COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 24.03.2025 N= 7823

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAHUMEHOBAHHUE JJEKAPCTBEHHOI'O ITIPEITAPATA

Huknodenak Penesan, 25 mr/mit, pacTBOp Il BHYTPUMBIIIEYHOTO BBEICHUS.

2.  KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB

JleiicTByromee BeecTBO: AUKI0(EHaK.

Kaxxapiii Mt pacTBOpa COACPKUT 25 MT TUKIIOGEHAKA HATPHS.

Kaxxnas amirysna o0beMoM 3 MIT coiepkUT 75 Mr nukiodeHaka HaTpHsl.

BcenomorarenbHble BEMECTBA, HAJIMYKME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
npenapara: OEH3WJIOBBIM CIUPT, HATPUS MeTaObucynb(uT (HATpUs JUCYIb(UT), HATPHA
(cm. paznen 4.4.).

[TonHbIif epedeHb BCIIOMOTraTeNbHBIX BEIIECTB MPUBECH B passene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

PactBOp 1151 BHYTPUMBIIIIEYHOTO BBEACHHUS.

[Tpo3paunblii OecUBETHBIM WM CIIETKa >KEITOBATOrO 1IBETa PAacTBOP CO CJIa0BIM XapaKTEPHBIM
3amaxoM.

4.  KIIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHUIO

Juknodenak PeneBan noka3aH K MIpUMEHEHHUIO y B3pOCIBIX B Bo3pacte oT 18 Jjer.

e BocnamuTtenbHble U JEeT€HEpAaTUBHbIE 3a00JEBaHUS OMOPHO-IABUIATEIBHOIO arlapara,
B TOM YHCJIE:

— PpEBMaTOWJHBIN apTPUT;

— aHKWIO3UPYIOUIUI CIIOHAWIUT U IpYTHe CIIOHIUI0apTPONaTHH;

— 0CTE0apTpo3;

— MOAArpUYECKUN apTPHT,

— OypcuT, TeH10BaruHuT;

— OoJieBble CUHJIPOMBI CO CTOPOHBI TO3BOHOYHMKA (JIFoMOAro, UIIHANTHsl, OCCANITUsl, HEBPAJTHS,
MUAJTHS, ApTPAITUs, PAAUKYJIUT);

® [I0YEYHAas U JKeIYHasi KOJIUKH,

® TIOCTTPAaBMATHYECKUH W TIOCJICONEPAIMOHHBIN OO0JEBOM CHHAPOM, COIPOBOKIAIOIIUIACS
BOCIAJIEHUEM,

® TsDKENbIE MPUCTYIBI MUTPEHH.

4.2. PeskuM 103UPOBAHMSA U CNIOCOO MPUMEHEHUSs

PexxuM 1o3upoBaHus

Jlo3a npenapara mox0upaeTcss MHAUBUAYAIBHO, IPU 3TOM C LIEJIbI0 CHUKEHHSI pUCKA Pa3BUTHUS
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0 BO3MOXXHOCTH, C MaKCUMaJIbHO KOPOTKHUM II€PHOJIOM JIEYCHHS, B COOTBETCTBHH C IIEIIBIO
JICYCHHSI U COCTOSIHUEM TAIHEHTA.

Huknodenak PeneBanm B ammyinax oOCOOCHHO TOAXOAUT JUIsl HA4YalbHOTO JICUCHUS
BOCHAJIMTENBHBIX U JIETCHEPATUBHBIX PEBMATHUECKHUX 3a00JIeBaHUM, a TaKkKe OOJH BCIEICTBUE
BOCTIQJICHUSI HEPEBMATUYECKOTO IIPOUCXOXKACHUSI.

He cnenyer npuMeHsTh HHBEKIMU AUKIOQEeHaKa Oonee 2 AHel moAps.

Jo3a 00b19HO cocraBisieT 75 mr (comepxkumoe 1 ammynsl) 1 pa3 B cyTku. B TspKenbIx ciydasx
(Hampumep, TpU KOJIMKaxX) B BUJE UCKIIOYEHUS, MOTYT ObITh MPOBEACHBI 2 UHBEKIUU 10 75 Mr
C TPOMEXYTKOM B HECKOJIBKO 4YacoB (BTOPYIO HWHBEKIHIO CIEAyeT IPOBOJUTH
B KOHTpaJlaTepaJIbHYIO ATOJMILY). B KadecTBe abTepHATHBBI, OJIHY HHBEKIIHIO Iperapara B IeHb
(75 Mr) MOXHO KOMOMHHPOBAaTH C MPHEMOM JPYIMX JIEKApCTBEHHBIX (opM aukIopeHaka
(TabneTku, peKTalbHbIE CYNIO3UTOPHH), MPU STOM CyMMapHas CyTOYHas J03a He JOJDKHA
npesbiath 150 mr.

[Ipr mpuctymax MUTpPEHH JICYCHWE HAYMHAIOT KaK MOXKHO DPAaHBIIE TOCIIE Hadaja MPHUCTYIa
C BHYTPUMBIIIIEYHOTO BBeACHHs AukiodeHaka B goze 75 mr (1 ammnyna). [Ipu HeoOxomumoctu
BO3MOXKHO MIPUMEHEHHE TUKIO(pEHaKa B IPYrUX JIEKAPCTBEHHBIX (hOpMax, IpU 3TOM CyMMapHas
CyTOYHas 71032 HE JJOJDKHA MpeBblaTh 150 Mr B cyTKHU.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmur nodcunozo 6o3pacma (= 65 nem)

Koppexkunn HavanpHOW [03bl y NAalMEHTOB B Bo3pacTe 65 JeT M crapuie, Kak IMpPaBHIIoO,
He TpeOyerca. OmHaKO, MCXOAs W3 OOIIMX MEIUIIMHCKUX COOOIICHHH, ClieayeT coOJ0IaTh
OCTOPOKHOCTB y OCJIA0JIEHHBIX MOKUJIBIX MMAllMEHTOB UJIM MAllMEHTOB C HU3KOM Maccoil Tena.
Iayuenmor ¢ 3a60ne6aHusMU  CEPOEYHO-COCYOUCTIOU CUCTEMbL UTU  BbICOKUM PUCKOM
3a601e8anuil cepOeyHo-coCYOUCOLL CUCTEeMbl

Cnenyer ¢ 0co00il OCTOPOKHOCTBIO MPHUMEHSTHh MHpernapaTr y MHalMeHTOB C 3a00JieBaHUSMU
CEpJIEYHO-COCYIUCTOM  CHUCTEMBl ~ WMJIM  BBICOKMM  PHCKOM  pa3BUTHS  3a0oyieBaHUM
CEpJICYHO-COCYAUCTON cucTeMbl. [Ipyn HeoOXoauMocTH JuIUTeabHOU Teparnuu (Oonee 4 Heelnb)
y TaKMX MAUEHTOB CJIEyeT MPUMEHSTH NIpenapar B CyTOYHOM /103€, He npesbimatomeii 100 mr.
Iayuenmul ¢ napywenuem QynKyuu novex

Het naHHBIX 0 HEOOXOAMMOCTH KOPPEKLHHU J03bl MPH NMPUMEHEHUH Ipernapara y MalueHTOB
C HapyleHUsMH (YHKIIMM TOYEK B CBA3M C OTCYTCTBHEM MCCIIEOBaHUN 0€301MacHOCTH
NpUMEHEeHUs Tperapara y MalueHTOB JaHHOH kateropuu. Creayer coOaoaTh OCTOPOKHOCTh
IIpY IPUMEHEHUH Npenapara y NalMeHTOB ¢ HapyleHUeM (QYHKINHU MOYEK.

[Ipumenenue npemnapara y MarMeHToOB ¢ MOYEUYHON HEIOCTATOYHOCTHIO (CKOPOCTh KIIyOOUKOBOM
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(cM. pasaen 4.3.).
Ilayuenmel ¢ napywenuem ynKyuu nevenu
Her maHHBIX 0 HEOOXOIMMOCTH KOPPEKIHH 03Bl NPH MPUMEHEHUH Mpernapara y IalieHTOB
C HapyHIeHUSMH (DYHKINU NIEUYCHH JICTKOM M CpelHEeH CTEIEeHH TSDKECTH B CBSA3H C OTCYTCTBHUEM
UCCIIeIOBaHM 0€30IacHOCTH TNPUMEHEHUs Mpernapara y MaHHOW KaTerOpHuH MalMeHTOB.
[IpumeHenne mpemnapara y HAIMEHTOB C HapylIeHHEM (DYHKIUH TEYCHH TSKEIOW CTETeHU
POTHBOIOKA3aHo (cM. paszaen 4.3.).

eTu
Juxnodpenak PeneBan He ciemyeT mpuMeEHSATh y nereid B Boszpacte or 0 mo 18 mer B cBs3m
C TPYIHOCTBIO JO3WPOBAHUS Tpernapara; Mpu HEOOXOAMMOCTH JICUCHHS Yy NAaHHOW KaTeropuu
NalMEHTOB JUKJIO()EHAK MOYKHO IPUMEHSTH B TAOJIETKAX MM CYNIIO3UTOPHUSIX.

Cnoco6 IIPUMCHCHUA

Jlukiodenak BBOIAT MyTEM TIyOOKOH MHBEKUIMH B ATOAMYHYIO MbImy. [Ipu HEoOXomumocTH
JICYCHHE MOYKHO TPOIOJDKHUTD JUKIOPEHAKOM B TaOJETKaX WM PEKTATBHBIX CYIIIO3UTOPHSIX.
[Tpu npoBeeHUU BHYTPUMBIILICUHOW UHBEKIMU I TOTO, YTOOBI H30€KaTh NOBPEKICHNUS HEPBa
WIN JPYTUX TKaHEW B MECT€ MHBEKLMHU (YTO MOXKET MPUBECTU K MBIIIEYHON ci1abocTu, mapesy,
CHI)KEHMIO YYBCTBUTEJIBHOCTH WJIM MEIWKaMEHTO3HOH 3MOonuu koxu (Cunapom Hukomnay)),
PEKOMEHAYETCS IPUACPHKUBATHCS CIEAYIOIUX MPABUIIL.

[Ipenapat cienyer BBOAWUTH TIIIYOOKO BHYTPHUMBIIIEYHO B BEpXHMHA HapyXHBIH KBaJpaHT
ATOJJMYHON 00J1aCTH ¢ COOJIIO/IEHUEM IIPABUIT ACEITUKH.

PactBop mpemapata gomkeH ObITh mpo3pauHbiM. He cimegyer mnpuMeHSATh pacTBOp
C KPUCTAJUIMYECKUM WJIM JIPYTHUM OCaZKOM. AMITYJly IpernapaTa cleAyeT UCIOIb30BaTh TOJIbKO
OJlMH pa3. PacTBop cienyer BBOAUTH HEMEMJIEHHO IIOCIIE BCKPBITUA amiyisl. [Ipn npuMeHnenun
npenapara CleAyeT HCIOJIb30BaTh MOAXOASIIYIO JUIMHY UIJIBI M BEPHYIO TEXHUKY HUHBEKIUU
(yuuTbIBasi TOJIIMHY STOAMYHOTO JKHpa KOHKPETHOTO TMallMeHTa), 4YTOOBl u30exarhb
HEeNpeJHAMEPEHHOT0 MOJK0XHOro BBeleHUs. He ciemyeT cMmemuBaTh pacTBOp IUKIO(EHAaKa,
COJIEpIKalIMIiCs B aMITyJIax, C paCTBOPaMH JIPYTUX JIEKAPCTBEHHBIX CPEACTB JUIsl UHBEKLINN.

4.3. TIpoTHBONMOKa3aHMA

e [ UNepuyBCTBUTEIBHOCTh K AUKIO(EHAKy WINM K JI0O0OMY M3 BCIHOMOTaTENbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.;

e o0ocTpeHHe SI3BEHHON OOJIE3HM XKeNlyJKka U JABEHAJAaTUIIEPCTHON KHIIKH, KPOBOTEUYEHUS
U3 OpraHoB xenynouHo-kumeyHoro Tpakra (JKKT), nepdoparus opranos XKKT;

e OepeMeHHOCTh B cpoke Oonee 20 Heenb,
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Juknodenak PeHeBan nmpoTHBONOKAa3aH MAlUMEHTaM C IOJHBIM WM HEMOJIHBIM COYETaHHEM
OpOHXMaJbHOW aCTMbl, AHTMOHEBPOTMUYECKOIO OTEKa, KpalMBHUIIBI, OCTPOrO PHUHHUTA,
PELUIMBUPYIOIIETO MOJMIIO3a HOCAa MM OKOJIOHOCOBBIX Ia3yX U  HEIEPEHOCUMOCTU
aleTUJICATHIIIIOBON KucioThl Wi apyrux HIIBII (B Tom uncie B anamHese);,

e HapyluieHne GYHKINHU MEYCHU TSHKEIION CTENeHH;

e noueunas HepocTaTouHoCcTh (CK® Menee 15 mn/mun/1,73 M?);

e XpoHHYeckas cepaeuHas HemocrarouHocTh  (II-IV  QyHKIMOHANIBHBIA  KiIacc 1O
knaccupukanuu NYHA);

® KJIMHUYECKU NOJATBEPIKICHHAS UIIEMUYecKasi O0JIe3Hb Cep/IIla;

e 3a0oneBaHus nepudeprudeckux apTepuil 1 COCyJ0B rOJIOBHOTO MO3Ta;

® HEKOHTpOJIMpYyeMasi apTepHalibHas TUIePTEH3US;

® COCTOSIHUSI, COIIPOBOXK/IAIOLIUECS PUCKOM Pa3BUTHSI KPOBOTCUCHUM;

® TIOATBEPK/ICHHAS TUIIEPKATNEMUS,

® A0PTOKOPOHAPHOE HIYHTUPOBaHUE (TIEPUOIIEPALIMOHHBIN ITEPHO/);

® BOCHMAJUTEIIbHBIC 3a0oJjieBaHUs KuileyHuka (Oone3Hb KpoHa, S3BEHHBIM KOIMT) B (hase
obocTpeHus;

® aKTUBHbIE 3a00JI€BaHUSI [IEUECHH;

® [IepUOJ IPYAHOr0 BCKAPMIIMBAHMS;

e [Ipenapar He MOKa3aH K MPUMEHEHHUIO y JeTeil U MOJPOCTKOB 10 18 merT.

4.4. OcoOble yka3aHHSl M MepPbl IPEAO0CTOPOKHOCTH NIPHU NIPUMEHEHHH

C 0CTOPOKHOCTBIO

[Tpu nmpumenenun nukiogpenaka u apyrux HIIBII HeoOxoaumo colGuiogaTh OCTOPOXKHOCTD
U TOIaTeIbHO HAOMIOJaTh MAIMEHTOB C  CHUMOTOMaMM/TIpU3HAKaMM, YKa3bIBAIOIIMMU
Ha mopaxkeHwus/3adoneBanuss KKT wim ¢ aHaMHECTHYECKMMHU JTaHHBIMH, TO3BOJISIOMIUMHA
3aMoI03pUTh A3BEHHOE MOPAXKEHHE JKeTy/IKa WM KUIIEYHHKA, KpOBOTEUEHHE WIIN 1epdopaIuio;
y manueHToB ¢ uHpekue Helicobacter pylori B anamHe3e, sI3BEHHBIM KOJMTOM, OOJIC3HBIO
Kpona, ¢ HapymeHueMm (QyHKIMM TI€YEHM B aHaMHe3e, M Yy TAalMEeHTOB C Kajobamu,
MO3BOJISIOMUME  3amo103puTh 3a0osieBanust JKKT. Puck pa3BuTHS KemyI0YHO-KHIIIEYHOTO
KpOBOTEYEHMs] Bo3pacTaeT mnpu yBenudeHun no03sl HIIBII wnm npum Hanuuum sI3BEHHOTO
aHaMHe3a, 0COOCHHO KPOBOTEUEHUH U 1eppOopaLuul sI3BbI U Y MOKUIIBIX MTAIlUEHTOB.

[Tpuem HIIBII, Bitouas AukiioeHak, MOXKeT ObITh CBS3aH C MOBBIIIEHHBIM PUCKOM MPOTEUKU

aHactomo3sa, pacrnojoxxkeHHoro B JKKT. Ilpu mpumenenun mnpemnapata Juknodenaxk Peneran
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Ha0JII0JIEHUE U OCTOPOKHOCTb.

Crnenyer coOmonaTh 0COO0YIO OCTOPOXKHOCTh MHpPU NPUMEHEHHWH AWKIO(EeHaKa y MalMeHTOB,
HOJYYalOUX Mpernaparbl, YBEJIWYMBAIOIIUE PUCK JKEIYIO0YHO-KHIIEYHBIX KpPOBOTEUCHHM:
CHUCTEMHBIE TJIIOKOKOPTHKOCTEpOMJbl (B TOM 4YHCIE TPEAHU30JIOH), AHTUKOAryJSHTbHI
(B TOM umcie BapdapuH), aHTHArperaHTsl (B TOM YHCIE KIOMHUIOTPEN, aleTUIICATHINUIOBAs
KHCJIOTa) WJIM CEJICKTHUBHBIE WHTUOMTOpPHI OOpaTHOTO 3axBaTa CEPOTOHHMHA (B TOM YHUCIIE
LUTAJIONpaM, (IIyOKCEeTHH, HApOKCETHH, CEPTPAJINH).

OcTOopoXXHOCTh HEO0OXOAMMAa IpU NPUMEHEHUM JAUKIO(EeHaKa y MalUeHTOB C JIETKUMH U
YMEPEHHBIMH HApyIICHUSMH (DYHKIMH T€YeHH, a TaKKe Y TIalueHTOB C ITICYCHOYHOM
nopdupueii, Tak Kak mpenapaT MOKET MPOBOIMPOBATH MPUCTYIIBI TOPPHUPHUH.

Crnenyer ¢ OCTOPOXHOCTbIO MPHUMEHATH Ipernapar y HAlMEHTOB C OpOHXMAJIbHOW acTMOH,
CE30HHBIM QJJIEPrMYECKUM PHHHUTOM, OTEKOM CIIM3MCTOM O0OOJOYKHM HOCOBOH I0JIOCTH
(B TOM uMcI€ C HOCOBBIMU IIOJIMIIAMH), XPOHUYECKONW OOCTPYKTUBHOM OOJE3HBIO JIETKHX,
XpPOHMYECKUMH  WHQEKIIMOHHBIMUA  3a00JI€BaHUSAMHU  JBIXaTeNbHBIX  myTed  (0coOeHHO
ACCOLIMMPOBAHHBIX C AJUIEPIrMYECKUMH PUHUTONOIO0OHBIMUA CUMIITOMAMHU ).

Ocobast  OCTOPOXHOCTb TpeOyeTcss MNpU JICUEHUM IAlUEHTOB C CEpAEeYHO-COCYAMCTBIMU
3a00JIeBaHUAMH, HApYLICHUAMH (YHKIMU TIOYEK, BKIIOYAs XPOHUYECKYIO IOYEHHYIO
HepoctatouHocte  (CK®  15-60 mu/mun/1,73 Mz), JTUCTUTTUAEMUEH/TUTIEPIIATIUIEMUCH,
caxapHbIM JMa0ETOM, TMIIEPTOHUYECKON OO0JIE3HBIO, MPH JICYEHHUU KYpPSIIUX HAlMEeHTOB HIIU
HaIMEHTOB, 3JI0YHOTPEOIIAIONNX aJIKOT0JIEM, MPH JIEYEHUHU MOKUIIBIX MAI[EHTOB, MOIYyYaloIINX
JUYPETUKU WM Jpyrue Mpenaparbl, BAMSIONIME Ha (YHKIUIO TOYEK, a TaKKe MallMeHTOB
CO 3HAYMTENbHBIM yMEHbIIEHHEM o0beMa nupkynupymomei kpou (OLIK) mro6oii aTHonoruu,
HanpuMep, B IEPUOJIBI IO U NIOCIIE MACCUBHBIX XUPYPTrUYE€CKUX BMEIIATEIbCTB.

Crnenyer ¢ OCTOPOXXKHOCTBIO NPUMEHATh TUKIOPEHAK y MalUEHTOB C JePeKTaMHU CHUCTEMbI
remocraza. Cienyer coOmoaTh OCTOPOKHOCTh IPU NPUMEHEHUHU NUKIO(pEHaKa y MalMeHTOB
C PHUCKOM Pa3BUTHS CEPIEUHO-COCYIUCTHIX TPOMOO30B.

Crnenyer coOnogaTh OCTOPOKHOCTb MPU NMPUMEHEHHMH AMKIO(EHaKa y MAIMeHTOB IMOKUJIOro
BO3pacTa. JTO OCOOEHHO aKTyaJlbHO Yy OCJIa0JIEHHBIX WJIM HMMEIOUIMX HHU3KYI0 Maccy Tena
MOXKUJIBIX JIIOoJel. Y NalMeHTOB JaHHOM KaTeropuu PEKOMEHIYeTCs MPUMEHSTh Ipenapar
B MUHUMAaJIbHOM 3(Q(eKTUBHOM /103€.

Oco0yI0 OCTOPOKHOCTh ClieAyeT COONI0aTh NMPU BHYTPUMBIIIEUHOM BBEJCHHUU AMKIO(EHAKa
y MalUeHToB ¢ OPOHXMAJIbHOM acTMOM M3-3a pUCcKa 00OCTpeHHs 3a00JieBaHUs, TaK KaK HATPHs
MeTabucCynbPuT, CcoAepIKalIuiics B TMpernapare, CIOCOOCH BBI3BIBATH TSDKEIBIC PEAKITUU

TUIICPYYBCTBUTCIBHOCTH.
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Topasicenue s#ceny0ouHo-KuueuHo2o mpakma

[Ipn npumeHeHun [UKIOPEHAKA OTMEUAIHMCH TaKWE SIBJICHUS, KaK KPOBOTCUCHUS WIIU
usbs3Bienus/neppopanuu JXKXKT, B psae ciydaeB co cMepTenbHbIM UCX00M. J[aHHbIE SBIIEHUS
MOTYT BOSHUKHYTH B JIF000€ BpeMs MpU MPUMEHEHUH MIPENapaToB y MallMEHTOB C HATMYUEM WU
OTCYTCTBHEM  MPEIUICCTBYIOIIUX CUMITOMOB M  CEPbE3HBIMH  JKEIYJA0YHO-KUIIECYHBIMU
3a00JICBaHUSIMH B aHaMHe3¢ WM 0e3 HUX. Y MOXWIBIX NAIlMeHTOB TOJ00HBIC OCIOKHEHUS
MOTYT UMETh Cephe3Hble MociencTBUs. [Ipu pa3BuTHM y NalMeHTOB, MOIYYAOMINUX AUKIO(PEHAK,
KpoBoTeueHui uinm uzbsa3pieHui XKKT npenapar cienyer OTMEHUTD.

Hns camxenust pucka Tokcnueckoro aeictus Ha JXKT mamueHtam ¢ S3BEHHBIM MOPaXEHUEM
JKKT, 0coOEHHO OCIOXHEHHBIM KPOBOTEUYCHHEM WM Tiepdopareii B aHaMHE3e, a TakKe
y TOXXWJIBIX IMalMEHTOB Mperapar CileayeT MPUMEHSATh B MUHUMAIbHON 3(eKTHUBHOIN m03e.
[TanpeHTaM ¢ MOBBILIEHHBIM PUCKOM Pa3BUTHS KEJIyJAOYHO-KUIIEYHBIX OCJIOKHEHH, a Takke
MalKeHTaM, TOJYyYaIOIIUM TEPanuio HU3KUMHU J103aMH alleTHUJICAIUIIMIIOBON KHUCIIOTHI, CIEAyeT
MPUHUMATh TaCTPOMPOTEKTOPHl (MHTHOUTOPHI MPOTOHHON TOMITBI MJIM MH3OMPOCTON) WU
Jpyrue MeIULUHUHCKUE ITpenapathl JJisl CHUKEHHUS! pUCKa HexkenaTenbHoro Bosaenctus Ha KKT.
[Taruentam ¢ nopaxenunem JKKT B aHamHe3e, 0COOCHHO MOXKUIIBIM, HEOOXOAUMO COOOIATH
Bpady 000 BceX a0 JOMUHAIbHBIX CUMIITOMAX.

Iayuenmul ¢ OponxuanvHot acmmou

Oboctpenne OponxuanpHOM acTMbl  (HemepeHocumocTh  HIIBII/OponxuanbHas actMa,
npoBorupyemas npuemom HIIBII), otex KBunke u kpanvBHHUIIA, HanOoJIee 4aCTO OTMEYAIOTCS
y TalMeHTOB C OpOHXHMAIbHOW acCTMOM, CE30HHBIM AJUICPTUYECKUM PHHUTOM, HOCOBBIMU
MOJINITIAMHM,  XPOHUYECKOM  OOCTPYKTUBHOW  OOJIE3HBIO  JIETKUX WM  XPOHHUYECKUMU
WH(QEKIMOHHBIMUA ~ 3a00JIeBaHUSIMU  JIBIXaTENbHBIX ~ TyTed  (0COOEHHO  CBS3aHHBIMU
C JIEPrUYEeCKUMH PUHUTONOAOOHBIMUA CUMITOMAaMHU). Y JTaHHOM TPYIIBI MAIUEHTOB, a TaKXKe
y TAaIMeHTOB C aUIepruedl Ha [apyrue mpenaparsl (Chilb, 3yA WKW KpalWBHUIA),
pu TPUMEHEHUH AuKIo(eHaka cieayeT coOroaaTh 0COOYI0 OCTOPOXHOCTh (TOTOBHOCTH K
MIPOBEJICHUIO PEAHUMAIIMOHHBIX MEPOTIPUSITHI).

Kooicnvie peaxyuu

Takue cepbe3HbIEe IEePMATOJIOTHYECKUE PEAKIMH KaK SKCHOJIMATHBHBIN JEPMATHT, CHHAPOM
CruBeHca-/[)KOHCOHA, TOKCHYECKHMH HNUIAEPMAIBHBIA HEKPOJIW3, B HEKOTOPBIX CIIydasx
CO CMEpTEeNbHBIM HCXOJOM, Ha (OHE MPUMEHEHHUs AUKIO(EeHaKa OTMEUAIHCh OYEHb PEJKO.
HauGonpimme puck M 4acToTa pa3BUTHUS TOKENBIX JEPMATOJIOTHYECKHX PEaKIUil 0TMEeYallicCh

B IEpBBIM Mecsl JiedeHHs aukinodeHakoM. Ilpu pa3BuTUM y NAUEHTOB, MOIYYaIOIIUX
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CUMITOMOB TMIIEPYYBCTBUTEIBHOCTH MPENapar ClIeyeT OTMEHUTb.

B penkux ciydasx y ManueHTOB, HE MMEIOUIMX aJUIEPTUM Ha NUKIO(EHaK, MPH MPUMEHEHHU
JUKIopeHaka MOTyT pa3BUBaThCs aHa(UIaKTHUECKUe/aHa()UIAKTOUIHbIE PEAKLIUU.
Boszoeiticmeue na neuenw

[TockonbKy B mepuoja MPUMEHEHUs JAUKIO(EeHaKa MOXKET OTMEUaThCs IMOBBIIICHUE aKTUBHOCTH
OJTHOTO WJIM HECKOJBKUX IEYCHOYHBIX (EPMEHTOB, NPU IUTEIBHON TEpamuu IMpernapaTrom,
B Ka4eCcTBE MepbI MIPEOCTOPOKHOCTH, IIOKAa3aH KOHTPOJb (GyHKIMHU nedeHu. [Ipu coxpaneHnu u
IPOTrPECCUPOBAHUM HAPYIIEHUH ME4YeHOYHONW (YHKIMM WIM BO3HHUKHOBEHUHM IIPU3HAKOB
3a007IeBaHUN TICUEHH, WM JPYTUX CHMITOMOB (HAampuMep, J03MHO(PHINH, CHIMA U T. II.)
npenapat HeoOXoIuMo OTMEHUTh. ClieyeT UMeTh B BUAY, YTO T'elaTUT Ha (poHEe MpUMEHEHUS
UKo eHaKa MOXKET pa3BUBaThCs 0€3 MPOIPOMAIIbHBIX SIBICHUI.

Boszoeticmseue na nouku

Ha ¢one tepanum nukinodeHakoM pekoMEeHAYeTCs MPOBOAMUTH KOHTPOJIb (YHKIUHU IIOYEK
y TalMeHTOB C THIEPTOHUYECKOW OO0JIe3HBIO, HApyMICHHAMH (DYHKIHHM cepiala WIH IOYeK,
NOKUJIBIX, IAUUEHTOB, MOJIYYaroIlMX JWYPETUKM WIM JApYrue Ipenaparbl, BIUSAIOLIME Ha
[OYEUHYI0 (YHKIMIO, a TaKkXke Yy HalMEeHTOB CO 3HAYUTENIbHBIM YMEHbLIEHHEM oOO0beMa
HUPKYJIUPYIOUIEH TIa3Mbl KpOBU JIIOOOM 53THOJIOTMM, HAampuUMep, B MEpHOJ 10 U TIocie
MacCCHBHBIX XUPYpPrHUeCKUX BMemIaTeabCcTB. [locie npekpaiieHus Tepannu npernapaToM 0ObIYHO
OTMEYaeTCsl HOpMalln3alus MoKa3aTeneld No4eyHo! GYHKIUH 10 UCXOAHBIX 3HAUCHHH.
Bosoeticmsue na cepoeuno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uncne aukinodeHakoM, B 0COOEHHOCTH JUIMTEIbHAs Tepanusi U Tepanus
C HUCIOJIb30BAaHUEM BBICOKHMX J103, MOXKET OBITh aCCOLMHUPOBAHA C HEOOJBUIMM BO3pacTaHUEM
pHCKa  pPa3BUTUS  CEPbE3HBIX  CEPAEYHO-COCYAMCTBIX  TPOMOOTHUYECKHMX  OCJIOKHEHHM
(BKutOUasi UH(MAPKT MUOKAapAa U UHCYIIBT).

VY nanueHToB ¢ 3a00JIeBaHUSMU CEPJIEYHO-COCYAUCTON CHCTEMBI U BBICOKUM PHUCKOM Pa3BUTHUS
3a00JIeBaHUN CEPAECYHO-COCYIUCTON CHCTEMBbI (HAmpuUMep, C apTepUaIbHON TUIEPTEH3UEH,
TUIEPIIMINIEMUCH, caxapHbIM AUAa0ETOM, KYpAILIMM) ClelyeT MPUMEHSTh Ipenapar ¢ ocoOoi
OCTOPOXKHOCTBIO, B CaMOM HH3KOM 5(PQPEeKTUBHON g03€ NP MHUHUMAIBHO BO3MOXKHOM
JUINTETIbHOCTU JIEYEHHUS, TOCKOJIbKY PUCK BO3HHUKHOBEHHUS TPOMOOTHUYECKHUX OCJIOKHEHUN
BO3pacTaeT MpU YBEITUYEHUU J03bl U MPOJODKUTEIbHOCTH JiedeHus. [Ipu ninurensHoM Tepanuu
(Oonee 4 Henmenb) cyTouHas 1032 JUKIO(PEHAKa Y TaKUX TMAIMEHTOB HE JIOJKHA IMPEBBIIIATH
100 mr. Cnenyer nepHoAMYECKH MPOBOJUTH OLEHKY 3(()EKTUBHOCTU JEUEHHUS] U NOTPEOHOCTH
nalMeHTa B CUMITOMaTMYECKOW Tepalnuu, OCOOEHHO B TeX clydyasX, Korja ee

MPOJOKUTENFHOCTh cocTaBiisieT Oosee 4 Henenb. [lanueHTa ciegyeT NPOMHCTPYKTUPOBATH
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CHUMIITOMOB TPOMOOTHYECKUX HapylIeHWH (Hampumep, OOMM B TPYAH, YyBCTBA HEXBAaTKU
BO3/yXa, CTa00CTH, HAPYIIICHUS PEUH ).

Bo3zoeiticmsue na cucmemy KpogemeopeHusi

JluxiogeHak MOKeT BpeMEHHO HHIMOMPOBaTh arperaiuio TpoMoouuTos. [loaToMy y nanueHToB
C HapyLIECHUSIMA TeMOCTa3a HE0OX0AUMO MPOBOAMTD TUIATEIBHBIN KOHTPOJIb COOTBETCTBYIOLIMX
1abopaTOPHBIX MOKa3aTesei.

[Ipy [MTENbHOM NPUMEHEHHH JUKIO(pEeHaKa pPEKOMEHIYeTCsl IPOBOJIUTH pPEryJsIpHbIE
KJIMHUYECKHE aHAJIM3bI TepUdepruuecKoil KPOBH.

Mackuposanue npusHaxos uHheKyuonHo2o npoyecca

[IpoTuBOBOCTIANMTENbHOE  JCHCTBHE  JOUKIO(DEHaKa MOXET 3aTPYAHATh  JHArHOCTHKY
UHQEKIMOHHBIX MIPOLIECCOB.

Peaxyuu ¢ mecme unvexyuu

Coo0manoch 0 BO3HMKHOBEHHWH pEAaKUMH B MeCT€ HWHBEKIHMU I[0CJE€ BHYTPHUMBIIICYHOTO
BBEJICHUS TUKIO(eHaKa, BKIOYas HEKPO3 B MECTE MHBEKIIUH U MPOSBICHUS MEAMKAMEHTO3HOM
SMOOJIMM  KOXKHM, TakXe H3BeCTHOM Kak cuHapoM Huxonay (ocobeHHO B citydae
HENpeJHaMEPEHHOI0  MOJKOKHOTO ~ BBEAEHHUS Ipenaparta). BHyTpuMmbllledHOe BBeACHUE
TUKIo(eHaka cienyeT MPOBOAUTh, UCIIONb3Yysd MOAXOIAIIMI pa3Mep UIJIbl U BEPHYIO TEXHUKY
UHBEKIUH.

Ipumenenue oonospemento c opyeumu HIIBIT

He cnenyet npumensTs nukiodeHak onHoBpeMeHHo ¢ Apyrumu HIIBII, BkiItodas cenekTuBHbIE
UHTUOUTOPHI IHKII00KcHTeHasbl-2 (L[OI-2) u3-3a pucka yBeIHMUCHUST HEXKEIATeIbHBIX SBICHHI.

BcnomMorarennHble BellecTBa

[Tpenapat Juknodenak PeneBan coxepxut Oen3mnoBelid cnupT — 120 mr B ojnHOW ammyie
(3 mu). TIpoTHBOIIOKa3aH HEMOHOIICHHBIM M HOBOPOXKACHHBIM. MOXKET BBI3BIBATH TOKCHYECKHE
1 aHa(UIAKTOUIHBIE PEeaKIuN y MJIAICHIIEB U ACTEH 110 3 JIeT.

[Tpenapat [uxnodenak PeneBan conepxut HaTpusi MeTabUCynbPUT. MOXKET U3pesika BbI3bIBATH
TSDKEJIbIe PeaKIui TUIepUyBCTBUTEIBHOCTH U OPOHXOCHA3M.

Jannplii npenapar conepkuT menee 1 mmonb (23 mr) Harpus Ha 3 ma (1 ammyna), To ecTb

10 CYTH HE COJIEP>KUT HATPHS.
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COOTBETCTBYET 3KCTIEPTHOMY OTUETY

B3aNMOeiCTBUA

BrolgBieHHbBIE B3aUMOJICHCTBUS

Hneubumopuot uzogpepmenma CYP2C9

Crnenyer coOmroAaTe OCTOPOKHOCTH TP OJAHOBPEMEHHOM IPUMEHEHHM JAMKIO(pEeHaka Hu
uHrnouropos uzodepmenta CYP2C9 (Takux Kak BOPHKOHA30JI) U3-32 BOBMOKHOTO YBEJIUYCHUS
KOHIICHTPALUH TUKIO(EHaKa B CBIBOPOTKE KPOBH U €0 SKCIIO3UIIHH.

Jlumuii, oucokcun

JlukiopeHak MOKeT IMOBBIINIATh COAEP)KAHUE JMTHUA M KOHLEHTPALMIO IUMOKCHHA B IJa3Me
KpOBH. PexoMeH1yeTcsl KOHTPOJIb CO/IEP KAHUS JIMTUS U KOHIICHTPALMU JUTOKCHUHA B CBIBOPOTKE
KPOBH.

Huypemuueckue u cunomen3ugnvie cpeocmasda

[Ipy OAHOBPEMEHHOM MNPUMEHEHUH C JUYPEeTUKAMU M TUNOTEH3UBHBIMU IpernapaTaMu
(manpumep,  OeTa-aApeHOOIIOKATOpaMH,  WHTUOMTOpPaMH  aHTHOTEH3WHIIPEBPAIIAIOIIETO
depmenta — AIID) nuknodeHak MOXKET CHHXKATh MX TUNOTEH3UBHOoe neiictBue. Iloaromy
y MalKUEeHTOB, 0COOEHHO MOKUJIOTO BO3pAacTa, IPU OAHOBPEMEHHOM IIPUMEHEHUU JUKIO(pEeHaKa
U JIUypeTUKOB WJIM TUIIOTEH3UBHBIX CPEACTB CIEAYET PEryjsipHO H3MEpATh apTepuanbHOE
nasienue (AJl), KOHTposMpoBaTh (YHKIMIO TOYEK M CTENEeHb TIHMIpaTaluu (BCIIEACTBUE
TIOBBIIIIEHUS pUCKA HEPPOTOKCHYHOCTH).

Huxnocnopun u maxpoaumyc

BnusHue puknodeHaka Ha AaKTUBHOCTh NPOCTAarjaHJAWHOB B TOYKaX MOXKET YCHUIIUBATh
HE(PPOTOKCUYHOCTh IIMKJIOCIIOPUHA M TakpoiuMmyca. B cBA3M ¢ BbIIIECKa3aHHBIM, 71032
TUKIopeHaka y NalleHTOoB, MOyYaloIUX UKIOCIIOPUH WM TaKPOJIMMYC, TOJIKHA OBITh HUXKE,
YeM Y NaleHTOB, HE MOJIY4alolIuX YKa3aHHbIE Ipenaparsl.

IIpenapamyi, cnocobubie 6b13616aMb SUNEPKATUEMUIO

OnHOBpeMEHHOE TNpUMEHEHHE JuKIo(peHaka C KaJuicOeperaroliuMu  JAUYypEeTHKaMH,
UKJIOCIIOPUHOM, TaKpOJIUMYCOM U TPUMETONPUMOM MOXKET TPUBECTH K MOBBIIICHUIO
coJlep’KaHusl KaJlvis B IUIa3Me KPOBH (B Cllydae TaKOro OJHOBPEMEHHOTO NMPUMEHEHHS JaHHbBIN
MoKa3areib CIeAYyeT YaCTO KOHTPOIUPOBATH).

AnmubakmepuanbHule cpeocmea — npou3BoOHblE XUHOTIOHA

HmeroTcs  oTAenbHbIE COOOIIEHUS O pa3BUTHM CYAOPOT y TAIMEeHTOB, TOJIyYaBIIMX

OIHOBPCMCHHO ITPOU3BOAHBIC XUHOJIOHA U ,Z[I/IKJ'IO(bCHaK.
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IIpennomaraeMble B3aUMOJICHCTBUS

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HIIBII u enoxoxopmuxocmepouobl

OnHOBpEeMEHHOE CHCTEMHOE NpHUMEHeHue aukiodenaka u napyrux cucreMusix HIIBIT wm
[JIFOKOKOPTUKOCTEPOUIOB MOKET YBEJIMYMBaTh 4YacTOTy HexenarenbHbIX siBieHuil (H)
(B wactHocTH, co ctroponbl JXKKT).

Anmuxoaynanmol U aHmuazpe2anmol

Heo6xoanMo ¢ OCTOPOXKHOCTBIO MPUMEHATH JUKIOPEHAK OJHOBPEMEHHO C MpernapaTamMH 3THX
Ipynn HM3-3a pHUCKa pa3BUTUS KpoBoTeueHH. HecmoTps Ha TO, 4YTO B KIMHHYECKUX
UCCJICIOBAaHUSX HE OBbUIO YCTAHOBJICHO BIMSIHMA JUKIO(QEHaKa Ha JeHCTBUE aHTUKOAryJsHTOB,
CYLIECTBYIOT OTJAEJbHBIE COOOIIEHHS O TMOBBIILIEHUH pPHUCKA KPOBOTEUEHUI Yy MAalMEeHTOB,
INPUHUMABILIUX JaHHYI0 KOMOMHALMIO TipenaparoB. CiaeayeT TIaTenbHO Ha0Ii01aTh NAUEHTOB,
HOJIYYaIOIUX OJIHOBPEMEHHOE JI€UCHHE JAHHBIMHU JIEKAPCTBEHHBIMU TpenapaTaMu.
Cenexmugnvie un2ubUmMopsvl 0OPAMHO20 3aX6aMAa CEPOMOHUHA

OnHOBpeMEHHOE TpPUMEHEHHE IUKIOPEHaKa C CEJICKTHBHBIMH HHTHOUTOpaMH OOpaTHOTO
3aXBaTa CEPOTOHMHA MOBBIIIAET PUCK PA3BUTHS KEITYAOYHO-KUILIEYHBIX KPOBOTEUEHUIA.
T'unoenuxemuueckue npenapamol

B KkiIMHHMYECKMX MCCIIEOBaHUSAX YCTAaHOBJIEHO, YTO BO3MOKHO OJHOBPEMEHHOE NpPUMEHEHHE
TUKIO(QEeHaKa M THUIOINIMKEMUYECKUX IpPEenaparoB, NMpPU 3TOM 3(PPEKTUBHOCTH MOCIEIHUX
He u3MeHsiercs. OHaKO U3BECTHBI OTJENIbHBIE COOOUIEHMSI O Pa3BUTHM B TaKUX CIydasx Kak
TUMOTTIMKEMHUH, TaK U TUIEPIIUKEMHH, YTO OOYCIOBIMBAIO HEOOXOANMOCTh W3MEHEHHS J103bl
TUMOTTIMKEMUUYECKUX — TpenapaToB Ha (oHe TnpuMeHeHus jaukiodeHaka. B cBsazu
C  BbIIIECKa3aHHBIM, BO BpeMs OJHOBPEMEHHOI0 NPUMEHEHHUs JUKIOpeHaKa U
TUIOTIMKEMUYECKUX IIPENapaToB PpPEKOMEHAYETCS MPOBOAMTH KOHTPOJb KOHLIEHTPALUU
TJIFOKO3bI B KPOBH.

[Tony4eHsl OTAENbHBIE COOOIIEHHS O Pa3BUTUH META0OIMYECKOI0 alu103a MPH OJHOBPEMEHHOM
NPUMEHEHUN JUKIo(peHaka ¢ MeTQOPMUHOM, B OCOOCHHOCTH Yy MAalMEHTOB C HapylIeHHEM
(GYHKIMH TOYEK.

Memompexcam

Crnenyer coOirofaTh OCTOPOKHOCTb MPH NMPUMEHEHMH IUKIo(peHaka MeHee ueM 3a 24 yaca
J0 WIM 4depe3 24 yaca mociie NpHEMa METOTPEKCaTa, TaK KAaK B TAKUX CIIy4asX MOKET
MOBBILIATHCS] KOHIIEHTPALIMSI METOTPEKCcaTa B KPOBH U YCUIIMBATHCS €r0 TOKCHUECKOE JIEHCTBUE.
Denumoun

[Tpu onHOBpEeMEHHOM NMPUMEHEHUU (EHUTOMHA U AUKIO(PEeHaKa He0OXOAMMO KOHTPOJIMPOBATH
KOHIIGHTpaluo (EHUTOMHA B IUIa3M€ KPOBU M3-32 BO3MOXKHOTO YCHJICHMSI €0 CHCTEMHOIO

BO3JICUCTBUSL.
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Hnoyxkmopwt uzoghepmenma CYP2C9

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Crnenyer coOmonaTb OCTOPOKHOCTh IPH  MPUMEHEHHHM JUKJIO(PEHAaKa OJHOBPEMEHHO
¢ unaykropamu uzodpepmenta CYP2C9 (takumu, Kak pupamMIHIKH), TOCKOJIBKY 3TO MOXET
IPUBECTH K 3HAYUTEIBHOMY YMEHBIIEHHMIO KOHLEHTpAalUM IUKJIO(PEHAaKa B IIa3Me€ KPOBH U
YMEHBIIEHUIO €r0 HKCIO3ULIUU.

4.6. @epTHIBHOCTH, 0€PEMEHHOCTH U JAKTALUS

bepemenHOCTD

ITpu npumenenun HIIBII y >xeHmuH, HauwHas ¢ 20-0ff Hexenu OEPEeMEHHOCTH, BO3MOXKHO
pasBUTHE MaJOBOAMS W/WIN IATOJOTHMM NOYEK Yy HOBOPOXKJIEHHBIX (HEOHATalbHas MOYEYHAs
micynkmus). HemocrarouHo JgaHHBIX O  O€30MAaCHOCTH  TNPUMEHEHHUS  JAHUKIOo(eHaka
y OEpeMEeHHBIX JKCHIIWH, B CBA3M C 4YeM MpHUMEHATh mpenapar Jlukinodenak Peneran
no 20-oif Hexenu OEPEeMEHHOCTH ClIEQyeT TOJBKO B TEX CIydasx, KOTAa OXHJaemas I0JIb3a
JUIsL MaTEpH NPEBBILIAET MOTEHIUAIBHBIN PUCK IS IUI0JA.

Juxnodenak, kak u apyrue HIIBII (MHTHOMTOPHI CHHTE3a MPOCTAriaHIMHOB), IPOTUBOIIOKA3aH
B nocienHue 3 mecsia 0epeMeHHOCTH (BO3MOKHO IOJIaBJIEHUE COKPATUTEIBHON CIOCOOHOCTU
MaTKH W/ IPEXKAEBPEMEHHOE 3aKPBITHE aPTEPHATILHOIO IIPOTOKA Y IJI0J1A).

Jlakranus

Hecmotpss Ha To, uTo nukinogenak, kak u apyrue HIIBII, nmponukaer B rpynHoe MOJIOKO
B MaJIOM KOJHMYECTBE, MIpernapaT He cleAyeT MPUMEHTh B MEPUOJ TPYJHOTO BCKAPMIIMBAHUS BO
n30eKaHNe HEXeNaTeNIbHOr0 BIMAHUSA Ha peOeHka. Ilpy HEOOXOIUMOCTH NpUMEHEHHUs
Ipernapara y JKeHIIUHBI B 3TOT IEPUOJ IPYAHOE BCKAPMIIMBAHHUE MTPEKPALLAIOT.

DdepTUabHOCTD

[Tockonbky auknodenak, kak u apyrue HIIBII, moxker oka3piBaTh OTpUIIATENIbHOE ICHCTBUE
Ha (PepTUIBHOCTH, KEHIIWHAM, TUIAHUPYIOIIUM OepeMEHHOCTh, HE PEKOMEHIYeTCsl MPUMEHSITh
rpernapar.

[TarmenTkam, OpPOXOASAIIMM OOCIEIOBaHHME U JIEYEHHE [0 MOBOJY OecIuloAus, Ipenapar
cienyer OTMEHUTD.

4.7. Bausinme Ha cnocOOHOCTH YNPABJASATHL TPAHCHOPTHBIMH CpeICTBAMH W PadoTaTh
¢ MeXaHM3MaMH

[TariuenTam, y KOTOphIX Ha (OHE TpPUMEHEHUs IUKIO(PEeHaKa BO3HUKAIOT 3PHUTEIIbHBIC
HapyIIeHUs, TOJIOBOKPYKEHHE, COHJIIMBOCTh, BEPTUTO WJIHM JIPYTH€ HAPYUIEHUS CO CTOPOHBI
LECHTPAJIIbHOW HEPBHOW CHUCTEMBI HE CIIEAYeT YIPABIATH TPAHCIOPTHBIMU CpPEICTBAMHU

nu pa6OTaTB C MEXaHU3MaMH.
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4.8. HexenarejibHble peakIul

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Pesrome npoduiist 6e3onacHocT

Heoicenamenvnvie nexapcmeennvie peaxyuu (HJIP) ommeuennvle 6 nocmpecucmpayuonHoM
nepuooe (wacmoma Heuz8ecmua)

Ha ¢one tepanuu aukiiopeHakoM B amIyjax B MOCTPETUCTPAMOHHOM MEPUOE B KIMHHUUECKON
IIpaKTUKE OTMedanucs cienyromue HIIP, npuBeaeHHbIe HIKE.

[Tockonbky cooOmieHns 00 3TUX ABICHUAX MOCTYHAIOT J0OPOBOJIBHO, @ pa3Mep MOMYISIHOHHON
CPYIIIBl  SIBISETCS HEU3BECTHBIM, JIOCTOBEPHO OLEHUTh HX YaCTOTy HE MpEeACTaBIsAETCS
BO3MOXKHBIM, U OHa KJIacCU(ULUPYETCS KaK «HEU3BECTHAs».

Obwue Hapywienus u peaKuuu 8 Mmecme 66e0eHuUsl

MenukamenTo3Has smoomnus koxu (Cuaapom Huxonay).

HapymeHuﬂ CO Cn1OPOHbL C@DOGLIHO‘COCV()MCWZOZ:Z cucmembowl

JlaHHbIe KJIIMHUYECKUX HCCIIEOBAHUI YKa3bIBalOT Ha HEOOJbIIOE YBEIUUYEHUE PUCKA PA3BUTHUS
CepACYHO-COCYTUCTBIX TPOMOOTHYECKMX OCJIOKHEHWH (Hampumep, WHGpaApKTa MHOKapa),
0COOEHHO TIpH JIUTETHFHOM INPHUMEHEHHH IUKIO(eHaka B BBICOKHX J03aXx (CyTOYHas /1032
6omee 150 mr).

HapymeHuﬂ CO CNIOPOHbL Op2ara 3PpEeruUs

3puTenbHbIE PACCTPOMCTBA, TAaKHME KaK HapylIEHHE 3pEeHHs, 3aTyMaHUBAaHUE 3PEHUSI WIIU
JUIUIONUS,, MO-BUJIUMOMY, sBIstoTcs kiacc-3gp¢pexkramu HIIBII, u oOpatumsl mnocie
IIPEKPALEHUS IPUMEHEHUS. BO3MOKHBIM MEXaHU3MOM Pa3BUTHS TaKMX PACCTPOMCTB SBISAETCS
MHTUOMPOBAHUE CHHTE3a MPOCTAIJIAHAWHOB U JIPYTUX COIYTCTBYIOIIMX BEILIECTB, YTO U3MEHSET
peryisiiiio KpOBOTOKA B CETYaTKE, KOTOPOE MPOSBISIETCS MOTEHLUUAIbHBIMU 3PUTEIbHBIMU
pacctpoiictBamu. [Ipu pa3BUTHM TaKMX CUMIITOMOB Ha (hOHE Tepanmuu AUKIO(PEHAKOM CIIETyeT
paccMOTpeTb  BO3MOXKHOCTh  O()TaJIbMOJIOTHYECKOT0  00CieoBaHUSA AN MCKIIIOUYCHMS
KaKUX-JTMOO0 IpYTUX MPUYHH.

Pe3roMe HexennaTeabHbIX PEAKIIUUI

Huxe npusenenst HJIP, xoTopble OBLIM BBISABIEHBI B XOJ€ KIMHUYECKUX HCCIIEOBAHUM,
a TaKkke NMpHU NPUMEHEHUH JUKIO(pEeHaKa B KITMHUYECKON TPaKTUKE.

s ouenku yactotsl HJIP ucnonb30Banbl ciieyronye KpuTepuu: oueHb yacto (=1/10), yacto
(>1/100, mo <1/10), Heuacto (>1/1000, Ho <1/100), penko (=1/10000, rHo <1/1000), o4yeHnp peako
(<1/10000), yacToTa HEM3BeCTHA (Ha OCHOBAaHUHU UMEIOIINXCS JaHHBIX OLIECHUTh HEBO3MOKHO).
HJIP crpynnupoBaHbl B COOTBETCTBUHM € CUCTEMHO-OPraHHBIM KJIACCOM MEAUIUHCKOIO CI0Baps
JUIs HOpPMAaTUBHO-TIpaBoBoW aearenbHocth MedDRA, B mnpegenax kaxnporo kiacca HIIP

MEPEYUCIICHbl B MOpsAIKE yOBIBaHMSI YacCTOThl BCTPEUAEMOCTH; B TMpefesiax KakJIoi TIpymibl,
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BBIJICJIEHHOM II0 YacTtoTe BcTpedaemoct, HJIP paél'—llpez[e—Jlllé E' lel?d%;ﬂ(‘; J;MI F;meHHH

UX Ba)KHOCTH.

Hngpexyuu u uneazuu: o4eHb peJKo — HOCTHHBEKIIMOHHBIN abciecc.

Hapywenus co CMOpOHYI Kposu u aumMpamuueckou cucmembl’
OUYCHb PEIKO — TPOMOOLUTONEHUS, JEHKOIEHMs, I'eMOJUTHYECKas AaHEMUs, aIllacTHYecKas
aHEMHs, arpaHyJIOLUTO3.

Hapywenus co cmopoHbl UMMYHHOU cucmemvl. PEIKO — THIIEPUYyBCTBUTEIIBHOCTD,
aHauIaKTHYeCKUe/aHA(DUIAKTOUAHbIE  peaKkUMu, BKIKO4Yas CcHWKeHue AJl u  10oKkK;
OUYCHb PEJIKO — AHTMOHEBPOTHUECKUH OTEK (BKJIIOYAs OTEK JIULIA).

Tcuxuueckue nHapyuienus: O4EHb PEIKO — 1€30pUEHTALINs, AEIIPpeccusi, 0ECCOHHMIIA, KOIIMAPHBIE
CHOBMJIEHUS, Pa3APaXXUTEIbHOCTh, ICUXUYECKUE HAPYILLIECHUS.

Hapywenus co cmoponvl Hepenoli cucmemvl. 4acTo — TOJIOBHas 0OJb, TOJOBOKPY)KEHUE;
PENKO — COHJIMBOCTH; OYEHb PENKO — HApYyLIECHUS UYyBCTBUTEIIBHOCTH, BKJIIOYas MapecTe3UH,
paccTpoiicTBa aMsiTH, TPEMOP, CYIOPOTH, OLIYIIEHUE TPEBOTH, OCTPbIE HAPYIIEHHUS] MO3rOBOI'O
KpOBOOOpAIIEHUsI, ACENTUYECKUI MEHUHTHUT.

Hapywenusa co cmoponsl opeana 3penus. O4€Hb PEIKO — HapyLICHUs 3peHUs (3aTyMaHUBaHUE
3pEeHHUs), TUILIONHS.

Hapywenuss co  cmopouel opeana  ciyxa u  J1adOupunma. 4YacTO. —  BEPTUIO;
OUEHb PEJIKO — HAPYLIEHHUS CIIyXa, IIyM B yIIax.

Hapywenus co cmoponuvl cepoya: He4acTo — UH(APKT MHOKap/a, cepieuHasi HeI0CTaTOUYHOCTb,
olIylleHue cepAaunedueHus, 00ib B TPyAM; dYacToTa Heu3BecTHa — cuHApoM KoyHuca
(anmnepruyeckuil OCTphIi KOPOHAPHBIN CUHIPOM).

Hapywenus co cmopoHbl cocy0os: 04€Hb PeIKO — NoBbIIeHne AJl, BACKYIHT.

Hapywenus co cmopoHvl 0bixamenbHol cucmemvl, 0p2ano8 cpyOHOU KIemKu U CpedoCmeHUs .
penko — OpoHXHaIbHAasA acTMa (BKIJIIOYas OJBIIIKY); OYEHb PEJKO — THEBMOHUT.
Kenyoouno-kuweunvle napywenus: 4acto — abaoMUHaIbHas 00Jb, TOIIHOTA, PBOTA, AMApes,
JUCTIETICHUS, METEOpU3M, CHUKEHHE allleTuTa; pPEeIKO — TacTPUT, >KEITyI0YHO-KUIIEYHOE
KPOBOTEUYEHHME, PBOTA KPOBBIO, MEJEHA, uapes C IPHUMECBIO KPOBM, SI3BbI JKEIylKa U
KUIIeYyHNKa (C uiau 0e3 KpOBOTEUeHHsI, CTeHO3a WM mepdopaiyu, ¢ BO3MOKHBIM Pa3BUTHEM
NEPUTOHUTA); OYEHb PEAKO — CTOMATHUT, TJIOCCUT, MOBPEXKACHUS MUIIEBOJA, BOZHUKHOBEHHE
nuadparMonooOHBIX CTPUKTYp B KUIIEYHHKE, KONUT (Hecrneuuduueckuié reMopparuyeckuit
KOJIUT, MIIEMUYECKHH KOJHT, 00OCTpeHHE S3BEHHOTO KonuTa win Oojne3nu Kpona), 3amop,

MaHKpeaTuT, JUCreB3us.
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. CTh O
Hapywenus co cmopoHuvl neuenu u sHcenyesvi8oPAUUX nﬂrrea %E' ‘odefierire ak THBROCTH

aMHHOTpaHcdepa3 B IIa3Me KPOBH; PEAKO — TeMATHT, JKEITyXa, HapylIeHus: GyHKIUHU TEYCHH;
OUYEHb PEJIKO — MOJIHUEHOCHBII IeNaTUT, HEKPO3 MEUEHH, [IEYEHOYHAs! HEIOCTATOYHOCTb.
Hapywenuss co cmopoHbl Kodxcu U NOOKONMCHbIX MKAHeU: YacTO — KOXKHas ChblIlb;
pPEeIKO — KpalnuBHUIIA; OYEHb PEAKO — OYyJUIe3HBIH AepMaTHUT, dK3eMa, SpuTeMa, MHOrohopMHas
sputrema, cuHapom CrtuseHca-/[>koHcoHa, cuHapom Jlaifenna (TOKCMYECKUN SIUAepMalIbHBIN
HEKPOJIN3), SKCPOIMATUBHBIA AEPMATUT, 3YyJ, aJOMEIHs, peakuuu (HOTOUYBCTBHUTEIHHOCTH,
nypnypa, nypnypa lllenneitna-I'enoxa.

Hapywenus co cmoponsl nouex u mMouesvlgo0sawux nymeu. O4€Hb PEAKO — OCTPOE MOPAKEHUE
MOYeK (ocTpast royeyHast HEJ0CTaTOYHOCTb), remMarypus, IPOTEUHYPUS,
TyOyJIOWHTEPCTHIINATBHBIA HEPPUT, HEHPOTHIECKUN CUHAPOM, HANMIUIIPHBIA HEKPO3.

Obwue HapywieHuss u peakyuu 6 mecme B8edeHUs. 4acTo — 0O0Ib, YIUIOTHEHHE B MeECTe

HHBCKIUHU, pCAKO — OTCKH, HCKPO3 B MCCTC BBCACHU IIPCIIapara.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo01aTh 0 I0J03pEeBaEMbIX HEKENIATENIBHBIX PEAKLMX [10CIE PETUCTPALMU [Ipernapara
C Lenblo oOecreyeHHs HENpepblBHOTO MOHUTOPHHIA COOTHOULICHUS «I0Jb3a — PHCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
IIO103PEBAEMBIX HEXKENATENBbHBIX PEAKIUAX JICKApCTBEHHOI'O Ipernapara 4epe3 HalMOHAJIbHbIC
CUCTEMBl COOOILEHUSI O HEXKeJIaTeNbHbIX peakIusiX TroCyAapcTB — ujeHOB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.

Poccuiickas ®enepanus

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKasl IUI0IIa b, 1. 4, cTp. 1.
Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru

Pecniybnuka Kazaxcran

PI'TI na IIXB «HamumonaneHsiii LleHTp 3KCIIepTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIMIIMHCKUX
m3nenuit» Komurera MEIUIMHCKOTO U (apMareBTUYECKOro KOHTPOJiIs MUHHCTEpCTBA
3npaBooxpanenus Pecmyonmku Kazaxcras.

Anpec: ZOOT6ES, r. Acrana, yin. A. Imanoga, 13.

Tenedon: +7 (7172) 235-135

Dnexrponnas moyra: farm@dari.kz
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CaiiT B uH(OpMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM ceru %@@%ﬁ'hﬁ%ﬁ&d&%’ )

L=

PecniyOiinka ApmeHust

AO3T «Hayunblii 1EHTp  3KCHEPTU3bl  JIEKAPCTB U MEAMIMHCKMX  TEXHOJIOTUM
uM. akajzemuka O. ["abpuensHay.

Anpec: 0051, r. EpeBan, np. Komuraca, 49/5.

Tenedon: (+ 374 10) 23-16-82, 23-08-96, (+ 374 60) 83-00-73

Tenedon rops;uell JTMHUM OTAENa MOHUTOPHHTa O€30HaCHOCTH JICKAPCTBEHHBIX CPEJNCTB:
(+ 374 10) 20-05-05, (+ 374 96) 22-05-05

Caiit B mHQOpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cetn «HTepueT»: https://www.pharm.am

PecnyGnuka benapychb

PVII «llenTp 3KcnepTU3 U UCHIBLITAHUN B 3IpaBOOXPAHEHUN.
Anpec: 220037, r. Munck, niep. ToBapuieckuii, 2a.
Temedon: +375 (17) 231-85-14

Tenedon oraena papmakonanzopa: + 375 (17) 242-00-29

Caiit B nHQOpMaLIMOHHO-TEIEKOMMYHUKAIMOHHOH cetn «MHTepreT»: https://www.rceth.by

Keipreizckas PecryOnmka

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEIULMHCKUX U3Jenuid npu MuHuCTepcTBe
3npaBooxpanenust Keipreizckoii PecriyOnuku.

Anpec: 720044, r. buiukek, yi. 3-1 auHus, 25.

Tenedon: + 996 (312) 21-92-78

OnektpoHHas nouta: dlsmi@pharm.kg

Caiit B mHQOpPMALIMOHHO-TEIEKOMMYHUKAIIMOHHO# cetn «MuTepuer»: https://www.pharm.kg

4.9. Tlepeno3upoBka

CumMnromsl

PBoTa, >XemynouHO-KHIIEYHOE KpOBOTEUEHHUE, Auapesi, TOJOBOKPYXKEHHE, IIyM B YIIax,
cynoporu. B ciayyae 3HAUMTENBHOTO OTpABJIEHHS BO3MOMKHO pPa3BUTHE OCTPOM MOYEYHOU
HEJ0CTaTOYHOCTHU U MOPAKEHUS NIEUYEHHU.

Jleuenue

[TonnepxuBaroiiee M CHUMITOMAaTHYECKOE JIEUYEHUE TI0Ka3aHO TMPH TaKUX OCIOKHEHMSIX,
Kak cHKeHue AJl, mouyedHas HeAOCTATOYHOCTb, cyaoporu, HapymeHus co crtoponsl KKT u
yrHeteHue apixanusi. @opcupoBaHHbIN Tuype3, reMouain3 Wik remonepys3ust sl BBIBEACHUS
HIIBII, B Tom uncine auknodeHaka, U3 opraHusmMa Hed(pPEKTHBHBI, TaK KakK JEHCTBYIOIINE
BEIIIECTBA 3TUX IpEnaparoB B 3HAYUTENBHON CTENEHM CBA3BIBAIOTCS C O€NKaMM IUIa3Mbl U

MOJIBEPIalOTCsl HHTEHCUBHOMY METab0IHu3My.
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5.  ®APMAKOJIOIMYECKHUE CBOiCTBA  [OC/IEADBATENIEHOCTS 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

5.1. dapmakoguHaMH4YeCKHe CBOICTBA

®apMakoTepaneBTUYECKas TIpyMa: I[POTUBOBOCHAIUTENbHBIE M  I[POTHBOPEBMATHUUYECKUE
npenapaTbl; HECTEPOUAHbIE MPOTHBOBOCHAIUTEIbHBIE U IPOTUBOPEBMATUYECKUE IMpenaparhl;
IPOM3BOJIHBbIE YKCYCHOM KHCIIOTBI U POJICTBEHHbIE COCTUHEHUS.

Kox ATX: MO1ABO05

Mexanuszm geiicTBus

OCHOBHBIM MEXaHU3MOM JACHCTBUS AUKIO(PEHAKA, YCTAHOBICHHBIM B HCCIICIOBAHUAX, CAUTACTCS
TOpPMOXEHHE OMOCHHTE3a MMPOCTarIaHIMHOB. [IpocTariiaHJMHBI UTPAOT B)KHYIO POJIb B I'EHE3e
BOCTIJICHUS, OOJTM M JIMXOPAJIKH.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

[TpenapaT coepKUT AMKIOPEHAK HATPHs, BEIIECTBO HECTEPOUIHOW CTPYKTYpHI, OKa3bIBaroIee
BBIP)KEHHOE MPOTHBOBOCHIAIIUTENIBHOE, aHATIbI€THUECKOE U JKapOIOHMKAIOLIee JieicTBUE.

In vitro nukiodenak HaTpus B KOHICHTPAIMAX, YKBUBAJCHTHBIX TEM, KOTOPBIC JHOCTUTAIOTCS
IIpU IPUMEHEHUHU Y YEJIOBEKA, HE MOJaBIIsIET OMOCHHTE3 IPOTEOTIIMKAHOB XPSILIEBON TKaHU.

[Tpu peBMaTHueckuX 3a00JIEBaHUSX HPOTHBOBOCHAIUTEIBHOE M aHAJIbIE3UPYIOLEe CBOMCTBA
npenapata 00ecreuMBaloT KIMHMYECKUH 3(]deKt, XapakTepu3yromuics 3HAUYUTEIbHBIM
YMEHBILIEHUEM BBIPAKEHHOCTU TaKUX MPOSIBICHUN, Kak Oolb B IMOKOE M MpU ABHKECHUH,
YTPEHHS CKOBAaHHOCTh M MPUITYXJIOCTh CYCTAaBOB, a TaKXe YIy4llIeHHEeM (PYHKIIMOHAIbHOIO
COCTOSIHUSL.

[Tpr mocTTpaBMaTHUECKUX M IOCIEONEPALMOHHBIX BOCHIAIUTENBHBIX SBICHUSAX IUKIO(EHaK
OBICTPO KynupyeT 00Jib (Kak B TIOKOE, TaK W MPHU JBUKEHUH ), YMEHBIIIAET BOCTIAIUTEILHBIN OTEK
Y OTEK IIOCJIEONIEPAL[UOHHON PaHBI.

OTMeueH BBIPAKEHHBIN aHajabreTHuecKuil >PpQexT nukiaodeHaka mpu yMEPEeHHOH M CHIBHOMN
60111 HepeBMaTHUYECKOro mporcxoxaeHus. Obneruenue 6o1m Hactynaet uyepes 15-30 MUHYT.
Kpowme Toro, nuknodenak obaerdaet mpuCTyIbl MUTPEHH.

[Ipy nmpuMeHeHNH B KOMOMHALMM C OMHOMJAMM Y TAIlMEHTOB C MOCIEONEpalMOHHON 00bIo
JTUKIO(pEHaK TOCTOBEPHO CHIKAET MOTPEOHOCTh B OMMOUAHBIX aHAJIbI€THKAX.

5.2. dapmakoKMHeTHYeCKHe CBOIiCTBa

AOGcopOnus

[Tocne BHYTPUMBIIIEYHOTO BBEAECHUA 75 Mr AMKIO(EHAaKa €ro BCACHIBAHME HAUYMHAETCS
HeMeaeHHo. MakcumanbHasg KoHIeHTpauuss B IuiasMe (Cmax), CpelHEE 3HA4€HHE KOTOPOM
COCTaBJIIET OKOJIO 2,5 MKI/MI1 (8 MKMOJB/I), JOCTHraercs mnpuMepHo uepe3 20 MHHYT.
KonnuecTBo BcachIBaromerocs: A€MCTBYIONIETO BEMIECTBA HAXOAUTCS B JIMHEMHON 3aBUCHMOCTH

OT BCJIIMYMHBI JO3bI IIpCIiapara.
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Benuuuna tutomaan moj KPpUBOW «KOHIICHTPE unﬂ-Bpe'il;L{I;;::('z\Ft%;: 'BEE'Q Iﬁﬂ{f—rbyﬂﬁﬂn'elqﬁoro

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BBEJICHUsI JIUKIOo(eHaka MmpuMepHO B 2 pas3a Oosiblie, YeM IMOCIE €ro MepopalbHOTO WU
PEKTAIbHOIO IPUMEHEHUS, MOCKOJIbKY B IOCIEIHUX CIIy4asX OKOJIO IIOJIOBUHBI KOJIMYECTBA
IuKiIopeHaka MeTaboIu3upyeTcs IPU «I1€PBOM MPOXOKICHUN» Yepe3 MEUCHb.

[Ipu mnocnenyromux BBeIEHUSAX (apMaKOKMHETUYECKHE II0Ka3aTeld He HU3MEHSIOTCH.
[Ipu ycnoBum coONIOAEHUS PEKOMEHIYEMBIX WHTEPBAJIOB MEXIY BBEICHHAMH AMKIO(PEHAKa
KyMYJISILLIUM HE OTMEYaeTCsl.

Pacopenenenue

CBsi3b ¢ Oenkamu ChIBOPOTKH KpoBU — 99,7 %, mpeumyiinecTBeHHO ¢ anbOymuHoM (99,4 %).
Kaxymmuiics o0beM pacnpenenenus cocrasisier 0,12—0,17 n/kr.

JlukinopeHak MpOHWKAeT B CHHOBHAIBHYIO XHJIKOCTh, IJI€ €ro MakCHMajbHas KOHICHTPAIUs
JOCTUTaeTcs Ha 2—4 yaca T03Ke, YeM B Iula3Me KpoBU. Kakylnuiics mepuo MmoyTyBbIBEIACHUS
U3 CHHOBHMAJBHON JKHIKOCTH cocTaBisieT 3—6 yacoB. Yepes 2 wdyaca mocie ITOCTHKCHUS
MaKCHUMaJbHOH KOHIIEHTPAIlMU B IUIa3Me KPOBHM KOHICHTpALHUs JUKJIOPEHAaKa B CHHOBHAIHHON
KUJIKOCTH BBIIIE, YeM B IUIa3ME€ KPOBHM, M €€ 3HAYCHHS OCTAIOTCI Oojiee BBICOKMMH
Ha MMPOTSHKCHUU TIepHoJia BpeMEHH 10 12 4acos.

Juknodenak Ob11 0OHapYkeH B HU3KUX KoHIeHTparusax (100 Hr/min) B TpyIHOM MOJIOKE OJHOMN
u3 Kopmsmux Matepeil. llpeamomaraemMoe KommdecTBO IUKIO(PEHAaKa, TOMAMAIONIET0 Yepe3
Ipy/AHOE MOJIOKO B OpraHu3M pedeHka, 3kBuBajeHTHO 0,03 MI/Kr/CyTKH.

BI/IOTDaHC(bODMaHI/IH

Metabonu3m  aukinodeHaka  OCYHIECTBISETCS  YAaCTHYHO MyTeM  [NIIOKYPOHHPOBAHUS
HEU3MEHEHHOW  MOJIEKYJIBI, HO MPEUMYIICCTBEHHO TIOCPEICTBOM  OJHOKPAaTHOTO U
MHOTOKPATHOTO THJIPOKCHJIMPOBAHHSI M METOKCHIIMPOBAHMS, YTO TPUBOAWT K OOpa30BaHUIO
HECKOJNIbKUX  (eHONbHBIX  MeTabonmuToB  (3'-ruapokcu-,  4'-THAPOKCU-,  S'-THAPOKCH-,
4'5-nmuruapokcu- u - 3'-ruApokcu-4'-meTokcuaukiopeHaka), OONBIIMHCTBO W3  KOTOPBIX
mpeBpaniaeTcs B TIIOKYPOHOBBIC KOHBIOTATHl. J[Ba (PEHOMBHBIX MeTabouTa OWOJIOTHYECKU
AKTHUBHBI, HO B 3HAYMTEIILHO MEHBIIICH CTEIIEHH, YeM JTUKIIOEHAK.

OIMMUHALUA

OOumii cucTeMHBI IJIa3MEHHBI KIUpEHC JuKiIopeHaka cocTaBiseT 263+56 miu/MuH.
KoHeuHbIN Tepro]] TONyBBIBEIEHUST cocTaBisger 1-2daca. Ilepwon monyBbIBeneHUS 4—X
MeTabOJIMTOB, BKJIOYAs JiBa (HhapMaKOJOTHYCCKH AKTHBHBIX, TaK J>K€ HEMPOJOJIKUTEICH W
cocraBisgeT 1-3 yaca.

Onun 3 MeTaboIuTOB, 3'-THAPOKCU-4'-METOKCHIUKIOhEHAK, UMEET O0iee TUTENbHBIN MeproT

IMMOJIYBBIBCACHUS, OJHAKO 3TOT MeTa00IUT HOJHOCTHIO HEAKTHBEH.
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(MO B HOCTE 0003,
Oxkono 60 % n03e1 auKIOdeHaKa BBIBOJIUTCS HO‘IKaMI/ﬂB' B‘I:IIEE;LUE'OK%MBIX HBLIOTATOB

AL

HEU3MEHEHHOTO JICHCTBYIONIErO BEIIECTBA, a TaK)Ke B BHJE METa0OIUTOB, OOJBIIMHCTBO
U3 KOTOPBIX TOXE TPEICTABIISAIOT COOOH TIIOKYPOHOBBIE KOHBIOTAThl. B HEM3MEHEHHOM BHJIE
BeIBOAUTCS MeHee | % nukinodenaka. OcraBmascs 4acTh IUKIO(EHAaKa BBIBOJAMTCS B BHJIC
META0O0IUTOB C )KETYLIO.

Konnenrpanus aukiodeHaka B 1jia3Me KPOBH JIMHEWHO 3aBUCHT OT BEIMYWHBI IPUMEHSIEMOMN
JIO3BI.

IloyeyHas HEIOCTATOYHOCTh

VY manuMeHToB ¢ HapylleHHeM (DYHKIUU MOYEeK MpU COOIIOJACHUHM PEKOMEHJOBAHHOIO PEXKUMA
JIO3UPOBaHUS KyMYJISILIUM HEU3MEHEHHOT'O ACHCTBYIOIIETO BEILIECTBA HE OTMEYAETCS.

[lpu xupeHce kpearnHuHa MeHee 10 MJI/MHH pacdyeTHbIE PABHOBECHBIE KOHIEHTpAIMU
THAPOKCUMETA00NIUTOB JUKIOPeHaka MpuUMepHO B 4 pasza BbIlIe, YeM Yy 3I0POBBIX
TOOPOBOJIBIIEB, IPU 3TOM META0OIUTHI BHIBOAATCS UCKIIOUUTENBHO C KEITYBIO.

IIeueHoUHAs HEAOCTATOYHOCTDH

Y TDanueHToB ¢ XPOHUYECKUM TEMAaTUTOM WM KOMIICHCHPOBAHHBIM IIHPPO3OM TICUYCHU
nokazarean  (apMaKOKMHETHKH JHUKIO(pEHAaKa aHAJIOTMYHBl TaKOBBIM Yy  IAlMCHTOB
0e3 3a00JIEBaHUN IIEYEHU.

JleTw/manreHThl HOKUIOr0 BO3pacTa

BcacwiBanue, merabonu3M W BbIBEJEHUE AUKIO(PEHAKa HE 3aBUCAT OT Bo3pacta. Y Jnerei
KOHIIEHTpaluH JAuKIo(eHaka B I1a3Me KpOBU IpU MPUMEHEHUH SKBUBAJICHTHBIX /103 MIpenapara
(MI/Kr Macchl Tena) CXOJIHBl C COOTBETCTBYIOIIMMH IOKa3aTeNsIMH y B3pociblX. OpHako
Yy HEKOTOpBIX MAIMEHTOB IOXHJIOTO BO3pacTa mnocie 15-MUHYTHOW BHYTpUMBEHHOH HH(Y3un
OTMEUEHO YBEJIMYEHHE KOHIIEHTpalMH JuKiIopeHaka B Iuiazme KpoBH Ha 50 % 1o cpaBHEHUIO
C TaKOBBIM IIOKa3aTejeM y 3I0pOBBIX JOOPOBOJIBIIEB O0JI€€ MOJIOOr0 BO3pACTa.

6. ®APMAIIEBTUUECKHUE CBOWCTBA

6.1. IlepeyeHb BCIOMOraTejbHbIX BelIeCTB

—  IPOINWJICHIJIMKOJIb,

—  OCH3WJIOBBIH CIIUPT;

— ™anuuT (Mannuton) (E421);

—  HaTpusg MeTabucynbQUT (HaTpUs AUCYIbUT);

—  HaTpud ruapokcuj pactsop 1 M;

—  BOJA Ul NHBEKLHUH.

6.2. HecoBmecTumMocTh

B cBsA3u ¢ OTCyTCTBHMEM HCCIENOBAHUN COBMECTUMOCTH, JAHHBIA JICKAPCTBEHHBIN IIpernapar

HE CJIENyeT CMELIMBATh C APYTMMHU JIEKAPCTBEHHBIMHU IIpErIapaTaMu.
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(NOCNEQCBATENEHOCTE 0003)

P

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NPH XPaHEHUH

XpaHuTh B OPUIMHAJIBbHOHM YIAaKOBKe (aMIlysa CTEKJIHHAas B IAyKe) JUIs 3allUThl OT CBeTa
npu temneparype Hmxke 25 °C.

6.5. XapakTep u cojiep:kaHue NePBUYHON YIIAKOBKH

ITo 3 mn B ammynsl U3 HeilTpaiabHoro OecuserHoro crexyia Mapok HC-1 win HC-3 ¢ konbuom
U3JI0Ma WM TOYKOHM M Haceukoil. Ha amiyiibl 1ONOIHUTENBHO MOTYT OBITH HAHECEHBI OJJHO MIIH
JIBa LIBETHBIX KOJIbLIA.

Ha ammynbl HakieuBalOT S3TUKETKHM CaMOKJIEAIIMECS WM TEKCT OSTUKETKM HAHOCAT
HEIIOCPEICTBEHHO HA aMITyJIbl METOIOM KAIUIECTPYWHOW MU JIA3€PHOU ITeYaTH.

I[To 3, 5 ammyn mnoMmemialoT B KOHTYPHYIO SYEMKOBYIO YNAKOBKY U3  IUIEHKU
HNOJMBUHUIIXJIOPUIHON U MJIEHKH MOJUITUICHOBOH, N 0€3 IUIEHKU MOJIMITHIICHOBOM.

1, 2 KOHTypHBbIE SYEUKOBBIE YIAKOBKH IO 3 aMITybl Ui 1, 2 KOHTYpHbIE SIMEHKOBBIE YIIAKOBKU
0 5 aMIysl C JIMCTKOM-BKJIQJBIIIEM MOMELIAIOT B MAayKy M3 KapTOHA JJis MOTPEOUTENIbCKOU
Tapsbl.

3, 4, 5 KOHTYpHBIX SYEHWKOBBIX YIAKOBOK IO S5 ammyl ¢ paBHbIM KOJMYECTBOM
JUCTKOB-BKJAJbIIIE MOMEIIAI0T B MayKy M3 KapTOHAa [UIsl TMOTPEOUTENbCKOW —Tapbl
(nmst cTarmoHapoB).

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHUUYTOKEHUHM  MCIOJIB30BAHHOTO
JICKAPCTBEHHOI0  Npenapara WJIM  OTXOA0B, TMOJYYECHHBIX IOCJA¢ NPHMEHEHHUs
JIEKApPCTBEHHOI0 Mpenapara, ¥ Apyrue MaHuIyJIsiiMU ¢ NpenapaTom

Her oco0bix TpeOoBaHUM K yTHIM3AIUH.

[Tocne OnHOKPAaTHOrO NPHUMEHEHMsS HEHUCIIOIb30BaHHBIE OCTaTKM pacTBOpa JAMKIO(EeHaKa
HoJyIeXaT yTUIM3allui B COOTBETCTBHUH C JIOKAJIbHBIMU TPEOOBaHUSIMU.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AxuunonepHoe o6mectBo «IIponsBoacTBeHHas papmareBTHUeCKast koMnaHust OOGHOBICHUE
633621, HoBocubupckas 061., Cy3yHckuii paitoH, pi. Cy3yH, yin. Komuccapa 3s1pK0Ba, 1. 18.

Temn./akc: 8 (800) 200-09-95.

19



COOTBETCTBYET 3KCMEPTHOMY OTUETY

e -
oT 24.03.2025 Nz 7823

7.1. IlpexcraBHTe]b HepP:KATedsi PErHCTPALHOHHO UG Ao permat Ha - Tepputopuu

Coro3a

[Iperen3un HOTDC6I/IT€HCI71 HaIpasJIATh 110 aApPECy.

B Poccuiickoti @edepayuu

Poccuiickas @enepanus

Axuunonepnoe obmectBo «IIponsBoacTBeHHas papmareBTHUEcKas koMmnaHust OOGHOBICHHE)
630096, r. HoBocubupck, yin. CranuuonHas, a. 80.

Ten./dpakc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

B Pecnyonuxe Kazaxcman, Pecnyonuxke Apmenus, Pecnybonuxe Benapyco, Kwvipevizckoil
Pecnyonuxe

Pecny6nuka Kazaxcran

TOO «®apmareiiT-Kazaxcran»

Pecriyonuka Kaszaxcran, ropon Anmarbel, AlManwHCKUR paiioH, [Ipocmekt Abas, mom 153,
kB. 38, mourToBbi uHIekc 050000

Ten.: +7 777 788 3809

e-mail: saldibekova@pharmagate.co.uk

8.  HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA NEPBUYHOM PETUCTPALIMU (IIOATBEPKJIEHUS PETUCTPAIIUM,
INEPEPETUCTPALIMN)

JlaTa nepBUYHON PErUCTPALINHN:

10. JATA IEPECMOTPA TEKCTA

OOmas xapakTepHCTHKa JeKapcTBeHHOro mnpemnaparta Jlukimodenak PeneBanm goctymHa Ha
uH(MOPMAIIMOHHOM TmopTane EBpa3suiickoro HSKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «MHTepHeT» https://eec.eaeunion.org/
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