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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO MPENAPATA- = U005

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Kcedpokam, 8 wmr, nmodunuzar g NOPUTOTOBIEHUS pacTBOpa Il BHYTPUBEHHOTO H
BHYTPUMBIILIEYHOTO BBEJICHUS.

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrolee BEMIECTBO: IOPHOKCUKAM.

1 ¢uakoH conepkut jopHOKcHKaM 8,0 Mr (KOJIMYEeCTBO JIOPHOKCHKaMa, BKJI04ast U30bITOK 7,5 %,
COCTaBIISIET 8,6 MT).

BemiectBa, Hanmume KOTOPBIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Tpernapara: HaTpui (CM.
paznen 4.4).

[TonHbIl epeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JInodunuzar 11si MPUrOTOBIICHUS PACTBOPA Il BHYTPUBEHHOTO M BHYTPUMBIIIIEYHOTO BBEICHUS.
IlnotHasg Macca KenToro 1BeTa.

BoccTanoBneHHBIM pacTBOp — MPO3pavyHbIA PACTBOP KEITOTO IIBETA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO

KpaTkoBpeMEeHHOE CHMIITOMATHYECKOE JICUCHHWE JIETKOTO W YMEPEHHOTO OCTPOro OO0JIeBOTrO
CHUH/IpOMA Y B3pPOCTIBIX.

4.2. Pesxum 103MpOBaHus U cIOCO0 NPHMMEHEeHHUSs

PexxuM o3upoBaHus

[Tpenmapar Kcedokam nuodmnmzar nas OPUTOTOBICHHUS pacTBOpa s BHYTPUBEHHOTO U
BHYTPUMBIIIEYHOTO BBEJCHHUSA TPUMEHAETCS TOJBKO s KyIMPOBAHUS OCTPOro OO0JIEBOrO
CHUHIPOMA, ECJIM IIPUEM IIperapaTa BHyTPb HE NIPEACTaBIISAETCS BOZMOKHBIM.

Pexomenayemasi oqHOKpaTHas 103a: 8 MI' BHYTPHUBEHHO WJIM BHYTpUMBIIIeuHO. CyTOoUuHas J03a HE
JOJDKHA TpeBblmate 16 Mr. HekoTopblM malMeHTaM MOXXET IOTpeOOBaThCSl BBEICHHE
JOTIOJTHUTEIBHOM TO3bI 8 MI' B TEYEHUE MEPBBIX 24 4acoB.

Crnenyer MCIONB30BaTh MHUHUMAIBHO 3(P(GEKTUBHYIO 103y MHUHMMAIbHO BO3MOXKHBIM KOPOTKUM
KypCcoM.

Jlns BceX MalMeHTOB J03bl U PEXUM BBEJCHMS JOJDKHBI OBITh OCHOBAHbI Ha MHIUBUAYAJIbHOU
peakuy Ha JieueHue. PUCK BO3HMKHOBEHHS HE)KEJIATENIbHBIX SIBJICHUN MOXKET ObITh 3HAUYUTEIILHO
YMEHBIICH, €CIU MPUMEHATh Mpernapar B HauMeHbIneld 3(pQekTuBHOI n03e B TeueHHe Haubolee
KOPOTKOT0 IIeproJia, He0OOXOAUMOT0 [yl 00JIer4eHUs] CHMITOMOB.
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Hab;ueHmbl noaHCuUs0c0 so3pacma

CrnenmaibHO MOAOMPATH 103y MAIMEHTaM IMOXKHUJIOT0 Bo3pacTa (crapiie 65 net) He TpeOyeTcs, eciu
HEeT HapylIeHus: QYHKIMHM TOoYeK Wiu nedeHu. [Ipemapar cienyer mpuMeHsTh ¢ OCTOPOIKHOCTHIO,
MOCKOJIBKY B 3TOH BO3pAacTHOW TpyMIE HEXKeNaTelbHbIE SIBJICHHS CO CTOPOHBI >KETYIOYHO-
kumeunoro tpakra (KKT) nepenocsres xyxe.

Hauueﬂmbz C NOYEeYHOoU HedOCMAamo4HOCHbIO

[TanieHTaM C JIGTKUM WJIM yYMEPEHHBIM HapylleHHeM (YHKIMHM TOYeK MOXKET MOTpedoBaThCs
KOppeKus J03bl. JIOpHOKCHMKAM MPOTUBOINOKA3aH MalMeHTaM C TSOKEJIOW  MOYEeYHOU
HEZ0CTaTOYHOCTBIO.

Tayuenmuol ¢ neuenounol HEOOCMAaMOYHOCMbIO
[TaneHTaM ¢ yMEpEeHHBIM HapyleHHeM (QYHKIMH MEUeHH MOXKET MOTPeOOBATHCS KOPPEKIUS 103BI.
JlopHOKCHKaM MPOTUBOMOKA3aH MALMEHTaM C TSDKEJIOW MEYEeHOUYHOM HEAO0CTATOYHOCTHIO.

CTU

JlopHOKCHKaM He NpeaHa3HayeH JJIsl MPUMEHEHHS Y AETeH M MOJPOCTKOB Milame 18 jieT, Tak Kak
JAHHBIX 10 ero 0e30MmacHOCTH U YPPEKTUBHOCTH HEJOCTATOYHO.

Cnoco0 mpuMeHeHus

BHYTpUBEHHO, BHYTPUMBILIEYHO.

[Tocne mpUTOTOBIEHUS PacTBOpA Uy 3aMEHSIOT. BHYTpUMBIIIEYHbIC HHBEKIINH JIETAI0T JJTHHHON
UTJION.

BoccTanoBneHHBIM pacTBOp — MPO3pavyHbIA PACTBOP KEITOTO 1IBETA.

IIpuroToBIEHHBIN pacTBOpP BBOJAAT BHYTPUBEHHO WJIM BHYTPHUMBILIECYHO IIPU ITOCIIECONIEPALMOHHBIX
0O0JISIX ¥ BHYTPUMBIIIIEYHO TTPU OCTPOM IPUCTYIIC JTFOMOATro/HIIHaITHH.

JUINTEeNbHOCT, BHYTPUBEHHOIO BBEICHMS pacTBOpa JOJDKHA COCTAaBJIATH HE MeHee 15 cekyHn,
BHYTPHUMBIIIEYHOTO — HE MEHEE 5 CEKyHA.

WMHCcTpyKumMy 10 NMPUTOTOBIIEHUIO JIEKAPCTBEHHOI'O Mpernapara nepes NIpUMEHEHUEM CM. B pasJiele
6.6 OXJIIL

4.3. [IporuBOoNOKAa3aHUs
e [ UnepyyBCTBUTENBHOCTh K JIOPHOKCMKAMy WM JIIOOOMY W3 BCIOMOTaTeNbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

® TIOJHOE WJIM HEMOJHOE COYeTaHWe OPOHXHAIBLHOW acTMBI, PEIUAMBHPYIONIETO MOJIMIT03a HOCA
WIA  OKOJIOHOCOBHIX  TMAa3yX, pPHHUT, AaHTHOHEBPOTHYECKHII  OTEK, KpalWBHHALA U
HCIICPCHOCUMOCTD aHeTHHcaﬂHHHHOBOﬁ KHCJIOThI n APyrux HECTCPOUAHBIX
npoTtuBoBociasiuTeNbHbIX npenapaTtos (HIIBII) (B T.4. B anamHe3e);

® TPOMOOIIMTOIICHUS,

® reMOpparMuecKuil quaTe3 WM HApyLIEHUS CBEPTHIBAEMOCTH KPOBH, a TaKXkKe TeM, KTO IepeHec
OTEpPALINH, CONPSKEHHBIE C PUCKOM KPOBOTEUECHHS WJIM HETIOJHOTO Te€MOCTa3a;

® [IEpHOJ MOCJE NPOBENECHUS A0OPTOKOPOHAPHOT'O IIYHTHPOBAHMS;
® JICKOMIICHCUPOBaHHas CEpACcUHasi HENOCTATOYHOCTB;

® OSPO3HMBHO-SA3BEHHBIE M3MEHEHUS CIIM3UCTOM >KEIylKa WU 12-mepcTHON KHILIKH, AaKTHBHOE
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KEITYJOUYHO-KHIICYHOC KPOBOTCUCHUC,

1epeOpOBACKYIISIPHOE HITH HHOE KPOBOTEUCHHE;

JKCITYJOYHO-KHUIICYHBIC KPOBOTCYCHHUA WU nep(bopauml SA3Bbl B AaHaAMHE3€, CBA3daHHBLIC C
npuemom HIIBIT;

AKTUBHAa MENTHYCCKAA sA3Ba UKW PECHUAWMBUPYIOIIAA IICIITUYCCKAA A3Ba B aHAMHE3C,

BOCHIAJIUTENIbHBIC 3a0osieBaHusl KuiiedHUKa (Oose3Hb Kpona, s3BeHHBIM KOJMUT) B (hasze
obocTpeHus;

TAXKEIIad ICUCHOYHAasd HEAOCTATOYHOCTD,

BhIpa)KEHHAsI TIOYeYHasi HEJOCTaTOYHOCTh (YPOBEHB CHIBOPOTOYHOIO KpearuHuHa Oozee 700
MKMOJIb/JT), POTPEeCCUpyronue 3a00IeBaHus TTOYEK, MOITBEPKACHHAS THIICPKATHEMHUST;

OEpEeMEHHOCTD;
[IEpUOJ IPYAHOIO0 BCKapMIIMBAHHUS;

narueHTam B Bo3pacte 10 18 seT (13-3a He10CTaTOYHOT'O KJIMHUYECKOTO OIBITA).

4.4. OcoOble yka3zaHusi U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBIO

npu MOBBIINIEHHOM CKJIOHHOCTH K KPOBOTCUYCHUAM

npyu HapylmeHud (YHKUIUHU TOYEK JIETKOW (KpeaTHHHH CBhIBOPOTKH 150-300 MKMOIB/T) MK
yMepeHHOU cTeneHu (kpeaTuHuH chIBOPOTKH 300-700 MKMOJIIB/IT);

NIPY HApYIICHHH CUCTEMBI CBEPTHIBAHUS KPOBH;
MIpU HapylIIeHUU QYHKIHUH TTeUYeHU (HarpuMep, UPPO3 TICUCHH ),

y MallMEeHTOB cTapuie 65 JeT;

y MaIMEHTOB C 3a00JI€BaHUAMU JKETYJOYHO-KHILIEYHOTO TPAKTa B aHAMHE3E;

pU OJHOBPEMEHHOM IpHEME JIEKApCTBEHHBIX CpPEICTB, KOTOPBIE MOTYT IOBBIIIATh PHUCK
00pa3oBaHUs 5I3B U KPOBOTECUCHUH (TIEPOPATBHBIE TITFOKOKOPTHKOCTEPOU B, AHTUKOATYJISTHTHI
(HanmpuMmep, BapQapuH), CEJIEKTUBHbIE MHTHOMTOPHI OOPAaTHOrO 3axBaTa CEPOTOHHMHA U
AHTUTPOMOOIIMTAPHBIC MpenapaThl (HapuMep, alleTHIICATUITAIIOBAs KUCIIOTA);

y MalMEeHTOB C (paKTOpaMH pUCKa Pa3BUTHUS CEPICUHO-COCYIMCTHIX 3a00IeBaHUI;
y TIAIMEHTOB C OPOHXHAILHON acTMOM B aKTUBHOM (pa3e WM B aHAMHE3E;
y TIAIMEHTOB C CUCTEMHOM KpacHOU BomyaHkoi (CKB);

Yy NalUCHTOB CO CMCIIAHHBIMU 3a00/I€BaHUSIMUA COGHHHHTGHBHOﬁ TKaHHU.

Oco0ble yKa3aHus

JlopHOKCHKaM TOMABISET arperanuo TPOMOOIIMTOB U YAJIUHSET BPEMsI KPOBOTCUCHUS, TTOITOMY
ClIeNyeT C OCTOPOXXHOCTBIO NPHUMEHATh TMpenapar TMpd TOBBIIIEHHON CKJIOHHOCTH K
KPOBOTEUYECHUSIM.

[Ipu cnepyromux HapyuieHusix npemnapaT Kcedokam crnegyeT NpHUMEHATh TOJBKO TOCTE
TINATEIHHOM OLIEHKHU 0KUJAEMO MOJIb3bl TEPATUU U BO3MOXKHOTO PUCKA Y:

— TMAlUEHTOB C HapylieHHeM (DYHKIIMH MOYEK: OT JETKOW CTeneHH (KpEeaTUHUH CHIBOPOTKH
150-300 MxMoOB/1T) 10 yMEpeHHOU creneHu (KpeaTWHUH ChIBOPOTKH 300-700 MKMOIB/M),
TaKk Kak TMOJAJIep)KaHWE TOYEYHOTO KPOBOTOKA 3aBUCUT OT YPOBHS IOYCYHBIX
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yXyaueHus QyHKIMY TOYEK B MPOLECCE JICUCHHUS.
—  KoHTposnb QyHKIMH MOYEK JOIKEH OCYIIECTBIATHCS Y TAllUEHTOB:
e IepeHeclINX OOIMPHOE ONEepaTUBHOE BMEUIATENbCTBO,
®  C CEpleYHOM HENOCTAaTOYHOCTBIO,

¢ [IOJyYalOIIUX OJHOBPEMEHHOE JIeUeHUE JUYpeTHKaMU WM  [pernapaTamu,
o0aialoMu TOKa3aHHOHN WK TIPE/IoiaraeMoil He)pOTOKCHYIHOCTHIO;

— TAIMEHTOB C HAapyLIICHHEM CHCTEMbl CBEPTHIBAHMSA KPOBHU: PEKOMEHJIOBAHO TIIATEIHHOE
KJIMHUYECKOe HAOJIOJIeHHEe M OLEHKa JIaOOpaTOpHBIX  IOKa3aTelel, Hampumep
aKTUBUPOBAHHOTO YaCTUYHOTO TPOMOMHOBOTO BpeMeHH (AUTB).

— TMAlUEeHTOB C HapyleHneM (QYHKIMH NeYeHU (LUPPO3 MEYCHH): PEKOMEHIYETCs IPOBOIUTH
peryisipHoe KIMHUYECKOoe HaOII0JeHHe U OLEHKY J1a00paTOPHBIX MOKazaTeel, Tak Kak Mpu
JICYCHUH JIOPHOKCUKAMOM B CYTOUYHOMU J103€ 12-16 Mr BO3MOXHA KyMYJISIIUS ITpenapara.

— TAamMeHTHl crapme 65 JeT: pPEeKOMEHIYeTCS KOHTPOIb (YHKIMM TI€UYeHH W TIOYEK.
IIpuMEHATH C OCTOPOKHOCTBIO y MAIMEHTOB IOKWJIOIO BO3pacTa B IMOCIEONEPALMOHHOM
Iepuoe.

Oonoepemennoe npumenenue ¢ HIIBIT

Heo6xomumo m3berats omHoBpeMeHHOTo npuMenenus ¢ Apyrumu HIIBII, Bkimrodas cenekTuBHbBIC
uHruouropsr L{OI'-2.

Munumuzayusa nedxcenamenvHuix 3¢ppexmos

HexenarenbHble 3(pQEKT MOXHO MHHHUMHU3UPOBATh, UCIONb3Ysd HauMEHbINYI0 3(deKTuBHYIO
703y Tperapara B TCUCHHE HAMMEHBIIETO NMPOMEXYTKa BPEMEHH, JOCTATOYHOTO JUISI KOHTPOJIII
CHUMIITOMOB.

Kenyoouno-kuuieynoe kposomeuerue, s36a, nepghopayus JKKT

XKenynouHo-kuiieyHoe KpoBOTeUeHHE, s3Ba, Mnepdopanus MOryT BO3HHKHYTH Ha (oHe
npumenenus 001X HIIBIT u criocoOHBI mpuBecTH K JeTaibHOMY ucxoxy. llpemympexaaromiue
CUMIITOMBI WK cepbe3Has narojorus KKT MoryT oTcyTCTBOBaTh B aHAMHE3€ NAllMEHTA.

Puck xpoBoteuenus, 53861 win nepdopauuu XKKT nosbimaercsa npu ysenuuenuu no3sl HIIBII, y
HaIMeHTOB ¢ s3BeHHbIM nopaxeHueM JKKT B aHaMHe3e, 0COOEHHO OCI0KHEHHBIM KPOBOTEUEHUEM
wii nepdopanmend, U y MNOXWUIBIX Joned. TakuMm mnamueHTaMm clieyeT HAuWHATh JICYCHHE C
HAauMEHBIIEH BO3MOXKHOW JTO3bl. Y 3THX ITALIMEHTOB, a TAK)KE IMALIMEHTOB, MOIYYarOIUX TEPANHIO
HU3KHMH [03aMH aLEeTHICAIUIUIOBOM KHUCIIOTHl MU APYIMMH JICKAPCTBEHHBIMM IIpElapaTaMu,
KOTOpPBIE MOTYT YBEIWYHUTh JKEIyAOYHO-KHUIIEYHBIM PHUCK, CJIEAYyeT PAacCMOTPETH BOIPOC O
KOMOWHUPOBAaHHOHN TEpaINuU C TaCTPONPOTEKTOPHBIMU areHTaMu (HaIpUMep, MU30IPOCTOIOM WIIH
MHTUOMTOpaMU NPOTOHHOW TOMIIBI). PekoMeHIyeTcs: perysipHO NMPOBOAUTH OLIEHKY COCTOSHUS
TaKuX MalUeHTOB.

[Tarmentsl ¢ mobounsiMu 3¢ dextamu co croponsl KKT B aHamHe3e, 0COOEHHO B TOXKHIIOM
BO3pacTe, JOJHKHBI OBITH TPOMHCTPYKTUPOBAHBI O HEOOXOIMMOCTH COOOIIATh 000 BCEX HEOOBIYHBIX
cumnromax co ctoponbl JKKT (0coOeHHO 0 KemyT0YHO-KUIIICUHBIX KPOBOTEUCHHSIX), OCOOCHHO Ha
HAYaIbHOM CTAIUU JICUCHHSI.

Cnexyer ¢ OCTOPOKHOCTBIO TPUMEHSTH JIODHOKCHMKAM TIPH  OJHOBPEMEHHOM  IIpHEMeE
JIEKapCTBEHHBIX CPE/ICTB, KOTOPhIE MOTYT HMPUBECTH K YBEIMUYCHHIO PUCKAa OOpa30BaHMs 53B HIIU
KPOBOTEUEHHSI, TAKMX KaK MepopajbHbBIC TIIOKOKOPTUKOCTEPOUIBI, aHTHKOAryJISIHTHI (HarpuMmep,
Bap(apuH), CEJICKTUBHbIE WHTMOUTOPHI OOPATHOrO 3axBaTa CEPOTOHMHA M AHTHUTPOMOOIUTAPHBIC
npenaparsl (HarmpuMep, aleTUIICATUITUIOBAs KUCIOTA).
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JMY OTUETY

clielyeT OTMEHUTD.

Cnenyer c¢ octopoxHocTbio npuMeHsaTs HIIBII mamuentam ¢ maromoruedt XXKT B anamuese
(s13BEHHBIN KOIUT, 0oNie3Hb KpoHa), Tak Kak COCTOSIHUE MAIleHTa MOXKET YXYIITHTHCS.

Hauueﬂmbz nooaicus10co so3pacma

[Toxxuible JTIOAM UMEIOT MOBBIIIEHHYIO YacTOTYy HeenarenbHbIX peakiuii Ha HIIBII, ocobGenno
eIy JOUHO-KUIIEYHbIX KPOBOTEUEHUH M mepdopanuii, KOTOpble MOTyT HMPHUBECTH K JIETAILHOMY
UCXOLY.

Cepoeuno-cocyoucmule u yepebposackyisipHule 3a001e8aHUS

[TanrenTam ¢ apTepUaNbHON THIIEPTEH3UEH B aHAMHE3€ WM IIPUCYTCTBYIOIIECH B HACTOSALIEE BpeMs
W/WIM  JITKOM WM yMEPEHHOW 3aCTOMHOW CEpACYHOM HEJOCTaTOYHOCTBhIO  Tpedyercs
COOTBETCTBYIOIMII MOHUTOPUHI M KOHCYJbTAlUs, MIOCKOJIBKY COOOINANOCH O CIy4asX 3aJEpiKKH
YKUJIKOCTHU U pa3BUTUA 0T€KOB npu nnpuMmeHenun HIIBII.

JlaHHbIE KIMHUYECKUX U AIHUAEMUOJIOTMUECKUX MCCIEA0BAHNUN yKa3blBalOT HA TO, YTO HEKOTOPHIE
HIIBII, ocobeHHO B BBICOKMX [103aX W TPH JUIMTCIBHOM NPUMEHEHUH, MOTYT TOBBIIIATh PHUCK
apTepUANBbHBIX TPOMOOIMOOJIMUECKUX OCIIOKHEHHH (Hampumep, HUH(apKTa MHOKapAa WM
MHCYJNbTa). JlaHHBIX, YTOOBI UCKITIOYUTH HAJTMYHME TAKOTO pUCKa JUIsl TOPHOKCHUKaMa, HEJIOCTATOYHO.

[TanpeHTaM C HEKOHTPOJIUPYEMOM apTEpUAILHOM TUIEPTCH3UEH, 3aCTOMHOM CepACYHOMN
HE/IOCTaTOYHOCThIO,  YCTAHOBJICHHOM  MIIEMHYECKOW OOJIe3HBbIO  cepAua, 3aboseBaHUsAMHU
nepudepuyeckux apTepuil u/niaM 1epedpoBaCKyIAPHBIMU 3a00JIEBAaHUSIMU JIOPHOKCHKAM CIIEIYeT
Ha3HA4aTh C KpalHEH OCTOPOKHOCTHIO. Takas k€ OCTOPOKHOCTh HEOOXOIWMa MPH JIUTEIHHOM
HA3HAUYEHUH TpenapaTta NalueHTaM, Y KOTOPBIX MMEIOTCS (DaKTOphl pUCKA CEPICUHO-COCYIUCTHIX
3a0oneBaHui (HampuMmep, apTepualbHas TUNEPTEH3Us, TUIEPIMIUAECMHUs, caxapHbli aualer,
KypEHHE).

IIpu onHoBpemennoMm npumenennn HIIBII w remapuHa npu TpPOBENECHUM CIUHAIBHOM U
BHHI[ypaJII:HOfI AHCCTC3UU MOBLIIIACTCA PUCK PA3BUTUSA I'CMATOMBI.

Bonesnu xoorcu

B odeHp penkux ciydasx cooOmanoch o cBsizaHHbIX ¢ npuMeHeHreMm HIIBIT TsokenmbIx KOXKHBIX
peaxkuusax, B HEKOTOPBIX CIy4yasX C JIETAIbHBIM HCXOJIOM, BKJIIOYas HKC(HOIMATUBHBIN NE€pPMATUT,
cungapom Crusenca-/xoncona (CCI) u toxkcuueckuit snuaepmanbubiii Hekposu3 (TEN). Puck
TaKMX peakiuil Hanbosiee BHICOK B Hayalle TEpalHM - pa3BUTHE peakluu HaOII0JaeTcsl B MEpBBIN
MecsI JIeYeHHUsI B OOJBIIMHCTBE ClydaeB. [IpuMeHeHne TOpHOKCHKAaMa CIIeyeT MPEeKpPaTUTh MpHU
MIEPBOM K€ IMOSBJICHUM KOXKHOW CBIMHU, BBICHIMIAHUNA HA CIU3UCTHIX 000JIOUKAX HIIN JIIOOBIX APYTUX
MIPU3HAKOB TUIEPYYBCTBUTEIBLHOCTH.

Pecnupamopusie 3a60nesanus

C 0CTOpPOKHOCTBIO CIIEYET MPUMEHSTh Mpenapar MaueHTaM ¢ OpoHXHUaIbHOM acTMON B aKTUBHOM
daze unam B aHaMHe3e, MOCKOJIbKY wu3BecTHO, uto HIIBII moryr cmpoBomuwpoBaTth y Takux
MAIMEHTOB OPOHXOCTIa3M.

Cucmemnas KpacHas 60JI4aHKA U CMeularHHvle 3a001e6aHUs. COCOUHUMENbHOU MKAHU

HeobOxomumo coOmtogaTh OCTOPOXKHOCTH TPU NPUMEHEHUH JIOPHOKCMKAMa Yy TAIlMeHTOB C
cucteMHOl kpacHoW Boimuankoil (CKB) u cMmemanHbIME 3a00JIEBaHUSIMU COSAMHUTEIHHOM TKaHHU,
TaK KaK Yy HUX MOKCT 6BITB IMOBBIIICH PUCK ACCITUYCCKOI'0O MCHUHI'UTA.

Hegpomokcuunocmo

OpnoBpemenHoe npumeHenne HIIBII u  Takponumyca  MOXKET  yBEIMYMBATh  PUCK
HE(POTOKCUYHOCTH  BCIECACTBUE IIOJABJICHUS CHHTE3a MpOCTalMKJIMHA Toukamu. [lpu
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PTHOMY OTYETY

(GYHKIHIO TTOYEK.
Jlabopamopnvle nokazamenu

Kak u nns 6onpimmacTBa HIIBII, co06mIanock o ciiydasx MOBBIMIEHUS aKTHBHOCTH CHIBOPOTOYHBIX
aMUHOTpaHcdepa3, YpPOBHA CHIBOPOTOYHOTO OWIMPYOMHA WM JPYyTUX OHOXUMHUYECKHUX
mokasaresiei (pyHKIMU TEeUeHHU, a TaKXKE O TOBBIIICHUH YPOBHEH CHIBOPOTOYHOTO KpPEaTHMHHUHA U
MOYEBUHBI M O JAPYIHMX OTKIOHEHHUSX JIabOpaTOpHBIX ToKaszarened. Ecim mo0oe W3 Takmx
OTKJIOHECHHH OKa)KETCS 3HAYUMBIM WU OyAEeT COXPaHAThCS IUTEIBHOE BPEMs, MPUMEHEHHE
JIOPHOKCHKAaMa CJIeAy€eT NPEKPaTUTh U HA3HAYUTh COOTBETCTBYIOIIME UCCIETOBAHMSI.

DepmunvHocms

[IpumeHeHune JOpHOKCHKaMa, Kak W JIOOOro mMpernapaTa, WHTHOMPYIOIIETO LHUKJIOOKCUTEHA3y U
CHHTE3 IPOCTArIaHIMHOB, MOXET HApyIIUTh (EPTHIBHOCTh U HE PEKOMEHIYETCs >KEHIIMHAM,
IUTAHUPYIOIIMM  OepeMeHHOCTh. Eciam KeHIIMHa He MOXeT 3abepeMeHeTb WM MPOXOIUT
o0clieioBaHMe IO MOBOY OECIUIOANs, TPUMEHEHNE IOPHOKCUKAaMa CIIeAyeT MPEKPAaTHTh.

Bempsnas ocna

PexoMenayercss m30eraTth MpUMEHEHHUS! JTOPHOKCHKAMa y TMAlMEHTOB C CEPhE3HBIMU HH(EKITUIMU
KOXXKM M MSTKHX TKaHEH, BbI3BAHHBIMH BUPYCOM BETPSHOM ocmbl. Ha cerogHsmHuil AeHb HEIb3s
UCKJIIoYaTh crnocoOctBytouryto poiab HIIBII B oOoctpenun »tux uHpeknuii. Takum o6pazom,
JKeJnaTelbHO n30eraTh MPUMEHEHHUS JJOPHOKCUKaMa TP BETPSIHOM OCIIe.

BcrnioMorarennbHBIC BEIIECTBA

Janublii npemapat comepkuT mMeHee | mmonb (23 Mr) Hatpus Ha 103y, TO €CTh IO CYTH HE
COLEPIKUT HATPHUSL.

4.5. BzaumoneiictBue ¢ JpPYrdMHM JIeKAPCTBEHHBIMM TpernaparamMm W JApyrue BHIbI
B3aMMO/JeHCTBHS

OnHoBpemMeHHOE MpuMeHeHue npemnapaTta Kcedokawm u:

— IUMETHIMHA — IIOBBIIAET KOHIIEHTPAIMIO JIOPHOKCHKAMa B IUIa3Me KPOBH, YTO MOJKET
YBEIMYUTh PHUCK pa3BUTUs MOOOYHBIX 3(PQEKTOB JOpHOKCHMKaMa. BzammoneiictBus ¢
PAHUTHIMHOM U aHTAlUIAHBIMU TIPETapaTaMy HE BBISBICHO;

— QHTUKOATyJITHTOB (HampuMmep, BapdapuH) WIM HWHTHOMTOPOB arperaiud TPOMOOIIUTOB —
BO3MOXXHO YBEJIMUYEHHE BpPEMEHH KpPOBOTEUEHHUS (IOBBIIICHHBIH PHCK KpOBOTEUEHUS,
HE00X0IUM KOHTPOIb MEXTyHAPOIHOTO HOpMann30BaHHOTO oTHOIIeHus (MHO));

— (ennmpokymoHa — cHHKAeT Y3PPEKTUBHOCTD JeUeHHs (PEHITPOKYMOHOM;

— renapuHa — HIIBII mnoBslmaroT puCK pa3BUTHS KPOBOTEYEHUS M CIUHAIBHOM WIH
SNUAYPAJIBHON IeMaTOMBI IIPU OJHOBPEMEHHOM INPUMEHEHHM C TEIIApUHOM IIPHU NPOBEIECHUU
CIIMHAJILHOM WX JIUyPaJIbHON aHECTE3HH;

— uHruOuTOpoB AIl® — MOXKET NPUBOAUTH K CHIKEHHIO THIIOTEH3UBHOTO JEHCTBUS MHTHOUTOpA
AllD;

— OeTa-aipeH00I0KaTOPOB — CHUIKAET THIIOTEH3UBHYI0 () (PEKTUBHOCTH OeTa-aJpeH00I0KaTOPOB;

— 0OJIOKaTOpOB peuentopoB aHruoreHswHa Il — CHmWKaeT TUNOTEH3UBHYIO 3(P(HEKTHBHOCTH
0JIOKaTOpPOB perenTopoB anruoreHsuna II;

— JUYPETUKOB — CHIKaeT MOYErOHHBIH 3(PQGEKT U TUIOTEH3MBHOE JEHCTBHE TMETJIEBBIX
THA3UAHBIX U KanuiicOeperaiomux IMypeTHKOB (MTOBBIICHHBIA PUCK Pa3BUTHS TUIIEPKATUEMHUN
1 He(PPOTOKCUIHOCTH);
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JUTOKCHHA — CHHMXACT MMOYCUHBIN KIIMPCHC [OUIj

JMY OTUETY

JIMTOKCHHA;

XMHOJIOHOBBIX aHTHOMOTHKOB (Hampumep, JeBO(IOKCaIuH, O(IOKCAIMH) — TOBBIIIAET PUCK
Pa3BUTHS CYIOPOKHOTO CHHIIPOMA;

aHTHArperaHToB (HampuMep, KIOMUIOTPENI) — TOBBIMIAET PHUCK KEIyJA0YHO-KUIIEUHOTO
KPOBOTECUCHHS;

npyrux HIIBII — yBennuuBaet puck uzbsaspiaenus JKKT win kpoBoTedeHuMid;
[JIFOKOKOPTUKOCTEPOMIOB - YBEIUUMBaeT puck u3bs3pieHus KKT uim kpoBoTeueHnii;

METOTpEKCaTa — TIOBBIIIAET CBHIBOPOTOYHYIO KOHIIEHTPAIIMIO METOTpEeKcaTa. OJTO MOXKET
NIPUBECTH K YCHIICHHIO TOKCHYHOCTH. [Ipr HE0OX0AMMOCTH OJJHOBPEMEHHOTO IPUMEHEHHS ITHX
npenapaToB TpeOyeTcs MPUCTATLHOE HAOMIOICHNE 32 TTAIIUEHTOM;

CEJICKTUBHBIX HMHTHOMTOPOB OOpaTHOrO 3axBaTa CEpOTOHMHA (HANpUMEp, IUTAJIONpaM,
¢ryokceTHH, mapoKCeTHH, cepTpaiuH) — nossimaeT puck XXKT kpoBoTeueHuii;

cosneit mutua — HIIBII nomaBistoT noveuHblid KJIMPEHC HOHOB JINTHS, TOATOMY KOHLIEHTPALUS
JUTHS B CBIBOPOTKE KPOBH MOKET MPEBBICUTH Npees TOKCHUYHOCTH. HeoOXoauMo mocTosiHHOE
HaAOJIO/IEHUE 32 YPOBHEM HOHOB JIUTHUS B CHIBOPOTKE KPOBH, OCOOCHHO Ha MEPBOHAYATIEHOM
JTaIle JEUYEHHUs, IPU U3MEHEHUU J03bl U IPEKPALCHUH JICUEHNS,

HUKIOCIIOPUHA  —  TIOBBIIIAET CBIBOPOTOYHYIO KOHIIEHTPALIUIO LUKIIOCTIOPHUHA.
HedpoTOoKCHYHOCTD IIMKIIOCTIOPUHA MOKET YCHUJIMBATHCS BCIEICTBUE BIMSHMS JIOPHOKCHKaMa
HAa CHHTE3 TMOYEYHBIX MPOCTArIaHAUHOB. IIpM COBMECTHOM NpPUMEHEHHHM IpEnapaTtoB
HE00XOIMMO CIIEIHUTD 32 (YHKIMEH MOYEK;

IPOM3BOJHBIX CYJIb()OHMIMOUYEBUHBI (HampUMep, TJIMOCHKIAMHIA) — TOBBIMIACTCS PHUCK
THITOTJIUKEMHUH;
nedamanmon, uedomnepazon, 1medoTeTaH, BaIbIpPOEBas KUCIOTAa — YBEIWYUBACT PUCK
KpPOBOTEUYEHUS;

BEIIIECTB, SBISIOMIMXCS HMHAYKTOpaMH W HHruoutopamu uzodepmenta CYP2C9 muroxpoma
P450: nopuokcukam (kaxk u apyrue HIIBII, merabomusupyembie uzodepmerntom CYP2C9
utoxpoma P450) — B3aumozielicTByeT ¢ ero HHAYKTOpaMU U HHTHOUTOpaMu;

TaKpOJIMMYyCa — TOBBIIIAET PUCK HEPPOTOKCHUHOTO 3(pdeKTa BCleACTBUE YTHETCHHUS CHHTE3a
IPOCTALUKINHA B Toukax. [Ipy coBMeCTHOM pUMEHEHHUH IpenapaToB HEOOXOAUMO CIEIUTH 32
GyHKIHEH MmoYek;

nemetrpekcena — HIIBII moryT cHu»kaTh MOYEYHBIN KIMPEHC MEMETPEKCENa, YTO MPUBOIUT K
BO3PACTaHUIO HEPPOTOKCUYHOCTHU U HKETyI0YHO-KUIICYHOW TOKCUIHOCTH Mpernapara, a Takke K
YTHETEHUIO KPOBETBOPEHHUSI.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMSA

bepemeHHOCTH

[IpemapaT mMpOTHBOIIOKa3aH NpU OEPEMEHHOCTH, IOCKOJbKY KIMHHUYECKUX JAaHHBIX IO €ro
NpUMEHEHHIO TIpu OepeMeHHOCTH HeT. [lojaBlieHWe CHHTE3a MPOCTArjaHIuHOB MOXET OKa3aTh
OTpHLIATEIbHOE BJMSHWE Ha Te4YeHHe OEpeMEeHHOCTH W/WiM pa3BuUTHE IUioAa. JlaHHbIE
AMHUIEMHUOJIOTHYECKIX HCCICIOBAHUN YKa3bIBAlOT HA MOBBIMICHHBIH PUCK CaMOIPOHU3BOIBLHOTO
abopTa 1 MOPOKOB cep/Ia y IIo/ia Mocie NPUMEHeHU HHTHOUTOPOB CUHTE3a MPOCTarjaHInHOB Ha
paHHEeM cpoke OepeMeHHOCTH. CUHMTAeTCs, YTO PHCK BO3PACTACT C POCTOM JIO3bI M YBEIHUYECHHEM
MPOJOJDKUTEIBHOCTH JICYeHHs. Y JKMBOTHBIX BBEJCHHWE HMHTHOMTOpAa CHHTE3a MPOCTArjaHIMHOB
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SMOPHOHOB Ha Pa3HbIX CPOKax OepeMeHHOCTH. B mepBoM u BO BTOPOM TpUMECTpax OEpeMEHHOCTH
IPUMEHATh MHTUOUTOPBI CHHTE3a IMPOCTAIVIAHAMHOB CIENYeT TOJbKO B CIIydasX BbIpa)KEHHOU
HeoOxonuMocTu. [IpuMeHeHne MHTHOMTOPOB CHHTE3a IMPOCTAIIAHIMHOB B TPEThEM TPHUMECTpE
OEpEeMEHHOCTH MOKET IPUBECTH K TOKCMYHOMY BIMSHHMIO Ha CepAlle M JIETKHE IUIoJa
(mpeXIeBpEMEHHOE 3aKphITHE apTepUAbHOTO MPOTOKAa M Pa3BUTHE JIETOYHOM THIIEPTEH3MH), a
TaKkKe K IIOYEeYHOW HEJOCTaTOYHOCTH M, CJIEJOBATEJbHO, YMEHBIICHHIO KOJUYECTBA
amHuotnyecko sxkuakoctu. Ilpumenenne HIIBII xenmmuHamMu B cpoke ¢ 20-oif Hexenu
OEpeMEHHOCTH MOXET MpPHUBOAMTH K pPa3sBUTHIO MaJOBOAMSA W/WIM TATOJIOTUM TOYEK Yy
HOBOPOXKJICHHBIX (HEOHaTalbHas mMoueuHas AucyHkuus). [IpumMeHeHne WHTHOMTOPOB CHHTE3A
IPOCTAIVIAHAMHOB Ha IMO3/HUX CpOKax OEpeMEHHOCTH MOXET BbI3BATH YAJIUHEHHE BPEMEHU
KPOBOTEUCHHSI Y MaTe€pH U IUIO/IA, a TaKXKe MOAABICHUE COKPATUTEIbHONH aKTMBHOCTH MAaTKH, YTO
MOJKET OTCPOYMTh WM YJUIMHUTH MEPUOA PoAoB. B KoHIe OGEpeMEHHOCTH MHTHOMTOPBI CHHTE3a
MPOCTArJIaHAMHOB MOTYT BBI3BATh YAJUHEHUE BPEMEHU KPOBOTEUEHHUS Y MAaTepH U IJIOJA, a TAKXKe
MOJIaBJIEHUE COKPALCHWH MAaTKH, 4YTO MOXXET IPUBECTH MPHUBECTH K IEPEHALIMBAHUIO
0epeMEHHOCTH MJTH YBEIUYCHUIO IPOIOIDKUTEIHLHOCTH POAOBOTO MEPUO/IA.

JlakTamus
JIaHHBIX O TOM, IIPOHUKAET JIM JIOPHOKCUKAM B IPYJHOE MOJIOKO Y€JIOBEKA, HET.

JlopHOKCHKaM OOHapy>KUBAeTCA B MOJIOKE CAMOK KPbIC B CPAaBHUTEJIBHO BBICOKUX KOHIEHTPAIUSX.
IIpumeHneHnue nmpenapaTa B IEPUOJ] TPYIHOTO BCKapMJIMBAaHUS [TPOTUBOIIOKA3aHO.

DepTUILHOCTD

[IpuMeHeHHE JTOPHOKCHKaMa, Kak W JII0OOro mpenapaTa, MHTHOMPYIOIIET0 LUKIOOKCUTEHA3y W
CHUHTE3 MpPOCTarjaHAMHOB, MOXET HApYIIUTh (EpTUILHOCTh U HE PEKOMEHIYETCS >KEHIIMHAM,
IUTAHUPYIOIIMM OepeMEHHOCTh. EciaM JKEeHIIMHA HE MOXeT 3a0epeMEHeTh WM TPOXOIUT
oOcetoBaHue 10 MOBOY OecIionus, MPUMEHEHHE JTOPHOKCHKaMa CleayeT NPeKpaTUTh.

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

[TaneHTam, y KOTOPBIX OTMEYAETCsl TOJIOBOKPY)KEHHE W/WIM COHJIMBOCTH BO BpeMs JICUCHUS
JIOPHOKCUKAMOM, CJIEAYET BO3JEPKUBATHCS OT BOXKAECHUS aBTOMOOMIIS M YIIPABJICHUS TEXHUKOM.

4.8. He:xxennaTesibHbIE peaKIIuu

Pesrome mpoduiist 6e3onacHOCTH

Haubonee wuacTo BceTpeuarommecs HeXelarelnbHble peakuuud Ha ¢one npumeHenus HIIBII
orMmeuaroTcs co ctopoHsl JKKT. B wacTtHOCTH, MOTYT pa3BUBaThCS MENTHYECKUE S3BbI, iepdoparus
WIH JKENTyJI0YHO-KHUIIEYHOE KpPOBOTEUYEHHE (MHOTJA CO CMEpPTENbHBIM HMCXOJOM, OCOOEHHO Y
MalMeHTOB TOoXKmiIoro Bo3pacta). Ilocne mpumenenuss HIIBIT ormedanuch TomHOTa, pBOTA,
auapesi, MeTEOPU3M, 3arop, TUCIETICUYECKHE SIBICHUs, OOM B KUBOTE, MEJICHA, KpOBaBasi PBOTA,
SI3BEHHBI CTOMATHUT, 000CcTpeHue KoiuTa 1 6one3nn Kpona. B Gomnee penkux cirydasx HaOmtomancs
racTpHT.

[Ipumepno y 20 % nanueHToB, TPUMEHSIOINX JIOPHOKCUKAM, MOTYT Pa3BUBAThCs HEXKEJIATEIbHbIE
pCaKkmuu. HaI/IGOHGG YaCTbIC PCAKIMU — TOINHOTA, pBOTA U AUAPCS, AUCIICIICUYCCKUC SABJICHHA,
paccTpoiicTBO NuIleBapeHusi, 00U B KHUBOTE.

Coo0manoch 0 ciiydasx OTeKa, apTepHaIbHON TUIEPTEH3UH U CEPIEeYHON HEAOCTATOYHOCTH B
cBs3u ¢ npumenenrem HITBII.

PeByHBTaTBI KIIMHUYECKUX I/ICC.HGI[OBaHI/II\/'I U 3SIUACMHUOJIOTHUYCCKUC HOAaHHBIC MJarOT OCHOBAaHUSA
npeanoararb, 4ro npuMeHenue HekoTopbix HIIBII (ocobeHHO mnmuTenbHOE W NMPUMEHEHHE B
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TPOMOOTHUYECKUX OCTIOKHEHUH (HampumMep, HHPapKTa MUOKap/a U UHCYIIbTA).

B eauHW4HBIX ciaydasx y DANUEHTOB C BETPSHOM OCIOW BO3MOXXHO pPa3BUTHE CEPBbE3HBIX
MHQPEKITMOHHBIX OCJIOKHEHHH CO CTOPOHBI KOXKU M MATKUX TKAHEH.

Pe3roMe HexemaTenbHbIX PEAKIIUNI

B npuBeneHHO# HIKe TaONMIle TepedrClIeHbl HeXKeIaTelIbHbIE PEaKIIui, KOTOPhIe HAOIIOAIHNCh Y
oonee yem 0,05% marueHToB U3 6417, MoaydaBIIUX JICUCHUE B KIIMHUYECKUX MCCIICTOBAHUSIX.

HexenarenbHble peakiiuu CrpyNIIMPOBAHBI 110 YaCTOTE Pa3BUTUA B COOTBETCTBUU CO CIIEAYIOLICH

KJIacCU(PUKAINEH:

oueHb yacto (> 1/10);

gacto (ot > 1/100 mo < 1/10);
Hevacto (ot > 1/1000 go < 1/100);
penko (ot > 1/10000 go < 1/1000);
oueHb peako (< 1/10000);

qacToTa HEM3BCCTHA (Ha OCHOBAaHUH UMCHOIIUXCS NJaHHBIX OOCHUTH HGBOSMO}KHO).

CucremHoO- Yacrora HexenarenbHbie peakyuu
OpraHHBII KJ1acc
Undexnun n Penxo DapuHTUT
WHBA3UU
Hapymenus co Penxo AHemus1, TPOMOOIIUTOTICHUS], ICHKOTICHUS, yUIMHEHNE BPEMEHU

CTOPOHEI KPOBH H
muMpaTHIECKO
CUCTEMBI

KPOBOTCUCHHA

OueHs penko

OxxumMo3sl. Coobinaaocs o ToM, uro HIIBII MoryT BBI3bIBATH
MOTCHIMATBHO TSDKENbIC TeMaTONOTUISCKUE HAPYIIICHHS,
HaIpUMeEp, HEHTPOTICHUIO, arpaHyJIOIUTO3, ATUNTACTHYECKYIO
AHEMUIO ¥ TEMOJIUTHYECKYIO0 aHEMUIO (KJIaCC-CIeu(UICeCKIe

s dexThI)

Hapyuienus co Penxo ['unepuyBCTBUTEIBLHOCTD, BKIHOYAst aHA(UITAKTOMIHbIC U
CTOPOHBI UMMYHHOM aHaA(WITAKTHYECKUE PEaKITUU

CHUCTEMBI

Hapyuienus Heuacto AHopekcus, U3MEHEHUS Beca

MeTabonmu3Ma u

MTUTaHHS

Ilcuxuueckue Heuacto becconnua, genpeccust

HapyIICHUS Penxo CryTaHHOCTH CO3HAHMsI, HEPBO3HOCTbh, TPEBOKHOE BO30YKICHIE
Hapyuienus co Yacrto KpatkoBpeMeHHBIE TOIOBHBIE 00IH CJ1a00 MHTEHCUBHOCTH,
CTOPOHBI HEPBHOI TOJIOBOKPY>KCHHUE

CHCTEMBI Penxo COHIUBOCTB, MAPECTE3UU, HAPYIICHUS BKYCa, TPEMOP, MUTPEHb

OueHs penko

Acentnueckuii MeHHHTHUT y TlarineHToB ¢ CKB 1 cMernmanHbpIMu
3a00JIeBaHUSME COCJIMHUTEILHON TKaH!

Hapymenus co Yacro KoHBIOHKTHBUT

CTOPOHBI OpraHa Penxo PaccrpoiicTBa 3penus

3peHHUs

Hapyuienus co Heuacto [IIym B ymiax, BEpTUTO

CTOPOHBI OpraHa

clIyXa U JJAOUpUHTA

Hapyenust co Heuacto CepauieOueHue, Taxukapusi, OTeKH, cep/ieuHasi HeI0CTaTOYHOCTh
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CTOpPOHBI TIEUYEHU U
JKETYEBBIBOSIINX
nyTen

CucremHo- Yactora
Opra”HbIM Kjacc

CTOPOHBI cepana

Hapymenus co Heuacto [IpunuB KpOBH K JIUITY, OTEKU

CTOPOHBI COCYJIOB Penxo ApTepualibHasi THICPTEH3US], IPUIIUBbI, KPOBOTECUCHHMSI, TEMATOMBI

Hapyuienus co Heuacto Punur

CTOPOHBI Penxo JwucmHod, Kamens, OpoHxocIa3zM

JIBIXaTEJIFHOH

CUCTEMBI, OPraHOB

TPYAHOU KJIETKU U

CpEIOCTEHUs

Hapymenus co Yacro TomHoTa, 00MH B )KUBOTE, TUCTICTICHUECKHE SBICHUS, AUAPEs,

CTOPOHBI pBOTa

KEITYA0THO- Heuacto 3arop, MeTeopus3M, OTPBDKKA, CYXOCTh BO PTY, TaCTPUT, S3BEHHAS

KHILIEYHOTO TPAKTA 00J1e3Hb JKenyAKa, 00U B SNHUracTpajibHOl 001acTH, Si3BeHHAS
00J1e3Hb ABEHAALATHIICPCTHOMN KHIIKH, U3BSI3BICHUS B MOJIOCTH
pTa

Penxo MeneHna, KpoBaBasi pBOTa, CTOMATHT, 330(arur,

ractpos3oareanbHbiil peduitoke, aucdarus, ahTO3HBIA CTOMATHT,
TJIOCCUT, TiepdopaTuBHAs IENTUYECKas S3Ba, KETyJOUHO-
KHIIIEYHOE KPOBOTEUCHHE

Hapyuienus co Heuacto [ToBbIllIcHHE aKTUBHOCTH MIEYEHOYHBIX (PEPMEHTOB —

anmannHamMuHOTpaHcdepassl (AAT) unm acnapraTaMHUHO-
tpanchepassl (AcAT)

OueHs penko

reHaTOTOKCI/I‘IHOCTB, KOTOpas MOXCET IIPHUBECTHU K MIEYCHOIHOM
HCAOCTATOYHOCTH, I'CIIATUTY, XKCIITYXC U XOJICCTA3Y

Hapymenus co
CTOPOHBI KOXKHU U
OJIKO’KHBIX TKaHEH

Heuacro ChlIib, 3y, MTOTIMBOCTD, SPUTEMATO3HAS CHIIb, KPATUBHUIIA,
AHTHOHEBPOTHYECKUH OTEK, aJIOTeNHs
Penko JepMarut, sk3ema, mypiypa

OueHsb penko

Otek u pcakuumn 6mee3Horo TUmna, CAHAPOM CruBcHca-
I[)KOHCOHEI, TOKCHYCCKHI 3HHZ[epMaHBHBIﬁ HCKPOJIN3

CTOPOHBI OYEK U
MOUYEBBIBOISIIINX
nyTen

Hapyuienus co Heuacto Aptpanrus

CTOPOHBI MBITIICYHOH, | Penko Bonb B KOCTSAX, cIa3Mbl MBIIIIL], MHAITHS

KOCTHOU K

COCIMHUTEIIEHOM

TKaHH

Hapymenwnst co Penxo HuxTypus, HapyIeHHS MOYEHCITY CKaHUS, TTOBBIIIIEHNUE YPOBHS

MOYCBUHLBI 1 KpCAaTUHWHA B KPOBU

OueHsb penko

Y ManueHToB ¢ yKe HMCIOIUMCS HapyIIeHHeM (DYHKIIUHU TOYCK,
KOTOPBIM JIJISI TTOJ/ICPIKaHKs TIOUYEYHOTO KPOBOTOKA HEOOXOTMBI
MOYCYHbBIC MPOCTATIAHANHBI, TOPHOKCHKAM MOXET
CIPOBOIMPOBATEL OCTPYIO MOYCUHYIO HEJOCTATOUHOCTb.
HedpoTOKCHYHOCTD B pa3nvHbIX (hopMax, BKIIFOUAs HEPPUT U
He(DPOTHUIECKHUI CHHAPOM, SBIISCTCS KIIacC-CICUPHUISCKAM

s dexrom HITBIT

OO0ure HapyuieHus
Y PEaKIuH B MECTE
BBEJICHHS

Heuacto

HCZ[OMOFaHI/Ie, OTCK JIMIa

Penxo

Actenns

IIpu nmosiBIEHUM NMPU3HAKOB MOPAKEHUS NMEYEHU (KOXKHBIM 3y[, MOXKEITEHUE KOXKHBIX IOKPOBOB,
TOLIHOTA, PBOTa, OOJM B JKUBOTE, IMOTEMHEHHE MOYHM, IOBBIIIEHUE YPOBHS «IIE€YEHOUHBIX
TpaHCAMHHA3») cJelyeT IPEeKpaTUuTh IPUMEHEHNUE Mpernapara U 00paTUThCS K JIeHaleMy Bpady.
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(no 1:.—”5,.].': BATENEHOCTE 000%)

COO6I.H€HI/I$I 0 MOJO03PEBACMBIX HEXKECIATCIbHBIX PCAKIIHNAX

BaxxHo cooOmiaTh 0 Mog03peBaeMbIX HEXKENATENBHBIX PEaKIUAX TOCIe PEerucTpalu mpernapara ¢
[ENbI0  O0ECIEYCHUsT HEMPEPHIBHOTO MOHUTOPHHTA  COOTHOINCHHS  «IOJIb3a —  PHCK»
JIEKapCTBEHHOTO Tpemnapara. MeauIuHCKUM paOOTHUKAM PEKOMEHIYeTcss cooOIarh O JIOBIX
MOJIO3PEBAEMbBIX HEXKEATeIbHBIX PEAKIMAX JIEKAPCTBEHHOTO Mpernapara 4epe3 HaIlMOHAIbHBIC
CUCTeMBI COOOIICHHS O HEXENaTelIbHBIX pPEaKIUsiX TOCYAapCcTB — uUJIeHOB EBpasuiickoro
HKOHOMHYECKOTO CO03a.

Poccuiickas @edepayus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOOXpaHEHUS
Anpec: 109012, r. Mocksa, CiaBsiHCKast Iiioniaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru

i npr@roszdravnadzor.gov.ru

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

Pecnyonuxa Apmenus

«IleHTp 3KCHEepTU3bI IEKApCTB U MEAUIIMHCKUX TexHoiorui» ['HKO
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas nmoyra: vigilance@pharm.am

Caiit: http://pharm.am/

Pecnyonuxa benapyco

VII «lleHTp 2KCnepTu3 U UCIBITAHUM B 3PaBOOXPAHCHUN
Anpec: 220037, r. Munck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnexTpoHHas mouta: repl@rceth.by

Caitr: https://rceth.by/

Pecnybnuxa Kaszaxcman

PI'TI na IIXB «HauuoHanbHBIM LEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB W MEIUIIMHCKUX
m3nenmity  Komurera MemuuuMHCKOrO #  (papMaieBTUYECKOrOo KOHTpoONsi MuUHHUCTEpCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonslp, yi. A. maHoBa, 13

Tenedon: +7 (7172) 235 135

OnexrponHas noura: farm@dari.kz

Caitr: https://www.ndda.kz/

Kuvipevizckas Pecnybnuka

JlemapTamMeHT JIEKapCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3/1eauil MuHHCTEpCTBA 3ApPaBOOXPAHEHHUS
Keipreizckoii PecrryOnmku

Anpec: 720044, r. bumikek, yia. 3-1 Jlunus, 25

Tenedon: 0800 800 26 26

OnektpoHHas moura: pharm@dlsmi.kg

Caiit: https://dlsmi.kg/

4.9. Ilepeno3upoBka
B HacToAmCC BpPEMA HCT AAHHBIX IO TCPCAO3HUPOBKE, KOTOPLIC IMO3BOJISAIN 61:1 OLICHUTH €€
MOCIIEACTBHS WM NPEUIOKHUTH crielnpuyeckoe JeueHue.

CHUMIITOMBI

B cnyuae mepeno3upoBku mnpenapata Kcedokam MoryT HaOmOAaThbes CIAEAYIOUIME CUMIITOMBI:
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TOIITHOTA ¥ PBOTA, LIepeOPAIbHBIE CUMITOMBI (TOJIOE Ovame'}:gerI:'bggc;lvoﬁdé'ﬂ_%@ﬁﬂ/{nrif&ﬁ%ﬁ,

nepexonsmas B KOMy, W Cyaoporu). Bo3mMOXHBI W3MeHEHUs (PYHKIMHM TICYEHH M TIOYEK H
HapyILIEHUs CBEPTHIBAEMOCTH KPOBH.

Jleuenue

B ciyuae nmepeao3upoBKY WK MTOA03PEHUS HA TIEPEIO3UPOBKY TEPAIHIO MPETapaToM HEMEICHHO
MpeKpamaT. BeneacTBiue cBOEro KOPOTKOTO MEpHOa IOMYBBIBEIEHUS JOPHOKCHUKAM OBICTPO
yaaisieTcst u3 opranusma. J{namus HeapdexTuneH.

J10 HACTOSIIEro BPEMEHH O CYIIECTBOBAHUH CIIEU(DUUECKOTO aHTHIOTA HE U3BECTHO. J[J1s IedeHHs
KEITyJ0YHO-KUIIEUYHbIX PAcCTPOMCTB MOTYT MPHUMEHSTbCS AaHAJOTHM MpOCTarjaHAdHa WIH
PaHUTHIVH.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapMakoTeparieBTUYeCKass Ipylnmna: MpOTHBOBOCHAIMTENbHBIE U MPOTHBOPEBMATUYECKHE
npenaparbl; HECTEPOMJIHbIE MPOTHBOBOCHIAIUTENbHBIE W MPOTHUBOPEBMATHYECKUE MPEMapaThl;
OKCHKaMBl.

Kox ATX: MO1ACOS5.

MexaHusM aeiicTeus U hapMakoauHaMudeckue 3O HEKTHI

.HOpHOKCI/IKaM ABJICTCA  HCCTCPOHUAHBIM  MPOTHUBOBOCHAIUTCIBHBIM  CPCACTBOM, 06na;[aeT
BBIPpAKCHHBIM 066360J’II/IBaIOH_II/IM U IIPOTHUBOBOCHAINTCIBHBIM I[CﬁCTBPICM, OTHOCHUTCA K KJIaCCy
OKCHUKaMOB.

B ocHoBe mMexaHu3Ma JEHCTBUS JISKHUT MOJABICHUE CHHTE3a MPOCTArjJaHAMHOB (MHTHOMpPOBaHUE
depmenta nukinookcureHassl (L1OI)), mpuBoasIee K YMEHBIICHUIO BOCTIATICHUS.

JlopHOKCHMKaM HE€ OKa3blBaeT BIIMSHUS HA OCHOBHBIE IIOKAa3aTeU COCTOSHUSA OpraHu3Ma:
TEMIIEpAaTypy Teja, 4acTOTy JbIXaHUs, 4acTOTy cepieuHbix cokpamieHuit (HCC), aprepuanbHoe
nasnenue (AJl), nanusie snexrpokapauorpammsel (OKI'), ciupomerpuro.

AmnanpretTuyeckuii 3¢ (exT JIOpHOKCUKaMa He CBA3aH C HAPKOTUYECKUM JICHCTBUEM.

[Ipenapar Kcedokam He oka3pIBaeT OMHMATONOAOOHOTO MEHCTBHS Ha IEHTPAIbHYIO HEPBHYIO
cuctemy (HHC) u, B oTinuumMe OT HApPKOTUYECKUX AHAJbIC€THUKOB, HE YTHETAeT [bIXaHUS, HE
BbI3bIBACT JIEKAPCTBEHHON 3aBUCUMOCTH.

BceneactBue Hammuus MecTHoO-pasapaxkatomiero naedctus B oTHoumeHMH JKKT wm cucremnoro
YJIBLIEPOT€HHOTO 3P PEKTa, CBA3aHHBIX C MOAABICHUEM CHHTE3a IPOCTArJaHANHOB, HAPYIIECHHS CO
croponsl JKKT sBIstoTCS yacThIMU HekenaTenbHbIMU d(dextamu npu tedennn HITBII.

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

AOGcopOrms

MakcnumarnbHass KOHIEHTpaNus JIOPHOKCHKAaMa B IIa3Me KPOBHU IPH BHYTPHUMBIIIEYHOM BBEACHUH
nocturaercs npudnmsurensHo yepes 0,4 gaca.

AGcomoTHas 6nogoctynHocTh (paccuntanHas mo AUC — miomaas moj KPUBOH «KOHIIEHTpAIUs-
BpEMS») NIOCIIE BHYTPUMBILLIEYHOTO BBEJEHUS cocTaBisieT 97 %.

Pacopenenenune

JlopHokcukaM OOHapy>KMBaeTCss B IUIa3Me€ KpOBM B HEH3MEHEHHOM BHJIE U B BHUJC
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TUIPOKCHIIMPOBAHHOTO MeTabonuTa. CTeneHb CBS3bIBAaHUS |JI-BBI;OEQI&§I'5TLE%EM<EIIVHI :hJ‘lIalzi\;If',I

KpOBH cOCTaBisieT okoilo 99 % wu He 3aBUCUT OT KOHIEHTpauuu. JIopHOKCHKaM Takxe
0o0OHapy’KUBaeTCsA B CAHOBUAJIBHOM MIKOCTU IIOCII€ MHOTOKPaTHOTO BBEJICHMS.

Buorpauchopmariust

JlopHOKCHKaM B 3HAUUTENHHOU CTENEHU METaOONU3UPYETCs] B MEUYEHU, B OCHOBHOM IOCPEICTBOM
THAPOKCWJIMPOBAHHUST IO  HEAKTHMBHOTO  S-TUIPOKCHIOPHOKCHMKaMa.  buotpanchopmanus
JIOPHOKCHKaMa  ocymiecTBisieTcss  mocpenactsom  m3odepmenta  CYP2C9.  Bceneacrtsue
nonuMopdu3mMa reHa, KOAUPYIOMIET0 MaHHBIM (EPMEHT, CYIIECTBYIOT JIOAH C MEJICHHBIM H
OBICTPBIM MEeTa0O0JIM3MOM IpenapaTa, 4To MOKET IPUBECTH K 3HAYUTEILHOMY MOBBIIICHUIO YPOBHS
JIOPHOKCUKaMa B ITUTa3Me€ KPOBH y JIMII C MEMJIECHHBIM MeTa0onu3MoM. [ MApOKCHIMPOBAHHBIM
MeTaboiuT He o0iamaer (HapMaKoJOTHUUECKOW aKTUBHOCTBIO. JIOpHOKCHKAaM  TOJIHOCTBIO
MeTabonu3upyeTcs: MpuMepHO 2/3 mpemapara BBIBOAMUTCSA TMEYECHbIO, a 1/3 — mouykamMu B BUIE
HEaKTUBHOTO MeTaboINTA.

ONUMUHALMSA

[Tepuon nmomyBbIBEICHUS IOPHOKCHKAaMa B cpelHeM cocTaBiigeT oT 3 10 4 4. [locne npuema BHYTpb
npumepHo 50 % mpenapara BBIBOAUTCS ¢ KaJoM U 42 % — movkamu, I1aBHBIM 00pa3oM B BHUJE 5-
TMJIpOKCUIOpHOKCHKaMa. [lepuox  momyBbIBEACHMST  S-THUAPOKCHIOPHOKCHKAMa  COCTAaBIISIET
IIPUMEPHO 9 4 1ociie mapeHTepanbHOro BBeAeHUs | ninm 2 pa3a B cyTKku. JloKa3aTeNbCTB TOrO, YTO
CKOPOCTb 3JIMMHMHALIMN U3MEHSETCSI IIPU TOBTOPHOM BBEJICHUHU J03bI, HET.

dapMaKOKMHETHKA Y OTACILHBIX I'PYII IAIIMEHTOB

VY manueHToB NOKUII0ro Bo3pacta (crapiie 65 jeT) KiupeHc npenapata cHukeH Ha 30-40 %.

VY mnauuMeHToB ¢ HapyUIeHHWsMH (QYHKIMM TI€UYEeHH WM TO0YeK He HaOIIofaeTcs 3HAYMMBIX
W3MEHEHUH KMHETHKH JIOPHOKCHKaMa, 32 UCKJIFOUEHHEM KyMYJISIUH Y TAallUEHTOB ¢ XPOHUYECKUMHU
3a00JIeBaHUSAMU TIEUYSHH TT0CTIe 7 THEH JieueHus B CyTO4HOM f03e 12 mr wim 16 mr.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTeibHbIX BelIECTB

ManHauTON
Tpomeramon
Huuarpus sperat

6.2. HecoBMecTHMOCTD

JlaHHBIN JIEeKapCTBEHHBIM Mpemapar HeE CIEeAyeT CMENIMBaTh C JPYTUMH JIEKapCTBEHHBIMU
npermapaTamu.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 roxa.

[IpuroToBneHHBII pacTBOP HEOOXOIUMO MCITOIB30BATh B TeUCHUE 24 YaCOB.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUHU

[Ipu remnepatype He Bbie 25 °C.
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6.5. XapakTep u coaepkaHue YNaKOBKH

KonuyectBo mpemnapara, cojepkaiiee 8 Mr JeiCTBYIOIIErO BEUIECTBA, MOMENIAIOT BO (UIAKOH U3
TemHOro crekna (crexio I tuna EBp. ®dapm.) o6beMoM 6 MII, yKYIOPEHHBINH PE3WHOBON MTPOOKOH,
00>kaToi aTIOMUHHUEBBIM KOJIMAYKOM M 3aKPBITOW IIACTMAaCCOBOM KPBILIKOW, oOecneunBaronien
KOHTPOJIb IIEPBOTO BCKPBITHS.

ITo 5 ¢akoHOB ¢ JIMOPUIN3ATOM B IJIACTMKOBOM IOJ/IOHE MIIM O€3 MOAJ0HA MTOMEUIal0T BMECTE ¢
JMCTKOM-BKJIJIBIIIEM B KAPTOHHYIO TAUKYy.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MM OTXO0/J0B, MOJYYEHHBIX MocJe NMPUMEHEHHS JIEKAPCTBEHHOIrO INpenapara u
Apyrue MAHUMYJISALMHU ¢ TPenapaTomM

IIpuroroBieHnue pacTsopa

PactBop 1711 BHYTPUBEHHOT'O M BHYTPHUMBIIIEYHOTO BBEICHMSI TOTOBAT HEMOCPEICTBEHHO MEpen
BBEJICHUEM IIYTEM PACTBOPEHHS COAEPKUMOTO OAHOro (hyakoHa (8 Mr JOpHOKCHKamMa) BOJOW IS
WHBEKIUH (2 M).

BoccTaHoBieHHBIM pacTBOp — MPO3pAvHbIA PacTBOP JKEJITOro upera. [Ipy m3MeHeHuu 1BeTa WiIn
MOSABJICHUH HCPACTBOPUBIIUXCA BUAUMBIX HAaCTULL PACTBOP Mperapara UCIIOJIbL30BaTh HCIIb34.

Vrummsanms

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccus

AO «Huxdapmy»

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

E-mail: med@nizhpharm.ru

7.1. llpencraBuTeb AepKaTesisi PerucTPAIMOHHOTO YA0CTOBEPEeHUSA

[IpereH3uu motpeduTENel HAPABIATh MO AJPECy:

Poccutickas ®@edepayus, Pecnyoruka Apmenus, Pecnyoauxa benapyco
AO «Humxdapm», Poccus

6031035, r. Huwxuuit HoBropogn, yin. Canranckas, a. 7

Ten.: (831) 278-80-88

E-mail: med@nizhpharm.ru

Pecnybnuxa Kasaxcman

TOO «STADA Kazakhstany

050044, r. Anmarsl, yn. Hypnana Kannaposa, 1. 408

ten.: (727) 2222-100
e-mail: almaty@stada.kz

Kuipevizckas Pecnyoauka
OcOO «IlItaga Keipreizcran», Keipreickas Pecry0mmka
720005, r. bumkek, yia. Urembepauesa 1a, BL] "Aspopa", odhuc 604
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8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'Q YAOCTOBEPE S | =/ 1EHOCTE 0005)

JITT-Ne(005000)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA
JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KATErOPUH OTIyCKa 10 PEeLenTy.
OOmas xapakTepuCTUKa JieKapcTBeHHOro mnpemnapata Kcedokam gocTymHa B €IMHOM peecTpe
3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha

ouIaILHOM caire YIIOJTHOMOYEHHOTO opraHa (3KCmIepTHOM OpTaHU3AIIHH )
https://Ik.regmed.ru/Register/EAEU_SmPC
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