COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.07.2024 N= 13933

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Juknodenak, 25 Mr/mi, pacTBOp JUisl BHYTPHUMBIIIICUHOTO BBEACHHUS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBylo1IE€€ BEIIECTBO: TUKIO(EHAK.

Kaxapiit M1 ipenapara cogepkur 25 mr aukiodeHaka (B Buae Aukio(heHaka HaTpUs).

Kaxxgast amiryna 06beMoM 3 MII COIEPKUT 75 MT nukiodeHaka (B Buae AUKIO(EeHAKa HATPHS).
BcmomorarenbHbIe BElIeCTBa, HATUYHE KOTOPBIX HA0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npernapara; OCH3WIOBBINA CIIUPT, HATPUS METAOKCYIbGUT, POMHICHIIUKOb (CM. paszaer 4.4).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

PaCTBOp AJI1 BHYTPUMBIIICYHOT'O BBCICHU .
Hp03paqHaﬂ WM CJICTKa onajleCuupyromas KUAKOCTb 6CCHB€THaﬂ WK CJICTKa XCJITOBATOI'O

IIBETa CO CIa0bIM 3aI1axoM OCH3HIOBOTO CIHPTA.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO
[Tpenapar JluknodeHak mnoka3aH K MPUMEHEHHMIO Y B3pOCIbIX B Bo3pacte OoT 18 ser mo
MOKAa3aHUsIM:
e BOCHAJIMUTEIbHBIE U JIET€HEPATUBHBIE 3a00JI€BaHUs OMOPHO-BUTATEIBHOIO anmnapara, B TOM
YHUCIIe:
- PEBMaTOUIHBIN apTpHT,
- aHKWJIO3UPYIOLUHI CIIOHIWINT U IPYrHe CIIOHAWIOAPTPONaTHH,
- 0CTE0apTpo3,
- IOJJarPUYECKUI apTpHT,
- OypcHT, TCHIOBaruHUT,
- OoJyieBBIE CHHAPOMBI CO CTOPOHBI ITTO3BOHOYHHMKA (JIFOMOAro, WINUAITHs, OCCAJITHs,
HEBPAJITHUsl, MUAITHUS, apTPAIITHsL, PAJUKYIINT);
® [I0YEYHAas M JKEIYHas KOJIMKHY;
® [IOCTTpPaBMaTHUYECKUIl M TOCIEONepalMoHHbIl 0O0JeBOW CHHIPOM, COMPOBOXKIAIOIIMKACS
BOCHAJICHUEM;
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e  TSKENbIE IPHCTYIIBI MUTPEHM. (MOCNEOOBATENBHOCTE 00017)

4.2. Pe:kuM 103MPOBAaHNUS M CIOCO0 NPUMeEHEeHUs!

PexxuM J103upoBaHus

Jlo3za mpemnapara noadupaeTcs HHAUBUYAIbHO, IPH 3TOM C LIE€JIbI0 CHUKEHUS PUCKA PAa3BUTUSA
HE)KENIaTeNIbHBIX PEeaKkLUi PEKOMEHIyeTCsl IPUMEHEHNe MUHUMaIbHON 3()()eKTUBHON 103BI, 1O
BO3MOXHOCTH, C MAKCUMAJIbHO KOPOTKUM TEPHOIOM JICUEHUS], B COOTBETCTBUU C LENIBIO JICUCHUS
U COCTOSTHHEM MaIHeHTa.

Juxinogenak B amiyigax OCOOEHHO MOAXOOMUT JJsl HA4aJdbHOI'O JICUEHHs] BOCHAIMTENbHBIX U
JIereHepaTUBHbIX PEBMATHYECKUX 3a00JeBaHMM, a TaKke OOJM BCIEICTBHE BOCHAJICHUS
HEPEeBMATHYECKOTO POUCXOKACHUS.

Pexomenoyemasn 0oza cocrasnser 75 mr (conepxkumoe 1 ammynsl) 1 pa3 B cyTku. B Tsxkenbix
cilydasix (Harmpumep, Ipy KOJIMKaX) B BUJIE UCKIFOUEHUS, MOTYT ObITh IPOBEAEHBI 2 MHBEKIUU 110
75 Mr C OPOMEKYTKOM B HECKOJBKO YacoB (BTOPYIO HHBEKIMIO CIEAyeT MpPOBOJUTH B
KOHTpaJIaTepaJIbHYIO AroJuIly). B kauecTBe anbTepHATUBBI, OJHY MHBEKLUIO MpenapaTa B JI€Hb
(75 Mr) MOXHO KOMOWHHPOBaTh C TPUEMOM JIPYTHX JIEKApCTBEHHBIX (OpM TUKIOPEHaKa
(TabNeTKH, peKTalbHbIC CYNIIO3UTOPHH), NMPU STOM CyMMapHas CYTOYHAas J103a HE JOJDKHA
npesbiath 150 mr.

[Ipu mpuctynmax MUIpeHM JI€YeHHE HAYMHAIOT KaK MOXHO paHblle IOCJe Haydana MpUcTyna ¢
BHYTPUMBIIIICYHOTO (B/M) BBeIeHHs TuKiIopeHaka B 1o3e 75 mr (1 ammnyina). [Ipu HeoOxoauMocTH
BO3MOYKHO MTPHMEHEHHE TUKIO(EeHaKa B IPYTUX JIEKAPCTBEHHBIX (hopMax, Py STOM CyMMapHas
CyTOYHasl 103a He JI0JKHA MPeBbIaTh 150 M B CyTKH.

Oco0bIe I'pynnbl DaMCHTOB

Toocunvie nayuenmol (> 65 nem)

Koppekuun HauanbHON J103bl y HAIlMEHTOB B BO3pacTe 65 JeT U cTaplie, Kak IpaBHJIO, HE
Tpebyercs. OAHAKO, MCXOJAf M3 OOIMX MEAMLMHCKUX COOOpakeHuil, cienyeT coOmaroaarh
OCTOPOKHOCTh Y OCJIa0JIEHHBIX MOKUIJIBIX MAllMEHTOB WM MallMEHTOB C HU3KON Maccoil Tena.
Hayuenmor ¢ 3a00ne6anusMU  CePOEUHO-COCYOUCMOU CUCEMbl UTU  6bICOKUM PUCKOM
3a001e8anUll CePOeYHO-COCYOUCMOLL CUCTEeMbl

Crnenyer ¢ 0co0Oif OCTOPOKHOCTBIO NPUMEHSTh Mpernapar y MalHeHTOB C 3a00JeBaHUSIMU
CepAEYHO-COCYTUCTON CHCTEMBl MM BBICOKUM PUCKOM Ppa3BUTUS 3a00JE€BaHUN CepJeUHO-
cocyauctoil cucreMsl. [Ipu HeoOXxonuMocTH UIMTENbHON Tepanuu (Oojee 4 Hemenb) y TaKUX
MALMEHTOB CIeAyeT NPUMEHATH IIpenapar B CyTOYHOU 103€, He npesbimaromeid 100 mr.
Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

Her pmanHBIX O HCO6XO):[I/IMOCTI/I KOppCKOUU OO3bI IIPpU MPUMCEHCHUUN IIpCliapaTa y MAUCHTOB C
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MPUMEHEHHUS Tpernapara y MalleHToB JaHHOoW kaTeropuu. CremayeT coOmoaaTh 0CTOPOKHOCTh
[py IPUMEHEHHH TIperapaTa y MalueHTOB ¢ HapylmeHueM (PYHKIIHH MTOYCK.
[IpumeneHue npemnapara y MalueHTOB ¢ OYEYHON HEOCTaTOUHOCThIO (CKOPOCTh KIIyOOUKOBOM
dunprparmu (CK®) menee 15 mn/mun/1,73 M? miomaam mOBEpXHOCTH Tela) IPOTHBOIOKA3AHO
(cM. pasnen 4.3).
THayuenmoi ¢ HapywieHuAMU DYHKYUU NeYeHU
Het nmanHbIX 0 HEOOXOIUMOCTH KOPPEKIHMH 103l MPU MPUMEHEHUH IpernapaTa y MalueHTOB C
HapyLICHUAMHU (PYHKIMH TEUEHU JIETKOW U CPEJHEN CTENEHU TSKECTH B CBA3H C OTCYTCTBUEM
UCCJICIOBaHM 0€30ITaCHOCTH MPUMEHEHHS Tpernapara y JaHHOW KaTeropuy MalueHTOB.
[IpumeHeHne mpemnapata y MAMEHTOB C HapylIeHHeM (DYHKIHUU TMEYSHHW TSDKETOW CTEleHU
IPOTHBOIIOKA3aHo (cM. paszaen 4.3).

eTH
Juknodenak, pacTBOp JJIsi BHYTPUMBIIICYHOTO BBEICHUS, HE CIEAyeT NMPUMEHSITHh Yy JeTed U
MOJPOCTKOB Mitammie 18 5eT B CBSI3M C TPYAHOCTHIO JIO3MPOBAHMS Iperapara; Ipu
HEOOXOJUMOCTH JICYEHHs Y JAHHOW KAaTeropuu MallMeHTOB TUKIO(PEHAK MOKHO MPUMEHSTH B
TabJIeTKaX WU CYMIO3UTOPHUSIX.

Cnoco0 nnpuMeHeHus

BryTtpumMslieyHo.

Juknodenak BBOAAT MyTeM ITyOOKOM MHBEKIMH B SITOAMYHYIO MbIIIIy. He cienyeT mpuMeHsTh
UHBEKIMU AukinopeHaka Oomee 2 nHed moapsa. Ilpu HeoOXomuMOCTH J€YEHHE MOXKHO
IPOJOKUTD, MPUMEHSS TUKIOPEHAK B JIEKAPCTBEHHOU (hopMe «TabJIeTKU» M «CYIMIIO3UTOPUN
peKTaIbHBIEY.

[Tpu mpoBeaeHUH B/M UHBEKIIMH AJIS TOTO, YTOOBI M30€KaTh MOBPEKICHHS HEpBa MU APYTUX
TKaHeW B MecTe MHBEKIUU (UTO MOKET MPHUBECTH K MBIMIEYHON c1a00CTH, Mape3y, CHUKEHHUIO
YyBCTBUTEIHLHOCTH WU METMKAaMEHTO3HOM dMO0nu Kok (cuuapom Hukonay)), pekoMeHayeTcs
NPUIEPKUBATHCS CIEYIOIINX TPABUIL.

[Ipemapat crneayer BBOAUTH TTTyOOKO B/M B BEpXHUU HAPYKHBINA KBaJIpaHT SITOJAMYHON 00J1acTH C
COOJIIOZICHHEM MPaBUJI ACENTHKH.

AMIyny mperapaTta clieyeT HCIOJb30BaTh TOJIBKO OAMH pa3. PacTBop cienyer BBOIUTH
HEMEIJIEHHO I0CIie BCKPBITUSA aMmyiibl. [locie ofHOKpaTHOTO MpUMEHEHHUs! HEHCIIOIb30BaHHbIE
OCTaTKH pacTBopa IUKIOPEHaKa TOJJIeKAT YTUIM3AIUU B COOTBETCTBHHM C JIOKaJbHBIMU
TpeOOBaHUSIMHU.

[Ipu mpumeHeHWH Tpenapara CleIyeT HCIOJIb30BaTh MOAXOIAIIYI0 JJIUHY WIIBI U BEPHYIO

TEXHUKY HHBCKIUU (y‘II/ITBIBaSI TOJIIIUHY ATOJUYHOI'O KHpa KOHKPETHOI'O HaHI/IeHTa), YTOOBI
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130€KaTh HENPEIHAMEPEHHOTO MMOKOKHOIO BBEICHHS. (MOCNEOOBATENEHOCTE 0001)

He cnenyet cmemmBath pacTBop AuKIo(eHaka, Coaep Kalluiics B aMITyJiaX, ¢ paCTBOPaMU APYTUX

JICKAPCTBCHHLIX CPCACTB AJIA HHLCKHHﬁ.

4.3. IlpoTUBONOKA3AHHS

['unepuyBCTBUTENFHOCTS K JUKIO(PEHAKY WM K JIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
NEPEYHCICHHBIX B pasaene 6.1, B TOM yHcie K HaTpust MeTaOuCyIb(uTy.

ObocTpenne sS3BEHHON 00JIE€3HM JKeTy/Ka M ABCHAAIATUIICPCTHON KUIIKH, KPOBOTCUCHUS U3
oprasoB xenynouHo-kumeanoro tpakra (KKT), nepdoparnus opranos XKKT.

Bbepemennocts B cpoke 6osee 20 Henenb.

Kak u apyrue HecTepouaHbie MpoTHBOBOCHaIuTeNbHbIe mpenaparbl (HIIBIT) muxinodenak
IIPOTUBONOKA3aH MalMEHTaM C MOJHBIM WM HEMOJIHBIM COYETAHUEM OPOHXHAJIbHON acTMBI,
AHTMOHEBPOTUYECKOI0 OTEKA, KPalUBHUIIBI, OCTPOTO PUHUTA, PELUIUBUPYIOLIETO MOJIUII03a
HOCA WJIM OKOJIOHOCOBBIX MMa3yX U HEMEePEHOCHMMOCTH aleTHJICATUIMIOBOM KHUCIOTHI WIH
npyrux HIIBII (B Tom uncie B aHaMHe3e).

Hapymenne GyHKIMM IEYEHU TSKEOHN CTENEHU.

Ioueunas Hegocratounocts (CK® menee 15 mn/mun/1,73 M?).

Xponuueckasi cepaeuHas HemoctarouHocts (II-IV  dyHkimoHanpHBI — Kjacc 1O
knaccupukanuu NYHA).

KnuHnuecku noaTBepkAeHHas HilleMuyeckasi 00Je3Hb cepaLa.

3aboneBanus nepudepuyeckux apTepuil U COCy10B TOJIOBHOTO MO3Ta.

HekonTponupyemas aprepuanbHasi THIEPTEH3HUS.

CocTosIHUS, COTIPOBOXKAAIOIINECS PUCKOM Pa3BUTHUS KPOBOTEUEHUH.

[TonTBep:keHHas TUIIEPKATUEMHUSL.

AOpTOKOpOHApHOE IIYHTUPOBaHUE (IIEPUOTIEPALMOHHBIN IEPUONT).

BocnanurenpHbie 3aboneBanus kuimieyHuka (6one3Hb KpoHa, si3BeHHBIN KonHT) B (hase
obocTpeHus.

AXTUBHBIE 3200J1€BaHUS NTEYECHU.

Ilepron rpyqHOTO BCKapMIIMBaHUS.

Herckuii Bo3pact 10 18 ner.

4.4. OcoOble ykazaHMsl U1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

[Tpu npumenenun nukinodenaka u apyrux HIIBII neobxoaumo coOmroaaTh OCTOPOXKHOCTH U
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nopaxxenusi/3aboneBanus KKT wim ¢ aHaMHECTUYECKUMHU JTAHHBIMH, TO3BOJISIOIIUMU
3aro/I03pUTh S3BEHHOE MTOPAKEHUE JKEITYIKa UIIH KUIICYHUKA, KPOBOTECUEHUE MITH TepOopaluio;
y manueHToB ¢ uHbpekueir Helicobacter pylori B anamuese, sI3BeHHBIM KOJHUTOM, OOJIE3HBIO
Kpona, c¢ Hapymenwem (yHKUMHM TI€YeHH B aHaMHe3e, M Yy MAalUEHTOB C jkajolamu,
NO3BOJISIOIMME  3aroo3puth 3aboneBanus JKKT. Puck pasButust xemyaouyHO-KHIIEUHOTO
KpOBOTEYEHMS BO3pacTaer npu ysesrdeHnu 103s1 HIIBII wny npu Hanu4uu SI3BEHHOTIO aHAMHE3A,
0COOCHHO KPOBOTEUECHUI U Tiep(opalvu S3Bbl Uy MOKUIIBIX MAllUEHTOB.

[Tpuem HIIBII, Bxitouas nukiioeHaK, MOXKET OBITh CBS3aH C MOBBIIIEHHBIM PUCKOM MPOTEYKH
anacromo3a, pacrnoyniokenHoro B JKKT. Ilpu mpumenenun mpemaparta JukimodeHak mocie
onepaTuBHOro BMemarenscTBa Ha JKKT pekomenayeTcs TIaTeaIbHOE MEAULIMHCKOE HAOII0AEHHE
1 OCTOPOKHOCTb.

Cnenyer cobmoaath 0co0yH OCTOPOKHOCTH MPU MPUMEHEHUU AUKIO(EeHAKa Yy MaIlUeHTOB,
NOJIyYaAIOLMX IIpernaparbl, YyBEIWYUBAIOIIME PUCK HKEIyIOUYHO-KUIIEUYHbIX KPOBOTEUEHUM:
CHCTEMHBIE TTIIOKOKOPTHKOCTEPOHIBI (B T.4. IPEAHU30JIOH), aHTUKOATYJSHTHI (B T.4. Bap(apuH),
aHTHAarperanTel (B T.4. KIONUAOTPEN, AaleTUICAIUIUIOBAasS KHUCIOTa) WIH CEJICKTHBHbBIC
MHTHOUTOpPBI OOPATHOTO 3aXxBaTa CEPOTOHMHA (B T. 4. IUTaONpaM, (DIyOKCETUH, MAapOKCETHH,
CepTpajuH).

OCTOpOXXHOCTh HEOOXonuMa IpH NPUMEHEHWH TpenapaTa y MaIlMeHTOB C JIETKUMH U
YMEpPEHHBIMH HAPYIICHUSAMH (DYHKIIUU TTEUYEHH, a TAK)KE Y TAIIEHTOB C MEYCHOYHON ophupuei,
TaK Kak Ipernapar MO>KeT MIPOBOIUPOBATH MPUCTYIIBI TOPHUPHH.

CnenyeT ¢ OCTOPOXKHOCTBIO NPUMEHSATH Mpenapar y MNalMeHTOB C OpOHXHMaJbHOW acTMOM,
CE30HHBIM AJJIEPTUYECKUM PUHUTOM, OTEKOM CIIM3HCTON OOOJIOUKM HOCOBOH MOJOCTH (B TOM
YHCJIe C HOCOBBIMU ITOJIUIIAMHU ), XPOHUYECKOH 00CTPYKTUBHON 00JI€3HBIO JIETKUX, XPOHUYECKHUMHU
UHQEKIMOHHBIMU 3a00JIEBaHUSIMH  JIbIXaTeNbHBIX MyTeld (0COOEHHO aCCOIMMPOBAHHBIX C
aIJIEPrU4eCKUMHI PUHUTOINOA00HBIMU CUMIITOMAMH ).

Ocobast  OCTOPOXKHOCTH TpeOyeTcss TMpH JICUEHWH TAIUEHTOB C CEPACHYHO-COCYIUCTHIMU
3a00JI€BaHUAMY, HapyILIEHUSIMH (QYHKIOUMM TOYEeK, BKIIOYass XPOHHUYECKYI IOYEYHYIO
negocratounocts (CK® 15-60 mi/mun/1,73 M?), JTUCIUTIUIEMUEH/ TUTIEpIUTTUASMHUEH, CaXapHbIM
nuabeToM, TUNEPTOHNYECKON OO0JIEe3HBI0, MPU JICYEHUU KYpSIIUX MAallMeHTOB WM MAlEeHTOB,
37I0YNOTPEOAIONIUX aJTKOT0JIEM, MPHU JICYEHUH MOXKUIIBIX MAIllMeHTOB, MOIYYAIOIIUX JTUYPETUKN
WIN Ipyrue npenapaTsl, BAUSIOMUE Ha GYHKIHUIO [TOYEK, a TAKXKe MAIUEeHTOB CO 3HAYUTEIbHBIM
yMeHblIeHneM oObeMa mupkyaupyomeil kposu (OLK) mro6oit sTHonornu, Hampumep, B
NEePUOABI A0 U MOCJIE MACCUBHBIX XUPYPIHUECKHUX BMEIIATEIbCTB.

Cremyer ¢ OCTOPOXHOCTBIO NMPUMEHSTH Tpemapar JukimodeHak y ManueHToB ¢ nedexramu
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MAIUEHTOB C PUCKOM Pa3BUTHS CEPACUHO-COCYTUCTHIX TPOMOO30B.

Crnenyer coOm0IaTh OCTOPOKHOCTH TMPU MPUMEHEHHH Ipernapara y MaIlMeHTOB MOXKUIOTO
BO3pacTa. DTO OCOOCHHO aKTyallbHO Yy OCJIa0JICHHBIX WJIM HMMEIOUIMX HHU3KYI Maccy Tela
NOXWIBIX JIO/Iel. Y TaIlMeHTOB JaHHOW KAaTerOpuH PEKOMEHIYETCsS NPUMEHSTH IMpernapar B
MUHHMaJIbHOH 3()(heKTUBHOM 103€.

Crieryet ¢ 0CTOpOKHOCTBIO MPUMEHSTH MperapaT Bo Bpemsi 0epeMEeHHOCTH B cpoke 710 20 Heelb.
Oco0yr0 OCTOPOKHOCTh CIIEAYEeT COOJIOAaTh NpU B/M BBeACHHMM Tpenapata [uknodeHak y
NAIMEHTOB ¢ OpOHXHMAIBLHOW aCTMOM M3-3a pUCKa 00OCTpeHHs 3a00JieBaHMs, TaK KaK HaTpUs
MeTabucynbpur, comepxkamuics B Tpemapare, CIocoOCH BBI3BIBATH TSDKEIBIC PpEaKIUU
TUTNEPYYBCTBUTEIHLHOCTH.

Oco0ble yKazaHus

Topaoicenue KKT

[Ipn npumeHeHnm JUKIO(QEHAKA OTMEYATUCh TAaKUE SIBJICHUS KaK KPOBOTCUCHUS WU
usbs3BieHus/meppopanuu XKKT, B psie cirydaeB co cMepTeIbHBIM UCXOJ0M. JlaHHBIC SBICHUS
MOTYT BOSHUKHYTH B JIF000€ BpeMs MPU MPUMEHEHUHU MPENapaToB Y NAIMEHTOB C HATUYUEM UITU
OTCYTCTBHEM  MPEIUIECTBYIOIIMX CUMITOMOB M CEPbE3HBIMU  KEIIYAOYHO-KUIICYHBIMU
3a00JI€BaHUSIMH B aHAMHE3€ WM 0€3 HUX. Y MOXKWIBIX IMAIIUEHTOB MOJ00HBIE OCI0KHEHHS MOTYT
MMETh CEpbE3HbIC MociencTBusA. lIpu pa3BuTHUM y NAUMEHTOB, IMOJYYAIOUIUMX Ipenapar
Juknodenak, kpoBoreueHuit unu uzbsaspnenuii XKKT npenapat ciegyer oTMEHUTS.

Jns cHmxenus pucka tokcudeckoro aeictus Ha JKKT nanueHntaM ¢ sI3B€HHBIM MOpaKE€HUEM
KKT, ocoOeHHO OCIOXKHEHHBIM KpPOBOTEYCHHEM WJIM Tiepdopanueid B aHAMHE3e, a TaKke Y
MOXKHMJIBIX MMAIIMEHTOB MpernapaT ClieyeT MPUMEHITh B MUHUMAaIbHOU 3 (EeKTUBHOM 103€.
[TaiueHTaM ¢ MOBBILIEHHBIM PUCKOM Pa3BUTHUS JKEIIYAOUYHO-KUIIEYHBIX OCJIOKHEHHH, a Takke
NalMeHTaM, MOJYYaloIUM TEepanuilo HU3KUMU J103aMH al€TUJICAIUIIMIOBON KHUCIIOTHI, CIEAyeT
MPUHUMATh TaCTPONPOTEKTOPHI (MHTUOUTOPHI TPOTOHHOM MTOMITBI HJIA MU30IIPOCTOJ) WU IPyTHE
MEIIUIIMHCKUE TpenapaThl Ui CHIDKEHUS pUCKa HexenarenbHoro BoszaeiictBus Ha JKKT.
[Taruentam ¢ mopaxkenunem JKKT B anamHe3e, 0cOOGHHO TOXKWJIBIM, HEOOXOIUMO COOOIIATH
Bpaudy 000 Bcex abJJOMUHAIbHBIX CHMIITOMAX.

TIayuenmul ¢ OpoHxuanvHo acmmou

Oboctpenne OponxuanbHOM actMbl  (HemepeHocuMmocTh  HIIBII/OponxuanbHast actma,
npoBorupyemas npuemom HIIBIT), otex KBuHke u kpanuBHHIIAa HAHOOEE YaCTO OTMEUAIOTCS Y
MAIMEHTOB C OPOHXUANTBHOMN aCTMOM, CE€30HHBIM AJJIEPTHUYECKUM PUHUTOM, HOCOBBIMH MOJIUITAMU,
XPOHUYECKOW OOCTPYKTMBHOW OOJE3HBIO JIETKHX WM XPOHWYECKUMH WH(PEKIIMOHHBIMU

3a00JIeBaHUSIMU JABIXaTCIbHBIX HyTeﬁ (OCO6€HHO CBsI3aHHBIMH C AJUICPTrUICCKUMU

Crpanwnma 6 u3 19



COOTBETCTBYET 3KCMEPTHC
ot 10.07.2024 Ne 13

4 e '%} Eéﬁiﬁe%é]s c

MY OTYETY

PUHUTOTIOIOOHBIMA CHUMITOMaMH). Y JTaHHOU rpynnbinﬁéﬁn@r;oﬂ' '|,5

ajuieprueil Ha Jpyrue mpenapatbl (Cblllb, 3yA WM KpalMBHHIA) MPU NPUMEHEHUH Mpernapara
CleyeT coOltoIaTh OCOOYI0 OCTOPOXKHOCTh (FOTOBHOCTH K IPOBEICHUIO pPEaHUMAIIMOHHBIX
MEPOTIPUSITHH ).

Koorcnvie peaxyuu

Takue cepbe3HBIC EPMATOJIOTHYECKHE PEaKIMH KaK SKCPOIUATHBHBIA JEPMATUT, CHHAPOM
CruBenca-J[>kOHCOHA, TOKCHYECKUM HNUACPMAIbHBIA HEKPOJIU3, B HEKOTOPBIX CIydasX CO
CMEpTEIbHBIM HCXOJOM, Ha (OHE NPUMEHEHHUs AUKIO(EeHaKa OTMEYalIHCh OYEHb PEJKO.
Haubonpiire puck U 4acToTa pa3BUTUS TSKENBIX JIEPMATONIOTHUECKUX PEaKIMil OTMedaInch B
NepBBIA MecsIl JedueHus aukiaodenakoM. [lpu pa3BUTHH y MAlMEHTOB, MOJYYAOIINX ITperapar,
MEPBBIX MPU3HAKOB KOXXHOW CBHITH, TOPAKCHHSI CIIM3UCTHIX 00OJIOYEK WM JIPYTHX CHMIITOMOB
TUIEPYYBCTBUTEIHLHOCTHU IIPEapar ciaeayeT OTMEHHUTD.

B penkux ciydasx y HmanueHTOB, HE MMEIOIIMX ajUIEPTUU Ha JUKIO(PEHAK, MpU MPUMEHEHUU
mperapaTa MOTYT pa3BUBAThCS aHA(HMIIAKTHUSCKHE/aHA(UITAKTOUTHBIC PEAKITHH.

Bo3zoeticmsue na neuenw

[Tockonpky B mepuoj MPUMEHEHHS Mpernapara MOKET OTMEUYaThCS TOBBIINIEHHE AKTHUBHOCTHU
OJIHOTO HJIM HECKOJIbKMX IEYEHOYHBIX ()EPMEHTOB, MpU UIUTEIBHON Tepamuu MpernaparoM, B
KaueCTBE MEphI MPEJOCTOPOKHOCTH, TIOKa3aH KOHTPOJIb PyHKIMH redeHu. [Ipu coxpaHeHun u
MPOTPECCUPOBAHUN HAPYIICHUH TMEYCHOYHOW (DYHKIMM WJIM BO3HHUKHOBCHHHM TPHU3HAKOB
3a00JICBaHUN TICUCHH, WM JPYIHX CHMIITOMOB (HAmpuUMep, S03MHO(DUIMH, CBIMH H T. II.),
npenapar HeoOXOAUMO OTMEeHUTh. ClielyeT UMETh B BHJY, UYTO IrenaTUT Ha (HOHE MPUMEHEHUs
TUKIIO(EeHaKa MOXKET Pa3BUBAThLCS 0€3 MPOIPOMATHHBIX SIBICHUH.

Boszoeticmsue na nouxu

Ha ¢one Tepanmuu mnpemapaToM peKOMEHAYETCS MNPOBOIUTH KOHTPOJIb (QYHKIMH TOYEK Y
MAIMEHTOB C TUIEPTOHUYECKOW OONe3HbI0, HApyIICHUAMU (YHKIUU cepila WU TOoYeK,
MOXKWJIBIX, TAlUEHTOB, TMOJYYAOIINX IUYPETUKH WM APyrHe IpenapaThl, BIUSIONINE Ha
MOYECUHYI0 (PYHKIMIO, a TakKe Yy TMalMeHTOB CO 3HAYUTEIHHBIM YMEHBIIEHHEM o0bema
MUPKYTUPYIOUIEH T1a3Mbl KPOBHU JII000H ATHOIOTHH, HAIPUMED, B IEPHOJ 0 U TIOCIIE MACCUBHBIX
XUPYPrU4ecKuX BMemarenscTB. [locie npekpaiienus Tepanuu mpemnapaToM 00bIYHO OTMEYaeTCs
HOpMaJIM3aIus ToKa3aTeliel MoYeuHor (QYHKIMH 10 MCXOTHBIX 3HAUCHUM.

Boszoeticmsue na cepoeuno-cocyoucmyro cucmemy

Tepanus HIIBII, B Tom uncie qukinodenakoM, B 0COOCHHOCTH, JIUTENbHAS Teparus U Teparnus ¢
MCIIOJIb30BaHNEM BBICOKHUX J103, MOXKET OBITh aCCOLIMUPOBAHA C HEOOIBIITNM BO3PACTAHHEM PHCKA
Pa3BUTHS CEPHE3HBIX CEPACUHO-COCYAUCTHIX TPOMOOTHUECKUX OCIOXHEHUH (BKItOUas HHMAPKT

MHOKap/ia U UHCYJIbT).
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COOTBETCTEYET 3KCNEPTHC
07 10.07.2024 N2 13 )
V nanueHToB ¢ 3a00JIE€BaHUAMH CEPACYHO-COCYAUCTOM ':gﬁéﬁﬂé@r:gﬁ%cﬁgﬁ%ﬁé«gﬁ 'f)a'?,'ﬂﬁmﬂ

MY OTHETY

3a00JIeBaHUN  CEPJIEUHO-COCYAUCTON CHUCTEMBbI (Hampumep, C apTepUalbHON THUIEpTEH3HUEH,
TUIEPIIMINIEMHUCH, caxapHbIM JUA0ETOM, KYpSIIMM) CIEIyeT MPUMEHATh Mpenapar ¢ 0coOou
OCTOpPOXKHOCTBIO, B CaMOM HHM3KOM 5>(QPEeKTUBHON g03€ NpU MHHUMAIBHO BO3MOXKHOM
JUINTEJIBHOCTU JIEYEHMs, IOCKOJbKY PHCK BO3HUKHOBEHUS TPOMOOTMUYECKHX OCIIOKHEHUH
BO3pacTaeT MpU YBEIUUYEHHUU J03bl U IIPOJOJDKUTENbHOCTH JieueHus. [Ipu munrensHol Tepanuu
(Oonee 4 Henmenp) cyrouHas A03a JUKIOPEHAKa y TaKUX TMAIMEHTOB HE JIOJDKHA IMPEBBHIINIATH
100 mr. Cnenyer nepuoJuuecKu MpOBOAUTH OLEHKY 3()()EKTUBHOCTU JEUEHHUs U MOTPEOHOCTH
nalMeHTa B CUMITOMAaTMYECKOW Tepamuu, OCOOEHHO B TeX clydasX, Korja ee
IPOIOJDKUTEIBHOCTh COCTaBIsieT Oosee 4 Henenb. [lamuenTta cienyer MPOUHCTPYKTHPOBATH O
He3aMeUTUTEIFHOM O0PAIIeHNUH 38 METUIIMHCKOM MTOMOIIBIO TIPY MOSIBIIEHUH TIEPBBIX CHUMIITOMOB
TPOMOOTHUYECKUX HapylleHUH (Hanpumep, 0011 B IpyAH, YyBCTBA HEXBATKU BO3/yXa, CI1abOCTH,
HaApYIICHUS PEUH).

Bozoelicmsue na cucmemy KpoeemeopeHusi

Jukiopenak MOXeT BpeMEHHO HHTHOMPOBATh arperanuio TpoMoonnToB. [losToMy y manneHToB
C HapyLEHUsIMU IeMOocTa3a He00X0AUMO MPOBOAMUTH TLIATEIbHbBIN KOHTPOJIb COOTBETCTBYIOLIMX
71a00paTOPHBIX MOKA3aTeNeH.

[Tpu anuTENbHOM NPUMEHEHUH MpenapaTa peKOMEHAYETCsI IPOBOAUTD PETYIISIPHbIE KIMHUYECKUE
aHau3bl epudepuIecKoil KpOBH.

Mackuposanue npu3naxkos uHghekyuonHo2o npoyecca

[TpoTuBOBOCTIANMTENBHOE AEUCTBUE IIpENapaTa MOXKET 3aTPYIHATh JUArHOCTUKY MH(PEKIIMOHHBIX
IIPOLIECCOB.

Peaxyuu 6 mecme unvexyuu

Coo01manoch 0 BO3HUKHOBEHUH PEaKLUil B MECTe MHBEKIIMU MOCIIe B/M BBEACHUS AUKIO(PEHAKa,
BKJIIOYask HEKPO3 B MECTE€ MHBEKLIUH U MPOSBIECHUS MEINKAMEHTO3HOM 3MOOIMM KOXKH, TaKKe
U3BECTHON Kak cuHIApoM Huxkonay (0coO€HHO B cilydae HENpPEeIHAMEPEHHOTO IOIKOKHOTO
BBEJICHUS Iperapara). BHyTpumbllledHoe BBeJAeHHEe mnpenapara JlukinodeHak clegyer
IIPOBOAMTD, UCIIOJIB3YS MOAXOASAIINN Pa3MEP UTJIbl U BEPHYIO TEXHUKY HHBEKIUH.

Ipumenenue oonospemento c opyeumu HIIBIT

He cnenyer npumenste npenapat onHoBpemeHHo ¢ apyrumu HIIBII, Bkirodasi ceneKTUBHbBIE
unruoutopsl L{OI'-2 u3-3a pucka yBearueHus: HeXeIaTeNIbHbIX SBJICHUH.

Unghopmayus ons nayuenmos, coono0arouux ouemy ¢ KOHmMpOJIUpYemviM COOEPHCAHUEM HAMPUsL
JlanHblii mpenapat coaepkuT Menee 1 Mmmoutb (23 Mr) HaTpust B 01HOM amiryiie (3 M), TO €CThb 10

CYTH HE COAECPKUT HATPUSI.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 10.07.2024 N2 13933
BcnomorarenbHble BEIECTBA (NOCNEOCBATENEHOCTE 0001)

1 amnyna npenapara J{ukinodenak coaepkut 120 Mr 6€H3MIOBOTO criUpTa. BeH3WIOBRIN CIUPT
MOJKET BBI3BIBATH aJUIEprHUecKue peakiuu. [Ipenapar B 60ibm10M 00BEME CIIETYET UCTIOTB30BATh
C OCTOPO’KHOCTBIO U TOJBKO B CIy4ae HEOOXOAMMOCTH, OCOOEHHO Y MAIEHTOB C NEYEHOYHOMN
WM TIOYEYHON HEAOCTATOYHOCTHIO U3-33a PUCKA KYMYJISIIIMM U TOKCHYHOCTH (MeTabOInYecKuit
anuI03).

[Tpemapat JuknodeHak comepKUT HATPUsi METAOUCYIbPUT, KOTOPBI MOXKET M3PEKA BHI3HIBATH
TSDKEJbIE pEeaKlUy TUIIePUYBCTBUTEIHLHOCTH M OPOHXOCIIA3M.

[Ipenapar [dukinodeHak coaepKUT MPOIMUICHIIHKONIb, KOTOPbI MOXET BbI3bIBATh CHMIITOMBI,

CXOXHUC C TPUCMOM AJIKOT'OJIA.

4.5. BzaumojeiicTBie ¢ [PYrHMH JeKAPCTBEHHbIMHM TMpenaparaMd M JApyrue BH/bI
B3aNMOJAeHCTBUSA

BrlgBieHHbBIE B3aUMOJICHCTBUS

Hneubumopot uzogpepmenma CYP2C9

Crnenyer coOJrOaTh OCTOPOXKHOCTh TIPU  OJHOBPEMEHHOM NPUMEHCHHMH IUKIO(EHaKa |
uHruouropoB uzodepmenra CYP2C9 (Takux Kak BOPUKOHA30JI) U3-32 BOBMOKHOTO YBEJIUYCHUS
KOHIICHTPALUH TUKIO(EHaKa B CBIBOPOTKE KPOBH U €0 SKCIIO3UIIHH.

Jlumuii, oucoxcun

JIuKitopeHak MOXKET MOBBIIIATH COJCPKAHUE JIUTUS U KOHIICHTPAIUIO JUTOKCHHA B IJIa3Me KPOBH.
PexoMeHyeTcst KOHTPOJIb COJCPIKAHUS JINTHS U KOHIICHTPAIIMU TUTOKCUHA B CHIBOPOTKE KPOBH.

Huypemuueckue u cunomeH3zugHvie cpedcmasa

[lpy OAHOBPEMEHHOM TNPUMEHEHHWH C JIUYPETHKAMH WM TUIIOTEH3WBHBIMU IperapaTaMu
(HanpuMep, OeTa-aapeHo0I0KaTOpaMy, HHTHOUTOPaMH aHTUOTEH3WHIIPEBpAIaroIIero pepMenTa
- AII®) nuknodeHak MOXKET CHIKATh WX THUIOTCH3UBHOE jeicTBHe. [109TOMY y MalueHToB,
0COOEHHO MOXXKHUIIOTO BO3pacTa, MPU OJHOBPEMEHHOM MPUMEHEHHH TUKIO(EHaKa U JIHYPETUKOB
WIA TUIIOTEH3WBHBIX CPEJICTB CIEAYeT pEryIsIpHO U3MEPATh apTepuanibHOEe aBJICHUE,
KOHTPOJMPOBATh (PYHKIIMIO TMOYEK M CTENEHb THApaTaliu (BCICACTBUE TOBBIIMICHUS PHCKA
HE(PPOTOKCUYHOCTH).

Luxnocnopun u maxkpoaumyc

Brusiane nuknodeHaka Ha aKTHBHOCTh MPOCTArNIaHAWHOB B TIOYKAaX MOXKET YCHIIMBATH
HE(PPOTOKCUYHOCTh IHUKJIOCIOPHHA W TakKpoJIuMyca. B CcBs3M ¢ BBIIIECKAa3aHHBIM 7103
UKo eHaKa y MalMeHTOB, MOJIYYAOIMX [TUKIOCTIOPUH WM TaKPOJIUMYC, TOJIKHA OBITh HUXKE,

YEM Y NMAUECHTOB, HE MOJYYalOIINX YKAa3aHHBIC ITPEIapaThI.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 10.07.2024 N= 13913 )
IIpenapamul, cnocobmble 6b13616aMb 2UNEPKATUEMUIO (MOCNEOOBATENEHOCTE 0001)

OnHOBpeMEHHOE TNPUMEHEHHE JuKIo(peHaka C  KaJuicOeperarolmuMu  JUYypETHKaMH,
LUKJIOCIIOPUHOM, TaKpOJIMMYCOM U TPUMETONPHMOM MOKET IPHUBECTU K IIOBBILIECHUIO
COJIepKAaHUs Kallus B IUIa3Me KPOBM (B Cily4ae TAaKOr0 OJHOBPEMEHHOTO NMPUMEHEHHs JaHHBIN
HoKa3aresb ClIeyeT 4aCTO KOHTPOIUPOBATH).

Anmubaxmepuanvhsie cpedcmea - npou3so0Hble XUHONIOHA

HmeroTcs  oTAenbHbIE COOOIIEHUS O pPa3BUTHH CYAOPOT y TAIMEeHTOB, TOJTyYaBIIMX
OJIHOBPEMEHHO ITPOU3BOIHbIE XMHOJIOHA U TUKIO(pEHaK.

IIpeanomaraeMble B3auMOIECHCTBUS

HIIBII u enoxoxopmuxocmepouowl

OnHOBpEMEHHOE CHCTEMHOE IMpHMEHeHHe aukiodeHaka u npyrux cucremusix HIIBII wim
[JIFOKOKOPTUKOCTEPOUIOB MOXKET YBEJIMYMBATH YAacTOTY BO3HUKHOBEHHS HEXelaTelIbHbIX
JIeKapCTBEHHBIX peakuui (B yacTHOCTH, co cTopoHbl XKKT).

Anmukoaz2ynanmol u anmuazpe2anmol

Heo06xoanMo ¢ 0CTOPOKHOCTBIO MPUMEHATH AUKIO(PEHAK OJHOBPEMEHHO C MperapaTaMH 3THX
Ipynn H3-3a pHUCKa pa3BUTUs KpoBoTeueHM. HecmoTps Ha TO, YTO B KIMHUYECKUX
UCCIICIOBAaHUSX He OBbLIO YCTAHOBJICHO BIMSAHMA JUKIO(pEHaKa Ha JeHCTBUE aHTUKOAryJsHTOB,
CYLIECTBYIOT OT/AEJbHBIE COOOIIEHHS O TOBBIIIEHUM PUCKA KPOBOTEUEHHH Yy MAalMEHTOB,
PUHUMABILIUX JIAHHYI0 KOMOMHALMIO npenaparoB. Cienyer TiaTelbHO HaOI0JaTh NallMeHTOB,
HOJIYYaIOIUX OJIHOBPEMEHHOE JIeUCHHE JAHHBIMU JIEKAPCTBEHHBIMU MpenapaTaMu.
Cenexmugnvie uneubUMOpsvl 0OPAMHO20 3aX8aMA CEPOMOHUHA

OnHoBpeMeHHOE MPUMEHEHHE TUKIIO(EHAaKa C CEIEKTUBHBIMU HHTHOUTOpaMH 00paTHOI O 3aXBarTa
CEpOTOHMHA MOBBILIAET PUCK PA3BUTHS JKEIYJOYHO-KUIIEYHBIX KPOBOTEUEHUH.
T'unoenuxemuueckue npenapamol

B KIMHMYECKMX HMCCIIEOBAHUAX YCTAaHOBJIEHO, YTO BO3MOYKHO OJHOBPEMEHHOE IPHUMEHEHHE
JUKI0(EeHaKa UM TUHOTIMKEMHYECKHX IpenaparoB, MpU 3TOM 3(QQPEKTUBHOCTh MOCIEAHUX HE
u3MeHsercsa. OJHAKO W3BECTHBI OTIENIbHBIE COOOIEHUS O Pa3BUTUU B TAKUX Clydasx Kak
TUMOTTIMKEMHUH, TaK U TUIEPIIUKEMHH, YTO OOYCIOBIMBAIO HEOOXOAUMOCTh M3MEHEHHS J103bl
TUMOTTIMKEMUUYECKUX TpernapatoB Ha (oHe TMpUMeHeHus aukinopeHaka. B cBisu ¢
BBIIIIECKA3aHHBIM BO BPEMsI OJTHOBPEMEHHOTO MPUMEHEHUS AUKIO(EeHaKa U TUIOTIMKEMHUYECKUX
[IPenapaToB PEKOMEHIYEeTCs IPOBOUTH KOHTPOJIb KOHIIEHTPAIUH TITIOKO3bI B KPOBH.

[Tony4eHsl OTAEIbHBIE COOOIEHUS O Pa3BUTUH META0OIMYECKOTO all/103a MPU OJHOBPEMEHHOM
OpPUMEHEHUN AUKJIOpeHaka ¢ METGOPMHUHOM, B OCOOCHHOCTH y MAIMEHTOB C HApyIICHHEM

(GYHKIMH TOYEK.
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COOTBETCTEYET 2KCNEPTHOMY OTUYETY
ot 10.07.2024 N= 13911
Memompexcam (NMOCNEOCQBATENEHOCTL 0001)

Crnenyer coOuoaTh OCTOPOXKHOCTh MPU MPUMEHEHUH AUKIOpEeHaka MeHee yeM 3a 24 yaca 10
WK yepe3 24 vaca mocie nmpruemMa METOTpeKcaTa, TaK KakK B TAKUX CIIydasX MOXET IMOBBIIIATHCS
KOHIIEHTpAaLUsl METOTpEKcaTa B KPOBU M YCUIIMBAThCs €r0 TOKCUYECKOe JielicTBUE.

Denumoun

[Ipr onHOBpEMEHHOM NMPUMEHEHUU (EHUTOMHA U AUKIOPEeHaKa HeOOXOAMMO KOHTPOJIUPOBATH
KOHIIGHTpaluio (EHUTOMHA B IUIa3M€ KPOBU M3-32 BO3MOXKHOTO YCHJICHHSI €0 CHCTEMHOTO
BO3JIEHCTBUSL.

Hnoyxkmopwt uzoghepmenma CYP2C9

Crnenyer cobmofath OCTOPOXKHOCTh NpPU TPUMEHEHHUH JUKIO(PEHaKa OJHOBPEMEHHO C
unaykropamu u3opepmenta CYP2C9 (takumu, kak pupammMiuH), MOCKOIBKY 3TO MOXKET
IOPUBECTH K 3HAYUTEIBHOMY YMEHBIICHHMIO KOHLEHTPAalUM IUKJIO(pEHAaKa B IUIa3Me KPOBH U

YMCHBIICHUIO €TI0 SKCIIO3UIINH.

4.6. ®epTUIBLHOCTDH, 0€PEMEHHOCTD U JAKTAL U

bepeMeHHOCTD

HenocraTtoyHo naHHBIX 0 0€30MaCHOCTH PUMEHEHUs AUKIo(eHaka y 6epeMeHHbIX skeHIIMH. He
clleflyeT Ha3HavaTh mpenapar keHumaaM ¢ 20-i Hepenn OEpEeMEHHOCTH B CBSI3H C BO3MOKHBIM
PUCKOM pa3BHUTHS MaJOBOAMS W/WIIM TATOJOTHH TOYEK Y HOBOPOXICHHBIX (HEOHATaJbHAS
noyeuHas qucynkuus). Hasnauate npenapaTr B cpoke 6epemeHHocTd 10 20 Helenb cleayer
TOJIBKO B T€X CIy4asx, KOrJa OXXujaemas I0jb3a U1 MaTepy IIPEBBIIIAET OTEHIUAIBHBINA PUCK
st minoja.  Jluknodenak, Kak M Ipyrue  MHTUOMTOPBI CHHTE3a  IPOCTAarylaHIMHOB,
IIPOTUBOINOKAa3aH B ocieaHue 3 mecsia 6epeMeHHOCTH (BO3MOKHO MOAABJIEHUE COKPATUTEIbHON
CHOCOOHOCTH MaTKHU U MPEKAEBPEMEHHOE 3aKphITHE apTepUaIbHOTO MIPOTOKA Yy TUI0/1A).
Jlakrauus

Hecmortps Ha To, uyTo Auknodenak, kak u apyrue HIIBII, nponukaeT B rpyJHOE€ MOJIOKO B MaJloM
KOJIMYECTBE, IpenapaT He clIeAyeT Ha3HadaTh KOPMSAILIMM JKEHIIWHAM Ul IPEIOTBpaLICHUS
HEXKEJNaTeNbHOTO BIUSHUA Ha pebeHka. [Ipu HeoOXoAMMOCTH NpUMEHEHHUs AMKIO(eHaKa
KOpMsIIIeH )KEHIITMHOM He00X0AMMO PEeIIUTh BOIPOC O MPEKPAIEHUU TPYAHOTO BCKapMIIMBaHUSI.

DdepTUIbHOCTD

[Tockonpky muknodenak, kak u apyrue HIIBII, MoxkeT oka3piBaTh OTpUIIaTEILHOE JEHCTBHE HA
(bepTUIBHOCTh, KEHIIWHAM, TUIAHUPYIONUM OepeMEHHOCTh, HE PEKOMEHIYeTCs MPUMEHSThH
npemapar. [larmeHTkam, MOpPOXONAIMM OOCIEIOBaHHWE M JICUEHHWE IO TOBOAY Oecrioaus,

npenapar cielyeT OTMEHHTb.
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COOTBETCTBYET 3KCMEPTHC

4.7. BiusiHMe HAa CIOCOOHOCTHL YNPaBJATh pancn&%gﬂﬁﬂ';ﬁﬁxm' Ui lpaBorats ¢

MeXaHNu3MaMu
[TarmenTam, y KOTOphIX Ha (OHE MNPUMEHEHHs AUKIO(EHAKa BO3HHUKAIOT 3pPUTEIBHBIE
HapYIICHUS, TOJIOBOKPYXEHHE, COHJIMBOCTb, BEPTUIO WM JPYrUe HAPYLIEHUS CO CTOPOHBI
LEHTPaJIbHOU HEPBHOM CHCTEMBI, HE CIIEIyeT YIPAaBIIATh TPAHCIIOPTHBIMU CPEJICTBAMU U pabOTaTh

C MCXaHHU3MaMu.

4.8. HexxesaTesIbHbIE peaKIIUU

PesroMe HexxenaTeabHbIX PEAKIIUN

Knaccudukanus moOOYHBIX peakiuii M0 OpraHaM M CHCTEMaM IMPEJCTaBICHA C yKa3aHHUEM
YacTOTHl MX BO3HHUKHOBEHHUS: oyeHb yacmo (> 1/10); wacmo (= 1/100 mo < 1/10); meuacmo
(> 1/1000 go < 1/100); peoxo (> 1/10000 mo < 1/1000); ouensv peoxo (< 1/10000); vacmoma
HeuzéecmHa (HE MOXKET OBITh OIICHEHA HA OCHOBE UMEIOIIUXCS TaHHBIX).

Hngpexyuu u unsazuu

Ouenwv pedxo: TOCTUHBEKITMOHHBIN a0cIiecc.

Hapywenus co cmoponul kposu u tumghamuueckoul cucmembl

Ouyenv peoxo: TPOMOOLIUTONEHHMS], JICHKONMEHHs, TEMOJIUTHUYECKas aHEeMHs, arlacTHYecKas
aHEMWUS, arPaHYJIOIUTO3.

Hapywenus co cmoponsl uMMyHHOU cucmembl

Peoxo: TuUNEpUYyBCTBUTENBHOCTD, aHa(hUIAKTHUYECKHE/aHA(DUIAKTOUIHbIE pPEaKINH, BKIIOYas
CHI)KEHHE apTePUAIBHOTO JIaBIICHUS U IOK;

Ouenb pedko: aHTHOHEBPOTUYECKUN OTEK (BKIJIFOYAsI OTEK JIMIIA).

Tcuxuueckue napyuenus

Ouenvb peoxo: N@30pHEHTallUs, Jempeccusi, OECCOHHHWIA, KOIIMapHble CHOBUICHUS,
pa3apaXKUTENbHOCTD, ICUXUUECKHE HAPYIICHHUS.

Hapywenus co cmoponvl nepgnoti cucmemoi

Yacmo. ronoBHas 00JIb, TOJOBOKPYKEHUE;

Peoxo: cOHITUBOCTD;

OueHnv peoko. HapylIeHHs YyBCTBHUTENBHOCTH, BKJIIOYAs MapeCTe3UH, PaccTPOWCTBa MaMSTH,
TPEMOp, CYJIOpPOTH, OIIYIICHHE TPEBOTH, OCTPhIC HAPYIICHUS MO3TOBOTO KPOBOOOPAIICHWS,
aCenTUYECKUH MEHUHTHT.

Hapywenus co cmoponvl opeana 3penust

Ouyenwb peoxo: HapylIeHUS 3peHUsl (3aTYMaHUBaHKUE 3PEHUs ), TUTUIOMHSI.

Hapywenus co cmoponvl opeana cayxa u nabupunma

Yacmo: BEpTUTO;
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
- o710.07.2024 N2 13933
Ouenb pedko: HAPYLIECHHS CIIyXa, IIyM B yIIax. (NOCNEOOBATENEHOCTE 0001)

Hapywenus co cmoponvl cepoya

Heuacmo: nHdapkT MUOKapaa, cepAeyHas HeJOCTaTOYHOCTD, OLYIICHUE cepAneOneHus, 00ib B
rpyau;

Yacmoma neuzeecmua. cuaapom KoyHuca (auieprudeckuii OCTpbId KOPOHAPHBIN CHHAPOM).
Hapywenus co cmoponuvl cocyoos

Ouenb pedko. TIOBBILICHNE aPTEPUATILHOTO AABICHHS, BACKYIIHUT.

Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHo8 epYOHOLL KIeMKU U CPeOOoCHeH s
Peoko: 6ponxuaiibHas acTMa (BKJIKOYas OJIBIIIKY);

Ouenb pedxo. THEBMOHHUT.

Kenyoouno-kuuieunvie napyueHus

Yacmo: abpoMuHanbHas 0O, TOLIHOTA, PBOTA, AUApes, AMCIEIICHS, METECOPU3M, CHIKECHUE
anmeTuTa;

Peoko: racTput, KelyJOYHO-KHIIEYHOE KpPOBOTEUEHHE, PBOTA KpPOBBIO, MEJEHA, auapes C
MPUMECHIO KPOBH, SI3BBI JKEIyJKa W KHIIEYHHWKA (C Wiu 0e3 KpOBOTCUCHHS, CTEHO3a HIIU
nepdopaliiu, ¢ BO3MOKHBIM PAa3BUTHEM MIEPUTOHUTA);

Oyenb  peoko:  CTOMATUT,  TJIOCCUT, TOBPEXKICHUS  MHIIEBOJA,  BO3HUKHOBEHUE
muadparMornoO0HBIX CTPUKTYP B KHIICYHUKE, KOJHUT (HecmenupuuecKkuid reMopparudecKuit
KOJIUT, UIIEMHUYECKUH KOJMT, 0OOCTpEHHE S3BEHHOro KoiauTa uiau Oozne3Hu Kpowa), 3amop,
MAaHKPEATUT, JUCTEB3HUSL.

Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymeti

Yacmo: NOBBILLIEHUE AKTUBHOCTH aMUHOTpaHCc(epas B M1a3Me KPOBH;

Peoxo: renarur, )xentyxa, HapylueHus] QyHKIMH [I€YEHH;

OuyeHb pedxko: MOTHUEHOCHBIN TeTAaTUT, HEKPO3 MEYCHU, TIEUeHOYHAsl HEAOCTaTOYHOCTb.
Hapywenus co cmoponwl Kodtcu u nOOKOINCHbIX MKAHell

Yacmo: KOXKHAaS ChIIIb;

Peoko: xpanuBHuUIIA;

Ouyenv pedxo: OyNIE3HBIA IEPMATHUT, dK3eMa, dpUTEMa, MHOro(popMHas 3puUTeMa, CHHAPOM
Crusenca-J[>)xoHcoHa, cunapoMm Jlaifenna (TOKCHYECKHH OSOUAEPMANbHBIA  HEKPOIU3),
9KC(HOJIMATUBHBIA JEPMATHUT, 3y, aJONENHs, peakuuu (POTOUYBCTBUTEIBHOCTH, MypIypa,
nypmypa [llenneitna-I'enoxa.

Hapywenus co cmoponvl nouex u mouesvbi8o0sauux nymeil

Ouenb pedxo: OCTpOE TMOpPaXKEHHWE MOYeK (OcTpasl MOoYedHas HEJAOCTaTOYHOCTh), IeMaTypus,
MPOTEHHYPHS, TyOYJIOMHTEPCTUIIMATBHBIN HEPUT, HEYPOTHUECKUN CUHIAPOM, MaAIWIISPHBINA

HEKPO3.
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Obwue napywenus u peakyuu 6 mecme 66e0eHus (NOCNEOCBATENEHOCTE 0001)

Yacmo: 601, YIZIOTHEHUE B MECTE WHBEKLIUH;
Peoxo: oTexu, HEKPO3 B MECTE BEJCHUS IIPErapaTa.

HexenaTenpHble JEKAPCTBESHHBIC PEAKIMH, OTMEUYCHHEIC B IOCTPETHMCTPAIMOHHOM IIEPHOJIC

(4yacToTa HEU3BECTHA)

Ha ¢one Tepanuu nukinopeHakoM B aMIyjax B MOCTPETHCTPALIMOHHOM MEPHOE B KIMHUYECKOM
NPAaKTUKE OTMEUYAINCh CIEAYIOIINE HEXellaTelbHbIe JIEKaPCTBEHHBIC PEaKIUH, MPHUBEICHHbIC
Huxke. [lockonbKy cooOmieHuss 00 ATHX SIBICHUSAX I[OCTYHAIOT JOOPOBOJIBHO, a pasMep
MOMYJISILIMOHHON TPYIIbI  SBJIAETCS HEU3BECTHBIM, JIOCTOBEPHO OLIEHUTh HMX YacTOTy He
NPEJCTABIISETCS BO3SMOXKHBIM, U OHA KIACCU(PUIIPYETCS KaK «HEHU3BECTHAS.

Obwue napyweHus u peakyuu  Mmecme 68e0eHUs.

MenukameHTo3Hast 5SMOomus Koxu (curapom Hukonay).

Hapywenus co cmopoHul cepoeyro-cocyoucmou cucmembl

JlaHHbIE KIIMHUYECKUX HCCIICAOBAHUI YKa3bIBAIOT Ha HEOOJBIIOE YBEITUYCHUE PUCKA PA3BUTHSA
CepACYHO-COCYTUCTBIX TPOMOOTHYECKUX OCIOKHEHUH (Hampumep, wuH(papKTa MHOKapaa),
O0COOCHHO MPH JAJTUTEIBHOM MPUMEHEHUHU AUKIo(eHaka B BRICOKUX J03ax (CyTouHas qo3a 6osee
150 mr).

3pumenvHule Hapyuienus

3puTenbHBIE PACCTPOMCTBA, TaKWE KaK HapylIIeHWE 3pEeHUs, 3aTyMaHWBAHUE 3PEHUS WU
TUIUIONUS,, TO-BUIUMOMY, SBIstoTcs kiacc-addexkramu HIIBII, u oOpatumsl mocie
MpeKpalieHus] TpuMeHeHUsI. BO3MOKHBIM MEXaHU3MOM Pa3BUTHS TAKHX PACCTPONCTB SBISETCS
MHTUOMPOBAHNE CHHTE3a MPOCTATIAHAMHOB U JIPYTHX COMYTCTBYIONIMX BEIIECTB, YTO U3MEHSET
PETYISINI0 KPOBOTOKA B CETYATKE, KOTOPOE TPOSBISETCS MOTEHIMAIBHBIMH 3PUTEIHHBIMH
pacctpoiictBamu. [Ipu pa3BUTHH TaKMX CUMITOMOB Ha (hOHE Tepamuu AUKIOPEHAKOM CIIeTyeT
paccMOTpeTh BO3MOXKHOCTh O(TaIbMOJIOTHUECKOT0 00CIeJOBAHUS ISl UCKIIIOYEHUS KaKuX-1100
JIPYTHX TIPUYUH.

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKeNaTeJIbHBIX pPEaKLUUsAX MOocie pPerucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ elIbl0 00ecreyeHns: HePepbIBHOITO MOHUTOPUHIA COOTHOILICHHS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
coo01aTe 0 JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCYAapCTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUS
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Agnpec: 109012, r. Mocksa, CnaBsHCKas IJ1011ajib, 1. 4, 'Hi;{::i-_lE-']-': BATENBEHOCTE 0001)

Tenedon: +7 800 550 99 03

OnexkTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CumMnromsl

PBota, ey 104HO-KUIIEYHOE KPOBOTEUYEHHUE, JUapesl, TOJIOBOKPYKEHHE, IIYM B YILIaxX, CyJOPOTH.
B cirydqae 3HaYnTENBHOIO OTPABIEHUS, BO3MOYKHO Pa3BUTHE OCTPOM ITOYEUYHON HEAOCTATOYHOCTH
Y IIOPAYKEHHUSI IICYECHU.

Jleyenue

[TonnepkuBaromee ¥ CUMITOMATHYECKOE JICUEHUE IIOKA3aHO IIPU TAKUX OCJIOXKHEHMSIX Kak
CHIDKEHUE apTEepUaIbHOIO JABJIECHUS, MOYEYHAs HEIOCTATOYHOCTb, CYAOPOTH, HApyLIEHUS CO
croponsl JKKT u yruerenue npixanus. DopcupoBaHHBIN AUype3, FTeMOANAIN3 WK remorepdy3us
s BeiBerenus HIIBII, B 1. 4. guknodenaka, u3 opraHu3ma Hed()(EKTHBHBI, TakK Kak
JIeMCTBYIOIME BEIIEeCTBA TUX MpPEnapaToB B 3HAUYUTEIbHON CTENEHU CBA3BIBAIOTCA C OelIKaMu

IJ1a3Mbl M1 IOABEPTrarOTCA HHTCHCUBHOMY MeTa6OJII/13My.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTUUYECKass TpYIIa: MPOTUBOBOCHAIUTENIBHBIE U MPOTHBOPEBMATHUYECKUE
CpPeACTBa; HECTEPOUJHBIE TMPOTUBOBOCHAIUTENIbHBIE W IPOTUBOPEBMATUYECKHE CPEACTBA;
MIPOU3BOHBIE YKCYCHOM KHUCIOTHI U POJICTBEHHBIE COEIMHEHMUS.

Kox ATX: M01ABO05

Mexanusm ngeiicTBus

HpenapaT COACPIKUT I[I/IKJ'IO(I)CHaK HaTpus:, BEIICCTBO HGCTepOHHHOﬁ CTPYKTYPBbI, OKa3bIBArOIICC
BBIPAKCHHOC MTPOTUBOBOCTIAIIUTCIIBHOC, AHAJIBI'CTUYCCKOC U JKAPOIIOHUKAROIICC ﬂeﬁCTBHe.
OCHOBHBIM MEXaHU3MOM JIGI\/'ICTBI/IH I[I/IKJ'IO(l)eHaKa, YCTAHOBJICHHBIM B MUCCIICAOBAHUAX, CHUTACTCA
TOPMOXKCHUEC OnocuHTE3a mpocTariiaHAnHOB. HpOCTal"J'IaH)II/IHI)I HUI'parOT BaXXHYIO POJIb B I'€HE3C
BOCIIAJICHUA, 0o u JIMXOpaaKu.

In vitro I[I/IKHO(I)CHB.K HaTpuAa B KOHICHTPAIUAX, SKBUBAJICHTHBIX TCM, KOTOPBIC JOCTUTAIOTCA IIPU
MMPUMCHCHUH Y YCIIOBCKA, HC MMOJABJIACT OouocHuHTE3 IIPOTCOrIIMKAHOB XpHHICBOﬁ TKaHH.

HpI/I PEBMATHUYCCKUX 3a00J1eBaHUAX IMPOTHUBOBOCHAIMTEIBHBIC U aHAJIBI'C3UPYIOUINUC CBOMCTBaA

npenapata 00ecreyuBaloT KIMHHYECKUH 3(QeKT, XapaKTepus3yOIIMNHCs 3HAYUTEIbHBIM
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YMEHbIIIEHNEM BBIPAKEHHOCTH TaKUX MPOSBIEHHI, Kak bhe B Hokbe %t'ﬁEEJHEﬁLi&'

OMY OTHETY

CKOBAHHOCTb U MPHUITYXJIOCTh CYCTAaBOB, a TAKXKe yIy4IlIeHUEM (PYHKIIMOHAIBHOTO COCTOSIHUS.
[Ipr mOCTTpaBMAaTHYECKUX M IOCICONEPALMOHHBIX BOCIAIUTENbHBIX SBICHUSAX IUKIO(EHaK
OBICTPO KynupyeT 00Jb (KaK B MMOKOE, TaK U MPH JABHKEHUH ), YMEHBIIIAET BOCHAIUTEIbHBINA OTEK
U OTEK IOCJICONePAIIMOHHOMN paHBbI.

OTMeueH BhIpaKEHHBIHN aHanbreTHueckuii 2 ekt nukinodenaxa npu yMepeHHOM U CUIIBHOM 001Ti
HEPEBMATUYECKOTO MpoucxoxaeHus. Obneryenue 6omu Hactymnaer yepe3 15-30 Munyr.

Kpowme Toro, nuknodenak obierdaetr mpucTymnbl MUTPEHHU.

[Ipu nmpuMeHeHMH B KOMOWHALMK C OMUOUAAMU Y MAIIMEHTOB C IMOCJICONEPAMOHHON OO0JIbIO
JTUKIO(PEHaK TOCTOBEPHO CHIKACT MOTPEOHOCTh B OMMOUAHBIX aHAJIbI €THKAX.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

[Tocne B/M BBemeHuss 75 Mr [ukioeHaka €ro BCAachblBaHWE HAYMHACTCS HEMENJICHHO.
MaxkcumanbHasi KoHIeHTpanus B mia3Me (Cmax), cpeliHee 3Ha4YeHHE KOTOPO COCTABIISIET OKOJIO
2,5 wmxr/mn (8 MKMonb/i), mocturaercs mupumepHo uepe3 20 wmuHyT. Kommdectso
BCACBIBAIOIIETOCS JICHCTBYIOMIETO BEIIECTBA HAXOUTCS B TMHEHHON 3aBUCUMOCTH OT BETUYHHBI
JI03BI TIpernapara.

Bennumna totomaam moj KpuBOW  «KoHIEHTpauus-Bpems» (AUC) mocie B/M  BBEICHHS
IUKIopeHaka MPUMEpHO B 2 pasza Ooiibllie, YeM IOCIE €ro MEepOpabHOTO WM PEKTAILHOTO
MPUMEHEHHUS, MOCKOJIbKY B MOCIEAHHX CIy4asX OKOJIO TOJOBHHBI KOJMYECTBA TUKIO(pEHaKA
METa0OIU3UPYETCS IPU «IIEPBOM MPOXOKACHUNY Yepe3 MEeUEHb.

[Tpu nocneayromux BBEACHUSX (PapMaKOKMHETHYECKHE IOoKa3zaTenu He u3MeHstorcd. I[lpu
YCIIOBUU COOJIIOICHUS PEKOMEHJYEMBbIX HMHTEPBAJIOB MEXAY BBEICHUSAMHU JAUKIO(pEHaKa
KyMYJISILIUM HE OTMEYaeTCsl.

Pacnpenenenue

CBsi3b ¢ OenkaMu ChIBOPOTKH KpoBU - 99,7 %, mpeumyinecTBeHHO ¢ anbOymuHoMm (99,4 %).
Kaxymuiics o6bem pacnpenenenus cocrapuset 0,12-0,17 n/kr.

JlukinogeHak NMpOHUKAaeT B CMHOBUAIBHYIO XHJKOCTb, IJI€ €0 MaKCHUMajbHas KOHIEHTpalus
JIOCTUraeTcs Ha 2-4 yaca mo3e, 4eM B Iu1a3Me KpoBH. Kakyuuiics nepuos noayBbIBeIeHUS U3
CHHOBHUAJIBHOM JKHIKOCTH COCTaBIISIET 3-6 yacoB. Uepes 2 yaca mocie JOCTUKEHUSI MAKCUMAITbHOM
KOHIICHTPAIIMH B IJIa3Me KPOBHU KOHIIEHTPAIHS TUKIO(PEHaKa B CHHOBHAIBHOM JKUAKOCTH BBIIIIE,
YeM B IJIa3Me€ KPOBM, U €€ 3HAYeHMs OCTaloTcs OoJjiee BBICOKMMM Ha TNPOTSHKEHHUU IMEpHoja
BpeMeHHU 110 12 gacos.

Huknodenak 6pu1 0OOHApYX)eH B HU3KUX KoHIeHTpanusx (100 Hr/mir) B TpyTHOM MOJIOKE OJTHON

u3 KopMmsux matepeit. [Ipeanonaraemoe KoJIu4ecTBO IMpernapara, MomnaJalllero 4yepe3 rpyiHoe

Crpanwnma 16 u3 19



COOTBETCTEBYET 3K
07 10.07.2024 N2 13 B
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OMY OTYETY

Buorpancdopmarus

Merabonu3m  gukioeHaka — OCYIIECTBISCTCS  YaCTUYHO  MYyTeM  TIIIOKYPOHUPOBaHUS
HEU3MEHEHHOM MOJIEKYJIbI, HO MPEUMYIIECTBEHHO MOCPEICTBOM OJTHOKPATHOI'O 1 MHOTOKPATHOTO
TUAPOKCHIIMPOBAHUST W METOKCUJIMPOBAHUS, YTO NPHUBOJUT K OOpa30BaHUIO HECKOJIBKUX
¢denonbHbIX MeTabonuToB (3'-THapoKCcH-, 4'-rHapokcu-, S'-ruapokcu-, 4',5-guruapoxkcu- u 3'-
TUAPOKCHU-4'-MeTOKCUIUKIIOPeHaKa), OONBIIMHCTBO U3 KOTOPHIX MPEBPAIIACTCS B TITIOKYPOHOBBIC
KOHBIOTaThl. J[Ba (heHONbHBIX MeTa00INTa OMOJIOTUYECKU aKTUBHBI, HO B 3HAYUTENILHO MEHbIIEH
CTEMEeHH, YeM TUKIO(EHAK.

DJIMMHUHALMS

OOummii cucTeMHBIN IUTa3MEHHBIA KIMPEHC JuKinopeHaka coctaBmseT 263 + 56 Mi/MuH.
KoHeuHblil nepuon mnonyBbIBeAeHHs cocTaBiseT 1-2 waca. Ilepumon mnonyBbiBeneHus 4-x
MeTaboNUTOB, BKIIOYas JBa (apMaKOJOTHYECKH AKTUBHBIX, TAaK € HEMPOJOJIKHUTENEH U
coctapisieT 1-3 waca. OnuH U3 MeTaboJIUTOB, 3'-TUIPOKCU-4'-MeTOKCUIUKIO(DEeHaK, uMeeT OoJiee
JUTUTEIIBHBINA TIEPUO/T TTOTYBBIBEICHHUS, OJHAKO 3TOT META0OJIUT MOJHOCTHIO HEAKTUBEH.

Oxkono 60 % mo3bl mpemapara BBIBOJWUTCS MOYKAMU B BUJE TIIOKYPOHOBBIX KOHBIOTATOB
HEU3MEHEHHOTO JEHCTBYIOIIEro BEIIECTBA, a TakKe B BHUAEC METaOOIMTOB, OONBIIMHCTBO U3
KOTOPBIX TOXE MPEACTaBIAIOT COOON TIIOKYpPOHOBBIE KOHBIOTaThl. B HEW3MEHEHHOM BHUE
BbIBOUTCST MeHee 1 % nukiodenaka. OcTaBuiascs 9acTh JI03bI TMperapara BHIBOJAUTCS B BUIE
MeTabOIUTOB C JKETUbIO.

Konnentpanus aukiodeHaka B Mmia3Me KPOBH JHMHEHHO 3aBUCUT OT BEIHMYMUHBI MPUMEHIEMOMN
JTO3BI.

CDaDMaKOKI/IHeTI/IKa Y OTACJIBHBIX T'PVIIII ITAIIMCHTOB

BcacbiBanue, MeTabonu3M U BBIBEACHUE IpenapaTa HE 3aBUCAT OT Bo3pacra. Y jerei
KOHIIEHTpaluH JAuKIo(eHaka B I1a3Me KpOBU IpU NPUMEHEHUH SKBUBAJIECHTHBIX /103 Mpernapara
(MI/Kr Macchl Teia) CXOAHBI C COOTBETCTBYIOIIMMH TOKa3aTelssMH y B3pocibiX. OmHako y
HEKOTOPBIX MNAI[MEHTOB IOXWJIOTO BoO3pacTa Mmocie 15-MUHYTHOW BHYTPUBEHHOW HWH(DY3un
OTMEUYEHO yBEJIMUYEHHE KOHLEHTpAIM JuKiIodeHaka B miazme kpou Ha 50 % 1o cpaBHEHUIO ¢
TaKOBBIM ITOKa3aTeJIeM Yy 3/JOPOBBIX JOOPOBOIIBLIEB O0JIee MOJIOI0TO BO3pacTa.

VY nanueHtoB ¢ HapyuieHHeM (PYHKUIMH MOYeK NpU COOIMIOACHHHM PEKOMEHJOBAaHHOIO PEKuMa
JIO3WPOBAHUS KYMYJISIIIUM HEU3MEHEHHOTO JIEUCTBYIOIIETO BEMIECTBA HE OTMEYAETCH.

[Ipu knupence kpeaTuHuMHa MeHee 10 MJI/MHH pacueTHbIE pPaBHOBECHbIE KOHIEHTpAIMU
THJIPOKCUMETA0O0IUTOB TUKIO(EeHaKa MIPUMEPHO B 4 pa3a BhIIIE, YeM Y 370POBBIX TOOPOBOJIBIIEB,
IIPU TOM METaOOIUTHI BBIBOJATCS UCKIIOUUTEIBHO C JKETUbIO.

vy ManuceHTOB C XPOHHUYCCKUM TICIIATUTOM HWJIM KOMIICHCHUPOBAHHBIM LHUPPO3OM IICUCHU
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3200J1€BaHUI [IEYECHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[TponuieHrIuKoIb

bensunoselil ciupr

MannauToN

Hatpus MmetabucynbhuT (HaTpusi TUCyIb(UT)

Harpus runpokcuna pactsop 1 M

Bona mig uanexkui

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuts npu Temreparype He Boiie 25 °C B KapTOHHOM yrakoBke (mauke). He 3amopakuBarts.
6.5. Xapakrep u coep:xkaHue NePBUYHON YIIAKOBKH

[To 3 mu1 B amiysiel 0€CLIBETHOTO HEMTPAJILHOTO CTEKJIA TUII | ¢ IIBETHOM TOYKOM M HACEUKOM WIIN
C IIBETHBIM KOJIBIIOM H3JIoMa. Ha aMImysel JOMOJHUTEIFHO MOXET HAHOCHUTHCS OJHO IIBETHOE
KOJIBLIO.

[To 5 aMmyn moMeNaT B KOHTYPHYIO SIMEMKOBYIO YIIAKOBKY U3 MJIEHKH MOJUBUHWIXJIOPUIHOM.
1 wiu 2 KOHTYpHBIE SYEHKOBBIE YIIAKOBKHM BMECTE€ C HMHCTPYKIHEH MO MEIUIIUHCKOMY
MIPUMEHEHHUIO (JTMCTOK-BKJIAJIBINT) TTOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemnapara WJIM OTX0A0B, IMOJYYEHHBIX I0cJe TNpPUMEHEHUs
JIEKAPCTBEHHOT'0 Mpenapara u Apyrue MaHUMyJISAUMHU C IPenapaToM

OcoOble TpeOoBaHUSI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

Poccusa
000 «ATomn»

445351, Camapckas 0611., . XKurynesck, yin. ['mapoctpoutenei, 1. 6.
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7.1. IlpeacTaBUTENb AepKATe/IsA PerHCTPAHJHHOrO yhberoneperms | = |EHOCTE 0001)

[Iperensun norpeOUTENEH HAIPABIISITE 10 aAPECY:

Poccus

000 «O308»

445351, Camapckas 00:1., 1.0. JKurynesck, r. JKurynesck, yi. 'uapoctpourtenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'HCTPAIIMOHHOTI' O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MOATBEPKIEHUSA
PETACTPAIIAU, TEPEPETVCTPALIAN)

Jlara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

OOmast  XapakTepUCTHKa  JIeKapCTBEHHOro  mpemnapara JlukiogeHak  JOCTyHmHa  Ha
nH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKaIMOHHOH cetu «uTepHeT» http://eec.eaeunion.org/.
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