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OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA
Jlopaokcukam Kanon, 8 mr, nuoduinsar A IpUroToBJICHUS PacTBOPA Ui BHYTPUBEHHOTO U
BHYTPHUMBILLIEYHOT'O BBEJICHUS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleiicTByo1Iee BEMECTBO: JIOPHOKCHKAM.

Kaxnas drmakon cogaepkut 8 Mr TIopHOKCHKaMa* (KOJIHMYECTBO JJIOPHOKCHKaMa, BKITFOYast H30BITOK
7,5 %, cocraBiseT 8,6 mr).

* ¢ yuemom ocobennocmeri 1eKapCmeeHHoU hopmul Kaxcowlil hraxon codepacum uzdovimox 7,5 %
oeticmeyrowezo U 6CHOMO2AMENbHBIX 8euecms Om KOIUYecmasd, YKa3aHHo20 8 cocmase.
BcrmomorareibHbIe BEIIECTBA, HATMYHE KOTOPHIX HAJ0 YYMTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npemnapara: HaTpuil (cM. paszaen 4.4.).

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
JIno¢unusar Juist pUroTOBJIEHUS PaCTBOPA /AJIsl BHYTPUBEHHOTO M BHYTPUMBIIIIEYHOI'O BBEJICHHSL.
JIno¢punuszupoBaHHas MJIOTHAsE Macca XKeJITOoro IBETa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

Jlopaokcukam KaHoH mokaszaH K IpUMEHEHHUIO y B3pOCIBIX B Bo3pacte oT 18 ner.
KpaTkoBpeMeHHOE CHUMITOMAaTHYECKOE JIEYEHHE JIETKOIO M YMEPEHHOIo OCTPOro OO0JIeBOro
CUHIpPOMA.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUS

PexxuM 103upOBaHus

Pexomennyemast ofHOKpaTHas 1o3a: 8 M.

CyTouHas 103a He 10JKHA MPEBbIIATh 16 Mr.

HekoTtopeiM nmanmeHTamMm MOXKeT NOTPeOOBATHCS BBEICHUE JIOTIOTHUTENBLHOM 103bI 8 MI' B TE€UEHHE
nepBbIX 24 4acoB.

CrnenyeT ucronb30BaTh MUHUMAIBHO 3QPEKTUBHYIO 103y MUHUMAaJIbHO BO3MOXKHBIM KOPOTKUM
KypPCOM.

Jlnis Bcex ManueHToB J03bl U PEKHUM BBEJCHUS JIOJDKHBI ObITh OCHOBAaHBI HAa MHIWBUAYaJIbHOU
peakiuy Ha JieueHue. PUCK BO3SHUKHOBEHUS HEXKENATENbHBIX SIBICHUH MOXKET OBITh 3HAUUTEIIBHO
YMEHBIIIEH, €CJIM MPUMEHATH Npenapar B HauMeHblIel 3¢ pekTuBHOI 03¢ B TeueHne Hauboee
KOPOTKOT'0 TIepro/ia, HE0OXOAUMOTO I 00JIErYeHUs] CHMITOMOB.

Oco0ble TPVIIILI TAIMEHTOB

Iayuenmul nodrcuno2o 6o3pacma

CrneunanbHO moAOUpaTh A03Y MOXKUIIBIM ManueHTaMm (ctapiie 65 yer) He TpeOyeTcs, ecliu HeT
HapylieHus (QyHKIMM mouek uiau nedeHu. llpemapar cienyer NpuUMEHSTH C OCTOPOKHOCTHIO,
IIOCKOJIBKY B 9TOW BO3pAcTHOM IpylIie HexenareabHble siBieHus co croponsl JKKT nepenocsatcs

Xyxe.
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Ilayuenmul ¢ Hapywenuem yHKyuu novex

[TanimenTam c JIETKUM WM YMEPEHHBIM HapylleHHeM (DYHKIIMHM MOYEK MOXKET MOTpeOOBaThCS
KOppeKUrs A03bl. JIODHOKCMKaM IIPOTHMBOIIOKA3aH ITALIMEHTaM C TSDKEIOM IOYEYHOH
HEZ0CTAaTOYHOCTBIO.

Ilayuenmel ¢ napywenuem @ynKyuu nevenu

[TanyeHnTamM ¢ yMepeHHBIM HapylleHHeM (YHKIMM MEYEHU MOXKET MOTPeOOBaThCS KOPPEKLUs
71036l JIOpHOKCHKaM NPOTUBOIIOKA3aH NALMEHTaM C TSDKEJIOW MEYEHOYHON HENOCTATOYHOCTBIO.

C€THu

[IpoTuBOMOKa3aH y fereit B Bo3pacte a0 18 ser.
besomacnocte u addexkruBrocTh JlopHokcukam Kanon y mereit B Bo3pacte no 18 et He
YCTaHOBJICHBI. J|JaHHBIE OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

BHyTpuMBIIIEYHO, BHYTPUBEHHO.
[TpumensieTcs TOIABKO Ul KYIHPOBAHUS OCTPOro OO0JIEBOrO CHHAPOMA, €CIU MPHUEM Ipernapara
BHYTPb HE IIPEJCTABIACTCA BO3MOKHBIM.

Ilpucomosenenue pacmeopa

PacTBOop i1 MHBEKIUI TOTOBST HEMOCPEACTBEHHO INEpe] BBEIACHUEM IIyTEM pPaCTBOPCHHS
COJIEP)KUMOTO OHOTO (hrtakoHa (8 MT JJOPHOKCHKAMa) B BOJC [Tl HHBEKIIHA (2 MIT).

[Tocrie TPUTOTOBJICHHSI pacTBOpa WIJYy 3aMCHSIOT. BHYTPHUMBINICYHBIE WHBEKIUU JIETAIOT
JUIMHHOU HUTJION.

[TpuroToBNeHHBI TaKMM OOPa30M PACTBOP BBOISAT BHYTPUBEHHO WJIM BHYTPUMBIIICYHO IPU
MOCIICONEPAIIMOHHBIX OONISIX U BHYTPUMBIIIEYHO MPH OCTPOM MPUCTYIE JTHOMOAro/UIInaIruu.
JlnmutenbHOCT, BHYTPUBEHHOTO BBEACHHUS PAcTBOpa JOJKHA COCTABIATH HE MeHee 15 cekyHn,
BHYTPUMBIIIIEYHOTO — HE MEHEE 5 CEKYH/I.

4.3. IlporuBONOKA3aHNUS

— THUIMEPUYYBCTBUTEIBHOCTh K JIOPHOKCHKaMy WJIHM JIOOOMY W3 BCIIOMOTATENbHBIX BEIIECTB,
NEPEYUCIICHHBIX B pazzene 6.1.;

— TIOJIHOE WJIM HEIOJIHOE COYEeTaHHe OPOHXHUATBHOU aCTMBI, PEIUIUBUPYIONIETO MOJIMIO03a HOCA
WM  OKOJIOHOCOBBIX TMa3yX, pWUHUT, AaHTHOHEBPOTUYECKHH OTEK, KpalnuBHUIA U
HEMEePEHOCUMOCTD aIeTUJICATUIIMIIOBOM KHCIIOTBI u JIPYTUX HECTEPOUTHBIX
npotuBoBocnanuTenbHbIX npenaparos (HIIBII) (B T.4. B anamHe3e);

— TPOMOOIIMTONECHHUS;

— TEeMOpparuyecKuil [uare3 Wiu HapyILIeHUs] CBEPTHIBAEMOCTH KPOBH, a TAKXKE TEM, KTO IEPEHEC
ONEpALINH, CONPSIKEHHBIE C PUCKOM KPOBOTEUEHHMSI MJIM HETIOJTHOTO TeMOCTa3a;

— TIEPHOJI TTOCJIC TPOBEACHHS AOPTOKOPOHAPHOTO IITYHTHPOBAHUS;

— JIEKOMIIEHCHPOBaHHAs Cep/IeUHast HeJJOCTAaTOYHOCTh;

— DPO3UBHO-S3BEHHBIC M3MEHEHMS CIM3MCTOM JKelyAKa WIH 12-epCTHOW KHIIKHA, aKTUBHOE
JKEITYTOYHO-KHUIIIEYHOE KPOBOTECUEHNE; 1IePEOPOBACKYIISIPHOE HIIM HHOE KPOBOTCUCHNUE;

— JKeIYJOYHO-KHIIIEYHbIE KPOBOTEUEHHUS WM Tepdopalvs si3BbI B aHAMHE3€, CBSI3aHHBIE C
npuemom HIIBII;

— AaKTHUBHAs NENTUYeCKas sA3Ba WM PELUIUBUPYIOLIAs ENITUYECKAs sI3Ba B aHAMHE3E;
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obocTpeHus;
— TsDKCJad IICYCHOYHAaA HEAOCTATOYHOCTD,
— BBIp@XCHHAs I[OYEYHAs HEIOCTATOYHOCTh (YPOBCHb CHIBOPOTOYHOIO KpEaTHHHHA OoJjice
700 MKMOJIB/IT), IPOTPECCUPYIONINE 3a00JIeBaHUS TTOYCK, TTOATBEPIKICHHAS TUIICPKATTHEMUS,
— OEepEeMEHHOCTD U TIEPHOJ] IPYIHOTO BCKAPMIIUBAHHS,
— Bo3pacr ji0 18 et (u3-3a HeJOCTATOYHOTO KIIMHHYECKOTO OIIbITA).

4.4. OcoOble yka3aHus U MepPbI NPEAOCTOPOKHOCTH NIPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO

— TIPH MOBBIIIEHHOW CKJIOHHOCTH K KPOBOTECUCHHSIM;

— MpH HapylmeHUH (YHKIUU MOYEK JIETKOW (kpeaTMHUH ChIBOPOTKU 150-300 MKMOIB/11) HMiu
yMepeHHO# crenenn (kpeaTHHUH chIBOPOTKH 300—700 MKMOIIB/T);

— TP HApYIIEHUH CUCTEMbI CBEPTHIBAHHSI KPOBH;

— Tpu HapyleHuu QYHKIUHU MeYeHU (HarpuMep, [UPPo3 MEeUCHH );

— Y HaIMeHToB cTapiie 65 neT;

— Y HaIMEeHTOB C 3a00JeBaHUSIMU JKETYJOYHO-KHUIIIEYHOTO TPAKTa B aHAMHE3E;

— TpU OJHOBPEMEHHOM IpHUEME JIEKAPCTBEHHBIX CPEICTB, KOTOPHIE MOTYT MOBBIIATH PHUCK
00pa3oBaHUs 3B U KPOBOTEUEHUH (IepopaibHbIE INIFOKOKOPTUKOCTEPOU/IbI, aHTUKOATYJISTHThI
(mampumep, BapdapuH), CEICKTUBHBIE HWHTHOMTOPHI OOpPaTHOrO 3axBaTa CEPOTOHWHA U
AHTUTPOMOOIIMTAPHBIE MPETapaThl (HampuMep, aleTHIICATUIIIIOBAs KHCIO0TA);

— y MaIUeHToB ¢ (haKTOpaMH PHCKa Pa3BUTHI CEPACUHO-COCYAUCTHIX 3a00ICBaHUIA;

— y NMaIUeHTOB ¢ OPOHXHUALHONW aCTMOM B aKTUBHOM (ha3e UM B aHAMHE3E;

— Y HaIMeHTOB C CUCTeMHO kpacHoil Bomuankoi (CKB);

— y NMaIMEeHTOB CO CMENIAHHBIMU 3a00JI€BAHUSMU COEIMHUTEIBHON TKaHU.

Oco0ble yKazaHus

JlopHOKCHKaM HOJaBIISET arperanuo TPOMOOIMTOB U Y/UIMHSAET BPeMsl KPOBOTEUEHUS, TIOATOMY
ClIelyeT € OCTOPOKHOCTBIO MPHUMEHSTh IMpernapar TMpH MOBBIIIEHHOW CKIOHHOCTH K
KPOBOTCUCHHSIM.

[lpu cnexyromumx HapymeHusx npenapaTr JlopHokcukam KaHOH ciemyeT NMPUMEHSATh TOJNBKO

TI0CJIE TIIATEIFHOW OIIEHKU 0YKUIaeMOM TIOJIb3bI TEPAITH U BO3MOKHOTO PHCKA Y:

— TMAIUEeHTOB C HapylleHWeM (YHKIMM TMOYEK: OT JIETKOW CTeneHH (KpeaTUHHH CBHIBOPOTKH
150 — 300 mxmob/1) A0 yMepeHHO# cteneHu (KpeaTuHUH chiBOpoTkH 300—700 MKMOIB/),
TaK KaK MoJIep>KaHue TOYE€YHOT0 KPOBOTOKA 3aBUCUT OT YPOBHS ITOYEUHBIX TPOCTATIAHIHHOB.
[Tpumenenue mpemnapara JlopHokcukam KaHoH cienyer mpekpaTHTh B ciydae yXyIIICHUS
(GYHKIIMY MTOYEK B MPOIECCEe JeUEHUS.

KoHTponb GpyHKIIHH MOYEK JOIDKEH OCYIIECTBIATHCS Y TTAlUEHTOB:

— TepeHecInX OOUIMPHOE ONEPaTHBHOE BMEIIATEIhCTBO,

— € CEepAEYHOM HEJIOCTATOYHOCTHIO,

— TMOJIy4YalolllUX OJHOBPEMEHHOE JIeUeHHE IMypeTHMKaMH WJIM TpernapaTraMmu, 00JadaroluMU
JIOKa3aHHOM WM Mpe/rnonaraeMoil HeypOTOKCUYHOCTbIO;

— TMAIMeHTOB C HapyIIEHHEM CHCTEMbl CBEPTHIBAHUS KPOBU: PEKOMEHJOBAHO TIIATEIbHOE
KIMHUYECKOe  HAONMIOJeHHEe W OIeHKa Ja0opaTOpHBIX  IOKa3aTeNei, Hampumep,
aKTHBHUPOBAHHOTO YaCTUYHOTO TpoMOMHOBOTO BpeMeHu (AUTB).

3



COOTBETCTE ~ ET _E_l‘i' CMNEPTHOMY OTYETY

ot 07.03.2025 N2 6282

- .

— TAIMEHTOB C HapylieHueM (YHKIUHA TEYCHU (unppég 'HE;HQEQCBFKE%HE:—T'CI :ILIggII;IC;;&HTB

peryisipHOoe KIMHHYECKOe HaOII0IeHNE U OLEHKY J1a0OpaTOpHBIX MOKa3aTesied, Tak Kak Mmpu
JICYCHUH JIOPHOKCUKAMOM B CYTOUHOM J03€ 12—16 Mr Bo3MOKHA KyMYJISALIMS IIpernapara.
— TMAIUEeHTOB cTapiie 65 JIeT: peKOMEHIYeTCst KOHTPOJIb (DYHKIMH MeYeHHU U nodek. [IpuMeHsITh
C OCTOPO’KHOCTBIO y MOKUJIBIX MALIUEHTOB B MOCIEONEPALIMOHHOM IIEPUOJE.
Oonospemennoe npumenenue ¢ HIIBIT
Heob6xoaumo nzberats ogHOBpeMeHHOT0 puMeHeHus ¢ apyrumu HIIBII, Bkitodas cenexkTuBHbBIC
uaruouTopsr [1OI-2.
Munumuzayus nesxcenamenvHulx 3Qhexkmos
HexenarenbHble 3QPEeKTsl MOKHO MUHHMHU3HPOBATH, UCTIONB3Yysl HAUMEHBIIYIO Y(PPEKTHBHYIO
7103y IpenapaTa B TEUEHHUE HAUMEHBILEro NMPOMEKYTKa BPEMEHHU, JOCTATOYHOTO JUIsl KOHTPOJIS
CUMIITOMOB.
HKenyoouno-kuweunoe kposomeuerue, s138a, nepgopayus JKKT
KenynouHo-kuiie4yHoe KpoBOTeUEHHUE, s3Ba, mepdopamuss MOTyT BO3HUKHYTh Ha (QoHe
npumenenus mo0six HIIBIT u ciocoOHBI mpuBecTy K JieTanbHOMY Hexoay. [penynpexaaromue
CUMIITOMBI WK cepbe3Has natojorus KKT MoryT orcyTcTBOBaTh B aHAMHE3€ NALlMEHTA.
Puck kpoBoteuenus, s38b1 win nepdopannu XXKT noeimaercs npu ysenudenuu 10361 HIIBIL, y
nanueHToB ¢ s3BeHHbIM mopaxkenuem JKKT B anamue3e, 0OCOOGHHO OCJIOKHEHHBIM
KPOBOTEUCHHEM WIIH Tiepdopanueii, 1 y moXuiIbIX Joaen. TakuM narnuenTam clieyeT HaYnHATh
JIeYEHUE C HAUMEHbIIEH BO3MOXKHOM JI03bl. Y 3TUX NAIMEHTOB, 8 TAK)KE MMALIMEHTOB, OTyYaroIINX
TEepanui0 HU3KUMU J103aMHU alleTUJICAIULUIOBON KHCIOTHl WIM JIPYTMMH JIEKapCTBEHHBIMU
npenaparaMmu, KOTOPbIe MOT'YT YBEJIMUYUTh KENyJA0YHO-KUIIEUYHbI PUCK, CIEAYET PaCCMOTPETh
BONPOC O KOMOMHHMPOBAHHOW Tepamuu C TacTPONPOTEKTOPHBIMU areHTaMu (Harpumep,
MHU30MPOCTOIIOM WJIM HHTUOUTOPAMHU MPOTOHHOM NOMITHI). PekoMeHIyeTcs peryaspHO MPOBOIUTh
OIIEHKY COCTOSIHUSI TAKUX MAI[UEHTOB.
[TatmenTs! ¢ mo6ounsMu 3ddekramu co croponsl JXXKT B aHamHe3e, 0COOEHHO B MOXHUIOM
BO3pacTe, JOJDKHBI OBITh TPOWHCTPYKTHUPOBAHBI O HEOOXOAMMOCTH COOO0IaTh 000 Bcex
HeoObIuHbIX cuMIiToMax co cTopoHbl JKKT (0co6eHHO 0 kenny104HO-KUIIEUHbIX KPOBOTEUEHUSX ),
0COOEHHO Ha HaYaJIbHOM CTaJIUU JICUYCHUS.
CnexnyeT C OCTOPOKHOCTbIO TNPUMEHSATH JIOPHOKCHKAaM TpU OJHOBPEMEHHOM IpueMe
JIEKaPCTBEHHBIX CPEACTB, KOTOPHIE MOTYT MPUBECTU K YBETUUCHHUIO pUCKa 00Opa30BaHMs 3B HIIN
KPOBOTEUEHHSI, TAKMX KaK MepOpaTbHbIE TTIOKOKOPTHUKOCTEPOUIbI, AaHTUKOATYIISHTHI (HAlIpUMep,
BapdapuH), CENEKTUBHbIE HHTUOUTOPHI OOPATHOTO 3aXBaTa CEPOTOHUHA U AHTUTPOMOOIIMTAPHBIE
mpenaparsl (HanpuMmep, areTHICATUIIUIOBAs KUCIOTA).
[Tpu pazsutun kpoBoTeueHus win u3ba3BieHus XKKT Ha Gpone mprema mopHOKCHKaMa, JIeUeHHE
CJIelyeT OTMEHUTb.
Cnenyer ¢ ocropoxxHocTbto npuMeHaTs HIIBII manmentam ¢ maronoruent XKKT B anamuese
(s13BeHHBIN KOIUT, 60se3Hb KpoHa), Tak Kak COCTOSHUE MAallMeHTa MOXKET YXYIIUTHCS.
Tlayuenmur noswcunozo 6ospacma
[Toxuiible 01 UMEIOT MOBBIICHHYIO YacTOTY HexxenarenbHbIX peakiuii Ha HIIBII, oco6enno
KEITY0YHO-KUIIIEYHBIX KPOBOTEUEHUH U nepdopaiuii, KOTOpble MOTYT IPUBECTH K JIETAITLHOMY
UCXONy.
Cepoeuno-cocyoucmole u yepeoposackyispHble 3a001e6aHUs
[TanmenTam ¢ apTepuaibHOW TUNEPTEH3MEH B aHAMHE3€ WJIM MPUCYTCTBYIOIIEH B HACTOSIIEE
BpeMs W/WJIM JIETKOH WM YMEPEHHOH 3aCTOMHOM CepIeYyHON HEIOCTaTOYHOCTBhIO TpeOyeTcs
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JKUJKOCTU U Pa3BUTUs O0TeKOB Ipu npumenenun HIIBII.

JlaHHbIE KIMHUYECKUX U 3MTUJEMUOJIOTUYECKUX UCCIEA0BaHNN YKa3bIBAIOT HA TO, YTO HEKOTOPbIE
HIIBII, oco0eHHO B BBICOKHMX 033X U MPHU JJIUTEILHOM MPUMEHEHHH, MOTYT MOBBIIIATH PUCK
apTepUaNbHbIX TPOMOOIMOOIMYECKMX OCIOXHEHUH (Hampumep, HHQapKTa MHOKapjaa WU
UHCYJbTa). JlaHHBIX, YTOOBI MCKJIIOYMTHh HaJM4Me TaKOro pHCKa g JIOPHOKCHKaMa,
HEJOCTATOYHO.

[TanmeHTaM € HEKOHTPOJIMPYEMOM apTepUaibHOM THUIIEPTEH3UEH, 3aCTOMHON CcepAeYHOMN
HEJOCTAaTOYHOCThIO, YCTAaHOBJICHHOW MIEMUYECKOH OOJIe3HbIO cepjua, 3a0o0JieBaHUSIMU
nepupepuyecKux apTepHid 1/ 1l 1epeOpOBACKYIAPHBIMU 3a00JI€BAHUSAMH JIOPHOKCUKAM CJIETyeT
Ha3HAy4aTh C KpailHel OCTOPOKHOCTHIO. Takas e OCTOPOKHOCTh HE00X0AuMa IPHU JUTUTEIbHOM
Ha3HAYEHUH Iperapara naueHTaM, y KOTOPBIX UMEIOTCS (DaKTOPBI PUCKA CEPACYHO-COCYIUCTHIX
3a0oseBaHuil (HampuMep, apTepuaibHas TUIEPTEH3Us, TUMCPIUNUACMUS, CaXapHbIA Tua0eT,
KypeHue).

IIpu oanoBpemennom npumeHenun HIIBII u renmapuHa npu nOpoBEAEHUM CHUHAIBHOH U
SIUYPaTIbHON aHECTE3UU MOBBIIIAETCS PUCK PA3BUTHS T€MATOMBI.

bonesnu xooicu

B ouens peakux ciydasx cooOmianock o cBsa3aHHbIX ¢ npuMenenneM HIIBII Tsokenbix KOxXHBIX
PeaKIusIxX, B HEKOTOPBIX CIydasX ¢ JeTaIbHBIM HCXOJ0M, BKII0Yas SKC(OIMATHBHBIN 1epMaTHT,
cunapom Ctusenca-Jlxoncona (CCJl) u Tokcuueckuit sanuaepManbubiii Hekpoaus (TEN). Puck
TaKHUX peaklil HanboJiee BBICOK B Hayalle TEPANUU - Pa3BUTUE PEAKIIMK HAOJII01aeTCsl B IEPBBIN
MecsI] JIeueHUs! B OONBIIMHCTBE ciy4yaeB. [IpuMeHeHre JopHOKCHKaMa ClielyeT MPeKpaTuTh Mpu
IIEPBOM K€ TMOSBJICHUN KOXHOH CBINH, BBICHIMTAHUI Ha CIIM3UCTHIX 000JI0UKAX MM JIFOOBIX IPYTUX
IIPU3HAKOB TUIIEPUYBCTBUTEIBHOCTH.

Pecnupamopusie 3a601esanus

C OCTOpPOXXHOCTBIO cJelyeT NPUMEHATh NpenapaT MalUeHTaM ¢ OpOHXHMAJbHOM acTMOH B
aKTUBHOM (pa3e miaM B aHaMmHe3e, NOCKOJbKY M3BecTHO, uTo HIIBII Moryt cnpoBouupoBaTh y
TaKUX MAIIMEHTOB OPOHXOCTIA3M.

CKB u cmewannsie 3a001e6aHUsl COCOUHUMENbHOU MKAHU

HeobxonnMo cobit0/1aTh OCTOPOKHOCTD ITPH IPUMEHEHUH JIOpHOKCHKama y nanueHToB ¢ CKB u
CMEIIaHHBIMH 3a00JIEBAaHUSAMH COEMHUTENbHON TKAaHH, TaK KaK y HUX MOXET ObIThb MOBBILICH
PHUCK aCeNITUYECKOTO MEHUHTUTA.

Hegpomoxcuunocmuo

OpnnoBpemennoe npumenenne HIIBII wu  TakponmuMmyca MOXET  yBEJIMYMBAThb PHUCK
HE(POTOKCUYHOCTH BCJEJCTBUE IMOAABIEHUS CHHTE3a MPOCTALMKIMHA Tmoukamu. [lpum
KOMOMHHMPOBAaHHOW Tepanuu JaHHBIMH IpernapaTaMi HEOOXOAMMO TIATEIbHO KOHTPOJIUPOBATH
(GYHKIMIO TIOYEK.

Jlabopamopuvie nokazamenu

Kak w pmnsa OGompmmucrBa HIIBII, coobmanock o ciay4asx THOBBILICHUS AKTUBHOCTH
CBIBOPOTOYHBIX aMHHOTpaHc(]epas, YpOBHS CBHIBOPOTOUHOIO OWIMpPyOWHA WM JAPYTHX
OMOXMMHUYECKUX MOKa3aTesiel (yHKIMY ITEYEeHH, a TAK)KE O MOBBIILIEHUH YPOBHEH CHIBOPOTOYHOTO
KpeaTHHUHA U MOYEBUHBI U O IPYTUX OTKJIOHEHHUSX Ja0opaTOpHbIX nmokazareneit. Eciu moboe u3
TaKUX OTKJIOHEHHH OKa)XeTCs 3HAYUMBbIM WU OYIEeT COXpaHATbCA [UIMTEIbHOE BpeMs,
IIPUMEHEHNE JIOPHOKCHKama CleIyeT NpPEeKpaTUTh MW  HA3HAYUTh COOTBETCTBYIOILIWE
HCCIIEI0BAHMS.
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[IpuMmeHeHrne TOPHOKCUKaMa, Kak U JIF000TO mpernapara, HHrHOUPYIONIETO ITUKIOOKCUTEHA3y H
CUHTE3 MPOCTArJIAHIUHOB, MOXET HAPYIIUTHh (EPTHILHOCTh M HE PEKOMEHIYETCS KCHIIUHAM,
IUTAHUPYIOIUM OepeMeHHOCTh. Eciu KeHIMHA HE MOXKET 3a0epeMEeHETh WM IMPOXOJIUT
o0cIieioBaHuE 110 MOBOLY OeCIUIOANs, IPUMEHEHHE IOPHOKCUKAMa CIIEAYET MPEKPATHTh.
Bempsnas ocna

Pexomenpayercs nzberatb NpUMEHEHHUs JOPHOKCUKAaMa Yy MAallMeHTOB C CEPhE3HBIMU MHPEKIUIMU
KOXHM ¥ MATKUX TKaHEH, BbI3BaHHBIMH BUPYCOM BETPSIHOM ocIibl. Ha ceroaHsimHuil 1eHb Helb3s
UCKIIIOYaTh crocoOcTByromyto posib HIIBIT B o6octpenun stux wHbeknuii. Takum obpazom,
JKeJaTenbHO n30eratb MPUMEHEHUS JJOPHOKCHKAMa MPU BETPSTHOH OCIIe.

BcrnomMorarennHble BEIECTBA

Jlannblil penapar coaepkuT MeHee 1 MMoiib (23 Mr) HaTpusi B MaKCUMaJIbHOW CYTOUHOM /103€
(16 mr — 2 nakoHa), TO €CTh, IO CYyTH, HE COJCPIKUT HATPUSL.

4.5. B3auMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMHM MpenapartaMu H JApyrue BH/bI
B3aNMOJAEeHCTBUSA

OnHOBpeMEHHOE NPUMEHEHNE JIOPHOKCHKAaMa H:

— NMMETHIMHA — IIOBBIIIAET KOHLIEHTPALMIO JIOPHOKCHKaMa B IIJIa3M€ KPOBH, YTO MOXKET
YBEIIMYUTh PUCK PA3BUTHUA MNOOOYHBIX A(P(PEKTOB JOpPHOKCHMKama. BiamMopelcTBus ¢
PAaHUTHAMHOM M aHTALUJAHBIMU MperapaTaMy HE BBISBIICHO;

— aHTHKOATYJISIHTOB (Hampumep, BapdapwH) WIM HWHTUOMTOPOB arperamuu TPOMOOIHTOB
BO3MOXXHO YBEJIMYEHHE BPEMEHM KpPOBOTEUEHMs (IIOBBILICHHBIH PUCK KpPOBOTEUEHUS,
HE00X0/IUM KOHTPOJIb MEXYHAPOJAHOT0 HopMasin3oBaHHOro otHouenus (MHO));

— (ennmpokymoHa — cHIXKaeT 3(pPEKTUBHOCTD JIeUeHUs (PEHITPOKYMOHOM,;

— remapuHa — HIIBII noBbIIalOT pPUCK pa3sBUTUA KPOBOTEUEHUsS M CIUHAIBHOM WM
AMUAYPAIBbHOW T€éMAaTOMBI IIPU OJTHOBPEMEHHOM NPUMEHEHUH C T€apUHOM IIPH MTPOBEIECHUU
CIIMHAJIBHOMN WJIM 3MIHMIypalIbHON aHECTE3UH;

— uHruobutopos AII® — MoxeT NPUBOJUTH K CHUKEHUIO THIIOTEH3UBHOTO IEUCTBUS

— uHruburopa AIldD;

— Oera-apeHOOJIOKaTOPOB ~ —  CHI)KAeT  TUIOTEH3UBHYIO  3(ddexTuBHOCTH  Oera-
a7peHo0JI0KaTOPOB;

— OJIOKaTOpPOB pPELENTOpPOB aHrMOTeH3MHa Il — CHMXKAaeT TMIOTEH3UBHYIO A(PQPEKTUBHOCTD
0JI0KaTOPOB PeLenTOPOB aHTHOTeH3HHa 11;

— JIUYPETUKOB — CHH)KA€T MOYETOHHBIH 3((EeKT M TUNOTEH3UBHOE JACHUCTBUE TETIEBBIX
THA3UAHBIX W KajuiicOeperarommx JUYpEeTUKOB  (TIOBBILICHHBIM  PUCK  pa3BUTHA
TUIEepKaIueMUU U HePPOTOKCUYHOCTH);

— JIMTOKCHHA — CHID)KAeT MOYEUHBIM KIMPEHC JAWTOKCHHA, YTO IMOBBIIIAET PUCK OKCHYHOCTH
JTUTOKCHHA;

— XHHOJIOHOBBIX aHTUOMOTUKOB (Hampumep, JeBo(IOKCAH, 0(IOKCAIIMH) — MOBBIIIAET PUCK
pa3BUTHUS CyJOPOKHOTO CUHIPOMA;

— aHTHArperaHToB (HampuMep, KJIOMUAOTPEN) — TMOBBIMNACT PHUCK HKETYAOYHO-KHILIEYHOTO
KpOBOTEYEHHS],;

— npyrux HIIBII — yBennuuBaet puck uzbsa3sienus XKKT wim kpoBoTeueHumid;

— TJIIOKOKOPTUKOCTEPOUJIOB - YBEeIUUUBAET pUCK n3bsa3BieHUs JKKT uimm KkpoBoTeueHH;
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MPUBECTU K YCUJICHUIO TOKCHUYHOCTU. [Ipy HE0OXOIMMOCTH OJHOBPEMEHHOI'O NPUMEHEHUS
ATHX MPEnapaToB TpeOyeTcs MPUCTALHOE HAOMIOICHUE 32 TTAI[UCHTOM;

— CENEKTUBHBIX HMHTUOUTOPOB OOpAaTHOTO 3axBaTa CEPOTOHHWHA (HAMPUMEp, LUTAIONPaM,
(hIIyOKCEeTHH, MapOKCEeTHH, cepTpaiinH) — nosbimaet puck JKKT kpoBoTeueHuid;

— couneit mutua — HIIBII nogaBisitoT mo4Ye4HbIN KJIMPEHC HOHOB JIUTHS, TO3TOMY KOHLICHTpAIUS
JIUTHUS B CBIBOPOTKE KPOBH MOXKET ITPEBBICUTH MPEE TOKCUYHOCTH. HeoO0X0auMo MOCTOSTHHOE
HaOJIIO/ICHUE 32 YPOBHEM HMOHOB JIUTHUSI B CBIBOPOTKE KPOBH, OCOOCHHO Ha MEPBOHAYATIHLHOM
JTare JICYCHUs, TP U3MEHEHUHU J103bI U MPEKPAIICHUH JICUCHUS;

— IUKIOCIOpMHA  —  TIOBBIIAET  CHIBOPOTOYHYIO  KOHIICHTPALMIO  LMKJIOCIIOpPHUHA.
HedpoTokcHIHOCTH ITUKIOCTIOPUHA MOKET YCUITMBATHCS BCIICICTBUE BIUSHUS JIOPHOKCHKAMa
Ha CHHTE3 I[IOYEYHBIX MPOCTArJiaHJuHOB. [IpM COBMECTHOM MPUMEHEHHH TIPEnapaToB
HEOO0XO0IMMO CIIEIHTD 33 GYHKIHEH IOYeK;

— TMPOU3BOAHBIX CYIb(GOHUIMOYEBUHBI (HApUMEp, MIMOEHKIAMHUAa) — TOBBIIIAETCA PUCK
TUTOTJIMKEMUH;

— nedamannon, uedomnepazoH, nedoTeTaH, BaIbIPOEBas KHUCIOTa — YBEJIUYUBACT PUCK
KPOBOTEUYCHHS,

— BEILECTB, ABJIAIOIIUXCS MHAYKTOpaMHu M uHruoutopamu uzopepmenta CYP2C9 nuroxpoma
P450: nmopuokcukam (kak u apyrue HIIBII, merabommsupyemsie nzopepmentom CYP2C9
nuroxpoma P450) — B3auMOAECHCTBYET C €ro HHAYKTOPaMHU U UHTHOUTOPAMH;

— TaKpOJHMMYCa — MOBBIIIAET PUCK HEPPOTOKCUIHOTO d(PQeKTa BCISACTBUE YTHETEHUSI CUHTE3a
IPOCTAalMKIMHA B MoYkax. [Ipu coBMECTHOM MpUMEHEHHH MpenapaToB HEOOXOUMO CIEIUTh
3a (hyHKIMEH MOYeK;

— mnemerpekceaa — HIIBII moryt cHM>kaTh MOYEeUHBIM KIMPEHC IEMETPEKCENA, UTO MPUBOIUT K
BO3PACTaHUIO HEPPOTOKCUUHOCTHU U KeTyJOUHO-KUIIEYHON TOKCUYHOCTH Nperapara, a Takxke
K YTHETEHUIO KPOBETBOPEHMUSL.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALUSA

bepemeHHOCTD

[Ipenapar mpoTUBOMOKAa3aH MpU OEPEMEHHOCTH, IMOCKOJIbKY KIWMHUYECKHX JTAaHHBIX IO €ro
MpUMEHEHHUI0 Tipu OepeMeHHOCTH HeT. [lonaBiieHre cuHTE3a MpOoCTarjaHAMHOB MOXKET OKa3aTh
OTpUIIATENIbHOE BJIUSHUE HA Te4YeHHe OepeMEeHHOCTHM W/WIU pa3BuTue I1oja. JlaHHbie
AMUJEMHUOJIOTMYECKUX HUCCIEAOBAaHUM YKa3bIBalOT HA MOBBILIEHHBIN PUCK CAMOINPOU3BOJIBHOIO
abopTa 1 MOPOKOB CepIa Y IJI0/1a TIOCTe MPUMEHEHUSI MHTHOMTOPOB CHHTE3a POCTArJaH/InHOB
HAa paHHEM cpoke OepemeHHocTH. CUHMTaeTcs, YTO PHUCK BO3pACTaeT C POCTOM JO3bl U
YBEITMYCHUEM TPOJOKUTEIHFHOCTH JICYCHHS. Y JKMUBOTHBIX BBEJICHHE WHTHOMTOpAa CHHTE3a
MPOCTArjIaHANHOB MPUBOIIO K TIOBBIIIEHUIO YaCTOTHI MPE/- ¥ MOCTUMILIAHTAIIMOHHOW TTOTepH
SMOpPHUOHOB U rudenu 3MOPHOHOB Ha pa3HBIX CpPOKax OepeMEHHOCTH. B mepBoM M BO BTOpOM
TpUMecTpax 0epeMEHHOCTH MPUMEHITh HHTHOUTOPHI CHHTE3a MPOCTATJIaHIUHOB CJIETYET TOJIBKO
B CJIyYasix BBIpAXXEHHON HeoOXxoauMocTH. [I[puMeHeHre "HruOUTOPOB CHHTE3a MPOCTArJaHAMHOB
B TPEThEM TpUMECTpe OEPEeMEHHOCTH MOXKET MPHUBECTH K TOKCHUYHOMY BIIMSHHIO Ha CEepIIe U
Jerkue 1ioja (MpexaeBPEMEHHOE 3aKpBhITHE apTEepPHAIIbHOIO MPOTOKA W Pa3BUTHE JIETOYHOM
TUNIEPTEH3UN), a TakXKe€ K TIOYEHYHOW HEJOCTAaTOYHOCTH M, CIEAOBATEIbHO, YMEHBIIEHUIO
KOJINYeCTBa aMHUOTHYECKON kuakoctu. I[Ipumenenme HIIBII >xenuuuamu B cpoke ¢ 20-oit
HeJenn OEpeMEHHOCTH MOXKET MPUBOIUTH K Pa3BUTHIO MAJIOBOJAMS W/WIIM TATOJOTHH TOYEK y

7



COOTBETCTE ~ ET _: 3_|-:‘ C : E F"[ ':":

oT 07.03.2025 N2 &

HOBOPOXICHHBIX (HEOHATAIbHAsI TMMOYEYHAS JTH( d)YHKHPIISHI:ﬁDMﬁg %FII/I-BI—?I!['O-E)BBJ z;:ll;llﬁ;'resa

MY OTUETY

NPOCTarJiaHAWHOB Ha TO3JHUX CPOKax OEpeMEHHOCTH MOXKET BBI3BATh YIUIMHEHHE BpPEMEHHU
KPOBOTEYEHMS Y MAaTEPH U IUIOJA, a TAKXKE IOJABICHUE COKPATUTEIIbHOW aKTUBHOCTU MaTKH, YTO
MOYET OTCPOYUTH WIH Y/UIMHUTH TIEepUoJl poJoB. B KoHIIE OepeMEeHHOCTH WHTHOUTOPBI CHHTE3a
IIPOCTArJIaHAMHOB MOT'YT BbI3BaTh YJIMHEHUE BPEMEHU KPOBOTEUEHHUsSI y MATEPU U ILIOAA, A TAKIKE
IIOJaBJICHUE COKPALIEHUN MAaTKH, YTO MOKET NPUBECTU K NEpEeHAIINBAaHUIO OEPEMEHHOCTH WU
YBEIUYECHUIO MTPOJOJKUTEILHOCTH POJIOBOTO IIEPUOA.

JlakTamus
JIaHHBIX O TOM, TPOHHUKAET JIK JIOPHOKCHKAM B IPYHOE MOJIOKO Y€JIOBEKa, HET.

JlopHokcukaM OOHApy)XHMBaeTCsI B MOJIOKE CaMOK KpBIC B CPaBHHUTEIBHO BBICOKHX
KOHIIEHTpauuax. JIOpHOKCUKAaM HE TOJKEH IPUMEHATHCS Y KEHIIUH, KOPMAIIUX IPYABIO.

DdepTUabHOCTD

[TpuMmeHeHrne TOPHOKCUKaMa, KaK U JIF000TO mpenapara, HHrHOUPYIONIETO ITUKIOOKCUTCHA3y H
CHUHTE3 MPOCTArJIaHMHOB, MOXET HAPYIIUTh (EPTUILHOCTh U HE PEKOMEHIYETCS KEHILHUHAM,
IUTAHUPYIOIKUM OepeMeHHOCTh. Ecin KeHIIMHAa He MOXXeT 3a0epeMEeHETbh WM MPOXOJIUT
o0creoBaHueE MO MOBOLY OECIUIOAMS, TPUMEHEHHE JTOPHOKCHKaMa CIeAyeT MPeKPaTUTh.

4.7. BunsiHue Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMH H padorarh ¢
MeXaHu3MaMu

HaIII/IeHTaM, Y KOTOPBIX OTMCUACTCA I'OJIOBOKPY’KCHUC W/VJIH COHJIMBOCTD BO BpEMA JICHCHUA
JIOPHOKCHUKAMOM, CJICAYCT BO3ACPKUBATLCS OT BOKIACHUA aBTOMOOMIIS U YIIpaBJICHUA TEXHUKOM.

4.8. HexxenarejibHbIEe peakuuu

Pesrome mpoduis 6e300acHOCTH

HauOonee wacto BcTpewaromuecs HekenareslbHble peakuuu Ha (one mpumeHenus HIIBIT
ormeuatorcsi co crtopoHsl JKKT. B uacTHOCTH, MOryT pa3BUBaTbCs IENTUYECKUE S3BBI,
nephopanys WK KEITyA0YHO-KHILIEYHOE KPOBOTEUEHHE (MHOT/IA CO CMEpPTENbHBIM HCXOJIOM,
0co0eHHO y noxuwibix nanueHToB). [locne npumenenuss HIIBII ormeuanuces TomiHoTa, pBOTA,
uapesi, MeTEOpHU3M, 3a1o0p, IUCIIENICUYECKHE ABJIEHUs, 00N B )KUBOTE, MEJIEHA, KPOBaBasl pBOTA,
S3BEHHBIA CTOMATHT, obocTpeHue konmta U Oonesnn Kpona. B Oomee penkux cioydasx
Ha0JII01a7ICsl FacTPUT.

[Ipumepro y 20 % mMauMeHTOB, NPUMEHSIOMUX JIOPHOKCHKAM, MOTYT pa3BUBAThCS
HEeXeNnarenbHble peakuuu. HauOonee dacTele peaknuu — TOLIHOTa, pPBOTa M JHapes,
JUCTIETICUYECKUE SIBIICHUSI, PACCTPOMCTBO MUIIEBAPEHUS, OOJIN B )KUBOTE.

Coobmanoch 0 ciay4asx oTeka, apTepHalbHONW THIIEPTEH3UH U CEPJIeYHOM HEe0CTaTOYHOCTH B
cBs3u ¢ npumenenueM HIIBII.

Pe3ynpTaThl KIMHUYECKHX HCCIEIOBAHUNA W SNUIAEMHUOJIOTMYECKUE JAHHBIE JAOT OCHOBAHUS
npemnonararb, 4ro npumeHenne HekoTopbsix HIIBII (ocobGenHo nnuTenbHOE W MpPUMEHEHUE B
BBICOKHX J[03aX) MOKET OBbITh CBSI3aHO C IOBBIIIEHHBIM PUCKOM Pa3BUTHS CEPAEUHO-COCYAUCTHIX
TPOMOOTHYECKUX OCIOKHEHHUH (Hanpumep, nH(papKkTa MUOKapa WM UHCYIIbTA).

B enuHMUYHBIX ciydasxX y IALMEHTOB C BETPSHOM OCIOM BO3MOXHO pa3BUTHE CEPHE3HBIX
UHQEKIIMOHHBIX OCIIOKHEHUH CO CTOPOHBI KOKH U MATKHX TKaHEH.
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[IpencraBieHHBIE HIKE TAHHBIC 110 HEXKETIATeLHBIM PEaKIUsIM, KOTOpble Habmoaanmmch y 6oiee

yem 0,05% mnauuentoB u3z 6417, mony4yaBIIMX JICUEHHE B KIMHUYECKUX HCCIEIOBAHMSIX,

KIIACCU(UITUPOBAaHbl TI0 cHCTeMHO-opranHbiM kiaccam (COK) u 9acToTe BO3HMKHOBEHUS.

YacTtoTa BO3HHMKHOBEHHMS HEXKEIATEIbHBIX peaKHI/Iﬁ onpeaciisiyiaCb B

COOTBCTCTBHUU C

kinaccudukanueir BecemupHoit Opranuzanuu 37paBoOXpaHeHHs: Oo4eHb yacto (>1/10), wacto
(> 1/100, o <1/10), meuacto (>1/1000, Ho <1/100), peako (>1/10000, Ho <1/1000), oueHb peaKo
(<1/10000), ywacrtoTa HeW3BeCTHa (Ha OCHOBAaHWW HWMEIOIIHUXCS JaHHBIX OICHHUTH 4YacTOTY

HEBO3MOKHO).
COK YacroTa HexenatenbHble peakuun
HNudexnnn 1 nHBa3NN Penko ®apuHruT
AHeMmusi, TpPOMOOIMTONECHHSA, JIEUKOIEHUS,
Penxo

YAJIUHCHUC BPEMEHU KPOBOTCUCHUSA

HapyieHnust co CTOpOHBI KPOBH U

JUM(PATHIECKON CUCTEMBI
Ouenb penko

Dkxumo3sl. Coobdimianocs 0 Tom, uro HIIBII
MOI‘}/T BbI3bIBATH IIOTCHUUAJIBHO TSKCIIbIC
reMaToJIOTUYCCKUE HAPYIICHHS, HaIpuMep,
HEHTPOTICHHIO, arpaHyJouUTo3,
arIaCTUYECKYI0 aHEMHIO U TEMOJIMTHUYCCKYIO

aHemuio (kiacc-crienupudeckre 3G GHeKTo)

CUCTEMBI

I'Mnep4ayBCTBUTENBHOCTD, BKJIFOYast
Hapyuienus co ctopoHsl
N Penxo aHaQuIaKTOUIHBIE ¥  aHa(HIAKTHYECKHE
UMMYHHOH CHUCTEMBI
peaxkuuu
Hapymenuns merabonusma u AHOpeKcHs, I3MEHEHHsI Beca
Heuacto
MUTaHUS
Heuacto Bbecconnuua, nenpeccus
[lcuxuueckue HapymeHHus
p CrryTaHHOCTB CO3HaHWUS, HEPBO3HOCTb,
elIKO
TPEBOXKHOE BO30OYKAECHHUE
q KpaTtkoBpemeHHble TONOBHBIE 00JHM ciiaboi
acTo
WHTEHCUBHOCTH, F'OJIOBOKPY>KECHHE
. COHIMBOCTD, MAPECTe3UH, HapyLICHUs BKyca,
Hapymenus co cropons! HepBHOU | Penko

TPEMOP, MUTPEHB

OueHsb penko

Acentnueckuil MeHUHTUT y nauueHtos ¢ CKB
5 CMEIIaHHBIMUA 3a00JIEBAaHUSIMHU

COEIUHUTEILHOU TKAaHU

HapyIueHus co CTOpOHbI oprana | 13€TO KOHBIOHKTHBHT
3peHus Pejtko PaccrpoiicTBa 3penus
Hapyienus co cTOpoHbI opraHa [Iym B yiax, BepTHUTO
Heuacto
ciIyxa ¥ TJabupuHTa
Cepauebuenue, TaXuKapans, OTEKH,
Hapymenns co croponsi cepana | Hewacro
cepJieuHas HeIOCTATOYHOCTh
Heuacrto ITpuuB KPOBH K JIHITY, OTEKH
Hapyiienus co CTOpOHBI COCYTOB P AprepuanbHasi ~ THUIEPTEH3HS, TIPUJIMBHI,
eIKO

KPOBOTCUCHUS, TEMATOMBI

Heuacto

Pununt
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COK

YacToTa

ST g e

Hapyuienus co ctopoHsl
JIBIXaTeIbHOU CUCTEMBI, OPTaHOB
TPYAHOH KJIETKH U CPEAOCTEHHS

Penxo

JlncriHon, Karrens, OpoHxocTa3zM

KenynouHo-kuiieqHbIe
HapyLIeHus

Yacto

TomHoTa, 6ONM B KWUBOTE, MHCICIICHYCCKHUE
SIBJICHUSI, TUapesi, pBoTa

Heugacto

3amop, MeTeopusM, OTPBIKKA, CYXOCTh BO PTY,
TacTpPUT, S3BEHHAs OOJIE3Hb XKellynka, 00 B
AIUTACTPATBLHON 0O0JIACTH, sS3BEHHAS OOJIC3HD
JIBEHA/IIIATUTICPCTHOW KHIIKH, WU3bA3BICHUS B
[IOJIOCTH PTa

Penxo

MerneHa, KpoBaBas pPBOTa, CTOMAaTHT, 330(arur,
ractpos3odareanbHblii  peduoke, aucdarus,
a(hTO3HBIN CTOMATHT, TIIOCCUT, TIepdopaTuBHAS
NenTu4ecKas

s3Ba, KEITYAOUYHO-KHUIIICYHOC

KPOBOTCUYCHUE

Hapyiienus co cTOpoHbI IeueHU
U KEITYEBBIBOISIINX MyTEH

Heuacto

[ToBbIIeHIE aKTHBHOCTHU MEYCHOYHBIX
¢depMeHTOB  —
(AnAT) wm acmaprataMHUHO-TpaHCeEpas3sl

(AcAT)

anaHMHaMUHOTpaHcdepasbl

OueHsb penko

FCHaTOTOKCI/I‘IHOCTb, KOTOpasA MOXKXCT IPUBECCTH
K IICYCHOYHOM HEOOCTATOYHOCTHU, TICHATHUTY,
JKCIITYyXEC U X0JIECTa3y

ChI11b, KOXXHBIN 3yn, MOTJIUBOCTb,
Heuacto IpUTEMAaTO3HAS CHITIb, KpanuBHAIIA,
HapyIueHns co CTOPOHBI KOKH H AHTHOHEBPOTHYIECKUI OTEK, aJIOTICTIHS
MOTKOKHBIX TKAHEH Penxo Jlepmatur, sK3ema, myprypa
0 OTek W peakiuu OYJUIE3HOTO THIA, CHHAPOM
e CruBeHca-/[>)koHCOHa, TOKCHYCCKHI
peaKo .
ANUAEPMAIIbHBIN HEKPOIU3
Hapymenus co cTopoHsl Heuacto ApTtpanrus
MBIIICYHOM, CKEJICTHON 1 p bonb B KOCTSX, cia3Mbl MBIIIII, MHAJITHUS
COEIMHUTEILHON TKaHU CaKo
Huktypusi, HapymieHHs MOYCHCITYCKAHWSI,
Penxo MOBBIIICHUE YPOBHS MOYEBUHBI U KPEaTHUHHUHA

Hapymenus co cTOpoHbI IOYEK U
MOYEBBIBOJIAIIUX MyTEH

B KpOBHU

OueHsb penko

YV HanueHToB C yKe UMEIIMMCS HapyLIeHUEM
(GYHKIMH TIOYEK, KOTOPBIM JUIS TOAJCPKAHUS
MTOYEYHOT0 KPOBOTOKA HEOOXOAMMBI TIOYEUHBIE

MPOCTarjJaHuHbl,  JOPHOKCUKAM  MOXET
CIIPOBOIIMPOBATH OCTpYIO MOYEYHYIO
HEJIOCTaTOYHOCTh.  HeppoTokcHyHOCTH B

pasnuuHbIX ¢dopmax, BKIOYAas HEPPUT H
HEPPOTUYECKUH CHHAPOM, SBIISETCS KIacc-

cneungudeckum s¢ppexrom HIIBIT

OOmire HapyLIEHUS U PeaKkUH B
MeCTe BBE/ICHUS

Heuacto

Henomoranue, otek Iuia

Penxo

Acrenus
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BaxHo coo0mare O MOAO3PEBAEMBIX HEKENIATEIbHBIX PEAKLMAX IOCIE PETUCTPaALUU
JIEKapCTBEHHOTO Iperapara ¢ HeNibl0 00eCTIeYeHNs] HePEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS

«II0JIb3a—pPUCK» JICKAPCTBCHHOI'O IIpCriapara.

MenuuuHCKUM  pabOTHUKAM PEKOMEHIYeTCs

COO6H_IaTB 0 JIFOOBIX moaO3pCBACMBIX HCKCIIATCIBbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpfriapara

Yepe3 HAMOHAJIBHBIC CUCTEMBI COO6H_I€HI/I5I 0 HCXKCJIATCIBHBIX PCAKIUAX I'OCyaAapCTB — YJIICHOB

EBpa3uiickoro 3KOHOMHYECKOTO CO03a.
Poccuiickas @enepanus

OenepanibHas ciryx0a 1o Hax30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Anpec: 109012, r. Mocksa, CriaBstHCKas IJI0IIA/1b, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru
CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «HTepHeT:

https://www.roszdravnadzor.gov.ru
4.9. [lepeno3upoBka

CHUMOTOMBI
B ciydae nepeno3upoBKU JIOPHOKCHKaMa MOTYT

Ha6J'IIO)IaTBC$I CJICAYHOIUC CUMIITOMBI: TOIIHOTA

U pBOTA, lepedpaibHble CUMITOMBI (IOJOBOKPY)KEHUE, DPACCTPOMCTBO 3pEHMSI, aTaKCHs,
nepexonduas B KoMy, U Cynoporu). Bo3zMoxHbI HW3MEHEHHS (PYHKIMM MEYEHU U IOYEK U

HapymcHHA CBEPThIBACMOCTHU KPOBHU.

B cinywae mnepeno3uMpoBKM WM TMOJO3PEHUS Ha MEPEAO3UPOBKY TEPANUI0 IpernapaToM

HEMCIJICHHO IMPCKpalaroT.

Jleuenue

B Hacrosmiee BpEMA HET HNAHHBIX IO MEPCAO03UPOBKE, KOTOPBIC ITO3BOJIAIIN OBl OLICHUTHL €€
MOCJICACTBHUA UIIHU ITPEATIOKUTD CHeI_II/I(l)I/ILIeCKOC JICUCHHUC.

BcneactBue cBoero KOpPOTKOI'0 nepuojia moJyBbIBEACHHUA JIOPHOKCUKAM 6BICTpO YAAIACTCS U3

opranusma. /luanus HeapexTuneH.
Jlo HacToALIEr0 BPEMEHU O CYIIECTBOBAHUU

CHEeM(pUYECKOro aHTUAOTa HEWU3BECTHO. [l

JICYCHUA KEITYAOYHO-KUIICUYHBIX paCCTPOﬁCTB MOTYT IPUMCHATHCA aHAJIOTH IpOCTarjiaHJnuHa Hiin

PAHUTUUH.

5. PAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoauHAMHYECKHeE CBOICTBA

(DapMaKOTepaHeBTI/I‘-ICCKaSI rpyimia:

MIPOTUBOBOCIIAJIUTCIILHBIC

U [IPOTUBOPCBMATHYCCKUC

npenaparbl; HCCTCPOUIHBIC MPOTUBOBOCHAIUTCIBHBIC W HNPOTHUBOPCBMATHYCCKUC IIPCIIapaThl;

OKCHKaMBI.
Kon ATX: MO1ACO05.

MexaHn3M IeiCcTBUS

HOpHOKCI/IKaM ABJIACTCA HECTCPOUAHBIM IMMPOTHBOBOCHAIMTCIBHBIM CPCIACTBOM,

oOJazaer

BBIPAKCHHBIM 066360HHB&IOH_II/IM " IMPOTHBOBOCHAIUTCIIBHBIM ,[[CI\/'ICTBI/ICM, OTHOCHUTCA K KJIACCy

OKCHKaMOB.
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B ocHoBe MexaHu3Ma IEeHCTBHUS JIEXKUT ITOIABIIEHNE CI/IH’II‘I;QQHQ&%EJ&QS#(%%F@&DHB&HHC

(dbepMeHTa TUKIIOOKCUTEHA3BI), IPUBOJISIIEE K MOIaBICHUIO BOCIIAJICHUSI.

dapmakoauaamuyeckue d3PpHeKTol

JlopHOKCHKaM HE OKa3bIBaeT BIUSHUS Ha OCHOBHBIC IIOKA3aTEJIM COCTOSHUS OpraHu3Ma:
TeMIiepaTypy Teja, yactory cepaeunbix cokpamenuit (HCC), aprepuanshnoe pasienue (All),
naHHble 3nekTpokapauorpammel (OKI), cimpomeTpuro.

AHanbrerndeckuii 3pQexT JIOpHOKCHKaMa He CBSI3aH C HAPKOTUYECKUM JICHCTBUEM.
JlopHOKCHKaM HE OKa3bIBaeT OMUATOINOAOOHOrO NEHCTBUS HA IIEHTPAIbHYIO HEPBHYIO CHCTEMY
(IHC) u, B ornuune OT HapKOTHUYECKUX AHAJIBI'C€THKOB, HE yTrHETAeT JbIXaHUS, HE BHI3bIBACT
JIEKapCTBEHHOM 3aBUCUMOCTH.

BcnencrBrue Hanuuusi MECTHO-pA3IpaXkaroiero JeUCTBUS B OTHOIICHUH KeJTyA0YHO-KUIIIEYHOTO
tpakra (JKKT) n cucremnoro ymereporeHHOro 3¢dekra, cBI3aHHBIX C TMOJABICHHEM CHHTE3a
MPOCTArJIaHANHOB, OCJIOXHEHUSI cO CTOpOoHbl JKKT SBIAIOTCA 4YacThIMM HEXKeIaTeIbHBIMU
s dexTamu py TEYSCHUHU HECTEPOUIHBIMU MPOTUBOBOCHAIUTEIHHBIMU IIPETapaTaMH.

5.2. ®apmakoKuHeTHYECKHE CBOMCTBA

AOGcopOuus

MaxkcuManbHasi KOHLEHTpalus JIOPHOKCHKamMa B IUIa3Me MpPH BHYTPUMBIIIEYHOM BBEICHUU
JocTUTaeTCs MpuoIu3nTeNbHO yepe3 0,4 Jaca.

AbGcomoTHas 6nogocTymHOCTh (paccuntanHas mo AUC - mromaas mo KpuBOW «KOHIICHTPAIIHSI-
BpEMs1») TIOCJI€ BHYTPUMBIIICYHOTO BBEIEHUS cocTaBisieT 97 %.

Pacnpenenenne

.HOpHOKCI/IKaM O6H3py>KI/IBaeTC$I B IIa3MC B HCU3MCHCHHOM BUJIC U B BUJIC THAPOKCHIIMPOBAHHOT'O
MeTaboauTa. CTEleHb CBI3bIBAHUS JIOPHOKCHUKamMa € OeJIKaMH IIJ1a3Mbl COCTaBJISET OKOJIO 99 % u
HC 3aBUCUT OT KOHIICHTpPAlIUU.

BI/IOTDaHCd)ODMaHI/IH

JIOpHOKCHKAM B 3HAYUTEIBHOI CTETICHN META00IM3UPYETCSI B TICUECHH, B OCHOBHOM ITOCPEJICTBOM
TUAPOKCHIIMPOBAHMUSI 10 HEAKTUBHOTO  S-THJIPOKCHJIOpPHOKCHMKama. buotpanchopmanus
JIOPHOKCHKaMa  OCymecTBisiercss  mocpeactBoM — m3odepmenta CYP2C9.  BceneactBue
nosmmMopdu3mMa reHa, KOIUPYIOMIETo AaHHBIM (EPMEHT, CYIIECTBYIOT JIIOJU C MEIJEHHBIM U
6BICTpBIM MeTadOoIN3MOM nmpemapara, 4To MOXET IMPUBCCTH K 3HAYUTCIIBHOMY IMOBBIIICHUIO
YPOBHSI JIODHOKCHKaMa B ITUIa3Me y JIUI[ C MEIUICHHBIM MeTa00JIM3MOM. [ MIPOKCUIMPOBAHHBIN
METa0oaUT He oOyiagaeT (apMaKoIOrHYecKold aKTUBHOCTHIO. JIOPHOKCHKAM MMOJHOCTHIO
METa0OIM3UPYeTCs: TpUMepHO 2/3 mpenapaTta BBIBOJUTCS TEUeHbIO, a 1/3 — moykamu B BUJIEC
HEaKTHBHOTO METa0O0JInTA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
ManHuTON

Hatpus sperar

Tpomeramon
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6.2. HecoBMecTHUMOCTL

B cBsA3M ¢ OTCYTCTBHEM MCCIIEIOBAHUN COBMECTHMMOCTH, JAHHBIM JICKAPCTBEHHBIN Iperapar He
clenyeT CMEUIMBaTh ¢ APYTMMHU JIEKaPCTBEHHBIMU IIPEIapaTaMu.

6.3. Cpok rogHocTu (CpoOK XpaHeHus1)

2 roja.
[TpuroToBICHHBIA PACTBOP HEOOXOMMO HCITOIB30BATh B TeUCHHE 24 4acoB.

6.4. OcoOble Mepbl PE0CTOPOKHOCTH NMPHU XPAHEHUU
Xpanute 1pu Temneparype He Boime 25 °C BO BTOPUYHON yITaKOBKe (ITayke KapTOHHOM ).
6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

KonmgecTBo npenapara, coaepxaiiee 8 Mr IeHCTBYIOIIETO BEIIECTBA, BO (JIAKOH METUIIMHCKUN
TEMHOTO CTEKJIa 1-TO THAPOJIMTUYECKOTO Kjacca, YKYIMOPEHHBIM MPOOKOW pe3MHOBOM
OpoMOYTHIIOBOI MIIM TIPOOKOI PE3NHOBOM, MIIM MPOOKOM PE3MHOBOM /ISl YITAKOBKH JTHO(UITBHBIX
JIEKapCTBEHHBIX CPEACTB, 3aKaTAaHHOH KOJIIMAYKOM U3 (HOJIBI'H aTFOMHHUEBOM.

[To 1 ¢gumakony BMecTe ¢ UHCTPYKIUEH IO MNPUMEHEHHIO B TMA4Ky M3 KapToHa JUIs
notpeduTensckoil Tapel win 1o 5, 10 ¢nakoHOB B IUIACTUKOBBIM MOAJMOH U3 TIUICHKU
MOJIMBUHUJIXJIOPUIAHON, WM U3 MOMUATHIIEH(TANaTa BMECTE C HHCTPYKIMEH MO MPUMEHEHHIO B
MayKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJH30BAHHOIO
JIEKAPCTBEHHOr0 mpenmapara WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJAe NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHuMmyJIsiliiU ¢ pPenapaTom

OcoOble TpeOoBaHUSI OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccuiickas ®enepanus

3A0 «KaHoHpapma MpogaKIIH»

141100, MockoBckast 0611, r.0. lI[énxoBo, r. lI]&énkoBo, yn. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnekTpoHHas nouta: safety@canonpharma.ru

7.1. IlpencraBure/ib AepsKaTesisi perMCTPALHOHHOIO YAOCTOBEPECHHS
[IpereH3uu noTpeduTeNel HANPaBAATh 110 a/IPECY:

Poccuiickas ®@enepanns

3A0 «KaHnoHdapma MpogaKIIH»

141100, MockoBckast 06011., r.0. lI]énxoBo, T. I{énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecnnatHas ropsiyast TuHUS 24 yaca)

DnexkTponHas nmoyra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A
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9. IATA TMEPBUYHON PETMCTPALMU (MONTBEPACEHMS PEFMCTPAILMY,

INEPEPETUCTPALIMN)

10. IATA IEPECMOTPA TEKCTA

OGimast xapakTepHCTHKa JIeKapCTBEHHOro mpenapara JlopHokcnkam KaHoH nocrymHa Ha
UH(OPMAIIMOHHOM MopTaie EBpasuiickoro 3>KOHOMHYECKOTO €032 B  HMH(POPMAIHOHHO-
KOMMYHHKAIMOHHOM cetu «HTepHeT» https://eec.eaeunion.org/.

14



