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OBIIASI XAPAKTEPUCTHKA JIEKAPCTREHHOFO IPEHAPATA" "

COOTBETCTBYET 2KCNEPTHOMY OTYETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Juknodenak, 25 Mr/mi, pacTBOp JUIsl BHYTPUMBIIIEYHOTO BBEICHHUSL.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBIA COCTAB

JleiicTBytOIIIeE BEIIECTBO: TUKIIO(EHAK.
Kaxxapiit M1 pacTBOpa cOIEpKUT 25 Mr AukiIodeHaka HaTpus.
Kaxxnas ammyna 3 mut coepkut 75 Mr 1ukioQeHaka HaTpusl.

BemecTBa, HaJlnune KOTOPBIX HA/IO0 YYUTHIBaTh B COCTABE JIEKAPCTBEHHOIO IMpernapara: HaTpUid, B
TOM 4YHCJIe HAaTpHsl AUCYIb(UT (HaTpusi MeTaOUCYyNb(PUT), OEH3UIOBBIA CIIUPT, MPOIMIECHTJIUKOIb
(cm. paznen 4.4.).

[TonHbI TEepedeHb BCIIOMOTATENbHBIX BEIIECTB IPUBEACH B pazzeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp I BHYTPHUMBIIICYHOI'O BBCACHU .

[Ipo3paunblii cierka OKpameHHbIM pacTBOP C XapaKTEPHBIM 3aI1aXOM.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxkazanus K NpUMEHEHUI0

[Tpenapar JluknodeHak nokasaH K IPUMEHEHHIO y B3pOCIIbIX B Bo3pacTe oT 18 jieT.

- BocnanutensHble U JereHepaTuBHbIE 3a00JI€BaHMUSI ONOPHO-JIBUTATEILHOTO — armapara:
PEBMATOUAHBIN  apTPUT, AHKWIOZUPYIOUIMM CHOHAWIMT W JIpyrue CIOHIWIOApTPONaTHH,
OCTE0apTPO3, MOJArPUYECKUI apTpUT, OypCHUT, TCHIOBArMHHUT, OOJIEBBIE CHHAPOMBI CO CTOPOHBI
MI03BOHOYHUKA (JIFOMOAro, NILIMAITHs, OCCAITUS, HEBPAITUsl, MUAITUS, apTPAIITHSL, PAJUKYIIUT);

- MOYEYHAas U JKeTUHask KOJIHMKHY;

- MOCTTPAaBMaTUYECKUI U MOCIEONEepAalMOHHbBIN O0JEBOM CHHAPOM, COIPOBOXKJIAOLIUIICS
BOCIIAJICHUEM;

- TSKENbIE IPUCTYIIBI MUTPEHHU.

4.2. PesxuMm 103MpOBaHNS U CIIOCO0 NMPHMEHEeHHUs

PexxuM n1o3upoBanus

Jlo3a mpemnaparta noadoupaeTcsi UHAUBUAYAIBHO, IIPU 3TOM C LENbI0 CHM)KEHMSI PUCKA pPa3BUTHS
HEeXeJIaTeIbHbIX peakUuid PEeKOMEHIYeTCs MPUMEHEHHE MHUHMMaJbHOW 3(pPEeKTHUBHOUN [103bI, IO
BO3MOKHOCTH, C MaKCUMAJIbHO KOPOTKHUM IEPHUOJOM JIEUEHHUS], B COOTBETCTBUU C LIEJIBIO JICUECHUS U
COCTOSIHUEM IAl[MEHTA.

[Ipenapar [Juxnodenak B ammynax OCOOCHHO TOIXOMUT JUIS HAYaJbHOTO  JICUCHUS
BOCTIAJIMTEIBHBIX W JETCHEPATUBHBIX PEBMATHYECKUX 3a00JICBaHUM, a Takxke OOJU BCIEACTBUE
BOCIIAJICHUSI HEPEBMATHYECKOTO TIPOUCXOKICHHUS.
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COOTBETCTBYET 2KCNEPTH ii‘« ¥ OTYETY

HCO6XOILI/IMOCTI/I JICYCHUEC MOXKHO IIPOAOJDKUTE IIp€rapaTomM )II/IKJ'IO(beHaKa B TaOJeTKax WJH
PEKTAJIBHBIX CYIIIIO3UTOPHIX.

Jloza 00b4HO cocTaBisier 75 mr (coumepxkumoe 1 ammynbl) 1 pa3 B cyTku. B Tspkenbix ciaydasx
(HanpuMmep, MpH KOJMKAX) B BHUJE HCKIIOYEHHS MOTYT OBITh HPOBEJIEHbI 2 MHBEKUUHM MO0 75 Mr ¢
IIPOMEKYTKOM B HECKOJIBKO 4acoB (BTOPYIO MHBEKLUIO CIEIyeT MPOBOJUTH B KOHTpaJaTePalbHYIO
aroauily). B kauecTBe anbTepHaTHBBI OJIHY HWHBEKLMIO Ipenapata B JieHb (75 Mr) MOXKHO
KOMOMHHMPOBATh € MIPUEMOM IpenaparoB AUKIO(eHaKa B APYTUX JIEKapCTBEHHbIX Gopmax (TabieTku,
pEKTalIbHBIE CYNIO3UTOPUH), TIPH ITOM CyMMapHasi CyTOYHasi /103a He JOJKHA MpeBbiarh 150 mr.

[Ipy mpucTynax MUTPEHU JI€UEHHE HAUMHAIOT KaKk MOXHO paHblle MOCjie Hayajla IpHUCTyda ¢
BHYTPUMBIILIEYHOTO BBeaeHus B jgo3e 75 mr (1 ammnyna). [Ipy HEoOX0AMMOCTH BO3MOKHO
IIpUMEHEHHE IpenapaTta JUKIo(eHaka B JPYrux JEKapcTBEHHbIX (opmax, MpU 3TOM CyMMapHas
CyTOYHas J103a HE JIOJKHA MpeBbImath 150 Mr B cyTKu.

Oco0BbIe IpyIINbI ITAIMEHTOB

Haqueﬁmbl NOJ2HCUNIOCO 803pacma

Koppeknun HavaiapbHOW /036l y TAIMEHTOB B Bo3pacte 65 JeT W crapmie, Kak IpaBUIIo,
He TpeOyercs. OpHako, UCXOAs W3 OOUIMX MEIUWLUHCKUX COOOpakeHWH, cieayeT coOIoaarh
OCTOPOIKHOCTL Y 0CJIa0JIEHHBIX MOKUJIBIX INanMUEHTOB HJIN ITAaITMEHTOB C HU3KOHM MaccoH Tena.

Tayuenmoi ¢ 3a001e8aHUAMU CEPOEYHO-COCYOUCMOU CUCTIEMbL UTU BbICOKUM PUCKOM 3a001e6aHUL
CepoeyHo-coCcyOUCmou cucmembl

Cnenyer ¢ 0co0Oif OCTOPOXKHOCTBIO INPUMEHSATh Ipenapar y MalUeHTOB C 3a00JIeBaHUSIMHU
CepJICUHO-COCYIUCTOM CHCTEMBl WM BBICOKMM pPHCKOM pa3BUTUSL 3a00JIeBaHUM CEpAECYHO-
cocyauctoit cuctemsl. Ilpu HeoOxonuMocTu nnuTenbHOM Tepanuu (Oojiee 4 Henenb) y TaKuX
ITAUEHTOB CIIeAyeT IPUMEHATH Ipenapar B CyTOYHOM A03€, He npepbinatonier 100 mr.

llayuenmul ¢ HapyweHuem QyHKyuy novex

Her JaHHBIX O HGO6XOHI/IMOCTI/I KOPpPCKOHWH 03Bl IMPU IMPHUMCHCHUUN IIpCliapaTa y HAaOUCHTOB C
HapyImEeHUSIMH (PYHKIIMHU MMOYEK B CBS3M C OTCYTCTBUEM HCCIIEAOBaHUI 0€30MaCHOCTH MPUMEHEHUS
rpenapara y manueHToB JaHHOM kareropuu. Ciaemayer coOmoaaTh OCTOPOKHOCTh TPH TPUMEHEHUHN
npernapara y HallieHTOB C HapylIeHUeM (YHKIUH MTOYEeK.

[Ipumenenue npenapara y MalMEHTOB C MOYEYHOW HEJOCTATOYHOCTHIO (CKOPOCTH KIIyOOUKOBOM
2

¢unbrpanuu (CK®) menee 15 mu/mun/1,73 M~ muiomaaym NOBEPXHOCTU Tela) MPOTHUBOIOKA3aHO

(cm. pazmen 4.3.).

layuenmul ¢ Hapywenuem QyHKyuu nevenu

Her nanHbIX 0 HEOOXOAMMOCTH KOPPEKIMH J03bl MPU NPUMEHEHUHU Ipernapara y HalMeHTOB C
HapylIeHUsIMU (QYHKIUU [E€YEHH JIETKOW M CpeJHEHl CTENeHW TSAKECTH B CBSI3U C OTCYTCTBHEM
uccienoBaHui 0e3011acHOCTH IPUMEHEHHUS IIperapara y JaHHOM KaTeropuu NaueHToB.

[Ipumenenue mnpemnapata y HallMEHTOB C HapylleHHWEM (QYHKUUU TME€YEHU TSDKEION CcTeneHu
MPOTUBOTIOKA3aHo (cM. pazzaen 4.3.).

CTHU

Juknodenak, pacTBOp s BHYTPUMBIIIEYHOTO BBEICHMS, HE CIEAyeT MPUMEHSATh y JAeTed U
MOAPOCTKOB Miajiie 18 JeT B CBA3U € TPYAHOCTBIO I03UPOBAHMSI IIperapara; nNpyu He0OX0IMMOCTH
JICYEHHUS y JaHHOM KaTeropuu ManueHTOB Mpernapar AUKiIo(eHaka MOKHO IPUMEHSTh B Ta0JIeTKax
WJIU CYIIIIO3UTOPUSX.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

[IpenapaT BBOAST ITyTe€M INIyOOKOW MHBEKIMH B SITOAUYHYIO MBIIIILY.

[Ipu npoBefeHUN BHYTPUMBIIIEYHON MHBEKLIMHU JUISI TOTO, YTOObI N30€XKaTh MOBPEXKICHNS HEPBa WU
JPYruX TKaHEW B MECTe MHBEKIMU (UTO MOXET IMPUBECTU K MBIIIEYHOH cl1ab0CTH, Mape3y, CHUKEHUIO
YYBCTBUTEILHOCTH WM MeIuKaMeHTO3HOW sMOoymn koxku (Cunmpom Hwukonay)), pekoMeHmyercs
MIPUAEPKUBATHCS  CIEIYIOUIMX IPaBWI: Ipenapar cieAyeT BBOAUTH INIyOOKO BHYTPUMBILLEYHO B
BEPXHUH HaApYXKHBIA KBAJpPaHT SCOJUYHOW 00JacTH C COOMIOACHUEM IpaBHJ aCENTHKH; IpU
IIPUMEHEHUM Mpenapara CleayeT HCIOIb30BaTh MOAXOAANIYI0 JUIMHY HWIJIbl U BEPHYIO TEXHUKY
MHBEKUUH (YUUTBIBAs TOJIIMHY CJIOSI OAKOKHO-KUPOBOM KIJIETYATKU B ATOJUYHOMN 30HE KOHKPETHOTO
nanyeHTa), 4roObl 30€XKaTh HENPEeTHaAMEPEHHOTO MOJKOYKHOTO BBEJICHUSI.

PactBop mpenapara pomkeH ObITh mpo3pauHbiM. He cienyeT nDpUMEHSTH pacTBOp C
KPUCTAJUTMYECKUM WJIU APYTUM OCaTKOM.

Amnyny mpemnapata cieAyeT MCIOJIb30BaTh TOJBKO OJMH pa3. PacTBop ciieqyeT BBOAMTH
HEMEJIJICHHO TIOCIIe BCKPBITHS aMITYJIbI.

He cneagyer cmemmuBarh pactBop mnpenapara JluknodeHnak, coiepxaiiuiics B ammynax, C
pacTBOpaMu APYrux JEKAPCTBEHHBIX CPEACTB ISl MHbEKIIHUM.

4.3. [IpoTnBONOKA3aHUA

— I'unepuyBCTBUTENBHOCTh K AMKIO(EHAKY WIM K JHOOOMY M3 BCIHOMOIaTElbHBIX BEILIECTB,
MIEPEUUCIICHHbIX B pazjene 6.1;

— ofocTpeHue S3BEHHOM OO0JIE3HU JKEIyJKa W JABEHAALATUIIEPCTHOM KHUIIKH, KPOBOTEUEHMS W3
opraHoB xenyno4Ho-kumeqHoro Tpakra (OKKT), nepdoparnus opranos KKT;

— Kak U Jpyrue HecTepouaHble NpoTHBOBOcnanutenbHble mnpenapatsl (HIIBII), Juknogenax
MIPOTUBOIOKA3aH MalMEHTaM C IOJHBIM WM HEMOJHBIM COYETaHHEM OpOHXMAJbHOM acTMBbI,
QHT'MOHEBPOTUYECKOT0 OTEKa, KPallMBHHUIIBI, OCTPOr0 PUHUTA, PELUIUBUPYIOIIErO MOJUI03a HOCA
WM OKOJIOHOCOBBIX NA3yX M HENEPEHOCUMOCTH aleTUIICATUIMIOBOM KUCI0Thl win Apyrux HIIBII
(B TOM 4HcCIIe B aHAMHE3E);

— HapylleHue (QYHKIMU T[EYEHU TSDKEION CTeneHH, mnoyeyHas HenoctarodyHocTh (CKD menee
2 .

15 mn/mun/1,73 M”), xponudeckas cepaeunast HegoctarouHocTh (II-1V ¢yHkuMoHanbHBIN Ki1acc 1o

knaccuukanuu NYHA);

— KIIMHAYECKH TOITBEPKACHHAS UIIIEeMUYecKas 00JIe3Hb Cep/la;

— 3a00J1eBaHUs NEpU(PEPHUUECKUX apTEPUN U COCYA0B FOJIOBHOIO MO3Ta;
— HEKOHTPOJIMpYyEMas apTepuaibHasi TUIIEPTEH3N,

— COCTOSIHMSI, COIIPOBOKIAIOLINECS] PUCKOM PAa3BUTHS KPOBOTEUEHUI;

— NOATBCPKKACHHAA IT'MIICPKATTNCMUA;

— a0PTOKOPOHAPHOE HIYHTHUPOBaHUE (TIEPUOTIEPALIMOHHBIN NepHoN);

— BOCHaJIUTENbHBIC 3a0o0yieBaHus KumieuyHuka (OosiesHb Kpona, s3BeHHBIH KOJIMT) B (asze
obocTpeHus;

— aKTHBHBIE 3200JICBaHUS TICUYCHHU;
— OepeMeHHOCTh B cpoke Oosiee 20 Henens (cm. paznen 4.6.);
— IepUOJ1 IPYIHOTO BCKapMiIMBaHus (cM. pa3zaen 4.6.);

— JIETCKUH Bo3pact 1o 18 ser.
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C 0CTOPOKHOCTEIO

IIpu npumenenuun npenapata Juxnodenak u gpyrux HIIBII nHeobxomgumo coOmronath
OCTOPOXHOCTb U TIIATEIbHO HAOIIOAATH MAllMEHTOB C CUMIITOMAMU/TIPU3HAKAMHU, YKa3bIBAIOILIUMHU
Ha nopaxenusi/3adoneBanus JKKT wim ¢ aHaMHECTHUYECKMMHU JaHHBIMH, TO3BOJISIIOITUMU
3aMo0JJ03PUTh SI3BEHHOE MOPAKEHUE KeyAKa WM KUIIEYHUKA, KpOBOTEUEHUE WK nepdopaluio; y
nanueHToB ¢ uHbekuuet Helicobacter pylori B anamHe3e, S3B€HHBIM KOJIMTOM, 00Je3Hb10 KpoHa, ¢
HapylieHueM (QYHKIUMM [€YeHM B aHaMHE3€ U Yy MalHUeHTOB C >Kajo0aMu, IO3BOJISIONIMMHU
3anono3puth 3abosieBanust JKKT. Puck pasBuTus KeilylO4YHO-KUIIEYHOTO KPOBOTEUECHMUS
Bo3pacTtaer npu ysenudeHuu 1o3bl HIIBII mnu npu Hamuuuu s3BEHHOTO aHaMHE3a, OCOOEHHO
KpOBOTEUEHUH U neppopaluul s3Bbl, U y MOKUIIBIX HAI[UEHTOB.

[Ipuem HIIBII, Bxitoyast AukiIo(eHaK, MOXKET ObITh CBSI3aH C MOBBIIIEHHBIM PHUCKOM MPOTEUKU
aHACTOMO34d, PACIIOJIOKEHHOIO B KEIIYJIOYHO-KUIIEYHOM TpakTe. [Ipm mnpumeHeHun npenapara
JMknogeHak 1ociie ONepaTMBHOTO BMEIIATENbCTBA HA JKEJIyJOYHO-KUIIIEYHOM TPAKTe PEKOMEHAYETCs
TILATENBHOE MEIUIIMHCKOE HAOIIOICHNE U OCTOPOKHOCTD.

Crnenyer coOmomaTh 0COOYI0 OCTOPOXKHOCTh TIPH PUMEHEHUH Tpenapara JJukinodeHak y narueHTos,
MOJTYYaIOUIUX TMPEenapaThl, YBEINUYMBAIOIINE PUCK JKEITYI0UYHO-KUIIEYHBIX KPOBOTEUEHHI: CUCTEMHBIE
[JIFOKOKOPTUKOCTEPOU bl (B TOM 4HMCIIE MPEIHU30JI0H), aHTUKOAryJISHTHI (B TOM 4uciie BapdapuH),
aHTUAarperaHTbl (B TOM YHUCIE KIOMUIOTPEN, AaUeTWICAIMIIIOBAs KUCIIOTAa) WM CEJIEKTHBHBIC
MHTUOUTOPBI OOPAaTHOIO 3aXBaTa CEPOTOHMHA (B TOM YMCJIE LIUTAJIONpPaM, (IyOKCETHH, MapOKCETHH,
CEpTpaIvH).

OcTOopokHOCTh HEOOX0UMa MPU MPUMEHEHNHU npenapara /{ukiodeHak y naiueHToB ¢ JETKUMHU U
YMEpPEHHBIMU HAapyIIEHUSMU (YHKIMH M€YEHH, a TaK)Ke y MalMEeHTOB C IIEYEHOUYHOU nmopdupuen,
TaK Kak Ipernapar MOXeT IIPOBOLUPOBATH MPUCTYIIBI HOPHUPHH.

Crnenyer C OCTOPOXHOCTBIO MPUMEHSTHh Mpenapar y IalUeHTOB ¢ OpOHXHAIbHOM acTMOi,
CE30HHBIM aJNIEPTUYECKUM PUHUTOM, OTEKOM CIM3UCTON 000JOUKH HOCOBOM MOJIOCTH (B TOM UHUCIIE
C HOCOBBIMU TOJHUIIAMH), XPOHMYECKON OOCTPYKTHBHOW OOJE€3HBIO JIETKUX, XPOHHYECKUMHU
MH(EKIMOHHBIMA  3a00JIEBaHUSAMU  JIbIXaTENIbHbIX IyTeld (0COOEHHO AacCOLMUPOBAHHBIX C
JJIEPrUYeCKUMU PUHUTONIOA00HBIMUA CUMIITOMAMHU ).

Oco0ast OCTOPOKHOCTh TPeOyeTcsl MpH JICUEHUH TMAIMEHTOB C CEePACYHO-COCYIAMCTHIMU 3a00JieBa-
HUSIMH, HapyHIEHUSIMU (PYHKIMU MOYEK, BKIIIOYAs XPOHUYECKYIO MOYEUHYI0 HenocTatoyHocTh (CKD
15-60 mr/mus/1,73 M), TUCIHITHIEMACH/ THITEPITATAIEMHUEH, CAXapHBIM IHA0ETOM, THIICPTOHIUCCKOi
00JIe3HbBIO, IIPU JICUEHUH KYPAIIMX MAIMEHTOB WM MAlEHTOB, 3JI0YNOTPEONISIIOIUX aJIKOTroJIeM, TIpU
JICYEHUH TMOKWIbIX IMAIlMEHTOB, MOJIYYalOIUX AWYPETUKU WM JpPYyrue mpernaparbl, BIUSIOIIME Ha
(GYHKIMIO TOYEK, a TaKKe MAlMeHTOB CO 3HAYMTENIbHBIM YMEHbBLIEHHEM O0beMa IUPKYIHPYIOLIeH
kpoBu (OLIK) mr000if 3THONOrMYM, HapUMeEp, B MEPUOJBI IO U IOCIE MACCUBHBIX XUPYPrHYECKHUX
BMEIIIaTEIbCTB.

Crnemyer ¢ OCTOPOXKHOCTBIO TPHUMEHATh npemapar Jukinodenak y mamueHTOB ¢ aedeKTamu
CUCTEMBbI T€MOCTa3a.

Crnenyer cobmoJaThb OCTOPOKHOCTh IPU NPUMEHEHUHU mpenapara J(ukiopeHak y MalueHTOB C
PHUCKOM pa3BUTHSI CEPACUHO-COCYAUCTHIX TPOMOO30B.

Cnenyer co0mofaTe OCTOPOKHOCTb IpU NPUMEHEHUM Ipenapara JlukiaodeHak y MalMEeHTOB
IIOKUJIOTO BO3pacTa. ITO OCOOEHHO AKTYaJIbHO Y OCIA0JIEHHBIX UM UMEIOLINX HU3KYIO Maccy Tela
MOXWJIBIX JIFOJAEH. Y MNaluMeHTOB JAHHOW KaTEeropuv PEKOMEHAYETCs MPUMEHSTh MpernapaTr B
MUHUMAaJIbHOU 3(EKTUBHOM 103€.

OcoOyi0 OCTOPOXHOCTH ClIeAyeT cOOJItoaTh MpU BHYTPUMBIIIEYHOM BBEJIEHUHU Ipernapara
JuknodeHak y malueHToB ¢ OpOHXHUAIBHON acCTMOM M3-3a prucKa 000CTpeHHs 3a00JIeBaHMs, TaK KaK
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TUIEPYYBCTBUTEIHLHOCTH.
CrnenyeT NpuMEHSTh C OCTOPOKHOCTHIO B cpoke 70 20 Heenb OepeMEeHHOCTH.

Oco0Oble YKa3aHus

HOdefC@Hl/le ofceﬂy()quo—Kuwequeo mpaxkma

[Ipy npumeHeHun AuKIO(EHAKa OTMEYAIUCh TaKUE SBJICHUS, KaK KpPOBOTEUEHUS WIH
m3bsizBieHus/neppopanun XKKT, B psime ciydaeB co cMepTeNnbHBIM HCXOJ0M. J[aHHBIC SIBICHUS
MOTYT BO3HHMKHYThH B J1f000€ BpeMs IpHU IPUMEHEHUHU Mperapara y MalUeHTOB C HATUYUEM WM
OTCYTCTBHEM  IPEAIIECTBYIOIIMX CHUMIITOMOB M  CEpPbE3HBIMH  IKEIYAOYHO-KHAIIECYHBIMHU
3a00JIeBaHUSIMU B aHaMHe3€ WM 0e3 HUX. Y MOKUJIbIX MMalUEeHTOB MOJO0HBIE OCI0KHEHUSI MOTYT
UMETh Cepbe3Hble TMocieacTBusA. lIpu pa3BuTUM y DANKMEHTOB, IMOJYYAarOUIUMX Ipenapar
Juknodenak, kpoBoTeueHuil wim uzbsa3snenuit XKKT npenapar cienyer OTMEHUTS.

Jns cHmxkenus pucka Tokcudyeckoro nerctBus Ha JKKT manueHTaM C SI3BEHHBIM MOPAXKECHHEM
KKT, 0coOeHHO OCIOXKHEHHBIM KPOBOTEYCHHEM WM Tepdopamueil B aHaMHE3e, a TaKxKe Yy
MOKMJTBIX TIAIMEHTOB TIPerapar CiaeayeT IPUMEHATh B MUHUMAIBHOU 3(PPEKTUBHOM /103€.

[TarmeHTaM € TOBBIIEHHBIM PUCKOM Pa3BUTHS KETYIOYHO-KHILIEUYHBIX OCJIOKHEHHH, a TakKkKe
MAIlMEHTaM, TMOJYYalIIUM TEPanui0 HU3KUMH J03aMH ALETHWICAIMIUIOBON KHCIOTHI, CIEIYET
MPUHUMATH TaCTPOTPOTEKTOPHI (MHTMOUTOPHI MPOTOHHOW TOMITBI WM MHU30MPOCTOJI) WU JIPYTHE
JICKapCTBEHHBIE TIpENaparbl [JI1 CHWKEHHUS pHUCKa HexemarenabHoro BozaeiicTtBus Ha JKKT.
[Tanmentam ¢ mopaxenueM JXXKT B anamHese, 0COOCHHO MOKHIIBIM, HEOOXOUMO COOOIIATh Bpady
000 Bcex abIOMUHAIBHBIX CUMIITOMAX.

Tlayuenmul ¢ 6porxuanbHoU acmmou

Oo6octpenne OponxuanbHOM acTMbl (HenepeHocumocts HIIBII/6ponxuanbhas actMa, mpoBoLupyemast
npuemoM HIIBII), orexk KBunHke u kpamuBHHMIIAZ HauOojee 4YacTO OTMEYAIOTCS Yy MAalMEHTOB C
OpOHXHAILHOM aCTMOM, CE30HHBIM AJUIEPTUUECKHMM PUHUTOM, HOCOBBIMHU IOJIUIIAMHU, XPOHHUUYECKON
OOCTPYKTHBHOI OOJI€3HBIO JIETKUX WIM XPOHMYECKUMHU HWH(PEKUMOHHBIMU  3a00JI€BaHUSIMU
JbIXaTeIbHBIX MyTell (OCOOEHHO CBS3aHHBIMU C AJUIEPrHUECKHMMHU PUHUTONOJOOHBIMUA CUMIITOMAaMH).
VY n1aHHOM rpymnmnbl NALMEHTOB, a TAKXKE y MAallMEHTOB C aIeprueil Ha JIpyrue npenaparsl (Cblb, 3y
WIM KpalnMBHMLIA) @pU TNpUMEHeHHH npernapara Jlukinodenak cienyer coOmonarb 0coOyro
OCTOPOKHOCTB (TOTOBHOCTb K IIPOBEJCHUIO PEAHUMAIIMOHHBIX MEPOIPUSTUI).

Koorcnbie peakyuu

Takue cepbe3HbIe AEPMATOJIOTHUYCCKHAE PEaKIUHM, KaK SKC(OJUATUBHBIA JIE€PMATUT, CHUHAPOM
CruBenca-J[>koHCOHA, TOKCHYECKUM OJMHUACPMAIbHBIA HEKPOJIW3, B HEKOTOPBIX CIy4asX CoO
CMEPTENIbHBIM HCXO0JIOM, Ha (oHE mpuMeHeHus AUKIOoPEeHAKa OTMEYAIUCh OYEHb PEIKO.
Haubonpmme puck u 9acToTa pa3BUTHS TSDKEIBIX JEPMATOJOTHYECKUX PEAKIMi OTMEUYaucCh B
MEePBBIA MecsIl JieueHus AukiaodeHakoM. [Ipu pa3BuTuu y mamueHTOB, MOJIYYAIONIUX IperapaT
Juknodenak, MepBbIX MPU3HAKOB KOXKHOW CHIMH, TIOPAXEHUS CIU3UCTHIX 000JIOYEK WU JAPYTHUX
CUMIITOMOB THIIEPYYBCTBUTEIBHOCTH MpENapar ClIe1yeT OTMEHUTb.

B penkux cnydasx y HanyMeHTOB, HE MMEIONIMX aJUICPTUU HAa AUKIO(EHAK, MPU TPUMEHEHUU
npenapara Juxinodenak MOTyT pa3BUBaThCS aHaUIaKTUUECKe/aHA(UIAKTOUTHBIE PEaKIUH.

Bo3soeticmeue na neuenv

[lockonbky B mepuosa mnpuMeHeHus mnpernapara JluxiopeHak MOXKET OTMedaThCs IOBBIILIEHHE
AKTUBHOCTH OJTHOTO WJIM HECKOJIbKUX MEUYEHOUYHBIX ()ePMEHTOB, P JUTUTEIILHON TepaIluy MpernapaToM
B KayeCcTBE MeEpbl MPEJIOCTOPOKHOCTU MOKa3aH KOHTPOJIb (GyHKUMM rnedeHHu. [lpu coxpaHeHuu u
IIPOTPECCUPOBAHUM HApYIIEHUHM NEUYeHOYHOM (HYHKUUHM WM BOSHUKHOBEHUH NMPU3HAKOB 3a00JI€BaHUMN
MEUYEHU WIM JPYruX CUMITOMOB (Hampumep, 303MHO(WINMHU, ChIIM W T. I.) NpPUEM Ipenapara
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JluknodeHak MOXKET pa3BUBATLCS 0€3 MPOAPOMATILHBIX SIBICHUH.
Boszoeticmeue na nouxku

Ha ¢one repanuu npenaparom JJukinodenak peKoMeHayeTcsl IPOBOAUTH KOHTPOJIb PYHKIIMU MOYEK
y TMAalHUEeHTOB C TUIEPTOHUYECKOW OO0JIE3HBIO, HapyIIEHUSMU (YHKIUU cepilla WM TOYeK,
MOKUJIBIX MAIIMEHTOB, MOIYYAIOIIUX AUYPETUKHN WM JAPYrUue Ipenaparsl, BIUSIONME HA TOYEYHYIO
(GyHKIMIO, a TaKke y IMalMeHTOB CO 3HAYUTEIbHBIM YMEHbIIEHHEM 00beMa LHPKYIUpPYIOLIEH
IJ1a3Mbl KPOBH JIF00O# ATHOJIOTMH, HAPUMEP, B MEPUOJ JI0 U MOCIE MACCUBHBIX XUPYPrUYECKHX
BMemaTenbeTB. [locie mpekpamieHusi Tepanuu MpernapaToM OOBIYHO OTMEYAeTCsl HOpMallu3alius
rokasareseil moueyHo QyHKIUU A0 UCXOTHBIX 3HAUECHUH.

Bo3zoeiicmeue na cepoeuno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uncne auknodeHakoM, B 0COOEHHOCTHU UINTENIbHAS TE€palus U Tepamus C
HCII0JIb30BAHUEM BBICOKHUX 103, MOKET OBITh aCCOLMHUPOBaHA C HEOOJBIIMM BO3PACTaHUEM pHCKa
Pa3BUTUSI CEPHE3HBIX CEPACYHO-COCYIUCTBIX TPOMOOTHUECKUX OCJIOKHEHHH (BKiItouas UHQApKT
MHUOKap/ia ¥ UHCYJBT). Y MAIMEHTOB ¢ 3a00JI€BaHUSAMHU CEPICYHO-COCYAUCTON CUCTEMBI U BEICOKUM
pPUCKOM pa3BUTUSL 3a00JIEBaHUN CEPIEYHO-COCYIUCTON CHCTeMbl (HampuMmep, MalUEeHTOB C
apTepHalibHOM TUIEpTEeH3UEH, TUNEpIUNUAEMUEN, caxapHbIM Jua0eToM, KypsALIUX HalUEHTOB)
clenyeT MPUMEHATH Ipemnapar ¢ 0c000H OCTOPOKHOCTHIO, B cCaMOl HU3KOW 3(PPEKTUBHOM 103€ TpH
MUHUMAaJbHO  BO3MOKHOM  JUIMTENbHOCTH  JICUEHHUS, IOCKOJIbKY PUCK BO3HUKHOBEHHS
TPOMOOTHYECKUX OCJIOKHEHUI BO3pACTaeT NpU YBEIUYEHUH J103bl U IPOJOJDKUTEIBHOCTH JI€UEHUSI.
[Ipu nurensHOM Tepanuu (6osee 4 Henenb) CyTo4yHas 103a JAUKIOo(pEeHaKa y TaKuX MalleHTOB He
noixHa npebimarh 100 mr. Crnenyet nepuoanyecky NpoBOAUTE OLIEHKY 3D PEKTUBHOCTH JIEUEHUS
U NOTpeOHOCTH MalUeHTa B CUMITOMAaTHYECKOW Tepamuu, OCOOEHHO B TeX Ciyyasx, Korja ee
IIPOJIOJKUTENBHOCTh cocTaBisieT Oosnee 4 Henenb. [lanuenTta ciexyeT NPOUHCTPYKTUPOBATh O
HEe3aMeUIMTEIbHOM O0palleH!H 3a MEAUIIMHCKONH MOMOUIBIO MPU MOSBIEHUH MEPBbIX CUMIITOMOB
TpOMOOTHYECKUX HapyuleHU#l (Hampumep, 00Jid B IpyAu, YyBCTBa HEXBATKH BO3/yXa, Cl1abOCTH,
HapyIICHUS] pEUH).

Boszoeticmeue na cucmemy kpogemeopenusi

[Ipenapar [uxnodeHak MoXeT BPEMEHHO HMHIMOMpOBaTh arperanuio TpomOouutoB. Ilostomy y
MAlMEHTOB C HApYUICHUSIMH IeMOCTa3a HeoOXOJMMO IPOBOJUTH TIIATEIbHBIA KOHTPOJb COOTBET-
CTBYIOIIMX JlabopaTopHbIX MokazaTenei. Ilpu juurensHOM mnpuMeHeHuu mnpenapara JlukiodeHax
PEKOMEHTyeTCsl IPOBOJUTH PETYISIPHbIE KITMHUYECKHUE aHATU3bI IEpUPEPUUECKON KPOBH.

Mackuposanue npuznakos ungeKkyuoHHo20 npoyecca

[IpoTuBOBOCHIANIUTENBHOE JAeWicTBUE mpemnapaTa JlukiogeHak MOXKeT 3aTPYyAHATH TUATHOCTUKY
MH(EKIMOHHBIX TPOLIECCOB.

Peam;uu 6 . mecme UHbeKyuu

COO6III2U'IOCB O BO3HHKHOBCHHUU peaKuHﬁ B MCCTC MHBCKIHUU IMOCJIIC BHYTPUMBIIICYHOTO BBCACHUA
npenapara /ukinodenak, BKItOUas HEKPO3 B MECTE€ MHBEKIMH M MPOSBICHUS MEIUKAMEHTO3HON
SMOOJIMM  KOXHM, Tak)Ke€ M3BECTHOM Kak cuHApoM Hukomay (ocobeHHO B ciydae
HEeTpeaHaMEPEHHOTO TIOIKOYKHOTO BBEICHHS Mperapara).

BuyrtpumsbliiieuHoe BBeneHue npenapara J(ukimodeHak —cieqyeT  HpOBOAWUTH,  HCHOJb3Ys
MOAXOIALIMHN pa3Mep UIJIbl U BEPHYIO TEXHUKY UHBEKIUH.

Ilpumenenue oonospemenno c opyeumu HIIBIT

He cnenyer mnpumensts npenapar Juxinodenak ongHoBpemeHHo c apyrumu HIIBII, Bxumouas
CEJIeKTHBHBIE MHIMOUTOPBI IUKIOOKcHreHasbl-2 (LJOI-2), u3-3a prcka yBelIWYEHUs] HEKelaTeIbHbIX
SIBJICHUI.
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Hampuui, nampus oucyrvghum (nampus memabucynvgum,)

B cocraB mpemapara BXOIWUT HATpusi JUCYAb(PHUT, KOTOPHIA WHOTJA MOET BBI3BIBATH TSDKEIBIC
pEeaKIMK TUIIEPYYBCTBUTEILHOCTH H OPOHXOCIIA3M.

JlexapcTBeHHBIN Mpenapar coAaepKUT MeHee 1 Mmouib (23 Mr) HaTpust Ha 3 MJI, TO €CTh 110 CYTU HE
COJIEP’KUT HATPUSL.

benzunoswiii cnupm

JlaHHBIH JIeKapCTBEHHBIN npenapart coaepkut 120 Mr 6eH3uI0BOr0 crupTa B ogHoi amiyse (40 mr
B 1 mu1). BeH3MI0BbIN CIUPT MOXKET BBI3BIBAThH AJUIEPTUYECKUE PEaKLIUU.

bonpine xonuyectBa OEH3WUJIOBOIO CHHpPTAa MOTYT HAKaIlUIMBAaTbCsl B OpPraHU3ME U BbI3BIBATh
HEeXeJIaTeIbHYIO0 PEaKlHi0, Ha3bIBAEMYI0 «METAa0O0JIMYECKUM alliJ030M», IO3TOMY MPUMEHEHHE B
nepuo]; 6epeMEeHHOCTU U JaKTallii BO3MOXKHO TOJIBKO IOJI CTPOTMM HAOIIOJEHHEM Bpada, TaKKe
MPUMEHSITh C OCTOPOXHOCTBIO U TOJIBKO IPU HEOOXOJUMOCTH, OCOOEHHO Y HAIMEHTOB C
HapyHIEHUSIMU (PYHKLIMU [I€YEHU UITU TTOYEeK.

Ilponunenenuxons

JlaHHbIN JeKapCTBEHHBIM mpenapaT coiepkuT 600 Mr NponuieHTIUKOJS B OJHOM amiiyine
(200 mMr B 1 M), 9TO 3HAYUTENHHO HUXE MUHHMAJIBHOW JI03bI, OKA3BIBAIOIICH HEXEIaTeIbHBIN
apdext (50 Mr/kr/cyT).

4.5. BzaumoneiictBue ¢ JAPYrUMH JIEKAPCTBEHHBIMH TMpenapaTtaMM W JpPyrue BHIbI
B3aNMOJIeHCTBUSA

BrlsiBiIeHHBIE B3aUMOJIEHCTBUSI

Uneubumopor usogpepmenma CYP2C9

Cnenyer coOmronaTb OCTOPOKHOCTb IPU  OJHOBPEMEHHOM IPUMEHEHUM JAMKIO(EeHaka u
unruouropon uzopepmenta CYP2CY (Takux kak BOPHMKOHA30J1) M3-32 BO3MOKHOTO YBEIUYECHUS
KOHLIEHTpALUU JUKI0(EHaKa B CBIBOPOTKE KPOBU U €T0 3KCIIO3HUILIHH.

Jlumuii, ouzoxcun

HI/IKJ’IO(beHaK MOXKCT IIOBBIIIATL KOHHOCHTpPALUWUHU JIMTHA W JUIOKCHMHA B ILJIa3MC KpPOBH.
PCKOMGHHYGTC?I KOHTPOJIb KOHIICHTpaIII/Iﬁ JIMTHUA U AUTOKCHUHA B CBIBOPOTKEC KPOBH.

ﬂuypemuqecmte U 2unomeH3ueHbvle cpedcmea

[lpu omHOBpEMEHHOM TNPHMEHEHWH C AWYPETHKaMU M THUIOTEH3MBHBIMHU TIperiapatamu (Harpumep,
Oeta-azpeHoONoOKaTOpaMy, WHIHOMTOpaMU —aHTMOTEH3MHIpeBpamiatoniero ¢epmenra — AllD)
TMKIO(EeHaK MOXET CHIKaThb WX TUIOTEH3UBHOE jelicTBHe. [lodTOMy y MalueHToB, OCOOEHHO
MOXHJIOTO BO3pacTa, MPH OAHOBPEMEHHOM IMPUMEHEHUH JUKIO(PEHaKa W MYPETUKOB WM THUIIOTCH-
3UBHBIX CpPEJICTB CJEIyeT PEryjsipHO H3MepsATh aprepuaibHoe naBieHue (A]l), KOHTpoiupoBaTh
(YHKIUIO [TOYEK U CTENEHb I'MpaTaliy (BCIeICTBHUE MOBBILIEHUS pUCKa HEPPOTOKCUYHOCTH).

Luxknocnopun u maxkpoaumyc

BnusHue nukinogeHaka Ha AaKTUBHOCTb INPOCTArjJaHIAMHOB B IOYKAX MOXKET YCHIJIMBATh
He(POTOKCUYHOCTh LIUKJIOCIIOPUHA U TaKpOJIUMyca. B cBs3U ¢ BblllIeCKa3aHHBIM J03a TUKIO(peHaKa
y MalMeHTOB, MOJYyYaloUUX LHMKJIOCIOPUH WM TAaKpOJIUMYC, JOJDKHAa OBITh HUXKE, 4YeM Yy
MAIMEHTOB, HE TOJyYaloINX yKa3aHHbIE NpenapaThl.

Hpenapambl, CnocobHble 8bI3bIBAND cunepKaiuemuro

OnHOBpeMeHHOE NPUMEHEHNE TUKII0(EeHaKa ¢ KauicOeperarouMu ANypeTUKaMH, IUKJIOCITIOPUHOM,
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KpoBU. B ciyyae Takoro coueranus JaHHBIN MOKA3aTeNb CIEAYET YaCTO KOHTPOJIUPOBATh.
AumubakmepuanvHule cpeocmea — npouU3800Hble XUHOOHA

HNmeroTcs OTACIBbHBIC COO6HI€HI/I$I O PAa3BUTHUHU CYyAOPOT y MALIMCHTOB, MOJYy4YaBIINX OJHOBPEMCHHO
IMPOU3BOJHBIC XMHOJIOHA U I[I/IKHO(i)eHaKa.

IlpenmnonaraeMple B3aUMOAEHCTBUSA

HIIBII u entokokopmukocmepouobvi

OnHOBpEMEHHOE CUCTEMHOE IpUMEeHeHHe JukiopeHaka u aApyrux cucreMubix HIIBIT wunum
[JIFOKOKOPTUKOCTEPOUIOB MOXKET YBEINYMBATh YACTOTY BOZHUKHOBEHHSI HEKEIIATEIbHBIX SIBJICHUN
(B wactHOCTH cO cTopoHbl JKKT).

AHmuKOClZyJZ}ZHmbl u aumuacpecanmaol

Heo0xommMo ¢ OCTOPOXKHOCTBIO NMPUMEHSTh JUKIOPEHAK OJHOBPEMEHHO C IperapaTaMH dTHX
TPYIII U3-32 PUCKA Pa3BUTHUS KpoBoTeueHUH. HecMOTpst Ha TO, YTO B KIIMHUYECKUX UCCIEIOBAHUSAX
He OBLIO YCTaHOBJIEHO BIUSHUS JUKIO(EHaka Ha JEMCTBHE aHTUKOArYJISHTOB, CYIIECTBYIOT
OTJIeIbHbIE COOOIIEHHS O TOBBIIIEHUH PUCKA KPOBOTEUEHUN Y MAMEHTOB, IPUHUMABIINX JaHHYIO
KoMOuMHanuioo mpenaparoB. Cremyer THIIATeAbHO HAOMIOAATh  MAMEHTOB, TOJYYaOIIUX
OJHOBPECMEHHOC JICHCHUEC JAaHHBIMH JICKAPCTBCHHBIMU ITPCIIapaTaMu.

CenexmusHbie uH2u6um0pbz 06pamH020 3axeama CepomoHura

OpnHOBpeMEHHOE NMPUMEHEHHUE NUKIO(EeHaKa ¢ CEJIEKTUBHBIMU MHTUOUTOpPaMU OOpaTHOTO 3axBara
CEepOTOHMHA MOBBILIAET PUCK PAZBUTHS JKETYJOUHO-KUIIEYHBIX KPOBOTEUEHUI.

Tunocnuxemuueckue npenapantol

B KIMHMYECKMX HCCIENOBAaHUAX YCTAHOBIEHO, YTO BO3MOKHO OJHOBPEMEHHOE IPUMEHEHHE
IUKI0O(EeHaka M TUIMOTJIMKEMUYECKUX IpEenaparoB, MpU 3TOM APPEKTUBHOCTb IMOCIEIHUX HE
n3Mensiercs. OJHaKO M3BECTHBI OT/AEIbHBIE COOOLIEHUS O PAa3BUTUM B TAaKUX CcIy4asx, Kak
TUIOTIMKEMHUH, TaK M TUIEPIIMKEMUHU, 4TO OOYyCIaBJIMBAIO HEOOXOAMMOCTbh W3MEHEHHUS 03Bl
TUIOMIMKEMUYECKUX IpenaparoB Ha (¢oHe mnpuMeHeHUs aukiogeHaka. Ilostomy Bo Bpems
OJIHOBPEMEHHOTO NMPUMEHEHUs TUKIO(EeHaKa M TMIIONNIMKEMHUYECKUX IMPEernapaToB PEeKOMEHIyeTCs
IIPOBOJIUTH KOHTPOJIb KOHIEHTPALIUH TJIFOKO3bI B KPOBHU.

ITosrydeHbl OTHE/IbHBIE COOOLICHUS O Pa3BUTUM META0OJIMYECKOro alu03a MpU OJHOBPEMEHHOM
NpUMEHEHUH JuKIodeHaka ¢ MeT(GOpMHUHOM, B OCOOEHHOCTH Yy MAlMEHTOB C HapyIIEHHEM
(GYHKIMM MOYEK.

Memompexcam

Crnenyet coOnr0AaTh OCTOPOKHOCTD IIPU NPUMEHEHUHU TUKIO(PEeHaKa MeHee 4eM 3a 24 yaca 10 WiH
yepe3 24 yaca mocie IpueMa METOTpeKcara, TaKk KaK B TaKUX CIydasX MOXKET IOBBIIIAThCS
KOHIIEHTPALMsI METOTPEKCATa B KPOBHU M YCWIIMBATHCS €r0 TOKCUYECKOE JIEHCTBHE.

Denumoun

[Ipu oxHOBpeMEHHOM NpUMEHEHUM (EHUTOMHAa U AUKIO(eHaka HEeoOX0JUMO KOHTPOJIUPOBATH
KOHIICHTpaIMi0 (PeHUTOMHA B TUIa3ME€ KPOBU H3-3a BO3MOXKHOTO YCHJICHHSI €Tr0 CHCTEMHOTO
BO3JEUCTBU.

HUnoyxkmopwt uzogpepmenma CYP2C9

Crenyer coOmoaaTh OCTOPOKHOCT MPHU MIPUMEHEHNUHU TUKIO(EHAaKa OJHOBPEMEHHO C MHIYKTOPaMU
nzopepmenta CYP2C9 (Takumu Kak puaMIMLUH), TOCKOIbKY 3TO MOKET INPUBECTU K 3HAYUTENb-
HOMY YMEHBILIEHUIO KOHLIEHTPALIMHU JUKIO(PEHAKa B TUIa3ME KPOBU M YMEHBILIEHUIO €0 SKCTIO3UIIHH.
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bepeMeHHOCTD

Hmeercss HENOCTAaTOYHO JaHHBIX O OE30MacCHOCTH NPUMEHEHHUs AuKiIo(deHaka y OepeMEeHHBIX
xeHuH. [Ipenapar cienyer mpumeHsTb B cpoke 10 20 Henenb OEpeMEHHOCTH TOJBKO B TeEX
cllydasix, KOIrJla OXujaemas IOJb3a JUIsl MaTepu IMPEBBILAET MOTEHLUMAIbHBIH PUCK JUIS IUIOJA.
Huxnodenak, kak apyrue HIIBII (uHruGuropsl cuHTe3a mpocTarjiaHAWHOB), MPOTHUBOIOKA3aH B
cpoke OepemenHoctu Oosee 20 Henmenb (BO3MOXKHO TOJIABJIEHHE COKPATHTEIBHOW CIIOCOOHOCTH
MaTKH{, HapylleHue QyHKIHMH [TOYEK Y IJI0/1a C MOCIEAYIOIHUM MaloOBOUEM (OJIMTOTHIPOAMHUOH )
W/WIH TIPEXKIEBPEMEHHOE 3aKPhITHE apTEPUATIBLHOIO MIPOTOKA Y IUI0JA).

JlakTanmsa

HecmoTtps Ha To, uTo nukiodenak, kak u apyrue HIIBII, npoHukaer B rpyiHO€ MOJIOKO B MajiOM
KOJIMYECTBE, Mpenapar He ciielyeT NPUMEHATh B Mepuo/1 I'PyJHOTO BCKapMJIMBaHUS BO U30€KaHUE
HEeXKeJIaTeIbHOIO BIMSHMS Ha peOeHka. [Ipu Heo6XoAMMOCTH MPUMEHEHUS MpenapaTa y )KeHIUHBI
B 3TOT IIEPHOJ TPYTHOE BCKapMIIMBAHUE IIPEKPAIIAOT.

DdepTUiabHOCTD

[Tockoneky muknodenak, kak u apyrue HIIBII, MoxeT oka3biBaTh OTpUIIATENILHOE ACHCTBHE Ha
(bepTUIBHOCTh, JKEHIIMHAM, IUIAHUPYIONIUM OEpEeMEHHOCTh, HE PEKOMEHIYeTCS IPUMEHATH
npenapat. [lanuenTkaMm, npoxoasiuM o0ciieIOBaHUE U JISYEHUE 110 TOBOAY OeCIUIous, penapar
CJIElyET OTMEHUTD.

4.7. Binsinue Ha CHOCOOHOCTH YupaBJjsTb TPAHCHOPTHBIMHU CpeACTBAMH H paﬁoTaTL C
MEXaHU3MaMu

[TaruenTam, y KOTOpbIX Ha (OoHE NMpUMeHeHMs npernapara {UKio(eHak BO3HUKAIOT 3pUTEIbHBIC
HapyIlEHUsl, TOJIOBOKPYKEHUE, COHJIMBOCTb, BEPTUIO WM JPyrue HAPYIICHHUS CO CTOPOHBI
LEHTPAJILHON HEPBHOM CUCTEMBI, HE CJIEAYET YIPABIISITh TPAHCIIOPTHBIMU CPECTBAMU U pabOTaTh C
MEXaHU3MaMHU.

4.8. HexennaTesibHble peakIuu

PesromMe ipodriig 0e30mmacHoCTH

HaubGonee wacto Bo3HUKaoUMU HexenareabHbIMU peakuusimu (HP), ormewaBmmmucs mpu
MPUMEHEHUH JUKJIO(EeHaKa, ObUIM HAPYIICHUS CO CTOPOHBI HEPBHOM CHCTEMBI, OpTaHa CliyXa H
nabupunTa, KKT, meueHn um KeTueBBIBOIANINX MyTEeH, KOXKM M TOJKOXHBIX TKaHEH, OOIIMX
HApYIIEHUW U peaklnil B MECTE BBEJACHUS.

Haubonee CePbE3HblEe HEdce/iamelbHble pedKyul, 603HUKAWUe npu npumMeHeHuu ()ulc/zoqbeHaKa

Hapywenus co cmoponbl cepoeuro-cocyoucmou cucmembl

JlaHHBIE KIMHWYECKHX HCCICIOBAHUN YKa3bIBAIOT HAa HEOOJBIIOE YBEIMYCHHUE PUCKA Pa3BUTHUS
CepJCUYHO-COCYIUCTBIX TPOMOOTHYECKUX OCIOXKHEHHH (Hampumep, uH(papkTa MHOKapja),
0COOEHHO TpHU JJIUTETLHOM NMPUMEHEHHH TUKIO(pEeHaKa B BBHICOKUX M103aX (CyTouHas mo3a Oosee
150 mr).

3pumenvuvle Hapyuierus

3puTenbHbIe PaCCTPONCTBA, TAKUE KaK HAapyILLIEHUE 3PEHUs, 3aTyMaHUBaHUE 3pEHUs WU TUIUIONHS, T10-
BUAUMOMY, sBistoTcst kiacc-ddpdexramu HIIBII, u oOpatuMbl mocie mpekpaieHusl NpUMEHEHUS.
Bo3MOXHBIM MEXaHM3MOM pa3BUTHUSA TAKUX PACCTPOMCTB SBJSIETCSl WHTUOMPOBAaHHE CHHTE3a
MIPOCTArJaHMHOB W JPYTHUX COIYTCTBYIOLUIMX BEILIECTB, YTO H3MEHSET PEryJsiliMi0 KpPOBOTOKa B
CeT4aTKe, KOTOPOE MPOSBISIETCS MOTEHUUATbHBIMU 3pUTENBHBIMU paccTpoicTBamu. llpu pasButum
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0(TaJIbMOJIOTMYECKOT0 00CIEIOBAHUS [Tl UCKITIOYEHUS KAKUX-JINOO PYruX NPUUUH.

PesroMe HexxenaTeapbHbIX PEAKIIi

HP crpynmupoBaHbl 10 CHCTEMHO-OPTaHHBIM KjlaccaM B COOTBETCTBHM cO ciioBapeM MedDRA wu
gacrtoror pazButusi HP Bcemmphoii opranmzanuu 3apaBooxpanenus (BO3): ouenp wacto (> 1/10),
gacto (> 1/100, vo < 1/10), Hewacro (> 1/1000, vo < 1/100), peaxo (= 1/10000, Ho < 1/1000), oueHb
penko (< 1/10000), yactotra HeM3BeCTHA (HA OCHOBAHUH UMEIOITUXCS TAHHBIX OIICHUTh HEBO3MOJKHO).

HexenarennHbie pe€aknuu NpeacTaBjICHbl B COOTBETCTBUU C CI/ICTCMHO-OpFaHHOI\/’I Knaccn(bmcauneﬁ
B IMOPAAKE YMCHBIICHUS 3HAYUMOCTH.

Hnghexyuu u uneazuu: 04eHb peiKo — MOCTUHBEKIMOHHBIN abciiecc.

Hapywenus co cmoponvl kposu u aumgamuieckou cucmemvl: 0OYEHb PEIKO — TPOMOOIIUTONIEHUS,
JIEHKOTICHU S, TEMOJTUTHYECKAsT aHEMHUsI, alJTACTUYECKasi aHEMHSI, arpaHyJI0IUTO3.

Hapywenus co cmopoubl  UMMYHHOU  Ccucmembvl: PEIKO — THIEPYYBCTBUTEIIBLHOCTD,
aHa(wIakTHYecKre/aHa(UIaKTOUAHbIE PEAaKIMK, BKIIOYas CHUKEHUE apTEepUAIbHOTO JaBJICHUS
(Al) 1 I0K; OYEHb PEIKO — AHTMOHEBPOTUYECKHH OTEK (BKJIIOYAsi OTEK JIMIIA).

Icuxuueckue HapyuteHus.: O4YCHb PCAKO — AC30pUCHTALUA, ACIIPECCUA, 6€CCOHHI/IHa, KOIIMAapHBEBIC
CHOBUJCHUSA, pa3aApaXKUTCIbHOCTD, ICUXWUYCCKUC HAPYUHICHUA.

Hapywenuss co cmoponsl nHepsroti cucmemvi: 9acTO — TOJIOBHAsA 0OJIb, TOJOBOKPYKEHHE; PEIKO —
COHJIMBOCTh; OYEHb PEIKO — HAPYILIECHHUS YYyBCTBUTEIBHOCTH, BKIIIOYAs MApeCTE3HMH, PacCTpOMCTBa
MaMSITH, TPEMOP, CYJOPOTH, OIIYIICHHE TPEBOTU, OCTPhIC HAPYIIECHHs] MO3TOBOTO KPOBOOOpAIICHHUS,
acenTUYEeCKU MEHUHTHT.

Hapywenusa co cmoponvl opeana 3peHus: OYEHb PEIKO — HapyLIEHUs 3peHMs (3aTyMaHHUBAaHUE
3peHus), TUIUIONUS.

Hapywenus co cmoponvl opeana cnyxa u 1adupunma: 4acto — BEpTUT0; OUYEHb PEIKO — HAPYIICHUS
ciIyxa, IIIyM B yIIIax.
Hapywenus co cmoponvl cepoya: He4acTo — MHGPAPKT MHOKapja, cepaedHas HeJOCTaTOYHOCTb,

OlLIyllleHue cepauedueHus, ©O0ab B TpyAM; dYacToTa HeuWsBecTHa — cuHApoM KoyHuca
(anmnepruyeckuil OCTPbI KOPOHAPHBIA CUHAPOM).

Hapywenus co cmoponwvl cocyoos: oueHb peako — nosbliienne AJl, BacCKymnur.

Hapywenus co cmoponvl Ovixamenvholi cucmemvl, Op2aHOo8 2pyOHOU KIemKU U CpPeoOOCMmeHUs.
penko — OpoHxXHalibHasA acTMa (BKJIOYas OJBIIIKY); OUE€Hb PEJIKO — THEBMOHMT.

Hapywenusi co cmopoHbl dceny0ouHo-KumeuHo2o mpakma: 4acto — abIOMUHAIbHAs 0O0JIb, TOIIHOTA,
pBOTa, 1uaped, AUCICIICUA, METCOPU3M, CHIIKCHHC aIllICTUTA; PCAKO — raCTpUT, KETYyJOYHO-KUIIECYHOC
KPOBOTEUYCHHUE, PBOTA C KPOBBIO, MEJICHA, JTapes C IPUMECHIO KPOBH, SI3BBI JKEITYIKA U KHIICYHHUKA (C
Wi 0e3 KPOBOTCUYCHUS, CTCHO3a WM Iepdoparuy, ¢ BO3MOXKHBIM Pa3BUTHEM TICPUTOHUTA); OYCHB
pPE€AKO — CTOMATUT, TJIOCCUT, IMOBPCKIACHUA IMHIICBOAd, BO3HHMKHOBCHHC )II/Ia(bpaFMOHO)IO6HLIX
CTPUKTYp B KHUILIIEUHUKE, KOJUT (HEeCIeUU(PUUECKUN reMOpparuuyeckuii KOJIMUT, UIIEMUYECKUNA KOJIMT,
o0ocTpeHue I3BEHHOT0 KoyuTa uin 0ose3Hu Kpona), 3amop, maHkpeaTuT, JUCTeB3usl.

Hapywenusa co cmoponvl neuenu u dcenyesbleo0Awux nymeu: 4acTo — IOBBIIIEHUE aKTUBHOCTU
aMUHOTpaHcdepas B IIa3Me KPOBH; PEIKO — TEHaTHT, JKENTyXa, HapyIIeHUs (YHKIUH IEUEHU;
OYEHb PEJKO — MOJHUEHOCHBIN IelaTuT, HEKPO3 NIEYEHU, IEYEHOYHAs! HEJOCTATOYHOCTb.

Hapywenus co cmoponbl Kodicu u NOOKOICHbIX MKaHel: YaCTO — KOKHAs ChlIlb; PEJIKO — KPallMBHULIA;
OYEHb PEIKO — OYyIIE3HBIN IepMaTUT, dK3eMa, 3pUTemMa, MHOroGopMHas spurema, cuaapom CTuBeHca-
JxoHcona, cunapoM Jlaiienna (TOKCHYECKHI SNUAEPMAiIbHBIM HEKPOIH3), 3KC(OIMATHBHBINA
JepMaTHT, 3yJl, aJIOTIELHsl, peakuu (pOTOUYBCTBUTEIBHOCTH, ITypIypa, mypiypa Lllenneiina-I'enoxa.
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Hapywenus co cmoponst nouexk u mouegvi8o0suux nymeﬁ.":ggéﬁg Eﬂg)ﬂ%“l- %@%‘Q%ﬁ*ﬁ%}%

nmovyek (ocTpas TIoOYeuyHas HEJOCTaTOYHOCTb), TIe€MaTypus, MPOTEUHYpHUs, TYyOyJIOMHTEPCTHU-
HuanbHbIA HeQPUT, HEPPOTUUECKUM CUHIPOM, MAMUIUIAPHBIA HEKPO3.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHusl. 4acTo — 00JIb, YIULIOTHEHHE B MECTE UHBEKITUH;
PEIKO — OTEKH, HEKPO3 B MECTE BBEJICHUS TIperiapara.

Co00I1I1eHns 0 M0I03PEBAEMBIX HEXKEIATEILHBIX DEAKIIHIX

BakHo coo0miaTh 0 mogo3peBaeMbIX HEKENIATENbHBIX PEAKIMAX ITOCIIE PErUCTPALN JIEKAPCTBEHHOTO
nperapara ¢ Ienblo 00eCedeHnsT HelIPephIBHOIO MOHUTOPHHTA COOTHOIIGHHUS «II0JIb3a-PHUCK» JIeKap-
CTBEHHOT'O Ipenapara. MeIuuuHCKIM pabOTHUKAM PEKOMEHIYEeTCs cOOOIIaTh O JHOOBIX IOJ03pEBa-
CMbIX HECXKCIIATCIIbHBIX PEeaKIUAX JICKApCTBCHHOI'O IIpfliapara 4YE€pe3 HAOUOHAJIBHBIC CHUCTCMBbI
COOOIIEHHS O HEXENATENIBHBIX PEAKIMAX TOCYAApCTB — WieHOB EBpa3niickoro SKOHOMUYECKOTO CO03a.

Poccniickas @enepanns

denepanpHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS
Anpec: 109012, r. Mocksa, CnaBsiHCKast tuiomaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnektpoHHas nmoyra: pharm@roszdravnadzor.gov.ru

Anpec B untepsere: https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CHUMIITOMBI

PBoTa, *enyn04yHO-KHUIIIEYHOE KPOBOTECUEHHE, AUAPES], TOJOBOKPYKEHHE, IIyM B YIIax, CyJAOpPOTH.
B cnydyae 3HaUMTENBHOTO OTPABJICHUSA, BOBMOKHO Pa3BUTUE OCTPOM MOYEUHOW HEIOCTATOYHOCTH U
MOPAXKEHUS TICYEHH.

Jleuenue

[loxnep:xuBaroniee ¥ CUMITOMAaTHYECKOE JICYEHUE MTOKA3aHO IIPHU TAKUX OCJIOKHEHMSX KaK CHU)KECHHE
AJl, mouedHass HEOCTATOYHOCTh, CyAOpOru, HapymeHus: co cTopoHsl JKKT u yrHereHue npixaHwsl.
dopcupoBaHHBI AUype3, remoauanu3 wim remonepdysus g BeiBenenus HIIBIL B T. 4. mukio-
(eHaka, U3 opranu3Ma Hed(PEKTUBHBI, TaK KaK JEHCTBYIOLIME BEUIECTBA 3TUX IIPENapaToB B 3HAUU-
TEJIbHOW CTENEHU CBA3BIBAIOTCS C OEIKAMU IJIa3Mbl U IIOJIBEPIalOTCS UHTEHCUBHOMY METa00IU3MY.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

CDapMaKOTepaneBanecxaﬂ I'pymma: IMPOTUBOBOCIIAJINTCIILHBIC u IMPOTHUBOPEBMATUYICCKHC
npemnaparbl; HCECTCPOHUIHBLIC IIPOTHUBOBOCHAIUTCIIBHBIC W IMPOTUBOPEBMATHUYCCKUC IIPCIIApaThI;
IMPOHU3BOJHBIC YKCYCHOﬁ KHCJIOTBI U pOACTBCHHBIC COCIMHCHUA.

Kon ATX: MO1ABOS.

MexaHu3M AeicTBUS

OCHOBHBIM MCXaHHU3MOM HeﬁCTBHﬂ I[I/IKHO(i)eHaKa, YCTaHOBJ'IeHHI)IM B HCCIICOHOBAHHUAX, CUHUTACTCA
TOpMO)KCHI/Ie 6I/IOCI/IHT633 HpOCTaFJ'IaHI[I/IHOB. HpOCTaFJ'IaHJII/IHBI I/IFpaIOT Ba)KHYIO pOJ'IB B I'CHEC3EC
BOCIIAJICHUs, OOJI 1 JTUXOPAIKH.

dapmakoanHaMudecKue d3OHEKTHI

JII/IKJ'IO(beHaK HaTpusd OKa3bIBACT BLIPAKCHHOC IIPOTUBOBOCHATIUTCIIBHOC, AHAJIBICTUYCCKOC H
YKapOIIOHMIKAIOIIIEE ICHCTBHE.
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. OCNENOBATE HOCTR 00010
In vitro muxnodeHax HaTpus B KOHIUEHTPALUSX, KB panenTilbik Telcqédfbpme* [k)c%rzira}()'rc’ﬂ‘ HLh

JICYEHUU TAIMEHTOB, HE MOJaBisieT OMOCHMHTE3 NMPOTEOIVIMKAHOB XpslieBoi TkaHu. Ilpu peBmaru-
4eCKMX 3a00JIEBaHMAX IPOTHBOBOCHAINUTEIBHOE W aHAIBIE3UPYIOLIEE CBOMCTBA JHMKIO(EHAKa
o0ecrieunBaOT  KIMHUYECKUN 3 (deKT, XapaKTepU3yIOILMICS 3HAUYUTEIbHBIM  YMEHBIIEHUEM
BBIPQ)KEHHOCTU TAKUX MPOSIBICHUN, KaK O0JIb B MOKOE U MPH JBIKEHUH, YTPEHHSSI CKOBAHHOCTh U
IIPUITYXJIOCTh CYCTaBOB, a TAKXKE YITydIlIeHUEM (PYHKIHMOHAIBLHOTO COCTOSIHUSL. OTMEUEH BbIPaKEHHBIN
aHanbreTndyeckuil 3¢ ¢exr mukiodeHaka NP YMEPEHHOW M CWIBHOM O0JIM HEPEeBMaTHUYECKOTO
npoucxoxenus. Ob6neryenue 6oy Hacrymaer yepe3 15-30 munyt. Ilpu mocrrpaBmMaTtuueckux u
MIOCJIEONIEPALMOHHBIX BOCHAIUTENbHBIX ABJICHUAX JUKIO(PEHaK OBICTPO KymUpyeT 0oJib (Kak B IMOKOE,
TaK U MpHU JBWKEHWUHU), YMEHBIIAET BOCTIAINTEIbHBIA OTEK M OTEK IOCJeonepalioHHol paHbl. [Ipu
IIPUMEHEHUN B KOMOMHAIMU C ONUOUAMH y TAllMEHTOB C MOCIEONEPAllMOHHON O0JIbI0 TUKIO(PEHAK
JOCTOBEPHO CHIKAET MOTPEOHOCTh B ONMOUIHBIX aHalIbreTukax. O01eryaer NpucTynbl MUTPEHU.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOcopOrus

[locne BHYTPUMBIIIEYHOTO BBEIEHUS 75 MI' IUKJIO(EHAKa €ro BCAChIBAHUE HAUMHAETCSl HEMEUIEHHO.
MaxkcumarnpeHasi KoHueHTparus B 1miazMe (Cpay), CpelHee 3Haue€HHE KOTOPOM COCTaBISIET OKOJIO
2,5 MKr/ma (8 MKMOJIB/JT), pocturaercs npuMepHo uepe3 20 muHyT. KosmuecTBo BcachIBaroIIErocs
JENCTBYIOILIETO BEIIECTBA HAXOAUTCS B IMHEHHON 3aBUCUMOCTH OT BEJIMUMHBI JI03bI IIperapara.

Bennuuna nmomany noa kpuBoi «koHueHTpauus-speMs» (AUC) rmocie BHYTPUMBIILIEYHOTO BBEACHHUS
IMKIO(peHaKa NpUMEpHO B 2 pas3a Oosblie, 4eM I0OCIE €ro NEPOPAIbHOI0 WM PEKTAIbHOIO
IIPUMEHEHUs], TIOCKOJIbKY B IMOCIEJHHUX CIIydasX OKOJIO IIOJIOBUHBI KOJMYECTBa JUKIO(eHaka
METaboIM3UPYETCSl MPU «IIEPBOM IPOXOXKJICHUW» uepe3 IedeHb. [lpu mocnemyrommx BBEIEHUSX
npernapara (papMakOKMHETUYECKHME IIOKa3arenu He usMeHstores. Ilpu  ycnoBum  coOmoneHus
PEKOMEHTyeMbIX UHTEPBATIOB MEX1y BBEJCHUSAMHU AUKIO(EeHaKa KyMYJISLUU HE OTMEYAeTCs.

Pacnpenenenne

Csi3p ¢ OenkamMu CHIBOPOTKH KpoBU — 99,7 %, mpeumyiectBeHHO ¢ anbOymuHoM (99,4 %).
Kaxymuiics 06beMm pacrnipenenenus cocrasisier 0,12—0,17 n/kr.

JluknodeHak MPOHUKAET B CHHOBHAIBHYIO JKUIKOCTb, IJIE €ro MaKCUMajbHas KOHLIEHTpalus
nocruraercst Ha 2—4 Jaca 1osxe, 4yem B mia3Me kposu. Kaxymuiica nepuon nomayBeiBeaenus (T72)
U3 CHHOBUAJIBHOW JKUIKOCTU cocTaBisieT 3—6 uacoB. Yepes 2 wyaca mnocie JOCTHKEHUS
MaKCUMAaJIbHOM KOHLIEHTpAallMKd B IUIa3ME€ KPOBU KOHIEHTpalUs AUKIO(pEHaKa B CHHOBHAJIBLHOU
KUJKOCTHU BBIIIE, YEM B IJIa3ME KPOBU, U €€ 3HAUCHHUS OCTAIOTCsI 00siee BHICOKUMU Ha MPOTHKEHUU
nepuoja BpeMeHu Ao 12 yacos.

Jluknodenak mpoHUKAET B TPYIHOE MOJIOKO.

Juknodenak 6b6u1 0OHApYKeH B HU3KUX KOHIEeHTpanusax (100 Hr/mit) B TpyTHOM MOJIOKE OJHOM U3
kopMsmux Mareped. [Ipennosaraemoe KOJMYECTBO IIpenapaTa, IONAJAIOIIEr0 4epe3 TIPyAHOe
MOJIOKO B OpraHU3M pedeHka, 3kBuBajieHTHO 0,03 MI/Kr/cyTku.

Bbuorpancdopmarus

Merabonmu3M AuKiIo(deHaKa OCYLIECTBISIETCSl YAaCTUYHO ITYTE€M TIJIFOKYPOHHPOBAHUS HEU3MEHEHHOM
MOJIEKYIIbI, HO IPEUMYILECTBEHHO TOCPEICTBOM OJHOKPATHOTO M MHOTOKPATHOTO THUAPOKCHIIMPOBAHUS
U METOKCWJIMPOBAHUS, YTO MPHUBOAUT K OOpa30BAHUIO HECKOJIBKUX (DEHOJIbHBIX METab0JIMTOB
(3'-ruppokcu-, 4'-rungpoxcu-, S'-runpokcu-, 4',5-purugpoxkcu- u - 3'-ruapokcu-4'-mMeTokcuauKinode-
Haka), OOJBIIMHCTBO M3 KOTOPBIX IPEBPAILACTCS B TIIIIOKYPOHOBbIE KOHBIOraThl. J[Ba (PEHOJBHBIX
MeTabouTa OUOJIOTUYECKH aKTHBHBI, HO B 3HAUMTEIbHO MEHbBILEH CTeleHH, yeM AukiopeHak. B
MeTabosm3Me npenapara npuHuMaet yuactue uzopepment CYP2C9.
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(NOCNEOCBATENEHOCTE 0001)

DauMuHaALS

OOt cUCTEMHBIN TUIa3MEHHBIN KIMPEHC AUKIOpeHaKa cocTapiseT 263 + 56 MiI/MUH.

Koneunsiii nepuon nonyseiBeaenus (T72) cocraBnser 1-2 yaca. T'.2 4-x MeTabonIMTOB, BKIHOYAS
nBa (apMaKoJOTMYECKH aKTUBHBIX, TaKKe HEMPOJOJDKUTENIeH U cocTaBiser 1-3 uvaca. OauH u3
MeTa0oIHUTOB, 3'-ruaApoKcUu-4'-MeToKCUIMKIO(PeHak, umeeT Oojee MIUTENbHBIA TY2, OAHAKO 3TOT
MEeTaOOJIUT MOJHOCTHIO HEAKTUBEH.

Oxoso 60 % 10361 TIpenapara BBHIBOJWTCS MOYKAMH B BHJIE TJIFOKYPOHOBBIX KOHBIOTATOB HEHM3MeE-
HEHHOTO JICHCTBYIOIIETO BEIIECTBA, a TAKXKE B BHJIE METAaOOJMTOB, OOJBITUHCTBO M3 KOTOPHIX TOXKE
MIPE/ICTABIIIOT COOOM TJIFOKYPOHOBBIC KOHBIOTAThl. B HEeM3MEHEHHOM BHE BBIBOAMTCS MeHee 1 %
mukiodenaka. OcraBmiascst 9acTh 10361 MPerapaTa BEIBOAUTCS B BUJIC META0OIMTOB C KEITUBIO.

JInHeHOCTh (HEIUHEWNHOCTB)

KOHIICHTpaIII/ISI nnmo@eHaKa B IIa3M€ KpOBU JIMHEIHO 3aBUCHUT OT BEIWYHUHBI HpHMCHﬂCMOﬁ JO3BI.

Oco0bIe IPVIIIGI ITAIUEHTOB

BcacbkiBanue, MmeTa0o01M3M U BBIBEJICHHE Mpenapara He 3aBUCAT OT Bo3pacTta. OJJHAKO y HEKOTOPBIX
MAlUEHTOB TMOXWIOr0 Bo3pacTa Iociie 15-MUHYTHON BHYTPUBEHHOM HH(QY3UH OTMEUEHO
yBEIUYCHUE KOHIICHTpAllMU aukiodeHaka B 1iazMe KpoBu Ha 50 % 10 CpaBHEHHWIO C TaKOBBIM
MO0Ka3aTesieM y 3J0pOBBIX 10OPOBOJIBIEB O0OJIEe MOJIOJOI0 BO3pacTa.

VY nanueHToB C HapylmieHueM (YHKIUU IMOYEeK NIpU COOIOJECHUH PEKOMEHJIOBAaHHOIO pexuMa
JO3UPOBAHUS KyMYJISILIUM HEU3MEHEHHOTO JEHCTBYIOIIETO BEMIECTBA HE OTMEYAETCsl.

IIpu xinupeHce kpeatnHuHa wMeHee 10 MII/MHUH pacyeTHble pPABHOBECHBIE KOHIIEHTPAIUH
TUIPOKCUMETA00IUTOB AUKIIO(EeHaKka IPUMEPHO B 4 pasa BbILIE, YEM Yy 3/10POBBIX JOOPOBOJIBIIEB,
IIPU 3TOM META0O0JIUThI BHIBOJIATCS UCKIIOYUTENBHO C KEITYBIO.

VY nanueHToB ¢ XpOHWYECKUM T'e€MaTUTOM WM KOMIIEHCHPOBAHHBIM IIMPPO30M IEUEHHU TOKA3aTEIN
(hapMaKOKHHETHUKH TUKJIO(DEHaKa aHATOTUYHBI TAKOBBIM Y MAITUEHTOB 0€3 3a001€BaHUI TTCUEHHU.

6. DAPMALIEBTUYECKHUE CBOUCTBA

6.1. [lepeuenb BCIOMOrareJbHbIX BellleCTB

[IponmneHrnukonp

MaHHUTOJN (MAaHHUT)

ben3unoselii ciupt

Hatpust nucynsut (Hatpus metaducyabpur)

Hatpust runpoxcuna pactBop 1 M (mns koppekuuu pH)

Bopa niist uHbpeximn
6.2. HecoBMecTUMOCTE

JlaHHBIN JIEKapCTBEHHBIM IIpenapar HE CleAyeT CMEIMBAaTh C JAPYTHMH JIEKapCTBEHHBIMHU
IpernapaTamu, 3a UCKJIIOUEHUEM YKa3aHHbIX B pazjene 6.6.

6.3. Cpok rognocTu (CpoK XpaHeHmusl)

2 rona.
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OCNEOOBATENEHOCTL 0DOT
6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHUH (MOCHELOBATENMBHOCTL 0001)

B 3amumienHoM ot cBeTa MecTe npu Temreparype He Bbiie 25 °C.
6.5. Xapakrep u coaepkaHue YIIaKOBKH
[To 3 M3 B ammynbl HEUTPAJIILHOTO CTEKJIA UM OECLIBETHOI'O CTEKJIa MEPBOTO TUAPOJIUTUYECKOTO

Ki1acCa C TOYKaMH1 HaJJJIoMa WM KOJIbIIaMH.

[To 10 ammyn BMecTe ¢ MHCTPYKIMEH MO MEIUIUHCKOMY IPUMEHEHUIO MOMEUIAl0T B KOPOOKY M3
KapTOHA.

[To 5 ammyn NOMEIAT B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IJIEHKH MOJIUBHHWIXJIOPUIHOM.
[Io 1 wim 2 KOHTYpHBIE SYEHKOBBIE YIAKOBKH BMECTE€ C HHCTPYKIMEH IO MEAUIMHCKOMY

MPUMCHCHUIO ITIOMEIIAIOT B ITAYKY U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NMPH YTHIH3AMUMN MCIOJIb30BAHHOIO JIEKAPCTBEHHOI'0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUsl JEeKApCTBEHHOro npenapara, u
Apyrue MAHUIMYJISIMHU C PenapaToM

ITocne 0THOKpaTHOTO IPUMEHEHHS HEUCIIOIb30BAHHBIE OCTATKU pacTBOpa mpemnapara Jukinodenak
MOJJIeXKaT YyTUIN3aUU B COOTBETCTBUU C JIOKAJIbHBIMU TPEOOBAHUSMHU.
7. AEPKATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickass ~ ®enepanusa, OAO  «JAJIBXUM®OAPM», 680001, XabapoBckuii  Kpa,
r. Xabaposck, yi. Tamkentckas, a. 22, ten/daxc (4212) 53-91-86. dhfl@dhf khv.ru.

7.1. IlpeacraBuTe)ib Aep:KaTeisl perucTPAlMOHHOI0 YA0CTOBEPEeHU

IIperen3un moTpeOUTENE HAIPABIISITE IO AJPECY:

Poccuiickass ~ ®denepanusa, OAO  «JAJIBXUM®OAPM», 680001, XabapoBckuii  Kpa,
r. Xabaposck, yi. Tamkentckas, a. 22, ten/daxc (4212) 53-91-86. dhfl@dhf khv.ru.

8. HOMEP (HOMEPA) PETUCTPALHIUOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIN ITpenapaT OTHOCUTCA K KATErOPUH OTIIYCKa MO PELEnTy.

OOmas xapakTepuCcTUKa JICKApCTBEHHOTO Ipemnapara JMKimodeHak IOCTyliHa B €IMHOM pEecTpe
3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3wWiickoro SKOHOMHYECKOTO COI03a W Ha
opHIMaTHFHOM CalTe YIIOJTHOMOYEHHOTO OpraHa (dKCIepTHOM opranu3amun) http://eec.eaeunion.org/.
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