COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 08.10.2024 N= 21856

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
JUKIJIOD®EHAK, 25 mr/mi1, pacTBOp Ui BHYTPHUMBIIIEYHOTO BBEICHUSI.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTByto11€€ BEIIECTBO: TUKIO(DEHAK.

Kaxp1it M1 pacTBOpa copepkut 25 mr aukiodenaka (B Buae Aukio(GeHaka HATPHs).

Kaxnas amiyna o0beMoM 3 MII COACPKUT 75 Mr TukinodeHaka (B BUIe TUKIO(pEeHaKa HATPUsL).
BcrnomorarenbHbie BeIIecTBa, HATUMYHE KOTOPBIX HA/I0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
mpernapara: HaTpHii, B TOM YKCIIE HATPpUsI TUCYIb(GUT, OCH3UIOBBINA CIUPT, IPONUICHIJIUKOIb
(cm. paznen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp 1151 BHYTPUMBIIIIEUHOTO BBEACHHUSI.
[Tpo3paunblii MM ciabo OnanecUUpYIOLIUM, CJIerKa OKpAlleHHBIM pacTBOp C XapaKTepHbIM

3aI1axoM.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Tpenapar JUKJIO®EHAK noxa3aH kK IpUMEHEHHUIO Y B3pOCIbIX B Bo3pacTte oT 18 jer npu:
®  BOCHAJIMUTENBHBIX U IET€HEPATUBHBIX 3a00JI€BaHUIX OMTOPHO-/IBUTaTENILHOTO annapara, B TOM
qucie:
—  PEBMATOMIHBIN apTPHT,
—  QHKWIO3HMPYIOIINN CHOHJIMWINT U APYTUe CIIOHAMIOApTPOIaTHH,
—  0CTe0apTpo3,
—  TOJarpu4ecKuil apTpur,
—  OypcuT, TeHJJOBarMHMUT,
— OoneBble CHHIPOMBI CO CTOPOHBI TO3BOHOYHMKA (JIIoMOaro, WIIMAITHUS, OCCAJTH,
HEBpaJITUsl, MUAJITHSL, apTPaITusl, paJuKyJInT);
®  [I0YEUHBIX U )KETYHBIX KOJIMKAX;
®  [IOCTTPaBMAaTHYECKOM WU TIOCJIEONEpPallMOHHOM OO0JIEBOM CHHAPOME, COMPOBOXKIAIOIIMMCS
BOCTAJICHUEM;
®  TSDKEJBIX MPUCTYIAX MUTPEHH.

4.2. Pe:xuM 103UPOBAHUSA U CIIOCO0 NPUMEHEHUSA
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PexxuM 103upoBaHus

Jlo3a mpemnapara moadupaeTcss HHANBHIYATbHO, IPH 3TOM C LIEJIbI0 CHUKEHUSI PUCKA PAa3BUTHUSA
HE)KEJIATENbHBIX PEeaKLIUi PEKOMEHIyeTCsl MPUMEHEHNEe MUHUMAIbHOH 3()(eKTUBHON 1035l TTO
BO3MOKHOCTH C MAaKCUMAJIbHO KOPOTKUM IEPUOJIOM JICYEHHUSI B COOTBETCTBUU C LENbIO JICUEHUS
Y COCTOSIHHEM Mal[MEHTA.

[Mpemapar JIUKJIO®EHAK B ammymax OCOOCHHO MOAXOAMT Ui HAYaJbHOTO JICUCHUS
BOCTIJIUTENIBHBIX U JCTCHEPATUBHBIX PEBMATHUECKUX 3a00JIeBaHUI, a Takke OOJHM BCIEACTBUE
BOCIIAJICHUSI HEPEBMATUYECKOIO MPOUCXOKICHUSI.

He cnenyer npumensats uabekiuu npemnapara JJUKIIODOEHAK 6Gonee 2-x aueit moapsia. [lpu
HEOOXOMMOCTH JICYCHHE MOYKHO IMPOIOJDKUTH MpernaparaMu JUKIopeHaka B TaOleTKax WIn
PEeKTaJIbHBIX CYNIIO3UTOPHSIX.

Jo3a 00b14HO coctaBisieT 75 mr (comepxkumoe 1 ammynbl) 1 pa3 B cyTku. B Tspkenbix cimydasix
(Hampumep, MpH KOJIMKaX) B BUJIE UCKIIIOUEHUS MOTYT ObITh MIPOBEEHBI 2 UHBEKIIUU 10 75 MT C
IPOMEXYTKOM B  HECKOJBKO 4YacoB (BTOPYIO HHBEKLHIO CJIEAYyeT IpPOBOJUTH B
KOHTpajlaTepallbHYIO Arojauiy). B kauecTBe aabTepHAaTUBbI OJHY MHBEKLHMIO Ipenapara B J€Hb
(75 Mr) MO>XHO KOMOMHHMPOBATH C IPUEMOM TpenapaToB AUKIO(EHaKa B JPYTUX JIEKAPCTBEHHBIX
dbopmax (TabneTKH, peKTaibHbIE CYMIIO3UTOPUHN ), TPU 3TOM CYyMMapHasi CyTO4Has /1032 He JJOJKHA
npesbimarh 150 mr.

[Tpu mpucTynax MUTpEHH JIeYeHHE HAuYMHAIOT KaK MOXKHO paHbIIe MOCie Hayana ImpucTyna ¢
BHyTpuMbIIeuHoro BBeneHus npenapara [AUMKIIO®EHAK B noze 75 mr (1 awmmnyna)
BHyTpUMbIIIeyHO. [Ipy HeoO0XoAMMOCTH BO3MOXKHO TPUMEHEHHE IIpernapara B JPYIHX
JIEKapCTBEHHBIX (popMax, MPU ITOM CyMMapHasi CyTOYHasl 103a He JI0JKHA npeBbimath 150 Mr B
CYTKH.

Oco0bIe I'pynnbl DJaMCHTOB

Tayuenmoi noscunozo eospacma

Koppekunun HauanbHON J103bl y HAIlMEHTOB B BO3pacTe 65 JeT M cTaplie, Kak IpaBHIIO, HE
Tpebyerca. OnHaKo, MCXOAS U3 OOMIMX MEAMIIMHCKUX COOOpakKeHHH, ClieyeT COOJI0IaTh
OCTOPOYKHOCTh Y OCJIa0JIEHHBIX MOKUIIBIX AIlMEHTOB WM MAllMEHTOB C HU3KOH Maccoi Tena.
Iayuenmor ¢ 3a601e8aHUAMU  CEPOEUHO-COCYOUCTNOU CUCTEMbl UTU  BbICOKUM  PUCKOM
3a001e8aHUll CePOeYHO-COCYOUCMOLL CUCTEMbL

Cnenyer ¢ 0co00il OCTOPOKHOCTBIO MPHUMEHSTH Mpernapar y MalMeHTOB ¢ 3a00JeBaHUSMU
CepACYHO-COCYTUCTON CHCTEMBbl MM BBICOKUM PUCKOM pa3BUTUS 3a00JE€BaHUN CepJeUHO-
cocynuctoit cuctemsl. [Ipu HeoOXonumMocTH uIMTeNbHONW Tepanuu (Oojiee 4 Henenb) y TaKUX
MALMEHTOB CIeAYyeT NPUMEHSATh ITpenapar B CyTOUHOU 103€, He npesplimaromen 100 mr.

Tayuenmul ¢ napywenuem ynKyuu novex



COOTBETCTBYET SKCMEPTHOMY OTYETY
ot 08.10.2024 Nz 218
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HapyIeHUAMA (YHKIMM TOYeK B CBSI3M C OTCYTCTBUEM HCCIEIOBaHHM 0€30MacHOCTH
NpUMEHEHHS Tperapara y MalueHToB JaHHOW karteropuu. Cienyer coOiroaaTh 0CTOPOKHOCTh
IpY IPUMEHEHUH Mpenapara y NalMeHTOB ¢ HapylIeHUeM (QYHKLINU OYEK.
[TpumeHeHue npenapara y NalMeHTOB € IOYEYHON HET0CTaTOYHOCTBIO (CKOPOCTh KIIyOOUKOBOM
dunprparuu (CK®) menee 15 mn/mun/1,73 M? miomany NoBEpXHOCTH Tela) IPOTHBOMOKA3AHO
(cM. paznen 4.3).
Tayuenmoi ¢ napywienuem yHkyuu neveHu
Her naHHBIX 0 HEOOXOIUMOCTH KOPPEKLUHU A03bl IPU MPUMEHEHUH IpenapaTa y HalueHTOB ¢
HapyIEeHUAMU (PYHKIMM TEYSHU JIETKOH M CpeAHEH CTENEHU TSHKECTH B CBSI3U C OTCYTCTBHUEM
UCCIIEIOBaHMA O€301TaCHOCTH MTPUMEHEHHS ITperapaTa y JaHHON KaTeTOPUH MAIleHTOB.
[IpumeHenue mpemnapara y HAlMEHTOB C HapylleHUEM (DYHKIUHM MEYEHHM TSKEJIOW CTEeleHU
IPOTHBOIOKa3aHo (cM. paszaen 4.3).

eTu
JUKIIOD®EHAK, pacTBOp [Uisl BHyTPUMBILIEUHOTO BBEJCHUS, HE CIIeAYeT IPUMEHATh Y AeTel U
HOAPOCTKOB Miaame 18 jer B CBA3M C TPYAHOCTBIO JIO3UPOBaHMS Ipenapara; Ipu
HEOOXO/JMMOCTH JIEYEHUs1 y JIaHHOW KaTeropuu NalMEeHTOB Ipernapar JUKIopeHaka MOXKHO
NPUMEHSTH B TaOJETKAaX WU CYMITO3UTOPHSIX.

Criocob nnpuMeHeHus

PactBop mpemapara JoipkeH ObITh npo3padHbiM. He cieayer NpuUMEHSTh pPacTBOp ¢
KPUCTAJUIMYECKUM UM IPYTUM OCAJKOM.

Amnyny mpemnapara CIEAyeT MCIOJIb30BaTh TOJBKO OJUH pa3. PacTBop cienyer BBOAUTH
HEMEJUIEHHO T10CJIE€ BCKPBITUS amnyibl. [locie 0THOKpaTHOro MPUMEHEHNs HEHUCIIOIb30BAHHbBIE
ocratkn pactBopa mnpenapata JAUKIIO®EHAK mnomnexar yrunusanum B COOTBETCTBHH C
JIOKaJIbHBIMH TPEOOBAHUSIMH.

[Tpennapar AMKJIIO®EHAK BBoasT myrem riyOOKONM HMHBEKUIMHU B SATOAMYHYIO Mblmny. Ilpu
MPOBEJCHUHN BHYTPUMBIILIEYHON MUHBEKLUHU JUIsl TOTO, YTOOBI M30€KaTh MOBPEKIACHHS HEPBA WU
JpYyruX TKaHeW B MeCTe HMHBEKIMU (YTO MOXKET MPUBECTH K MBIIIEYHOH c€1abocTH, mapesy,
CHIDKCHUIO YYBCTBHTEIHLHOCTH WJIM MEIMKaMEHTO3HOW sMmOonmun koxu (Cunapom Huxonay)),
PEKOMEHYeTCs IPUIEPKUBATHCA CIEAYIOIINX ITPaBUIL.

[Ipemapat cneayeT BBOAWUTH TINIyOOKO BHYTPUMBIIIEUHO B BEPXHUN HApYKHBIM KBaJpaHT
ATOJJMYHON 00J1aCTH ¢ COOJIIO/ICHUEM IIPABUIT ACEITUKH.

IIpn nmpumeHeHuu Ipenapara CIELyeT HMCIOJIb30BaTh MOAXOAAIIYIO JUIMHY WIJIBI U BEPHYIO
TEXHUKY UHBEKIUH (YIUTHIBAS TOJIIHUHY CI0S MOJKOKHO-KHUPOBOU KJIETUATKU B SITOAUYHON 30HE

KOHKPETHOT'O HaHI/IeHTa), gTOOBI H30eKaTh HEMMPEAHAMCPEHHOT'O IMTOAKOKHOT'O BBCACHUS.
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4.3. [IpoTuBONOKA3aAHUS

e [umepuyBCTBUTENBHOCTh K JUKIO(GEHAKY WIH K JIOOOMY W3 BCIIOMOTaTEIbHBIX BEIIECTB
npenapara, nepe4rciieHHbIX B pazzene 6.1;

e oOocTpeHHE SA3BEHHOM 0O0JIE3HHU KeNMyaKa U JBEHAAATUIIEPCTHOW KUIIKKA, KPOBOTCUCHHS U3
opranoB xenynouHo-kumeyHoro Tpakra (JKKT), nepdopanus opranos XKKT;

® KaK M Jpyrue HecTepoHJHbIe MpoTHBOBocHanuTenbubie npenaparsl (HIIBII), Auknodenak
POTHBOINOKA3aH MAUEHTaM C TOJHBIM MM HETIOJIHBIM COUYETaHWEM OPOHXHUALHON aCTMBI,
AQHT'MOHEBPOTUYECKOTO OTEKA, KPAIIMBHUIIBI, OCTPOr0 PUHUTA, PELUIUBUPYIOLIETO MOIUIIO3a
HOCA MJIM OKOJIOHOCOBBIX Ia3yX M HENEPEHOCHMOCTH ALECTUJICAIMLIUIOBON KHCIOTHI WIN
npyrux HIIBII (B Tom 4mciie B anHamHE3e);

e HapymeHue (QYHKIHUU TEYCHU TSDKEIION CTerneHu, nodeuHas HepocrarouHocTh (CK® menee
15 ma/mun/1,73 M%), xponudeckas cepieunas HegocraTounocts (I1-1V dyHKImoORaNbHEIL
KJ1acC 1o QYHKIMOHANBHOM Kiaccupukanun Heio-HMopkckoii acconuanuu cepaua (NYHA));

e  HEKOHTpOJUpYyeMas apTepHabHas THIIEPTCH3US,

e  KJIMHMYECKU NOJATBEPKJEHHAs HIlleMudeckas O0Je3Hb cep/la,;

e 3a0oneBaHus nepuepUYECKUX apTepuil U COCYIOB TOJIOBHOTO MO3Ta;

®  COCTOSIHMSI, CONPOBOXKIAIOIINECS PUCKOM Pa3BUTHS KPOBOTEUCHMUIA;

®  [OATBEPXKACHHAS FMIEPKATUEMUS;

®  A0PTOKOPOHAPHOE IIYHTHPOBAHUE (II€pHOIIEPAllMOHHBIN MTEPHO/);

e  BOCHAJIMUTENbHBbIE 3a00jeBaHUs KulleyHHKa (0osne3Hb KpoHa, si3BeHHBIM KOIMT) B (aze

obocTpeHus;
®  aKTUBHBIE 3a00JI€BAHUS IEUCHH;
e OepeMEeHHOCTH B cpoke 6onee 20 Heaens (cM. pazzaen 4.6);
®  TIEpPHOJ TPYAHOTO BCKapMIUBaHus (cM. pazien 4.6);
e  JETCKHUIA Bo3pacT Jo0 18 rner.
4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

C 0CTOPOKHOCTEIO

— Ilpu npumenenun npenapata JJUKIIO®EHAK u npyrux HIIBII neobxoaumo coGuonaTh
OCTOPO’KHOCTh ¥ TIIATEJIbHO HAOJIOJaTh MAlUMEHTOB C CHUMIITOMAaMM/TIpU3HAKaMH,
yKa3bpIBalOIMMH Ha nopaxeHus/3adoneBanust KKT win ¢ aHaMHECTHYECKUMHU JIaHHBIMH,
MO3BOJIAIOIIMMHU  3allOIO3PUTh  SI3BEHHOE  IMOPAXEHHE OJKEeJIyAKa WM  KUIIEYHUKA,
KPOBOTEUYCHHE WU TTephOpaIuio.

— V¥ namuenTtoB ¢ undeknuein Helicobacter pylori B anamHe3se, I3B€HHBIM KOJIUTOM, OOJIE3HBIO

Kpona, ¢ HapymeHuem GyHKIMM TICYCHHM B aHaMHE3€ M y TAIMEHTOB C JKajo0aMu,

4
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KpOBOTEYEHMs BO3pacraer Ipu yBenumdeHuu 10o3bl HIIBII wiam npum Hanuuuu A3BEHHOIO
aHamHe3a, 0COOCHHO KPOBOTeUEHUH U mepdopalu 3B, U Y MOKIIBIX MMAIUEHTOB.

ITpuem HIIBII, Bkmtodass mukinodeHak, MOXKET OBITh CBS3aH C IOBBIIMICHHBIM PHCKOM
MIPOTEYKH aHACTOMO3a, PACIIOIOKEHHOIO B KEIYJOUYHO-KHILIEYHOM TpakTe. [Ipu npumenennn
npenapara JWMKJIO®PEHAK mnociie onepaTMBHOrO BMEIIATEIbCTBA Ha KEIYJA0YHO-
KHUIIEYHOM TpPAaKTE€ PEKOMEHAYeTCS  TIIATEeIbHOE MEAUIMHCKOE HaOJI0JeHue |
OCTOPOXKHOCTb.

Crnenyer co0m0aTh 0COOYI0 OCTOPOKHOCTH ITpHu NpuMeHenuu npemnapata [JJUKIIOOEHAK
y MalMEeHTOB, MOJIYYAIOIIMX Mpernaparhbl, YBEIMYHUBAIOLUIME PUCK >KETYTOYHO-KUIICUHBIX
KPOBOTEUYEHHI: CHCTEMHBbIE TJIIOKOKOPTUKOCTEPOUIbl (B TOM YHCIE MPETHU3O0JIOH),
AHTUKOAryJIsHTHl (B TOM 4Hclie BaphapHH), aHTHArperaHThl (B TOM 4YHCIE KIOMHAOTPEN,
ANCTUICATMIIMIIOBAS KHCIIOTa) WM CEJICKTUBHBIC WHTHOUTOPHI OOpaTHOTO 3axBaTa
CEpOTOHHHA (B TOM YMCJIE LIUTAJTIONPAM, (PIIyOKCETHUH, TApOKCETUH, CEPTPAIIHH).
OctopoxkHocTh HeoOxoauMa mpu npuMmenenuu npenapara JJUKJIOOEHAK y manueHTos ¢
JETKUMH ¥ yMEPEHHBIMH HapYyNICHUSMH (YHKIIUH TICYCHH, a TAaKKE Yy MAIUCHTOB C
MEYCHOYHOH opdupHeii, TaK Kak Mpenapat MOKET MPOBOLMPOBATH MPUCTYIBI MOPPHUPHUH.
CrnenyeT ¢ OCTOPOKHOCTBIO MPUMEHSTh Mpenapar y MalueHTOB ¢ OpOHXUATbHOW acTMOI,
CE30HHBIM AIJIEPTHUYECKUM PHHUTOM, OTEKOM CIH3UCTONH 000IOUKH HOCOBOH MOJIOCTH (B TOM
YHUCclieé C HOCOBBIMH TIONUMNAMH), XPOHHUYECKONH OOCTPYKTHBHON OOJE3HBIO JIETKUX,
XPOHUYECKUMHU HMH(PEKIIMOHHBIMU ~ 3a00JICBaHUSIMU  JIBIXATENIbHBIX MyTel (0COOEHHO
ACCOIIMUPOBAHHBIX C AJIEPTUUECKUMHU PUHUTOMIOAO0OHBIMU CUMIITOMAaMH ).

Oco0asi OCTOPOKHOCTh TpeOyeTcsl MpU JIEYSHHH MAIMEHTOB C CEepAeUYHO-COCYTUCTBIMU
3a00JIeBaHUSAMH, HAPYIIEHUSMU (QYHKIMH TIOYEK, BKIIOYAs XPOHUYECKYIO MOYECYHYIO
negocrarounoctb (CK® 15-60 mn/mun/1,73 wm?), TUCIUTIUACMHUEH/ TUTIEPITUTTHAEMUCH,
CaxapHbBIM JTMa0eTOM, TUTIEPTOHUYECKON 0O0JIE3HBIO, IPU JICUCHUH KYPSIINX MallMeHTOB WU
MAlMEeHTOB, 3JIOYMOTPEONISIONINX AaJIKOToJIeM, TPU JICUCHUH TOXKUJIBIX TMaIllMEeHTOB,
MOJTYYArONTUX JUYPETUKH WIH APYTHE TPemapathl, BAUSIOMNE Ha QYHKIIMIO TTOYEK, a TAKKE
MAIMEHTOB CO 3HAUUTEIBHBIM YMEHbIIIEHHEM 00beMa nupkynupytomeit kposu (OLK) mro6oi
ATUOJIOTHH, HAIPUMEP B MIEPHOJIBI 10 U TIOCIIE MACCUBHBIX XUPYPTUUECKUX BMEIIATEIbCTB.
Cnenyer ¢ ocropoxkHocThio mpuMeHsaTh mnpenapar JUMKJIIO®EHAK y nanueHTOB C
nedeKTaMu CUCTEMBI TeMOCTa3a.

Cnenyer coOmogaTh ocTopoxHOCTh npu mnpumeHenuun npenapara JAMKIIO®EHAK vy

MAIMEHTOB C PUCKOM PAa3BUTHUSI CEPIACTHO-COCYTUCTHIX TPOMOO30B.
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NAlMEHTOB MOKUJIOTO BO3pacTa. DTO OCOOCHHO aKTyaJbHO Y OCIA0JIEHHBIX MM UMEIOIINX
HU3KYI0 MaccCy Tena MOKUIBIX JIIOJAEH. Y INalMEeHTOB JAaHHOM KaTeroOpuH PEKOMEHIYETCs
OPUMEHSTH MpernapaT B MUHUMAIbHOU 3((EeKTUBHOH /103€.

—  Oco0yro 0CTOPOXKHOCTH ClIeAyeT cOOMI0IaTh MPU BHYTPUMBIILIEYHOM BBEIEHHUHM Ipernapara
JUKIJIIOOEHAK y mnamueHToB ¢ OpOHXMAJbHOW acTMOM H3-3a pHCKAa 00OCTpEeHHUs
3a00J1eBaHNUs, TaK KaK JUCYIb(UT HATpUs, COAEPIKAIIUICS B IIpenapaTe, ClIoCOOEH BbI3bIBATh
TSDKEJIBIE PEAKLIUU THIIEPUYBCTBUTEIBHOCTH.

Oco0ble yKa3auus

Topasicenue s#ceny0ouHo-Kuueuno2o mpakma

[Ipy npumeHeHuu [uKIOPEHAKa OTMEUAIHCh TaKWe SIBJICHHUS, KaK KPOBOTEUEHHUS WIIU
usbs3BieHus/neppopanuu XKKT, B psne ciydaeB co cMepTeIbHBIM UCXOJ0M. J{aHHBIE SBICHUS
MOTYT BOSHUKHYTh B JIt000€ BpeMs MpU MPUMEHEHUH NPENapaToB y MAlUEHTOB C HATUYUEM UITU
OTCYTCTBHEM  MPEIIICCTBYIOIIUX CHUMITOMOB M  CEPbE3HBIMH  JKEIYJA0YHO-KUIICYHBIMU
3a00JIeBaHUSIMHU B aHAMHE3€ WU 0e3 HUX. Y MOKUIIBIX MAllMeHTOB MOJ00HBIE OCTIOKHEHUS MOTYT
UMETh cepbe3Hble mnocnaeAcTBUsA. [lpu pa3BUTMM y NaIlMEHTOB, MOJIYYAIOIIMX Mpernapar
JUKJIOD®EHAK, kpoBoTeuenuii mim uzbs3pienuii JKKT npemapar cienyer OTMEHHUTb.

Hns camxenust pucka Tokcndeckoro aeicteus Ha JKKT manuentaM C sSI3BEHHBIM MOPa)KEHUEM
KKT, ocobeHHO OCIOXKHEHHBIM KpPOBOTE€UEHHEM WM Tepdopammeil B aHaMHe3e, a TakkKe y
MOKUJIBIX MAIIMEHTOB Mpenapar cieayeT MPUMEHITh B MUHUMaIbHOU 3G (deKTUBHOMN J03€.
[TaniueHTaM ¢ TIOBBIIIEHHBIM PUCKOM Pa3BUTHS JKEIYJAOYHO-KUIIEYHBIX OCJIOKHEHHH, a TakkKe
MalMUeHTaM, MOJIYYAKINM TEPANUI0 HU3KUMU J103aMU alEeTHWICATALIMIOBOM KUCIOTBI, CIEIYET
MPUHUMATH TaCTPOIIPOTEKTOPHI (MHTUOUTOPHI TPOTOHHOMN MOMIIBI WJIM MU30MPOCTOI ) WIIH APYTHE
JIEKApCTBEHHBIE ITpenapaThl JUIsl CHHXKEHHS pUCKa HexxenareabHoro Bo3naericteus Ha JKKT.
[Taiuentam ¢ mopaxkenuem KKT B anamuese, 0COOEHHO MOXKWIBIM, HEOOXOJIUMO COOOIIAThH
Bpady 000 BceX a0 JOMUHAIHBIX CUMIITOMAX.

Iayuenmul ¢ OpoHxuanvHol acmmou

Oboctpenne OpoHxuambHOW acTMbl  (HemepeHocumocTh  HIIBIT/OponxuanbHas — acTma,
npoBorupyemas npuemom HIIBIT), otex KBuHke 1 kpanuBHHIIAa HAHOOEE YaCTO OTMEUYAIOTCS Y
MAIMEHTOB C OPOHXHAIBHONU aCTMOM, CE30HHBIM AJIEPTHUECKUM PUHUTOM, HOCOBBIMH TIOJIUTIAMH,
XPOHUYECKOW OOCTPYKTHMBHOW OOJE3HBIO JIETKMX WM XPOHUYECKUMH HWH(EKIIMOHHBIMHU
3a00JICBaHUSIMH ~ JIBIXaTENbHBIX  TyTel (0COOEHHO  CBSI3aHHBIMU €  aJUIEPTHUECKUMU
PUHHUTOMOJAOOHBIMU CHUMIITOMaMH). Y JaHHOW TpyNIbl MAIlMEHTOB, a TaKKe y MAlMEHTOB C

ajyieprueit Ha Jpyrue mpernapartbl (Chilb, 3y WM KpalnuBHMIA) MPU MPUMEHEHUH Ipenapara
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pEaHMMAaLMOHHBIX MEPONPUATHUIA).

Kooicnvie peakyuu

Takue cepbe3Hble JAEPMATOJOTHYECKHE pEaKLUH, KaK SKCHOIUATUBHBIA JEpMaTUT, CUHIPOM
CruBeHca-/[>KOHCOHA, TOKCHYECKHMH SNUAEPMAIBbHBIA HEKPOJU3, B HEKOTOPBIX CllydyasX CoO
CMEpTEeNbHBIM HCXOJ0M, Ha (OHE NPUMEHEHHUS IUKIO(EeHaKa OTMEYAIUCh OYEHb PEAKO.
HaunbGonpimume puck n gactora pa3BUTHS TSDKEJIBIX JAEPMATOJIOTMUYECKUX PEAKLUI OTMEYAIUCh B
nepBbId Mecsl jeueHus: aukiodenakoM. [Ipu pa3Butuu y manueHToB, NOJy4YalOUIUX MpenapaT
JUKJIO®EHAK, nepBbIX NpU3HAKOB KOXXHOM CBINH, MOPAKECHHUS CIU3UCTBHIX O0OJOYEK WIIN
JPYTUX CUMITOMOB THIIEPUYBCTBUTEIBHOCTH Ipenapar clieJyeT OTMEHHUTb.

B penxux ciydasx y ManueHTOB, HE MMEIOIINX AJUIEPTUM HA AMKIO(PEHAK, MPU NMPHUMEHEHUH
npernapata JUKJIO®EHAK wmoryr pa3BuBatbcs aHaduinakTuyeckue/aHapuIakTOUTHbIC
peakLuu.

Bosoeiicmsue na nouxu

Ha ¢one tepanuu npenaparom JUKJIO®EHAK pexomeHyeTcst TpOBOANUTH KOHTPOIIb (PYHKITUH
MOYEK Y MAIMEHTOB C TUIIEPTOHUYECKON 00JIe3HBIO, HAPYIICHUSIMH (PYHKIIMH CEPALIA WU TOYeK,
MOXWIbIX MallMEHTOB, MOJYYalOIIUX JIUYPETUKU WIM Jpyrue IpenapaThl, BIUSIOLNIME Ha
NOYEeUHYI0 (YHKIMIO, a TakKe Yy NaIMeHTOB CO 3HAYUTENIbHBIM YMEHBIICHHEM o0beMa
LHUPKYJTUPYIOLIEH MIa3Mbl KPOBH JIF000M ATHOJIOTHH, HAIPUMEP B MEPUO/T 10 U TIOCITIE MACCUBHBIX
XUPYpPrudecKux BMemarenabcTB. [locie mpekpalieHus Tepanuu npenapaToM 0ObIYHO OTMEYaeTCs
HOpMaJT3aIys oKa3aTesneil moueyHoi pyHKIMH 10 UCXOIHBIX 3HAYCHUH.

Bosoeiicmsue na nevenw

[Tockonbky B iepuoa npumenenus npemnapara JJUKIIOOEHAK moxeT oTMedaTbcsi MOBBIIIIEHUE
AKTUBHOCTH OJIHOTO WJIM HECKOJIbKUX MEYEHOUYHBIX ()ePMEHTOB, MpH IUTEIBHONH Tepanuu
IpenapaToM B KadecTBE Mepbl MPEJOCTOPOXKHOCTH MOKa3aH KOHTPOJIb (QyHKIUM neueHH. [lpu
COXpPaHEHMH M MPOrPECCHUPOBAHUU HAPYIICHUH MEUYEHOYHOM (YHKIMH WIM BO3HUKHOBEHUU
MPU3HAKOB 3a00JI€BaHUI TEYEHH WU JPYTUX CUMITOMOB (HapUMep, 303MHO(QUINH, ChIIH U T.1I1.)
npUeM mpernapara HeoOXoauMoO OTMeHUTh. CreayeT MMeThb B BHMIY, YTO TemaTUT Ha (oHe
npumenenus npenapata JJUKIIOOEHAK mosxeT pazBuBaThcs 0€3 IpoApOMANIbHBIX SIBICHUH.
Boszoeticmsue na cepoeuno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uncne nukiodeHakoM, B 0COOEHHOCTH AJUTENbHAs Teparus U Tepamnus ¢
UCTIOJIb30BAaHUEM BBICOKUX 7103, MOXKET ObITh aCCOLMUPOBAHA C HEOOIBIIMM BO3PACTAHUEM PUCKA
Pa3BUTHSI CEPHE3HBIX CEPJCUHO-COCYIUCTBIX TPOMOOTUYECKHX OCIIOKHEHHH (BKJIIOYasi HHPapKT

MHUOKapJia ¥ MHCYJIbT).
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VYV manueHToB ¢ 3a00JIEBAaHMSMU CEPACUYHO-COCYAUCTOMN 'QJEM%&E—B@%%%KBﬁ Il)alzllzlﬁmﬂ

3a00JIEBaHUN  CEPAEUHO-COCYJUCTON CHUCTEMBl (HAampuMep, MALMUEHTOB C apTepualbHON
TUIIEPTeH3UEH, TUMEPIUNUAEMUEH, caXxapHbIM [IuabeToM, KypALIMX MalueHTOB) CIEAyeT
IPUMEHATh Ipenapar ¢ oco00i OCTOPOXKHOCTbIO, B caMOM Hu3KoW 3(deKkTuBHON n03e mnpu
MUHUMaJIBHO BO3MOXHOW JUIMTEIBHOCTH JIEYEHHSA, IIOCKOJBKY PpHCK BO3HUKHOBEHUS
TPOMOOTHUYECKUX OCJIOKHEHUH BO3pAaCcTaeT IMPH YBEIWYCHUH 036l U MPOJOJIKHTEIBHOCTH
neuenus. Ilpu nnurensHOM Tepanuu (Oosee 4 HeAenb) CyToyHas J03a AMKIO(PEHAKa y TaKHX
NAUEHTOB He aoipkHa npesbimats 100 mr. CreayeT nepuogvMYecKd IPOBOAUTH OLEHKY
3¢ (EeKTUBHOCTH JIEYEHUS U NOTPEOHOCTH MALlMEHTa B CUMITOMAaTHYECKOM Tepanuu, 0COOEHHO B
TeX clyyasX, KOIrja €€ MpOJOJIKUTENbHOCTh cocTaBisier Oonee 4 Henenb. [lanmenra cienyer
IPOUHCTPYKTUPOBATh O HE3aMEJINTEIbHOM OOpALEHUH 3a MEIUIMHCKOW IOMOUIbIO IpU
HOSIBJICHUH IIEPBBIX CHMITOMOB TPOMOOTHYECKUX HApYIIEHUH (Harpumep, 001 B TPYAH, YyBCTBA
HEXBaTKU BO3/1yXa, c1a00CTH, HAPYIICHUS PEUH).

Bozoelicmsue na cucmemy KposemeopeHusi

[Tpenapatr AUKJIO®EHAK moxeT BpeMEHHO MHIMOMPOBATh arperaiuio TpoMoouuTos. Iloatomy
y HAIMEeHTOB C HapyIICHUSMH TIeMOCTa3a HEoO0XOAMMO NPOBOJUTH TIIATEIbHBIH KOHTPOJIb
COOTBETCTBYIOLIMX J1a00OPATOPHBIX MOKa3aTeIeH.

[Ipu nnutensHoM mnpuMeHeHuu unpenapara JAUKIIO®EHAK pexkomenayercss mnpoBOAMUTH
peryisipHble KIMHUYECKUE aHATU3bI TepuepruuecKoil KpOBH.

Mackuposanue npu3naxkos uHghekyuonHo2o npoyecca

[TpotuBoBocnamutensHoe  aeiictBue mnpenapata JUKJIO®EHAK  moxer  3aTpynHATH
JMArHOCTUKY MH(EKIIMOHHBIX IPOIECCOB.

Peaxyuu 6 mecme unvexyuu

Coo061manocs 0 BOSHUKHOBEHUH PEAKLMi B MECTE MHBEKIUH TIOCII€ BHYTPUMBIIIEYHOTO BBEICHUS
npernapata  JUKJIO®EHAK, Bkiorouas HEKpO3 B MECT€ HWHBEKIUMM M IPOSIBICHUS
METUKaMEHTO3HOM SMOOJIMU KOXKH, TAK)KE U3BECTHOM Kak cuHIpoM Hukonay (ocoOeHHO B ciiydae
HENpPEIHAMEPEHHOTO IOJIKOKHOTO BBEJEHHUS IIpernapaTa). BHyTpuMbIlIeuHOE BBEICHUE
npenapata JAUKIIO®EHAK crnegyer npoBOAuTh, MCHOIB3Ysl NOAXOMALIMM pa3sMep WIVIBI U
BEPHYIO TEXHUKY HHBEKLIUU.

Ilpumenenue oonospemenno c opyeumu HIIBIT

He cnenyer nmpumensts npenapat JJUKIIODPEHAK onnospemenno ¢ apyrumu HIIBII, Brarouas
CENICKTHBHBIE ~WMHTUOMTOPBI  HuKiIookcureHaspl-2  (L{OI-2), wu3-3a pucka yBelIHYECHUS
HE)KEJIATEJIbHBIX SBJICHUM.

BcnoMorarensHble BEIECTBA

Hampuui, nampus oucyrvgpum
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B coctaB mpenaparta BXOAUT HATPUS JUCYIbOUT, KOTO]SE%“PTHHE‘ E}%}%@pkﬂzmln THKCTBIe

PEaKIMU TUIIEPYYBCTBUTEILHOCTH U OPOHXOCTIa3M.

JlexapcTBeHHBIN TIpenapart coepKUT MeHee 1 MMonb (23 Mr) HaTpus Ha 103y, TO €CTh 10 CYTH HE
COJICPKUT HATPUS.

bensunoswiii cnupm

B makcuManbHO# CyTOuHOU 03¢ mpenapata cogepxutcs 240 mr 6ensunoBoro cnupra (40 mr B
1 MiT), YTO 3HAUUTEIBHO MEHBIIIE MPEAETHHO JTOMYCTUMOTO conepkanus (90 Mr/Kr/cyTkn).
Ilponunenenuxons

Opnna amnyna npenapata JUKJIOD®EHAK conepxutr 600 mr nponuneHnrmukois. [Ipeaensnoe
coaepxkanue nponuwieHraukoss 400 Mr/kr — ams B3pocisix, 200 mr/kr — muig aereil. [lpessimenne
CoJIep’KaHusl IPONWIECHIJIMKOJS B OpraHU3Me YE€JIOBEKAa MOYKET BbI3bIBATH CUMITOMBI, CX0XKHE C
IPUEMOM aJIKOTOJISl.

[TponuIeHr TUKOIb MOKET BBI3BIBATH PA3APAKECHUE KOKH.

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JIEKAPCTBEHHBIMH IpenapaTamMM M JApyrue BH/bI
B3aMMOJEHCTBHUSA

dapMakoJMHAMHYECKHE JICKAPCTBSHHEIC B3aNMOJICHCTBHS

Buisienennvie ezaumooeiicmeus

HUneubumopwvt uzopepmenma CYP2C9

Crnenyer coOmroaTh OCTOPOKHOCTh IPH OJZHOBPEMEHHOM NPUMEHEHHH JHUKJIO(pEeHaKa u
uHrn6uropoB CYP2C9 (Takux Kak BOPMKOHA30J1) N3-32 BO3MOXHOI'0 YBEJIMUEHUSI KOHLIEHTPAIU
JTUKIo(peHaKa B CBIBOPOTKE KPOBH U €0 SKCIIO3ULIHH.

Jlumuil, oucokcun

,Z[I/IKJ'IO(i)eHaK MOKCT IMOBBIIATE KOHOCHTpPALUIO JIMTHA W JUIOKCMHA B IIJIa3ME€ KpPOBH.
PCKOMGHI[yeTCSI KOHTPOJIb COACPIKAHUS JIMTUA U KOHOCHTpAIUN JUTOKCHUHA B CBIBOPOTKEC KPOBH.

ﬂuvpemuqecmw U cunomerH3u6Hble cpedcmea

[Ipy OAHOBPEMEHHOM TNPHUMEHEHUH C JUYPEeTHMKAaMH M THUIIOTEH3UBHBIMHM IpenapaTtaMu
(manpumep, 6era-apeHo0I0KaTOpaMH, UHTHONTOPaMH aHTMOTEH3UHIIPEBPALLAIOLIET0 (pepMeHTa
— AII®) nuxnopeHak MOXKET CHMXKATh UX TMIIOTEH3HMBHOE jeilicTBue. [1oaToMy y manueHTos,
0COOEHHO MOXKUJIOTO BO3pacTa, NPy OJHOBPEMEHHOM MPUMEHEHHH TUKIO(EeHaKa U JUYPETUKOB
WM THIIOTEH3MBHBIX CPEJICTB, CICIYeT PEryIsIpHO H3MepsATh aprepuaibHoe aasieHue (AJl),
KOHTPOJIMPOBaTh (DYHKIMIO TOYEK M CTEeMeHb TuJpaTaliiu (BCIEACTBHE MOBBILICHUS PHCKa
HEPPOTOKCUYHOCTH).

Luxnocnopur u maxpoaumyc

Bansane JII/IKJ'IO(i)eHaKa Ha AaKTHUBHOCTb MPOCTArlaHAMHOB B IIOYKaX MOXKCT YCHUJIIMBATH

HEe(POTOKCUYHOCTh IUKJIOCIIOPUHA M TakKpoJuMyca. B CBA3M C BbIlIeCKa3aHHBIM 1032
9
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IuKIo(eHaKa y MalMeHTOB, MOTyYalOMUX ITHK] ocnopnﬁmgp;;%&ﬁ&ﬁyg%ﬁﬁ;ﬁgﬁflrb%ﬁme

4YCM y MaUCHTOB, HC IPUHUMAIOIIUX YKA3aHHBIC TPCIIapaThl.

Ipenapameut, CNOCOOHbLE BbI3bIEANMD cunepkaiuemuro

CoBMecTHOE  MpUMEHEHHME  JuKIopeHaka ¢  KanuicOeperaromuMu  JUYpETHKaMHU,
[UKIOCIIOPUHOM, TaKpOJIUMYCOM U TPUMETONPHUMOM MOXET TMPUBECTH K MOBBILICHUIO
COJIepXaHus KaJlds B IJIa3Me KpoBH. B ciydae Takoro codyeTaHusi JaHHBIA MOKa3aTellb CIACAYET
4acTO KOHTPOJIUPOBATb.

AHmu6aKmepuaJ1beze CDG@CWI@G — nDOuS’GOOHble XUHOJIOHA

HmeroTcss  OTAeNnbHBIE COOOIIEHUS O pa3BUTHH CYJAOPOr Y TMAIMEHTOB, TOJYYaBIINX
OJIHOBPEMEHHO MPON3BOIHBIEC XUHOJIOHA U JTUKIO(EHAK.
Ilpeononacaemvie 3aumooeticmsus

HIIBII u 2niokoKopmukocmepouobl

OpnHoBpeMEHHOE CHCTEMHOE NpHUMEHeHue nukiodeHaka W npyrux cucreMubix HIIBIT umm
TJIFOKOKOPTUKOCTEPOHUIOB MOXKET YBEIMYMBATH YacCTOTY BO3HUKHOBEHHUS HEXKEIATEIbHbBIX
saBJIeHUH (B yacTHOCTH cO cTOpoHbI JKKT).

AHmuKOGZV]Z}ZHmbl U anmuacpecaHninmbl

Heo6x01uMo ¢ 0CTOPOKHOCTBIO NMPUMEHATH JAUKIO(EHAK OJHOBPEMEHHO C MpernapaTaMu 3THX
IPYIII M3-3a PHUCKAa pa3BUTHs KpoBOoTedeHMM. HecMoTpss Ha TO, 4YTO B KIMHUYECKHUX
HCCJIEIOBAaHMX HE OBLIO YCTAaHOBJIEHO BJIMSHUS TUKIO(PEHaKa Ha JEeWCTBUE aHTUKOATyJISHTOB,
CYIIECTBYIOT OTJI€JIbHbIE COOOIIEHHS O TOBBIIMIEHMM pPHUCKA KPOBOTEUEHHH Yy MAlMEHTOB,
NPUHUMABIIUX JJAHHYI0 KOMOMHAIMIO npenaparoB. CieayeT TiareabHo Ha0ar0AaTh NalMeHTOB,
MOJIYJarOIIUX OJJHOBPEMEHHOE JICUEHUE JAHHBIMU JIEKAPCTBEHHBIMHU IpENapaTaMu.

CenexmusHble HH2u6um0Dbl 06pamH020 3axeama CeEpoOnoHURA

OI[HOBpeMeHHOC IMPUMCHCHUC I[I/IKJ'IO(I)eHaKa C CCIICKTUBHBIMHU I/IHFI/I6I/ITOpaMI/I 06paTHOFO 3axBaTa
CCPOTOHHHA MOBLIIACT PUCK PA3BUTHS KCITYJOYHO-KUIIICYHBIX I(pOBOTe"IeHI/II\/'I.

Tunocnukemuueckue npenapamai

B kinMHHYeCKUX HCCIEOBaHMSIX YCTAHOBJIEHO, YTO BO3MOXXHO OJHOBPEMEHHOE MpPUMEHEHHE
TUKIo(peHaka ¥ THIIOTIMKEeMUYECKHX IPernaparoB, MpU 3TOM 3((EKTUBHOCTh MOCIEIHUX HE
u3Mensierca. OJHAKO W3BECTHBI OTIENIbHBIE COOOLICHMS O Pa3BUTHM B TaKUX CIydasx Kak
TUIOTIMKEMHH, TaK U TUHEPIIIMKEMHH, 4TO OOYCIOBIMBAIO HEOOXOIUMOCTh U3MEHEHHS J03bI
TUIOTIMKEMUYECKUX TIpenapaToB Ha (QoHe mpuMeHeHus JukiodpeHaka. B cBsi3u ¢
BBIIIIECKa3aHHBIM BO BpeMsI OJJHOBPEMEHHOI'0 IPUMEHEHHUS JUKIOPEHAaKa 1 TUIOTTTUKEMHUYECKUX

npenapaTtoB pCKOMCHAYCTCA IPOBOAUTH KOHTPOJIb KOHIOCHTPALIUH T'JTFOKO3bI B KPOBH.

10
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[TomydeHsl OTACIBHBIC COOOIIEHUS O PA3BUTHH weTa60ﬂ'i/EI|e;|é;to-ll%ja EHOEEJI—][BII/# C;Il'-HEEIDI'éMEHHOM

NPUMEHEHUN JHUKJIO(PEHaKa ¢ METQOPMHHOM, B OCOOCHHOCTH y MAlMEHTOB C HapyIICHHEM
(GyHKLINU TTOYEK.

Memompexcam

Crnemyer coOmoaTh OCTOPOKHOCTD MPU NMPUMEHEHUH TUKIO(EeHaKka MeHee YeM 3a 24 vaca 1o
WM yepes3 24 yaca mnocie npueMa METOoTpeKcaTa, Tak Kak B TAKUX CIy4dasiX MOXKET IMOBBIIIATHCS
KOHIICHTpAIKs METOTPEKCATa B KPOBU U YCHIIMBATHCS €0 TOKCUUECKOE BO3/ICUCTBHE.

Denumoun

[Ipu ogHOBpEeMEHHOM MpUMEHEHUU (DEHUTOWHA M AMKIOo(PEeHaKa HEOOXOIUMO KOHTPOJIUPOBATH
KOHIIEHTpAIMi0 (DEHUTOWHA B IUIa3ME KPOBH M3-32 BO3MOXKHOTO YCHJICHUS €r0 CHCTEMHOTO
BO3CHUCTBUS.

HUneubumopwl usopepmenma CYP2C9

Crnenyer cobmofaTh OCTOPOXHOCTb IPU TNPUMEHEHUH JUKIO(pEHaKa OJHOBPEMEHHO C
unaykropamu u3zodpepmenta CYP2C9 (takmmu kak pudaMOummH), MOCKOIBKY 3TO MOXKET
IPUBECTH K 3HAYUTEIILHOMY YMEHBIIEHUIO KOHLIEHTpAlUMH IUKIOo(eHaka B IIa3Me KPOBU U
YMEHBILIEHUIO €r0 DKCIO3ULUH.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemennocTh

[Tpu npumenenun HIIBII y xenmuH, HauuHass ¢ 20-i Henenu OepeMEHHOCTH, BO3MOXKHO
pa3sBUTHE MaJOBOAMS W/WIIM TATOJOTMM TMOYEK y HOBOPOXKICHHBIX (HEOHATalbHas MOYEYHas
muchynkius). HenmoctatouHo gaHHBIX O O€30MACHOCTH TNPUMEHEHHUs JUKIO(peHaka Yy
OepeMeHHBIX KEHILUH, B cBA3M ¢ yeM npumeHsaTsh npenapar JUKIIOOEHAK no 20-i Henenu
OepeMeHHOCTH ClIeyeT TOJIBKO B T€X CIy4asiX, KOTJa 0>kKuaeMasi 1oJib3a JUisi MaTepu MpPEeBbIIIaeT
NOTEHIMATIBHBIN PUCK AJIA II0Aa (BO3MOXHO I10/1aBJICHUE COKPATUTENLHON CIOCOOHOCTH MATKH,
HapyleHue GyHKINUU OYEeK Y IUI0AA ¢ TMOCIEAYIOUIMM MaJIOBOUEM (OJIUTOTHAPOAMHHUOH) U/UIIH
IPEKIEBPEMEHHOE 3aKPBITUE apTEPUATILHOTO MPOTOKA Yy MJI0/A).

Juknodenak, kak u apyrue HIIBII (MHruOUTOPHI CHHTE3a MPOCTArIaHIMHOB), TPOTUBONOKA3aH
B IocienHue 3 mecsna 6epeMeHHOCTH (BO3MOXKHO TOJaBJIEHHE COKPATUTENIbHOM CIIOCOOHOCTH
MaTKH W/WIM IPEXAEBPEMEHHOE 3aKPBITHE aPTEPHATILHOIO IPOTOKA Y TJI0J1A).

Jlakranus

Hecmotps Ha To uto nuxiodenak, kak u gpyrue HIIBII, npoHukaer B rpyZJHO€ MOJIOKO B MaJIOM
KOJINYECTBE, IpenapaT He ClIeAyeT IPUMEHSTh B IEPUO/] TPYJHOIO BCKAPMIIMBAHUS BO N30€KaHHE
HEXKEJNaTeNIbHOTO BIUSHUSA Ha pebenka. [Ipu HeoOXoauMocTH NpUMEHEHHUs Npenapara y
YKEHIIHUHBI B 3TOT MEPHO/J] TPYJHOE BCKApMIIMBAHHE MPEKPAILatoT.

DdepTUIbHOCTD
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[Tockonbky nuknodenak, kak u apyrue HITBII, moxer &%ﬁrﬁ%%ﬁbﬁﬁ%lﬁlﬁde -E[%I?Jr(llTIIS!PII(IE Ha

(bepTUIBHOCTh, KCHINMHAM, IUIAHUPYIONUM OCEpEeMEHHOCTh, HE PEKOMEHIYeTCs MPUMCHSITH
npenapar.

[TaruenTKaM, IpoXoAsAIIMM 00CIeI0BaHUE U JISUEHHUE 110 MOBOAY Oecrioaus, mpenapar ciaeayeT
OTMEHUT.

4.7. Buusinde Ha CNOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMM CPeACTBAMHU H PpadoTaTh ¢
MeXaHU3MaMH

[Taiuentam, y kotopeix Ha ¢oHe mnpumeHenus npemapara JMKIIOOEHAK Bo3HukarT
3pUTENIbHBIC HAPYIICHHUS], TOJIOBOKPY>KEHUE, COHJIIMBOCTh, BEPTUTO WJIU JIPYrHe HApYIICHHS CO
CTOPOHBI LIEHTPATBHOM HEPBHOM CUCTEMBI, HE CIEAYET YIPABISATh TPAHCIIOPTHBIMHU CPEACTBAMU
¥ paboTaTh C MEXaHU3MAaMHU.

4.8. HexkennaTeibHbIE peakunu

Pesrome mpoduisg 6e3onacHoOCTH

Haubonee wacto BO3HUKAIOIMMU HEXKEIATEIbHBIMU PEAKIUSAMHU, OTMEUYABIIUMUCSA TIPH
NPUMECHEHUN IUKIO(eHaKa, ObUIM HAPYIICHHS CO CTOPOHBI HEPBHOW CHCTEMBI, OpraHa CiIyXa U
nabupunTta, XKKT, nmeueHu u KemdeBBIBOISIIMX MYTEH, KOKU U MOAKOKHBIX TKaHEW, OOIIMX
HaApYIICHUN U PEeaKIfii B MECTE BBEICHHUS.

Haubonee cepvesnvle nexcenamenvuvle peakyuu, 03HUKAOWue npu npumMeHeruy OUKIopeHarKa

Hapywernus co cmoponbl cepde%o-cocw)ucmoﬁ cucmemul

JlaHHbIe KIIMHUYECKUX HCCIIEOBAaHUI YKa3bIBalOT Ha HEOOJbIIOE YBEJIWYEHHE PUCKA Pa3BUTHS
CepAECYHO-COCYTUCTBIX TPOMOOTHYECKUX OCJIOKHEHUH (Hampumep, HH(papKTa MHOKapaa),
0COOEHHO TIPH JUTUTEIILHOM NMPUMEHEHUH TUKI0(EeHaKa B BRICOKUX J03axX (CyTouHas 103a 6osee
150 mr).

3DMm€Jlebl€ HAPYUWEHUA

3puUTENbHBIE PACCTPOMCTBA, TaKUME KaK HApPYLIEHUE 3pPEHMs], 3aTyMaHUBAaHUE 3pEHUS WIU
JUIUIONUS, MO-BUJIMMOMY, sBIsitoTcs kiacc-a¢p¢exkramu HIIBII, u oOpatumsl mocie
MpEeKpaLeHUs] TpUMEHEHUsI. BO3MOKHBIM MEXaHU3MOM Pa3BUTHUSI TAKMX PACCTPONCTB SBISETCS
MHTUOMPOBAHUE CHHTE3a MPOCTArVIAHAMHOB U JIPYTUX COIYTCTBYIOLIMX BEIIECTB, YTO U3MEHSET
PETYJIALIMI0 KPOBOTOKA B CETYATKE, KOTOPOE MPOSIBISAETCS NOTEHUUAIbHBIMU 3PUTEIbHBIMU
pacctpoiictBamu. [Ipu pa3BUTHM TaKMX CUMITOMOB Ha (hOHE Tepanmuu AUKIO(PEHAKOM CIIeTyeT
paccMOTPETh BO3MOKHOCTh O(TAIEMOJIOTHUECKOT0 00CI€J0BaHUS JUIsl UCKITIOYEHUST KaKUX-1100
JIPYTUX IPUYMH.

JlaHHbIe KIIMHUYECKUX HCCIIEOBAaHUI YKa3bIBalOT Ha HEOOJBIIOE YBETHUYEHUE PUCKA PA3BUTHUS

CEpJICYHO-COCYIUCThIX TPOMOOTHUECKHUX OCJIOKHEHUU (Hampumep, HH(papKTa MHOKapaa),
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150 mr).

PesroMe HexxenaTeabHbBIX PEAKIINT

Yacrora HexenareldbHBIX peakluil Oblia oOIpeaeseHa B COOTBETCTBHM C KiaccuuKanuen
Bcemupnoii opranmzaruu 3npaBooxpaneHus (BO3): odenp wacto (>1/10), wacto (>1/100 u
<1/10), mewacro (>1/1000 u <1/100), penko (>1/10000 u <1/1000), o4ueHp peako, BKItOUas
otnenbHble coobmenus (<1/10000), wacTtora Hew3BecTHa (IO UMEIONIUMCS JaHHBIM YacTOTY
OTIPEICNIUTh HE MPEACTABISAETCS BO3MOXKHBIM).

HexenatenbHble  peakuMu MOPEJICTaBICHBI B COOTBETCTBUM C  CHCTEMHO-OpraHHOMU
KJIacCHU(UKAIMEH B IOPSAKE YMEHBIIICHHS 3HAYUMOCTH.

Hngpexyuu u uneasuu. 09€Hb peAKO — MOCTUHBEKIIMOHHBIN adciecc.

Hapywenus co cmopousi kposu u iumgpamuyeckoti cucmemvl: 04eHb PEIKO — TPOMOOIIUTOIICHUS,
JCHKOMeHUsI, TeMOJIUTHYECKAsl aHEMHUSI, allJlIaCTUYeCKasi aHEMUSl, arPaHyJIOLUTO3.

Hapywenus co cmopoHbl UMMYHHOU cucmeMvl. PEAKO — THUIEPYYBCTBUTEIHHOCTD,
aHaQUIaKTHYeCKHe/aHa(DUIIAaKTOMTHBIC peaKln, BKITI0Yas CHIbKeHrne AJl v IOK; OYeHb PeIKo —
AQHTMOHEBPOTUYECKUI OTEK (BKIIIOYAs OTEK JIHIIA).

Tcuxuyeckue napyuienus: 0O4€Hb PEIKO — N€30pPUEHTAIUS, ICTIPECCHs], OECCOHHUIIA, KOIIMAaPHbBIE
CHOBHJICHUS, PA3APAKHUTEIHHOCTD, ICUXUICCKUE HAPYIIICHUSI.

Hapywenus co cmopoHbl HepeHOU cucmeMbl. 9acTO — TOJIOBHASL O0JIb, TOJIOBOKPYKEHHE; PEIIKO —
COHJIUBOCTb; OU€Hb PEKO — HAPYIICHUS YyBCTBUTEIBHOCTH, BKIIIOUAs MapECTe3UH, PACCTPONHCTBA
namsTH, TPEMOp, CYIOpPOTH, OIIyIIEHHE TPEBOTH, OCTPhIE HAPYIICHHS MO3TOBOTO
KPOBOOOpAIICHHS, aCCNTHYCSCKUI MEHUHTHT.

Hapywenus co cmoponsl opeana 3penus: OY€Hb PEAKO — HApYIICHHUS 3peHUs (3aTyMaHHWBaHUE
3peHus), TUTUIOMUSI.

Hapywenus co cmoponvl opeana ciyxa u nadupumma: 4YacTO — BEPTUT0; OYEHb PEIKO —
HaAPYIICHUS CITyXa, IIyM B yIIIax.

Hapywenus co cmoponuvl cepoya.; HE4aCTO — HH(MAPKT MUOKap/a, cepeuHasi HeI0CTaTOYHOCTb,
OIyIIEHUE cepanedueHus, Oonb B Tpyad; dYacToTa Hew3BecTHa — cuHApoM KoyHuca
(anyepruueckuit OCTphIii KOPOHAPHBINA CUHIPOM).

Hapywenus co cmopoHbl cocy0o8: 09€Hb pelKo — MoBbIeHne AJl, BACKYIHT.

Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, Op2aHo8 2pYOHOU KIemKU U cpedoCmeHus.:
penko — OpoHXHuallbHast acTMa (BKIII0Yasi OJIBIIIKY); OYEHb PEIKO — THEBMOHHT.
Kenyoouno-kuuleunvie HapyuleHus: 9acto — abJoMHUHaIbHAs 00Jb, TOIIHOTA, PBOTA, AUapes,
JTUCTICTICHSI, METEOpPH3M, CHWIKCHHE aIllleTUTa; PEIKO — TacCTPHUT, KEIyI0YHO-KHUIICUYHOE

KPOBOTCUYCHUE, pBOTA KPOBBIO, MCJICHA, TUAPEA C IPUMECBIO KPOBH, A3BbI XKCJIYAKA U KUIICUYHHUKA
13
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OYeHb pEIKO — CTOMAaTHT, TJOCCHUT, TOBPEXKICHHUS  MUINEBOJIA, BO3HUKHOBEHHE
muadparMomnoO0HBIX CTPUKTYP B KHUIIEYHUKE, KOMHUT (Hecrmenupuueckuid reMopparuyecKuit
KOJIUT, WUIIEMHYECKUN KOJHUT, 0OOCTpEeHHE S3BEHHOro KojuTa wuiu Oosne3Hu Kpowa), 3amop,
MaHKPEaTUT, AUCTEB3US.

Hapywenusa co cmoponvl neuenu u scenyedbleo0Awux nymeti. 4acTo — MOBBIIICHUE aKTUBHOCTU
aMHHOTpaHc(epas B IIa3Me KPOBH; PEIKO — T€MaTHT, JKEITyXa, HapyIIeHUus! (YHKUIUHU TEYCHH;
OUYEHb PEJIKO — MOJIHUEHOCHBIH renaTUT, HEKPO3 MeUeHH, IeYeHOYHas! HeIOCTATOYHOCTb.
Hapywenus co cmoponsl Kodcu u NOOKOJNCHbIX MKAHeU. YacTO — KOXKHasl ChIllb; PEIKO —
KpalnuBHUIA; OUYEHb PEIIKO — OYIJIC3HBIN IEPMATHUT, 3K3eMa, dpuTeMa, MHOTO(OpMHas dpUTemMa,
cunapom CrtuBeHca-J[>xoHcoHa, cunapom Jlaitenna (TOKCUYECKH SMUAEpPMAIbHBIA HEKPOJIU3),
9KC(ONMATUBHBINA JI€PMATUT, 3y, Aalomelus, peakiuu (OTOUYYBCTBUTEIHHOCTH, MypIypa,
nypmypa Illenneitna-I'enoxa.

Hapywenus co cmoponvl nouexk u mMouesvlgo0sauux nymeu: O4€Hb PEAKO — OCTPOE MOPAKEHUE
OYeK (ocTpas novyeyHast HEIOCTaTOYHOCTH ), reMaTypus, IPOTEUHYPHS,
TyOyJIOMHTEPCTUIIHAIBbHBIN HEPPUT, HEPPOTHUECKUN CHHAPOM, MAMUIUIIPHBIA HEKPO3.

Obwue HapyweHus u peakyuu 8 mecme 66e0enus: 4acTo — 00Jb, yIIJIOTHEHNE B MECTE UHBEKIUY;
PENKO — OTEKH, HEKPO3 B MECTE BBEJICHHS IIperapara.

Co001rIeHns 0 m0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxHo coo0marh 0 T10J03pEBAEMBIX HEXeNaTeIbHBIX pPEAKLUUAX IOCIe PEerucTpaliu
JIEKapCTBEHHOTO Iperapara ¢ 1eJIblo 00eceyeHNs HeMPepbIBHOIO MOHUTOPUHIA COOTHOILICHHS
«I10J1b3a — PHUCK» JIEKAPCTBEHHOTO TMpernapara. MeauiuHCKUM pabOTHUKAM PEKOMEHAYETCS
cooluiaTe O JIIOOBIX MOJO3PEBAEMbBIX HEKENATENbHBIX PEeaKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMbl COOOIIEHHSI O HEKEIATEeNbHBIX PEAKIUAX rOCyAapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COH03a.

Poccuiickas ®enepanus

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Anpec: 109012, r. MockBa, CrnaBstHCKas mtomiaip 1. 4, ctp. 1

Temedonsr: +7 (800) 550-99-03

daxkc: +7 (495) 698-15-73

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
http://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMOTOMBI
14
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PBoTa, )xemy104HO-KUIIIEYHOE KPOBOTECUCHUE, THAPES, rdﬂlﬂ)BGRE%e;Tmyvmaat CYIIODOI'H.

B ciydae 3HaunTENBHOIO OTPABIEHUS BO3MOXKHO Pa3BUTHE OCTPOM MTOUYEYHON HEJOCTaTOYHOCTU
Y TIOpa)KEHUE NIEUYEHU.

Jleuenue

[lognepxuBaromiee 1 CUMIOTOMAaTHYECKOE JIEUEHUE IOKA3aHO MPU TAKUX OCJIOKHEHMSX, KaK
cHmkeHue AJl, mouedHas HEIOCTaTOYHOCTb, CyAOpord, HapymeHus co crtopoHbl JKKT u
yraetenue apixanusi. QopcupoBaHHbIN Anype3, TeMOIUAIN3 WK reMonepdy3us Asi BEIBEICHHS
HIIBII, B Tom uucne aukiodeHaka, U3 opraHuzMa Hed(DPEKTHBHBI, TaK Kak JEHCTBYIOIIUE
BEIIeCTBA JTHUX IMPENapaToB B 3HAYUTEIBHOM CTENEHU CBA3BIBAIOTCS C OENKaMu IJIa3Mbl U

MOJIBEPTalOTCSI HHTEHCUBHOMY METab0IH3MYy.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi IpyNna: HOPOTHUBOBOCHAIMTENbHbIE W MPOTUBOPEBMATUYECKUE
npenapaThl; HECTEPOUAHbIE MPOTHBOBOCHAIUTEIbHBIE U MPOTUBOPEBMATHYECKUE Mpenaparhl;
IIPOU3BOJIHBIE YKCYCHOM KUCIIOTBI U POJCTBEHHbIE COSIMHEHMS.

Kon ATX: MO1ABOS

MexaHu3M ASHCTBUS

OCHOBHBIM MEXaHU3MOM JCHCTBUS TUKIOPEHAKA, YCTAHOBIECHHBIM B UCCIIEIOBAaHUSIX, CYUTACTCS
TOpMO)KCHI/Ie 6I/IOCI/IHT633 HpOCTaFJ'IaHI[I/IHOB. HpOCTaFJ'IaHI[I/IHBI I/IFpaIOT Ba)KHYIO pOJ'II) B I'CHE3C
BOCHAJICHUS!, 00U U JINXOPATKH.

dapmakogngamMuyeckue 3P HeKTol

[Tpenapar JUKIIO®PEHAK coxepxutr aukiodeHak HaTpus, BEIIECTBO HECTEPOUIHOU
CTPYKTYpbI, OKa3bIBalOIIEEe BBIPAXKEHHOE IPOTHUBOBOCHAIUTEIBHOE, AaHAJbI€TUYECKOE U
JKapOIIOHMIKAIOIIIEE ICHCTBHE.

In vitro nqukiiodeHak HaTPus B KOHICHTPAIHSIX, SKBUBAJICHTHBIX TEM, KOTOPbIC JJOCTUTAIOTCS TIPU
NPUMEHEHHH Yy YeJI0BeKa, He MOoJIaBiIseT OMOCUHTE3 MPOTEOTIMKAHOB XPSILIEBON TKAHH.

[Tpu peBMaTmueckux 3a00JI€BaHUSX NMPOTHUBOBOCHAIUTEIbHBIE M aHAIbIE3UPYIOIINE CBOWCTBA
npernapata OOECHEeYMBaIOT KIMHUYECKUH d3(PPexT, XapakTepusyrooumuics 3HAUUTEIbHBIM
YMEHbIIIEHNEM BBIP)KEHHOCTH TaKUX MPOSBIEHUH, KaK 00JIb B TOKOE U IIPU ABM)KEHUU, YTPEHHSS
CKOBAHHOCTb U MPHUITYXJIOCTh CYCTaBOB, a TAKXKE yIydllleHueM (PYHKIIMOHAILHOTO COCTOSIHUSI.
[Tpr mocTTpaBMaTHYECKUX M IIOCIEONEPALMOHHBIX BOCHIAIMTENBHBIX SBICHUSAX IUKIO(EeHaK
OBICTPO KynmupyeT 00Jib (KaK B TIOKOE, TaK W MPHU JBMKEHUH ), YMEHBIIIAET BOCTIAIUTEILHBIN OTEK

Y OTEK IOCJIEONIEPAI[UOHHON PaHBI.
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HEPEBMATUYECKOTO MpoucxoxkaeHus. Obneryenue 6omu Hactymnaer yepe3 15-30 MunyT.

Kpowme toro, npenapar JUKJIO®EHAK obiieryaer npucTyIsl MUTPEHH.

[Ipu nmpuMeHeHNH B KOMOWHALMK C ONMHUOUAAMHU Y MALMEHTOB C MOCIEONEPAllMOHHON 00JIbIO
TUKI0(EeHaK TOCTOBEPHO CHUKAET MOTPEOHOCTh B ONMMOMIHBIX aHAIBIETHKAX.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Tocne BHYTpUMBIIIEYHOTO BBEIACHHUS 75 Mr JukiodeHaka ero BcachblBaHHME HAYWHAETCS
HeMeaJieHHO. MakcumanbHas KoHIeHTpaius B IuiazMe (Cmax), cpelHee 3HaueHHE KOTOPOM
COCTaBJIIET OKOJIO 2,5 MKr/mi (8 MKMOJB/T), JOCTUTAeTCs NpUMEpHO uepe3 20 MHUHYT.
KonnuecTBo BcachIBalOLIErocs 1EHCTBYIOIIETO BEIECTBA HAXOAUTCS B JIMHEHHOM 3aBUCUMOCTHU
OT BEJIMYMHEI J103bI IIpenapara.

Bennunna mtomany nojx KpuBoil «koHreHTpanus — BpeMs» (AUC), mocne BHYTPUMBIIIEYHOTO
BBEICHUS TUKJIO(QEHaKa, MPUMEPHO B 2 pas3a Ooiible, YeM IOCIE €ro MepopalbHOTO WU
PEKTAILHOTO TPUMEHEHUs, TMOCKOJIBbKY B TOCIETHHX CIy4asX OKOJIO ITOJIOBHHBI KOJHYECTBA
nukIoQeHaka MeTaboIu3UPYyeTCs IPU «IIEPBOM MPOXOKACHUN)» Yepe3 MEeUCHb.

[Ipun mocneayronmux BBeACHUSX (PapMaKOKHHETUYECKUE IOKazaTeian He Hu3MeHsawTcs. [lpu
YCIIOBHM COOJIFOJICHUSI PEKOMEHIYEMbIX HWHTEPBAJIOB MEXIy BBEICHHSIMH AUKIO(EHAKa
KyMYJISIIIAA HE OTMEYaeTCsl.

Pacnpenenenue

Cea3p ¢ Oenmkamu chIBOpoTKH KpoBu — 99,7 %, mpeumyiectBeHHO ¢ anbOymuHOM (99,4 %).
Kaxymuiics o0bem pacnpenenenus cocrasnser 0,12-0,17 n/kr.

JlukinoeHak MpOHWKAET B CHHOBHAIBHYIO XHJIKOCTh, IJIE€ €ro MakCHMajbHas KOHICHTPAIWs
JIOCTUraeTcs Ha 2—4 yaca mo3xe, 4eM B Ii1azMe KpoBu. Kaxymmuiicss nepruost mosyBbIBEICHUS U3
CUHOBUAJIBHOM KHMJIKOCTH cocTaBisieT 3—6 wyacoB. Yepe3 2 wyaca mocie JOCTHKEHHUS
MaKCHUMaJbHOH KOHIICHTPAIlMU B TUIa3Me KPOBHM KOHICHTpALHUs JUKJIOPEHaKa B CHHOBHAIHHOM
YKUJIKOCTH BBIIIIE, YEM B IIJIa3Me KPOBH, M €€ 3HAUSHHSI OCTAIOTCS 00JIee BRICOKMMHU Ha IPOTSKEHUH
nepuojaa BpeMeHu 210 12 yacos.

Juxnogenak 6bu1 0OHapYKeH B HU3KUX KOHLEHTpalusax (100 Hr/mi1) B rpyTHOM MOJIOKE OJHOM
U3 KOpMSIIMX MaTepeid. [Ipennonaraemoe Koam4decTBO mpenapara, Moraaaoniero 9epes rpyaHoe
MOJIOKO B Opranmu3M pebeHka, 3kBuBaieHTHO 0,03 MI/Kr/cyTKH.

Buorpancdopmarus

MeTtabonu3m ,HHKHO(bCHaKa OCYHICCTBJIACTCA YaCTUYHO IIyTeM TIIFOKYPOHUPOBAaHUA
HEM3MEHEHHOM MOJICKYJIbI, HO MPEUMYIICCTBCHHO IMOCPCACTBOM OJHOKPATHOI'O U MHOT'OKPATHOTI'O

TUAPOKCUIINPOBAHHUA W MCETOKCHUIIUPOBAHUA, YTO IMPUBOAUT K O6p2130BaHI/IIO HECKOJIBKHX
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(dbeHoNMbHBIX MeTa0oMuTOB (3'-TUapOoKCcH-, 4'-TH DOKCH-'rgagﬂ}%&gﬁLu]&Eg%;ﬁﬂgaKénU'ﬁ 3'-

TUIPOKCU-4'-METOKCUIUKIIOPEeHAKa ), OOIBIIMHCTBO U3 KOTOPBIX MIPEBPALIACTCS B TITIOKYPOHOBBIC
KOHBIOTATHI. /[Ba (heHOIBHBIX METa00INTa OMOJIOTUYECKU aKTUBHBI, HO B 3HAYUTEIILHO MCHbIIICH
CTEMeHH, YeM TUKIO(EHAK.

DJIMMUHALMS

OO0t cucTeMHBIHN TIa3MEHHBIN KIIMPEHC JUKIo(eHaka coctapuseT 263+56 mi/mun. Koneunsii
nepuoj TONMyBBIBeJCHUS cocTaBisieT 1-2 waca. [lepwon momyBwiBeneHUsT 4-X MeETa0OJIUTOB,
BKJItOUasi J1Ba (hapMaKoJIOTMYECKU aKTUBHBIX, TaK K€ HEMPOJOJLKUTENEH U cocTaBiseT 1-3 vaca.
OnuH U3 MeTaboInTOB, 3'-TUAPOKCU-4'-MeTOKCHANKIO(PeHaK, UMeeT OoJiee JITUTEIbHbBIN IEPHOT
MOJTYBBIBEJICHUS, OJTHAKO 3TOT META0OJIHT IMOJTHOCTHIO HEAKTHUBEH.

Okono 60 % no3bl mpemapara BBIBOAUTCS IMOYKAMU B BHJIE TJIIOKYPOHOBBIX KOHBIOTATOB
HEU3MEHEHHOT0 JEHCTBYIOIIEro BEIIECTBA, a TaKKe B BHUAEC METaOONMUTOB, OONBUIMHCTBO U3
KOTOPBIX TOXE TMPEACTABISAIOT COOOM IIIOKYpPOHOBBIE KOHBIOTAThl. B HEM3MEHEHHOM BHIE
BbIBOUTCST MeHee 1 % nmukimodenaka. OcTaBIIascs 4acTh 03Bl Mpenapara BHIBOJAUTCS B BUIC
METaOOJIMTOB C JKETUBIO.

JInHelHOCTh (HENMHENHOCTD)

KOHHCHTpaHI/IH I[I/IKJ'IO(beHaKa B IIJIa3ME KPOBHU JIMHEHHO 3aBHCUT OT BEJIMYMHEI HpI/IMCHHCMOﬁ
J0O3BbI.

CDaDMaKOKI/IHeTI/IKa N 0COo0BIX T'PVYIII ITAITUCHTOB

BcacbiBanue, MeTabonu3M U BBIBEACHUE IpenapaTa HE 3aBUCAT OT Bo3pacra. Y jerei
KOHIIEHTpaluH JAuKIo(eHaka B I1a3Me KpOBU IpU MPUMEHEHUH SKBUBAJICHTHBIX 103 Mpernapara
(MI/Kr Macchl Tela) CXOAHBI C COOTBETCTBYIOIIMMH TOKAa3aTelssMH y B3pocibiX. OmHako y
HEKOTOPBIX MNAI[MEHTOB IOXWJIOr0 Bo3pacTa Mnocie 15-MUHYTHOW BHYTpPUBEHHOW HWH(DYy3un
OTMEUYEHO yBEJIMUYEHHE KOHLEHTpAH AuKIo(deHaka B mia3Me kpoBu Ha 50 % 1o cpaBHEHUIO ¢
TaKOBBIM ITOKa3aTeJIeM Yy 3/JOPOBBIX JOOPOBOIIBLIEB O0JIee MOJIOI0TO BO3pacTa.

VY nanueHtoB ¢ HapyuieHHeM (PYHKUIMH MOYeK NpU COOIIOACHMM PEKOMEHJIOBAaHHOIO PEKuMa
JIO3UPOBAHUS KYMYJISILIUM HEU3MEHEHHOTO JIEUCTBYIOIIETO BEUIECTBA HE OTMEYAETCH.

[lpu kmupence kpeaTuHuMHa MeHee 10 MJI/MHMH pacueTHble PaBHOBECHBIE KOHIIEHTPALUU
THJIPOKCUMETA0O0IUTOB TUKIO(EeHaKa MIPUMEPHO B 4 pa3a BhIIIE, YeM Y 3710POBBIX TOOPOBOJIBIIEB,
IIPU 3TOM METaOOIUTHI BBIBOJATCS UCKIIOUUTEIBHO C JKETUbIO.

Y nanueHToB € XPOHUYECKUM TEMaTUTOM WIM KOMIIEHCHPOBAHHBIM ILIMPPO30OM MEYEHU
nokaszarenu (apMaKOKMHETHKHM JAMKIO(eHaKa aHaJIOTMYHbl TaKOBBIM Y TMAIMEHTOB 0e3

3a00JIeBaHUM IICUCHHU.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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(NOCNEQCBATENEHOCTE 0003)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

IIponniieHrIuKoIb

Mannuron

ben3uinoBslii cnupt

Hatpus nucynsdut

1 M pactBop HaTpust ruapokcuaa (11 koppekuuu pH)

Bopna nia nabekiui

6.2. HecoBmMecTUMOCTH

He cnenyer cmemmuBath pactBop mnpenapata JMKJIIODEHAK, conepxkamnuiics B ammynax, C
pPacTBOpaMH JIPYTUX JIEKAPCTBEHHBIX CPEACTB JJI1 UHbEKIUH.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHHUTH B 3alIMIIICHHOM OT CBETa MECTe, TP Temiieparype He Boiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 3 mu1 B aMmyJibl HEHTPAIBHOTO CTEKJIA C KJIaccoM conpoTuBieHus ruaponuzy HGAIL (nepsbiit
TUAPOIUTUYECKHH KJ1acc) C TOUKOW WIIH KOJIBIIOM H3JIOMA.

5 ammyll NOMEIIAIT B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY W3 IJICHKH TMOJMBUHUIXJIOPUTHOMN
(ITIBX).

| unm 2 KOHTYpHBIE STYEMKOBbIE YITAKOBKH BMECTE C MHCTPYKLIMEH MO MPUMEHEHUIO OMEIIAI0T B
MavKy U3 KapTOHA JUIsl TOTPEOUTENBCKON Taphl.

5 unu 10 aMmyn BMecTe ¢ MHCTPYKIIMEH MO MPUMEHEHHUIO TTOMEIIA0T B MAaYKy U3 KapTOHA IS
MOTPEOUTETHCKON Taphl C TOQPUPOBAHHBIM BKJIABIIIIEM.

YnakoBKa JiJIs CTallMOHAPOB

4, 5 nmu 10 KOHTYpPHBIX STUEHKOBBIX YMAKOBOK BMECTE C WHCTPYKLUHUSMU MO MPUMEHEHHUIO B
KOJIMYCCTBEC, PABHOM KOJHUYCCTBY KOHTYPHBIX STIEMKOBEIX YIIAKOBOK, IMOMCHIAIOT B IMAYKy M3
KapTOHA JJI MOTPEOUTETHCKOM Taphl.

50 unu 100 KOHTYpHBIX STYEMKOBBIX YIIAKOBOK BMECTE C PaBHBIM KOJIMYECTBOM MHCTPYKIUHU MO
MPUMEHEHHUIO MTOMEIAI0T B KOPOOKY U3 KapTOHA TOPPUPOBAHHOTO.

He Bce pa3Meps! ynmakoBOK MOT'YT ObITh TOCTYITHBI JUIsl peasIn3aliyiH.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH  YHHUYTOKEHHMH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTX0A0B, IOJYYEHHBIX TOCJe NPUMEHEHUs
JIEKAPCTBEHHOI0 Mpenapara, u pyrue MaHUMyJsiMU ¢ penapaTomM

OcoObie TpeOoBaHUsl OTCYTCTBYIOT.
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7. TIEPJKATEJb PETUCTPAIIMOHHOIO[Y1I0CTOBEPEHMS | =/ 1BHOCTE 0003)

Poccniickas @enepanus

000 «Qnnapa»

601122, Bnagumupckas 06:1., [lerymunckuii paiion, r. [Tokpos, yi. @panmna [lTonssepka, 1. 20
Ten./dbakc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

Anpec anekrponnoit moutsl: info@ellara.ru

7.1 IlpeacraBuTeib Aep:KaTejsl PeruCTPAIIMOHHOIO YA0CTOBEPEeHUs

[Iperen3un noTpeduTeNEi HAMPABIATH 110 aIPECy:

Poccuiickas @enepanus

000 «Qnnapa»

601122, Bnagumupckas o6:1., [lerymuHckuit paiios, r. [Tokpos, yi. ®@panna [ITtonsBepka, 1. 20
Ten./dbakc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

Anpec snekrponnoii moutsl: info@ellara.ru

8. HOMEP PETUCTPALIMOHHOT'O VIOCTOBEPEHHUS
JITI-Ne(002514)-(PT-RU)

9. JATA NEPBUYHON PETMCTPAIIMHA (IIOATBEPXJIEHUS PETMCTPAIINMN,
NEPEPETUCTPALINN)
Mara nepBoii peructpauuu: 13.06.2023

10. IATA IEPECMOTPA TEKCTA
14.10.2024

OOmast  xapakrepuctuka JekapctBeHHoro mnpenapata JWKJIIO®EHAK goctynHa Ha
UHPOPMALIMOHHOM TmopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMoHHO# cetn «HTepHeT» (http://eec.eaeunion.org).
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