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1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Jlopaokcukam-JI®, 4 mr, 8 mr, TaGIeTKHU, TIOKPHITHIE MIIEHOYHOH 000IOUKOH.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB | _ COTJACOR L

NeiicTBytomee BemectBo: JlJopHokenkam (Lornoxicam). . I e o
} " MO 005 PSS

Kaxxnas TabseTka, MOKpBITas MJICHOYHOH 000IOUKOM, COMEPIKUT: |7 =% uen ARMPECAR

Oeticmsyloujee 6ewecmeo. nopuokcukam — 4,0 mr umu 8,0 Mr;

BCNOMO2ameNbHble  Beujecmed, Haiuyue KOmMopwblx —credyem ydumsléamv 6 cocmage

JleKapCmeeHH020 npenapama. NaKTo3a MOHOTHIPAT.

ITomnHBI CIIMCOK BCIIOMOTraTEeNbHBIX BEIIECTB CM. B paszene 6.1.

M mcin s e

3. JEKAPCTBEHHASI ®OPMA

TabneTku, MOKPBITHIE IIEHOYHOH 000I0YKOH.
Kpyribie TabneTky ABOSKOBBITYKIIOH ()OPMBI, TOKPBITHIE INIEHOYHOM 000I0UKOM JKEITOTO I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloka3anusi K NPUMEHEHUIO

— Kpatkocpounas cuMmnTomMaTtudeckas Tepamus OCTpPOro O0JeBOro CHHApoMa clabod H
YMEPEHHO! HHTEHCHBHOCTH Y B3POCIIBIX.

— Cumnromaruueckas Tepanusi 00JIM ¥ BOCIIAIICHUS IPH OCTE0APTPO3€ Y B3POCIIBIX.

— Cumnromaruueckas Tepanus 00U 1 BOCHAICHUS TPA PEBMATOHHOM apTPUTE Y B3POCTbIX.

4.2 Pexxum 103MpOBaHUS H CIIOCO0 MPUMEHEHHS

Pestcum oo3uposarnusn

Jl1s BceX NAalMEHTOB COOTBETCTBYIOIIMM PEXHUM JO3UPOBAHHS [ODKEH OCHOBBIBATHCS Ha
UHIWBHIYaJbHOM OTBETE Ha JiedeHHE. PUCK BO3HMKHOBEHHUs HEXEIATEIbHBIX PEaKIHi MOXKHO
CBECTH K MHHMMYMY, MCIIOJIb3ys camble HU3KUE 3((EeKTUBHBIEC 03bI B TE€YEHUE MHUHHUMAIBHO
KOPOTKOT0 Kypca, HE0OX0AUMOTrO /ISl KOHTPOJISI CHMIITOMOB (CM. pasuen 4.4).

boneesoti cunopom

Cyroy4nas 103a JOpHOKCHKaMa COCTaBIsieT 8-16 Mr, pasjesenHas Ha 2-3 npuema. MakcumaibHas
pEKOMEHIyemas CyTouHas 103a - 16 Mmr.

Ocmeoapmpo3s u peemamoudnwiii apmpum

Pexomenyemas HayanbHas CyTOYHAsS [103a COCTABJISET 12 MT JIOpHOKCHKAMa, pa3/e/ieHHas Ha 2-
3 npuema. [ToanepxuBaromas 103a He JOJKHA IPEBBIMIATE 16 MI IODHOKCHKAMa B CYTKH.

Ocobbie 2pynnvl nayuenmog

Jlemu u noopocmxu

JlopHOKCHKaM He PeKOMEH/I0BaH /sl IPUMEHEHHUS y IeTel ¥ MOAPOCTKOB Miaze 18 eT B cBs3H
C OTCYTCTBHEM JIaHHBIX 110 0€30MacHOCTH U 3()(HEKTHBHOCTH.

Ilayuenmur nodicunozo so3pacma

JUtst manueHToB MOXMIIOro BO3pacTa cTapiie 65 JieT He TpeOyeTes CrenUantbHas KOPPEKIHs 1035,
33 HCKITIOYEHUEM CITy4aeB HMEIOILET0Cs HapyeHus GYHKIUH TOYeK WK eueHH. JIopHOKCHKam
CJIEAYeT Ha3HA4YaThb C OCTOPOKHOCTBIO, IIOCKOJIbKY JIaHHAs TpyIa TIalkdeHTOB TsKeee
NIEPEHOCUT HEXEJATeIbHBIC PEAaKIUU CO CTOPOHBI XKEyJI0YHO-KUIIEYHOTO TpakTa (CM. pasjeln
4.4).

IHayuenmul ¢ noueuno nedocmamouHocmvio

Y NanyMeHToB ¢ HapyIeHneM (QYHKIHH MOYeK JIETKOW U YMEPEHHOM CTENeHH PEKOMEHI0BaHHAs
CyTOo4YHast J03a cocraBisgeT 12 wmr, pasgeneHHas Ha 2 wid 3 mpuema (cM. pasuen 4.4).



JIOpHOKCHKAaM MPOTHBOINOKA3aH MallMEeHTaM C Hapymé_ffilgl Efﬁmm [OYEK TSDKEJIOH CTETeHH
(cM. paznen 4.3). I .

Iayuenmer ¢ nevenounoii nedocmamounocmvio | 3 L K= 7 (1 7§

VY NanMeHToB ¢ YMEPEHHBIM HapylueHHeM (QYHKIUH IEeYeHH MaKCHMallbHas PEKOMEHI0BaHHAs
cyToyHas J03a cocTaBiuseT 12 Mr, pasieneHHas Ha 2 Wid 3 mpuema (cM. pasien 4.4).
JlopHOKCHKaM TIPOTHBONOKA3aH MAalMeHTaM C HapyIlIeHHeM (yHKIMH MEYEHH THKEION CTEIIEHH
(cMm. paznen 4.3).

Cnoco6 npumenenusn

Jlnst mpuemMa BHYTpb.

JlekapCTBEHHBIH Mpemnapar cieIyeT IPHHUMATh, 3alliBas J0CTATOYHBIM KOJIMYECTBOM XKHIKOCTH.
He pexkomeHmyeTcss MPUHHUMATH JIEKAPCTBEHHBIM Ipernapar ¢ IMHUIIEH, MOCKOJIbKY 3TO MOXKET
TIOBIIUATH HA BpeMs HacTyrieHus d¢dekra (cM. pazzaen 5.2).

4.3 IIpoTuBONOKa3aHHA

— IloBblmeHHass 4yBCTBUTEIBHOCTh K JIOPHOKCHKAMy WM K JIOOOMY M3 BCIIOMOIaTeIbHBIX
BEILECTB, IIEPEUHCIICHHBIM B paszerne 6.1.

— TpombGomuTonenus.

— T'unep4yyBCTBUTENBHOCTD (TAaKHE CUMITOMBI, KaK acTMa, PUHHUT, aHTHOHEBPOTHYECKHH OTEK
MJTH KpariBHHUIA) K IPYTUM HECTEPOUIHBIM IIPOTHBOBOCTIANHTENBHEIM Tpenapatam (HIIBIT),
BKJIIOYAs alleTUJICATTHI[HIIOBYIO KHUCIIOTY.

— Tsokenas cepeuHast HeI0CTaTOYHOCTb.

— KemynouyHo-KuIeyHble KPOBOTEUEHHUS, LepeOpPOBACKY ISIPHbIE KPOBOU3IUSHUS WX ApPYTHE
KPOBOTEUEHHUS.

— KenynouyHo-kuIlleuHble KpPOBOTEUEHUS MM Iepdopaly B aHaMHe3e, CBA3aHHBIE C
npenmectsyrouiei tepanueit HIIBII.

— Octpas nenrtuyeckas s3Ba/KpOBOTEUEHHE WM PELMAMBHPYIOIIAsS MenTU4eckas s3Ba/
KpPOBOTEYEHHE B aHaMHe3e (2 miu 6osiee IBHBIX 3M1HM30/1a OTBEPIKAECHHOTIO U3bA3BICHHS HIIH
KPOBOTEYEHHS ).

— Tsokenas meyeHOYHAs HEIOCTATOYHOCTb.

— Tsxenas noueynast HeOCTATOYHOCTD (CBIBOPOTOYHBIN KpeaTHHUH >700 MKMOJIB/I).

— Tperuit Tpumectp GepemeHHOCTH (CM. paszen 4.6).

— JleTckuit Bo3pact 10 18 ser.

4.4 OcoOble yka3zaHusi H MePbI PEI0CTOPOKHOCTH NPH NPUMEHEHHH

JlopHOKCHKaM CHM)KaeT arperamui TPOMOOIMTOB M YBEIMYHMBAET BpPEMsS KPOBOTEYECHHS,

COOTBETCTBEHHO, CJIEAyeT CcOOMI0JaTh OCTOPOJKHOCTh TPH HA3HAYEHHH MAllMeHTaM CO

CKJIOHHOCTBIO K KDOBOTEUCHHUSIM.

[Ipy cnemyromumx HapyIIEHHUSX JOPHOKCHKAM CIENyeT Ha3HA4aTh TOJBKO IMOCTE TIIATEILHOM

OILIEHKH COOTHOIIECHHUS MOJIb3bI H PHCKA:

— [IloveyHas HeNOCTaTOYHOCTh: JIOPHOKCHKAM CIIEyeT NPUHAMATh C OCTOPOIKHOCTBIO
MalUeHTaM C JIETKOW (CBhIBOPOTOUHBIH KpeaTHHUH 150-300 MKMOJB/I) M yMepeHHO
(ceiBopoTouHbIi KpeatHHH 300-700 MKMOJIB/JI) OYEUHOH HEMOCTATOUHOCTBIO BCIEICTBUE
3aBUCHMOCTH TOJICPXKAHUS IMOYEYHOTO0 KPOBOTOKA OT YPOBHSI MOYEYHBIX MPOCTATJIAHIAHOB
(cm. pasmen 4.2). Ecnmu Bo Bpems JiedeHust (YHKIMS [OYEK YXYAUIAETCS, JEUYEHHE
JIOPHOKCHKAMOM CJIETyET MPEKPATUTb.

— Kontpons GpyHKIHM MOYEK HEOOXOAUM Y MAIIMEHTOB:

— MOJIBEPralolMXCs OONBIINM XUPYPrUYECKHM BMEIIATEIbCTBAM,

— C CEpAECYHOHN HEIOCTAaTOYHOCTBIO,

— B IICPUOJT COMYTCTBYIOLIETO JICYEHHs] INYPETHKAMH HJTH JIEKAPCTBEHHBIMHU IIPErapaTaMy ¢
U3BECTHBIM MJIH NIPEJIOaraéMbiM He(POTOKCHUECKUM JIeiCTBHEM (cM. pasjen 4.5).



— TlaumeHTHI ¢ HAPYLIEHUSIMH CBEPTHIBAHHS KPOBH: PEKOMEH/IYETCS TIIATEIbHOE KIIMHUYECKOe
Ha0JII0/IeHHE ¥ Tab0paTopHBbIi KOHTpoIb (Hanpumep, AIITB).

— TleyeHouyHass HEIOCTATOYHOCTH (HANPMMEp, TMpPU MUPPO3€ IIE€YEHH): y TMALKCHTOB C
HapylmieHueM (YHKIMHA TEeYeHH HeoOXOAMMO pacCMOTPETh BONPOC O THIATEIBHOM
KJIMHHYECKOM HaOIIOJeHHH U JabopaTOpHOM KOHTPOJE, MOCKOJIBKY IOCIe MPUMEHEHHUS
e)KEIHEBHBIX 1103 12-16 MI MOXeT HaCTyIHUTh KyMyJIsAius JopHoKcHkama (yBemuuenue AUC)
(cM. pasaen 5.2). B ocTanbHBIX cliydasx HapylleHHas QyHKIMS NEYEHH BPS M OKa3bIBACT
BJIMSHUE HA (papMaKOKMHETHUKY JJOPHOKCHKaMa 10 CPaBHEHHMIO CO 3JI0POBBIMHU JIUI[AMH.

— TlanumeHTsl, HOMyYaOIHe JUIHTENbHOE JeueHue (Gonee 3-x mecsues): npu npueme HIIBII
PEKOMEH/IyeTCS PEryJIApPHO ITPOBOJUTH OIEHKY (GYHKIHH MOYEK M II€YEHH, a TaKKe
reMaToJIOTMYECKUX IT0Ka3aTeNeH.

— TlaumeHTHI MOXKUIIOrO BO3pacTa cTapiie 65 JeT: peKOMEeHI0BaH KOHTPOJIb (DYHKIIUH MI0YEK U
neueHu. PeKkoMeHyeTcs MPUMEHSITh ¢ OCTOPOXKHOCTBIO Y NMAIlMEHTOB IIOKUJION0 BO3pacrta
IIOCJIe ONEpaLUii.

OoHoepemennoe npumernenue ¢ opyeumu HIIBIT

Cnemyer wu3berath OJHOBpeMEHHOro TmpuMeHeHUs JopHokcukama c¢ HIIBII, Bxmouas

CEJICKTHBHbIE HHTHOUTOPBI IUKJIOOKCHIeHa3bl-2 (cM. pa3zen 4.5).

Munumusayus pucka 603HUKHOGEHUS HedICEIAMENbHBIX PEAKYULI

Puck BO3HMKHOBEHUS HEXeNATeIbHBIX PEAKIUi MOXKHO CBECTH K MUHUMYMY, UCIIOJIB3Ys CaMbIe

HHU3KHE 3((EeKTUBHBIE J103bI B TEYCHHE MHHHUMAIBHO KOPOTKOTO Kypca, HEOOXOIMMOTO IS

KOHTPOJISI CUMITTOMOB (CM. paszzien 4.2, a TaKkKe ¢ y4eTOM JKeJyJIOYHO-KUIIEYHBIX U CepedHO-

COCYJMCTBIX PHCKOB, IEPEUUCIICHHBIX HHUIKE).

Kenyoouno-kuueunvie kposomeuenus, uzvsazenenus u nepgopayuu

XKenmyno4Ho-KHIIeYHbIe KPOBOTEUEHHUS, U3bSI3BICHHS U NepOopaluy: IpU UCIIOIB30BAaHUH BCEX

HIIBIT Opum 3aperucTpupoBaHbl JKENYJOYHO-KUIIEYHbIE KPOBOTEYEHUS, W3BS3BICHHUS HIIH

nepdopanuu, KOTOpble MOTYT TPHUBECTH K JIeTalbHOMY HcXomy. OHM BO3ZHHMKAIM ¢ WIH 0€3

IPEAYNPEKAAOMMUX CUMIITOMOB HJIM CEPHE3HBIX JKEIYJOYHO-KUIIEYHBIX OCJIO0)KHEHUH B

aHaMHe3e B J11000e BpeMst Teparuu.

PHcK jkelTy04HO-KHMIIIEYHBIX KPOBOTEUEHHH, 3B HJIH Tep(opalliy BHILIE C YBEIHUCHUEM JJ03bI

HIIBII, y nanueHToB ¢ s3B0if B aHaMHe3e, 0COOCHHO €CJTH OHa OCJIOMKHSIACh KPOBOTEUCHUEM HITH

nepdoparnueit (cM. paszen 4.3), ¥ y HAHEHTOB MOXUIOTO BO3pacTa. Y 3THX MAIUEHTOB JICYCHHE

CllelyeT Ha4yMHaTh C caMOM HM3KOM 103bl, KOTOpas Bo3MOxHa (cM. pasnen 4.2). lng 3Tux

MAlMEHTOB ¥ JUIA MAlMEHTOB, KOTOPBIM TpeOyeTcsl OJHOBPEMEHHOE JIEYeHHEe HU3KUMH J103aMH

AleTUJICATMIMIIOBOM KHCIIOTBl HJIM JIPYTHMH JIEKQpPCTBEHHBIMH IIperapaTaMy, CIIOCOOHBIMH

YBEIIMYUBATh DPUCK HEXKEIATENIbHBIX PEAKIMH CO CTOPOHBI IKETYAOYHO-KHIIEYHOTO TPaKTa,

CIIEYET pPaccMOTPeTh KOMOMHHMPOBAHHYIO TEpalUI0 C TacTPO3AIMUTHBEIMU IpernapaTaMu

(HanpuMep, MH30IPOCTON HJIX HHTHOMTOPHI MPOTOHHOM mommbl) (cM. HHPOPMALMIO HUKE, a

TaKoke pasjnen 4.5). Pekomenayercs perynspHoe HaOOIeHNE Y Bpaya.

[TanuenTsl ¢ Kelyl0YHO-KUIIEYHOW TOKCHYHOCTBIO B aHaMHe3e, B OCOOEHHOCTH MOXKMIIOTO

BO3pacTa, JOJDKHBI OBITH IPOMHCTPYKTHPOBAHBI O HEOOXOMMMOCTH COOOIIEHHs 060 Bcex

HEOOBIMHBIX a0IOMHHATBHBEIX CUMIITOMAX (B OCOOEHHOCTH O NMPU3HAKAX JKEJTyI0UHO-KHIIEYHOTO

KPOBOTEYEHHS ), 0COOEHHO B HaYalle JICYEHHS.

Crenyet cobmoaTh 0OCTOPOXXHOCTD MALMEHTAM, OJJHOBPEMEHHO IIPHHUMAIONIUM JIEKapCTBEHHbIE

npenaparsl, MMOBBIIIAIOIINE PUCK H3bA3BICHUH WM KPOBOTECYEHHI, TaKHe KakK MepopalbHbIe

KOPTHKOCTEPOU/bI, AHTHUKOAryJISHTHl (Takue Kak BapdapHH), CEJIECKTHBHBIE HHIHOUTOPEI

00paTHOro 3aXBaTa CePOTOHUHA MJIH aHTHATPEraHTHEIE CPEICTBA (TaKMe KaK aleTHIICATHIIHIIOBAs

Kuciota) (cM. paszaen 4.5).

[Ipy BO3HMKHOBEHHH JKEITyIOYHO-KHINEYHBIX KPOBOTEUEHHMH MIIM H3BA3BJICHMI y TAllMEHTOB,

MPUHUMAIOLIMX JIOPHOKCUKAM, JICUCHUE HEOOXOIMMO TIPEKPATUTb.

HIIBIT cnemyer ucmonb3oBaTh ¢ OCTOPOYKHOCTBIO Y MAIMEHTOB C JKETYIOYHO-KHMIIEYHBIMH

3a00JI€BaHUSIMHI B aHAMHe3€ (S3BEHHBIM KOIUT, 6onie3Hb KpoHa), Tak Kak WX MPUMEHEHHE MOXKET

BBI3BaTh 000cTpeHue 3aboneBanus (cM. pasjen 4.8).
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V nan@eHToB IIOXKMIJIONO0 Bo3pacTa HaOMIOJaeTcsl IOBBIMICHHAs YacTOTa BO3HHKHOBCHUSA
HeXelaTeNbHbIX peakiuit Ha HIIBII, mpexie Bcero skeTyl04HO-KUIIEYHBIX KPOBOTCUCHHH H
nepgoparuii, KOTOpble MOTYT IPHBECTH K JICTATLHOMY HCXOy (cM. pasien 4.2).
Cepoeuno-cocyoucmele u yepeGposackyiapHvle 3¢ hexno

Heo6x01uMBbI aIeKBaTHOE HAOTIOIEHHE U MHCTPYKTAXK [ALMEHTOB C apTEPHAIbHON THIIEPTEH3UCH
¥VI/WJIH CEpICYHOM HEJOCTaTOYHOCTHIO B aHAMHE3€ MJIM B AKTHBHOM COCTOSIHMH, TaK KaK B CBSA3H C
tepanueid HIIBII onucansl 3azepikKa )XUAKOCTH U OTCKH.

KivHuYeckue HCCIe0OBaHWsS M JMUAEMUOJIOTHUECKHE JaHHBIE YKa3bIBAIOT, YTO INPUMEHEHHE
Hexotopeix HIIBII, B yacTHOCTH, NpH BBICOKOH JO3MPOBKE ¥ B paMKaX JJIMTEIBHOIO JICUCHHUS,
MOYKET OBITh CB3aHO C YBEJIMYEHHEM DPUCKA ApTEPHATBHBIX TPOMOOTHYECKHMX OCITIOKHEHHH
(Hampumep, MHpApKTa MHOKApa M MHCYIbTa). VIMEIOImMXCs JaHHBIX HEIOCTaTOYHO, YTOOBI
UCKJIIOYHUTH TAKOH PUCK IS TOPHOKCHKaMa.

[IpuMeHeHHE JTIOPHOKCHKAMa y MAIMEHTOB ¢ HEKOHTPOJIMPYEMO# apTepuaabHOH THIIEPTEH3HEH,
XPOHUYECKOW CEPIEYHOM HEMOCTATOYHOCTHIO, YCTAHOBICHHOM HIIEMHYECKOH O0IE3HBIO Cepla,
3a00JI€BaHUSAMH  MepuepUUecKuX apTepuil u/uim 1epedpoBacKyISIpHBIMH  3a00JI€BAHUSIMU
JIOJDKHO TIPOBOIMTHCS TOJIBKO MOCIIE TINATEIHHOM OIEHKH TMOMb3bl U prckoB. [TonoOHas onenka
NOJDKHA OBITH ClIeJIaHa JI0 Hayaja J0JITOCPOYHOTO JICUSHHs Y MAI[MEeHTOB ¢ (JaKTOpaMH PHCKa B
OTHOIIEHUH CEPIEUHO-COCYIUCTHIX 3aboJeBaHMi (HampuMep, apTepHalbHas T'HIIEPTEH3HU,
TUNEPIUITUAEMHES, CaxapHbIi uabeT, KypeHue).

OnuoBpemennoe neuenre HIIBIT u remapuHOM B CBS3M CO CIMHAJIBHON HIIM SIHIYpaIbHOM
aHeCTe3Uei MOBBIAET PUCK CIIUHATBHBIX/3MHIYPATBHBIX FeMaToM (cM. pasuen 4.5).
Hapywenus co cmopoHbl KOACU U NOOKOACHBIX MKAHel

Tspkenple, WHOrJA BBI3BIBAIOLIME  JICTAIBHBIA  HCXOJ, KOXKHBIE peaKlMM, BKIKOYas
skc(oMMaTHBHBIN nepMaTuT, cUHIpoM CTuBeHca-/[KOHCOHA, TOKCHYECKUH OSIHIAepMabHBIH
HEKPOJIN3, 0YEHb PEJIKO OMHUCHIBAINCH B cBsizu ¢ npuMeneHueM HIIBII (cMm. paszen 4.8). Camblit
BBICOKMH PHUCK AJISl TAKUX PEAKIMi CYIIECTBYeT B Hayalle T€panuH, B OOJBIIUHCTBE CIy4YaeB B
NEPBBIA MecAll jedeHus. [Ipy nepBoM BO3HMKHOBEHHMH KOXKHOW CBIIH, MOPAKEHUHU CIIM3UCTHIX
000/04YeK WIM JPYTUX MPH3HAKOB TMOBBIIIEHHONW HHAWBUAYaIbHOH YyBCTBUTEIBHOCTH
JIOPHOKCHKAM CJIeIyeT OTMEHHUTD.

Hapywenus co cmopoHul Obixamenvhoil cucmembl

C 0CTOpPOXKHOCTBIO CIEIyeT Ha3HA4YaTh MAl[HEHTaM, CTPaIaloIiM OPOHXHATBHONW aCTMOM HITH C
HaJIMYMEM acTMbl B aHaMmHe3e, Tak Kak cooOmanock, uro HIIBII moxer BbI3BaTh y Takux
[alMEHTOB OpOHXOCIIA3M.

Cucmemnas kpacnas 6014aHKa u cmeuantoe 3a601e6anue coeOUHUMENIbHOU MKAHU

VY manueHTOB ¢ cHcTeMHO# kpacHoit Bomdankoi (CKB) u cmemanHbiM 3abosieBaHHEM
COCIMHUTENIbHON TKaHH HEOOXOAMMO MPOSIBIISATH OCTOPOXKHOCTH BBUJY TOBBIIIEHHOI'O PHUCKA
aCeNnTHYECKOr0 MEHUHTHTA.

Heghpomoxcuunocme

Cosmectnoe nmpumenenne HIIBIT u TakposnuMyca MOXET yBEIHYHTH PHCK HEPPOTOKCHYHOCTH
U3-33 CHH)KEHHOI'O CHHTE3a MPOCTALUMKIMHA B ITOYKaX. Y MAIHEeHTOB, MOJYYAIOIIHX MOJI00HYIO
KOMOMHMPOBaHHYIO TEPAIHIO, CIEAYET TIIATEIbHO KOHTPOJIUPOBATE (PYHKIHMIO IOYEK (CM. paser
4.5).

Ominonenus 1a60pamopHeix nokazameneti 0m Hopmbl

Kak u nna OGombmmuctBa apyrmx HIIBIL, GbuiM 3aperHcTpHpOBaHBI CIIydaw YyBETMYEHHS
KOHICHTPAIlMK TpaHCaMHHa3, OMIMpyOMHA WMIM JpYyruX IoKas3areled (YHKIMH IEYeHH B
CBIBOPOTKE KPOBH, & TAK)KE YBEJIMYECHHUSI YPOBHS KpPEaTHHHHA M a30Ta MOYEBUHBI KPOBHU H JPYTHE
M3MEHEHHs JabopaTOPHBIX MokazaTenel. Eciu 9T OTKIIOHEHHUS CTAHOBSTCS 3HAYUTEILHBIME HITH

COXPaHSAIOTCS, UCIIOJIB30BaHKUE JIOPHOKCHKAMa CJIEYEeT IpepBaTh U MPOBECTH COOTBETCTBYIOIIEE
o0cle10BaHue.

DepmunvrHocms
[IprimMenenne nOpHOKCHKaMa, KaK M JIOOO0ro Apyroro JIEKapcCTBEHHOTO Mpernapara ¢ U3BECTHBIM
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HHIMOMPOBAaHKMEM IUKJIOOKCHT€HA3bl/CHHTE3a IPOCTarJIaHIMHOB, MOJKET 0Ka3aTh OTPHHATETEHOE
BIIMAHME Ha (EPTHIBHOCTH, MOITOMY NPUMEHEHHE JIOPHOKCHKamMa HE PEKOMEHAYETCs JUld
IPUMEHEHHs JKEHINMHAM, IUTAaHUPYIOIMM OepeMeHHOCThb. Jlisi JKCHIIMH, HCIBITHIBAIOIINX
TPYAHOCTH C HACTYIUICHHEM OEPeMEHHOCTH WM TNPOXOAIMHUX O0O0CjIe[0BaHie TI0 MOBOJIY
Gecrionus, cieayeT paccMOTPETh BO3MOXKHOCTh OTMEHBI JIOPHOKCHKaMa (CM. paszien 4.6).
Bempsanas ocna
B HMCKIIIOYMTEIBHBIX CIy4asx BETPSHAs OCIa MOXET MPUBECTH K CEPhE3HBIM MH(EKIMOHHBIM
OCIIO)KHEHHAM KOXXH M MATKMX TKaHei. J[o cux mop Henb3s uckmouuThb, yro HIIBIT moryt
CIIOCOOCTBOBATh YXYIICHAIO Te4eHMs 3TuX uHpekuumit. [TosTomy nenecoobpasno usderarh
MPUMEHEHHsI TJOPHOKCUKaMa IpH BETPSHOM ocIe.
Bcnomozamenvhvie 6eujecmea
JlekapcTBEeHHBIM IpemapaT COAEPXUT J1akTo3ly. [lanmmeHTaM ¢ peaKo BCTpEYaroIEencs
HACJIEICTBEHHOH HENEPEeHOCUMOCTBIO TaJIaKTO3bl, 1eQUIIUTOM JIAKTa3bl JIONAPEH MM TIIHOK030-
rajqakTo3HON ManbabcopOiue He cieayeT MpUHUMATh 3TOT Iperapar.

4.5 B3aumoaeiicTBHe ¢ APYIrMMH JIeKADCTBEHHBIMH TMIpenapaTaMd H [pyrue BH/bI

B3aUMOJEHCTBHA

Oonoepemennoe npumerenue 10pHOKCUKAMA C:

- YyumemuouHoMm: TIPUBOJUT K TOBBIIEHHOW KOHIIEHTPALUU YPOBHS JIOPHOKCHKama B ILJIa3Me,
YTO MOXKET TIOBBIIATE PHCK BO3HUKHOBEHHs IOOOYHBIX J(P(EKTOB JTOpPHOKCHKaMa
(B3aMMOAEHCTBUH MEXy JTOPHOKCHKAMOM U PAaHUTHIHHOM HIIM MEXIY JIOPHOKCUKAMOM H
aHTalKaMU HE 0OHAPYKEHO).

— anmuxoazynsumamu: HIIBIT Moryr ycunuBare neHCTBHE aHTHKOAryJsSHTOB, TaKMX Kak
BapdapuH (cm. paszaen 4.4). [Tokasan koutposs MHO.

—  pennpoxymonom: cHKeHne 3P HEeKTHBHOCTH JIeUeHUS (DEHITPOKYMOHOM.

— 2enapunom: HIIBIT npu onHOBpeMEHHOM MPUMEHEHHH C T€IIAPUHOM B CBSI3H CO CITMHAIBHOM
WM STIHYPAJbHON aHECTE3UEH MOBBIIAIOT PUCK KPOBOTEYEHHUS, a TAK)KE CIMHAIBHBIX HIIH
SMHUAYPAIBHBIX FeMaToM (cM. pazzen 4.4).

— uneubumopamu AII®.: aHTUTUNIEPTEH3UBHOE NeWCTBHE HHrHOMTOPOB AIID MoxeT OBITH
CHHDKEHO.

— Ouypemuxamu: CHIKEHHE JUYypPETHYECKOTO M AHTHTUIIEPTEH3UBHOTO JEHCTBHS METIEBBIX,
THA3HIHBIX M  KaluicOeperaromux AUYpeTHKOB  (NOBBIIIEHHBIA PUCK  pa3BUTUS
THIIEPKAJIMEMHUH U HEPPOTOKCHUHOCTH).

— bema-broxamopamu: CHUKEHHE aHTUTHIIEPTEH3UBHOTO () peKTa.

— Onoxamopamu peyenmopos aneuomenszuna II: CHUXEHHE AaHTUTHIIEPTEH3UBHOTO 3 deKTa.

— OU20KCUHOM. CHIDKEHHE TIOYEYHOTO KJIHpEHCa JUTOKCHHA, YTO MOBBIIAET PHCK Pa3BHTHS
TOKCUYHOCTH TUTOKCHHA.

— KOpmMuxkocmepouoamu: TIOBBIIEHHBIH PHCK JKEIYJA0YHO-KUIIEYHBIX HW3bS3BICHHN WIIH
KPOBOTEUEHHH (cM. paznen 4.4)

—  XUHOJIOHOBbIMU — QHMUOUOMUKaMu  (Hanpumep, — 1€60MIOKCAYUHOM,  OQLOKCAYUHOM):
NIOBBIICHHBIA PUCK BOSHUKHOBEHHUS CYIOPOKHBIX PHIAIKOB.

—  aHmumpomboyumapHeiMu npenapamamu (Hanpumep, Kionudozpenem); TOBBIIIEHHBIA PHCK
KPOBOTEYEHHH (cM. paznen 4.4).

—  Opyeumu HIIBII: TIOBBIEHHBIA PUCK XKeTyI0YHO-KUIIEYHBIX KPOBOTEUYEHUH M U3bS3BICHHIL.

— MemompeKkcamom: NOBBIIICHHBIH YPOBEHb METOTPEKCATA B CBIBOPOTKE. ITO MOXKET MPUBECTH
K TMOBBIICHHOH TOKCHYHOCTH. Eciin Heo0X01MM0 poBeIeHne COBMECTHOU TE€PAITHH, CIIeIyeT
YJEJIUTh BHUMAHUE THIATEIbHOMY KOHTPOJIIIO.

—  CeleKmueHbIMU un2ubumopamu o06pamHo2o 3axeama cepomoOHUHA: TIOBBIIICHHBIM PUCK
KpOBOTEUEHHH (cM. pazen 4.4).

— aumuem: HIIBII nogaBmsioT moveqHbIi KIIMPEHC JTUTHS U, TAKAM 00pPa3oM, MOTYT MOBBICHTh
KOHIICHTPALMIO JIMTHS B CBIBOPOTKE KpPOBH CBEpX TIpaHull TOKcHYHOCTH. [losTomy
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HEOOX0JMMO KOHTPOJIHPOBAThH ypé’ﬁens"nﬁ‘rﬁr} B ci’;m“ép’éme, B 0COOEHHOCTH BO BpEMs Havasa
JIeYeHs], TIPH KOPPEKTUPOBKE 103bI UIIM OTMEHE JICYCHHUS.

—  YUKIOCNOPUHOM: TIOBBIIEHHE KOHIIEHTPALUA LIUKIOCTIOPHHA B CBIBOPOTKE KpoBH. ITodeyHas
TOKCHYHOCTh [IMKJIOCTIOPHHA MOXET YCHIUTBCS 3a cUeT 3(Q(PEKTOB, KOTOPBIE OIOCPEI0BAHbI
TIOYEYHBIMH MPOCTAraHAMHaMH. [IpH COBMECTHOH Tepamuy HEOOXOIMMO OCYIIECTBIIATH
KOHTPOJIb TIOYEYHOU (YHKIIHH.

—  npenapamamu  cynbponurMoyesunbl  (Hanpumep, 2enubeHKIAMUO): TIOBBIUCHHbIH PHCK
TUITOTJIHKEMHH.

—  usgecmubIMU UHOYKmMopamu u uneubumopamu usogpepmernmos CYP2C9: nopHOKCHKaM (Kak
u gpyrme HIIBII, 3aBucumble ot mumrtoxpoma P450 2C9 (u3odepment CYP2C9)
B3aHMO/ICHCTBYET ¢ M3BECTHBIMH MHIyKTOpaMH W WHruobutopamu usodepmentos CYP2C9
(cMm. pa3zgen 5.2 buotpancdopmarus).

—  MAKpoIuMycom. YBEIMYHMBACTCS PUCK IMOYEYHOH TOKCHYHOCTH B CBS3M C YMEHBIICHHEM
CHHTE3a TPOCTAMKIMHA B T[OYKax. I[Ip¥ COBMECTHOM IIPUMEHEHHHM HEOOXOIUMO
OCYIIECTBIIATH KOHTPOJIb MOYE€YHOH (yHKIMH (CM. pa3aen 4.4).

— nemempekceoom. HIIBII MoryT cHuXaTh MOYEYHBIH KIUPEHC MEMETPEKCEela M, TaKhUM
00pa3oM, MOBBIATE MOYEYHYIO M IKETYJOYHO-KHIIEUHYK0 TOKCHYHOCTH M IIPUBECTH K
MUEJIOCYTIPECCHH.

IIpu mpueme ¢ numet npenapara Jlopaokcukam-JI® abcopOuus TOpPHOKCHKAaMa 3aMEIACTCS.

Benencrsue storo, Jlopaokcukam-JI® He cieayeT MpUHUMATH BMECTE ¢ THUIIEH, eclii Tpebyercs

ObicTpoe HacTyiuieHne obesbonuBaromiero sddexra. ITuima MokeT yMEHBUIIMTH aOCOpPOIHIO

npernapara npubiusutensHo Ha 20 % U yBemuuuTh Tmax (cM. pazaen 5.2 buorpancdopmanus).

4.6 ®epTHIBLHOCTD, 0EPEMEHHOCTD U JAKTAIUS

bepemennocme

JlopHOKCHKaM IPOTHBOIIOKA3aH B TPETHEM TpUMECTpe OepeMeHHOCTH (cM. pa3zien 4.3), ero Takxe
HE ClIe[lyeT NPHMEHSTH B IIEPBOM U BTOPOM TpUMeECTpe OEpeMEHHOCTH M BO BpPEMs DOJIOB,
IIOCKOJIbKY KIIMHUYECKHE JAHHBIE 110 JIEUEHUIO BO BpeMsi OEPEMEHHOCTH OTCYTCTBYIOT.
HocraTounple JaHHBIE 10 NPUMEHEHUIO JIOPHOKCHKaMa OEpeMEHHBIMHM IKEHIIMHAMH
OTCYTCTBYIOT. OKCHEpHUMEHTAJIbHBIE HCCIEIOBAaHUS HAa JKMBOTHBIX IPOIEMOHCTPHPOBAIIH
PEIPOAYKTHBHYIO TOKCHYHOCTD IIpenaparta (cM. paszaen 5.3).

[Tpumenenne HIIBIT npumepro Ha 20 Henene GepeMEHHOCTH M Ha 0oJjiee IMO3IHHUX CPOKax
OEpeEMEHHOCTH MOJKET BBI3BAaTh Pa3BHTHE HApyLICHHWI (YHKIMH MMOYEK Yy IUIOJA, TPUBOJSIIIEE K
OJIMTOTHIPAMHHOHY (MaJIOBOJIMIO), @ B HEKOTOPBIX CIIydasX K MOYEYHOH HEIOCTATOYHOCTH Y
HOBOPOX/IEHHOTO.

JlanHble HeOIaronpHATHBIE MCXOIBI B CpeHEM HAOIIOMAOTCs IMOCIE HECKOJBKUX JHEW HIIH
nezens npuema HIIBII, XoTs B pexux ciry4yasx coo0Imaioch 0 pa3BUTHH OJMIOTHIPAMHEOHA YK
yepe3 48 vacos nocne Havyana npuema HITBIT.

MasnoBoaue 4acto (HO He Bceraa) sBISIETCS OOPATHMBIM TIOCNE MPEKPALIEHHs MPUMEHEHHS
HIIBIIL.

[Ipy nmTeTEHOM Mepro/ie MaTOBOUSI MOTYT Pa3BUBATHCS OCIIOKHEHHS, BKJIFOYAs KOHTPAKTYPHI
KOHEYHOCTEH U 3aJIEPIKKY CO3PEBAHUS JIETKHX. B mocTperucTpalmoHHOM meprojie coodIanocs o
Clly4asiX HapyIeHus (yHKIHM I0YeK Y HOBOPOXKICHHBIX, TPEOYIOIMX IPOBEICHHUS HHBA3UBHBIX
NpoLEeIyp, TAKUX Kak 0OMEHHOE IepeTBaHie KPOBH UITH JUAIIU3.

Wurubuposanne CcHMHTE3a MNPOCTAariaHAWHOB MOXET OKa3aTh OTPHIATENbHOE BIHAHHE HA
OepeMEeHHOCTh H/UITK pa3BUTHE SMOPHOHA/TIONA. JlaHHbIE SMTHIEMHOIOTHYECKUX HCCIIEeI0BAHMH
yKa3pIBalOT Ha TMOBBIMIEHHBIM PHUCK BBIKM/BIIA W KapIWHAIbHBIX Maib(opmanuit mocie
NPUMEHEHUS! HHTHOMTOPOB CUHTE3a IPOCTArJIaHIMHOB Ha PAaHHUX CPOKaX O€pPEMEHHOCTH.
[Ipeamonararor, 4To pUCK BO3pACTaeT C YBEIMYEHHEM J03bl M JUIATEIBLHOCTH JIeYeHHs. Y
)KUBOTHBIX Ha3HAYEHHE MHTHOUTOpPA CHHTE3a IIPOCTarjIaHIHHa IIPHBOINIIO K YBEIMYECHHIO IIpe/i-
U NIOCTUMIUIAHTAIHOHHOM IIOTEPH U yBEIMUYEHUIO 3MOpHodeTansHoi cmepTHOCTH. HrHOUTOPEI



CHHTE3a MPOCTArJIAaHJUHOB HE CIIEIYeT NMPUMEHATH BO BpeMsi IIepBOTO H BTOPOFO- TPUMECTPOB
GepeMEHHOCTH, KPOME CITydaeB, KOr/ia 3T0 SBHO HEOOXOUMO.

Bo BpeMsi TPEThero TpuMecTpa OEpPeMEHHOCTH MHIMOWTOPBI CHHTE3a MPOCTAarJaHInHOB MOIYT
NPUBECTH K KapAHOMYJIbMOHATLHOW TOKCHMYHOCTH Y ILIoJa (C MPEeKICBPEMEHHBIM 3aKPBITHEM
apTepHaIbHOTO MPOTOKA M JIETOYHOM TMIepTeH3Heil) W BBI3BATh HapyIIeHHE (YHKIHH IOYEK,
KOTOpPOE€ MOXKET MPOrpPecCHpOBaTh BILIOTH [0 IIOYEYHOW HEAOCTATOYHOCTH C IPOABICHHEM
OJIMTOTHIPAMHHOHA. B KOHIIE GepeMEHHOCTH y MaTepy ¥ HOBOPOXKIEHHOTO HHTHOMTOPBI CHHTE3a
IPOCTarJaHMHOB MOTYT YBEJIHYHBATh BpeMsi KPOBOTEUYEHHUS M IOJABIIATH COKpALICHUS MATKH,
YTO MOJKET IIPUBECTH K 3aJIePXKKE HIIH YBEJIMYECHHUIO IIPOJOKUTEIEHOCTH POJIOB.

[To3TOMy TpUMEHEHHE JOPHOKCHKaMa MPOTHBOIIOKA3aHO B TPETHEM TPHMECTpe OepeMEHHOCTH
(cMm. pazgnen 4.3).

I'pyonoe eckapmnusanue

JlanHbIe 00 3KCKPEIMH JIOPHOKCHKAaMa B MATEPHHCKOE MOJIOKO OTCYTCTBYIOT. Y KPBIC B IIEPHO/I
JIAKTAIlMM JOPHOKCHKAM B OTHOCHTEJIBHO BBICOKUX KOHIEHTpALMAX II0NagaeT B MaTEPHHCKOE
MOJI0KO. JIOpHOKCHKAM He CIelyeT IPUMEHATh KOPMSIIUM KEHIIHMHAM.

DepmunvHocmb

[Tpumenenue nopHOKCHKaMa, Kak ¥ JEOOOT0 APyroro JE€KapCTBEHHOIO Ipernapara ¢ H3BECTHBIM
MHTUOMPOBAHUEM ITMKJIOOKCUT€HA3bl/CHHTE3a IPOCTArJIaHIMHOB, MOXKET OKa3aTh OTPHUIIATEIbHOE
BIMSHUE Ha (EPTHIBHOCTH M IO3TOMY HE PEKOMEHIyeTCs I NPHUMEHEHMs >KEHIIUHaM,
IUTAHUPYIOIIMM OepeMeHHOCTb. J[JIsl JKEHINWH, MUCIBITHIBAIOIIUX TPYIHOCTH C HACTYILICHHEM
OepeMEHHOCTH HIIH MPOXO/IIMX 00CIIe0BaHUE 110 TTOBOAY OECIUIONHS, CIEAYEeT pacCMOTPETh
BO3MOKHOCTb OTMEHBI JIODHOKCHKaMa.

4.7 BausiHue Ha cNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpPeICTBAMH H padorarh ¢
MeXaHH3MAMH
[lanienTam, y KOTOPHIX MpH JIEYSHHH JIOPHOKCHKAMOM BO3HHKAIOT TOJOBOKPYXKEHHE H/HIIH
COHJIMBOCTD, CJIENYET BO3JEPIKATHCSA OT YIPABICHHS TPAHCIOPTHBIMH CPEACTBAMU M PaboOTHI €
MEXaHHU3MaMHu.

4.8 Heke1aTesibHbIE peaKuu

HauGonee uactbiMu HexenaTenbHbIMH peakisiMu HITBIT sBstoTCs peakiiuu cO CTOPOHEI
XKETY0YHO-KHIIEYHOr0 TpakTa. B0O3MOXKHO pa3BUTHE NENTHYECKUX $3B, Nephopaluy HIIH
XKEJTyTOYHO-KHIIIEYHOI0 KPOBOTEUEHHS, B PSAAE CIIy4aeB YrpOXKAIOUIMX JKHU3HH, OCOOCHHO Y
MOXHJIBIX ITaMeHTOoB (cM. pasnen 4.4). [Tocne npumenenus HITBIT ormevanuch TomHoTa, pBOTA,
Jrapesi, METEOpU3M, 3arop, AUCIeENncusi, 00JM B XKUBOTE, MeJeHa, PBOTa KPOBBIO, SI3BEHHBIH
croMatuT, oboctpenne konuta U Gonesuu Kpona (cMm. pasnen 4.4). B Gosiee peaxux ciydasx
pa3BUBAJICS FaCTPHT.

Oxomno 20% mnanueHToB, MPHHUMAIOMINX JIOPHOKCHKAM, MOTYT HCIIBITHIBATH HEXKEIATENbHbIE
peakuuu. [Ipy mpueme jopHOKCHKaMa HauOOJiee YaCTBIMH HEKeIaTEbHBIMH PeaKIHAMH
SBIISUTUCH TOLIHOTA, JUCIIETICUS, PACCTPOHCTBO NUINEBapeHHs, O0IH B )KUBOTE, PBOTA U IHAPES.
B nenom nmeronuecst pe3yibTaThl KIIMHUYECKUX HCCIE0BAHMN YKA3bIBAIOT Ha PAa3BUTHE JAHHBIX
CUMIITOMOB y MeHee yeM 10% nanueHTos.

[Ipu sevennu HIIBIT 6butM 3aperncTpupoBaHbl Cllydad pa3BHTHS OTEKa, apTepHalbHOM
TUIIEPTEH3MHU, CEPAECYHON HEOCTATOYHOCTH.

Kinnngeckue HccneoBaHMS W SNHIEMHOJOIHYECKHE JAHHBIE CBHJETENBCTBYIOT, YTO
npuMeneHne HekoTopbix HIIBIT (ocoGeHHO B GOJNBINMX 033X W TPH JUTATEILHOM JICYEHHH)
MOXET YBEJIUYHUTH DPHUCK BO3HMKHOBEHHs apTEpHAbHBIX TpoMOO030B (Harmpumep, HHPapKT
MHOKap/a UIH HHCYIBT) (M. pa3zaen 4.4).

VICKITIOUHTETEHO PEIKO MOTYT BO3HUKATD TSUKEIbIE HH()EKIMOHHBIE OCT0KHEHUS KOKH U MATKUX
TKaHeH Ha (POHE BETPSHOM OCITHI,

Huoxe mpesictaBieHs! JaHHBIE O HEXENATEIBHBIX PEAKIUSX, KOTOPBIE BBIABISUIACE B OoJiee 4eM
0,05% n3 6417 narueHTOB MOCIIe IPUMEHEHHS JIEKAPCTBEHHOTO MTPEnapara JOPHOKCHKAM B X0/I€
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nposenenus 11, Il u IV da3 KIMHAYECKHX UCCIIEI0BaHU.

Kareropus 4actoTsl: oueHb yacto (>1/10), wacto (>1/100, mo <1/10), Hevacto (>1/1000, nHO
<1/100), pexko (>1/10000, o <1/1000), ouens pexako (<1/10000), gacToTa HEU3BECTHA (uexons
13 UMEIOIIMXCS TAHHBIX, YACTOTY BOSHUKHOBEHHUS ONMPEAETUTE HEBO3MOKHO).

Hngpexyuu u uneazuu: penko — GapuHIUT.

Hapywenus co cmoponvl Kpogu U JuM@amuueckou cucmemvl: peaKo — aHEMH,
TPOMOOIMTOIEHHUS, JICHKOICHHUS, YBETHYEHUE BPEMEHH KPOBOTEUEHHA; OUEHD PEIKO — SKXHMO3.
Coobanock, yro npueM HIIBIT sBiseTcs NPUYAHOM MOTEHIHMANBLHO TSKEBIX HAPYIICHHH CO
CTOPOHBI KPOBETBOPHOM CHCTEMBI, TAKUX KaK HEHTPOINEHHS, arpaHyJIOIMTO3, arjacTHYecKas
aHeMHUs M TeMOJIUTHYECKas aHeMHusl (KiaccoBble 3G (HEKTHI).

Hapywenus co cmopoHbl UMMYHHOU CUCMEMbl: PEAKO — THIEPYyBCTBUTECIBHOCTD, BKIIHOYas
aHaUIaKTOMTHBIE U aHAQHUIAKTUYECKHUE PEaKIUH.

Hapywenus memabonuzma u numanus. He4acTo — aHOPEKCHs, U3MEHEHHE Beca.

Icuxuyeckue Hapyuienus. HedacTo — OECCOHHMIIA, ACTPECCHs; PEIKO — CIyTAHHOCTh CO3HAHUS,
TIOBBILIICHHAS BO30YAUMOCTb, BO30YXKIEHHE.

Hapywienus co cmoponsl HepeHOTl cucmembl: 4acTo — ciiabas W Mpexosiias rojosHas 00b,
TOJIOBOKPYKEHHUE; PEJIKO — COHJIUBOCTD, IAPECTE3UH, JUCTEB3HS], TPEMOP, MUTPEHb; OUYCHBb PEIKO
— acentuyeckuii Menwnrut y mnamuentoB ¢ CKB u cmemaHHeIME  3a0051€BaHHSAMH
COEIMHHUTENBLHOM TKaHHU (cM. pa3nen 4.4).

Hapywenus co cmopoHbl 0peana 3penus: 9acTo — KOHbBIOHKTHBHT; PEIKO — HApyIICHUs 3PEHHS.
Hapywenus co cmoponsl opeana ciyxa u 1adupuHma.; He4acTo — rOJIOBOKPYKEHHE, IIIyM B yIIax.
Hapywenus co cmopoHvl cepoya: HedacTo — cepiaueOueHue, TaXuKapaus, OTEK, CepevHas
HEJ0CTAaTOYHOCTh (CM. pazaen 4.4).

Hapywenus co cmoponvl cocy008: HEUacTo — THIIEPEMHUS, OTEK; PEIKO — TUIIEPTEH3HUs, IPUITUBBI,
KpPOBOTEUEHHE, FeMaToMa.

Hapywenus co cmoponbl ObIXAMeNbHOU CUCMeMbl, OP2AH08 2PYOHOU KIemKU U Cpe0oCmeHUs.:
HEeYacTo — PHHUT; PEJIKO — OJIbIIIKA, KaIleb, OPOHXOCIA3M.

Kenyoouno-kuweunvie Hapyuienus: 4acto — TOIIHOTA, 0OJb B JKUBOTE, JUCIEICHS, TUapes,
PBOTa; HEYaCTO — 3aIop, METEOPU3M, OTPBIKKA, CYXOCTh BO PTY, FACTPHUT, sA3Ba JKelIyaKa, 60b B
BEpPXHEH YacTH KHMBOTA, s3Ba JABEHAIUATHIIEPCTHON KHIIKH, SI3BEHHBIH CTOMATHT; PEIKO —
MeJieHa, pBOTa KpOBBIO, CTOMATHT, 330(arut, ractpossodareansHbiii pedioke, aucharus,
aQTO3HBIH CTOMATHUT, IJIOCCHT, MENTHYeCKas s3Ba ¢ mnepopaiuer, XKeryI0uHO-KHIIEUHOE
KPOBOTEUEHHE.

Hapywenus co cmoponvl nevenu u 2icendesvbi@o0Awux nymeti: HEYACTO — IIOBBIIIECHUE
Ouoxumuueckux mokazareneii ¢yHkumu mnedeHd (AJIT wmm  ACT); ouenp peako —
reraToTOKCHYHOCTh, KOTOpas MOJMKET NpPOSBIATHCS B BUAE IMEYEHOUHOW HEIOCTAaTOYHOCTH,
renaTuTa, XKeJITyXH U XOJiecTasa.

Hapywenus co cmoponvl kodcu u noOKOJNCHbIX MKAHeU: HeYacTO — ChIlb, 3y, THIEPrHIpo3,
SPUTEMATO3Has ChIllb, KpalUBHHUIA, OTeK KBUHKE, ajomenus; peiko — IEepMaTHT, K3eMa,
myprnypa, O4YeHb pEeAKO — OTeK Hu Oyiuie3nble peakuuu, cuHapom CrueHca-/[)koHCOHa,
TOKCHYECKUH TUIePMAIbHBIN HEKPOJIH3.

Hapywenus co cmoponvl mviuieunot, ckeiemuou u COeOUHUMENbHOU MKAHU: HEYacTo —
apTparks; peaKo — 60JIb B KOCTSIX, MBIIICYHBIN Cl1a3M, MUAJITHSI.

Hapywenus co cmoponvr nouek u mo4egul800sujux nymet: peiako — HUKTYPHs, HapyLIeHHE
MOYCHCITYCKaHHsl, TOBBIIIEHUE YPOBHS a30Ta MOYEBUHBI U KpEaTHHHHA B KPOBHU; OYEHb PEJIKO —
JOPHOKCHKAM MOXET CIIPOBOLMPOBATh PA3BUTHE OCTPOHW TMOYEYHOH HEIOCTATOYHOCTH Y
MAlUEHTOB ¢ HApYIICHUSAMH (YHKIMH TOYEK B aHAMHe3e, TaK KaK IMOJIEp)KaHHEe ITOYEUHOro
KPOBOTOKAa 3aBHCHT OT YPOBHS IIOYEYHBIX IIpocTarJaHAuHOB (cM. pazzgen 4.4). Pasputhe
HE(POTOKCHYHOCTH B pasMHYHBIX (opMax (Bkiouas HePpUT U HEPPOTHYECKHIH CHHIPOM)
cBa3ano ¢ npuMmenenueM HIIBII (knace-cnenuduueckuii a3 dexr).

06114146 HapyuweHus u peakyuu 6 mecme 66e0eHUs: HeYacTo — HEIIOMOT'aHHUE, OTCK JIMIA, PEAKO —
aCTCHUA.
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Coo0uieHne 0 MoJI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIUAAX

Baxxno coofmare o IIOJI03PEBACMBIX  HEXKEJIATCJIbHBIX peakHusaX ~ TI0CJIE PEruCTpaliu
JICKAPCTBCHHOT'O ITperapara ¢ IEJIbIo obecrieyeHus HENPEPBIBHOTO MOHUTOPHHTA COOTHOLICHHUSA
TIONB3a — PHUCK» JIEKApCTBEHHOTO Mpemapara. MeIHIMHCKAM pabOTHHKaM PEKOMEH]IyeTCs
cool1mare o IIOJ03PEBAEMBIX HEXKEJIATEIIBHBIX PEAKIHAX JIEKapCTBEHHOI'0 IIperapara 4e€pes
HallMOHAJIBHBIE CHUCTEMBI COOOIIEHUST O HEeXeIaTeIbHbIX peaxknusax rocyaapCTB-4JICHOB

EBpa3uiicKoro 5KOHOMHYECKOT0 COI03a.

Pecnyb6sinka Beaapych

220037, Munck, ToBapuimeckuit nep., 2a

VII «lleHTp SKCNEPTU3 U UCIIBITAHUHN B 3[paBOOXPAHCHHI))
Tenedon: +375 (17) 242-00-29

daxkc: +375 (17) 242-00-29

DnexTpoHHas nouta: repl@rceth.by

Caiit: https://www.rceth.by

4.9 IlepenozupoBka

B HacTosAmMi MOMEHT HET JaHHBIX [0 OCTPOH NEpelo3HUpPOBKE JIOPHOKCHKaMa Ul OIUCAHUSA
TIOCIIEICTBUN TIEPEI03UPOBKA MIIM PEKOMEHIAINH CrIelDHIECKUX CpeACTB Tepanuu. OnHako
IPU TIEPEeI03UPOBKE JIOPHOKCHKAMa MOTYT HaOIIOAAThCS CIEAYIOIIME CHMIITOMBI: TOILIHOTA,
pBOTa, epebpabHbIE CHMITTOMBI (TOJIOBOKPYIKEHHE, HApyLIeHHE 3peHus1). MOTryT IpOSIBIIATHCS U
Cepbe3HbIE CUMIITOMBI, TAKHE KaK aTakCUs (BIUIOTH J0 KOMBI U CYJ0pPOT), TIOPaXKEHHE TIEUYCHU U
TIOYEK U, BO3MOYKHO, HApYIIEHUS KOATyJISAIHH.

B cnyuae nefcTBUTENBHON MITH MIPEAIoIaraeéMoi nepeo3upoBKH CIIEAyeT OTMEHUTH IIpenapar.
JlopHokcukaM  OBICTPO  BBIBOAUTCS M3 OpraHuzMa Omarogapss KOPOTKOMY  II€PHOIY
noayBbiBeieHus. [Jnanu3 Heapdexrupen. Crenudpudeckuit aHTUIOT /10 CUX MTOP HEU3BECTEH.
HeoOxomumo mpemaycMOTpeTh NpoBeAeHHE OOBIMHBIX HEOTIOKHBIX MEPOIPHUATHH, BKIIOYas
NpOMBIBaHUE Kemynaka. Mcxons w3 oOImMX MPHUHIMUIIOB, NPUMEHEHUE AKTUBUPOBAHHOIO YIJIA
TOJIKO IIPH YCIIOBHH €ro IpHeMa cpa3y ke Mocje NMpHeMa JOPHOKCHKaMa MOXKET IIPUBECTH K
YMEHBIIEHHUIO BCAChIBAEMOCTH Ipernapara. HapylleHus co CTOPOHBI JKETyA0YHO-KHIIEYHOTO
TpaKTa, HallpUMEP, MOXKHO JICUUTH C TOMOUIBIO aHAJIOTOB ITPOCTATJIAHAWHOB UM PAaHUTUIMHA.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1 ®apmakoanHAMHYecKHe CBOICTBA

®apmakorepaneBTH4Yeckass  rpynma:  HecTepowaHble  NPOTHBOBOCHATHUTENBHBIE U
IIPOTHBOpEBMaTHYeCKHe npenapathl. OKCHKAMBI.

Koa ATX: M01ACOS.

Mexanuszm oeiicmeusn

Jloprokcukam orHocurest k HIIBIT kiacca OKCHMKamMoB ¢ aHAIbre3UPYIOIIMMH CBOWCTBaMHU. B
OCHOBE ME€XaHHM3Ma JEHCTBHs JIOPHOKCHKaMa JIKUT IOJABICHHE CHHTE3a MPOCTarjaHJIuHOB
(YrHETEHHE AaKTMBHOCTU H30()ePMEHTOB IHKJIOOKCHI€HA3bl), YTO BEAET K JECEHCHTHU3ALMH
nepudepudeckux OGOIEBBIX PENENTOPOB M, COOTBETCTBEHHO, K MHIHOMPOBAHHMIO BOCHAJIECHHMS.
Taiwke npeanonaraercs LEHTpalbHOE BIMSHHE HA BOCIPUATHE OONIM, HE 3aBHUCAINEE OT
IPOTHBOBOCIIAIUTEIBHOTO BO3/ICHCTBHS.

Dapmakoounamuxa

JIopHOKCHKaM He BIHSET Ha JKM3HEHHO BAKHBIE MOKA3aTENH JKU3HENEATETLHOCTH OpraHM3Ma
(HarpuMep, TeMmmeparypy Tena, YacTOTy JbIXaHWsS, 4YacTOTy CEpAEYHBbIX COKpAIICHHI,
aprepuanbHoe JaBjienue, nokasarenu DKI, cnupomerpun).

Knunuuecxas sghgpexmusnocme u 6ezonacnocme

AHanpresupyiomee JefCTBHE JIOPHOKCHKaMa OBbLIO YCIEIIHO IPOAEMOHCTPUPOBAHO B
HECKOJIBKUX KIIHHUYECKUX MCIIBITAHUSAX BO BPeMs pa3pabOTKH JIEKapCTBEHHOTO Mpernapara.



HO P5

TIpu JIeYeHAH JTOPHOKCHKAMOM, KaK ¥ jilpynf@wi' HTI%H PACIIPOCTPAHEHHBIMHI HEXKeaTeNbHBIMU
spdexraMu ABISIOTCS OCIOKHEHMSI CO CTOPOHBI JKETY/I0YHO-KUIIEYHOr0 TPaKTa BCICACTBHE
MECTHOTO pa3paXeHHs IKENYJAO0YHO-KMIIEUHOr0 Tpakra ¥ CHCTEMHOIO YIIBLIEPOTCHHOTO
NIENCTBHUS, KOTOPBIE OMOCPEI0BaHbI HHTHOMPOBAHUEM CHHTE3a MIPOCTArJIaH/IMHOB.

5.2 ®apmakoKHHeTHYECKHE CBOICTBA

Abcopbyus

JlopHOKCHKAaM OBICTPO M MOYTH MOJHOCTBIO BCACHIBAETCA M3 JKEJIYJOYHO-KUIICYHOTO TPAKTa.
MakcuManbHble KOHIEHTPAlUK B ILIa3Me JOCTUraloTCs IPUMepHO uepes 1-2 gaca. AGcomoTHas
OHOMOCTYITHOCTL JIopHOKCcHKama coctaBiser 90-100%. Oddekra mnepsoro mpoXoxKICHUs
TpernapaTa uyepe3 eueHb He HabIro1aeTcs.

OIHOBpPEMEHHBIN NIPUEM JIOPHOKCHKaMa ¢ Iuiiei cHmkaeT Crax IpuMepHO Ha 30% ¥ MOBBILIACT
Tmax ¢ 1,5 9 10 2,3 4. AGcopbitust TopHOoKcHKama (paccuntanHas 1o AUC) MOKeT CHHXKAThCA Ha
20%.

Pacnpeoenenue

JlopHOKCHKAaM TPUCYTCTBYeT B IUla3Me B HEM3MEHHOM BHae, a Takke B (Gopme
THAPOKCHIIMPOBAHHOTO MeTabosuTa. CTeneHb CBS3BIBAHUS JIOPHOKCHKaMa ¢ OelKaMH IUIa3Mbl
KpoBH cocTaBisieT 99% U He 3aBUCUT OT KOHIeHTpauuu. [locie BBeAeHUs TIOBTOPHOM /103bI OH
TaK)Ke 0OHApYKUBAETCS ¥ B CHHOBHAJILHOM JKUIKOCTH.

buompancehopmayus

JlopHOKCHKaM MOJBEPraeTcs BEIPAXKEHHOMY METab0IN3MY B [IEUEHH, IPEXK/IE BCETO IIOCPEACTBOM
THIPOKCHJIMPOBAHMS IO HEAKTHBHOIO METa0O0IUTa S-TUAPOKCUIOPHOKCHKAMA.

Hsopepment CYP2CY yuactByeT B OHOTpaHchHopMaLiK TOPHOKCHKaMa. 3a CYET FeHETHYECKOro
nonuMopduima 11 JaHHOTO (epMEeHTa UMEIOTCSA MEJICHHble W OBICTpble MeTaboIH3aToOPHI,
MO3TOMY Yy MEUIEHHBIX MeTabo0JIM3aTOPOB MOXET HaOIIoJaThCsi 3HAYMTEIBHO IOBBIIIEHHBIHA
YPOBEHb JIOPHOKCHKaMa B IUIa3Me KpOBH. [ MAPOKCHIMPOBAHHBIA MeTabOIUT HE MPOSBIAET
(apmakonorudeckoit akTUBHOCTH. JIOPHOKCHKaM IOJHOCTBIO MeTabONM3UpPYeTCs, MpHYEM
IPUMEPHO 2/3 BBIBOJUTCS MEYEHBIO M TPUMEPHO 1/3 movkamu B hopMe HEaKTUBHON CYOCTaHIMH.
B ucceoBanysx Ha JKMBOTHBIX JIOPHOKCHKAM HE MPUBOAMIT K HHAYKIUH (PEpMEHTOB nedeHu. B
KJIMHAYECKUX UCCIIEIOBAaHUAX HE HAOII01aI0Ch akKKyMYJISLUH JJOPHOKCHKamMa IoCIIe ITOBTOPHOTO
IPUMEHEHUs] B PEKOMEHJOBAaHHBIX JI03aX. OTOT pe3yJbTaT MOJATBEP)KACH JaHHBIMH
JIEKapCTBEHHOI'0 MOHUTOPUHTIA B OJIHOTOINYHBIX HCCIICIOBAHUSX.

Inumunayus

Cpennuii mepuos MoTyBBIBEAEHUS MCXOJHOTO BEIIECTBA COCTaBIsIET 3-4 yaca, MepopaibHOTO
npueMa npumepHo 50% BeBomuTcs ¢ KanoM U 42% rmoukamMu, B OCHOBHOM B (opme 5-
THIPOKCHIIOPHOKCHKama. [lepron nmomyBeIBeIeHUS S-THIPOKCHIOPHOKCHKAMa OJHOKPATHOM MU
JABYKPATHOM €XKEeJIHEBHOH MapeHTepaabHOM 03Bl COCTABIAET MPUMEPHO 9 yacoB. OTCYTCTBYIOT
J10Ka3aTeNIbCTBA H3MEHEHHsI CKOPOCTH BBIBEJICHHSI ITPU MHOTOKPATHOM IIPUMEHEHHUH.

Y nanueHToB IOXKMIIOrO Bo3pacta crapiie 65 ner kiupeHc cHumkaercs Ha 30-40%. Kpome
PEeAyKIMH KIMPEHCa, 3HAaYMMBIX H3MECHEHMM B KHHETHYECKOM Mpoduie JIOpHOKCHKama Y
NIOYKHJIBIX MAIIMEHTOB HE HAOIIOIAI0Ch.

3HaunTebHBIC U3MEHEHHSI B KHUHETHYECKOM MPOQUIIE IOPHOKCHKAMa Y MAllHEHTOB C MOYeYHOM
WK NIEUYCHOYHOH HEJOCTaTOUHOCTBIO OTCYTCTBYIOT, 3@ HCKIIFOUEHHEM KYMYJISIIHH Y TTAI[MEHTOB C
XPOHHYECKHMM 3a00JIEBAHHEM MEYEHHU IOCIIE 7-IHEBHOTO JICYEHHS C €XKEHEBHOM 10308 12 Mr u
16 mr.

5.3 /laHHbIe TOKINHHYECKOH 6€30MacCHOCTH

JIOKIIMHHYECKHE NaHHbIE, OCHOBAHHBIE HA TPAJMIMOHHBIX HCCIENOBAHUAX (PapMaKoIOTHH
0€30MacHOCTH, TOKCHYHOCTH IIPH TMOBTOPHBIX J03aX, I'€HOTOKCHMYHOCTH M KAHIIEPOTEHHOrO
MOTCHIIHAJIA, HE BBISIBUIIM OCOOBIX OITACHOCTEH IS YelloBeKa.

JIopHOKCHKaM BBI3bIBAI MOYEYHYIO TOKCHYHOCTH M $3BY JKEIYAOYHO-KUIIEUHOIO TPAKTA B

HACCICNOBAHUAX TOKCHYHOCTHA MPU OJHOKPATHOM M MHOIOKPAaTHOM IPUMEHEHHH Yy HECKOJIbKHX
BHJIOB.
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3192726B /0 25 ‘ 1

V KpbIC JOPHOKCHKAM CHHIKAET (hepTHIILHOCTD (BIMSIET Ha OBYIISIMIO M UMIIIAHTAIHEO) ¥ BIHSCT
Ha OEpeMEHHOCTh U POJBL. Y KpPOJIMKOB M KpBIC JIOPHOKCHKAM BBI3BIBACT IPEKIECBPEMEHHOC
3aKpBITHE apPTEPHATBEHOIO MPOTOKA M3-32 HHIMOMPOBAHUS LIUKIOOKCUT€HA3BL.
[1poIeMOHCTPUPOBAHO, YTO y >KHBOTHBIX BBEJCHHE HMHTMOMTOPOB CHHTE3a MpOCTarjaHIHHa
TIPHBOIMT K YBEJIHMUYEHHIO TIOTEPU [0 U MOC/IE UMILIAHTAIMA U rubemu sMOpuoHa mona. Kpome
TOrO, Yy DOKMBOTHBIX, IIOJYYaBIIMX WHTUOMTOp CHHTE3a MpOCTArjJaHIMHa B TCUCHHUE
OpPraHOTE€HETHYECKOr0 IMEePHO/a, COOOIANOch 00 YBEIHYEHHMH YacTOThI PA3jIMYHBIX ITOPOKOB
Pa3BUTHUS, B TOM YHCJIE CEPACYHO-COCYTUCTHIX.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA
6.1 IlepeyeHb BCIOMOraTe/IbHbIX BelIeCTB
AHopo mabremku

[enmro0n03a MUKPOKpPHCTAILTHYECKAS

JlakTo3a MOHOTHApPAT

[ToBumon K 25

Kpockapmennoza Hatpust

Marnus creapar.

IInenounas obonouxa scenmast

HPMC 2910/runpomerniosa

tuTaHa auokeua E171

maxporo 6000/TI2T

TaJIbK

XUHOJIMHOBBIN JKEIThIA aTtOMUHHEBBIH Jak 18%-24% E104
OKCHJI JKene3a xenToid E172.

6.2 HecoBMecTuMOCTH
He npumenumo.

6.3 Cpok roaHocTu
2 roja.

6.4 OcoObie MepbI NPEIOCTOPOKHOCTH MPH XPAHEHHH
IIpu Temneparype e BbIme 25 °C.

6.5 XapakTep u coaep:kaHHe NEPBHYHON YNIAKOBKH

[Io 10 TabneTok B KOHTYPHO#H SYEHKOBOM YIIAKOBKE M3 IUIEHKH MOJMBHHUIXIOPUIHOM B (GOIBrH
AIIOMHUHHEBO#. [10 01HOM MM TPU KOHTYPHBIE STYEHKOBBIE YIIAKOBKHM BMECTE C HHCTPYKIMEH 110
MEJMIUHCKOMY IIPHMEHEHHIO B ITa4Ke M3 KapTOHa.

6.6 OcoGbie Mepsl NPEIOCTOPOKHOCTH TNPH  YHHYTOKEHHH  HCIOJb30BAHHOTO
JIEKADCTBEHHOI0  mpenapara MJIM  OTX0J0B, TMOJYYEeHHBIX TMOCJAe TPHMEHEHHS
JIEKAaPCTBEHHOI0 Npenapara, H Apyrue MaHHIMYJISIHH ¢ IPEnapaTom

Het 0coObIx TpeOoBaHMil K yTHIH3ALUH.

Ocratku JICKapCTBEHHOTO IIperiapaTta ¥ OTXO0IbI CIICAYET YHUYTOXXUTDH B YCTAHOBJICHHOM ITOPSIKE.

6.7 YcioBus oTmycka
[To peuenty Bpaua.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
COOO «Jlexdapmy, Pecniybnuka Benapycs,

223141, r. Jloroiick, yi1. Munckas, 1. 2A, x.301.

Ten./daxc: (01774)-53801.
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OnextponHas noura: office@lekpharm.by. e

7.1 IlpeacTaBuTe/Ib 1€P/KATES] PErHCTPALHOHHOTO Y10CTOBEPEHHS

IIpemensuu nompebumenei Hanpaeisims noO aopecy:

Pecnybsinka bBesnapycs

COO0O «Jlexkpapm», Pecniybiuka Benapych, 223141, r. Jloroiick, yn. Munckas, 1. 2A, k. 301
Ten./dakc: (01774)-53801.

DnextponHas noyra: office@lekpharm.by, sideeff@lekpharm.by.

8. HOMEP PETUCTPALIMOHHOTI' O YIOCTOBEPEHUSA

9. JATA TNEPBUYHOM PETUCTPAIIMU (IOATBEPKIEHWUS PETMCTPALIUY,
IIEPEPEI'’MCTPAIIUN)

10. JATA IIEPECMOTPA TEKCTA
OOmiass  xapakTepuCTHKa JieKapCTBEHHOro mpemnapara JlopHokcukaM-JI® noctymHa Ha
opuuKanbHOM caiTe YNOJHOMOYEHHOro opraHa rocyaapcrBa — YII «lleHTp sKcreprus u

WCIIBITAaHUH B 37paBOOXpPAHEHHH» B HH(POPMAIMOHHO-KOMMYHUKAIIMOHHOM ceTH «MHTepHeT»
www.rceth.by.
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