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OBIIAA XAPAKTEPUCTHUKA JTJEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Juknodenak, 100 mr, TabaeTKU C MTPOJTOHTUPOBAHHBIM BBICBOOOXKICHUEM, TIOKPHITHIE TIIICHOYHOMN
000JI0YKOH.

2. KAUECTBEHHBIN Y KOJIMYECTBEHHBII COCTAB

JlelicTByIo1IIEe BEIECTBO: TUKIO(EHAK.

Kaxxnas Tabierka ¢ MpPOJIOHTMPOBAHHBIM BBICBOOOXK/IEHHUEM, MOKPHITAs IJIEHOYHON 000JI0YKOM,
cogepxut 100 Mr auknodeHaka HaTpusl.

BemecTBa, HallMuue KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOr'O Mperapara: caxaposa,
kpacutenb [lorco 4R [E124], kpacutens conmneunsiit 3akart xentoiii [E110], kpacurens azopyoun
[E122], kpacutenb OpuumnanToBbeiii yepHbiit [E151] (cm. pazaen 4.4).

[TonHbI epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTky ¢ MPOJIOHTUPOBAHHBIM BBICBOOOXKACHUEM, TTOKPHITHIE TUIEHOYHON 000JI0YKOM.

Kpyriibie BOSIKOBBIMYKIIbIE TAaOJETKH, MOKPBITHIE IUIEHOYHOW 00O0JIOUKOH pPO30BOrO IBETa; Ha
MONIEPEYHOM pa3pese PO OT OEIOTO A0 MOYTH OeJIoTo IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHusl K IPUMEHEHHUIO

Jluknodenak moka3aH K MPUMEHEHHIO y B3POCIIBIX B Bo3pacTe oT 18 jer.

e BocnanutenbHble U JereHepaTHBHbIE 3a00J€BAHUS ONOPHO-IBUTATENBHOIO amnmnapara, B TOM
4HCIIe:

— PEBMAaTOUIHBIN APTPUT;

— AHKWIO3MPYIOUIMH CIIOHIWIIUT U APYTHE CIIOHIUIOAPTPONIATHH;

— 0CTe0apTpo3;

— OypcHuT, TEHJOBarMHMT.

e bosieBble CHHIPOMBI CO CTOPOHBI MIO3BOHOYHMKA (JIFOMOAro, MIIHMAITUs, OCCAITHs, HEBPAITHS,
MUAITUs, apTPAITHSL, PAIUKYJIIHUT).

e [locTrTpaBMaTHUeCKMi M TOCIEONEPAllMOHHBIN OO0JIEBOW CHHAPOM, COIPOBOXKIAIOIIUIACS
BOCIIAJICHUEM, HAIIPUMED, B CTOMATOJIOTHH U OPTOIIECIUH.

e ANBrogucMeHOpes; BOCIIAIUTEIBHBIC IPOLIECCHl B MAJIOM Ta3y, B TOM YHCJIE aTHEKCHUT.

[IpemapaT mpenHa3HayeH AJiI CUMIITOMATHYECKON Tepanuy, yMEHbIIEHUsT 0OJM U BOCHAICHUS HA
MOMEHT MIPUMEHEHHUS, Ha IPOrpecCUpOoBaHUE 3a00IeBaHMs HE BIIUSET.

4.2. Pesxum 103MpPOBaHUS H cNIOCO0 NPHMMEHEHH

PexxuM o3upoBaHus
y BCCX IMAallUMCHTOB, nonyqalomnx I[I/IK.HO(I)GHaK, cnez[yeT HpI/IMeHHTB cro B MHHHM&HBHOﬁ
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BBIPAXKCHHOCTH CUMIITOMOB.

Bspocnvie

ITo 1 Tabnerke 1 pa3 B AeHb. B Tex ciydasx, Korja CUMITOMBI 3a00JIeBaHUSI MUMEIOT Hambosee
BBIPQ)KEHHBIN XapaKTep HOYBbID WM YTPOM, TaOJIETKU C MPOJOHIMPOBAHHBIM BBICBOOOXKIEHUEM,
MOKPBIThIE TUIGHOYHOM 000JI0UKO#, jKelaTenbHO MpUHUMAaTh Ha Houb. llpu HeoOxomummocTu
JOMOJTHUTEIBHOTO MpUeMa Ipenapara UConb3yoT TabnaeTku no 50 Mr. MakcumanbHasi CyTO4Has
no3a — 150 mr.

Oco0ble rpynnbl NAaIMEeHTOB

Jluya noscunoeo eo3pacma (= 65 nem)

Koppekuuu HauvanmbHOW J03bl y MAIMEHTOB B BO3pacTe 65 JeT W cTapiie, Kak MpaBUiIo, HE
Tpebyercs. OpHako, MCXOAS W3 OOMUX MEIUIIMHCKUX COOOpaXEHWH, CleayeTr CcoOIoaaTh
OCTOPOKHOCTh Y OCJIa0JIEHHBIX MOKUJIBIX MMAllMEHTOB WM MAIlIeHTOB C HU3KOM Maccoil Tena.

Iayuenmoi ¢ 3a601e6aHUAMU CEPOEYHO-COCYOUCMOU CUCTNEMbL UNU BbICOKUM PUCKOM 3A00]1e8aHUTL
CepoeyHO-coCyOUCmoll Cucmembl

Crnenyer ¢ 0co0OH OCTOPOXHOCTHIO TNPUMEHATh TNpenapaT y MalUMeHTOB C 3a00JeBaHUSIMU
CEPJICYHO-COCYAUCTON CUCTEMBI (B T. 4. C HEKOHTPOJHUPYEMOW apTepUaATIbHON THUIIEPTECH3UEH) WIIH
BBICOKUM PHUCKOM DPa3BUTHUA CEpACYHO-COCYIUCTBIX 3aboneBanuidl. [lpum HeoOxoaumocTu
JUITENbHONU Tepanuu (Oosnee 4 Henmenb) y TaKWX MAllMEHTOB CIEAyeT MPUMEHSTh Mpernapar B
CYTOYHOM 1103€e, He npeBbimarolei 100 mr.

Iayuenmul ¢ noueunol HeOOCMAMOUHOCMbIO

Her nanHBIX 0 HEOOXOAMMOCTH KOPPEKLMHU J03bI MPU MPUMEHEHHM IIpernapara y MalueHTOB C
HapyUIeHUsIMH (YHKIIMM TOYEK JIETKOM M CpelHel CTeneHu TSHKECTH B CBA3HM C OTCYTCTBHEM
UCClieIoBaHNi 0e30MacHOCTH MPUMEHEHHs Mpernapara y NalleHToB JaHHOW kareropuu. Criemyer
co0II0AaTh OCTOPOXKHOCTh MPU MPUMEHEHUHU IpernapaTa y MalKdeHTOB C HapylleHueM (yHKUHU
MIOYEK.

[IpuMeHeHne mpemapara y MalUEHTOB C MOYEYHOW HEJOCTATOYHOCTHIO (CKOPOCTh KITyOOUYKOBOM
dunsTpamuu (CK®) menee 15 mn/mun/1,73 M%), npotusonokasano (cM. paszuen 4.3.).

Ilayuenmul ¢ neuenouHou HEOOCMAMOYHOCMbIO

Her naHHBIX 0 HEOOXOAMMOCTH KOPPEKLMHU J03bI MPU MPUMEHEHHM Ipernapara y MalueHTOB C
HapyleHus MU (QYHKIUU TEeYEHH JIETKOM M CpeJHEll CTENmeHH TSKECTH B CBSI3U C OTCYTCTBHEM
UCCIIeIOBaHMM 6€30MacHOCTH MPUMEHEHHSI IIperapara y JaHHOW KaTeropuu MalueHToB.

eTH
IIpenapaT B 1aHHO TO3UPOBKE HE CIEYET IPUMEHATH Y ACTEN U MOAPOCTKOB /10 18 neT.

Croco0 mpuMeHeHus
BHYTpB, HC pa3)KeBBIBa}I, BO BpeMH WK 110CJIC €4bI, 3allMBas JOCTAaTOYHBIM KOJIMYCCTBOM BO/JBbI.

4.3. IIpoTuBONOKA3AHUSA

e OOocTpeHue S3BEHHON OOJIE3HU KeNyAKa U JBEHAALATUIIEPCTHON KUIIKU, KPOBOTEUECHUS W3
opraHoB xeinynouHo-kumeyHoro Tpakra (JKKT), nepdoparus opranos XXKT.

e [loBblmieHHAsT YYBCTBHTEIBHOCTh K JAUKIOQEHAKY WJIM K JAPYTUM  HECTEPOHIHBIM
npotuBoBocTayIUTENbHBIM TipeniapataM (HIIBIT) unu k mro6oMy 13 BCrioMoraTeabHbIX BEIIECTB,
IIEPEUUCIICHHBIX B pazzaene 6.1.

e bepemennocts B cpoke 6osee 20 Henelnb.

e Kak u npyrue HIIBII, nmpenapar [{ukinodeHak MpOTHBOIOKA3aH MAaIMEHTaM C TPHUCTYIIaMH
OpOHXUATBHOW AaCTMbI, KpAallMBHUILIEH WM OCTPHIM PHUHUTOM, KOTOPBIE TMPOBOLUPYIOTCS
MPUMEHEHUEM alleTUIICATTMIIMIIOBOM KUCIOThI it apyrumu HITBIL.

e Hapymenue QyHKIIMY MMEUEHN TSHKETON CTENMEHU TSHKECTH, MmodyedHass HeqoctarogHocTh (CKD
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(byHKIMOHATBHBIN Kiacc 1o knaccudukammu NYHA).
e Hmemuueckas 00JIe3Hb CepAIIa.
e IlepeOpoBackymsipHbie 3a00eBaHus, 3a001eBaHUs TepU(DEPUIECKUX apTEPUA.
[ToBbIICHHBI PHUCK apTepUATBHBIX TPOMOO30B M TPOMOOIMOONIMHA, HEKOHTPOJUpYyeMast
apTepHualibHasl THIIEPTEH3MS.
CocTostHHSI, COMTPOBOKIAIONINECS PUCKOM Pa3BUTHUS KPOBOTEUECHUH.
[ToaTBepkIeHHAS THIIEPKATUEMHUSI.
AO0pPTOKOpOHApHOE IIYHTUPOBAHUE (IIEPUONIEPALIMOHHBINA IEPUON).
Bocnanmurensubpie 3aboneBanus kumieuyHuka (0one3nb KpoHa, si3BeHHBIM KOmUT) B (ase
obocTpeHus.
AKTHUBHBIC 3200JIeBaHUs TICUYCHHU.
e [lepuon rpyTHOTO BCKapMIIUBAHHUS.
e Jlerckuii Bo3pact Ao 18 mer.

4.4. OcoOble ykazaHusi U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

C OCTOpPOKHOCTBIO

[Ipu npumenenun mukinodenaka u apyrux HIIBII HeoOxommmo cobOmtomaTh OCTOPOKHOCTH H
TIOATCIIBbHO Ha6JIIO,Z[aTB IIallTUCHTOB C CI/IMHTOMaMI/I/ IIpU3HaKamu, YKa3bIBaArOUMHU Ha
nopaxenusi/3aboneBanuss JKKT, wim ¢ aHaAMHECTHYECKUMH JaHHBIMH, ITO3BOJISIONIMMU
3armof03pUTh S3BEHHOE MOPAKEHUE JKETYyJKa WIM KHUIICYHHKA, KPOBOTCUCHHE WU mepdopaiuio;
nanueHToB ¢ uHbeknueit Helicobacter pylori B anamHe3e, I3BEHHBIM KOJUTOM, 0071e3HbpI0 KpoHa, ¢
HapyleHueM (YHKIUM T€YeHH B aHaMHe3€, M y TMAalHMeHTOB C ajloO0amH, IO3BOJISIONIMMU
3ano03puTh 3a0oneBanus XKKT.

Puck pa3BuUTHS IKETyJOYHO-KHUIIEYHOTO KPOBOTEUEHUS BO3pAcTaeT IPU YBEJIWYEHHH JIO3BI
nuKiIo(eHaka Wik Mpu HAIUYUU S3BEHHOTO MOpPAKeHHsI B aHAMHE3€, OCOOCHHO KPOBOTEUEHUN U
nepdoparuu 386l M 'y MOXKUIIBIX MAI[HEHTOB.

Crnenyer coOmoaarh 0COOYHO OCTOPOXHOCTh TMPU TPUMEHEHWW AUKIO(PEHAKa y TAIMeHTOB,
MOJIyYarolUX IIpenaparsl, YyBEIMYMBAIOIIUE PHUCK JKEIYyJAOYHO-KUUICUYHBIX KPOBOTCUCHMM:
CHCTEMHBIE TIFOKOKOPTUKOCTEPOUIBI (B TOM YHCIIE MPETHU3O0JIOH), aHTHKOATYJISTHTHI (B TOM YHUCIIE
Bap(apuH), aHTHArperantThl (B TOM YHCIE KIOMHUIOTPEN, AUETHJICAIUIMIOBAs KHUCIOTA) WX
CEJICKTUBHBIC HMHTHMOUTOPHI OOpAaTHOrO0 3axBaTa CEPOTOHWHA (B TOM 4YHCJIE IHUTAJIONpama,
(bayokceTuHa, MapOKCETHHA, CEPTPATUHA).

OcTOpo’XXHOCTh HeoO0XoAMMa NpU NPUMEHEHMH AMKIO(PEHAaKa y TMalUeHTOB C HapylIeHHEM
(YHKIMU TEYEHU JIETKOM M CpeiHeH CTENeHH, a TAKKe y MAlMEHTOB C MEYCHOUYHOU mopdupHet,
TaK Kak IIpernapar MOXeT IPOBOLUPOBATh MPUCTYIBI TOPPUPHH.

Crnenyer ¢ OCTOPOXXKHOCTBbIO HPUMEHSTHh JAUKIO(EHAK y MAlMeHTOB C OpOHXMAIBHOW acTMOWH,
CE30HHBIM AJJICPIrHYECKUM PUHHTOM, OTEKOM CIIM3UCTON 00OJIOYKH HOCOBOH MOJIOCTH (B TOM YHCIIE
C HOCOBBIMH IIOJIUIIAMM), XPOHUYECKOH OOCTPYKTUBHOW OONE3HBIO JIETKUX, XPOHUYECKUMHU
WH(EKIUMOHHBIMU  3a00JIC€BaHUSAMH JBIXaTEIbHBIX MyTeH (O0COOCHHO AaCCOIMHUPOBAHHBIMU C
aJJIEPTUYECKUMU PUHUTONOJO0OHBIMU CUMIITOMAMH).

Ocobast  OCTOPOXKHOCTH TpeOyeTcs TMpH JICYCHWH IMAllMEHTOB C CEPACYHO-COCYIUCTHIMU
3a00JIeBaHUSAMY, HApyLICHUSMH  (QYHKIUM T[OYEK, BKJIIOYAs XPOHUYECKYIO  IOYEYHYIO
HenoctatouyHocTh (CK® 15-60 mu/mun/1,73 Mz), JTUCTUTTUICMUCH/TUTICPIIUTIHIEMHUEH, CaxapHBIM
IabeToM, apTepUAIbHOW TUIEPTEH3UEH, MpH JICYEHUH KypALIMX MNAIMeHTOB MM MAIMEeHTOB,
3JIOYMIOTPEOJISFOIINAX AJKOTOJIEM, TIPH JICYCHWH TOXHIIBIX IMAIMEHTOB, MAIlMCHTOB, IMOJIYYarOIINX
IUYPETUKU WIM JApPYyTHe Ipernaparbl, BIUSAIOMIKME Ha (YHKLUHUIO MOYEK, a TaKXKe IMalUeHTOB CO
3HAYUTEJILHBIM YMEHBIICHHEM o0bema mupkyaupyroomeit kpou (OLIK) mo6oit sTHonoruwm,
HalpUMep B IIEPUOABI 10 U IIOCIE MACCUBHBIX XUPYPIrUYCCKUX BMEILIATEIbCTB.
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réeMmocTasa.

Crnenyer coOnroaTh OCTOPOXKHOCTh TpPU TPHMEHEHHWH TIperapara y MaIlMeHTOB TTOXHIIOTO
BO3pacTa. ITO 0COOEHHO aKTyallbHO y OCITa0ICHHBIX WIIM UMEIOIIUX HU3KYI0 MAacCy Tela MOXKUIIBIX
JIO/ICH; y TAIIMEHTOB JAHHOW KaTErOpUU PEKOMEHIYETCsS MPHMEHSTh MpernaparT B MHHUMAIBHOM
s dhekTUBHOMI H03€.

C menmpl0 yMEHBIIEGHHSI pPUCKAa BO3HHMKHOBEHUS HEKENATENbHBIX SBICHUH IIpernapar Ciemyer
NpPUMEHATh B HauMeHbllell 3(QexkTuBHON 03¢ B TeyeHue Haubosiee KOPOTKOTO IEepHoa,
HEO00XO0aUMOTO I 00JIETYEHUS] CUMIITTOMOB.

Bo3nelicTBre Ha CeplIeYHO-COCYIUCTYIO CUCTEMY

Tepanust HIIBII, B Tom umncne nukinoderHakom, B OCOOEHHOCTH JUIMTENIbHAS TepaIus W TeParus C
MCIOJIb30BAHUEM BBICOKHX 103, MOKET OBITh aCCOIMMPOBAHA C HEOOJBIIUM BO3pPACTaHUEM PHUCKA
Pa3BUTHS CEPHE3HBIX CEPACYHO-COCYIUCTHIX TPOMOOTHUYECKUX OCIOKHEHHMH (BKIIOYas MHQapPKT
MHUOKap/ia ¥ UHCYJIbT).

VY nanueHToB ¢ 3a00JIEBaHUSAMH CEPCYHO-COCYAMCTON CUCTEMBI U CO 3HAYUTENBHBIMHU (haKTOPaMH
pUCKa  CEpAEYHO-COCYIHMCTBIX  SIBJICHUH (Hampumep, apTepuanbHas ~ THIEPTEH3U,
THIIEPIIUIIONIPOTENHEMUS], CaXapHbI IrUadeT W KypeHHe) CIIeAyeT MPUMEHSTh Ipenapar ¢ 0coOoi
OCTOPOXXHOCTBIO, B caMOM HHM3KOW 3((EeKTUBHOW 03¢ MpU MUHUMAIbHO BO3MOXKHOU
JUTITEIBHOCTH  JICYEHHSI, IIOCKOJIBKY PHCK BO3HHKHOBEHHSI TPOMOOTHYECKHX OCIIOKHEHUH
BO3pAcTaeT IMpH YBEJIWYCHUU J03bI M MPOJODKUTENBHOCTH JieueHus. lIpu AmuTenbHON Tepanuu
(6onee 4 Henenp) cyTOUHAS /1032 TUKIO(EHAKA y TAKUX MAlMEHTOB HE JIOJDKHA mpeBbimaTh 100 mr.
Crenyer nmepuoOJHUECKH MPOBOAUTH OLEHKY A(PPEKTUBHOCTH JICYCHUS M MOTPEOHOCTH MaLUEHTa B
CUMITOMAaTHYECKON TEpamuy, 0OCOOCHHO B TE€X CITydasix, KOT/ia €€ MPOJOKUTEIBHOCTh COCTABIISIET
6onee 4 Henens. [lanueHT nomkeH OBITH MTPOMHCTPYKTUPOBAH O HE3aMEIIUTEIHLHOM OOpAIIeHUH 32
MEIUIIMHCKOW IOMOIIbIO TIPH TIOSBJIEHHM IIEPBBIX CHMOTOMOB TPOMOOTHYECKHX HapyLICHUH
(Harmpumep, 6011 B TPY/IH, YyBCTBA HEXBATKH BO3/yXa, CIIA0OCTH, HAPYIICHHS PEUn).

Bo3zzelicTBue Ha MOYKU

N3-3a BaxHOW poJIM IIPOCTArjIaHANHOB B MOAJEP/KaHUU TOYEUHOTO KPOBOTOKA CIEAYET MPOSIBIISTh
0co0yr0 OCTOPOKHOCTb IPH Ha3HAUEHHM Ipenapara MalUeHTaM C CEepACYHOW MM IOYEUHOU
HE/OCTaTOYHOCThIO,  THUIEPTOHUYECKOM  OOJNE3HBbIO, TMOXKWIBIM  MNAalMeHTaM, MalueHTaM,
IMPUHUMAIOIINM JTUYPETUKH WM JpyTUe Mpenaparhl, BIUAIONME Ha IOYEUHYI0 (DYHKIHIO, a TaKXe
NalueHTaM, Yy KOTOPhIX 10 KaKOH-TMOO TMpuuMHe HaOIIogaeTcss CHIDKEHHE o0beMa
LHUPKYJIUPYIOLIEH KpOBU (Hampumep, ocie OOMUPHOro XUpypruueckoro BMemarenscrsa). Eciu B
TaKMX CIy4yasX Ha3HA4aloT JUKJIO(PEHAK, PEKOMEHAYIOT B KauecTBE MeEphl HPEIOCTOPONKHOCTH
KOHTPOJMPOBaTh (PyHKIMIO 1oudek. Iloce npekpaleHus Tepanuu npenapaToM 00bIYHO OTMEUAeTCs
HOpMaJTM3aIus MoKazaTeNel MoYeyHON (YHKIUH 10 UCXOAHBIX 3HAUCHUI.

Iopaxenue KKT

IIpu npumenenun ukinopeHaka, kak u apyrux HIIBII, oTmeuanuce Takue SBIEHUS Kak
KPOBOTEUEHMSI WM U3bA3BICHUS/IEPPOPALNN HKEITyAOUHO-KUILIEUHOTO TPAKTa, B PSIE CIy4aeB CO
CMEpTEIbHBIM UCXOAO0M. JlaHHBIC SIBIEHUS MOTYT BO3HHKHYTH B JII00O€ BpeMs MpH NPUMEHEHUU
mpenapara 'y MalMEeHTOB € HAJIMYMEM WM OTCYTCTBHEM MPEAIIECTBYIOIIUX CHUMITOMOB H
CephE3HBIMU JKEITyIOUYHO-KUIICYHBIMU 3a00JICBaHUAMU B aHaMHe3e WM 0e3 HHUX. Y TNalueHTOB
MOKUJIOTO BO3PAcCTa MOJ00HBIE OCIIOKHEHHSI MOTYT UMETh Cepbe3Hble nocieacTsus. [lpu pa3surun
y TalMEeHTa, MMOJIyYaloIIero JUKIo(peHaK, KPOBOTCUECHUS WIIM U3bS3BICHHS JKEITy109HO-KUIIIEUHOTO
TpaKTa Mpenapar cielyeT OTMCHUTD.

JIns CHMXKEHUsS pHCKA TOKCHYECKOTO JEWCTBUS HA JKEIYyAOYHO-KMIIEYHBIM TPaKT CIEAYeT
MPUMEHSTh Mpernapar B MUHUMaNbHON 3((EeKTUBHON 03¢ B TEUEHHE MaKCHMaIbHO KOPOTKOTO
BPEMECHH, B OCOOCHHOCTH 93TO KacaeTcs MAaIlMEHTOB C S3BEHHBIM MOPAKEHUEM >KEITYJ0YHO-
KHILIEYHOTO TPaKTa, OCOOEHHO OCJIOKHEHHBIM KpOBOTEUEHHEM WM nepdopaiuell B aHamMHe3e, a
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HaHI/IeHTaM C TIOBBINICHHBIM PHUCKOM Pa3BUTUA KCIIYAOYHO-KUIICUHBIX OCHOX(HGHHﬁ, a TaKXKeC
MOJTYyYalOIIUM TEPalmui0 HU3KAMH J03aMH  aleTWICAUIUIMIOBOM KHCIOTHl WM JPYTUMH
JICKApCTBCHHBIMU CPCACTBAMH, CIIOCOOHBIMU YBCIIUYUTH PUCK MMOPAKCHUA KCITYJOYHO-KUIICYHOT'O
TpaKTa, CIeAyeT MPUHUMATh TaCTPONPOTEKTOPHI (HApHUMep, HHTHOUTOPHI TPOTOHOBOW TIOMITBI HITH
MH30IIPOCTOII).

[Tanimentam ¢ nopaxenueM JXXKT B anamHe3e, 0COOEHHO MOXKUIIBIM, CIIEyEeT cOOOIaTh Bpady 000
BCCX CUMIITOMAx CO CTOPOHBI HI/IH_IeBapI/ITeJIBHOI\/'I CHUCTCMBEI.

Bo3aelicTBUe Ha IEUYEHD
[Tpu npoBeieHUN JUTUTENBHOM Tepanui HE00X0AUMO KOHTPOJIUPOBATh (DYHKIUIO TIEYCHH.

[Tpu nnuTenbHOM NPUMEHEHUN TUKIO(EHaKa MOKET OTMEYaThCs MOBBIIIEHNE AKTUBHOCTH OJIHOTO
WA HECKOJIBKUX «II€YEHOUHBIX» (hepMeHTOoB. [Ipy coxpaHeHHH W MPOTpecCHPOBAHUN HAapyLICHUN
MEYEHOYHONM (YyHKIMM MJIM BO3HUKHOBEHUM IIPU3HAKOB 3a00JIeBaHMM IEYEHM WIM APYTUX
CHUMIITOMOB (Hampumep, 303WHO(UINM, CHIIK U Tp.) TPUEM Tpernapara HEOOXOAMMO OTMEHHTb.
Crnenyer uMeTh B BUAY, YTO IeNaTUT HA (pOHE MPUMEHEHMs AUKIO(EHaKa MOXKET pa3BUBaThC 0e3
IIPOJPOMAIIbHBIX SBJICHUM.

OCTOpOKHOCTh HEOOXOAMMO COOJIONATh NpHU TPUMEHEHUH JUKIO(EeHaKa y TAaIlMeHTOB C
NeYEeHOYHON OpPHUPHUEH, TOCKOIBKY MpenapaT MOKET MPOBOILUPOBATH PUCTYIIBI MOPPUPUH.

Bo3zzelicTBue Ha CHCTEMY KPOBETBOPEHUS

JlukiioeHak MOKeT 0OpaTUMO MHIHOMPOBATh arperanuio TPOMOOLUTOB, TIOATOMY y MAIUEHTOB C
HAapyUICHUSIMH TeMOCTa3a MpPU UINTEIBHOM NPHUMEHEHHH HEOOXOAWMO TNPOBOIUTH TIIATEIBHBIHN
KOHTPOJIb COOTBETCTBYIOLIHX JIAOOPATOPHBIX MOKa3aTeNei.

[Ipu mpoBeaeHUH NIUTETBHON Tepanuy HEOOXOAMMO KOHTPOJIHPOBATh KapTHHY NepH(eprudecKoit
KpPOBH, aHAJIN3 Kajia Ha CKPBHITYIO KPOBb.

[NanmeHTh! ¢ OPOHXUANBHON acTMOMN

VY manueHToB ¢ OpOHXHMAIbHON aCTMOM, CE30HHBIM AIJIEPIrUYECKUM PUHUTOM, OTEKOM CIIM3UCTON
0007109KH HOCA (B T. 4. C HOCOBBIMHU TTOJIUTIAMH ), XPOHUYECKON OOCTPYKTHUBHOMN OOJIE3HBIO JIETKHUX,
XpPOHUYECKHUMH  HMH(EKIUSAMHU  JbIXaTeIbHBIX MyTeld (0COOEHHO  acCOIMUPOBAHHBIMH  C
IJIEPTUYECKUMHI PUHUTOTIOJOOHBIMH CUMIITOMAaMH ), a TAK)KE Yy MallMEHTOB C aJljieprueil Ha Apyrue
JIEKapCTBEHHBIE TIperaparbl (ChIlb, 3y, KPalWBHUIA) TMpPU HA3HAYCHUH IUKIOPEHAKA CIETyeT
co0mo1aTh 0COOYI0 OCTOPOKHOCTH (TOTOBHOCTD K MPOBEJCHUIO PEAHUMAIIMOHHBIX MEPOTIPHSTHIA).

KoHble peakiuu

[Ipy npumeHeHHHM IUKIO(EHaKa OYEHb PEIKO COOOIIANOCh O TSDKENBIX, B pAIe CIy4aeB CO
CMCPTCJIbHBIM HCXOJ0M, KOXHBIX PCAKIUAX, BKJIOYasd BKC(bOHHaTHBHBIﬁ ACpMATUT, CUHAPOM
CruBeHca-/[>koHCOHA, TOKCHYECKHHA SMHUACPMAIbHBIN HEKpoau3. Hambombime puck M yacToTa
PasBUTHUA TSAKCIBIX JACPMATOJIOTHYCCKUX peaKI_II/II\/'I OTMEYaJIUCh B HepBbIﬁ MECHL] JICUCHUSA
nukiaodenakom. [Ipu pa3BuTuu y nauueHTa, OJy4yaroUlero npemnapar, NepPBbIX MPU3HAKOB KOKHOM
CbIlIA, TMOPAKCHUA CIU3UCTBIX OGOHO‘-IGK UJIn JOpyrux CHUMITOMOB THUIICPYYBCTBUTCIILHOCTU
TUKII0(EHAaK JI0JDKEH ObITh OTMEHEH.

B penxux ciydasx mpu npuMeHeHUH IukiodeHaka, kak u npyrux HIIBII, Bo3moxxHO pasBuTHE
aHa(pUIAKTHYECKUX/aHAQWIAKTOMIHBIX ~ pEeaklMi y MalUeHTOB, paHee He IOJIy4aBLIMX
nukiIodeHak.

MackupoBaHue IPU3HAKOB MH(EKIIMOHHOTO Npoliecca
[TpotuBoBocnanurensHoe aeiictue HIIBIL, B Tom uuncne aukinodeHaka, MOXET 3aTpyAHATH
JMArHOCTUKY MH(PEKIMOHHBIX ITPOLIECCOB.

[Ipumenenue onHoBpemeHHo ¢ apyrumu HITBIIT
He cnenyer mpumensars nuknodenak coBmectHo c¢ apyrumu HIIBII, Bkitouas cenekTHBHBIC
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naruouTopsl [1OI'2 u3-3a prucka HexKeNnaTEIbHBIX SBICHUM.,

BcnioMorarenbHbIe BelllecTBa

[Ipemapar comepxut caxaposy. IlammeHTam ¢ peako BCTpeyaroUIehcs HACIEICTBEHHOU
HEMEPEHOCUMOCThI0  (PPYKTO3BI, TIIOKO30-TaJaKTO3HOW MaibaOcopOIuert umu  IeduIiuToM
caxapasbl-U30MaJIbTA3bl HE CIEAYET IPUHUMAThH JTAHHBIN JICKAPCTBEHHBIN Mpernapar.

IIpenapat conepxut kpacurens Ilonco 4R [E124], kpacutens conHeunsld 3akat xentbiil [E110],
kpacurtenb azopyoun [E122], xpacutens OpummmantoBbli uepHbid [E151]. JlanHble KpacuTenun
MOTYT BBI3bIBAaTh AJJIEPTUUECKUE PEAKLINH.

4.5. BzaumoneiictBue ¢ JPYrdMHM JIeKAPCTBEHHbIMM TpenapartamMM W JApyrue BHJbI
B3aMMO/JAeHCTBHS

BoIsBICHHBIC B3aUMOACHCTBHS

Hneubumopot uzogpepmenma CYP2C9

Crnenyet coOaroaTh OCTOPOKHOCTh NMPH COBMECTHOM HAa3HAUEHUU TUKIO(EHaKa U MHTMOUTOPOB
nzodpepmenta CYP2CY (Takux Kak BOPHUKOHA30JI) M3-32 BO3MOXKHOTO YBEIWYECHUS KOHIEHTpAIUU
IuKIo(eHaka B CHIBOPOTKE KPOBH U YCUJICHUS] CUCTEMHOTO JIEHCTBUS.

IIpenapamul aumus, OucoKCUH
JlukinodeHak MOXKET TMOBBIIATH KOHUEHTPAlMU JUTHS W JUTOKCMHAa B IUIa3Me€ KPOBH.
Pexomenayercs MOHUTOPUHT KOHIIEHTPALIMU JIUTHUSI U IUTOKCHHA B IJIa3ME MPU OJHOBPEMEHHOM
MPUMEHEHUH C TUKIO(EHAKOM.

Luxnocnopun u makpoaumyc

BmusHnue guxiiopeHaka Ha CHHTE3 NIPOCTarjJaHAMHOB B IOYKAX MOXET YCHJIMBATh
HE(PPOTOKCUYHOCTD IMKJIOCTIOPUHA U Takpoiaumyca. [loaTomy mpumeHsieMble 103bI AUKIO(PEeHaKa
JOJKHBI OBITh HUKE, YEM Y MALIUEHTOB, HE MOMYYalOIUX yKa3aHHbIE Ipernaparskl.

Huypemuueckue u 2unomeH3ugHvle Npenapamol

JnknopeHak MOXKeT CHMXKATh aHTUTUIEPTEH3UBHOE JCHCTBHE JUYPETHYECKHX M THIOTCH3MBHBIX
npenaparoB (Hampumep, OeTa-aapeHOOJIOKATOPOB, WHTMOMTOPOB aHTMOTEH3MHIIPEBPAILAIOIIETO
dbepmenta - AIID). [TanuenTam, 0COOEHHO TMOXKHIIOTO BO3pacTa, 3TH KOMOMHAIIMHU HEOOXOIUMO
Ha3HA4aTh C OCTOPOXHOCTHIO M PEryJIIpHO KOHTPOJIMPOBATh apTepHajbHOE jaaBieHue. IlanneHTs
TOJDKHBI OBITH aJeKBaTHO TMApaTHpoBaHbl. [locie Havanma W MepUOAMYECKH BO BpeMs JICUCHUS,
0COOEHHO TpPU OIHOBPEMEHHOM HA3HAYCHHU AWYPETHUECKUX CpeACTB M HMHruOuTOpoB AllD,
HEOOXOAMMO KOHTPOJIMPOBATH (DYHKIIHIO MOYEK M3-3a MOBBIIIEHHOTO PUCKA HEYPOTOKCHYHOCTH.

IIpenapamul, cnocobHbie 8b13b18aMb CUNEPKATUEMUIO

OpHoBpeMeHHOE  TIpUMEHeHue  JAukiodeHaka ¢ KaiauiicOeperarlolmuMu  JAUYypETUKAMH,
LUKJIOCIIOPUHOM, TaKpPOJIMMYCOM WJIM TPUMETOIIPUMOM MOXET NPUBOAUTH K IIOBBIIICHUIO
KOHIEHTPAallUW KajJdusi B CHIBOPOTKE KpOBU (B clydyae TMpPUMEHEHUS Tako KOMOMHAINH
JIEKapCTBEHHBIX CPEICTB JaHHBIN NTOKA3aTeNb CIEAYET PETYJISIPHO KOHTPOJIUPOBATH).

Anmubaxmepuanvhsle cpeocmsea — nPpou3eooHble XUHOIOHA
Nmerorcst OTaeNnbHBIE COOOIMICHUS O Pa3BUTHH CYIOPOT y MAIUEHTOB, MOTYYaBIIMX OJHOBPEMEHHO
XMHOJIOHOBBIE ITPOU3BOIHBIE U AUKIO(PEHAK.

[IpennonaraeMble B3aUMOICUCTBUS

Anmukoazynsanmol u aHmuazpe2anmel

Heo0xoauMo ¢ OCTOPOKHOCTHIO KOMOMHUPOBATH NUKIOPEHAK C MpermapaTaMu 3TUX TPYII U3-3a
pUCKa pa3BUTHA KpoBOTeueHUIl. XOTA B KIMHUYECKUX HCCIIEJOBAHHUSIX HE OBLUIO YCTAaHOBIIEHO
BIUSHUS JUKIOPEHAKa Ha JCWCTBHE AHTHUKOATYJISIHTOB, CYIIECTBYIOT OTJICNbHBIC COOOIICHUS O
MOBBIIIEHUN pHUCKA KPOBOTEUEHUH Yy TMAlMEHTOB, NPUHMMABIIMX JAaHHYI0 KOMOWHAIIHIO
npenaparoB. [loaToMy, B cilyyae Takoro COYETaHUs JIEKAPCTBEHHBIX CPEJCTB PEKOMEHIYETCS
peryisipHoe W TiaTenbHOe Habmonenune 3a manueHTamu. Kak m npyrue HIIBIT mauknodenak B
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Ayemuncanuyunosas kucioma
AlleTHIICATUITUIIOBAs KUCIO0TA CHIDKAET KOHIICHTPAIUIO TUKIO(eHaKa B KPOBH.

HIIBII u entokokopmukocmepouosl

OnHOBpEeMEHHOE CHCTEMHOE NpUMeHeHHe aukiodeHaka u apyrux cuctemMHbix HIIBIT wmm
TTIIOKOKOPTUKOCTEPOUIOB MOXKET YBEJIMYHMBATH YaCTOTYy BO3HHUKHOBEHHS MOOOYHBIX 3(PPeKToB (B
YaCTHOCTH, CO CTOPOHBI KeJTyJ0YHO-KUIIEUHOTO TPAKTa).

Cenexmugnwvie unHeubumopwvl oopamuoeo 3axeama cepomornutna (CHO3C)
OnHoBpeMeHHOE NpUMEHeHHe aukiodenaka u npenapatoB u3 rpynnsl CUO3C moBeImaeT puck
Pa3BUTHUS KEITYAOYHO-KUIIIEUHBIX KPOBOTECUCHU.

l'unozcnuxkemuueckue npenapamaol

B KIMHUYECKHUX MCCIIEOBAHUIX YCTAaHOBIIEHO, YTO NMPH COBMECTHOM MPUMEHEHHH JUKIo(eHaK He
BIUsieT Ha A(P(PEKTUBHOCTh THUIOTIIMKEMUYECKUX TmpernaparoB. OJHAKO, H3BECTHBI OTAENbHBIC
COOOIIEHUSI O Pa3BUTUM B TaKUX CIy4asX KaK THUNOTIMKEMHH, TaK M THUIEPTIUKEMUU, YTO
TpeOOBaO M3MEHEHUS J103bl TUMIOTIIMKEMHUYECKHUX MperapaToB BO BpeMs Tepanuu AUKIO(EHAKOM.
[TosToMy BO BpeMsi COBMECTHOTO NMPUMEHEHHs NUKIO(eHaKka U THHOTIMKEMHUYECKUX MpernapaToB
PEKOMEHTyEeTCsl IPOBOAUTH MOHUTOPHUHT KOHLEHTPALUH TJIFOKO3bI KPOBH.

[TomyyeHs! OTHENbHBIE COOOIIEHUSI O Pa3BUTHH META0OJIMUYECKOrO alMa03a MpU OJHOBPEMEHHOM
NpUMEHEHNH IukiIodeHaka ¢ memgopmurom, B OCOOCHHOCTH Yy MAlMEHTOB C HapyIICHUEM
(GYyHKIIMU TIOYEK.

Memompexcam

Heo6xonnma ocTOpOKHOCTh TP Ha3HAYCHUU JUKIOPEHaKa MEHee 4eM 3a 24 4 10 win yepes 24 4
nocjae IpueMa MeETOTpeKcaTa, T.K. B TaKHUX CIIydasX MOJKET IOBBIIIATECS KOHIEHTpALUs
METOTpEKCaTa B KPOBU U YCUIIMBATBLCS €70 TOKCUUECKOE JIEHCTBUE.

Denumoun

[Ipy OnHOBpEMEHHOM NPUMEHEHUH (EHUTOMHA M JUKIO(eHaKa HEoOXOJUMO KOHTPOJIHPOBATH
KOHIIEHTpaLUI0 (eHUTOMHAa B IJIa3Me€ KPOBU H3-32 BO3MOXKHOIO YCWJIEHHUSI €r0 CHCTEMHOIO
BO3JIEHCTBUSL.

Hnoyxkmopwt uzoghpepmenma CYP2C9

Crnenyer coOmrofaTe OCTOPOXKHOCTb TPU  NPUMEHEHMH JUKIO(EeHaKa OJHOBPEMEHHO C
uHaykropamu uzopepmenta CYP2C9 (TakumMu Kak prudaMITAIIAH ), TOCKOJIBKY 3TO MOXKET MPUBECTH
K 3HAYUTEIbHOMY YMEHBLICHUIO KOHIIEHTPAIUU AUKIO(PEHAKa B MIa3Me KPOBH M YMEHBILICHHIO €TO
AKCTIIO3HIINH.

Lledhamanoon, yegonepason, yepomeman, eanvnpoeas Kucioma M NAUKAMUYUH YBETHUUBAIOT
4acTOTY Pa3BUTHUS THIIONIPOTPOMOMHEMHUH.

Brnusgaue I[I/IKJIO(I)GHaKa Ha CHHTC3 NPOCTArJIaHAWMHOB B IMOYKAX MOXKCT YCUJIMBATH TOKCHUYCCKOC
HeﬁCTBHe npenapamoes 3ojomd.

OnHOBpEMEHHOE NPUMEHEHUE C SMAHOIOM, KOJIXUYUHOM, KOPMUKOMPONUHOM U NPenapamamu
36ep000si NPOOLIPAENIEHHO20 TIOBBIIIAET PUCK PA3BUTHUS KPOBOTEUEHHUM B KEIYyAOYHO-KUILIEYHOM
TpaxTe.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

bepemeHHOCTD
JlekapCTBEHHBIN TMpenapar MNpPOTUBOMOKAa3aH K MPUMEHEHUIO Y JKEeHIIUH ¢ 20-oi Hexenu

6epemenHocTH. HeocTaTouHO TaHHBIX O OE30MACHOCTH MPUMEHEHUs TUKIo(deHaKa y OepeMeHHbIX
xennH. He cnenyer nmpumensts HIIBII sxennunam ¢ 20-oif Hemenu OEpeMEHHOCTH B CBSI3H C
BO3MOXXHBIM Pa3BUTHEM MAaJIOBOJUS W/WIHM TMATOJOTUU MOYEK y HOBOPOXKICHHBIX (HEOHATAIbHAS
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TOJIBKO B TE€X CIlydasix, KOrJa OKHJaemas I0Jb3a JJIsi MaTEpU MPEBbIIAET MOTEHIMAIbHBIA PUCK
IUIS TJ10/1a; IPUMEHATH MIpenapar B 3TUX CIydasx CleJyeT B MUHUMAaIbHBIX 3((QEKTUBHBIX J03aX B
TE€YeHHE MUHHMAJIBHO BO3MOKHOTO Tepuoja BpeMeHH. Jukinodenak, kak U Jpyrue MHTHOUTOPHI
CHHTE€3a IMPOCTArJIaHAWHOB, NPOTUBONOKA3aH B IMocienHue 3 Mecsna O0epeMEHHOCTH (BO3MOYKHO
MOJIABJICHUE COKPATUTEIHHON CITOCOOHOCTH MAaTKH, YBEJIIMYEHHUE BPEMEHU KPOBOTEUCHUS Y MaTepu
U HOBOPOXKJICHHOIO, HapylleHHWEe (QYHKIMM IOYEeK Yy IUIoAAa C HOCIEIYIOIUM MajJOBOAMEM
(onMMroruIpaMHUOH) W/ UIIH MPEKICBPEMEHHOE 3aKPhITHE apTEPUAILHOTO MIPOTOKA y TUIOAA).

JlakTamus

JlekapcTBeHHBIN IpenapaT IPOTUBOINOKA3aH K IPUMEHEHUIO B IIEPUOJ IPYJHOTO BCKapMIIMBAHUS.
JluknodeHnak moragaeT B HEOOJBIIUX KOJMYECTBAX B TPyAHOE MOJIOKO. JLisi mpemoTBpaliieHus
HCXKCIIAaTCIbHOT'O BJIUSHUA HaA pGGGHKa, npenapaT HEC cnez[yeT Ha3Ha4dYaTh KOpM}IH_II/IM JKCHIIIMHAM.
[Tpu HEOOXOAMMOCTH MPUMEHEHHUSI TTperiapaTa TpyIHOE BCKapMIIMBAaHUE CIIETYET PEKPATHUTh.

DepTUIHLHOCTh

B cBsa3u ¢ orpunarensHeIM JelcTBUeM Ha (GEpPTHIBHOCTh, KEHIIMHAM, ILIAHUPYIOIIM
OepeMEeHHOCTh, TIperapar MPUMEHSITh HE PEKOMEHIyeTcs. Y MalHeHTOK ¢ Oecruioguem (B T. .
MPOXOASIINX 00CIIeIOBaHNE) PEKOMEHAYETCS OTMEHUTD Mpemnapar.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMHM CpeACTBAMHM H padorarh C
MeXaHM3MaMH

[TarmenTam, y KOTOphIX Ha (pOHE MPUMEHEHUS JUKIO(PEHAKa BO3HUKAIOT 3pUTEIbHBIC HAPYIIECHUS,
TOJIOBOKPY’KEHHE, COHJIIMBOCTh WM JPYrH€ HapyLICHHs CO CTOPOHBI LIEHTPAJIBHONM HEPBHOU
CHCTEMBI, HE CJIEAYeT YIPaBJIATh aBTOTPAHCIIOPTOM M pabOTaTh C MEXaHU3MaMH.

4.8. HexkennaTesibHbIe peakmum

Pestome HexkenaTenbHbIX peakiuii

Kpurepun ornieHKr 4acTOTHI TOOOYHBIX PEAKIIAN:

oueHb yacTo (>1/10);

gacto (>1/100, HO <1/10);

HeyacTo (>1/1000, Ho <1/100);

penko (>1/10 000, mo <1/1 000);

oueHsb peako (<1/10 000);

4acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIIMXCS TaHHBIX OLICHUTh HEBO3MOXKHO).

Hapywenus co cmopoHul Kpogu u tumgamuueckou cucmembl
OdeHb penKo — TPOMOOLMTONEHHUS, JICUKONEHUs, TeMOJMTHYECKass U arulacTUdeckash aHeMusd,
arpaHyJIOIMTO3, S03NHOPUIIHS.

Hapywenus co cmoponvl umMmMyHHOU cucmembl

Penxo — anadunakTuyeckue/aHaMIaKTOMIHBIC PEAKIMM, BKIIOYAs BBIPAKEHHOE CHUKCHHE
aprepuanbHoro nasieHus (AJl) v moxk;

OueHb peIKo — aHTMOHEBPOTUUYECKUH OTEK (B T. Y. JIULA).

Icuxuueckue napywenus
OdeHb pemko —  JC€30pUEHTAIMs, Jenpeccusi, OECCOHHMIIA, HOYHBIC  «KOIIMAaphbD»,
Pa3apaKUTENbHOCTD, ICUXUYECKHE HapyLICHUS.

Hapywenus co cmoponul Hepenoii cucmembi

YacTo — ronoBHas 6071k, TOJTOBOKPYKEHHUE;

Penko — COHIMBOCTD;

OdeHb peaKo — HapyIIEHUE YyBCTBUTEIBLHOCTH, B T. Y. TAPECTE3Ms, PACCTPOMCTBA MaMSITH, TPEMOP,
CYIOpOTH, TpEBOTa, IEepeOpOBACKYIApHBbIC HApyIIEHHs, ACENTHUYECKUI MEHUHTHT, HapylIeHHE
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BKYCOBBIX OLIYIICHUM.

Hapywenus co cmoponul opeana 3penus
OueHb peKo — HapyllIeHUe 3peHus (3aTyMaHUBaHUE 3PEHUS, AUILTOHS).

Hapywenus co cmoponul opeana ciyxa u rabupunma
Yacro — BepTHTO;
OueHb peKo — HapyILIEHUE CTyXa, IyM B yIIax.

Hapywenus co cmoponul cepoya

OueHb peako — omlyIieHue cepauedueHus, 60iab B IpyAu, cepAeyHast HeJOCTaTOYHOCTb, HHPAPKT
MHOKapAa;

Yacrora HensBecTHa — cuHApoM KoyHuca (amuiepruueckuii OcTpblii KOPOHAPHBINA CUHIIPOM).

Hapywenus co cmoponul cocyoos
OueHb pelIKo — MOBBILICHUE APTEPUATIBHOTO JJABJICHUS, BACKYJIUT.

Hapywenus co cmoponwl OvixamenvHoul cucmemol, opeanos 2pyOHOU KIemKU U Cpe0oCmeHus
Penxo — o6ocTpenue OpOHXMAIBHON aCTMBI, Kalllelb, OTEK TOPTaHU;
OueHb peIKo — MHEBMOHUT.

Hapywenus co cmoponul diceny0ouno-KuuedHo2o mpaxkma

Yacro — sanuractpaibHasi 6071b, TOIIHOTA, PBOTA, AUAPEs], TUCIEIICHUS, METEOPU3M, aHOPEKCHSI,;
Penxo — ractput, npokTut, kpoBoteueHue u3 JXKKT (pBoTta ¢ KpoBbIo, MeleHa, Iuapes ¢ MPUMECHI0
kpoBn), 513861 JKKT (c mm 6e3 KpoBoTeUeHHsI, CTEHO3a WK TTephOpaIfiu, ¢ BO3SMOKHBIM Pa3BUTHEM
IIEPUTOHUTA);

OdeHb peaKko — CTOMATHUT, TIOCCHT, 330(aruT, HeCcNenHu(PUIECKUd TeMOPpParudecKuil KOJuT,
o0ocTpeHue S3BEHHOro KonuTa win Oosne3Hun KpoHa, BO3HHMKHOBEHHE IHa(parMornogoOHbBIX
CTPUKTYp B KHIIIEYHUKE, 3a110P, [TAHKPEATUT;

4acTOTa HEU3BECTHA — UILIEMHUECKUI KOJIHT.

Hapywenus co cmoponul neuenu u scenuesvi8o0auux nymet

Yacto — mOBBIIICHHE aKTUBHOCTH aMHHOTpaHchepas;

Penko — remartur, xenTyxa, HapyluleHHe (PyHKIIUU [TEYEeHH;

OueHb peIko — MOJIHUEHOCHBIH T€MaTUT, HEKPO3 MEeYEHHU, IEYCHOYHAsI HEJOCTaTOYHOCTD.

Hapywenus co cmoponul kodtcu u noOKodCHbIX mKaHeti

YacTo — KOXKHas CHIIb;

Penko — kpanuBHUIIA;

OueHb penko — OyIlie3HbIC BBICHIIAHUS, JK3€Ma, 3pUTEMa, B T. Y. MYyIbTU()OPMHAS, CHHIPOM
CruBenca-J[>xoncona, cunapoMm Jlallemna  (TOKCHYECKHMH  SMHICPMATBHBIA  HEKPOJH3),
9KCc(ONMATUBHBIN NIEPMATUT, KOKHBIA 3y, BBHIMAJEHUE BOJOC, (POTOCCHCHOWMIM3AIMS, MypIypa,
B T. 4. aJUIEprU4ecKasl.

Hapywenus co cmopoHvl nouex u Mouesbl800Auux nymetl
OueHp penko — ocTpas TIOYe4yHas HEeIO0CTaTOYHOCTb, TIe€MaTypus, IPOTEHHYpHUs, TyOyJo-
MHTEPCTULUAIBHBIA HEPPUT, HEHPOTHUECKUIN CUHAPOM, MANUIUIIPHBIN HEKPO3.

Obwue napywenus u peakyuu 8 mecme 66e€0eHUs.
Penko — otex.

OnucaHue OTAENBHBIX HEXKEIATEIbHBIX PEAKIIUN

Hapywenus co cmopoHul cepoeuno-cocyoucmou cucmembl

JlaHHblEe KIMHUYECKUX MCCIEIOBAaHUN YKa3bIBalOT HAa HEOOJbIIOE YBEIMYEHHE PHUCKA Pa3BUTHUA
CepACYHO-COCYTUCTBIX TPOMOOTHYECKHX OCJIOXKHEHUH (Hampumep, HH(}apKTa MHOKapaa),
0COOEHHO TNpH IUTEIHFHOM NMPUMEHEHUH IUKIO(pEeHaKa B BBHICOKHX J103ax (CyTouHas jo03a Oosee
150 mr).

3pumenvHule HapyuLeHusl
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[ E PTHOMY OTUETY

no-BuAMMOMY, sBisgtorcs kiacc-opdexramu HIIBII, u oOpatumel mocie MpeKpaieHus
npuMeHeHHs.. BO3MOXHBIM MEXaHH3MOM DPa3BUTHSI TAKUX PACCTPOMCTB SBISIETCS MHTHOMpPOBAHUE
CHHTE3a NPOCTarjJaHJAWHOB W JPYIMX COIMYTCTBYIOLIMX BEIECTB, YTO H3MEHSET PETyJISLUI0
KPOBOTOKA B CETYaTKe, KOTOPOE IMPOSBIISACTCS MOTCHIIMAIBHBIMU 3PUTEIBHBIMU PACCTPOHCTBAMH.
[Ipy pa3BUTUM TaKUX CHUMITOMOB Ha (OHE Tepanuu IUKIO(YEHAKOM CIEAyeT pPacCMOTPETh
BO3MOXKHOCTh  O(TaJIbMOJIOTHYECKOTO 00CIENOBAaHUA Ul HCKIIOYEHHS KaKUX-THOO JApYrux
MIPUYHH.

Coo0r111eHre 0 Moa03peBaeMbIX HEXKETaTeIbHbIX PEAKIUIX

BaxxHo cooOmate 0 TMOAO3PEBAEMBIX HEKENATEIBHBIX PEAKIUAX TIOCIEe PETUCTPALUU
JIEKapCTBEHHOI'0 TIperapara C Leblo O0ecreueHus: HEeMpepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«IMoNb3a — PHUCK» JIGKAPCTBEHHOTO TMperapara. MEIUIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIOOBIX MOI03PEBAEMbIX HEXKENATEIbHBIX PEeaKIHIX JIEKAPCTBEHHOTO Mpernapara uepes
HAI[MOHATILHBIE CHCTEMBI COOOIIEHUS O HEXKENaTeNbHBIX pEeaKIUsX TOCylapCcTB — YJICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

l'ocynapcerBo — wneH EBpa3uiickoro 3KOHOMHUYECKOro coro3a: Poccuniickas @enepanus
®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl Iiiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

CHUMIITOMEBI

TomHoTa, pBOTa, 60B B 3nUracTpuu, KpoBoteueHue u3 JKKT, nuapes, ro1oBokpyskeHHe, TOJIOBHAS
0onb, mMIyM B YyIIax, CYyJOpOTH, CHIKeHHEe AJl, yrHeTeHue nbIXaHWs, TMPU 3HAYUTEITHHOU
Nepe03uPOBKE — OCTpasi MOUEYHasi HEJOCTATOYHOCTh, F€MaTOTOKCUYECKOE JIEUCTBHE.

Jleuenune

[IpombIBaHuE KenylKa, aKTUBUPOBAHHBIM yrojb, CHMIITOMATUYECKAs: TEpallksl, HallpaBJICHHas Ha
yCTpaHEHHUE apTepHATbHOW THIIOTEH3WHU, HApYIICHU (YyHKIIMU To4YeK, cyaopor, nopaxeHus XXKT,
yrHeTeHus AbixaHus. DOpcUpOoBaHHBIA JUype3, reMoauanu3 Manod(P@eKTuBHbI (B CBS3H CO
3HAYUTEJILHON CBS3BIO C O€JIKaMHU U UHTCHCHUBHBIM METa00IM3MOM).

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOHCTBA

dapMakoTepalieBTUYECKass  Ipylna: MPOTUBOBOCHAIMTEIbHBIE U MPOTUBOPEBMATUUYECKUE
rpenaparsl; HECTEPOMJIHbIE NPOTHBOBOCHAIUTENBHBIE W IMPOTHBOPEBMATHYECKUE IMPENAPATHI;
IIPOU3BOJIHBIE YKCYCHOM KUCIIOTBI U POACTBEHHBIE COEAMHEHHUS.

Kox ATX: MO1ABOS.

MexaHu3M JIeWCTBUS U hapMaKoguHaAMUYecKue 3O EKThI

Hecrepounnpiii mpotuBoBocnanutenbHbiid mpenapar (HIIBII), mpousBogHoe deHmykcycHOM
KHCIOTHL. JlukimodeHak o01aiaeT mpoOTHBOBOCIATUTENbHBIM, 00€300TMBAIOIIINM, aHTHATPETAHTHBIM
1 JKapOIOHIKAIINUM JeicTBUeM. HenszOuparensHo yrueras mukiookcurenasy 1 m 2 (HOT'l mu
I[IOI'2), wHapymiaer MeTa0OJIM3M  apaXWAOHOBOH  KHCIOTBI,  yMEHBIIAET  KOJUYECTBO
MpoCTarjaHAMHOB B ouare BocmajeHus. HaumOomee sddextrBeH mpu O601IX BOCHATUTEIHHOTO
Xapakrepa.

[Ipu peBMaTHUecKuX 3a00J€BaHUSX MPOTUBOBOCHAIUTENBHOE M aHalbre3Uupyloliee AeicTBHe

10



COOTBETCTE?
oT 28.05

.'||'|-: J ‘lll,_III:
nuKIo(peHaka CrnocoOCTBYeT 3HAYUTEIBHOMY yMeEk LmeHmon Bm;lﬁigl(%m;oc%gﬂé&lm 'D'GHII!I%IL/'I

CINEPTHOMY OTUETY

CKOBAaHHOCTH, MIPHUITYXJIOCTA CyCTaBOB, YTO YJIy4YIlaeT (yHKIMOHATBLHOE COCTOSIHUE cycTaBa. [Ipu
TpaBMax, B IIOCJICONIEPAIIMOHHOM TIEpHOJe AWKIOPEHAK YMEHbIIAeT OOJIEBhIE OIIYIICHUS |
BOCHAJIUTENLHBIA OTEK.

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

AOGcopbrms
AOGcopOnust ObICTpas U TOJIHASI, MMUIIA 3aMEIJISIeT CKOPOCTh abcopOnuu Ha 1-4 4Yaca W CHUXKaeT

MaKkcUMalibHy10 KoHIeHTpauuto (Cmax) Ha 40 %. ITocne nepopanbHoro npuema tabdierox 100 mr
Cmax — 0,5 mkxr/mn nocturaercst uepe3 — 4-5 4. KoHueHTpaius B 1ia3Me HaXOJIUTCs B JTMHEHHOM
3aBUCHMOCTH OT BEJIWYHMHBI BBOJUMOM JTO3HL.

W3menenus gpapMakOKHMHETUKH AuKiIopeHaka Ha (h)oHE MHOTOKPATHOTO BBEIEHHUS HE OTMEUYAETCS.
He xymynupyet npu coOnoIeHIH peKOMEH1yeMOT0 HHTEpBajia MEX Iy IpHeMaMH.

Pacnpenenenue

buonocrynaocts — 50 %. CBs3b ¢ Oenkamu mia3mel — 0osiee 99 % (Oosblnas 4acTh CBS3BIBACTCS C
anpOymuHamu). [IpoHHMKaeT B CHHOBHAIBHYIO JKUIKOCTh, Cmax B CHHOBHAIBHOM JKUAKOCTU
Habmomaercst Ha 2—4 4 mo3xke, 4yeM B miaszMme. [lepuon nomysbiBenenus (T72) U3 cuHOBHATBHOU
KUIKOCTH 3—6 9 (KOHIIEHTpAIMsl aKTHBHOTO BEIIECTBA B CHHOBHAJIBHOW JKHUIKOCTH 4epe3 4—6 4
MOoCJie BBEJICHMs Ipernapara BbIIIE, YEM B IJIa3Me, W OCTAETCs BbIIE elnle B TedeHue 12 u).
B3anMoCBsI3b  KOHLEHTpallMKM TIpernapata B CUHOBHAJIBHOM  KUJIKOCTH C  KIMHUYECKOU
3¢ EeKTUBHOCTHIO Mpenapara He BbIsICHEHA. JIukiodeHak MpoOHUKAET B IPYAHOE MOJIOKO.

buorpanchopmanus

50 % aKTUBHOTO BEILECTBA MOJBEPracTCss METab0IN3MY BO BpEMs «IIEpBOTO MPOXOKICHUS» Yepe3
neyeHb. Meraboau3M MHPOUCXOAUT B  pe3yjbTaTe MHOTOKPATHOIO WM  OAHOKPATHOTO
THJIPOKCHIIMPOBAHUS M KOHBIOTUPOBAHMS C TIIOKYPOHOBOM KHCIOTOW. B Merabonu3me mpemnapara
npuauMaet yuactue uzopepment CYP2C9. dapmakonorndyeckas akTUBHOCTh METa0OJIMTOB HUKE,
yeM AUKIIO(eHaKa.

OIMMUHAINS
CucTeMHBII KITUPEHC cocTaBiseT okono 260+50 mn/muH, 06beM pactpenenenus — 550 mu/kr. TYa

W3 IUIa3Mbl COCTABJISIET B CPEIHEM OKOJIO 2,5 yaca. 65 % BBEIEHHOW 103bl BHIBOAUTCS B BUJIE
MeTa6OJII/ITOB IHOYKaMH, MCHEC 1% BBIBOAUTCA B HCHU3MCHCHHOM BHJC, OCTaJIbHasd 4YacCTb HO3BI
BBIBOJIUTCS B BUJI€ META0OINUTOB C JKETUBIO.

Oco0bIe Tpynbl HAITMEHTOB

Iloueunas nedocmamounocms

Y mManuMeHTOB C TSDKENION MOYeYHOW HemocTtarouHocThio (kimupeHc kpeatunuHa (KK) menee
10 Mi1/MHMH) yBeIMUYMBAETCS BBIBEJACHHE META0OJUTOB C JKEM4YblO, IMPU 3TOM YBEIUYECHUS HX
KOHIIEHTPALlUX B KPOBHU HE HAOIIIO1aeTCsl.

Ileuenounas neoocmamounocmeo
Y nanuMeHToB C XPOHMYECKUM TEMaTUTOM WJIM KOMIICHCUPOBAHHBIM IIUPPO3OM IE€YEHU
(bapMakOKHHETHYECKHE TapaMeTpbl AUKIO(eHaKa HEe U3MEHSIOTCA.

6. PAPMALLEBTUYECKHUE CBONCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Caxapo3sa

[etnnoBsiil cnupT
Kpemuus nuokcua KoJIoUIHbIN
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(MOCNEOOBATENBLHOCTE 0009)

Tannk

[ToBunon K-25

Maruus creapat

O6onouka

['unpomenosza

Turana auokcun E 171 C1 77891

Tanbk

[Tomucop6at 80

Makporoa 6000

Kpacurens nynnossiii [[Tonco 4R] [E124]

Kpacurens kopuvHEBBI [KpacuTenb COMHEYHBIM 3akaT >kenteiid [E110], xpacutens a3zopyOuH
[E122], xpacurens OpumnanToBblil uepHbIid [E151], amtoMuHus ruapokcu, Boaa|
Jlak antoMUHUEBBIM HA OCHOBE KPACUTEJNSI COJTHEUHBIN 3aKkaT xenThiil [E110].

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

4 ronma

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH IPH XPAHECHUH

XpaHuTh 1Ipu Temneparype He Boime 25° C B MOTPEOUTENIbCKON YITaKOBKE.
6.5. Xapakrep u cofep:kaHue YIaKOBKHU

ITo 10 TabJIETOK B KOHTYPHYIO SITYEUKOBYIO YIIAKOBKY u3 TIJICHKHU
MOJTUBUHWIXJIOPHTHOW/TIOMMBUHUINACHXJIOPUIHOW U (ONBrM  QJIIOMUHUEBOW  IE€YaTHOU
JIAKUPOBAHHOM.

ITo 2 KOHTYPHBIX SIMEHKOBBIX YIIAKOBKH BMECTE C JJMCTKOM-BKJIAJIBIILIEM B IIAUKy U3 KApTOHA.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPHU YTHIH3AMUM MCIOJIb30BAHHOIO JIEKAPCTBEHHOT0
npenapara WM OTXO0JA0B, MOJYYEHHBIX MOCJe NMPUMEHEHUs] JEeKAPCTBEHHOr0 mpemnapara, u
Apyrue MaHMIYJSIIMHU € penapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccuiickas @enepanus
AO «Huxdapm»
603105, r. Huxuuit Hosropoa, yn. Canranckas, 1. 7

7.1. llpencraBuTeb AepKaTesis PerucTPAIMOHHOTO YA0CTOBEPEeHUA

[IpereH3uu moTpeduTENeH HAPABIATH IO AIPeECy:
Poccuiickas @enepanus

AO «Hwmxdpapm»

603105, r. Huwxuauit HoBropon, yn. Canranckas, 1. 7
Ten.: (831) 278-80-88

E-mail: med@nizhpharm.ru
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8. HOMEP (HOMEPA) PETUCTPAIIMOHHOIQ YAOCTOBEPE S | =/ 1EHOCTE 0003)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA
JlexapcTBeHHBIH TpenapaT OTHOCUTCS K KATErOPUH OTIyCKa 10 PEeLenTy.

OOmiast xapakTepuCTHKa JIEKAPCTBEHHOro mnpenapara JlukinodeHak JOCTyMHAa B €IUHOM pPEecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3MiicKOro 3KOHOMHYECKOTO COI3a W Ha
ounraTEHOM caiite YIOJIHOMOYEHHOTO oprasa (9KCTIepTHOM OpTaHHU3aITIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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