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Tpacrysyrvra6 eMransrln - pl.rcK oKcrpaBa3arlrln rr onr{AepMaJrbnoro HeKpo3a

Kouurer ro oueHKe pIrcKoB EnpoueficKoro MeAurlr.rHcKoro arenTcrBa (PRAC EA[A),
npLIHIrMafl BO BHI,IMaHI{e r,rMerOUIyrOCr r4HsOpMarIU}O, BKJrrOq€Ur AaHHbre, [peAcTaBJreHHbre
AepxaTeJIeM perI4cTpaIII4oHHOfO yAOCTOBepeHkrr OprrfrrHaJrbHoro JreKapcTBeHHofo

rperapara (F. Hoffinann-La Roche Ltd, IUnefiqapr.rf,) o pr4cKe oKcrpaBrcarlkrkr lr
srII{A9pMAJIbHOTO HeKpO3a npLI BBeAeHr{tI JreKapcrBeHHofo npe[apara Tpacryspla6
3MTaH3I4H, o6ssar AepxareJlefi perucrpaqproHHbrx yAocroBepeHr4fi BHecrr4 Lr3MeHeHue B

r4HCTpyKrIUrc IIO MeAr{rIr,rHCKOMy [pnMeHeHr,rro.
flpuuuuar Bo BHI{MaHI{e ttoflyqeHubre AaHHbre, c rleJrbro MlrHraMpr3arrrrkr pvrcKa

gKCTpaBa3aII]/,'d Vr gnprIepMaJIbHOfO HeKpO3a, 6rrnO [pr4HsTO pemeHr4e oosgaTb Aep)KaTeJrefi
pefl{crparlr4oHHbrx yAocroBepelrufi rerapcrBeHHbrx cpeAcrB B TeqeHr4e 120 lueit BHecrI,I
r43MeHeHr4r B peKOMeHIiAT+Wt IIO MeAr{UT4HCKOMy rrpr4MeHeHr4ro TpaCTy3yMa6 9MTaH3LIH-

coAep)Kalql4x JIeKapcrBeHHbIx [peuaparoB vr [peAcraBr{Tb o6rqyrc xapaKTepr{crtrKy
JleKapcrBeHHoro [pefiapara 14 r4HcrpyKrlr4ro [o MeAr.rrIr{HcKoMy npraMeHeHuro (lucror<-
BKIIaAIIIIT) co cJreAyrorqlrMr,r AoloJrHeHtrfrMr4.

llp o err O 6uefi xapaKrepucruKta reKapcrseugoro upeuap ara
(rcrcct, BbIAeJIeHHrrfi uo4vepKuBaHr4eM, f,BJrrercr HoBbrM)

<Cuoco6 [pr,rMeueuraf, rr Ao3br))
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Havanrnyro Ao3y cJreAyer BBo.u4Tb flyreM Buyrpr4BeHnofi unSysvrvr B TeqeHue 90 ulnr:rr.
Ilauuenrrr rroAJreN(ar Ha6ruoAerurro Bo BpeMs uuQysrErE t4, KaK MLrHHIvryIvI, rrocJleAyrorque 90
Mr{Hyr Ha rrpeAMer rrorBJreHnfl rrr4xopa4rz, osuo6a vilvt Lrubrx ranQysuoHHbrx peaKIIHfi. Bo
BpeMr BBeAeHUT [pelapaTa cJreAyeT TrqaTeJrbHo KoHTpoJrr,rpoBaTb MecTo BBeAeHLrr Ha

rrpeAMer Bo3MolKHoro o6pasoBannfl [oAKo)KHoro uruQunbrpara. B uocrperprcrpaunonnoru
uep[o.{e Ha6mo.uaJucr cnv.ra[ orcpo.reunoro uonpex,reHu.fi ufiv HeKposa gulr.[eptrnca

rro cJre sKcTp aBa3aulrrr JreKapcTBeHHofo upe[ap aTa.

<Ilpe4ocrepelr(eH[rr u oco6rre yKunaHr,rr))

Jle.reHr,re rpacry3rya6ou gMTaH3rrHoM y [aq]renToB, noJrrrocrbro [peKparrrBrrr[x [pr{eM
Tpacry3yMa6a screAcrB[e pa3Brrrvrfl unQysnoHubrx peaKrluit,ueu3yrrrurocb; rerrenre raKux
naqueHToB Tpacry3yMa6ou gMTaH3r4HoM He peKoMeHAyercr. flaqueuros cJleAyer
TrrlareJrbHo ua6moAarb Ha :e.arrvtrue nuQy3r,roHHbrx pearr1ufi, oco6enno [pr{ rrpoBereli^wl
nepnofi nnQysura.
Coo6rqarocr o pa3Br.rrr4u uu$ysuonnux pearqnfi (ncre4crnue BblcBo6oxAeHns
quroxuuoe), xapaKTepr43yrorqraxcfi oAHr4M vrrn 6oree us cJrelyroull4x cI4MrIToMoB:

loKpacHeHr4e, o3no6, Jrr4xopaAKa, oAbIIIIKa, fl4rloreH3r,Ir, cBlrcrflrlee AblxaHue, 6pouxocnastr
14 TaxuKaplus. B ocHoBHoM, AaHHhre cuMrrroMbr He rrpof,BJurJrrcb B rsxerofi $opue. V
6ollnruucrBa rrarlr4euToB yKa3aHHbre cr.rMrrroMbl pa3pelrrliJrncb B TerreHlre or HecKoJIbKI4x
rracoB Ao o.uHoro AHr nocJre [peKparqeuua r,ru$ysutE. V [aqveHToB c rr]KeJrblMrz Sopuanau
unSysHoHHbrx peaKrlprfi ne.reHr,re ueo6xoAr,rMo rrpepBarb Ao rex [op, IIoKa [prI3HaKI,I I4

ctrMrrroMbr He pa3pgruarbcr. PerueHue o soso6uosrenukr Jreqenu{ ocHoBblBaerct Ha

Krunu.recKofi orIeHKe creleur4 Tfixecrlr peaKrllrr4. JIeqeHIae AoJIxGo 6rrrr orMeHeHo

HaBcerAa B cJryrrae pasBrrrr4s. yrpoxarcurrx xr.r3Hl4 vn$ysuonnrrx pearqufi.

Pearuuz s Nrecre sne.ueuug rer@pcrseHHoro upenapara
3xcrpanagauux rercapcrseHuoro upenapara rpacrygyN{a6a sNlraHszHa eo rpelnls
suyrpvneuHoro see,{eHzs N4oxer srrssarr 6om s N,Iecte uH0ysuu. tsxerbre uogpex.ueHnt
rrauta (spureM]r. nossreHze son.urrpefi) u Herpos enI,taepivluca. B c[,v.Iae grcrpana3auzz

Heo6xoruNao HeMeAreHHo nperparurl unOysurc. llaquenra cre.4vet peryrspgo Ha6rroAarr.
B TEqEHIIE HECKOJIbKLIX

<<HexenareJrbHbre p oaKIII,II4)

3xcrpanasaqux
B KJurnr.rqecKr4x rrccJreAoBaHr,rtrx rpacrysyrvra6a gMTaH3uHa na6lroAarulcr peaKIII,I[,

BbBBaHHbre gKcrpaBma\ueit.,{auuue peaKrlr{Lr uan6oree qacro [potBJUIJILtcb B Teqeuue 24
qacoB flocJre uu$ysurz 14, KaK npaBl,rJro, 6uru JIerKLIMI,I I4JM WepeHHbIMI{ I4 BKrrorraru

9pr4TeMy, 6oregnenuocrb, prrApaxeurre Ko)Kr4, 6om vilv oreK B Mecre uu$yszu. B
nocTpefucTparuroHHoM nepr4one c4vrrar4 rroBpex(.ueHr,rf, I{JI}I HeKpo3a 9rlu.uepMllca IIocJle

lre HecKoJrbrcnx auefi I4nI4 He.ueJIb rIocJIe zudysnu. B
Hacro.f,rrlee BpeMt cueqr,rQz.recKoe

HEI43BECTHO.

nnQygun.

JrerreHrre gKcrpaBa3ar\Lru rpacrysyvra6a gMTaH3uHa
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flpqertuHcrpyruuunoNaeAfi[rucroNaynpfiNleHeHl{rc(Iucror.grnaArrru)
(rer<cr, BbIAeJreHHufi noA'rePKI'lBaHI4eM' fl BJIfl erc'f, uoenu)

Vmo ueobxoduuo 3Hamb do ua,Mna npueJv'a [mopeoeoe uaumeuoeauue]

Ecrul BO BpeMr BBeAeHI4t JIeKapcTBeHHOfo llpeflapaTa TpacTy3w gMTaH3rIH BbI 3aMeTuJIlI

rarue-nu6o cepbe3Hbre HexeJrareJrbubre peaKrlrrr4, cJreAyer HeMeAJIeHuo coo6rqllrr o6 gtou

Bpaqy IrJII'r MeAllquncrofi cecrpe'

Pear<qrau,cB'3aHHbIecBBeAeHI{eMJIeKapcTBgHHoro[peflapaTauJIlIaJIJIepDItIecKLIepeaKllllll:
Tpacrysyrr,ra6 gNataHg[H Bo BpeMg urr(pysnu IIJIII B TeqeHI4e llepBoro AH' IIocJIe rauQysntl

Moxgr Bbr3Barb rroKpacHeHr4e, Apoxb, JrrxopaAKy, 3arpyAHeHHoe AbrxaHI'Ie' HI{3Koe

apTepLraJIbHOe AaBJIeHI4e, yqaUeHHOe Cep.UUe6reHI4e' OTeK JII4Ua' f,3blKa nrnl upo6neMbl C

FroraH[eM. Bpau njIII MeAcecrpa rrpoBepr4r ecrb Jrr4 y Bac rarue-*6o fl3 [epetMcJIeHHbIx

HexeJrareJlb'brx pearqrfi. Ecmr y Bac Bo3Hr.rKHer HexeJrareJrbHalr peaKllr4'f,' crleuuaJrtrcr

cH'r3rrr cKopocrb uu$yzuu flpeflapara rrJrr{ rrpeKparr.T oro BBeAeHI'Ie' Moxer Ha3HatII4Tb

Jrgrre'r'e, qto6' cH[3r4Tb prrcK pa3Brrrr4r Hex(eJIATeJrbHbrx pearuufi. BseAeHue flpeflapara

MO)KHO rIpoAoJIXCI4Tb IIo cJIe y[ytIIIreHI{fi CTTMIITOMOB'

PearullrE n Nlecre sge.[euus

q.M. Marvr6eraJrl'IeBa
3 auecrr.rteJrb AI{P eKToP a
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