COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 06.09.2024 N= 13309

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Kanpuurapza Perapn, 20 mr, TabneTku ¢ MpOJIOHTUPOBAHHBIM BBICBOOOKICHUEM, TIOKPHITHIE

[UIEHOYHOI 000JI0YKON

2. KAYMECTBEHHBINA U KOJIMYECTBEHHbBIN COCTAB

JleiicTByro1iee BemecTBO: HU(ETUIHH.

Kaxxnas tabnerka, conepxut 20 Mr HUGpETUTHHA.

BcnomoratenbHble BelecTBa, HAJIHMUYKWE KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npenapara: J1akTo3bl MoHOTHIpAT 25,00 Mr (cM. pazzen 4.3 u 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku ¢ MPOJOHTHUPOBAHHBIM BBICBOOOKICHUEM, ITOKPHITHIE IJICHOYHOW 000JI0UKOIA.
Kpyriibie 1BOSIKOBBIMYKJIbIE Ta0JIETKH KOPUUHEBOIO LIBETA, TOKPHITHIE TNIEHOYHOH 000JI0UYKOMH, €

HaCEUKOi Ha OJHOM CTOPOHE.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

ITpenapat Kansuurapn Petapa nokasaH K IpUMEHEHUIO Y B3POCIIbIX.

e AprepualibHas TUIIEPTEH3US.

e CralunbHas CTEHOKapMs M Ba3oclacTHUecKas cTeHokapaus (creHokapaus [IpunHnmMerana,
BapHUaHTHAsl CTEHOKapIus).

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUS

PexuMm no3upoBanus

Jlo3a npemnapara nogoupaeTcsi BpauoM HHANBUAYAIBHO B COOTBETCTBHH C TSHKECTHIO 3a00J1€BaHUS
Y YyBCTBUTEJIBHOCTHIO MAIIMEHTA K Ipenapary. /i1 naiueHToB ¢ CONMyTCTBYIOIMMU TSKEIBIMU
1epeOpOBACKYIAPHBIMHU 3200JI€BAHUSAMH U Y MAIMEHTOB MOXKHIIOTO BO3pacTa J103a JI0JKHA OBbITh
CHIKEHA.

OIHOBpPEMEHHBIN NMPHEM MHUIIM 33JEPKUBAECT, HO HE YMEHBIIAET BCACBIBAHHME JIEUCTBYIOIIETO
BEILECTBA U3 JKEIIyAOYHO-KUIIEYHOT'O TPAKTA.

PCKOMCHI[yCMaSI CXCMa JO3UPOBAHUA I B3POCIbIX:
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[Tpenapat HazHauatoT no 20 mr (1 Tabnerka) 2 paza B cyTku. [Ipu HeAOCTaTOYHO BBIpAKEHHOM
KIMHUYECKOM 3¢ dekTe 103y mpenapara mocTeneHHo ysennuusaroT 10 40 mr (2 Tabnetkn) 2 paza
B CYTKH.

MakcumanbHas cytodHas go3a — 80 mr (4 TaGlIEeTKH B CyTKH).

CmabunbHas cmeHOKapous u 8a30CNAcCmuyeckas cmenokapous (cmenokapous llpunymemana,
BAPUAHMHASL CMEHOKAPOUsl)

[Tpenapar HazHavaroT mo 20 mr (1 Tabnerka) 2 pa3a B cyTkd. [Ipu HETOCTATOYHO BBIPAKEHHOM
KIIMHU4YecKoM 3¢ dexTe 103y mpenapara MocTeneHHo yBeanuuBaroT 10 40 mr (2 tabnetkun) 2 pas3a
B CyTKU. MakcumaiipHasi cyTouHast 103a — 80 Mr (4 Ta0JIeTKH B I€HB).

[Tpu HasHaueHuu mpenapara 2 pa3a B CYTKH (YyTPOM M BEYEPOM) PEKOMEHIYEMbIN HMHTEpPBAJ
MEX]ly pueMaMu cocTaBiseT 12 yacoB. MUHUMAaNbHBIN HHTEPBAT MEXKIY IPHEMaMH IIpernapaTa
JIOJI’KEH COCTABIIATH HE MEHee 4 4acoB.

Hexotopbim nmanuenTam MOTyT OTpeboBaThCs 00JIee BRICOKHE 036l HU(EeTUNHHA. Y BeTHUCHIE
CYTOYHOU 1036l HU(eaunnHa cBbime 120 Mr He peKOMEH/TyeTCsl.

[TaruenTam, moNydYarOmUM KOMOMHUPOBAHHYIO (QHTHMAHTMHAIBHYIO WM THIIOTEH3UBHYIO)
Tepanuo, OOBIYHO Ha3HAYAIOT MEHbIIUE 1036l HUpeaunuHa. [Ipu 01HOBpEeMEHHOM MPUMEHEHUN
¢ wunruoutopamu unu uHAyKTopamu CYP3A4 pexomeHayeTcs CKOPpPEKTHPOBATH 103y
HU(enUnHa Ui TpeKpaTUTh MpreM mpernapara (cMm. pazaen 4.5).

JUIMTEeNpHOCTD Kypca JIEUEHUS ONPEAETSAETCS JIEYALUM BPAuOM.

B tex cnyuasx, korjga npenapat IpUuHUMAaeTcs B OOJBIIMX J03aX W/UIU B TEYEHUE JATUTEIHLHOTO
BPEMEHH, JIeUEHHUE CIEAYEeT MPEeKpalaTh MOCTENEHHO BO U30eXkaHNe CUHIPOMA «OTMEHbBD.

[Tpu HEOOXOAMMOCTH MPUMEHEHUsS HU(EIUNMHA B CyTOYHOU n03€ cBbliie 40 Mr i JIeYeHUs
apTepUaJIbHON TUNEPTEH3UM WIM CTEHOKapAuHM, PEKOMEHIYETCs Ha3HAueHUE IpenapaToB
HUGenunuHa B popme TabJIeTOK C IPOJIOHTUPOBAHHBIM BBICBOOOKICHHUEM B 103UpOBKE 40 MT 1T
60 mr.

Oco0ble TONVIISIIIAN

Tlayuenmul noscunoco 6ospacma

Y noxuibIX manueHToB (ctapiie 65 net) papmMakokuHeTHKa HUGDEIUITHHA U3MEHSETCS, B CBSI3H C
STUM TOJACP>KUBAOIIAs 703a Mpenapara MOXKET ObITh CHHIKEHA 0 CPAaBHEHHUIO C MalMEHTAMH
MOJIOJIOTO BO3pacTa.

Tayuenmoi ¢ HapyuwieHuem GynKyuu nevenu

VY manueHToB ¢ HapylIeHUSMHU (DYHKIUU MEYSHH JIETKON CTENeHH TSKECTH J103a HU]enunuHa
JIOJDKHA OBITh CHMDKEHA. Y MAIlMEHTOB C YMEPEHHOHN U TSKEIOW MEUYeHOYHON HEIOCTAaTOYHOCTBIO

(xmaccwt B u C o knaccudukanun Yaina-I11s10) npuMeHeHne npemnapara mpoTUBOIIOKA3aHO.
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Iayuenmol ¢ Hapywenuem QyHKyuu novex (MOCNEOOBA 5 0001)

VY manueHToB ¢ HapyHICHUSIMHU (PYHKLIUH ITOYEK KOPPEKIHs 10361 HU(eunruHa He TpedyeTcs.

Cnooco0 nnpuMeHeHus

BHyTpb mociie efipl, He pa3KeBbIBas U 3allMBas JOCTATOYHBIM KOJIMYECTBOM >KUIKOCTH.

Jlo3a npemnapara nogoupaeTcsi BpauoM WHIANBUAYAIBHO B COOTBETCTBHH C TSKECThIO 3a00JIeBaHUs
Y YyBCTBHUTEJIBHOCTHIO MALIMEHTA K penapary. /i naiuueHToB ¢ CONyTCTBYIOLMMU TSKEIbIMU
1epeOpOBACKYIAPHBIMU 3200JIEBAaHUSIMH U Y TIOKHJIBIX ITALIMEHTOB /1032 JIOJKHA OBITh CHUYKEHA.
OpnHOBpeMEeHHBIA MPHEM MHUIIU 33JePKUBAET, HO HE YMEHBIIAET BCACHIBAHUE JIEHCTBYIOIIETO
BEIIECTBA U3 JKEITYJOYHO-KUIIIEYHOTO TPAKTa.

4.3. [IlpoTuBONOKA3aHMS

['MnepyyBCTBUTENFHOCTD K aKTHBHOM CyOCTaHIIMU MITH K JIFOOOMY BCIIOMOTaTEIIbHOMY BEIIECTBY
JIeKapCTBEHHOH (OPMBI, yKa3aHHOMY B pazzene 6.1.

YMepeHHas u Tspkenast me4eHoYHast HeaoctaTouHocTh (kinacel B u C no knaccuduxaru Yaina-
[Tb10).

Kapaunorenssiii mok.

Komnnamnc.

BripaxkeHHas apTepuanbHasi THIIOTEH3Us (CUCTOIUYECKOe apTepuaibHoe AaBieHue Huxe 90 Mmm
pT.CT.).

OcTpelil nepuon nHpapkTa MUOKapaa (B TeUEHUE MEPBHIX 4-X HENENb).

HecrabunpHas creHOKapaus.

['eMomHaMHyecKH 3HauMMas OOCTPYKIMS BBIHOCSIIETO TPAKTa JIEBOTO KeNlyJouka (BKIIOUYas
TSKEJbIN a0pPTAIBHBIN CTEHO3).

OnHoBpeMEHHOE TpUMEHEHHE ¢ pUudaMIUIMHOM (M3-32 HEBO3MOXKHOCTH  JIOCTHKEHUS
3 PEeKTUBHBIX YPOBHEN HU(ETUNHMHA B IJIa3Me KPOBH BCIIEICTBUE HHAYKLIUU (EPMEHTOB).
bepemennocts (10 20 Henenb).

[Tepuoxa rpyqHOrO BCKapMIIMBAHUS.

Bo3spact 1o 18 net (3¢ dhekTuBHOCTS 1 6€30MaCHOCTh HE YCTAaHOBJICHBI).

Penxas HacnencTBeHHass HEIEPEHOCHUMOCTD TallakTO3bl, JEPHUIUT JaKTa3bl, CHHIPOM TIIIOK030-
rajlakTo3HOM MajbaOcopOLuu (Ipenapar COASP>KUT JIAKTO3Y).

4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Kanpuurapa Perapa cienyeTr npuHUMaTh ¢ OCTOPOKHOCTBIO MPH CIAEAYIOLUIUX COCTOSHUSX:

e aprepuaibHas TUNOTEH3US,

® 3JI0KAaYECTBEHHasl apTepuaibHas THUMNEPTEeH3Us (OTCYTCTBYET OMNBIT  KIMHUYECKOTO

MIPUMEHEHUS);
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KOPOHAPHBIX apTepHii) WU 11IepeOpOBaCKYIISIPHBIC 3a00JICBaHNUS;

® XpOHHMYECKas cepJieuHasi HeJJOCTATOYHOCTb;

® OJIHOBPEMECHHOE IPUMEHEHHE C Oera-aJipeHOoO0JIoKaTopaMu M APYTUMH THIOTEH3UBHBIMHU
npernapaTamu;

® OJIHOBPEMEHHOE IPUMEHEHHE C CEPICYHBIMH INIMKO3UIAMU;

® AOpTANBHBIA  CTEHO3, MHTPAIBHBIA  CTEHO3, THUNEPTpOopUYecKass  OOCTPYKTHUBHAsS
KapJIMOMHUOTIATHS;

e caxapHbIii quader;

e HapyieHue (yHKIMH TICYCHH JICTKOM CTETIeHU TshKecTH (Kiace A mo kinaccudukanuu Yan-
[Tp10);

® TCMOJMAIN3 y TMAlMEHTOB CO 3JIOKAYECTBCHHOW THIIEPTCH3UEH (PHCK Pa3BUTHS TSHKEION
apTepUaNbHOMN TMIIOTCH3HH);

® OJHOBPEMCHHOC NPUMEHCHHE C MHIHOMTOpaMHM W/MIM WHAYKTOpaMH u30(hepMeHTa
CYP3A4/5 (manpumep, ¢denutoun, kapbamasenuH, (enobapOuTan, aHTHOMOTHKH-
MaKpOJIU/IbI, HHTUOUTOPBI TipoTeasbl BUY, KeTOKOHA30J, aHTHIEHPECCaHThI, (DIYyOKCETHH,
BaJILIIPOEBAsi KMCIIOTA U T.1I.);

e OepeMEeHHOCTb CcpokoMm Ooisiee 20 Hexenb (Mpemapar MOXKET HMPUMEHSTHCS Kak CPelICTBO
«pPE3EpBHOM Tepanumy);

® [I0XHUJION BO3pACT.

CepaeuHo-coCyaucThIe 3a00JIEBAHMUS

Apmepuanvras 2unomen3us

Hudenunun pacmupsier nepudeprudeckue apTepyun, CHIKAeT apTepUabHOE J1aBJICHNUE U MOYKET
B OTJEIbHBIX CIIy4asX BbI3bIBaThb BBIPAKEHHYIO apTepualbHyl0 runoreHsuto. Crenyer c
OCTOPOKHOCTBIO NPUMEHATH IIPEeNapar y NAlUEHTOB, CKJIOHHBIX K apTepUajIbHOM TMIIOTEH3UH,
0COOEHHO y TMAaIMeHTOB C HWIIEMHYECKOl OO0JIe3HBbI0 CepAlla MM ¢ LepeOpOoBacKyJISPHBIMU
3a00J1eBaHUAMH, Y KOTOPBIX Upe3MepHoe CHIDKeHHE AJl MOXKET MPUBECTH K Pa3BUTHIO HH(pAPKTa
MHUOKAap/a WU UHCYNIbTA. B ciydae BeIpa)Ke€HHOM apTepraabHON TMIIOTEH3UH CIEAYET YMEHBIINTh
1103y WJIM BPEMEHHO MPEKPaTUTh PUEeM HU(EAUHa.

Puck pa3BuTHg apTepua’IbHOM THUIOTEH3WH BbIIIE Yy MAIMEHTOB, NPUHUMAIOMIUX OeTa-
azpeHobmokaropel. OJHOBpeMEHHOE NpUMEHeHHne HupenunuHa U OeTa-aapeHOOIOKATOPOB
HE00X0JUMO MPOBOAMTD B YCIOBHSIX TIIATEIBHOIO BpPau€OHOT0 KOHTPOJIS, TOCKOIBKY 3TO MOKET
00yCIIOBUTh upe3MepHOe CHIkeHue AJl, a B HEKOTOpBIX Cllydasx - yCyryOJeHHe CHMIITOMOB

XPOHUYECKOU Cep/IeYHON HETIOCTATOYHOCTH.
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KHUJIKOCTH OblJa OTMEUYEHAa y TNAalMEHTOB, MOJYYAIOIIUX TEpanuio HUpeIunuHoM U Oera-
aJIpeHo0I0OKaTOpaMu, BO BpeMs OIEpalld A0PTO-KOPOHAPHOTO IIYHTUPOBAHUS IO OOIIeH
aHecTe3ueil BBICOKMMH Jo03aMu ¢eHTaHwna. Eciu Bo BpeMsi Tepamuu MaldeHTy Tpedyercs
IPOBECTU XHUPYPrHUECKOE BMEIIATEIbCTBO IOJA OOIIMM HApKO30M, TO HEO0OXOIUMO
UH(POPMHUPOBATH Bpaya-aHECTE3HOJIOra O XapakTepe MpoBoauMon Tepanuu. Eciu muianupyercs
XUPYpPrUYecKOe BMEIIATENbCTBO TOJ OOIIel aHecTe3nedl ¢ MPUMEHEHHEM BBICOKHX 103
dbenTanuIa, To pEKOMEHIyeTCsl IPeKpaTuTh MpueM npenapara Kansuurapa Petap He meHee uem
3a 36 4acoB J10 Ornepaluu.

Apmepuanvnasn cunepmen3us

OTCyTCTBYET ONBIT KIMHHYECKOTO IPUMEHEHHUS TIpenapaToB HU(ETUIIHA TIPU 3TT0Ka4eCTBEHHON
apTepUaIbHON THUIIEPTEH3UU.

JlexapcTBennslii mnpenapar Kanbuurapg Perapn He ciielyeT NpUMEHSTh s CHUXKEHUS
apTepHaJIbHOTO JIaBJICHUS TIPU THIIEPTOHUYECKOM KpH3E.

XpoHnuueckas uwemuueckas 601e31b cepoya

JlexapcTBennslii npenapar Kansuurapn Perapa He ciegyer NPUMEHSATHh I KYNHPOBAHUS
MPUCTYIOB CTEHOKAPAWH U I BTOPUYHON MPODUIAKTUKU CEPACUHO-COCYIUCTHIX OCIOKHEHUN
y MalMeHTOB, NepeHecIInX HH(APKT MUOKap/a.

Hecmabunvnas cmenokapous u/unu unghapxm muoxapoa

B penkux ciydasx y ManueHTOB ¢ MIIEMHUYECKOH 00Je3HbIO cepAla (0COOEHHO MpH TSHKEIOM
OOCTPYKTMBHOM TOPaXEHUH KOPOHAPHBIX apTEepUil) OTMEYaloch YBEJIWYEHHE YaCTOTHI,
MPOJOKUTEILHOCTH W/WIIH TSXKECTH MPUCTYTIOB CTEHOKApIUH, a TAK)KE - B €AMHUYHBIX CIIydasix
- pa3BuTHE MH(papKTa MHUOKapAa nocie Hadana npuMmenenns BMKK (Bkirouast Hupeaunun) nim
II0CJIE YBEJIUYEHHUS UX TO3UPOBKU. MeXaHU3M pa3BUTHsI JAHHOTO SBJICHUS HE U3yUEH.
[lpenapatsl HudeaunuHa B ¢GopMe TabJIETOK C HEMEMJICHHBIM  BBICBOOOXKICHHUEM
IIPOTUBOMNOKA3aHbl IIPU OCTPOM MH(PAPKTE MUOKapP/Ia.

OnplT KIMHUYECKOTO MpPUMEHEHUs mpenaparoB HudemunuHa B (opme TalbIeTOK C
IPOJIOHTUPOBAHHBIM BBICBOOOXK/IEHMEM MpPU OCTPOM HH(pApKTe MHOKapJa M HecTaOMIbHON
CTEHOKapIuH OTCYTCTBYET, B CBS3M C 4YeM MX IPUMEHEHHE NpU yKa3aHHBIX 3a00J€BaHMAX
MIPOTUBOMNOKA3aHO.

Xponuueckas cepoeunas neoocmamounocms (XCH)

BMKK (B T.4. HUbeaunuH) cieayer ¢ 0co00i 0CTOPOKHOCTHIO MPUMEHSITH y narueHToB ¢ XCH.
ITpu nexommneHcupoBanHoi XCH npumenenue mnpenapara Kanpuurapn Perapn He

PEKOMEHTyeTCS.
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VY mnanueHToB CO CTCHOKapAued IpeKpalieHue IpuemMa Oera-aJpeHOOIOKATOPOB MOXKET
MMPUBOJUTH K Pa3BUTHUIO CUHAPOMA KOTMCHBD» (YBGJII/I‘-IGHI/Ie YaCTOThI, ITPOAOJIKUTCIIBHOCTHU A/uau
TSKECTH MPHUCTYNOB CTEHOKApAUN), BO3MOKHO, BCIEICTBUE MOBBIIIEHHOW 4yBCTBUTEIBHOCTH K
KarexosamMuHaM. Ha3HaueHne HudenunuHa He NpefoTBpallaeT pa3BUTHE CUHAPOMA «OTMEHBD»
OeTa-aipeHO0IOKATOPOB, U XK€ MOXKET IPUBECTH K €r0 YCHJICHUIO B CBSI3H C PE(IIEKTOPHBIM
BBICBOOOXK/ICHHEM KaTeXOJAMHHOB B OTBET Ha MEePUPEPUIECKYIO Ba30IUIIATAIIHIO.

Hudenunun He o61anaeT aHTHApUTMUYECKUM JI€HCTBUEM U HE MPEAOTBPAIaeT BOZHUKHOBEHUE
HapylIeHUH CepJeYyHOro puTMa IpU Ppe3KoHM OTMeHe Oera-ajpeHobiaokaropoB. B ciydae
HEOOXOAMMOCTH IPEKPALICHUS Tepanuu OeTa-aApeHOOIOKaTOpOM CIIEAYyeT IOCTEHNCHHO
YMCHbIIATH JO3Yy 40 HAa3HAYCHUA HH(bGI{I/IHI/IHa.

Aopmanvhwiii CMEeHO03/MUmMpanbHulll cmeHo3/2unepmpogpuieckas 00CmpyKmueHast
Kapduwwuonamuﬂ

Kak u Bce nekapcTBeHHbIE CPEICTBA, 00JIaJAI0UINE Ba30JMIATUPYIOIINM AeHCTBUEM, HU(ETUITUH
CJIEyEeT C OCTOPOXHOCTHIO MPUMEHATH y MALMEHTOB C AOPTAJIbHBIM CTEHO30M, MUTPAJIbHBIM
CTEHO30M WJIM TUNEepTPOPUUECKOd OOCTPYKTHUBHOM KapJUOMHUONATHEH. Y MalueHTOB C
reMOIMHAMHUYECKH 3HAaUUMOM 00CTPYKIMEH BBIHOCSILETr0 TpaKTa JIEBOTO XKelly10uKa (Halpumep,
IIPU TSKEJIOM aOpTaJIbHOM CTE€HO3€) IPUMEHEHHE MpernapaTa MpOTUBOIIOKA3aHO.

VY nmanueHToB ¢ OOCTPYKTMBHOHM KapAHMOMHUONATHEH CYIIECTBYET PUCK YBEIHMYEHHS 4YacCTOTHI,
TSOKECTH TPOSIBJIICHUS U TNPOJOJDKUTENBHOCTH IPUCTYNIOB CTEHOKAapAMM IIOCIE IpHUeMa
HUGenunuHa. B nanHoM ciyyae HeoOX0oAMMa OTMEHa Ipernapara.

llepugepuueckue omexu

[Ipy npuMeHeHMH mpenaparoB HUdeIUNUHA OTMEYAIUCh HE3HAYUTENIbHO WJIM YMEPEHHO
BbIpa)KEHHBIE MepudepryecKkrue OTEKH, CBA3aHHBIE C AWIaTanueid nepudepudyeckux apTepuil.
Otekn OOBIYHO JIOKATU3YIOTCS Ha HIKHUX KOHEYHOCTSAX, HWHOIZIA YMEHBUIAIOTCA IpHU
NPUMEHEHUH JUYPETUKOB. Y TMAIMEHTOB C COIMYTCTBYIOIIEHM XPOHUYECKOW CEPACUHOU
HEJOCTAaTOYHOCThIO  CIIeAyeT TuiareapbHo AuddepeHunpoBaty nepudepuueckue OTeKH,
CBSI3aHHBIE C TPUMEHEHHEM HHU(EAMIINHA, OT CHMIITOMOB IPOIPECCUPOBAHUS JTUCHYHKIUU
JIEBOTO JKEITyA0UKa.

CaxapHplil 1nader

VY namueHToB € caxapHbIM JuMabeToM NpHU MPUMEHEHMM IpenapaToB HHU(EIUNIMHA MOKET
noTpeOOBaTHCS KOHTPOJIb KOHIIEHTPALIMH TITIOKO3bI B IJIa3Me KPOBH.

Hapymienue d)VHKHI/II/I OCYCHU

B penkux cioyyasx mpu NpUMEHEHUHW IMpernapaToB HUBEIUNHHA OTMEYalOCh MOBBILICHHUE

AKTHBHOCTH HEKOTOPBIX (PePMEHTOB, TaKUX Kak IesouHas Qocdaraza, kpeatundochokuHasza,

6



COOTBETCTBYET 3KCNEPTHO
ot 06.09.2024 N2 18

SR A

JaKTaTIETUAPOTreHas3a, acapTaTaMuHoTpancdepasa (ACE;%JE%M&%%&J@&& E'PUIT),

MY OTUETY

KOTOpO€ OOBIYHO HOCHUT TPEXOMSALIMHA XapakTep, HO HWHOT/AA MOXKET OBbITh 3HAYUTEIHHO
BbIpa)KeHHBIM. [[pUarHHO-CIeICTBeHHAs CBA3h C TpUeMOoM HU(eaunrHa B OOJIBIIMHCTBE CIIy4acB
ABJISICTCA HEONPEAEICHHOM, OJHAKO B HEKOTOPBIX CIy4asX OHa BECbMa BEPOSTHA. YKa3aHHBIE
U3MEHEHHUs J1JaOOpaTOPHBIX MOKA3aTeNIeH PEIKO COIIPOBOKIAAOTCS KIMHUYECKON CUMIITOMAaTHKOM.
OpnHako onMcaHbl Cllyyad BOSHUKHOBEHHS XOJIECTa3a C JKENTYXOH min 0e3 Hee, a TaKkKe PeIKue
Clly4ad pa3BUTHS ayTOUMMYHHOI'O T€IIaTUTa.

3a manueHTaMy ¢ HapylleHUueM (yHKLUH IeYeHH yCTaHaBJIMBAETCs TIIATEIbHOE HAOII0ICHUE, U
IpY HEOOXOAMMOCTH CHMXKAIOT J103y IIperapara W/WIU NPUMEHSIOT ApYyrue JIeKapCTBEHHbIE
¢dopMbl HU(DeTUIUHA.

HaDVIHeHI/Ie d)VHKIII/II/I IIOYCK

[Ipumenenue npenapaToB HU(EIUNHUHA Yy NMALUEHTOB ¢ HAPYLIEHUEM (YHKLUH MOYEK SBIISETCS
0e301acHbIM; KOPpEeKLMs 1035l Hu(eaunuHa He Tpedyercs. B HEeKOTOPhIX cilydasx y MalnueHTOoB
C XpOHMYECKOW IOYEYHOM HEJAOCTATOYHOCTHIO OTMEYAJIOCh TPAaH3UTOPHOE IOBBILIEHUE
KOHLEHTpPAllMU a30Ta MOYEBUHBI U KPEATHUHHHA B CHIBOPOTKE KpoBH. lIpnumHHO-Cle1CTBEHHAs
CBSI3b C IIPUEMOM HHU(eIUNNHA B OOJBIIMHCTBE CIIy4aeB SIBJISIETCS HEONPEEeNCHHOM, OHAKO B
HEKOTOPBIX CIIydasix OHA BECbMa BEPOSITHA.

VY nanueHToB co 3710Ka4eCTBEHHOM runepTeH3uel, HaXOoASIUXCsl Ha TeMOANAIN3€e, TUIIOBOJIEMUS
(yMeHblIeHHE 00beMa LUPKYIUPYIOLIEH KPOBM) IOCHE MPOLELYpPhl AUATU3a MOXKET YCUIHUTh
AQHTUTUIEPTEH3UBHBIN >PPeKT HU(enunMHa 1 NpUBECTH K pe3koMmy cHkeHuto AJl. Y takux
nanuenToB npenapart Kansuurapa Perapa Heo0X0auMO MPUMEHSATH ¢ 0c000i OCTOPOXKHOCTBIO, B
ciy4ae HeoOXOJUMOCTH CJIEIyeT YMEHBIINUTD 03y IIpernapara.

JlekapcTBeHHBIE B3AaUMOJIENCTBUSI

Hudenunun meradonuzupyercs ¢ nomouisbio n3opepmenta CYP3A4. JlekapcTBEeHHbBIE CPECTBA,
nojasisone uiaun uHaynupytomme CYP3A4, moryT okasbiBaThb BiHsHHE Ha 3¢¢eKT
«TEPBUYHOTO MPOXOXKICHUS Yepe3 NMeUeHb WM KINPEHC HU(eTunuHa.
K nexapcTBeHHBIM cpelicTBaM, cIabbIM UM YMEPEHHBIM HHrHOUTOpaM n3odepmenta CYP3A4,
MOBBIINAIONIMM KOHIIEHTPAUIO HU(ETUNHNHA B I1a3Me KPOBH, OTHOCSTCS:

® MakKpoOJHJIbI (HaIpUMep, SPUTPOMHUIIMH);

e uHrHOUTOPHI poteassl BUY (Hampumep, puTOHABUD);

® MPOTUBOTPUOKOBBIE CPEICTBA IPYMIIBI A30JI0B (HapuMep, KETOKOHA3011);

e aHTHUJENpeccaHThl (Hega3010H U (PIIyOKCETHH),

® KBHUHYNPUCTUH/IAIb()ONPUCTHH;

¢ BAJIBIIPOCBAA KHUCJIOTA,
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[Ipy ogHOBpEeMEHHOM MpPUMEHEHUH HU(ETUNNHA U YKa3aHHBIX I[pernapaToB HEOOXOIUMO
KOHTpoMpoBath AJl, ¥ Ipy HEOOXOAUMOCTH CKOPPEKTHPOBATH /103y HUDETUTTHHA.

Xupypruyeckue BMEIAaTebCTBa/0011ast aHECTE3UsL

WHransnuoHHble aHECTETUKU MOTYT YCHWIINTh cHUKeHue A/l. Eciiu Bo Bpems Tepanuu MauueHTy
TpeOyeTcsl MPOBECTH XUPYPrHUECKOE BMEIIATEILCTBO IMOJA OO0IIel aHecTe3uel, HeoOXOIMMO
UH(POPMHUPOBATH Bpaya-aHECTE3HOJIOTA O TOM, YTO MAIIMEHT NPUHUMAET HU(EAUIINH.

I[I/IaI‘HOCTI/I‘IeCKI/Ie HUCCICIO0BAHUA

Bo Bpems n1e4eHHs BO3MOKHBI [TOJIOKUTEIbHBIE PE3YJIBTAThI IPH IIPOBEACHUH NPAMON pEaKkuu
KymOca (B coueTaHuu ¢ reMoJIMTUYECKOM aHeMuell win Oe3 Hee) M J1abOpaTOPHBIX TECTOB Ha
AHTUHYKJICApHbIE aHTUTENA.

Hudenunun, kak u npyrue BMKK, yrueraer arperaiuioo TpOMOOIIMTOB B yCJOBHUSX IN VItro.
HeOoub110e KOIMYECTBO KIMHUUYECKUX UCCIIEA0BAaHUH MOATBEPKIAAIOT JaHHBIE O CTATUCTHYECKU
3HAYMMOM CHIDKEHUM arperaiuy TPOMOOIMTOB M YBEIMYEHHUH BPEMEHU KPOBOTEUCHUS.
[TpeanonoxurenbHO, MPUUYNHON TAKUX U3MEHEHUH sBIIsieTCs 0J0Ka a TPaHCIOPTa KaJlbIUs Yepe3
MeMOpaHy TpoMOouTOB. KitmHudeckast 3Ha4nMocThb 3TOro 3¢ (heKra Hen3BecTHa.

Hudenunua MoxkeT BbI3bIBaTh JIOKHOE IOBBIIIEHWE KOHLEHTPALMKU BaHWIMIMHHIAIbHON
KHCJIOTBl B MOYE MpPU OIpPEIeIIEHUN CHEKTPOPOTOMETPUUECKMM METOJI0OM, HO HE BIIMSET Ha
pe3yabTaThl W3MEPEHUH MpPH HCHOJIB30BAHUU METO/a BBICOKOI(P(HEKTUBHONW KUIKOCTHOU
xpomatorpapuu (BOXKX).

AJKOTO0JNb

B mnepuon neueHuss He peKOMEHAYETCS YHOTPEOJATh ANKOTrOJbHblE HAaMUTKH H3-3a pPHUCKa
YpEe3MEPHOT0 CHUKEHUS apTEPUATIbHOTO JaBICHHUS.

[IpuMeHeHKE yV MAIMEHTOB MMOKUJIOTO BO3pacTa

Cnenyer coOnroAaTh OCTOPOKHOCTb HPU NMPUMEHEHMH IMpenaparoB HUGEAUNHHA Yy MOKHUIIBIX
NaIMEeHTOB BCJIECTBHE BEICOKOM BEPOSTHOCTH BO3PACTHBIX HAPYIICHUH (PYHKIIUH MTOYEK.

[IpekpalleHne Tepanuu

OTmMeHy TmpUMEHEHMsI TMpenaparoB HUGPEAUNHUHA CJEIyeT OCYLIECTBISTh IOCTENEHHO
(cymiecTByeT pUCK Pa3BUTHS CUHAPOMA «OTMEHBD).

BcnomoraTensHbI€ BelllecTBa

ITpenapat Kanbuurapn Petapa cogepKuT J1akTo3b MOHOTUAPAT.
[TanmeHTaM C peako BCTPEYAOMIEHCS HACIEICTBEHHOW HENEPEHOCUMOCThIO TajaKTO3bl,
neUIUTOM JaKTa3bl WIM CHHAPOMOM TJIFOKO30-TaJlaKTO3HOM MaibabcopOiueil He cienyer

IIPUHUMATh JaHHBIN JIEKAPCTBEHHBIN IIpenapar.
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B3aNMO/IeCTBHA

DdapMaKOKMHETHYECKHE B3AUMOJIENCTBUS

Jlexapcmeennvie npenapamul, gnusAw0wUe Ha MemadoauUsM HuUGpeounuHa

Hudenununa metabonusupyetcs ¢ nmomombio n3ohepmentoB CYP3A3A4/5, koTopbie HAXOAATCS
B CIU3UCTON 00O0JIOUKE KUIIEYHHWKA W TMe4YeHU. JIekapCTBEHHbIE CPEICTBA, MOAABISIONINE U
UHAYIHUPYIONIHE 3TY (EPMEHTHYIO CUCTEMY, MOTYT OKa3bIBaTh BIUSHIE Ha 3P (EeKT "MepBUYHOTO
MPOXOXKACHUS" Yepe3 nedeHp (Iocie npuemMa BHYTPh) WIH KIUPEHC HU(EIUInHA.

Hnoyxkmopwt uzoghepmenma CYP3A4

Pugamnuyun

Pudamnuumn sBisiercss MmomHbM uHAYKTOpoM H3odepmenta CYP3A4. Ilpu omHOBpeMEHHOM
MPUMEHEHUU C pU(AMIIMIUHOM CYIIECTBEHHO CHIKAETCsl OMOJIOCTYMHOCTh HUDETUNUHA, H,
COOTBETCTBEHHO, yMeHbIIaeTcs ero 3¢ ¢ekTuBHOCTh. [103TOMYy OZHOBpEMEHHOE MpUMEHEHUE
HU(eIUnIHA ¢ pUpaMITMITHOM IPOTUBOIOKA3aHO.

[pomusosnunenmuueckue npenapamol, unoyyupviowue uzopepmenm CYP3A4 (nanpumep,

denumoun, kapbamazenun, henobapbuma)

®enntoun uuayuupyet uzopepment CYP3A4. [Ipu onHOBpeMEHHOM ITPUMEHEHUH HU(ETUNHA
U (peHUTOMHA CHM>KAaeTcs OMOJOCTYIMHOCTh HU(EAUNHNHA U YMEHbIIAeTcsl ero 3((EeKTUBHOCTb.
[Ipy OOHOBpPEMEHHOM NPUMEHEHHWH JaHHOW KOMOHMHAIMK HEOOXOAMMO KOHTPOJIHPOBATh
KJIMHUYECKHI OTBET Ha Tepanuio HUGEAUITUHOM U MPH HEOOXOTUMOCTH YBEIHUYUTH €ro A03y. B
cilydae MOBBIIIEHUS J03bl HU(EAUNHA NPH OJHOBPEMEHHOM NPHUMEHEHUH 000MX MpernapaTos,
rocsyie OTMeHbl (peHUTOMHA 103y HU(EeTUNUHA CIeAYeT YMEHBIIUTD.

Knununueckue uccieoBaHusi M0 M3Y4YEHHUIO MOTEHLMAIBHOIO B3aUMOAECUCTBUS HUDEIUNNHA U
kapOamaszenunHa wim penobapOuTana He npoBoaAWIMCh. [TockonabKy 00a mpenapara yMEHbIIAIOT
KOHIEHTPAllMI0O HUMOJMIIMHA B IUIa3Me€ KpoBH, CTpykTypHO cxomgHoro BMKK, To Henb3s
UCKJIIOYUTh BO3MOXKHOCTH YMEHBIICHHUS KOHLEHTpalud HUdeIunuHa B IUJIa3Me€ KpOBU U
CHIKEHHUS ero 3¢ (HEKTUBHOCTH.

Uneubumopuot uzoghepmenma CYP3A4

Anmubuomuxu Zcpynnobl MCZKDO]ZM@OG (Hanpumep, OPUMPOMUUUH)

Knunnueckue uccineaoBaHus MO B3aUMOJCHCTBUIO HUpETUNUHA ¥ aHTHOMOTHKOB TPYIIIIbI
MaKpOJUIOB HE MPOBOAMINCH. I3BECTHO, YTO HEKOTOPBIE MAKPOJIUABI HHTUOUPYIOT H30(EPMEHT
CYP3A4. BciencrBue 3TOr0 HENb3sl MCKIIOUUTH BEPOATHOCTH IOBBIIIEHUS KOHLEHTpPALUU
HU(EIUNNHA B IJ1a3Me KPOBU MIPU OJHOBPEMEHHOM MPUMEHEHUN HU(EIUITHHA U aHTHOMOTUKOB

TPyIIIBl MAaKPOJIUIOB.
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uzodpepment CYP3A4.

Hnzubumopwvr npomeasovr BUY (nanpumep, pumonasup)

Knnanueckue uccneaoBaHus Mo U3yYEHUIO B3auMoAeCcTBU HUenunmuaa u naruouropos BNY-
MpoTea3bl HE MPOBOAWINCH. M3BEeCTHO, 4YTO Tpemaparbl JaHHOTO Kjacca HWHTHOUPYIOT
uzodpepment CYP3A4. Kpome Toro, 66u10 oKa3aHo, 4TO MpenapaThl JaHHOTO KJIacca MOAABIISIOT
MeTabosiu3M HudenunuHa, onocpenoBanusiii uzopepmenrom CYP3A4, B yenosusix in vitro. I[pu
OJIHOBPEMEHHOM TPUMEHEHUU ¢ HU(DETUITMHOM HEJb3s UCKIIIOYUTh CYIIECTBEHHOE MOBBIIICHUE
KOHIICHTpalud HudeaunuHa B IJIa3Me KPOBU 3a CUET yMEHbIIeHUs 3(dekra «ImepBUYHOTO
MIPOXOXKICHUS Yepe3 NIEYCHb U 3aMeIJICHUS BHIBEJICHUS.

Hpomueoepu6l<06ble npenapanivl 2pynnbl a30/106 (Hanpwwep, K€m0KOHCl30]l)

Knuanueckue ucciaeioBaHus 0 U3yYSHHIO B3aUMOJICHCTBUS HU(ETUIIMHA U TPOTUBOIPUOKOBBIX
IpenapaToB IpyHIbl a30JI0B HE MPOBOAMIMCH. M3BecTHO, 4TO mpenapaThl JaHHOTO Kjacca
unrnoupyor uzopepmeHT CYP3A4. Ilpu onHOBpEMEHHOM NPUMEHEHHUH C HHUPEIUTHHOM
BO3MOXXHO CYILIECTBEHHOE YBEJIMYEHHUE CHUCTEMHOM OMOJOCTYNHOCTH HHU(EIUIIMHA 3a CUeT
YMEHbLIEHUS Y3PPEKTa KIIEPBUUHOTO MIPOXOXKICHHUSD Yepe3 MEeUYEHb.

Lumemuoun u panumuoun

VYcTaHOBIIEHO, YTO HUMETHANH U PAaHUTUAMH UHrHOUpyroT udodepmeHT CYP3A4 u BbI3bIBatOT
MOBBILICHHE KOHILEHTpalluu HU(eauNuHa B mia3Me KpoBH (cooTBeTcTBeHHO Ha 80% u 70%),
YCUJIMBAsi TEM CaMbIM €r0 aHTUTUIIEPTEH3UBHBINA Y3PPEKT.

Hunmuazem

JwitnazeM cHUXaer KiupeHc HudenunuHa. JlaHHYI0O KOMOHMHALMIO CJENyeT MPUMEHSTh C
OCTOPOKHOCTBIO0. MOKeT moTpeOoBaThCsl yMEHbIIEHHE 103bl HU(ETUIIHA.

Drnyokcemun

Knuanyeckue uccienoBaHus MO U3YYEHUIO B3aMMOAEUCTBUS HUeAUNUHA U (DIyOKCeTHHA He
NpOBOAMINCE. M3BecTHO, 4TO (UIyOKCEeTHH B YCIOBHSAX IN VItr0 momaBiseT MeTaboIu3M
Hu(eaunuHa, ornocpenoBaHHblll neiictBueM uzodepmenta CYP3A4. CrnenoBarenbHO, HENb3s
UCKJIIOUYUTh BEPOSTHOCTh MOBBIIMIEHUS KOHIIEHTPAalUUU HUPEIWNUHA B IJIa3Me KPOBU IpH
OJTHOBPEMEHHOM MPUMEHEHUH HU(PEeTUITNHA U (IIyOKCETHHA.

Hegazooon

Knunnueckue uccineaoBaHus MO W3YUYEHHIO B3auMMOJECHCTBUS HUeAUNUHA U Heda3zonoHa He
OPOBOIWINCE. M3BecTHO, YTO He(a3oJOH MOJABIAET METadOoJIM3M JAPYrHMX Mpernaparos,
omocpenoBaHHbld nefictBueM uzopepmenta CYP3A4. CnemoBarenbHO, HENb3s HCKIIOYUTH
BEPOSITHOCTh IMOBBIIIEHUS] KOHLUEHTpaluy HU(EIUNUHA B IJIa3Me€ KPOBU MPU OAHOBPEMEHHOM

npuMeHeHnr Hudenunuaa u HedazomoHa.
10
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Coo0maioch 0 MOBBIICHUH KOHIICHTPAIIMU HU(DEIUINHA B IJIa3Me KPOBU IMPU OJHOBPEMEHHOM
NpUMEHEHUU C XUHUAUHOM. IlodTOMYy mnpuM OJHOBPEMEHHOM IPUMEHEHHHM XWHUJIMHA U
HudeaunuHa HEOoOXOAMM  TIIATEIbHBIM  KOHTPOJb  apTepHalpHOro  AaBieHud. llpu
HEOOXOJJUMOCTH CJIEYET CHU3UTH 03y HU(EAUTHUHA.

Xunynpucmun/oanvgonpucmui

OpnHOBpeMEHHOE NpPUMEHEHHE KBUHYIPHUCTHHA/NAIb()ONPUCTHHA MOXKET NPUBOAUTH K
HOBBIIIEHUIO KOHLEHTPAlM1 HU(PEIUIIMHA B IU1a3Me KPOBH.

Banvnpoesas kucioma

Knuanyeckre wuccienoBaHusi MO W3YYEHUIO B3aUMOJCHCTBUS HHU(EIUNHMHA M BaJbIPOCBOM
KHMCJIOTBl HE HPOBOAWIMCH. IIOCKONBKY BajbpllpoeBass KHUCIIOTA ITOBBIIIAET KOHLEHTPALMIO
HUMOJIUIIMHA B IUIa3M€E KPOBH, CTPYKTYypHO cxoqHoro bMKK, To Henb3s HCKIIFOUNTB BEPOSITHOCTD
HOBBIIIEHUS] KOHIEHTPAIMKU HU(EIUIINHA B TUIa3Me KPOBU U yCUJICHHS ero 3()(EeKTUBHOCTH.

Ipeundpymoswviu cox

['peiindpyroslit cok marnoupyet nzopepmert CYP3 A4 u nogasiser MeTaboau3M HUBEAUTTHHA.
OnHOBpeMEHHOE MpUMEHEHHE IpenapaTta ¢ rpeidndpyToBbIM COKOM MPUBOAMUT K IMOBBIIICHUIO
KOHIIEHTpaluH HU(EeAUITNHA B TJIa3Me KPOBH U YIJIMHEHUIO €r0 JeMCTBUS BCIIEACTBUE CHUKEHUS
s deKTa «IepBUUHOTO MPOXOKIECHUSN) Yepe3 IeUeHb U YMEHbLIeHHs KiupeHca. [Ipu stom moxker
YCWJINBATbCA aHTUTUNEPTEH3UBHBIH 3pdexT Hudenunuua. [Ipu perynspHoM ynoTpebieHUn
rpeingpyToBOro coka 1aHHbIN 3(h(HEeKT MOXKET COXPAHATHCS B TEUEHHE 3 THEH 1ocie MOCIeHEro
ynoTtpebyieHust coka. YmnorpebiieHue rpeindpyra/rpeiindpyroBoro coka BO BpeMs JEUCHHS
HU(DETUITMHOM IPOTUBOMOKA3aHO.

Cyocmpamuol usopepmenma CYP3A4

Cy6ctpatel uzodpepmenta CYP3A4 (nampumep, Lu3anpui, TaKpoIMMyC, OEH30Ua3eNHHBI,
UMHIIpaMHH, TponadeHoH, TepdeHaauH, BapdapuH) MpU OJHOBPEMEHHOM INPUMEHEHUH C
HU(DETUNMMHOM MOTYT JeiicTBoBaTh Kak MHruOuTOphl CYP3A4 1 yBennunMBaTh KOHIIEHTPALIMIO
HU(EIUNIHA B I1a3Me KPOBH.

Luzanpuo

OnHOBpeMEHHOE NMpHUMEHEHHE IM3anpuaa U HU(EeTUNnMHa MOXKET MPHUBOAMTH K IMOBBIIICHUIO
KOHIEHTpaluu HU(EAUNNHA B TUIa3Me KPOBH.

Bruanue nugpeoununa na opyaue nekapcmeennvie npenapanbl

Xunuoum

Hudenunun BbI3bIBaeT NOHM)KEHUE KOHIEHTPALlMK XWHUAMHA B I1a3Me KpoBH. Ilocie oTMeHbI
HU(pEIUINHA MOXKET IIPOU30UTH PE3KOe MOBBIIIEHNE KOHIEHTPAlMA XUHUMHA B MJIa3Me KPOBH.

[ToaTomMy mpu npuMeHeHUU HUEAUNHMHA B KAaueCTBE IOMOJHUTEIBHOW TEparnuu WM OTMEHE
11
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HE00X0JUMOCTH KOPPEKTUPOBATH €0 A03Y.

Hucokcun

OpnHOBpeMEHHOE NpHUMEHEHHE HU(pEeAUNINHA ¥ JUITOKCHHA MOJXKET IPUBECTH K CHIXKEHUIO
KJIMpPEHCa JUIOKCHHA U, CJIE€JOBATEJIbHO, K IOBBIIMIEHUIO KOHLIEHTPAIMM AUTOKCHHA B IUIa3Me
kpoBu. Cienyer THIATENBHO KOHTPOJUPOBATh IOSIBIEHHE CHUMIITOMOB II€PEI03UPOBKHU
[JIMKO3UJIOB y MAallMEHTa, U B Clly4ae HEOOXOIMMOCTH CHU3MTH O3y JUTOKCHUHA, YUUTHIBASL €TI0
KOHIIEHTPALMIO B IJIa3Me KPOBHU.

Teogunnun

Hudeaunua noBplaeT KOHIEHTpAIUN TeOQWUIMHA B IUIa3ME KPOBH, B CBS3H C YEM CIIEIyET
KOHTPOJIMPOBATh KOHLEHTPAIMIO TeopuuimHa B 1uiazMe KpoBH. Kimandeckuid 3pdext odomnx
IpenapaToB PU COBMECTHOM MPUMEHEHUHU HE U3MEHSETCS.

Takponumyc

Takpormumyc  merabonmsupyercs mnpu  ydactun  uzopepmenta CYP3A4. Henasno
ONMyOJINKOBAHHBIE JAHHBIE YKa3blBAalOT HA BO3MOXXHOCTh IIOBBIIIEHUS KOHLIEHTPALUU
TaKpoOJIMMyca B IUIa3M€ KPOBHU B OTAENbHBIX CIIydasX IMPH OJHOBPEMEHHOM IPUMEHEHUHU C
HUGenunuHoM. IIpu OJHOBPEMEHHOM MNPUMEHEHUHM TaKpoJuMyca M HHU(ETUNHUHA CleayeT
KOHTPOJIMPOBATh KOHIIEHTPAIMIO TAKPOJIUMYca B IIa3Me KPOBH U MPU HEOOXOIMMOCTH CHU3UTD
€ro /103y.

Bunkpucmun

Hudenunun 3ameuiser BbIBeJeHHE BUHKPUCTUHA M3 OpPraHU3Ma U MOKET BBI3BIBaTh YCHJICHHE
nOoOOYHBIX JeHCTBUN BUHKpUCTUHA. [Ipy HEOOXOAMMOCTH OJIHOBPEMEHHOIO MPUMEHEHHUS /103y
BUHKPHCTHHA CHU)KAIOT.

Hpenapambl, ceisvblearuuecs ¢ benkamu Kpoesu

HI/I(l)CI[I/IHI/IH MOXKET BBITECHSATh M3 CBS3U C OeIKaMu Ipenaparbl, XapaKTCPU3YIOIIHUECH BBICOKOI
CTCIICHBIO CBs3bIBaAHUA (B T.4. HCOPSAMBIC AHTHKOAryJsdHTBI - IIPOU3BOAHBIC KyMapHHa U
HHJAHJWOHA, TIPOTUBOCYAOPOXKHBIC CpPCACTBA, HECTCPOUAHBIC JMPOTHBOBOCIIAINTCIBHBIC
npenaparbl, XWHUH, CAJIUIUIIATHI, CYJ'IL(bI/IHHI/IpaSOH), BCJIICACTBUEC YCIro MOXKCET IMOBBIIATHCA HUX
KOHIICHTpAausd B IIJIa3ME KPOBH.

Hedanocnopunoi

[Tpu ogHOBpeMEHHOM Ha3HaueHUU 1edaroCnopuHOB (Hampumep, nedpukcuM) U HUGEAUNUHA Y
npo6anoB Ha 70% moBbIILIANAck OMOIOTHYECKask JOCTYIHOCTH 11e(haoCIOpHHa.

dapMakoJUHAMHYSCKHE B3aUMOACUCTBUSI

IIpenapamyl, chudscarowue apmepuanivrHoe 0asieHue

12
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ApEntehkion

OPUMEHEHUH C AaHTUTUIIEPTEH3WBHBIMU IIperaparaMH, TaKUMHU Kak JIUYpPEeTUKH, OeTa-
aIpeHOOI0KATOPbI, THTUOUTOPBI aHTHOTEH3UHIIpeBparaomero gepmenta (AIID), anTaroHuCTH
peuentopoB anruorensuna Il (APA II), npyrue BMKK, anbsa-agperoO10kaTopbl, HHTHOUTOPBI
dbochoaundcrepaspi-5, METHIIIONA.

[Ipy oOnHOBpEMEHHOM MpPHUMEHEHUH HUpeAuNnuHAa H OeTa-aAPEeHOOIOKATOPOB HEOOXOIUMO
THIATEJIbHO KOHTPOJIMPOBATh COCTOSIHUE MAllMEHTa, TaK KaK B OTJEJIbHBIX CIIydasX BO3MOXKHO
yCcyryOieHne TeUeHUs XPOHNUECKON CepIeUHON HETOCTATOUHOCTH.

BripaxxeHHocTh cHIDKeHUs A/l ycuinBaeTcs pu OJJHOBPEMEHHOM MPUMEHEHUN MHTaISIIIMOHHBIX
AQHECTETUKOB U TPULIUKINYECKUX aHTUACTIPECCAHTOB.

Humpamui

[Tpu oAHOBPEMEHHOM MPUMEHEHUHU C HUTPAaTaMH yCHIIMBACTCS TaXUKAPIHSL.
Aumuapummuueckue cpeocmea

BMKK Moryr ycunuBarhk OTpULATEIBHOE WHOTPOIIHOE IEHCTBHE TAKUX AHTUAPUTMUYECKHUX
CpeACTB, KaKk aMuoJapoH W XuHHIUH. CileayeT ¢ OCTOPOKHOCTHIO Ha3zHadaTh HUGDEAUITHH
OJIHOBPEMEHHO C JH30MUPAMUIOM U (PIEKAUHUIOM BCIEACTBHE BO3MOXHOTO YCHJICHUS
OTPHUIIATENILHOTO HHOTPOMHOTO 3 dexTa.

Cynvgham maenust

HeobOxonuMo TmiatenbHO KOHTpOdHpoBaTh AJl y GepeMeHHBIX JKEHIIUH MPU OJHOBPEMEHHOM
OpPUMEHEHUH HHU(EeIuNrHa ¢ BHYTPUBEHHBIM BBEJCHHEM MarHus cyibdara BcleaCTBUE
BO3MO>KHOCTH UYPE3MEPHOT0 CHIXkEHUS A /], 4TO IpeaCcTaBIIAET ONaCHOCTD, KaK Il MaTEPH, TaK U
JUISL TII0JA.

Denmanun

OnHOBpeMEHHOE NPUMEHEHUM Hu(peaunuHa U (PEeHTaHWIa MOXKET NMPHUBECTH K BBIPAKEHHOMH
apTepuanbHONl TUMOTeH3UH. Eciau BO3MOXHO, PEKOMEHAYeTCsl OTMEHUTh HU(EAUIIMH Kak
MUHUMYM 3a 36 4acoB JI0 MPOBE/ICHUS aHECTE3UH C TPUMEHEHUEM (heHTaHHIIA.

IIpenapamul kanvyus

CHmxenue 3pPexTuBHOCTH HU(DETUTTHHA.

Hecmepouonwvie npomusosocnanumenvhule npenapamsi (HIIBII)

HIIBII cHmxar0T aHTUTUNIEPTEH3UBHBIA 2P QeKT HU(eaunuHa BCaeCTBUE TOJaBICHHs CHHTE3a
MPOCTArJaHAUJIOB, a TAKXKE 3aJ€PKKU HATPUS U )KUJIKOCTH B OPTaHU3ME.

Cumnamomumemuxu

CUMIIaTOMUMETHYCCKHE CpCACTBA CHUIKAIOT aHTHFHHCpTGH3HBHBIﬁ 3(1)(I)CKT HI/I(I)C,Z[I/IHI/IHa.
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(MOCNEOCBATENEHOCT

MY OTUETY

oot
Dcempoeenvl & 00071)

OCTpOreHsl CHUXKAIOT AHTUTUINEPTEH3UBHBIA AS(P¢eKT HupeaunuHa BCIEACTBUE 3aJCPKKU
XKHUJIKOCTH B OpraHU3MeE.

Ilpenapamul nrumus

IIpu coBmectHOoM npumeHennr BMKK ¢ npenaparamu J1uTHsi BO3MOKHO YCHJICHUE MPOSBICHUSA
HEHPOTOKCUYHOCTH MOCJIEAHUX (TOLUIHOTA, pBOTA, JUApEsl, aTAKCUsl, TPEMOP, IIyM B ylIax).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepeMeHHOCTB

[Ipumenenue HudenunuHa npu OepeMEHHOCTH CpokoM 10 20 Heaenb HTPOTHUBOMOKA3aHO.
[Tpumenenne HudeaunMHA TpU Cpoke OepeMeHHocTH Oosee 20 Helenb BO3MOXKHO B KAa4eCTBE
CpPEACTBA «PE3EPBHOM TEpAUW» IMPU THKEION apTEpPUATbHON TUIIEPTEH3UH, B CIy4dasiX, €CIHU
OKHJaemasl 1moJjb3a A MaTepy MPEeBbIIIaeT BOZMOXKHBIN PUCK JUIS II0/1A.

AJIEKBaTHBIX KOHTPOJIUPYEMBIX HCCIENOBAaHUN C ydacTheM OepeMEeHHBIX KEHIIUH He
npoBoIIIOCh. MiMeromasicst nHGopMarust SBiIseTcs HeI0CTaATOYHOMN /ISl TOTO, YTOOBI HCKITIOYHUTh
BEPOSITHOCTh BO3ZHUKHOBEHHUSI TTOOOYHBIX APPEKTOB, MPEACTABISIONINX OMACHOCTh JUIA TUIOAA U
HOBOPOKJIEHHOTO.

B  wuccrnenoBaHusx Ha  JKMBOTHBIX  OBUIO  TOKa3aHo, 4TO HupeaunuH oOiamaer
AMOPUOTOKCUYHOCTHIO, PETOTOKCUYHOCTBIO U T€PaTOreHHOCThI0. Ha OCHOBaHMM KIMHUYECKHUX
JAHHBIX HE OBUIO BBISIBJICHO CHENU(PUYECKOTO MPEHATATLHOTO pUCKa. TeM He MeHee, ObUIO
OTMEUYEHO TMOBBIIIIEHUE YAaCTOTHI CIIy4aeB MepUHATAILHON acPUKCUM, KecapeBa CEUCHHUsI, a TAKKE
NPEXIEBPEMEHHBIX POJIOB M 3a/e€pKKU BHYTPHUYTPOOHOro pa3BuTus mioja. CBs3bp 3ITHX
COOOIlIEHU ¢ MMEIOLIEHCS apTepUalIbHON TUIIEPTEH3UeH, ee JIUeHHEeM WM Clenu(pUuIecKuM
s dexTom mpenapara HesCHA.

[Tpu npumenennn BMKK, B Tom uncne Hudeaunuaa, B KaueCTBE TOKOJIUTHYECKOTO CPECTBA BO
BpeMsi OEepeMEHHOCTH, OCOOEHHO MHOTOIUIOAHON (IBOIHS M Oomee), MpU BHYTPUBEHHOM
BBEJICHUU TMpenapara W/WIM TpU OJAHOBPEMEHHOM IPUMEHEHUU OeTaz-apeHOMUMETHUKOB
HaOJII0/IATMCh CIy4Yau OCTPOro OTeKa JIETKHX.

Hudenunun He cienyer NpUMEHATh BO BpeMsi 06peMEHHOCTH, 32 UCKIIIOUEHUEM CUTYAIMH, KOT/1a
KJIMHUYECKOE COCTOSIHUE >KEHIIMHBI TpeOyer jeuyeHus HudpeaunuHoM. Hudenunun moxer
paccMaTpuBaThCS B KayecTBE CPEACTBA «PE3EPBHOM Tepamum» JUIs KEHIIWH C TSDKEJIon
apTepHalIbHON TUIIEpPTEeH3HEeH, HE OTBEYAIOIINX Ha CTAaHIAPTHYIO TEPaAIuIo.

JlakTanus

Hudenunun BeiensieTcs B rpyaHoe mMonoko. KoHneHTpaius HudeauniuHa B TPyJAHOM MOJIOKE
COMOCTaBUMa C €ro KOHIIGHTpallell B CBHIBOPOTKE KpPOBH MaTepu. BiusHue npemnapara,

BBIBOJIALIIETOCS] C TPYJHBIM MOJIOKOM, Ha OpraHu3M peOGeHka Hem3BecTHO. [loaToMy B citydae
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HEOOXOJMMOCTH TpUMeHeHUs HU(EIUNUHA B |mepuon Héﬁra]&ﬂ"p%ﬁd_@ﬂ \ "r;(':ﬂTHﬁéR'p';Jme

rpyJIHOE BCKApMJIUBAHHUE.

DdepTUabHOCTD

B enuHWYHBIX Ciydasx MpU HSKCTPAKOPHOPATBHOM OII0A0TBOpeHnu npumeHenne BMKK,
BKJItOUasi HUGEAUIHUH, ObUIO CBA3aHO C 0OPAaTUMBIMU OMOXUMHUYECKHUMH U3MEHEHUSIMH B TOJIOBKE
CIepMaTO30HI0B, YTO MOIJIO MPHUBOANTH K HapymeHHI0 GpyHKIuM criepMbl. [Ipu 6e3ycnemnbix
NOMBITKAX SKCTPAKOPIOPaIbHOIO OIUIOJOTBOPEHUS WU NPU MCKIOYEHUU JAPYTUX HPUYUH
Oecruionus, cienyer paccMarpuBaTh BepossTHOCTh BiusiHus BMKK, Bxmrouas nudenunus, Ha
COCTOSIHME CIIEpMAaTO30U/I0B.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeJICTBAMH H pPadoTaTh €
MeXaHH3MaMH

Y HEKOTOpBIX NAIMeHTOB, OCOOCHHO B Hadyale JeueHus, HUPEAUNUH MOXKET BbI3bIBATH
TOJIOBOKPY>KEHHE, UTO CHUKAET CIIOCOOHOCTh K YIPABICHUIO TPAHCIOPTHBIMU CPEICTBAMU HIIU
JIpYrMMH MeXaHu3Mamu. B nanpHeWIIeM CTENeHb OTPaHWYEHUM 3aBUCUT OT WHIAMBUILYAIBHON
NePEHOCUMOCTH HU(ETUITHUHA.

B mepuon nedyenus, ocoOEHHO B Hauane JICUCHUS WIM MPH HU3MEHEHHUU 03bl, HEOOXOIUMO
coOI0AaTh OCTOPOKHOCTH MPHU YIPABICHUU TPAHCIIOPTOM, 3aHITHUSIX MOTEHIIMAIBHO OMACHBIMHU
BUJAMH JESITEIbHOCTH, TPEOYIOUIMMH MOBBIIIEHHON KOHIEHTpPAllMd BHHUMaHUS U OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUM.

4.8. HexxesnaTesibHbIEC peaKIUU

Pe3roMe HeXeIaTeIbHbIX PEeaKIuid

HexenarenbHble peakMi CHCTEMATH3UPOBAHBI OTHOCHTEIBHO KAXKOW W3 CHUCTEM OpPraHOB B
3aBHCUMOCTH OT YacTOTHl BCTPEYAEMOCTH C HCIIOJIB30BaHHEM KiaccupUKanmu BceemupHoOU
opranuzaiuu 3apaBooxpaHeHus (BO3) caenyromum oOpa3oMm: odeHb yacto (=1/10); uacto
(>1/100, <1/10); mewacto (=1/1000, <1/100); penxo (=1/10000, <1/1000); oueHb peaKO
(<1/10000); gactoTa HEM3BECTHA (HEBO3MOYKHO OMPENCITUTh HA OCHOBE MMEIOIITUXCS TAHHBIX ).
Hapywenus co cmopoubl Kposu u aum@amuyeckol cucmemsl: PEAKO — TPOMOOIMTOIICHUS,
TPOMOOIIMTONEHNYECKas MypIypa; OUYeHb PEIKO — aHEMHs[; YacTOTa HEeU3BECTHA — JICHKONEHus,
arpaHyJIOILHTO3.

Hapywenus co cmopoHbl UMMYHHOU cucmemsl: HEYacTO — aJUIEPTUYECKHE PEaKIHUH, OTCKH B

CBSI3M C pa3BUTHEM aJJIEPrUUE€CKON peakuu/aHTMOHEBPOTHYECKHi oTek (oTek KBuHke) (BKIt0Uast

OTeK TOpTaHW*); PpPEAKO — KOXHBIM 3yJ, KOXKHAs Chillb, KPANHMBHHIA, OYEHb PEIKO —
AyTOUMMYHHBI TeNmaTHT, 4YacToTa HEW3BECTHa — aHaduimakTuyeckue/aHapUIaAKTOUTHBIC
peaKIu.

HapyweHuﬂ MmemabonuzmMa u numarus: OUcHb PEAKO — THIICPIIIUKEMUSA, YBEIIMUCHUC MACChI TCJIA.
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TENBHOCT

MY OTUETY

. TOc OBA 500017
llcuxuyeckue napyuieHus . HE4acTO — TPEBOTA, H apymeHi/H 'CHa_.I EOOBA 5 0001)

Hapywenusa co cmopoHnvl HepeHOU cucmeMvl: 4acTO — TOJIOBHas 00Jb, c1a0OCTh; HEYACTO —
MUTIPEHB, FOJIOBOKPY>KEHUE; PEIKO — IAPECTE3Us], AU3ECTE3MS; YACTOTA HEU3BECTHA — TUIIECTE3 NS,
COHJIUBOCTb, MOBBILICHHAS YyTOMJIsieMOCTb. [Ipu HIUTENbHOM MpueMe B BBICOKUX J103aX —
napecresus KOHEYHOCTEH, nenpeccus, YyBCTBO TPEBOTH, AKCTpanupaMuIHbIE
(TapKUHCOHMYECKHE) HapYIIeHHUS (aTakcus, «MacKooOpasHOE JHI0», IIAPKAOIMIAs IMOXOJKa,
CKOBAaHHOCTb JIBUKEHHUM PYK U HOT, TPEMOP KUCTEH U NaJIbLEB PYK, 3aTPYIHEHUE TJIOTAHUSA).
Hapywenus co cmoponvl opeana 3peHus: HEYACTO — HapylIeHHWE 3peHUs (B TOM 4YHUCIE
TpPaH3UTOpHAs MOTepsl 3peHUs Ha (HOoHEe MaKCHUMalbHOW KOHIIEHTpaluu HU(EAUNNHA B IIa3Me
KpPOBH); YaCTOTa HEU3BECTHA — 0OJIb B IJa3ax.

Hapywenuss co cmoponer cepoya: He4YacTO — TaXUKapAus, OLIYIIEHUE CepALeOUeHNs;
PENKO — Y HEKOTOPBIX MAIMEHTOB, 0COOEHHO B Hayalle JICUCeHHU s, BO3MOXHO MOSBICHUE IPUCTYTIOB
CTCHOKAapJNH, 4YTO TpeOdyeT OTMEHBI IpermapaTa; OINWCaHbl EAMHUYHBIC Ciyd4aun HWH(papKTa
MHOKapJa; 4aCToTa HCU3BECTHA — ApUTMUA, 3arpy AMHHBIC ooJu.

Hapywenus co cmopoHnvl cocy0os: 4acTo — BKJIIOYas Nepupepudeckue OTEKH, MPOSBICHUS
ype3MepHoil Bazonmiaranuu (OeccumnToMHOEe cHIbKeHue AJl, pa3BuUTHE WU ycyryOlieHue
TEYECHUsSI CepICYHON HEAOCTAaTOYHOCTH (4ale ycyryOJaeHue yKe UMEBIIEICs ), «IPUITUBBI» KPOBU
K KOXE€ Jina, TUurnepeMua KO Jinia, OIyneHue >Kapa); HEYACTO — BBIPAXKCHHOC CHMIKCHUC AH,
0OMOpOK.

Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, Op2aHo8 cpYOHOLU KIemKU U CPedoCmenUsL:
HEYacTO — HOCOBOE KPOBOTEUEHHE, 3aJI0’KEHHOCTh HOCA; PENIKO — 3aTPYAHEHHE IbIXaHNUs, Kalllelb;
OUYEHb PEIKO — OpOHXOCHa3M; YaCTOTa HEU3BECTHA — OJIBILIKA, OTEK JETKUX™*.
Kenyoouno-kuwieunvie HapyuwieHus: 4YacTO — 3amop; HEYaCTO - TaCTPOUHTECTHHANIbHAs U
aboMuHaNbHas 00J1b, TUCTIETICUS (TOIIHOTA, JMapest WK 3a110p), METEOPU3M, CyXOCTb CITU3UCTON
00O0JIOYKU TMOJIOCTU PTa; PEIKO — TUMEpIUIa3us jaeceH (KpOBOTOUMBOCTb, OOJE3HEHHOCTb,
OTEYHOCTh); YacTOTa HEM3BECTHA — PBOTA, HEJOCTATOUHOCTh TacTpol330¢areaabHOro CPUHKTEPA,
MTOBBITIIEHHBIN aIlIIEeTHT.

Hapywenus co cmoponbvl neuenu u xceniesbi800auux nymeii: He4acTo — MOBBIIICHNE aKTUBHOCTH
«TEYEHOUHBIX» TPAaHCAMMHA3; PEIKO — MPH JUIUTEILHOM MpUeMe HapylIeHHne (YHKUUHU MeYeHU
(BHYTpHIIEUEHOUHBIN X0JIeCcTas).

Hapywenus co cmopoust Kodcu u NOOKOJNCHBbIX MKAHel: HEYacTO — DJPUTEMA; PEAKO —
9KC(HOIMATUBHBIA ~ JAepMaTUT, (POTOJEpMATUT; YacTOTa HEU3BECTHA — TOKCHYECKHH

AMUJIEpPMANbHBIN HeKponu3 (cuHapoM Jlaitemna), mypmypa.
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Hapywenus co cmoponvt mviuieuHotl, creneinHou u T Udeo b ramiabos nktin ! Siddhdio

MY OTUETY

MBIIIEYHBIE CYJOPOTH, OTEYHOCTh CYCTaBOB; PEAKO — apTpPaJTUsi, MHUAITHS; YacToTa
HEU3BECTHA — apPTPUT.

Hapywenus co cmoponvt nouex u mouesvbigooswux nymeii: HEYaACTO — MOJUYPUS, JU3YPHS,
yacToTa HEW3BECTHA — yXyANICHHE (YHKIUU ToYeK (y TAIMEHTOB C  IOYCYHOU
HEJIOCTaTOYHOCTHIO).

Hapywenus co cmoponvl penpooyKmusHoUu cucmemvl U MOJIOYHBIX Jicene3: HEYaCTo —
SPEKTHIbHAS TUCHYHKIHS; OYEHb PEIKO - THHEKOMACTHUS (Y MOKHIIBIX MAlMEHTOB, TOJTHOCTHIO
ycye3arolas mocjie OTMEHBI Iperapara), rajJakTopes.

Obwue HapywieHus u peakyuu 6 mecme 66e0eHUs: YaCTO — acCTeHHs, CJIadOCTh, HEYACTO —
Hecrienuuieckre 0011, 03HOO.

* MOXET IPUBECTH K COCTOSIHHIO, YTPOXKAIOLIEMY JKU3HHU;

** cirydau ObLIM 3apETUCTPUPOBAHBI ITPH UCIIOJIb30BAaHUH B KAYECTBE TOKOJIMTUYECKOTO CPEIICTBA

BO BpeMsi OepeMeHHOoCTH (cM. paszen 4.6).

VY manueHToB, HAXOAAIMXCS HAa FEMOAUAIIN3E, CO 3JI0KaYECTBEHHON apTepualbHON TMIIEPTEH3UEN
WJIM CO CHUYKEHHBIM 00BEMOM LIMPKYJIHUPYIOIIEH KPOBU B PE3yJIbTaTe MPOSABICHUS Ba30UIaTallud
MO’KET BO3HUKHYTh BbIp@)KEHHOE CHUXkeHue A/l

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxxno coo0mare 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pPEaKIUsIX I[OCle pPerucTpanuu
JICKapCTBEHHOTO TIperiapara ¢ Melibio 00eCreYeHrs] HeMPEPhIBHOIO MOHUTOPHUHTA COOTHOIICHUS
«TOJb3a — PHUCK» JICKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo0IaTe O JIIOOBIX MOJ03PEBAEMBIX HEXENATENbHBIX PEaKIUSIX JEKapCTBEHHOTO Ipernapara
Yyepe3 HallMOHAIBHYIO CUCTEMY COOOIICHHS O HEeXeNaTeNbHBIX PEakIusiX rocyJapcTBa — 4iieHa
EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccuiickaa ®@eodepayus

®denepanbHas cryx0a 1Mo Haa3o0py B chepe 3apaBooxpanenus (Poc3apaBruanzop)

Anpec: 109012, r. MockBa, CnaBsiHCKasi TUIOIIAb, 1. 4, cTp. 1

Temedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Calit B I/IH(I)OpMaL[I/IOHHO-TCJ’ICKOMMYHI/IKaHHOHHOﬁ CETHU «I/IHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
CHMIOTOMBI
Hudenunun Bbe3bBaeT nepudepuveckyto Ba3OAWIATAIIMIO C BBIPAKEHHOW M, BO3MOXKHO,

IPOJIOHTUPOBAHHON CHCTEMHOW apTepUabHOM TMIIOTEH3UEH: rojoBHas 00Jb, THIIEPEMUsT KOKHU
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JMIA, JUIUTEILHOE BbIpaXKEHHOE CHUXkeHue AJl, yrHleEIﬂr;lfé-mE%E%'%I&Q;@1§)3na,

Opanukapaus W/wim Taxukapaus, Opaauaputmus. [Ipu TskeroM OTpaBICHUH — MOTEPS. COSHAHMUS,
KOMa.
Jleuenue
JleyeHnue nepeno3UpOBKU 3aKIIOYAETCS B CTaHIAPTHBIX IPOIEAYypax BBIBEJACHHS IpernapaTa u3
opranusma. [lokazaHo Ha3HauYe€HHE BHYTPb aKTUBUPOBAHHOTO YTJIsA, MPOMBIBAaHUE JKeTyaKa (IIpu
HEOOXOJUMOCTH — TIPOMBIBAHHE TOHKOTO KHUIIICYHUKA), BOCCTAHOBIEHUE CTAOMIBHBIX
MoKazaresiei reMoJuHaAMHUKH.
B cinywae mnepeno3upoBkuM TpenaparaMd  HU(EAUNHWHA TMPOJIOHTUPOBAHHOIO  JIEHCTBUS
HEoOX0UMO O0ecTeunTh HamOoJiee TOJHOE BBIBECHUE IIpermapaTa W3 OpraHu3Ma, 10
BO3MOKHOCTH — IMPOMBIBAHHME TOHKOM KHUIIKKA B LEIAX MPEIOTBPAILICHUS JadbHEUIIEro
BCACBIBAaHMsI AaKTHBHOrO BemlecTBa. [Ipu mpuMeHeHMHM ClIaOUTENbHBIX CPEICTB CIEAyeT
yuuThiBaTh, 4T0 BMKK MOryT BBI3bIBaTh CHIKEHHE TOHYCA KUIIEUHOW MYCKYJIATyphl BIUIOTh 10
ATOHUU KUIICYHHKA.
AHTHUI0TOM HH(EIUIUHA SBISIOTCS TpemapaThl Kaublius. [lokazaHO BHYTPUBEHHOE BBEICHUC
10 — 20 ma 10 % pacTtBOpa Kanblius XJOpUAA WIH KalblUs TIIOKOHATa, C IMOCIEIYIOIINM
MEPEeKIIOUeHNEM Ha JUIMTeNbHYI0 uH(QYy3u0. Eciau mpu BBeJEHHHM NPENapaToB KalblHs HE
YAQJIOCh TIOCTUYb TOCTATOYHOTO Mo rbemMa AJl, BO3MOXXKHO MpUMEHEHUE alb(}ha-aIpeHOMUMETHKOB
(TonamMuH, HOpPAIIUHEPPUH).
[Tpu OpammapuTMuu — B/B BBEACHHE aTpONUHA, OeTa-aApeHOMHMETUKOB. [lpu yrpoxarommx
JKU3HU OpaapuTMUSX PEKOMEHJIOBAaHA YCTAaHOBKA BPEMEHHOTO 3JEKTPOKAPIHOCTUMYIIATOPA.
[Ipu pa3BuTHH CepeYHON HEAOCTaTOYHOCTU — B/B BBeAeHHE cTpodanTuHa. MHDY3HOHHYIO
TEpanuio PEKOMEHYETCsI TPOBOIUTH C OCTOPOKHOCTHIO B CBSI3U C pUCKOM 00BEMHOM TMEperpy3Ku
cepaua.
HeoOxoaum THIaTenbHBIA KOHTPOIb JESTEIBHOCTH CepIa, IETKUX U BbIIETUTEILHON CUCTEMBI.
Pexomenayercss KOHTPOIMPOBATH KOHIIEHTPAIIMIO TIIFOKO3bI (MOXKET CHI)KATHhCSI BRICBOOOKIEHUE
MHCYJIMHA) U COJIep’KaHue DJIEKTPOIUTOB (KaJusl, KaJIbLIKs) B KPOBH.
I'emoamnanu3 Hedp(HEKTUBEH BCIEICTBHUE BBICOKON CTENEHU CBS3BIBAHUS C OCNKaMH I1a3MBbI
KPOBH M OTHOCHUTEJIFHO MaJIoTo 00beMa pacrpeaeneHus. Bo3MoxkHO nmpoBeieHue miazmadepesa.
5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaMHaAaMHUYeCKHe CBOMCTBA
dapMakoTepaneBTUYECKas TPyIa: 0J0KaTOPhl KalbI[MEBbIX KAaHAIOB; CEICKTUBHBIE OJIOKATOPHI
KaJIbLIMEBBIX KAHAJIOB C MPEUMYIIECTBEHHBIM JIEWUCTBHEM Ha COCYJbl; IPOU3BOJHbBIC
JTUTUIPOTTUPUINHA.
Koxg ATX: CO8CA05
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Hudenunua — cenekTHBHBIA OJIOKATOp «MEUICHHBIX» KanblueBblXx kaHaioB (BMKK),
npousBogHOe 1, 4-muruaponupuanaa. Pacmmpser kopoHapHble W mepudepruuecKue apTepuw,
yMEHbIIIAaeT NOTPEOHOCTh MUOKAP/a B KHCIOPO/IE 3a CUET YMEHBIIICHUS TIOCTHATPY3KHU Ha cep/lie
U JIOCTaBKM KHCIOpOJAa. YCHIMBAaEeT KOPOHAPHBIM KPOBOTOK, YIYyYIIAET KPOBOCHAOKEHUE
WUIIEMH3UPOBAHHBIX 30H 0e3  pa3BuTus (EHOMEHa  «OOKpaJbIBaHHS», aAKTUBHPYET
¢yHKIMOHMpOBaHUE KoJutaTepasiell. Pacmmpsis mepudepudeckue apTepuu, CHUXKAET o0Iee
nepudepudeckoe conpotusienue cocygoB (OIICC), ToHyc MuoOKapnaa, IOCTHarpysKy,
NOTPEOHOCTh MHOKapAa B KHUCIOPOAE U YBEIMYMBAET JIUTEIBHOCTh JHACTOIMYECKOIO
paccnabnenust neBoro xemyaouka (JIXK). Ilpaktuyecku He BIUsSET HA CHUHOATPUATBHBIN U
ATPUOBEHTPUKYJIAPHBIN y37bl. He oOKa3piBaeT aHTHAPUTMUYECKOTO U TPOAPUTMUYECKOTO
neiictBus. He Biuser Ha ToHyc BeH. Hudeaunun ycunuBaeT MOYeyHBI KPOBOTOK, BBI3BIBAs
YMEPEHHBI HATPUIYPE3.

OxkaspIBaeT OTPULATENIBHOE XPOHO-, APOMO- M MHOTPOIHOE JEHCTBHE, YTO COINPOBOXKAAETCS
pedrekTopHO# aKTUBAIIMEH CUMIIATOAAPEHAIOBON CUCTEMBI M YBEJIMUYCHUEM YUCIIA CEPACUHBIX
cokpamenuii (HCC) B oTBeT Ha nepudepudeckyro Ba3ounaranuio. [[penMyiiecTBeHHO B Havame
Tepanuu CepIeYHBIA PUTM U CEpPACUHBIM BHIOPOC MOTYT CHIIKATHCS B pe3yibTaTe aKTHUBALIUU
pednekca OapopenenitopoB. [lpu mnuTensHOM Tepanuu HUGETUTTUHOM CEPIACYHBIA PUTM H
Cep/IeUHbI BEIOPOC BO3BPAIIAIOTCS K TEM 3HAYEHUSIM, KOTOPHIE OHU UMEJIH JI0 Hadajia TeparuH.
Hudenunun obnagaer aHTUTUIIEPTECH3UBHBIM U aHTHAHTUHATBHBIM JICHCTBHUEM.

[Tpu aprepuanbHOIl THNEPTEH3WU Mpenapar CHIKaeT apTepuanbHoe namieHue (AJ[) 3a cuer
nepudepudeckoit Bazoaunatanuu U cHuwxkeHuss OIICC. Hudenunun npu npueme oauH pa3 B
CyTKHU obecrieunBaeT 24-4acoBoi KOHTPOJIb MOBbIIIEHHOTO A/Jl. ¥V manueHToB ¢ HopMaTbHBIMA []
HUGDEIUNNH HE OKa3bIBaeT HA HErO BIMSHUS JHOO BIUSET HA HETO B HE3HAUUTEIBHON CTEMEHHU.
[Ipu creHokapauu HUQPEAUNIUH YMEHBIIAET MepuepUuYecKoe M KOPOHAPHOE COCYIUCTOE
COTIPOTHBIICHUE, YTO NMPUBOJIUT K YBETUUCHUIO KOPOHAPHOTO KPOBOTOKA, CEPIEUHOTO BHIOpOCA U
yaapHOTro o0beMa, a TaK)Ke K CHIDKEHHIO IMTocTHArpy3ku. Kpome Toro, Hudeaunus pacummpseT Kak
MHTaKTHbIE, TAK U ATEPOCKIECPOTHUYECKH HM3MEHEHHbIE KOpOHApHbIE apTE€pUU, MPEAOTBPAIIAET
Cra3M KOpPOHApPHBIX apTepuil © yiydliaeT mepy3uio HIIEMU3UPOBAHHOTO MHOKap/a.
Hudenunuu yMmeHbIIaeT 4acTOTY NMPUCTYIOB CTEHOKapIuu U uieMudeckux usmeHeHuit JKI,
HE3aBHCHUMO OT TOT'0, BbI3BAaHbI JIU OHU CIIa3MOM MJIU aTepOCKIIEPO30M KOPOHAPHBIX apTepuil.
5.2. apmakoknHeTHYECKHE CBOHCTBA

Abcopbrus

Bricokas (6onee 90%). buogoctynnocts — 50 — 70%. O1HOBpEMEHHBII MpreM MUK HE BIUSET

Ha abcopO1uto. O6namaer 3pdexToM "mepBoro MpoxoxACHUA" yepes rmeueHb.
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MaxkcumanbHast KoHieHTpauuss HupenunuHa (Cmax) B IUIa3Me€ KPOBH IIOCIIE OJHOKPATHOTO
nepopaibHoro npuemMa 1 tabnerku (coorBercTByet 20 Mr HU(enunuHa) focturaercs yepes 1 — 3
yaca M €e¢ 3HaYCHUE COCTABIISIET B cpeiHeM 28,3 HI/MII.

[Tponukaer yepe3 rematosHUe(PATUYECKUH U MJIALlEHTapHBIA Oapbepsl, BBIAEIACTCS € IPYIHBIM
MoJiokoM. CBs3b ¢ OesIkaMu T1a3Mbl KpoBH (anbOyMuHbI) — 95%.

VY nmanueHToB ¢ HapylleHueM (QYHKIMU TTEYSHHU MM MOYEK BO3MOKHO 3HAUUTENIbHOE CHUKCHUE
CBSI3bIBaHMS HU(EIUNNHA ¢ OeIKaMHU IU1a3Mbl KPOBH.

buotp aHC(bODMaI_[I/IH

[TomHOCTBHIO METAOOIHU3UPYETCS B TIEUYCHHU.

Metabonmu3m HudeTUnUHA OCYIIeCTBIsETCS npeumylnecTBeHHO u3ohepmerntom CYP3A4, a
takke nzopepmentamu CYP1A2 u CYP2A6.

DJIMMUHALNS

BriBonuTcs moukamu B BHjie HeakTUBHOro merabonuta (60 — 80% mpunsToit mo3s1). 20% c
xenublo. [lepron nonyseiBenenus (T1/2) cocraBusier 2 — 5 yacos.

KymynsatuBHsblil 3p ekt orcyTcTBYyeT. XpoHHUECKas MMOYeYHasi HeIOCTATOYHOCTh, TEMOIUAIHN3 U
MIEPUTOHEANIBHBIN TUaTU3 HE BIUSIOT HA ()apMaKOKHHETHUKY.

vy IIaIMCHTOB C IICYCHOYHOMU HEAOCTATOYHOCTBIO CHHXACTCS O6HII/H\/JI KIIMPCHC U YBCIIMYUBACTCA

T2

Oco0bIe I'pynnbl DaMCHTOB

Jluya noowcunozo éozpacma

[Tpu MPUMEHEHUU IpenapaToB HUpeIUIHA B bopme TabJIeTOK C
MPOJOHTUPOBAHHBIM/MOAU(PUIIMPOBAHHBIM BEICBOOOKICHUEM Y MOKUIIBIX MTALIUEHTOB (BO3pacT >
60 ner) ormeueHo yBennueHHe Cmax U T1/2 0 cpaBHEHHIO ¢ 00JI€€ MOJIOABIMU MAllUEHTAMU.
Ileuenounas nedocmamounocms

®apMaKOKMHETUYECKUE MCCIEIOBAaHUS TOKa3alHM, 4TO Y IHAalleHTOB C LUPPO30M IE€YEHU
OTMEYaeTcsl 3HaYUTeNbHOE yBennueHue T12 1 yMeHbleHue oouiero kiupeHca Hupeaunuxa. [lo
JTAHHBIM KJIMHUYECKOTO HCCIICZIOBAHMS y MAlMEHTOB C HapylIeHHeM (PyHKIMH MEeYSHH JIETKOU
(xmacc A mo knaccudukanuu Yaina-I1s0) u ymepennoit (knacc B nmo knaccudukanuu Yaitn-
[Ipt0) cTemeHH TSKECTH KIMpPeHC HudeaunuHa T1ocie MpHeMa BHYTPh ObUI  CHIXKEH
coOTBeTCTBEHHO Ha 48% 1 72% 110 CpaBHEHUIO € MAIlMEHTaMU C HOPMaJIbHOM (pyHKIMEN eUeHu.
OtmedeHo yBenuyeHHe IUIoOman moj KpuBoi «koHueHTpamus-BpeMs» (AUC) u  Cmax
COOTBETCTBEHHO Ha 93% u 64% y manneHToB ¢ HapyleHHeM (pyHKIUHN MeYeHU JIETKON CTeTeH!

TshkecTH (kiacc A mo kinaccudukanuu Yaina-Ileto) u coorBerctBenHo Ha 253% u 171% y
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MAIMEHTOB C YMEPEHHBIM HapylieHHueM (QyHKIHU neqeﬁgl%'f(;ﬂ%: ESEEQEM;J&%%Q&M[-

[1p10) IO CpaBHEHUIO C MALMEHTAMU C HOPMAJIBHOM (YHKIMEH NeuyeHH. Y TalUeHTOB C TSHKEIOoN
NeUYEeHOYHON HeaocTaTouHOCThIo (Kinace C mo knaccudukanuu Yaitng-I1ei0) dpapMakokuHeTHKa
HU(eIUIHA He U3y4allach.

Iloueunas nedocmamoynocmo

OnuMuHAIMS HE(ETUITHHA MOKET OBITh 3aMeJIJICHa Y TAIIMEHTOB C HAPYUICHWEM (DyHKIIMHU ITOYEK.
XpoHHUeCcKasi IOYeyHas HEIO0CTaTOYHOCTb, IIPOBEACHUE TIeéMOJHali3a U IEPUTOHEATBHOIO
JMann3a HE OKa3bIBalOT CYILIECTBEHHOIO BIUSHHMS Ha (AapMAaKOKMHETHKY HHU(pEAUINHA.
KymynsatuBHbIf 3G (HEKT OTCYTCTBYET.

JIeT’ ¥ OAPOCTKU

q)apMaKOKI/IHeTI/I‘IGCKI/Ie HCCIICOOBaHUA HC ITPOBOANIINCE.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIOMOraTe/IbHbIX BelIECTB

Snpo TabiieTku:

JlakTO3BI MOHOTHAPAT

Kpaxman

Hemntono3a MUKpOKpUCTaIITHYECKast
[Tomcop6aT-80

Maxporon 6000

CreapuHoBas KUCIOTa

IMoBunon (K-30)

Marnus creapat

Hatpus naypuncynbdar

[TneHoyHas 000I0YKa.

I'umpomernosa (15 cps)
OTHILEINTION03a
Justundranar

Tutana auokcuy

Jlak mokonagHO-KOPUYHEBBIN

Tanbk

6.2. HecoBMeCcTHUMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )
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3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

ITpu Temneparype He Bbiie 25 °C B OpUrMHAJIBHOM YIIaKOBKE.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

10 Tabsierok B 6muctep u3 [I1BX miienku u anmromunueBoi ¢onbru. 3, 6 wim 10 6auctepos

1o 10 TabyieToK ¢ UHCTPYKLMEN 110 IPUMEHEHHUIO B KAPTOHHYIO [1AUKY.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEeHHBbIX TOcjde MpPUMEHEHUs:
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIyJISIUM C PenapaToM

Oco0ble TpeOOBaHHS OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Nunus

Toppentr @apmacwsroTukanc JItu.

Toppent Xayc, Obd Ampam Poyn, Axmenadan 380 009/ Torrent House, Off Ashram Road,
Ahmedabad 380 009

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3uu HOTDC6HTCJI€I>1 HAIpaBJATH I10 aApECy.

Poccniickas @enepanns

IIpencraButensctBo Toppent @apmaceroTukainc JIta.
r. Mocksa, 117418, yn. HoBouepemymkuuckas, 1. 61
Temn: (495) 258 59 90, daxkc: (495) 258 59 89

e-mail: torrent@torrentpharma.ru

8. HOMEP PETHCTPAIIMOHHOI'O YOCTOBEPEHUA

9. TATA NEPBHYHOM PEIMCTPAIIMM (IIOJATBEPXJIEHHSI PETMCTPAIINH,
HEPEPETUCTPALINN)

JlaTa nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIeKapcTBeHHoro rmpenapara Kanbuuraps Perapn goctynmHa Ha
UHPOPMALIMOHHOM TmopTane EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKAIIMOHHOM cetu «HTepHe™ https://eec.eaeunion.org/.
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