 (LI0T-2),
aneTWICATHIMIOBYIO Kuciaoty (6onee 3 r/cyr) m HecenektuBHbie HIIBII, moxer cHu3uTh
AHTUTUIIEPTEH3UBHOE JICHCTBUE KaHJIeCcapTaHa, a TAK)XXe MOXKET IIPUBECTH K IOBBIIICHUIO PUCKA
HapyueHust GYHKIMM [10YEK, B TOM YHCIIE K Pa3BUTHUIO OCTPOH IOYEYHOH HEJ0OCTATOYHOCTH U K
IIOBBIIICHUIO COJEPXKAHUS Kallusi B CHIBOPOTKE KpoBH. ClIeyeT C OCTOPOXKHOCTBIO IPUMEHATH

KOMOMHAIIHNIO 3TUX Ipenaparos, 0ocoOeHHO Yy NAMECHTOB I10XXKUJIOIO BO3pacTa.
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Ocobb1e ykazanus

OnnoBpemenHoe npumenenue uHruburopoB AIID, APA Il mmm anuckupeHa NOBBINIAET PUCK
pa3BUTHUSL THUIIOTEH3MH, THIIEPKAIMEMUH M HapylIeHUs (QyHKIMHU IOYeK (B TOM 4YHCIIE OCTPOH
IIOYEYHOW HexocTaToyHocTH). J[BoiiHas Onokxana PAAC npu OJHOBPEMEHHOM IIPUMEHEHHH
narubutopos All®D, APA Il ¢ npenapatamu, cojep)KalliMHU aJIMCKUPEH, IIPOTHBOIIOKA3aHA Y
HAlMEHTOB C CaxapHbIM auabeToM W/MIM C YMEPEHHOW MM TSDKEJIONM I0YEeYHOM
HEJI0CTATOYHOCTHIO (CKOpocTh KiyboukoBoit ¢uisTpanun (CK®) menee 60 mu/mun/1,73 M
IUIOLIa ¥ TIOBEPXHOCTH Tela) M HE pPEKOMEHIYeTCs Y JpYTMX IalMeHToB, (CM. pasjeln
«B3aumopeiicTBIE ¢ APYTUMH JIEKAPCTBEHHBIMU CPEICTBAMUY).

Ecnn nBoinas 6nokama PAAC cuurtaercs abCOMIOTHO HEOOXOJMMOM, TO JIEYEHHE IOJDKHO
IPOMCXOJUTh TOJIBKO IIOJ KOHTPOJIEM Bpa4ya M JODKHO COIPOBOXIATHCS TINATEIBHBIM M
peryJsipHBIM KOHTpOJIEM (YHKIHMM II04€K, COJEPXKaHWUS DJIEKTPOJUTOB M apTepHaIbHOIO
naBneHus. OIHOBpEMEHHOE IIPUMEHEHHE AaHTaroHMCTOB pelenTopoB aHruoreHsuHa II c
uarubutopamu AII® mpoTHBONOKAa3aHO y NMAlMEHTOB ¢ aAuabeTndeckoil HedponaTuedt u He
PEKOMEH/IYETCs Y IPYTUX MAIlUEeHTOB.

Hapywenue ¢yukyuu noyex. Ha ¢oHe npumeHeHus Ipernapara Opzmcc®, KaKk ¥ IIpu
IPUMEHEHHH JPYTUX JIEKapCTBEHHBIX NpenaparoB, yruetaomux PAAC, B HEKOTOPBIX Ciydasx
MOTYT pa3BHBAThLCS HApyIECHUs! PYHKIIMHU ITOYEK.

Ilpu npumenenum npenapara Opzmcc® y DaIMeHTOB C apTepUalibHOM TIUIlepTeH3UMed u
NOYeYHOU HeaocTaTo4HOCThIO TspKenoi crenenn (CK® menee 30 mu/mun/1,73 M’ IuIomaIm
IIOBEPXHOCTH Tejla) PEKOMEHJIYETCs pEryIsipHO KOHTPOJIMPOBATh COJEpXKaHUE Kalusl |
KOHIICHTPALIMIO KpEaTUHUHA B CBIBOPOTKE KpOBH. KIIMHUYECKUH OIIBIT IPUMEHEHHUS IIpernapaTa y

NAlMEHTOB ¢ TEPMUHAIBHOMU cTaauei noyeunoi Hepocratounoct (CK® menee 15 mu/mun/1,73

2 ®
M IIom@aad IOBEPXHOCTH Tena) OrpaHU4CH. Hpﬂ IIPUMCHCHUH IIp€liapaTa OplIPICC Yy TakKux

NaIMEeHTOB He0OX0AUMO 1oI6MpaTh 403y Ipenapara Opnncc® noj kouTposneM AJl.

V nauuentoB ¢ XCH Heo6Xx011MMO0 neproIM4ecKy KOHTPOJIMPOBATh QYHKIUIO II0YEK, OCOOEHHO
y IAMEeHTOB B BO3pacTe cTapiie 75 JieT ¥ NalMeHTOB ¢ HapymeHueM (yHkuuu nogek. Ilpu
IIOBBIIIEHUH JI03bI TAKXKE PEKOMEH/YETCSl KOHTPOJIMPOBATh CO/ICP)KaHUE KaIUsl ¥ KOHLIEHTPAIMIO
KpPEaTUHUHA B CBIBOPOTKE KPOBH.

OTCyTCTBYIOT HaHHBIE O IIPUMEHEHMM IIperapara Opzmcc® npu XCH c¢ xoHuentpauuein
KpearunuHa 6osee 265 Mkmous/11 (6onee 3 mr/mi).

I'emoouanus. Bo Bpems npoBenenus remoauanusa AJ] Moxer 66ITh 0COOEHHO YYBCTBHTEIBHO K

6mokane AT, -peuentopoB B pesynbrate ymenbineHus OIIK u axktuBauum PAAC. Iloatomy
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HalnueHTaM, HaXOAAIIMMCs Ha reMOoIuain3e, HeoOX0qMMOo KOHTpomMpoBaTh AJl 1 ocyImecTBIIsATh
VH/IMBUIYJIbHBIA 110100p 10361 ITpenapara Opmzxcc® B COOTBETCTBUHM ¢ IoKa3zaremsiMu A/l
Oonoepemennoe npumenenue ¢ AIIDP unzubumopamu npu XCH. llpu oaHOBpEMEHHOM
npuMerennn ¢ AII® wuHruOMTOpaMM NOBBIIACTCS PUCK pa3BUTUS NOOOYHBIX 3D (EKTOB,
ocobeHHO Hapymenue OGYHKIMM T1oueKk U runepkammemus. Cieayer KOHTPOJIMPOBaTh
KJIMHMYECKOE COCTOSIHUE MAIMEHTOB M COOTBETCTBYIOIUE J1abOpaTOpHbIE I10KA3aTEIN.

Cmeno3 noyeunou apmepuu. llpenaparter, Bmustomue Ha PAAC (Hanpumep, MHIHOMTOPSI
AII®), MoryT BbI3bIBaTh IIOBBIIICHUE KOHIEHTPAlMM MOYEBHMHBI M KpEaTHMHHUHA B CHIBOPOTKE
KPOBH Yy NAIlMEHTOB C JBYCTOPOHHMM CTEHO30M II0YEYHOW apTepuH WM CTEHO30M apTEepHH
€IMHCTBEHHOM IMOYKM. AHAJIOrMYHOro Odddexra MOXHO OXHAaTh I[P IPUMEHEHUU
aHTaroHUCTOB PElEeNTOPOB aHruoTeH3uHa Il.

Tpancnnanmayuss noyku. OUBIT INPUMEHEHUs Ipenapara Opzmcc® y TNalMeHTOB, HEJABHO
IIEPEHECIINX TPAHCIUIAHTALIUIO IIOYKH, OTCYTCTBYET.

Apmepuanvruas eunomensus. Y nauuentoB ¢ XCH npu npumeHeHuu Ipenapara Opzmcc®

MOXET pa3BUTBCS apTepualbHas TUIOTEH3Us. Takke BO3MOXHO Da3BUTHUE apTEpHAIbLHOM
runoTeH3un y nanueHToB ¢ jgedunmrom OILIK, manpumep, npu npuMeHeHuu OosbIIMX 103
JMYpEeTUKOB. B 3TOM ciryyae mepej NpMMEHEHHEM Ipenapara Op)mcc® HE0OX0IMMO IIPOBECTH
koppexuuto OIK.

Obwas anecmesus uw/unu Xupypeudeckue emewiamenbcmed. Y TAIMEHTOB, IOIyYarOUIMX
aQHTArOHUCTHI aHrHoTeH3uHa [I, Bo Bpemst mpoBeieHust o01el aHeCcTe3un M IIPU XUPYPrUudeCKUX
BMeEIIATEIbCTBAX MOXET Pa3BUTHLCS apTepHalbHasi TUIIOTeH3Us B pe3yibTare 61okansl PAAC. B
peIKMX CIoydasX apTepuaibHas THUIIOTEH3Us MOXET OBITh BBIPaXEHHOH, Tpebyromein
BHYTPUBEHHOT'O BBEJICHMSI XH/IKOCTH U/WIX Ba30IIPECCOPHBIX BEIIECTB.

Cmenos aopmanvnozo wunu mumpanvhozo kiananos, I'OKMII. 1lpu npuMeHeHuM npenapara
Opzmcc® y nanuenToB ¢ 'OKMII wim reMoaHaMMyYecKky 3HaYMMBIM CTEHO30M a0pPTaJbHOIO
WJIA MUTPAJILHOTO KJIANIaHOB CJIEAYET COOII0AaTh OCTOPOKHOCTD.

Iepeuunviii  2unepanvoocmeponusm. IlaMeHTHl ¢ INEPBHYHBIM  T'HIIEPAIbAOCTEPOHU3MOM
OOBIMHO PE3MCTEHTHBI K TEpalmMKd T'MIIOTEH3WBHBIMK CpejacTBaMu, Biausonmmu Ha PAAC,

® -
II03TOMY IIPUMEHSTH npenapat Opauce y AaHHOM IPYIIIbI TAUEHTOB HE PEKOMEHYETCS.

TI'uneprxanuemus. OIHOBpEMEHHOE INPUMEHEHHME IIpernapara Op,zmcc® ¢ kanuiicOeperaomumu
JIMYPETUKAMH, IIpenapaTaMd Kajdus WA 3aMEHUTEISIMM COJIM, COACPXKAIMMHU Kalui, WM
JPYTMMH TIperapaTaMy, KOTOpbleé MOTYT IIOBBICHUTH COIEP)KaHHME KajMs B CHIBOPOTKE KpPOBHU
(HarmpuMep, TremapuH), MOXET IPUBECTH K Ppa3BUTUIO TUIIEPKAJIMEMHUM Y IIALUEHTOB C

apTepUaIbHOM rMIIepTEeH3UEH.

12



®
I'mnepkanmemus MoxeT pa3BuThes M y nanuentoB ¢ XCH, npuaumMaromux npenapat Opauce

Ha ¢one Ttepanum npenaparom Opzmcc® y nanueHtoB ¢ XCH pexomenjyercss NpoOBOAMTH
HEPUOJINYECKAN KOHTPOJIb COJEPXKAHMS Kaausi B CHIBOPOTKE KpOBH, OCOOEHHO IIpu
onHoBpeMeHHOM npuMeHeHuu All® wuHrubutopoB u kanmicOeperaromux JIUypeTUKOB
(CIIMPOHOJIAKTOH, TPHAMTEPEH, aMIJIOPUL, SIUIEPEHOH (IIPOU3BOJHOE CIIUITMPOHOJIAKTOHA)).
Ob6wue. 1lanmeHThbl, y KOTOPBIX COCYAMCTBIA TOHYC M (QYHKIHMS IOYEK IPEUMYIIECTBEHHO
3aBuCAT OT akTuBHOCTH PAAC (Hampumep, MalMEHTHI C TSKEJIONH XPOHUYECKOW CEpAEHHOM
HEJIOCTaTOYHOCTHIO, 3a00JIeBaHUSIMHM II0YEK, BKJIIOYas CTEHO3 IOYEYHOW apTepuu), 0COOEHHO
YyBCTBHUTEJBHEI K IIpenaparam, aeicrByomum Ha PAAC. [Ipumenenne nogo6HbIX npenapaTtoB
COIIPOBOXAAETCS Yy OTUX IIallMEHTOB PE3KOM apTepuallbHOM TI'MIIOTEH3UEH, a30TeMueH,
OJIITYpUEH M PpeXe - OCTPOM II0YEYHOM HEJAO0CTaTOYHOCTHIO. B03MOXHOCTE pa3BUTHUSA
Hepe4YrcIeHHbIX 3()(EeKTOB He MCKIIOYEHAa M IIPH IPUMEHEHMHM AaHTaroHHCTOB PELENTOPOB
anruorensuHa II. Pe3koe cHmxenue AJ] y mnDanmueHTOB ¢ MINEMHUYECKOW KapAMOIaTHEH,
1uepeOpoBacKyJIIpHBIMA  3a00JIEBaHUSIMH MIIEMHYECKOr0 TI€He3a IIpH IPUMEHEHHMH JHOOBIX
I'MIIOTEH3UBHBIX CPEJICTB MOXET IIPUBOAMTE K Pa3BUTHIO HHGAPKTa MUOKap/1a WX UHCYJIbTA.
IIpumenenue 6 neouampuu. bezonacHocTs U 3 HEKTUBHOCTH IPUMEHEHUS IIpernapara Opzmcc®
B Bo3pacTe 10 18 et He yCTaHOBJICHBI.
Bimmsinue Ha cniocoOHOCTH YNIPaBJIATh TPAHCIOPTHLIMH CPEACTBAMHM M MEXaHH3MaMH
IIpu Bo3HMKHOBeHMM HexenaTelbHBIX 3(dexToB co ctoponsl [THC npu tepanuu npenaparom
Opmuce”  cieryeT COGIIONATh OCTOPOXHOCTh [P BBIIONHEHHH NCHCTBHM, TpeOyIOmuX
HOBBIICHHON KOHIICHTPAIIUX BHUMAHMS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIIUK.
®opma BBIITyCKA
Tabnerku 8 mr, 16 mr, 32 mr.
ITo 10 Tabnerox B Giuctepsr u3 IIBX/AI/OITA-TIBX/TIBAX/AL 3 6iuctepa ¢ MHCTpyKIMEH 1o
IIPUMEHEHHUIO B KAPTOHHOM IavKe.
ITo 5 tabnerok B 6rmmctepsl u3 IIBX/Al/OITA-TIBX/TIBAX/AL 6 61mcTepoB ¢ MHCTPYKIHUEH 110
IPUMEHEHHIO B KAPTOHHOM IayKe.
YcaoBusi XxpaHeHust
XpaHUTH B CyXOM MecTe IIpu Temrieparype He Beime 25 °C.
XpaHUTH B HEJJOCTYIIHOM /U151 JieTel mecre!
Cpok rognocru
2 roja.
He npuMeHsTh 110 UCTEYEHUH CPOKA I'OHOCTH.
¥YcioBus oTmycka
OTnycKaroT 110 pelenTy.
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Buiajesen perucTpanmoHHOro ya0CTOBEpeHUs

Tepa ®apmanesruueckue [Ipeanpustus JIta., U3panns
IlpouszBoauTenn

TeBa ®apmanesruueckue [Ipeanpusitus JTx.,

18 Omu I'ypButn Ct. M. 3oyn., Kbap Caba, U3panins
Opranuzanus, NpUHUMAOIIAN NPETEH3UH NOTpeduTe el
00O «Tesa», 115054, Mocksa, yi. Banosas, 35,

Tein.: +7 (495) 644 22 34, daxc: +7 (495) 644 22 35/36

IIpencraButens Gpupmsl N.E. Kproukosa
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