
IIHCTPYKIII,Ifl IIO MEAI4UI4HCKOMY TIPIIMEHEHI4IO
CI,IHAPTA

Topronoe Ha3BaH[e npeflapara: Cuwapr:a

.{eiicrnyroulee BeqecrBo (MHH): urcrooauuua cy:rr$ar
JlexapcrneHnar Qoprua: pacreop 4:r.r un:lexqufi
Cocras:
I ur pacrnopa coaepxr.rr:
altnv:ra A
aKmuaHoe Beulecmso: fJIIoKo3aMHHa cylr$ara narpzesoft coJ1l.r B nepecqeTe Ha 100 yo BetqecTBo -
251,25 vr, B flepec.rere Ha rJrro(o3aMrrHa cyirr$ar - 200 rrlr, B uepec.reTe Ha Harpr{r xnoprzA -
5 1.25 ur:
scnoMozlmenbHbte 6eulecmaa: nI,IAoKaLrHa lllApoxnopr.rA, BoAa Ant fiH6eKrlufi;
avnyla B (pacrnopurell)
alllTaHonaMr..r H, BoAa ant v HBeKuHn.

On[caHHe: aunyna A: npo3paqHat 6ecqnernaa r4-[u cBerjro-xerroro qBera xr,rAr<ocrs (ua uorrleur
nunycra). flpospavua-a, 6ecqnernaa r4Jrr4 or cBerJro-Ndlroro Ao xenroro qnera xu4xocru (na
nporsr(eHr.ru cpoKa foAr{ocrr4); aunyna B: npo:pavnax 6ecqnernar xr.tAKocr6; auyryna A+B:
npo3paqHzl-s 6ecqserHas r'rnr,r csetro-xdnroro IIBera )KIrIKocrr, (na lrorraenr uunycxa).
llpospauuar, 6ecqnerHa.a ra.[I4 or cBerJlo-xenroro ro xgnrofo rlBera )ro.rAKocrl (na nporrNenau
cpora ro4uocru).
@apn'ranorepaneBTuqecxas rpyn[a: Hecrepo]raHbre rrporr.rBoBoc[anr4TerbHbre rr
npoTr4BopeBMaTr{qecKze cpeIcTBa
KoaATX: M01AX05

(Dapuaro,rorr.rvecxue ceoiicrna
@apuaxoxuuemuxa
hccreaosaaaq. upoBeneHHble y nroAefi u ua xalorssrx. noKiBaJrh. qro nbc,re npae"a 'oc-
rJIIoKo3aMI'IHa nepopaJlbHo pa.qI4oaKTI4BHbIe MerreHbre gJreMeHTLr 6r,rcrpo u floqr1r no;rHocrbro
BoaCbrBarorcr Ha cr.rcreMHoM yponue. v qoJroBeKa BcacbrBaercr orolo 90 oz paguoarrzeuo
meqesoft ao3br flpelapara. A6cofforuas 6uo4ocrynnocru urroKo3aMr,rHa y np"ta ooana BBeaeHvt
rJrroKo3aMr.rHa cynrlbara nepopa,rrso cocraeula 26 0% ecreacrnze oSQerra flepBofo npoxox.4eHr4.s
rrepe3 IIeqeHb. A6cofforna.s 6zo4ocryunoc$ y qeJlotseKa HeLI3BeCTHa, HO, corJracEo
arnoMerpr.rrrHLrM pacqeraM, oHa aHaJrofurrHa roft, u'ro ua6lrogaercr y Kpbrc, To ecrr or 20 yo lo 30
%.
Y s4oponrx go6poeoruqen nocJre MHoroKparuoro npaeMa BHyrpb rnroKo3alMuua cymtbara n Aose
1500 irlr B cyrKr4, MaKcr.rMaJrbHarr parBHoBecHa,r KoHrIeHipau'r B rr:ra3Me rporu (cru*, ,.)
cocraBJItJIa 1602 + 425 nr/ul (8,9 pM). launar KoHrIeHTparIur AocTr4ranac6 uepes 1,5-4 vaca
(lreauaua: 3 vaca) roc-fie BBeAeHr.rr (t.u*). B paouonecnolr cocrosHrzu nora.:arem AUC
lJra3Marr{qecKr.ix KoHrleHrpar]Hfi ornocrrreltr,Ho BpeMeHu cocraBrsr 14564 + 4139 urrrog/ir,rn.
,{annrre napaMerpbi 6r,uru noly.renu npr4 npr,rMeHeHuu JreKapcrBeHHoro cpeAcrBa Ha'ou{a*,
no3ToMy H9I,I3B9CTHO, C[OCO6eH nH npfieM nlzul4 B 3Ha.rLITenLHOft CTereHlt rloBnr4srb Ha
BCaCbrBaHr,re fipeIIapaTa.
flpu nepopa,rruoM npzMeHeHr.{[, nocre a6cop6qurr rJuoro3aMr.rH B ocHoBHoM pacnpeAenrercr Bo
BHeCOCyAuCTO[ Cpe4e (n roM qr.rcJre B cr.ruoBnaJrbHofi xr.r4r<oc'ru), c o6r,elrou pacnpeaeneHr,r,
rlpsMepHo n 37 paz eu re o6rqero KoJII{qecrBa BoAbr B Tene qenoBeKa. Ce.{srreaHlre c 6elxa*"
|NIOKO3AMUHA HC BLI'I BJICHO.

Mera6oluqecruft npo$rlnr rJrKlKo3aMLIHa He r.rccJreaoBarr4, nocKo:rbKy AaHHoe neKapcrBeHHoe
cpeAcrBo, 6yayvu narypa;rhHbrM BerrlecrBoM, Koropoe lpLloyroTByer B opraHr,r3Me qeroBeKa,
plcfionb3yerc.s Anq 6uocl,tntega geKoropblx KoM[oHeHToB cyo.raBHoro xprrqa.

ryn rfocyrrpr$s [ {?nP t(cncpTs3r {
sru,qllfllaqrr ,3$pcT3ctfl ux cpo[0Ts, ltsacmi

ratiurglro nslfictur u rllxuxrctotr TgxEnt,
Anrr'lr| !o l8trfuD ospxa(3}rrrccro! oTP0Jlt apr

hranprrc rapuoorpm€mfl P0cny6r$xx



tiblno ycraHoBreHo JII4ITII KoHeqHLril 3JII,IMI4HaIII4oHHbrii nepuoA [oJIyBbrBeAeHIrt f]IIoKo3aMr4Ha I.I3

nJIa3MbI KpoBlI qeroBeKa, Hcxo.4t LI3 pe3ynbraroB Llccre.qoBaHuq ypoBHell rnroKo3aMliHa B [na3Me
KpoBn, Koropbre 6u;rn r.r3MepseMbrMr.r B Teqeur4e 48 .racos nocne nepopanbHoro flpr.reMa
neKapcrBeHHoro cpeAcrBa. Pacc.rlrrauuoe 3HaqeHrre cocraBr4:ro oxoao 15 qacon.

flocle nepopanr'Horo flplteMa 'oC-ulotcosau"rra Br,rAereHne c lroqofi paAr.roaKTr.iBHbrx MeqeHbrx
3JIEMEHTOB Y I{ENOBEKA COCTABUJIO 10 ! 9 % OT BBCAEHHOfi AO3bIJ B TO BPCM' KAK 3KCKPEIIES C

Qerarurlru cocraBLIJIa I1,3 + 0,1 0%. VpoaeHr sKcKper{fiI,r Her.r3MeHeHHoro f-rrroKo3aMr4Ha c Mo'rofi
y r{eroBeKa nocne lepopanbHofo npr,rMeHeHr.rs B cpeaHeM 6r,rn HzsKuN4 (oxolo 1 o% or nne4eunofi
4o:rr). [aunue pe3ynr,Tarbr yKa3brBaror, rtro rrorrKu He urparor cyr{ecreeuuofi pona B BbrBeAeHr{r{
rJrroKo3aMr{Ha u/utu ero Nrera6orvros u/unu npogyxroB ero pacnaAa.
flpu lruororpargoM flprzMegeHr.u,r B Ao3e 750-1500 ur l paa B cyrKr4 Qaplraxoruueruxa
rnroKo3aMuHa 6rua lzsefiuoil, B To BpeMs KaK nprr npr4MeHeHnrz e ao:e 3000 Mf ypoBHrr
rJlIoKo3aMLIHa B IIJIa3Me xponu 6r,uu Hlzxe, qeM oxl4.4arocb, B cooTBercTBLIu c rIoBbrIrreHI.{eM Ao3bL
@aplraroruueruKa fJIIoKo3aMIlHa B paBHoBecHoM cocrosHur4 He 3aBI4ceJIa or epelteuu, 6es
KyMyntquu I4JILI cHr{xeHLIt 6uo4ocryluocrH [o cpaBHeHI4Io c <f aplraxor<uneTr.rqecKr4M npoSlr:relr,
Koropbri sa6rro4aercs trocne oAHoKparHoro BBeAeHlu.
@apuaroxrzneruxa f-rrroKo3aMuHa y Myxqr.rH r.r xeuur4H aHaJrorr4qHajr, pasnu'tuil
QaplraxoxuueruKr4 y 3aopoBrrx 4o6ponomqen rr y naqueHToB c ocreoaprpr4ToM KoJreuHoro
cycraBa He ycraHoBneHo. B noc,re4uux cpeAHrr KoHrleHrpauur B nJra3Me xpoez vepes 3 uaca
nocJre npr4eMa locle4uefi ao:u 1500 Mr rrpu MHoroKparHoM npr.rMeHeHr.rlr 1 pa: e cyrxu
cocraBr{na 7,2 1tM u 6r,r:ra noAo6sa o6uappxeunofi y 3AopoB},rx 4o6pono:rtqeo, B ro BpeM, KaK
cpeAHt.s KoHueHrpau[t g cunonua$sofi xrrAKocrr4 6lua ro:rsxo sa 25 %o.suxe u, cJreAotsarenbHo,
raKlKe HaxoAunacr, B naara3oue 10 pM. V naquenron c uoqeqHoii lzllu neqeuoqnoii
HeAocraroqHocrrro tf apl,raroruHerllKa rlrloKo3aMlrHa He r4ccJleAoBaJlacb, nocKoJIEKy, yqrirbrBas
npo$uirs 6egonacnoctlt tlpenapara, u B cBq3v c He3HarllrreJrbHbrM yr{acrl-IeM rroqeK B 3nnMrlHarl}ru
rJrroKo3aMr4Ha, cHr.rxeHue .4o3br B AaHHr,x fpynnax 6olrnsx He npeAycMorpeHo.
Paggogecgr're KoHIIeHTpaquu fJIIoKo3aMI.IHa B rl.lra3Me KpoBt4 It e cl4Hogl4ansHoft xz,qKocrrr, 11ocre
MHOTOKpaTHOTO [pr.rMeHeHr4r I pa3 n cyrxu n go:e 1500 Mf, HaxoArrc.s B Ar.iana3oHe 10 pM r.r,

cJleaoBare-[6Ho, coorBercrBylor reM, rns Koropbrx 6lrno noxagano tf aplraro.:rorr4qecKyro
aKTI{BHOCTb npl{ }rCCneAoBaHHtx B 3Kc[epIrMeHTa!'I6HbX MOAeJT'X in vitro, qro norrBepxraer
vexanu:lr geficrBvs, rr Klrltvl'ecxrlfi orf$exr nexapcrBeHHoro cpeAcrBa. .

@apuaxoduuauuxa

.{eficrnyrcrqee BeqecrBo, rJrroKo3aM14Ha cy.rrrQar, npeAcraBn.rrer go6oi co:r aMr.rHoMoHocaxapr.rAa
rJlloKo3aMlrHa, roropltft n <fusuoloruuecKHx ycJroBrrrx npr4cyrcrByer B opfaHr{3Me rreJroBeKa r.r

Hcllo.Jl63yerct BMecre c cylrrparalru 4lr 6uoclrure:a rna.,rypouorofi Kr.rcJrorbr cr4HoBrranbHot4
xuAKocrr.r r, fltr.rKo3aMr-rHor:rr.rKaHoB ocHoBHofi cy6crauqaz cycraBHoro xpsqa.
Taxult o6pa:ou, MexaHLI3M 4eficrenr rJIIoKo3aMuHa cyllQara 3aKJrroqaercr B crhMyJrrrlqr4
cI.IHTe3a |JILIKO3aMT4HO|JII4KaHOB U, COOTBeTCTBeHHO, CyCTaBHLIX [pOTeOf.Jtr{KaHoB. Kpove roro,
fJIloKo3aMIiH o6lagaer [porIzBoBoclaJILITeJILHrM 4eficrnuelr H rroAaBJrrer npoqecc pa3pylreHr4.f,
cycraBHofo xpqqa uraBHF,rlr o6pa:orra 6laro4ap.r Bo3MoxHLrM fiposBjreHa.f,M co6crnesHrrx
vera6oruqecxux cnoiicrn, cnoco6nocrr,r K rroaaBneHr.rrc aKrr.rBHocrr.i r.rHTeprefiKr.rHa 1 (IL-l), .ITo c
OAHOii CTOPOHbI BII4SET HA CI'MTITOMbI OCTEOAPTPI,ITA, A C 4PYrOfi CTOPOHrI NOTEHIII4AJII,HO
3aAepxr.rBaer cTpyKTypHLre noBpex{AeHur cycraBoB, o r{eM cBr,raereJrbcTByroT aaHHbre
aonrocporrHblx KJt 14 H t4 qec K r.r x uccle4onauufi.
flo gauurnu lepBoHaqanr,Hbrx r4ccJreAoBaHnir in vitro w in vivo, 3K3oreHHoe BtseaeHr4e
DrroKo3aMriHa cylr'rpara crriMyn[pyer 6llocunres uporeornnKaHoB, xoroprrft rBrrerc.,r
HeAOCTarOqHbrM npr.r ocreoaprprzre, cuoco6crnyer $llrcaqlru r4oHoB cepbr rrpli cr.rHTe3e
fnuKo3aMr4HorJrr,rKauoB u ylyuuaer rpo$IrKy cycraBHoro xpr{rqa.
flocleayroune l4ccJleaoBaHut noxa3aJIH, qro rnroKo3aMHHi cyrs<far roAaB-[ser cr4gTe3 BexlecrB,
Korop6le pa3pylxalor rKaHI'I, raKI'IX KaK cynepoKcl{aH6le paAI4KanbI, a raKxe aKrr.rBHocrb
JlH30coMaJIbHbrx tpepueHron B AonoJIHeHI4e x tfepnenrav, Koropr,re cnoco6ur,re pa3pyrnarL TKaHb
cycraBHofo xp.{qa, TaKux KaK KoJrJrafeHa3n r.r $oc$orun e-:.st A2. ,{annoe qeficru4e tsbr3bBaer
yMepeHHbrru nporuBoBoc[a;rr4TenbHr,rfi oQQer<r, xoroprdi na6aro4aercr B Moaenrx Ha xgBorHbx ,/?
vlvo, s tol\4 qucne B HeKoropLIX cnyqtury npH 3KcnepI'IMeHTaJIbHoM ocreoaprpr4Te, 4axe 6e:



yIHeTeHfit III4KnoOKCqreHa3, B OTJII{qIle OT HecTepOIIAHbIX IpOTI4BOBOCIaJILITOJII,HI'X Cp9ACTB

(HIIBC).
6o;ree nosgnue llccJlegoBaHlrs rroKa3aJrrr, qro 6onbIIrHHcrBo npI,IBeAeHHLIX Blrure Mera6o.lrllqecKrrx
r{ nporr{BoBocnajlllTeJlr,Hbrx gooeKTOB MOfyT 6bITI' CBq3aHr'r C yrHereHueM TpaHCAyKIII4II

BH)'Tpr4(neTOqHOrO Cr4rHaJra crirMyntquli IL-l, o.qlroro LI3 IIITToKI,IHoB, BoBileqeHr{brx B naroreHe3
ocreoapTpr.rTa. c nocneAyrcu']M yfHeTeHueM reHHoft TpaHcKpr4nuxH, r,tHAy{r4poBaH Hofi

rlr{roKuHoM. fmoro:alruna cynb$ar, nprr KoHrleHTpaqr4rx B nJIa3Me KpoBI{ I{ B cItHoBIjilJILHof
xrraKocTr4, o[EcaHH6rx y naqrreHToB c ocTeoapTpr.rToM, MoxeT rf axrnvecxu r-rHrr,r6]rpoBaTb

r4HAyrllrpoBanHyro IL-l renuyro gKcnpeccl,rrc cepr4r4 flpoBocnanrrrelrlHr,rx rfepueuron B TKaHcx

cycTaBoB, a TaK)Ke npoAefeHepaTr.r BH6rx oepMeHToB B xprqe, TaKr.{x KaK HeKoTopbre

Mera-[JlonpoTea3bl, BKJIIOTIa' affpeKaHa3bl. Bo:lrroNno IIoTeHqItilJIbHoe BnuflHLTe IroHoB cepr,I Ha

ynoMqHyrbre <f apuar<o4I.rualruqecKlte cBoficTBa fJIIoKo3aMI-IHa oKoHqaTerbHo He BLIJIcHeHo.

Bce yxasauHue Br,rrlre cBoicrBa oKa36lBaror 6rarornopuoe Bo3AeicrBl{e Ha AefeueparrrBur,re
Ilpoqeccbl B xpttqax, KoTopbre Jre)KaT B ocHoBe naTofeHe3a ocTeoapTpl,ITa, a TaK)I(e Ha

Knr.rHr.rqecKro KapTrrHy 3a6oneBaHqt.
Kparrocpovuue uccJreAoBaHr,rr 14 lrccJreAoBaHlrf, cpeAHefi [poAonxr4TeJ]bHocrlt rIoKa3aJIIr, qro
3$(beKTr.rBHocrb rJrroKo3aMrrHa cynr,lpara B orHorreHru4 cr{MnroMoB ocreoaprpr.rra nporBnrerct
yxe qepe3 2-3 seaerrE rrocJre HaqaJra ero npr'rMeHeHr.rr.

C apyroil cropoulr, erprperrunuocu JreqeHr.rr HrroKo3aM Ha cyrlQarol,r B orHo reHr.ur

cHMrrroMaruKLI, tto cpaBHeHItIo c o6HqnHI\4I.t aHa]JIr,ferI.rKaM It HecrepoLIAHr,IMLI

nporr4BoBocrralllt TeJrL,H[,rMrz cpeacTBaMr.r, OIITI4MaJrr,Har nocne Kypca HenpepbrBHofo [pr'rMeHeHr.rr B

TeqeHr.re 6 Nrecsuee, rrJrr4 rrocJre Kypca npr.rMeueHr4r B TeseHrre 3 Mecsues c orreBr,raHbrM 3O$eKToM
Ilocne Bo3.{eficrBlit B TeqeH[e 2 Mec ues nocJle orMeHr,I.
Pe:yrlrarrr Krr{HriqecKr.rx l,rccre4oaailnft exeAHeBHoro HenpeprrBr{oro rer{eHur n reqeHlre 3 rer
c Buaerent,crByror o nporpeccr.rBHoM noBbrueHr,rr,r ero rrf $exrraBHocra. yqHr6rBar cxMnroMbt H

3aMeAJreHrre cTpyKTypHofo [oBpe]KAeHr,rr cycTaBoB, rrTo noATBepxAaeTcr c noMorqLro peHrfeHa.
frionosaN{fiua cyru$ar npoAeMoHcrpr.rpoBan xopouyro [epeHocr.rMocrb. Kaxoro-llr6o
cyqecrBeHHoro Brr4r^nus. rJrroxo3aMr.rHa cy,rr$a'ra ua cepAerrHo-cocyAr4cryro, AbrxarenbH]'ro,
BererarrBHyro unh ueHTpzrnbH),ro HepBHyro cr.rcreMy o6uapy>neHo He 6srno.

rloxasaHus K npllMeHeHrrro
lle.reulre crrMrlroMoB ocreoaprplrra: 6oru r,r $ynrq]oHalJrbHoro orpanvveuur. ''

Croco6 npurreneHns lr Ao3bl
!:ra nuyrpulruureqHoro nprrMeHeuraal flpenapar He npeAHa3HaqeH Anr BHyrprrBeuHoro BBeAeHr4c.

Bspocnarc nmlueHmd u naqueHmu no)ttlttozo sxpacma.
flepe4 npuneneHrreM cMeurarr, pacrBop B (pacrnopure:n 1 lrr) c pacrBopoM A (pacreop
npenapara 2 u:r) s o.qHo\a unplrqe.
flpuroroueuusrfi pacrnop lpenapara BBoAurr, BHyrprrMbrrneqHo rro 3 vrl l,rlu 6 ir.r:r (pacrnop A+B)
3 pa:a n ue4errc, B TeqeHr.rlz 4-6 neAell.
Ha-[vque Nemosaroft oKpacKr4 pacrBopa B aMnyne A He srr.rser ua
IIepeHocr.rMocTb .rreKapcTBeHHoro cpeAcTBa.

tr4urercquu flpenapara Mo]KHo coqerarb c nepopanr,Hr,rM rrprreMoM rrpenapara
anr rrpufoToBneHHr pacTBopa.

f:uorogarraun He IIoKa3aH Ant JIerIeH[t ocrporo 6oresoro cr.rHApoMa.

O6rer.reHl.Ie cI.{M[ToMoB (oco6enuo yMeHbIIreHI4e 6oresbrx orqyrqenufi) Moxer npoqcxoAr'rrr,
TOJIbKO nOCIe HeCKOJII'KIIX HeAeJIb JIeqeHI4s, a B HeKOTOpbIX CJIyrlatX - 4aNe IOC:re 6O:ree

aJII.ITeJIbHOTO BpeMeHV.

Ila4ueumatt c HapyureHuntutu Syurcquu no,reu Lt/uru nerreHu peroMeH.qauuft no KoppeKulrr4 Ao3br He
npeAocraBnrercr, IIocKonbKy coorBercrByrorqrrx uccneAoBaHr4fi He npoBo.qHnfi.

lemu.
He nplrneulrs AerrM u noapocrKaM, rrocKonlKy 6egonacsocrl r.r :$$erranuocr6 rrpenapara Ant
TaKLIX naqIIeHTOB He yCTaHOBneHr,r.

sQ{errunnocrr r'r

a Soplre lopornKa



,r/
rIo6oqnr,re Aeiicrsuq
Co cmopottut nwt4eaapumenbHoft cucmeuat 6om s Nrisore, Mereopr43M, Ar4crre cr4s, rvaper,
3anop, TorrrHora, pBora; rv fieprnr.rKeMrrr y IIaqueHToB c HapyrxeHHoil roJ]epaHTHocrbro K rnroKo3e;
co cmopoHbr uepanofi cucmeubt: foJIoBHarI 6olr,, coHnnnocrl, noBbIIrIeHHaiI yroMJrqeMocrb,
fonoBoKpyxeHr.re;
co cmopoHbt tLvn'yHHou cucmeMu: peaKql4lr fuIepqyBcTBr.{TeJrr,HocTI4, BKJIIoqtur arnepfuqecKr.Ie
peaKurz14. o6ocrpeuze 6poHxua:rlHoft acrurr;
co cmopoHbt opzctH06 3peHuz: HapyrxeHue 3peHr4.f;

co cmopoHbr Ko)tcu u ee cmpyKmyp: gpLITeMa, 3yA, cr,rrrb, aHruoHeBporlrqecKufi oreK. KpanuBHr.rqa,

Br,rnaaeHr.re soroc, a6cqecc;
MecmHbre peaK4uu: peaK\uv B MecTe BBe.4eHLIt.

I,lnrexqlronuas rpopua npenapara coaepxr,rr Jrr.rloxar4H. B ucrlrroqureruHbrx cnyqarx Bo3MoxHbr
no6oqHrre peaKrlr4r4, xapaKrepHLre Am 3rofo KoMrroHeHTa:

co cmopoHbt nuupsapumenbHofi cucmeuut: ToutHora. pBora,
co cmopoHbt uepouoi cucmeMbt: oHeMeHue r3brKa r,r ry6, crero6ox:ub, Ir{rrnottur, ro:ronuaa 6o.nr,
cnyTaHHocT6 co3HaHut, MbI IeqHbIe [oAepII4BaHr4s, Irpu npIIMeHeHIlIl B BbtcoKLIX Ao3ax - uyM B

yuax, nos6yx<4eHHoe cocrorHr{e, 6ecnoroficrno, fiapecre3nr,r, cyAoporu, norepr co3Haur.rs, KoMa,

fII11epaKy3H.s;

co cmopoHbl op?4Ho6 3peHufl: HapyrrJeHrre 3peHrrr, KoHbroHKTr4Brrr; npu [pr,rMeHeHr.rrr y BblcoKHX

.4034x - HucTarM:
ncuxwle cKue pac cmp ouc msa ; HapyIneHI,Ie cHa;
co cmopoHbl cepdeauo-cocyducmofi cucmettur. aprepllanbHtuI runoreH3\rr, noflepeqHa.f, 6roxa4a
cepAqa, noBbrrxeHrre aprepr4aJrbHoro AaBneHHr; [pr4 [pr.rMeHeHrrrr B Br,rcoKr.rx Ao3ax - apuTMrrfl,
6paAunapAur, 3aMeAreHlre lpoBoar,rMocrrr cepAqa, ocrauoBKa cepAerruofi 4errem,nocru,
ueplrQepuvecxar Ba3oarrnararl[r, KoJrJranc, Taxr.rKapAuq, 6ols n o6:racru cepAua;
co cmopoHbr u.ntuyuuoi cucmei4bt: yfHereHl{e uttl.tyuuofi cr{creMF,r, annepfuqecKlle pearrlr{a,
BKJIIOqaTI OTeK, KOXHbIe peaKIIt4I.r, 3y,4; KpanI.IBHLrqa, peaKrlr4ri rrrnepqyBcTBr.rTejrLHocrrr, BKJrroqat
auarpu:rar<rolr4nue peaKur{rr (n r.q. aua$lllarruvecrnft uor), renepa:ru:onannuft
3xc$o:ruaruenrrfi 4epvarur,
co cmopoHbt datxamenuno cucmeubr: yfuereHlle Arrxaalrg. Lunr ocraHoBKa Ar,IXaHIzt, oAbIIIrKa;
dpyzue: otslyllpHl4e xapa, xonoAa r.rJrr4 oHeMenr'r r ,Koueuuocreil, 3JroKaqecrBeHHaJr rr4rreprepMlrs;
npH npHMeHeH H B BbrcoKHX AO3aX - ptIHIiT:
MecmHbre peaKqrr: rIoKaJIrJBaHI.Ie Ko)r{rr B Mecre rrH6eKr-llrr4, a6cqecc, ouyqeHne JrerKoro xxenr.rt
(ucuesaer c pa3Br,rrrreM aHecr*tl pyroulero e$Qexra n reuenue 1 lruuyrr,r), rpovr6o$ne6ur.

rIpornnonoxa:aHun
I4ugusuayusuan noBr,IUreHIraq qyBcrBlITeJIbHocrr x geiicrnyrorqeMy BerrlecrBy ulu r lrc6ouy lrs
BCIIOMOTaTeJIbH6IX BeqeCTB, CKJIOHHOCTb K KpOBOTeT{eHU'M.

flpenapar Cuuapra He cneAyer [puMeHsrb r]aqr{eHTaM c a,ueprueii Ha MoJrJr}ocKoB, TaK KaK

AeicrBylouee BeIIIecrBo fionyrraJor us nauqupefi MoJrJrrocKoB, TaKxe rraq]reHTbt uoryr 6r,rrt 6o.1ee
oKJIoHHI,IMII K pa3Br{Tl4ro arJrepfuqecK[x peaKqui Ha r-]rroKo3aMltH c Bo3MoxHbrM o6ocrpenuelr
cr{MrrroMoB ax sa6orenaHllg.
B cocrae lt*,exquonnofi Qopurr npenapara Bxoar.rr BcrroMorarerbHoe BerqecrBo Jrr.rAoKar{H,

Koropoe LrMeer cneAyrorque npornBoloKa3aHr4r: KapAr.roreHHbril uroK. BLrpaxeHHaq aprepr.ralTLHat
rI4rloreH3llt, Ttxerble tfopurr xponravecxoil cepleuHofi uegocrarovuocTr4, cHr4)r(eHHarr $ynxqzr
neBofo xenyAoqKa, arpr.roBeHTpuKynrpnaq 6loxaAa Il-lll crenenu, Tsxen.u 6pagurcap1ur-
Hapyrrreurrr cBeprbrBaHrzr KpoBr.r, crrHApolr Bo.nl$a-flapxuncosa-Vaiira, cr4r{ApoM AAal,rca-
Crorca; cy4opofr.r B aHaMHe3e, Bbr3BaHHbre npr.rMeHeHr.{eM nr,rAoKar4Ha; crzHApoM cla6ocrx
cl..iHycoBoro y3ra. TrxeJlsre HapyueHlls rpyurquu nelieHr.r. rr.r noBoreMr.{r. MHacreHar. uu$erqnu s
MecTe I.IH:beKrIUI4, IIOBbIIIIeHHaTI qyBCTBLITeIbHOCTb K ApyfI.IM aHeCTeTUKaM aMI4AHOfO Tltna
(nocxorsxy cyxlecrByer noBLIuteHHbril pucx pasBLrrus nepeKpecrubrx pearUnfi
rtlnepqyBcrB14Te:nuocrr.r).



JlenapcrneHnrre rlauuo4eiicrnna
C.neAyer lrs6erarr ficflorb3oBaHl4s cMecefi coAepx(aHll.s aMnyn npelapara c ApyrlrMlr
IlH6eKqI,IOHHbrMr.I ileKapCTBeHHbIMI4 CpeACTBaMV.

Cneuu{nvecxnx Hccre.aogaHrafi rreKapcrBeHHoro s'}a14voreiic'tgtis He npoBonanu. O.quaxo.

yqr4rbrBtur $usuro-xur,ruuecrne u $apvaKoKrrHerr.rqecKr're csoficrna rJIIoKo3aMI-IHa cymtfara,
Moxuo npeAnoroNurl ul.rgxufi noreHIIuaJI ssau\4oaeftcrsufi. Kpoue roro, ycraHoBneHo, qro

fJlIoKo3aMItHa cyirr$ar He IIpI4BoaI.tr HIz K yrHereHulo, Hr4 K noBr,I reHlto aKTLIBHocrIr ocHoBHbIx

tf epuenron CYP450 qe.rroBeKa.

@arruqecrn npenapar He KoHK)?rrpyer 3a MexaHrr3Mbl a6cop6lll4n, nocne a6cop6qlrll oH He

cBt3[,tBaercg c 6e:rralru njra3Mbl, a uera6olu:upyercg nyreM BKJIIoqeHIrt B KaqecrBe gHAofeHHoro

Beurecr Ba B nporeornuKaHbr HnH paculenrlercs 6e: yqacrlu $epueHron cr4creMbr urrroxpoMa.
BcJreAcrBr{e qero tpsA nu Moxer Bcrynarb Bo B3a[MoAeficrBrre c Apyr Mn JreKapcrBeHHr,rMrr

cpeacTBaMV.
Coo6rqa:rocr o6 ycu:renuolr s$<fexre or npuMeHeHr.rr KyMapr4HoBErx aHTr,rKoarynrHToB y
[aqIzeHToB nplt col]'rcrBy]oqeM JIeqeHIr[ rilloKo3ttMt4 HoM. B csssIl c grI4M AJII raKI.Ix flauueHToB
qe:recoo6pa:Ho npoBoarrrb KoHrponL fiapaMerpoB Koafyntquu.
flpenapar coBMecrrrM c Hecreporl AHbrMr4 flporr]BoBocrranr{Ter6Hbur.r cpeAcrBaMr{ LI

tJrroKoKopTHKocTepouaaM14.

BosI\4oxtHo ycuneHr.re xeny.4oqHo-KI.IttteqHoro BcacbIBaHuq rerpaIILIKnuHa.
B cocras uulerquonnofi Soplrsr rperapara BXoAr4r BcnoMorareJlsuoe BexlecrBo nI4Ao(ar4H.

I{uveruguu, fierrrr.rAr.iH, 6ynuaaxauH, npoflpaHonon, xfiHrrArrH, ar.r3orrupaMr't a, aMuTpr.rrrrrrnr4H,

HOpTpI4nTLInI4H, XnoplpOMa3r.rH, r.rMrrnpaMrrH rroBbrrllaroT ypoBeHL Jrr4AoKauHa B cblBopoTKe KpoBLI,

yMeHbura.r efo fleqeHoqHbrft rr.rera6orusN,r. Hopa4peua,ruu uMeer criHepruvecr<ufi sQrferr npu
B3AI.IMOAEI-ICTBUI4 C JIIIAOKAltHOM.

Cne4yer c ocropoxHocrbro [pr{MeHrrr, uuru6uropr,r MAO, nocro.nrKy oHr{ noBBn[arcT pr.rcK

pa3Brrrr.rr aprepua,rsnoii rlrnoreH3llLI u nponoHrlrpyercs MecrHoaHecre3rl plrorrlee Aeficrslre
IIocJIeAHefo.
flprz o4nonpeneHHoM npr4MeHervu c arruapvrMnqecKr.rMli fipenaparaMfi IA ruracca (n r. u. c

xr-rHr.rAr.rHoM, rrpoKar4HaMr{AoM, AI43onItpaMIiAou) npolrcxo4lrr yAnr{HeHr4e r4HrepBaJra QT, a oueus
peaKr.rx cnyqarrx Bo3Moxr{o pa3Br,Irrre AV-6:roxaAsr unlr $u6punnrquu xenyAorrKoB.
Ocra6:r.{ercs KapAuoroHlrqecrufi eQ<f er<r rpuMeHeHur cepAeqHr,rx rJrlrKo3r.rAoBi

llpra o4uoeper'aeHHoM npr{MeHeHr4r{ c ceaarr.rnximu cpe4crnanu ycnoxoulelrulre a$$exrsr
ycrnr4BaroTcr.
@eHurollrl ycunrrBaer KapAr4oAenpeccl4nuoe 4eftcrsue nHAoKalrHa.

llpu oguorpeueHHoM rrpr4MeHeHr.{rr c [poKar.rHaMr,raoM Bo3MoxHbr 6peA, rarruorlusaquu.
Jlr.rAoxaus Moxer ycHnrlBarr, Aeficrelre fipeflaparoB, o6ycloe:runaroqux 6:rora4y HepBHo-
MbIlIreqHoi nepe,qarru, nocKonbKy nocJreAHr{e yMeHL,rnaror flpoBoAr.rMocrb HepBHbrx r]MlyJrbcoB.
3rauor ycu:rueaer yrHerarouee AeilcrsHe JraAoKaHHa Ha AErxaHrze.

Oco6ue yKa3aHrrfl
BseaeHue rrperrapara MoryT ocyulecrBnrrb ronbKo Mear.rrlrrHcr<ze pa6oruur<u.
C:re4yer c ocropo)KHocrr,ro Ha3uaqarb rraqrreuTaM c HenepeHocrrMoctro fJrroKo3br. B naqare
rerrenr4r [aur4eHTaM c caxapHbrM Alra6erov qerecoo6parHo flpoBoArrrb KoHTponL ypoBHr caxapa B

KpoBrl.

C ocropox<nocrrro flprrMeHrrb [pr4 neqeur.ru naqueHToB, crpalaroflInx 6ponxua.nr,nofi acrlrori,
IrocKoJrr,Ky TaKrre [aqlreHTLI rr,roryr 6lrT6 6o:ree cxlouH],rMrr K pa3BI4Tr,IIo annepfuqecKux pearqzfi
Ha fJIroKo3aMIrH c Bo3MoxHbrM o6ocrpenr.reu HX cr{MrrroMoB.
1 gora rerapcrBeHHoro npenapara coAepxr-rr 40,3 vr narpz.x. 3ro cneAyer yqr.rrbrBarb npr.i

Ha3HaqeHltlt naqlIeHTaM, Koropr,rM noxiBaH a crporaa 6eccoleBag. At4er a.

9ro6rr us6eNarr clyvafiuoro rrHTpaBa3anbHoro BBeAeHr.rr npelapara, pexoMeuAyercr fipoBoArrrr
acnupauuoHHyrc npo6y.
EesonacHocrr npr.{MeHeHaq aHecrerrrxoB rpynrrbr nr.{aoKar.rHa coMHr.rrelrbHa y 6o:rsnux. cKJroHHLrx

K 3JroKar.recrBeHHoii runeprepMllu, no3ToMy r.rx npr,rMeHeHr.{e B TaKr.rx cnyqarx cre4yer lr:6erarr.
llepeg npuMeHeHr.reM nr.rAoKar.iHa npn sa6o:renanzrx cepArla (ruloKalrueMr.rr cHr{xaer



3OOeKrr4BHocrb nr.rAoKaHHa) Heo6xoAr4Mo HopMirnr.r3oBarL ypoBeHL Karr4.s B KpoBrr rr flpoBoArrrr,
KoHrponb 3Kf.
AxrfisHocrr rpearun<poc<poxrrHa3br B cbrBoporKe KpoBrl Moxer Bo3pacru fiocne Buyrpr4Mbrureqnoii
lrH6eKrluu flpenapara, rrro Moxer npr{Becrr,r x ouru6xe [p!r ycrauoBneur.rr4 Ar{arno3a ocrporo
un$apr<ra uuoxapAa.
B cryvae Hapylrenufi aerreJrbHocrv crrHycoBoro y3na, yanrzHeHr.rr r4HTepBara P-Q, pacullpenur
QRS ulu B cnyqae Bo3HuKHoBeHrrr urr,r o6ocrpeuur aprrrMr,rH ao3a .qonxHa 6urr lnaenrueua r.rru
flpeflapar .qonxen 6r,rrr omrenes.
Cne4yer co6ruoAarl oco6yro ocropoxHocr[, [pr{ [pr4MeHeHr.{r4 npenapara naqlreHTaM c
HeAocraroqHocrrro rponoo6pa leHxs. apreprla:rsnofi runoreH:uefi, apurvn.{MlJ B aHaMHe3e,

HapyueHr.rrMrl rpyHxqlru neqenu ulurw uovex cpegHefi crerreHr.r. I4g-sa lr'utu'tus B cocraBe
rxAoralrHa raKxe+leo6xoAlzlr.ro co6:loqan ocropot(Hocrb npr4 Ha3HarleHr4lr naqlleHTaM [oxLIJIoto
Bo3pacra, 6o:rlnrm onzrercuefi, [pr4 Hapyrrreuritr npoBoAlrMocru cepAqa, nplr gr,rxarenruofi
HEAOCTATOqHOCTI,I.

ITpuueueuue npu 6epetteuuocmu u nepuod taxmaquu
,{auur,re ro [puMeHeHrrro nperrapara B flepr{oA 6epelreuirocru unu KopMneHr4{ rpyAbro
orcyrcrByror, no3ToMy [pr4MeHeHue flpefiapara nporr4Borro(a3aHo 3Tol Kareropr-rH nauueHToB.
Bnuauue ua cnoco6nocmu ynpasrtmb asmouo6uneu u ctroJrcHbtlt'tu MexqHu3Ma u
I4cc:reAosaur,rft o Brrr4flHr4Lr npeflapara na cnoco6nocrr ynpaBnsrb aeroruo6r.ureN{ u ncnoJrb3oBaHr.re

Apyfrrx MexaHrr3MoB He flpoBo.qrrn[. C:re4yer co6rroAarr ocropo)KHocrh npr] yflpaBneHr.ur
TpaHcrroprHbrMrz cpeacrBaM r{ Bbrno;rrrsHr,rr4 pa6or, rpe6yorqux BHrrMaHvr. B clyvae flosBreHr.r.s

coHJrr.rBocrr.r, yroMnceMocrr.r, ronoBoKpyxeHrrs Iu HapyuleHHf. 3peHr{rr ynpaBneHHt
aBTorpaucfloproru u pa6ora c 4pyrrrMrr MexaHrr3MaMr4 3aflpeuleHa.

Ilepeaosuponxa
Cryuaen nepego3r.rpoBKr4 He orMeqaJrlt. B c:ryua.rx nepeao3rrpoBK[ cne.4yer npoBecrr.r
cr{MrIToMarLlqecxoe .rreqeHI{e, HanpaBneHHoe Ha BoccraHoBreHae BoAHo-3neKTpoJIItrHoro 6a,ranca.
B cocras ustexunousoi tpopurr npenapara BXoAr-rr BcrroMofareJrbHoe BerqecrBo Jrr.rAoKarrH.

flepauvu clrMrrroMaMr{ nepeAo3upoBxrr Jrr.raoxar.rHa rxApoxJropuaa co cropoHsr qeurpa,ri,nofi
irepnnoi cr.rcreMbr rr,roryr 6r,nr oHeMeur4e r3r,rKa r.{ ry6, nos6yxqennoe cocrorrr.re, sfiSopur,
TpeBoxHocTL, [ryM B yrxax, foJ]oBoKpyxeHne, HeqeTKocrb 3peHur, Hrrc.TafM, ,rpeMop, aqnpeccr4s,
coHJrr{Bocrr,, noreps co3HaHI.It, BrIJIorb Ao KoMBr, Tor{trKo-K-rroHllr{ecKl4e cyAoporfi. Kar yra:ano n
nlrTepaTypHblx IIcToqH Kax, cIIMnToMaMr4 IIepe.4o3I.IpoBKrr, CBS3aHHbIMI4 C nrrAoKarrHa
frrApoxnopr4AoM, co cropoHlr cepAeqHo-cocyAllcrofi cucreutr u 4srxarelruofi <pyur<qur.r lroryr
6rrrl clrrxenue apreprranbHoro AaBJreHr.rr, KoJriranc, AV-6loxa,qa rr yrHereHr.re gr,xare,rr,uofi
AesrenbHocru. Heo6xoAurnro KoHTpon[poBarb cepAerrHo-cocyatr cryro u A6rxarenr,Hyro Syurquu
rauueHTa.
I4:r'renenue 3Tr.rx flapaMerpoB Moxer yKa3brBarb Ha nepeAo3upoBKy fipefiapara, uo3ToMy naqr4eHry
cneAyer HeMeAJreHHo o6ecnequm aocryl Kr.rcnopoAa. Bce ocnolrHelrur rpe6yror
CHMNTOMATI,IIJECKOTO JIEI{CHII'.

(Doplra nrrnycxa
Aunyra A: no 2 lu pacrnopa B aMlyne rz3 Kopr.rrrneBofo npo3pariHoro creKna.
Ar,rnyra B: no 1 vr pacrBopr{Tenr B aMrryne us 6ecqnernoro npo3parrHoro creKna.
llo 5 avryr A u no 5 ar'rny:r B n 6rncrepax coorBercrBeHHo.
llo 1 6rncrepy c aMnynaMr4 A ra no l6nrcrepycaMrryJraMrrBsnaqxe.

Vc,ronus xpaHeHus
Xpanurs B 3arrllrueHHoM or cBera Mecre npr-r reMrreparype ue sHrrre 25 oC.

XpaHarl B HeAocrynHoM 4lr 4e'reft uecre.

Cpox rognocrlr
2 ro!.a.
He creAyer [pr-rMeHrrb nocire r]creqeHr.re cpoKa roAHocru.



flpr.rrorornenunft pacrnop cneAyer npnMeHlrb cpa3y.

Yc.nonuq orrrycxa ng arrreK
IIo peuenry.
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