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HNHCTPYKIIUSL
0 MeHIUHCKOMY HPHMEHEHHIO JIEKaPCTBEHHOI0 CPeACTBA (JINCTOK-BKJIA/IbIIN)

KCE®OKAM PAIIN]

1. HA3BAHHUE JEKAPCTBEHHOI'O CPEJICTBA
Kcedoxam Pamun, Tabmerku, MOKPHITEIE IIIEHOYHON 060I09KO#

2. KAYECTBEHHBIHT 11 KOJIMYECTBEHHBIN COCTAB
Opma TabiieTka, MOKpHITas IIIEHOYHOH 00011040, (6BICTPOro BEICBOGOXKIEHNAS) COAEPHKHUT 8 MI
JIOpPHOKCHKaMa.

ITonHEI CIEICOK BCIIOMOTaTEIBHEIX BCIICCTB HAaXOAUTCA B pa3aciie 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, HOKPHITHIE IICHOTHON 000 I09KOMA.

Kpyrisie 1BOAKOBHITYKIIBIE TA0IETKHU, IIOKPHITHIC IICHOYHOU 000I0UKOM, OT G€JI0ro 70 CBETIIO-
JKEJITOrO I[BETA.

4. KJIMHHUYECKHE OCOBEHHOCTHU
4.1 Iloka3aHusl K NPUMEHEHHIO

KpaTKocpquaﬂ CUMIITOMATHYCCKas TCparma OCTPOoro 00JIeBOTO CHHApOMA cnaboii u YMepeHHOf/‘I
HWHTCHCHUBHOCTH Y B3POCJIBIX.

4.2 Cnoco0 npuMeHeHHS H 103HPOBKA
Pexxum 1o3upoBanus .
Jlns Bcex ManUMeHTOB COOTBETCTBYIOIIMIT PEXHUM JO3WPOBAaHHUA JOJKEH OCHOBHIBATHECS Ha
UHIUBHANYaJbHOM OTBETE Ha JleueHre. PUCK BO3HUKHOBEHHUS HeXeNaTelbHEIX 3)(HEeKTOB MOXKHO
CBECTU K MUHUMYMY, UCIIONB3Ys caMble HU3KUE d(PPEKTHBHEIC O3Bl B TCUCHHME MUHMMAIBHO
KOPOTKOT0 Kypca, HeOOXOAUMOro st KOHTPOJIL CUMITOMOB (cM. pazzen 4.4).

!
Ocmpwiii 601e601i CUHOPOM
8-16 Mr noOpHOKCHMKaMa IPUHUMAIOT A03aMH 10 § Mr. B mepBrlil [eHb JIedeHHs MOXKET OBITH
HasHaueHa HavyalbHas 1o3a 16 Mr, ¢ nocieayromuM npueMoM eie 8 mr gepes 12 gacos. [locie
MEepBOTO JHS JICYSH!sI MaKCUMallbHas PEKOMEHIOBaHHAs CyTOYHAs 7034 COCTABIAET 16 Mr.

Oco0ble rpyninbl NanueHToB

Hayuenmor 0emckozo 6o3pacma

JlopHOKCHKaM He PEKOMEHIYeTCs Ha3HaJaTh JETAM M IOJPOCTKaM B Bospacre Jio 18 ner u3-3a
OTCYTCTBHS JAHHEIX IO 6€30I1acHOCTYU ¥ 3 PEKTHBHOCTH.

Hayuenmuer nosicunozo 6ospacma

JIns ManEeHToB MOXKHJIOrO BO3pacTa crapme 65 jer He Tpebyercs crenuanbHas KOPPeKIHst
[O3BI, 33 HCKIIOYEHHEM CJIy4aeB HMEIOINErocs HapylleHus (QYHKIAM MOYEK WM IEYCHH.
JlopHOKCHKAM clie[lyeT Ha3Ha4aTh C OCTOPOKHOCTBHIO, [TOCKONBKY NaHHAs IPyINa INalieHToB
TspKeiee TIEPEHOCUT HEKENATENbHBIe PEaKIHK CO CTOPOHBI ey TOYHO-KUIIEYHOTO TPAKTa (CM.
pasnen 4.4).

Hayuenmor ¢ napyuwenuem QyHKyuu novex

V marmeHToB ¢ HapyleHueM (YHKIMH IOYeK JETKOH U yMEpPEHHOU CTCICHH PEKOMEHIYeTCs
yMeHbIIeHHe KpaTHOCTH IpreMa npemnapata Keedoxam Parmx g0 1 pasa B cyTxu (cM. pazzen
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4.4). JIopHOKCHKAM MPOTHBOIOKA3aH IAIMEHTaM ¢ HapylleHHueM (QYHKIUM IOYeK TIKEIOoH
cTereHu (cM. paszgen 4.3).

Ileuenounas nedocmamoyHocmy

VYV OauueHtoB ¢ HapylleHweM (YHKIWM T€4eHM YMEPEHHOM CTEIEeHH pPeKOMEHIYEeTCs
YMEHBIICHUE KPaTHOCTU NpHeMa npernapara 10 1 paza B cyTku (cM. paszen 4.4). JIopHOKCHKam
NPOTHBONOKa3aH IAIUCHTaM C HapyleHueM QyHKIMK IOoYeK TSKeNol crenenu (cM. paszen 4.3).

Crioco6 mprMeHeHus

Kcedoxam Pamvp TabneTkn, HOKpHITHE INIEHOYHOM 0G0MIOYKOM, IPeHASHAYEHE! I IpHeMa
BHYTPB, ¥ UX CJIEAyeT IPUHUMATb, 3aIIUBAast JOCTATOYHBIM KOJIMYECTBOM JKUIAKOCTH.

4.3 IIporuBomoxa3zaHus
~  TUICPYYBCTBUTEIHHOCTH K aKTMBHOMY BEIIECTBY WM K JIOOOMY U3 BCIOMOTATEIbHBIX
BEINECTB, IEPEYNCIICHHEBIX B paszene 6.1;
—  TpOMOOLUTONECHUS;

—  TUIEPYYBCTBUTENLHOCTH (TaKMe CUMIITOMBI, KaK acTMa, PUHWT, aHTHOHEBPOTHYECKMIA
OTEK MM KPanMBHMIA) K JPYTHM HECTEPOUAHBIM MPOTHBOBOCTIANIMTENEHEIM CPEACTBAM
(HITBC), BKIOUas alleTUIICATHIIMIOBYIO KHCIIOTY;

—  TsDKellas cepAcyHas HeAOCTaTOUHOCTD;

~  JKeNy[JOYHO-KHINEYHEIE KPOBOTEUECHHUS, LEpeOPOBACKYIAPHBIE KPOBOM3IHAHMA W
IpyTrue KpOBOTECUEHUS;

—  JKEJyJOYHO-KHUIIEYHBIE KPOBOTEUEHHUS WK nepdopamuu B aHaMHe3e, CBI3aHHBIE C
npeamectByromei Tepanueit HIIBC;

— ocTpas IeNTHYecKas A3Ba/KpOBOTEYEHME WM PELUIUBUPYIOINAs MenThYecKas s3Ba/
KpOoBOTeUeHME B aHaMHe3€ (2 1y 6oJiee IBHBIX SIIU30/1a IIOATBEPKACHHOTO H3bsI3BICHUS
WA KPOBOTECUECHU);

—  TsDKelas Ie4eHOYHas Hel0CTaTOYHOCTE;

—  TsDKeIas MI0YeYHas HeIOCTaTOYHOCTh (CHIBOPOTOUYHBIN KpeaTuHUH >700 MKMOJIE/T);

- Tpertuit TpuMecTp 6epeMeHHOCTH (cM. paznen 4.6).

4.4 Mepsbl IpeI0CTOPOKRHOCTH

JIopHOKCHKAM CHMJKAeT arperanuio TpOMOOIMTOB W YAJHHAET BpeMs KpPOBOTECUCHUS,

COOTBETCTBEHHO, CIEAYeT COOJIOAaTh OCTOPOXKHOCTH IIPHM Ha3sHA4YEHWW IalMeHTaM Co

CKJIOHHOCTBIO K KPOBOTEUEHUAM.

ITpu cremyromux HapylIIeHWAX JOPHOKCHKAM CIEHYET Ha3HAYaTh TONBLKO IOCHE TINATEILHOM

OIIEHKH COOTHONIGHUS MONB3Hl ¥ PUCKA!

- IToyeunas HEXOCTATOYHOCTH: JIOPHOKCHKAM CIEIyeT NPUHUMATh C OCTOPOXKHOCTBIO
JalenTaM ¢ Jerkoit (ceiBopoTounsiii kpeatwHuH 150-300 MKMOJB/T) M yMEPEHHOH
(ceBOopoTouHEli KpeaTwHuH 300-700 MKMOJB/I) MOYEYHOH HENOCTATOYHOCTHIO
BCIIE/ICTBUE 3aBHCUMOCTH MOMICPIKaHUSA [MOYEYHOIO KPOBOTOKA OT YPOBHS IOYESUHBIX
npocrarianaueos (cM. pasgen 4.2). Ecmu Bo Bpems JiedeHus (YHKIUsS MOYEK
yXyIIAETCH, JeUeHre IOPHOKCHKAMOM ClIeyeT NPeKPATUTh.

- KouTpouns QyHKINH ITOYeK HEOOXOAUM Y TAIUCHTOB:

e NOJBEPraroIuXcs OONBIIUM XUPYPIrHYECKAM BMEIIaTeIbCTBaM,

® ¢ CepIecYHOI HeJOCTaTOYHOCTEIO,

e B IIEPHO]| COIYTCTBYIOIIETO JEUEHHS JUYPETUKAMH YT JIEKAPCTBEHHBIMM CPEACTBAMU C
M3BECTHBIM HITH IPETIONAraeMEIM He(POTOKCHYCCKIM JieficTBreM (cM. pasner 4.5).

COTJIACOBAHO

MHHVCTEPCTBOM BI{PABOOXPAHEHHH

PECHYBJIHKPI BEJIAPYCE
Ipuxag Mnuncu-epc'r

Ba 31papoox
Pecny6 nux PaHeHug

H Bellapyc;,
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- [TanmenTHl ¢ HApYMIEHHWSAMM CBEPTHIBAaHMSA KPOBU: PEKOMEHIYETCS THIATEIIbHBIC
KIMHAYECKOe HaOIoAeH!e U 1abopaTopHBIi KoBTpoib (Hampumep, AIITB).

- IMeweHoyHass HEZOCTATOYHOCTH (HAIpUMeEp, NPH IMPPO3€ IIEUCHH): y MAIMEHTOB C
HapyIeHueM GyHKIMHY ITe4eHN He0O0X0UMO PacCMOTPEThH BOIIPOC O TINATEIFHOM KIMHUYESCKOM
HaOMr0ieHNH ¥ 1abopaToOpHOM KOHTpOJIE, IOCKONBKY MOCIe IPUMEHEHHS €XEeTHEBHEIX K03 12-
16 Mr MoXeT HacTymuTh KyMyJjsilus nopHokcukama (yBenuuenue AUC) (cm. pasgen 5.2). B
OCTANBHBEIX CydYasdX HapylmleHHas QYHKIEA TEeYeHH BpPAN JIM OKa3hBaeT BIMAHHE HA
(apMaKOKMHETHKY JTOPHOKCHKaMa IO CPAaBHEHHIO CO 37I0POBBIMH JIMIIAMHU.

- ITanpenTsl MOXMAIIONO BO3pacTa cTapme 65 JIeT: PeKOMEHIOBaH KOHTPOJb (YHKIUM

IIOYCK H IICUCHH. PCKOMC‘HILYCTC}I IIPUMCHATE € OCTOPOXXHOCTBIO Y IAITUCHTOB ITOXHUIIOTO
BO3pacTta 1ocijie OHepaHHﬁ.

OmnoBpeMenHoe npuMenenne ¢ apyrumu HIIBC

Cnemyer wusberaTh OJHOBPEMEHHOTO TIpUMEHEeHHs JopHOKcukKama ¢ HIIBC, Bxiroudas
CEJIEKTUBHBIC MHTUOUTOPHI IUKIOOKCUTeHA3EI-2 (CM. pa3zen 4.5).

MuHNMHE3AIAA PUCKA BO3HUKHOBEHHS HEXEIaTeNbHBIX (P heKTOB

Prck BO3HUKHOBEHHS HEXKENAaTEIBHEIX 3(P(EKTOB MOKXHO CBECTH K MHHUMYMY, HCIIOJB3Ys
camble HU3KHE 3(deKTHUBHEIEC T03B B TEUCHIEC MUHUMAIBEHO KOPOTKOTO Kypca, HeOOX0aMMOro
IVl KOHTPOJISL CHUMNTOMOB (cM. pasgen 4.2, a Takke C YYETOM >KEIyIOUHO-KUIICYHEIX MU
CEepIeYHO-COCYAUCTHIX PUCKOB, IEPEUUCICHHBIX HIXKE).

KenynouHO-KHINEUHEIe KPOBOTEUECHHMS, N3BI3BICHUS U Iepopanui

XKemynouHo-KHINeYHbIe KPOBOTEUSHNS, U3BSI3BIICHUA U NIepopaliv: IpU UCHOIH30BAaHUU BCEX
HIIBC 6buin 3aperucTpUpOBaHBl JKEIyAOYHO-KHMINEYHbIC KPOBOTCUCHHUS, H3BA3BICHUSI WU
nep¢opalyy, KOTOpsie MOTYT IPUBECTH K JIeTalbHOMY ucxony. OHM BO3HUKanu ¢ wiu 0e3
MpeNyNPeXAA0OMUX CUMITOMOB MM CEPBE3HBIX IKEIyJOYHO-KUIICYHBIX OCJIOXHEHUN B
aHaMHe3se B JII000e BpeMs TepanuH.

Puck ey 104HO-KMIIeYHBIX KPOBOTEUSHHUH, 3B MU NTepdOpaliy BEIIIE C yBEIUISHUEM TO3BI
HIIBC, y manueHToB ¢ 13BOl B aHaMHe3€, 0COOCHHO €CJIY OHA OCJI0XKHANACh KPOBOTCUCHHUEM HITH
nepdopanueii (cM. pazaen 4.3), 1 y HAUEHTOB MOXKMUIOTO BO3pacTa. Y 5THX NALUEHTOB JIe4eHre
cliefiyeT HaYWHATh C CaMOM HHU3KO# JO3BI, KOoTOopas BO3MOXHa (cM. pazzgen 4.2). Jlna stux
HALMEHTOB W JUIS MAIEHTOB, KOTOPHIM TpeOyeTcs OJHOBPEMEHHOE JIeueHHe HU3KUMU JI03aMU
ALETHICATUIMIOBOM KWUCIOTHl WIM JPYTMMH JICKApCTBEHHBIMU CpPENCTBAMH, CIIOCOOHBIMU
VBEIHYUBATH PUCK HEXENATENbHBIX PEaKIUii CO CTOPOHBI JKEIyJ0YHO-KMINEYHOIO TPAKTa,
ClIeIyeT paccMOTpPeTh KOMOMHHpPOBAaHHYIO TEPAaNHUI0O C IacCTPO3alUTHEIMHU CPEACTBAMU
(HanpHuMep, MU30TIPOCTON WM WHTMOUTOPH MPOTOHHOH HOMIBI) (cM. MHpOpMAIHIO HIKE, a
TaKske pasaen 4.5). PexoMeHayeTcs peryiiapHOe HaOIoIeH e Y Bpada.

TlanueHTH ¢ KelyAOYHO-KHIIIEYHONH TOKCHYHOCTBIO B aHAMHE3€, B OCOOEHHOCTH IIOKHIIOTO
BO3PACTa, JOJDKHBL IIPOMHCTPYKTUPOBAHEL 0 HEOOX0AUMMOCTH COO0IIEHns 060 BCeX HEOOBIMHBIX
abJOMHHANBHEIX cuMOTOMax (B OCOOCHHOCTM O NPU3HAKAX IKEIYJOYHO-KHIICYHOTO
KPOBOTEUEHMS); OCOOCHHO B HaYajie JICUCHHU.

Cnemyer coOirogaTh  OCTOPOXKHOCTH — IAIMEHTaM,  ONHOBPEMEHHO  NPUHHAMAIOIIKM
JNIEKAPCTBEHHBIE CPE/CTBA, HOBHIIAIONINE PUCK M3BA3BICHUN WM KPOBOTCYCHMM, TAKUX KaK
TIepOpanbHEE KOPTHKOCTCPOUBI, AHTHKOATYIAHTH (Takue KaK Bap(apuH), CEIeKTHBHEIS
MHrEGHTOPE OGPATHOrO 3axBaTa CEPOTOHMHA WM AHTHAIDETAHTHBIE CpefcTBa (TakHe Kak
aneTIIcaIunuiIoBas Kuciora) (cM. pasaen 4.5).

Ipy BOSHHKHOBEHWH JKeJIyI0YHO-KHINEYHEIX KPOBOTCUEHNI MM M3BASBICHUH Y MAlHEHTOB,
IPUHMMAIOIIUX JIOPHOKCHKAM, J€YeHUE HEOOXO0IUMO IIPEePBaTh.

COTJTACOBAHO
MVHVCTEPCTBOM B3[PABOOXPAHEHHS
PECITYBJIMKH BEJIAPYCh

IIpuxas Munncrepersa sApaBooxpanenns
Pecnybauru Benapycs
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HIIBC cnexyer WCHONB30BATH C OCTOPOXKHOCTHIO y OONBHBIX C JKEIyIOYHO-KHIIECYHBIMH
3a00JIeBaHKSIMU B aHAMHe3¢ (I3BEHHBIN KomuT, 601e3Hb KpoHa), Tak KaK UX IPUMEHEHUE MOKET
BBI3BaTh 00OCTpeHue 3aboneBanus (cM. pasaen 4.8).

[larueHThI MOKUIIOro BO3pacTa

V DanueHTOB MOXMIIOrO BO3pacTa HAONIOAAeTCs IOBHIMNEHHAS YacTOTa BO3HMKHOBEHUS
HexenarelbHEX peakuuii Ha HIIBC, npexne Bcero »enyJouHO-KUAIMEYHBIX KPOBOTEUSHUM U
nepdopariuii, KOTOpEle MOT'YT IIPUBECTH K JIETAIEHOMY HCXOIY (CM. paszen 4.2).

CepIeuH0-COCYIUCTEIE M ITepeOpoBacKyIaIpHEIe dDhEKTEI

HeobxonvMel ajnexBaTHOE HAOJNIOJEHWE W HHCTPYKTaX IIAlMEHTOB C apTePUABHOM
TUINSPTeH3MEH W/MIN CepIeYHO HEIOCTATOYHOCTHIO B aHAMHE3€ HJIM B aKTMBHOM COCTOSIHUHY,
Tak Kak B cBsa3u ¢ Tepanueit HIIBC onucans! 3aiepikka )KUIKOCTH M OTEKH.

Knunnueckue uccneqoBaHus W SMUAAEMUONOTHYECKUE JaHHEIE YKA3BIBAIOT, YTO NPHMEHCHHE
HexoTopex HIIBC, B yacTHOCTH, Y BBICOKOI JHO3MPOBKE M B paMKax JIUTEILHOTO JICUCHHS,
MOXXET OBITh CBSI3aHO C YBEJIMUYCHHMEM PHCKA apTEPUANBHBIX TPOMOOTHYECKUX OCIIOKHECHUMN
(manpumep, WH(pApKTa MUOKap/Aa M WHCYJIbTa). VIMEIOMMXCs NAaHHBIX HEJOCTATOYHO, YTOOHI
HCKJIFOYUTH TAKOH PUCK IS JIOPHOKCHUKAMA.

[Ipumenenye TOPHOKCHKAaMa Yy NAIUEHTOB ¢ HEKOHTPOJIMPYEMOM apTepralbHOM IUIIEPTEH3HEH,
XPOHHYECKOH CeplIEYHOM HEJOCTATOYHOCTHIO, YCTaHOBICHHON HINEMUYECKOi 60NIe3HBIO cepala,
3a00/IcBaHUSAMU TTepU(PEPUUSCKUX apTepuil W/wiK LepeOpOoBacKyJISPHBIMH 3a00JI€BaHUAMHU
JIOJIXKHO IIPOBOJUTHCS TOJBKO MOCIIE TINATEeIBHON OLEHKH 1ONB3EI M puckoB. [Togo6Has onenka
JOJKHA OBITE ClIeaHa JI0 Havaja JOJITOCPOYHOrO JISYSHN Y MAIMeHTOB ¢ (JakTopaMy pUCKa B
OTHOINEHVH CePICYHO-COCYNUCTHIX 3a0oNeBaHMi (HampuMmep, apTepuajbHas TUIEPTEH3M,
THIEPIUNVIEMHUs, CaXapHBIi 1raber, KypeHue).

OmuoBpemennoe yedenne HIIBC u remapuHOM B CBA3M CO CIIUHAIBHOM WM SIMIYPalbHON
aHecTe3rel MOBHINAET PUCK CIMHANIBHEIX/ SIUAYpalbHBIX FeMaToM (cM. paszeln 4.5).

HapyieHnus co CTOPOHBI KOXKM ¥ MOJKOKHBIX TKaHeH

Tsoxenple, WHOTAA BHIBBIBAIOIIKE JIETANbHBIH MCXOJ KOXKHBIE PpEaKl|W, BKIIOYas
sKchONMATHBHBIA JepMaTut, cuHApoM CruBeHca-J[)KOHCOHA, TOKCHYECKMH 3NMICpPMANbHBINA
HEKpPOJIH3, OYEeHB PeIKO onrchBanuch B ca3u ¢ npumeHenneM HIIBC (cM. pasgen 4.8). Camsrii
BBICOKHI PUCK JUIs TAKUX PeaklHii CyIIecTBYeT B Hauaje Tepaluy, B OONBIIMHCTBE CIIy4acs B
HepBEIA Mecsn nedenus. [Ipy nepBoM BOSHMKHOBEHMH KOXKHOM CHINY, NOPAKEHUH CIU3HCTHIX
000JI04EK MM JPYTUX TPHU3HAKOB IIOBBINEHHOH WHIWBHUAYANbHONM YYyBCTBUTEILHOCTH
JIOPHOKCHKAM CJIEyeT OTMEHUTE.

HapyiieHus co CTOPOHBI JBIXaTeIbHON CUCTEMBI

C 0CTOPOIKHOCTEHIO ClIe/lyeT Ha3Ha4aTh IAlWeHTaM, CTpaJaroIyM GpOHXUANBHON acTMOM UK ¢
HaJaM4reM acIMBI B aHaMHese, Tak Kak coobmainock, 9ro HIIBC MoxeT BEI3Barh y Takux
MAIEHTOB OPOHXOCIIA3M.

CricTeMHas KpacHas BOJNYAHKA W CMEIIaHHOe 3a00JI6BaHUe COSIMHUTENbHON TKaH!

V manueHToB ¢ cucTeMHo# kpacmoif Bomuankoil (CKB) u cMemaHHBIM 3a00N€BaHHEM
COEIMHHUTENEHOM TKaHH HeO0XOIUMO MPOABIIATH OCTOPOXHOCTh BBUY IOBHIIIEHHOIO PUCKa
ACENTHYECKOTO MCHUHIUTA.

HedpoToKCHUHOCTE

COTJTACOBAHO
MHHHCTEPCTBOM 3/1PABOOXPAHEHHS
PECIIYBIINKY BEJIAPYCH

IIpuxas Mﬂnncwepcma 3APaBOOXpaHenny
Pecny6nuxy Benapycs,
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Cosmectroe npumvenenue HIIBC u TakpoimMyca MOXKET YBEIUYHTH PUCK HEPPOTOKCHIHOCTH
13-33 CHIDKEHHOTO CHHTE3a MPOCTAIMKIMHA B TI0YKaX. Y MaIMeHTOB, OMy4YalomuyX MoJ00HYI0
KOMOMHHPOBAHHYIO TEPAaIMio, CIeIyeT TINAaTeJbHO KOHTPOIHPOBAaTh (YHKIMIO MOYEK (CM.
pazznen 4.5).

Otki0HeHus 1a60PaTOPHBIX NOKa3aTeleil 0T HOPMET

Kak u mma GonpmmactBa apyrux HIIBC, Obum 3aperucTpupOBaHBI CIyYad yBETHICHES
KOHLECHTpallMd TPAaHCAMUHA3, OWIMpyOMHA WM JpPYrux IOKasareneidl (QYHKIWU TEYCHH B
CBIBOPOTKE KPOBH, & TAKIKE YBEIMYCHU YPOBHA KpeaTUHIHA U a30Ta MOUEBUHEI KPOBHU U JIPYTHE
U3MEHEHUs 1abopaTOpHBIX IOKaszaTeneil. Ecny 5TH OTKIOHEHHs CTAHOBATCSA 3HAYUTEIHHBIME
WIA COXPaHJIOTCSA, WCIONB30BaHME JIOPHOKCHKama CIIEyeT TpepBaTh M  IPOBECTH
COOTBETCTBYIOIEE 00CIEeIOBaHHE.

DepTUILHOCTH

TIpyMeHeHHe JTOPHOKCHKAMa, KaK M JI060ro Jpyroro JeKapcTBEHHOIO BEIIECTBA ¢ H3BECTHBIM
WHIMOMPOBaHMEM  LIUKIOOKCUTEHA3bl/CHHTE3a  IIPOCTAarjlaHJUHOB,  MOXKET  OKas3aTh
OTpHIATENbHOE BIUSHUE Ha (EPTHIBHOCTH U IOITOMY HE PEKOMEHJIyeTcs AJd NPUMEHEHHS
KCHIUHAMY, IUIAHUPYIOIUM OepeMeHHOCTb. I JKCHINWH, MCHBITHIBAIOIIUX TPYIHOCTH C
HACTYIUICHHEM OepeMEeHHOCTH, MM IPOXOAAMUX 00ciieJ0BaHKe 10 OBOLY OECIIIONNs, CIEoyeT
paccMOTpeTh BO3MOXKHOCTH OTMEHEI JIOPHOKCHKaMa (CM. paszen 4.6).

Berpsnas ocnia

B HMCKIIIOUATENBHEIX CIyYasX BETPsSHAs OCTAa MOXET MPUBECTH K CEPHE3HBEIM HH(EKIMOHHBIM
OCIIO’KHEHUAM KOXKH M MATKUX TKaHE.

JTo cux mop Hemb3s eKmounTh, 9To HIIBC MOryT criocoOCTBOBATE yXyIIIEHHIO TEYEHHS STHUX
urpexmuii. [TosToMmy 1erxecoobpasHo u30derarTh MPUMEHEHN TOPHOKCHKAMa IPH BETPSHOM OCIIE.

4.5 BsaumojeiicTBHe ¢ JAPYFAMH JeKAPCTBeHHBIMHU cpeJcTBAaMH M JApyrue ¢opmMbl
B3auMoJelcTBHA

OoHoepemenHoe npuMeHeHue IOPHOKCUKAMA C:

- yumemuourHom: TPUBOAUT K IIOBHINIEHHOW KOHIICHTpallid YPOBHA JIOPHOKCHKama B
[JIa3Me, YTO MOXKET IOBBIIATH PHCK BO3HWKHOBEHWS HOOOYHBEIX 3(@dEKTOB JTOPHOKCHKaMa
(B3aMMOENCTBII MKy JOPHOKCUKAMOM M PaHHTHIMHOM HIM MEXIY JOPHOKCHKAMOM U
aHTalUIaMHK He 00HApPYKEHO).

- anmuxoazynsnmamy: HIIBC MOryT ycunmMBarh JAEWCTBHE aHTHKOATYJITHTOB, TAKUX KaKk
Bapdapud (cM. pasgen 4.4). Ilokasan xoarpons MHO.

- ennpoxymonom: cHrDKeHHe PGDEKTHBHOCTH JEUEHHA (EHIIPOKYMOHOM.

- zenapunom: HIIBC mpu OJHOBPEMEHHOM HPUMEHEHHWH C TENapuHOM B CBA3M CO
CMHANHGHOW WM DIMAYPAIbHOM aHecTe3Wel MOBBIIAIOT PHUCK KPOBOTEUCHMSA, a Takke
CIMHANBHBIX MM SIMIYPaTbHEIX reMaTroM (cM. pasjen 4.4).

- unzubumopamu AII®: aHTATANEpTEH3UBHOE JelicTBre MHIMOHTOpoB AII® MoxeT GBITh
CHIDKEHO.

- Ouypemuramy: CHUKEHH® JMYPETHIECKOTO W  AHTUIHMIICPTEH3UBHOTO JICHCTBUA
TIeT/IeBbIX, THA3HUIHBIX M KalWicOeperaromux IUypPeTHKOB (TMOBBILUCHHBIA PHCK pa3sBHTHA
THIEPKATIEMUH U HeQPOTOKCHIHOCTH).

- Gema-610kamopami: CHAKEHIE aHTUTHIIPTEH3UBHOTO d(dexTa.

- Groxamopamyu  peyenmopos  awzuomensuna II.  CHWKEHHE AHTUTHIICPTCH3MBHOIO

sdexra;

COTIACOBAHO
MUHHUCTEPCTBOM 3IPABOOXPAHEHHSA
PECIHYBJIINKH BEJAPYCH
IIpukas MunucrepeTsa 34paBoOXpaHeHHA
Pecny6anxu Benapych
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- OU20KCUHOM: CHIDKSHIE TIOUETHOT0 KIMPEHCa TUTOKCHHA, YTO IIOBHIIIAET PUCK Pa3BUTUA
TOKCHYHOCTH UTOKCHHA.

- KOpmuKocmepoudamy: TOBBIIIEHHBIH PUCK KEIyAOYHO-KUIIEYHBIX U3BA3BICHUN WU
KpoBoTeueHui (cM. paszen 4.4).

- XUHONOHOBLIMYU AHMUOUOMUKAMY  (HanpuMep, T1e60DIOKCAYUHOM, OQPIOKCAYUHOM):
IOBBIMICHHEBI PUCK BO3SHUKHOBEHHUS CYAOPOXKHBIX MPHUIIA]KOB.

- AHMUMPOMOOYUMAPHEIMY  CPeOCMEamy (Hanpumep, KIONudozpenem): IOBLIIIECHHBI
PHUCK KpoBOoTE€UEeHMH (cM. pasnern 4.4).

- opyeumuy HIIBC: TIOBBIIEHHBIM PHUCK JXEMyNOYHO-KHUINEYHBIX KPOBOTCUCHMI M
U3BSA3BICHUN.

- Memompekcamom: TIOBBIIIEHHBI YPOBEHb METOTpEKCaTa B CBIBOPOTKE. JTO MOXKET
IIPUBECTHU K MOBBIIMEHHON TOKCHYHOCTH. Ecii HeoOXoauMo NpoBeieHNe COBMECTHOM TEpamuy,
ClIely€eT YACIUTh BHUMaHKE TIATEIEHOMY KOHTPOJTIO.

- CENeKMUBHBIMU UHZUOUMOPaAMY 06PAMHO20 30X6AMA CEPOMOHUHA: TIOBBIIICHHBIN PUCK
KpoBoTeueHu# (cM. pazzen 4.4).

- qumuem: HIIBC mnonaBisiioT NOYEYHBI KIMPEHC JIMTUS M TakuM 00pa3oM MOTYT
MOBBICUTH KOHIIEHTPAIIUIO JTUTHUS B CBIBOPOTKE KPOBH CBEpX IpaHUI] TOKCHYHOCTH. IlosToMmy
HEO0X0MMO KOHTPOJIUPOBATH YPOBEHE JIUTUSA B CHIBOPOTKE, B OCOOCHHOCTH BO BpeMs Hayaja
JEYEHHUs, TP KOPPEKTUPOBKE O3B! MJIM OTMEHE JICUESHMS.

- YUKNOCNOPUHOM: TIOBBIIICHUE KOHLEHTPALMM IUKJIOCIIOPHHA B CBIBOPOTKE KPOBH.
ITouyeuHas TOKCHYHOCTh IMKJIOCIIOPHHA MOXKET YCHIHMTBCA 3a c4eT 3((EKTOB, KOTOpEHIC
OIOCPEeIOBaHEl IOYCUHBIMH IpocTariaHauHamy. IIpum coBMecTHOH Tepanuu HEoO6XO0IUMO
OCYINECTBIIATH KOHTPOJIb NOYeYHOH HyHKIMY.

- npenapamamiy Cyno@OHUIMOYEBUHbL (Hanpumep, 2nubenknamud): TIOBBICHHEBIA PUCK
TUIIOTIUKEMUU.

- UseeCmHvLIMU UHOYKMOpamy U unzubumopamu usogepmenmoe CYP2C9: nopHOKCHKaM
(xax u gpyrue HIIBC, 3aBucumere ot nuroxpoma P450 2C9 (usodepment CYP2C9)
B3aMMOJEHCTBYET ¢ U3BECTHRIMU MHAYKTOpaMu 1 uHruouTopamu usodepmenros CYP2C9 (cM.
paszen 5.2 buorpanchopmanysi).

- MAKpONUMYyCcOM: YBEIIMIUBAETCSA PUCK ITOYEYHOH TOKCHYHOCTH B CBA3U C YMEHBIIEHUEM
CHHTE3a MMPOCTAlMKINHA B Houkax. [[pu cOBMECTHOM IpHMEHEHNA HEOOXOMMMO OCYIIECTBIIATE
KOHTPOJIb TioueuHoi GyHkyy (cM. paszen 4.4).

- nemempexceoom: HIIBC MOryT CHUKaTh IMOYEYHEIN KIMPEHC INEMETPEKCea U TaKuM
00pa3oM TMOBBHINATE HOYEUHYIO M IKEIYTOYHO-KAIMEYHYIO TOKCHYHOCTH M IPUBECTH K
MUEIIOCYIIPECCHH.

ITpu npreme ¢ mumieii npenapara Kcedokam Panux abcopOupst TOpHOKCHKAMa 3aMEJITIAETCA.
Benencrsue atoro, Kcedoxam Panu He ciie/iyet IPUHAMATE BMECTE ¢ IAMIEH, eciu Tpedyercst
6BICTpOE HACTyIUIeHHe 00e360 mBaromero sgdexra.

[Tvima MOXeT yMEHBIIUTh aGCopOLMIo Ipernapara nproausuTensHo Ha 20% u yBenuuTh Tmax
(cM. pazzen 5.2).

4.6 Tlepuox GepeMEHHOCTH U IPY/HOI0 BCKAPMJIMBAHHUS

bepemenHocTh

JIopHOKCYKaM HPOTHUBOIOKA3aH B TPEThEM TPUMECTpE 6epemenHocTd (cM. paszen 4.3), ero
TAKIKE HE CIICLYET IPUMEHSTH B [IEPBOM U BTOPOM TPUMECTPEe OEPEeMEHHOCTH 1 BO BPEMsT POJIOB,
TTOCKOJIBKY KITHHUYECKHE JAHHBIC 10 JISYSHHIO BO BpeMsi 6epeMEHHOCTH OTCY TCTBYIOT.

COTJIACOBAHO
MHHHUCTEPCTBOM 3/IPABOOXPAHEHHS
PECITYBJIMKH BEJIAPYCH

Hpuxaz Munucrepcrea 3paBoOXpaHeHns
Pecnybnuxu Benapyes,
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JlocTarouyHble [JaHHBIC IO TNPUMEHEHWIO JIOPHOKCHKaMa OEpeMEHHBIMM JKEHIIUHAMU
OTCYTCTBYIOT. OKCIEPUMEHTAIbHbIE HCCIECJOBAaHUA Ha JKUBOTHBIX IPOJEMOHCTPHUPOBAIIA
PETIPOAYKTHRHYO TOKCHYHOCTE Iiperapara (cM. paszen 5.3).

IMpumenenne HIIBC npumepHo Ha 20 Henene GepeMEHHOCTH M Ha Oonee MO3IHHMX CPOKAx
OepeMeHHOCTH MOXKET BBI3BaTh Pa3BUTHE HapyMeHW! QyHKUWH TOYEK Y IUI0Ja, IPUBOIAIICE K
OJIUTOTUAPAMHUOHY (MaJTOBOJMIO), 8 B HEKOTOPBIX CIydasX, K IOYEYHOM HEIOCTATOYHOCTH Y
HOBOPOXKICHHOTO.

JlaHHBle HeOJIaronpuATHEIE MCXOIBI B CpEIHEM HaOJIOAAIOTCSA MOCHe HECKONLKMX IHEeH Wi
Henens npuema HIIBC, xoTa B pefkux ciydasx coo0manoch O pasBUTUH OJUIOTHIPAMHHAOHA
yxe uepes 48 gacoB nocie Havana npuema HIIBC.

Manogpoaue 4acTto, HO He BCEr/a, SABIAETCS OOpaTHMBIM IOCJE INPEKpamieHHs MPHMEHESHHUS
HIIBC.

ITpu muIUTEIRHOM NIEPHOJIE MAIOBOIUA MOTYT Pa3BUBAThCA OCJIOKHEHHUS, BKIFOUAs KOHTPAKTYPEI
KOHEYHOCTEH U 3aIePKKy CO3pEBaHMS JIETKUX. B MOCTPerucTpariOHHOM IIEPHOIE COOOINAIOCh
0 ciydadx HapymeHus GYHKIUU II0YeK y HOBOPOXICHHEIX, TPEOYIOIUX IPOBEICHHS
VHBa3WBHEIX NPOLIEAYP, TAKMX KaK 0OMEHHOE NepeNBaHNe KPOBH WM JUAIH3.
WurubupoBanye CHHTE3a IPOCTarIaHAMHOB MOXXET OKa3aTh OTpHILATENBHOE BIUSHHE Ha
GepeMeHHOCTh H/WITK Pa3BUTHE SMOpHOHA/IoAA. JlaHHEBIE SITUAEMHUOIOTMYECKIX HCCIIeI0BaHMIA
YKa3BHIBAIOT HAa IIOBHINEHHBIM PUCK BHIKMIBINA W KapAWaNbHEIX MainbpopMauuii mocie
TIpUMEHEHNs WHIMOUTOPOB CHHTe3a MPOCTArMaHAVHOB Ha PAHHUX CpPOKaX OepeMEHHOCTH.
[IpenmonararoT, 4T0 PUCK BO3PACTACT C YBEIWYCHUEM [03bl U IJIUTEIBHOCTH JICUCHHA. Y
JKMBOTHBIX Ha3HAUEHNE HHTHOUTOpa CHHTE3a MpOoCcTarjan{iHa IPUBOIUIIO K YBEIMYCHHIO IIpe-
¥ IIOCTUMILTAHTAITMOHHOM MOTEPHU U yBEIMUEHUIO sMOproderansHoil cmepTHOCTH. THrHOUTOPHI
CHHTE3a MPOCTArIaHINHOB HE cliefyeT MPUMEHATh BO BpeMs IIEpBOT0 M BTOPOTO TPHUMECTPOB
OepeMeHHOCTH, KpOME CITyuaeB, KOTAa 3TO SBHO HEOOXOUMO.

Bo BpeMst TpeTbero TpuMecTpa 6epeMEeHHOCT MHIMOMTOPHI CHHTE3a IIPOCTATIaHUHOB MOTYT
MPUBECTH K KapIUOILyIbMOHAIBHOW TOKCHYHOCTH y IO (C NMPEkKAESBPEMEHHBIM 3aKPBITHEM
apTepHAIFHOTO MPOTOKA M JISTOYHON THUIEpTeH3uel) 1 BHI3BaTh HapylleHHe (QYHKIMU IOYeK,
KOTOPO€ MOXKET IIPOrpecCHpOBaThH BILIOTH A0 IIOYEUHON HENOCTATOYHOCTH C IPOSBICHHEM
OJIMTOTHAPaMHUOHA. B KOHIle OEpEeMEHHOCTH y MaTrepd KM HOBOPOXICHHOI'O HHIMOMTODHI
CHHTE3a MPOCTArJIaHUHOB MOIYT YJUIMHATH BpeMs KPOBOTEUEHMSA M MOABIATE COKPAIICHMSA
MATKH, YTO MOXET IPUBECTH K 3a/IepKKE WM YBEIUYECHUIO NPOJOILKMTENEHOCTH POJOB.
ITosTOMy TpEMEHEHHE JIOPHOKCHKaMa HPOTHUBONOKA3aHO B TPETHEM TPHMECTPE OEPEMEHHOCTH
(cM. pazgen 4.3).

['pyarHoe BckapMIIBaHue

JlaHHEIE 00 SKCKPEIUH JIOPHOKCHKaMa B MATEPUHCKOE MOJIOKO OTCYTCTBYIOT. ¥ KPBIC B IEPHOJ
NAKTalldM JIOPHOKCHUKAM B OTHOCHTENIHHO BEICOKMX KOHLEHTPALWAX MONa/aeT B MaTepHHCKOC
MOJI0KO. JIOpHOKCHKaM HE CIIeAyeT PUMEHSTE KOPMSIIMM KEHIHAM.

DepTHIBEHOCTD
IIpumMeHeHrE IOPHOKCHKAMA, KaK U M000ro IPyroro JEKapCTBEHHOIO BEIIECTBA C U3BECTHBIM

I/IHI‘I/I6I/Ip0BaHI/I€M I_II/IKJIOOKCI/IFGH%BI/ CHHTEC3a mpocrarjian/IuHoB, MOXKET OKa3aThb
OTPHULATC/IPHOC BIIMAHHC Ha q_)epTI/II[BHOCTB U HO3TOMY HEC PCKOMCHIYCTCA A IIPHMCHCHHA
JKSeHIUHaMH, ILIAHUPYIOMINM 6epeMeHHOCTB. I[JI}I KEHIMWH, HCIBITHIBAOIUX TPYHNHOCTH C
HaCTYIJICHUECM 6epeMCHHOCTI/I, WM NIPOXOAAIINX o0cen0BaHue 10 IIoBOAY oeconms, CICAYCT
paccMOTPETh BOSMOXKHOCTh OTMCHEI JIOPHOKCHKaMa.

COTJIACOBAHO
MUHHUCTEPCTBOM 3APABOOXPAHEHHA
PECIYBJMEH BEJIAPYCH

Hpuras MunucTepeTBa 34paBOOXPaHeHHs
Pecniybnnxn Benapycs
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47 Bausinme HAa COOCOGHOCTH YHPABJIATH TPAHCHOPTHLIMH  CPEACTBAMH  HJIH
MeXaHH3MaMHu

IManueHTaM, y KOTOPHIX NpPU JICYCHUH JIOPHOKCHMKaMOM BO3HHUKAIOT I'OJIOBOKPYKCHHE W/HIIH

COHJIMBOCTE, CIICAYET BO3JEPKUBATECSA OT YIIPABICHUS aBTOMOOUIIEM U IPYTAMU MEXaHU3MAMH.

4.8 IMo6ounoe aeiicTeme

HanbGonee uvacteiMu HexenarenbHbiMU peaknusavMu HIIBC sBmsroTcss peakmyu co CTOPOHEI
JKEIy JOYHO-KUIIEYHOr0 TpaKra. Bo3MOXHO pa3BUTHE NENTHYECKUX 3B, mepdoparmu Him
XKEJIy AOYHO-KHUIIEYHOI0 KPOBOTECYEHUs, B psfie CIy4aeB YIrpOXKAIOMMX XXU3HH, OCOOCHHO Y
HOXWIBIX ITAeHToB (cM. pasnen 4.4). [Tocne npumenenus HIIBC ormevanuch TOMHOTA, PBOTA,
Iuapesi, METeOpu3M, 3allop, AUCIEINcHs, 601U B JKUBOTE, MelleHa, PBOTa KPOBBIO, S3BEHHEIN
cromaTut, obocTperue konura u 6onesHu Kpona (cM. paszmen 4.4). B Gonee penkux ciydasx
pa3BUBAJICS TacTPHUT.

Oxono 20% nanyMeHToB, NMPUHAMAIOIMMX JIOPHOKCHKAM, MOTYT MCHBITHIBATH HEXeNaTeNbHbIe
peaknuu. [Ipu mpueme NOpPHOKCHKaMa HamOOJiee YaCTHIMU HEXENaTeNBbHBIMA PEeaKIusIMU
SBJISUIMCH TOIITHOTA, JUCIIETICHS, pacCTPONHCTBO MUIIEBAPEHHUs, OOIH B JKUBOTE, pPBOTA U JUapesl.
B nemoMm umeromuecs pe3yibTaThl KIMHUYECKUMX WCCICHOBAaHUM YKa3bIBAIOT Ha pa3BUTHE
JAHHBIX CUMIITOMOB y MeHee ueM 10% manueHToB.

ITpu neyenum HIIBC ObulM 3apeTHCTPHUPOBaHBl CIyYad pasBUTHA OTEKa, apTepUalbHON
THIIEPTeH3UH, CepIEYHOM HEOCTaTOUHOCTH.

Kiuuugeckue WCCIeOBaHUS ¥ SIHAACMUONOTHYECKAE JIaHHBIE CBHJETENBCTBYIOT, 4TO
npumenenue HekoTopslx HIIBC (oco6eHHO B GONBINMX J03aX M NP JUIMTEIBHOM JIEYCHHH)
MOXKET YBEIHYUTH PHUCK BO3HMKHOBEHHS apTEpHUATBbHBIX TPoMOO030B (Hampumep, HHGapKT
MEOKapa Wi UHCYNbT) (cM. pasznen 4.4).

HCKIIOUUTEbHO PEAKO MOTYT BO3HUKATH TSDKENble MHGEKIMOHHBIE OCIOXXHEHUS KOXH H
MATKHX TKaHe# Ha ()OHEe BETPSHON OCIIEL.

Hyoxe npencTaBieHEl JaHHBIE O HeXKellaTelbHBIX PEaKIUiAX, KOTOPHIE BEIABIAINCE B Ooliee yeM
0,05% w3 6417 nauueHTOB IOCIe IPUMEHEHH JIEKAPCTBEHHOI O Mperapara JOPHOKCHKAM B X0JIe
npoeeaenus 11, Il u IV a3 KIMHAYECKHUX UCCIEHOBAHMTIA.

HexenarensHele peakiuy KiIacCHUIMPYIOTCS B 3aBHCUMOCTH OT YaCTOTEI BCTPEYaEMOCTH:
oueHb yacto (>1/10); wacro (>1/100, <1/10); mewacro (=1/1000, <1/100), peaxo (=1/10000,
<1/1000), ouens pemko (<1/10000), yacrora Hem3BeCTHA (HEBO3MOXKHO OLICHWTHL HA OCHOBAHUM
AMEIOIIUXCS JaHHBIX).

Ta6una 1: HexenarenpHbie 3G QeKThl

CucremHo-oprannbiii | YacroTa HeskenaTejbHble peakuuu

KJIACC

WHubexunonnsie 1 Penxo ®apuHruT

Tapa3suTapHEIe

3a00JI€BaHUs

Hapymenus co Penxo Anemus, TPOMOOIIUTOIICHNS, IEHKOIICHHS,

CTOPOHBI KPOBU U VBEJIMYCHIE BPEMEHU KPOBOTCUESHMS

nuMdaruaeckoi OdeHb Dxxumos. Coobmanock, uro npueM HIIBC apnsgercs

CHCTEMBI penKo IPUYMHON IIOTEHIMAIBHO TKENBIX HapyIIeHUH CO
CTOPOHBI KPOBETBOPHOM CHCTEMEI, TAKHX KaK
HENTPOIIEHNS, arpaHyJIOLUTO3, alllaCTHIECKas
aHeMHs U FeMOJUTHYECKasS aHeMus (KJIaCCOBBIE
3¢ dexTHI)

COI'MIACOBAHO
MUHHCTEPCTBOM 3[{PABOOXPAHEHMSA
PECITYBJIMKY BEJIAPYCh

IIpuxas MuHHCTEPCTBA 34 PABOOXPAHEHHA
Pecny6auru Benapyes
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Cucremuo-opranabiii | Yacrora HesxenaTejibHbIC peaKIIHH
KJIacC
Hapymenwus co Penko ['unepyyBCTBUTENBEHOCT, BKIIFOUAs
CTOPOHEI UMMYHHOM aHarTakTouHEIC ¥ aHAQUIAKTUYECKHE PEaKIn
CHCTEMBI
Hapymenus Heuacro AHopekcusi, I3MEHEHUE Beca
MeTaboIu3Ma |
MUTaHUS
[cuxuyeckue Heuacto becconnuna, nenpeccust
HapyIeHUI Penxo CryTaHHOCTH CO3HAHUS, MOBBIICHHAS
B0O30YIMMOCTH, BO30YXKIeHHE
Hapymenus co Yacto Cnabas 1 npexoAsmas roJloBHas 60b,
CTOpPOHBI HEPBHOU TOJIOBOKPYKEHUE
CHCTEMEI Penxo CoHIIMBOCTD, IAPECTE3HH, AUCTEB3H, TPEMOD,
MUTPEHb
Ouenn Acenrruaeckuit MeHuHIUT y nanuenToB ¢ CKB u
penxo CMEUIaHHBIMY 3a00J1€BaHUAMY COEAUHUTEIBHON
TKaHu (cM. pazzaen 4.4)
Hapymienus co Yacto KOHBIOHKTHBUT
CTOPOHBI OpraHa Penxo Hapymenus 3peHus
3peHus
Hapymenns co Heuacro T'onoBokpyxeHue, IiyM B yInax
CTOpPOHBI Oprasa ciryxa
1 JlabupuHTa
HapymeHnus co Heuacro Cepauebuenue, TaxuKapAus, OTeK, cepAeuHas
CTOpPOHEI cepALa HEIOCTAaTOYHOCTH (CM. paznen 4.4)
Hapymenus co Heuacto I'mnepemust, OTEK
CTOPOHEI COCYJIOB Penxo I'wrepTeH3ys, IPUIKUBHL, KPOBOTEUEHHE, TeMaToMa
Hapymenus co Heuacto Punut
CTOPOHEI ABIXaTeNIbHONW | Peako Oppimmika, Kamens, 6poHxocnasm
CHCTEMBI, OPraHOB
I'pyAHOM KJIETKH U
CpeOCTEHUS
Kenynouno-kumeynsie | Hacro Tommora, 6016 B )XMBOTE, UCHEINICHUS, AUapes,
HapyIeHNs] pBOTa
Heuacto 3amop, MeTeopHu3M, OTPBLKKA, CYXOCTh BO PTY,
raCTPHT, S3Ba JXeIyJKa, 601k B BEPXHEH YacTH
JHUBOTA, I3Ba JBEHAALIATUNICPCTHON KHUIIKH,
SI3BEHHBII CTOMATUT
Penxo Menena, poTa KPOBBIO, CTOMATHT, 930(arur,
racTpos3odarealnbHEIH pedirokc, mucharus,
a()TO3HBIN CTOMATHT, TJIOCCHT, IIENTHIECKAs A3Ba C
nepdopalyeii, xKeIy109HO-KUINIEYHOe KPOBOTCUCHNE
Hapymenwus co Heuacro IMoBEIEeHHE GUOXUMIYECKUX ITOKa3aTenen
CTOPOHBI ICUEHH U dyuxiun nevend (AJIT uma ACT)
JKEITICBBIBOIIIIMX OueHb [ enaToTOKCUYHOCTH, KOTOPasi MOXKET IPOSBIATHCS B
nyTen penKo BUJIC IIEYEHOUHOM HEJOCTATOYHOCTH; TeIaTuTa,

KEITYXH M Xojiecra3a

COTIACOBAHO
MUHHCTEPCTBOM 3[IPABOOXPAHEHH#A
PECIIYBJIUKH BEJIAPYCh

Hpuxras Munucrepersa 3XPaBOOXpaHeHHsA
Pecniybnnxy Benapycs
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CucremHo-opranabeiii | Yacrora HeixenaTeJbHble peaKIuu
KJIace
Hapymenus co Heuaacto Crlnb, 3y, TUIIEPTAAPO3, SPATEMATO3HAS CHIIIb,
CTOPOHBI KOXHU U KpanuBHUIA, oTek KBuHKe, anonenus
MOJIKOKHBIX TKaHeH Penko HepmatuT, dK3eMa, Iypnypa
Ouenp Ortexk u OyJutesHble peakuuy, cuHpoM CTHBEHCa-
penKo JXKOHCOHA, TOKCHYECKUH 3NUAepMaTbHEINA HEKPOJIH3
Hapymenus co Heuacro Aptpanrus
CTOPOHBI MBIIIEYHOMH, Pexaxo bons B xOCTIX, MBIIIEYHBIH CIIa3M, MUAITUA

CKEJIETHOHN 1
COEIMHUTENLHON TKaHA

Hapymenus co Penko Huxrypust, HapymeHue MOYEHCIy CKaHuU,
CTOPOHBI TOYEK H HIOBBIIICHHUE YPOBHS a30Ta MOYEBHUHBI M KpeaTHHUHA
MOYEBBIBOJISIINX ITyTeH B KPOBH
Ouenp JlopHOKCHKaM MOXKET CIIPOBOLIMPOBATE Pa3BUTHE
penKo OCTpOH I0YEYHOH HEJOCTATOUHOCTH Y ALEHTOB C

HapyIIeHUAMH (YHKIMY II0YEK B aHAMHE3e, TaK Kak
NOA/iepKaHue TOYETHOI'0 KPOBOTOKA 3aBHCUT OT
YPOBHS MOYESIHEIX POCTATTaHHHOB (CM. pa3zeln
4.4). PazpuTre HEPPOTOKCHYHOCTH B PA3IUIHBIX
¢dopmax (BKmouas HeQpUT U HEPPOTHUECKUI
cuHpoM) cesazaHo ¢ npuMeHenreM HITBC (kmacc-
cuenpduueckuii dpdekr)

O6mue Hapymenus 1 | Hewacrto Hepomoranue, OTeK una
peaxuyy B MECTe Penxo Acrenna
BBEJICHUS

Coo01ieHre 0 MOI03PEBAEMBIX HEXKENATEIbHbIX PEAKIIAAX

BaxHO cOOOmATE O IIOJ03PCBACMBIX HEXENAaTeNbHBIX peakluaX I[Oocle pPerucTpaluu
JNIEKApCTBEHHOTO CPEJCTBA C IENBI0 06ecIeyeHrs HENPEPEIBHOIO MOHMTOPUHIA OTHOINEHUS
II0JI63E1 M PUCKA JIEKAPCTBEHHOI'O CPEACTBA.

MemurHcKaM ~ pabOTHUKAM — PeKOMEHAyeTrcs coo0mare o JIOOBIX — I0J03pPEBaEMBIX
HeXeNaTeNbHBIX pEeaKiusX JIeKapCTBEHHOro cpejacTBa B PecnyOnmkanckoe —yHUTapHOE
npexmpustae «LIeHTp OSKCIepTU3 W MCHBITAHMH B 31paBOOXpaHeHMw» (CM. pasjen
«HbOpMAIHIO 0 HeXeATeTbHBIX PeaKIUIX HAPaBIATE 10 aipecy»).

4.9 Ilepeno3upoBka

B pacTosmuii MOMEHT HET JAHHEIX 10 OCTPOM Iepefo3MPOBKE JIOPHOKCHKAMa JAJisl OTIMCAHMSA
TIOCIEACTBHIT [epe03POBKY Wl PEKOMEH/IAIIH creludueckux cpencTs Tepamuu. OgHaKo
TIpU TIEPETO3UPOBKE JIOPHOKCHKAMA MOTYT HAOIIONATHCSA CIIEJYIONIHE CHMIITOMBI: TOIIHOTA,
pBOTa, LIEpeOpaTbHBIE CHMITOMEI (TOJIOBOKPYIKCHHE, HAPYIIEHUS 3penwsi). MOryT IpOsBIATECA
¥ Cephe3Hble CHMITOMBL, TAKHE KaK aTaKCHs BIUIOT 110 KOMEI ¥ Cy/IOpOT, IOPAXKEHUE HEUCHH 1
TOYEeK ¥, BO3MOXKHO, HapyIIEeH!s KOATy JISIIIAH.

B cliyuae JefiCTBATENEHOR MM IIPEIIONaraeMoi Hepe/iosMPOBKH CIIEYET OTMEHATE Npernapar.
JIopHOKCHKAaM ~OBICTPO ~ BEIBOAMTCS W3 OpraHusMa Oiaronapsi KOPOTKOMY — IIEpHORY
nonyBeiBeenst. JIOPHOKCHKaM He BEIBOJUTCS JUATH30M. Creruduyeckuii aHTHAOT 0 CHX 0P
HemssecTer. HeoOX0IuMO IPelyCMOTPETh IPOBE/IeHIe OOBIYHBIX HEOTIONKHBIX MEPOTIPUATUH,
BKJTFOYast IPOMEIBAHKE JKety 1Ka. FIcX0is 13 0OMmyX HPHHIHUIOB, IPUMEHEHHC aKTHBIPOBAHHOTO
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YT TOJIBKO NIPH YCIIOBUHM €T0 IIpHEMa Cpasy Ke MocIe IpueMa JJOpHOKCHKaMa MOXKCT IPHUBCCTH
K YMCHBIIICHUIO BCACHIBACMOCTH IIpCIiapaTta. HapymeHI/m CO CTOPOHEI XKECIIY AOYHO-KHIICYHOI'0O
TpaKTa, HaIpUMeEP, MOXKHO JIEYUTH C IIOMOIIBIO aHAJIOTOB NIPOCTArNIAaHIMHOB I PAHUTHUAMHOM.

5.  @®APMAKOJIOTHMYECKHE CBOMCTBA
5.1 ®dapmakoaAnHAMHKA
Dapmaxkomepanesmuyeckas — 2pynna: — HECTEPOUAHBIE  HPOTHBOBOCHANUTCIBHEIE W

[POTUBOPEBMATHYECKIE CPEACTBA, OKCHKAMBI.
Koo ATX: MO1ACO05

MexanusM JieficTBUS

Jlopnokcukam otHocutcs Kk HIIBC knacca OKcHKaMOB ¢ aHalbre3MpyromuMH cBoiicTBaMu. B
OCHOBE MEXaHW3Ma JAEHCTBUS JIOPHOKCUKAMa JIEKWT HOJABICHHME CHHTE3a IIPOCTariaHIWHOB
(yruereHue akTUBHOCTH H30()epMEHTOB IMKIOOKCUI'€HA3bl), YTO BEIET K HACCCHCUTH3ALNH
nepudeprudeckux GONEBEHIX PEHENTOPOB M, COOTBETCTBEHHO, K MHTHOMPOBAHUIO BOCIAJICHUSL.
Taxke mpenanonaraeTcs NEHTPANbHOE BIMSHUE Ha BOCIpUATHE OONM, HE 3aBUCALIEE OT
TIPOTUBOBOCTIANIUTENIFHOTO BO3AEHCTBHSI.

®dapmakoMHAMIYECKHE CBOMCTBA

JlopHOKCHKaM He BIMSAET Ha >KU3HCHHO Ba)KHBIC ITOKA3aTENN JKU3HEAEATEIHEHOCTH OpPraHu3Ma
(mampuMep, TeMmIlepaTypy Teda, YacTOTy IbIXaHUSA, YacTOTy CEpICYHBIX COKpalCHUM,
apTepuaibHOe JapleHue, nokasarenu OKI', cnupomerpun).

Knunngeckas 3¢ dekTuBHOCT U 6€301aCHOCTh :
Amanpresupyromee JIeWCTBHE JOpHOKCHKamMa OBLIO YCIEMIHO IIPOAEMOHCTPHPOBAHO B
HECKOJILKHMX KIMHUYECKUX VCIBITAaHUAX BO BpeMs pa3pabO0TKH JIEKapCTBEHHOIO CPEZCTBA.

IIpwu ieyeHwn TopHOKCHKaMoM, kak 1 apyrumu HIIBC, pacripocTpadeHHEIMU HEXENATEIbHBIMU
sdpdexramMu ABIAIOTCS OCJIOXKHEHHA CO CTOPOHEI JKEJyJ0YHO-KMIIEYHOTO TPAaKTa BCJIEACTBHE
MECTHOTO Pa3[paKCHUS JKEeIyNOYHO-KHUINEYHOrO TPAaKTa M CHCTEMHOIO YJIBLEPOrEHHOIO
JeHCTBYSI, KOTOPHIC OTIOCPEIOBaHB HHIMOMPOBaHIEM CHHTE3a IIPOCTarIaHUHOB.
KiMHHYecKHe HMCCIeOBaHUS IMAlUCHTOB ¢ OOJIEBBIM CHHIPOMOM IIOCIE XHPYPrHYECKOIO
yaaleHus TPETHETo MoJisipa MmoKasanu 6onee OvicTpoe jeficteue Tabnerok Keedoxam Pamup B
CpaBHEHHY C TabJeTKaMH JIOPHOKCHKAMA, IIOKPHITHIMY IJIEHOYHON 060I04KOM.

5.2 ®apMakoOKHHETHKA

Abcopbrms

JlopHOKCHKam OBICTPO M TIOYTH MONHOCTHIO BCACHIBAETCS W3 JKEIY TOYHO-KUIIEYHOTO TPAKTA.
MakcuManbHble KOHIEHTpAllMd B IUIa3Me JOCTHUIajoTCa IpuMepHO uepe3 30 MUHYT.
MakcumansHas KoHnenTpanus Crax TabneTok Keedokam Pamup Beume, 9eM Cmax Y TaGneToOK
JIOPHOKCHKaMa, TOKPHITHIX INIEHOYHOM 000N0YKOH, 1 3KBUBaANCHTHA Cmax A JIOPHOKCHKAMA,
TIpeIHA3HAYEHHOTO JUIsl [TAPEHTePabHOr0 BBEICHUA. AGCOMIOTHAS GHOOCTYITHOCTh Ta0JIeTOK
Kcedoxam Parvin cocrapister 90-100% u oKBriBaneHTHA ouopoctymHocTH TabaeTok Kcedoxam.
DddeKTa IepBOro NPOXOKCHUS IPENapaTa Yepe3 NeUeHb He HaOII0AaeTCs.

OTCyTCTBYIOT JaHHbie 0 npueMe Tabnetok Keedokam Parmy Bo BpeMs €/ibl, HO Ha OCHOBAHUM
JAHHEIX O TIpEeMe OJTHOBPEMEHHO ¢ e10# TabneTok Keedokam MOXKHO 0XUIATH CHIKEHHA Crax,
yBenudeHus. Tmax, @ TaKoKe CHIDKeHHS abcopOiuu (AUC) IopHOKCHKaMa.

Pacnipenencuue

JIopHOKCHKAaM TPHCYTCTBYeT B MIasMe B HCH3MCHHOM BHIS, 2 TaKke B dopwme
THIPOKCHIMPOBAHHOro Merabosura. CTEHeHb CBA3HIBAHMA JIOPHOKCHKaMa C OeJKaMu ITUTa3MbL
KPOBH coCTaByiseT 99% U He 3aBHCHT OT KoHueHTparuy. Ilocne Beenenus HOBTOPHOI! 103bI OH
TaKxkKe OOHAPYKUBACTCS U B CHHOBUAIIBHOM XUIKOCTH.

COTJACOBAHO
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Buotrpanchopmaimst '
JIopHOKCHKaM TOJBEepraercsd BHIPAXEHHOMY MeTabonu3My B II€YCHH, IpexkJe BCero
HOCPEACTBOM THAPOKCUIVPOBAHMA O HEaKTHBHOTO METaboNuTa S-TUAPOKCHIOPHOKCHKAaMA.
Hsodepment CYP2C9 ygacTByeT B 6uoTpaHchopMaIuu JOPHOKCHKaMa. 3a C4ET TeHETUYECKOT0
nonumopdu3Ma Ui JaHHOTO (epMeHTa UMEIOTCS MEIJICHHBIE U OBICTphIe METabOIM3aTOPHI,
IIO3TOMY Y MEIJICHHBIX MeTaboJM3aToOpOB MOXKET HaOIIOHAThCsS 3HAYMTEILHO IIOBBINICHHEIHA
YPOBEHB JIOPHOKCHKaMa B IUIa3ME€ KPOBU. [ 'MAPOKCHMIMPOBAHHENIA METAa0ONHUT HE MPOSBIAET
(hapMaKoJIOru4ecKoll aKTUBHOCTH. JIOPHOKCHKAaM MOJHOCTHIO METa0OJM3UPYeTCs, IPHIEM
IIpUMEpHO 2/3 BBIBOAUTCA IIEYCHBI0 W mpuMepHO 1/3 moukamMu B QopMe HEaKTHBHOMN
cyOcTaHIuH.
B mccnenoBaHuAX Ha JXUBOTHBIX JIODHOKCHKAM HE MPHUBOAMI K MHAYKIMA (epMeHTOB ieueHn. B
KIMHAYECKHX WCCIENOBAHUSX He HAOMIOAANOCh aKKyMYJIUH JIOPHOKCHKAMa HOCHe
IOBTOPHOT'O MPUMEHEHUS B PEKOMEHJOBAaHHBIX J03aX. DTOT pe3yJIbTaT HOATBEPXKICH JaHHBIMH
JIEKapCTBEHHOIO MOHUTOPHUHTA B OJHOTOAUYHBIX HCCIIETOBAHUSAX.
BriBenenue
Cpennuii mepuoj NONYBBIBEJIEHHS MCXOJNHOIO BelecTBa cocTaBisier 3-4 uyaca. Ilocnme
nepopanbHoro nmpuema npuMepHo 50% BeiBoguTcs ¢ kaoM M 42% IoYKaMM, B OCHOBHOM B
dopme S-ruapokcunopHoxcukama. Ilepros nomyBeIBeIeHN S-TUAPOKCHIOPHOKCHKAaMa IIOCHe
OJTHOKPATHOM WM JIBYKPaTHOW €XEeIHEBHOW MapeHTepalbHOW TO3BI COCTAaBISAET IPUMEPHO 9
yacoB. OTCYTCTBYIOT JOKa3aTEeIbCTBa M3MEHEHUS CKOPOCTH BEIBEJCHMS IIPY MHOTOKPATHOM
MPUMEHEHNH.
V mamgeHTOB TOXHJIOTO Bo3pacTa crapmie 65 ner kiampeHc cHixkaercs Ha 30-40%. Kpome
PEeOyKIMH KIHPEHCA, 3HAYMMBIX WM3MEHEHHH B KHHETHYECKOM Ipoduie JOPHOKCHKaMa y
TOXKHJIBIX TJALIMEHTOB He Ha0Ir01aJI0Ch.
3HauUTeIbHBIE H3MEHEHUI B KHHETMYECKOM Tpoduie TOPHOKCHKaMa y IMalMeHTOB ¢ MOYSUHOM
I TIE9€HOYHOM HEeIOCTaTOYHOCTHIO OTCYTCTBYIOT, 38 HCKIIOUEHHEM KyMYJLALUY y NAlEHTOB
C XpOHMYECKHAM 3a00JI€BaHUEM IIEUSHU II0CTe 7-THEBHOTO JIEYEHMS C EXKEIHEBHOM 10301 12 Mr
u 16 mr.

5.3 JloxauHuYecKUe JaHHbIE 0 0e30N1aACHOCTH

JIOKIMHAYECKE JaHHBIe, OCHOBaHHEIC HA TPAJWIMOHHBIX HCCIENOBAHUIX (PapMaKoIOruu
6€30MaCHOCTH, TOKCHYHOCTHA TPH IIOBTOPHBEIX 033X, M€HOTOKCHMYHOCTH U KaHLEPOTE€HHOIO
IOTEHIMANA, He BEIABIIA 0OCOOBIX OITACHOCTEH JJI YeIOBEeKa.

JIOpHOKCHKAM BBI3BIBANl IIOYEUHYIO0 TOKCHYHOCTH M SA3BY IKEILyJOYHO-KHINEYHOrO TPaKTa B
HCCIIEJOBAHMIX TOKCHYHOCTH IPU OJJHOKPATHOM M MHOT'OKPATHOM IIPHMEHEHUN Y HECKOIBKMX
BUJIOB.

V KpHIC IOPHOKCUKAM CHIDKaeT GepTHILHOCTS (BIUAET Ha OBYIIALMIO ¥ UMILTAHTALUIO) ¥ BIUSET
Ha GEpEMEHHOCTH W POABL. Y KPOJMKOB M KDHIC JOPHOKCHKAM BBEI3BIBACT INPEIKCBPEMEHHOE
3aKpHITHE apTEPHATbHOTO MPOTOKA H3-32 MHIMOUPOBAHYS IIUKITOOKCUTCHA3EL.
ITpoaeMOHCTPUPOBAHO, YTO Yy JKMBOTHBIX BBEACHME MHIHOWTOPOB CHHTE3a HPOCTarjaHJuHa
NPUBOJIUT K YBETMYEHHIO IIOTEPH [0 U T0CTIe MMIUIaHTaIuy 1 rubeny sMOproHa mioja. Kpome
TOr0, y JKMBOTHBIX, IONyYaBIIMX MHIHOMTOp CHHTE3a IPOCTAarjaHIWHA B TEYCHUES
OpraHOTEHETHYECKOrO TePUoJa, COOOIMANOCH 00 YBENMYCHUN YaCTOTH PAa3JIMYHBIX TIOPOKOB
Pa3BHTHS, B TOM YHCIIE CEPAEIHO-COCY IUCTHIX.

.- MAIIEBTUYECKUE CBOMCTBA

6. -®APMAIL COTJAACOBAHO

6.1 Crnucox BCIOMOraTejJbHbIX BEIIECTB MUHUCTEPCTBOM 3/PABOOX PAHEHHS
Sapo: PECIIYBJIMKH BEJIAPYCh

Kansnus creapar Hpuxas Munucrepersa sapasooxpanenus
Pecny6itnrn Benapyen




I'appoxcunponuienronoza

Hatpus runpoxapbonar
I'unpoxcunponUIIeioo3a HU3Ko3aMeIeHHas
MuxpoKpucTalIIecKas MeJUI0I03a

Kanenus ruapodocdar 6e3poaubiii

Ob6ououka:

TIpONHIEHTTHKOIE

Tanpk

Turana nuoxcus

I'mnpomernosa

6.2 HecoBmecTMOCTDH
He npumenumo.

6.3 Cpok rogaHocTn
2 ropa.

6.4 VYciaoeus xpanenus
XpaHUTh NpH TemIiepaType He Beime 30°C.

XpaHWUTh B HEAOCTYITHOM JUIA J€TeH MecTe.

6.5 ®opMa BLINYCKA U YIAKOBKA

TabneTku, HOKPHITHIE TICHOYHOM 000I0YKOM, 8 MT.

ITo 6 Tabnerox B OimcCTED.
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1 vmw 2 6wcTepa ¢ MECTPYKLMEH 10 IPUMEHEHIIO IOMEIIAIOT B KAPTOHHYIO TIauKy.

6.6 Mepbl NPeIOCTOPOKHOCTH NPH YTHIN3ANMH

Oco0pix TpeOoBaHuMit HET.

6.7  VYcioBus oTmycka U3 anTex
ITo penenty Bpaya.

7. HAEPKATEJIb PETHCTPAIIMOHHOI'O YAOCTOBEPEHU S
AO «Hwmxpapmy», Pocentickas @enepanus 603950, r. Hiwxawnit Hosropon, yi. Canranckas, 7

ten.: (831) 278-80-88
daxc: (831) 430-72-28
e-mail: med@stada.ru

8. INPOU3BOAUTEJID

Takeda GmbH, Germany / Takena I'm6X, I'epmanus

Lehnitzstrasse 70-98, 16515 Oranienburg / Jleantmmrpacce 70-98, 16515 OpanuenGypr

Ilpemen3uu nompedumeneii na meppumopuu Pecnyonuxu benapyce nanpaenamo no

aopecy:

AO «Hmxdapmy, Poccuiickas @enepanust 603950, r. Hrwxuuit Hosropog, yu. Canrarckas, 7

ten.: (831) 278-80-88
daxc: (831) 430-72-28
e-mail: med@stada.ru
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Toapuieckuit niep., 2a, 220037, Munck, Peciy6nuka Benapycs
e-mail: repl@rceth.by
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