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Bnecenue rr3MeHeHnfi e uncrpyKrluro [o
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JreKapcTBeHH oro cpeAcTBa K.rrapurpoMrr III{H
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flpzurauax Bo BHrrMaHr4e Beporrubrft MexaHI43M AeftcrBus KJrapI4TpoMvIWHa, a

TarcKe BCe r4Meroquecr Jrr{TepaTypHbre AaHHbre o noBbIIIIeHHoM prlcKe pa3BrrTllfl
KpoBoTeqeHlrfl Ha ooHe nprrMeHeHrrs [epopaJrbHbrx aHTr{KoafyJrsHToB npsMoro
AeficrBHs, 3HarrETeJrbHoM rroBbrrueHlru ypoBHfl TpaHcaMnHa3 Ha Qoue
[prrMeHeHHfl JroMHTanlrAa, a raKrKe o noBbrrrreHHoM p[cKe yAJIuHeH[Is Qr y
naqrreHToB c rnrroMarHrreMrreft, Kouprrer fro orIeHKe ppIcKoB Eaponeficr<oro

MeAr4Ur4HcKOrO areHTcrBa (PRAC EMA) orleHr4Jr rpr4qr4HHo-cJreAcrBeHHyro

B3arrMocBs3b MexAy rrpr{MeHgHr4eM rrpenapaTa I,I BbIIIIeyKa3aHHbIMI4 .f,BJIeHLITIMVI, fIO

MeHbrrreft Mepe, KaK Bo3MoxHyro v o6fl3ar Aep)KareJlefi perpIcrpaIILIoHHbIX

yAocToBepelF.prft KJrapr{TpoMlrrlr{H-coAep)Karrll4x JIeKapcTBeHHbrx ilpenapaToB BHecTI4 B

O6qyro xapaKTepr4crr.rKy JreKapcrBeHHoro rperapara vr Irlncrpyxqnto rlo

MeAr4rIr,rHcKoMy rrprMeHeHuro (JftacroK-BKJraAbrru) coornercrByloqyro I4HoopMaIIruo.

flpuuuua.r Bo BHr{MaHr.re AocryfiHbre AaHHbIe o BpoxAeHHbIX [opoKax pa3Btrrwfl,

BbrKr,rAbrrrrax, Bo3AeficrBr4r4 qepe3 {py.qnoe MoJIoKo, PRAC cql4Taer, rITo .qaHHyto

[HQopMarIHro rarcKe cJreAyer BHecrr B O6rqyrc xapalcepl4crl4Ky JleKapcrBeHnoro

rperapara 14 llucrpyrqzro fro MeArrrlprHcKoMy rrpLIMeHeHuIo (JIumor-uKJIaAbIIIr)

KJrapprrpoMIrIII{H-coAepxaIrII4X JIeKapCTBeHHbIX [peilapaToB.
llpz ycJroBr4n BHeceHrarr BbrrrreyKa3aHnblx Ia3MeHeHI{ft B O6uryrc

xapaKTeprrcrr4Ky ireKapcrBeHHhrx npe[aparoB Lr Irlucrpyrqruo rlo MeALIIIpIHcKoMy

rrpr4MeneHprro (lucror-nrna4uru) coorHolrlenue pplcK rloJrb3a rIpI,IMeHeHuIrI

KJrapr,rTpoMr,rur{H-ooAepxarqux JreKapcTBeHHbIX [pelapaToB ocTaeTct HeI,BMeHHbIM.
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KrraprarpoturrtlllH.[oJIycI4HTerra.IecKLIftMaKpoJll4Arrrrfiarrru6uoruruII4poKoIo
cleKrpa Aeficrs1u. Mexanugu 4eftctrur KJIapuTpoMvII\vrHa cBf,3aH c HapyrueHlleM H

6'o*aponaHr4eM peaKul4fi TpaHcJIOKaqufi nyteM CeJIeKTI';IBHOTO CBt3bIBaHI',IJ{ c 50s-

cy6te4uuuueftp"oo,o*6ar'repnarrrgofiKJIeTKI{.[eficreyerHaBHe-P|
BnyrplrrJreroqHo p acnoJloxenublx oos6yAurcneff '

I4ueeruruporuficIIeKTpaHTuMllr<po6rrofiaKTuBHocTII,BKIIIoIIflf,
lpaM[oJIoXI,ITeJIbHbIe 

14lpaMotp"q-"n"Hble aHaspo6nrre u ApyrI'Ie MIIKpoopfttHI43MbI'

IIpo enr O6rqefi xap aKTepI4crLIKIr JI eKap crB eHuoro np erap ara

(rercr, srrAeleHHSlft IIOAqepKuBaHI4eM, {BJlfleTcfl HOBbIM' y'.uanerurufi TeKCT

3arlepKIaBaHueIr'r).

Crrelyroul4enpeAocTepexeHuflcjleAyeT4o6arnuBprcAejl<<oco6rreyKa3aEv|fl'v|
Mepbr rrp eAo cTop oxHo cTI4 rIpI4 [pI4MeHeHun) :

llepop a-nrHble aHTLIKoaryntHTbr

B pas4en <<BgarauoAeficreue c ApyIlIMlI JIeKapcTBeHHbIMLl [pe[apaTaMKkr lpyfr4e BUAbI

sgaut {o.4efi crBl4-fl ) cJleAyer 4o6annrr :

flepopanrHbre aHruKoaryJlflHrbl (nauprarrlep, napSapuu' pusaporca6aH' auuKca6ag)'

KpoBoTerIeHI4lI.

cle,uyrorqr4e rrpoTraBoIIOKa3aHI'IJI CJIeAyeT AO6asI{Tb B pa3AeJI <(I-lporurolloKa3aHll'jI)):

KnapurpoMr{rlr4H He cJIeAyeT Ha3HaqaTb [aIII4eHTaM C gneKTpOJIllTHbIMLl Hapy[IeHu'flMI4

screAcrelte pucra y'urugeHla'fi LlHrepnara QT'

Cnegyer Ao6aeurr cileAylotuyrc

6 ep erraeuuo crb PI JraKTaIrI{JID :

nn(popuautlto B pa3AeJI <<@eP'rulrHocrb'
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BegouacHocrb rIpI4MeHeHIruI KJrapr4TpoMr4rJvrna B [epr4oA 6eperueuuocrr,r r{ KopMJreHr.rt
fpyAblo He ycraHoBJIeHa. Ha ocnosanvrv p$yJrbraroB r,rccJreAonasuit Ha NCr4BorHbD(
( ) r,r onrtra npuMeuenz.s y.rerosexa, Bo3Molr(Hocrb
ne6laronpl4.arnoro eos4eftcrnux na enr6paoQeranruoe pa3BLrrue He Mo)Ker 6rrrr
14CKJIIOqCHA. HEKOTO

KJIaprITpoMI4IIIaHa y )KeHrrIlrH B rrepBoM 14 BTopoM Tpr4Mecrpe 6epeuennocrrr
TIOBbIIIICH

npuMenenzr rnapzrponawuzna urpt upuMenenr4eM Apyrvx arrru6noraKoe s reqegue
roro xe nepzona. B gnuAeNlI,Iororz.reclfl4x raccreAoeaHralflx pncxa gHa.muHx
BPoxneHHbIx noporos pa3szrIar upu sosAeficrsrar4 r,{aKporanon. eKJlo.ra[
IUI&PI4TPoMI4UuH. B n€puoA 6ep€NaenHocrz nory.renrr nporneope.{rlerre naHgrre.
lloerouy rpu 6epeueuHocrn He cJreAyer [pr4Menrrb nperrapar 6es rrqare6nofi
oIIeHKI4 COOTHOIleHr4.f, noJrb3a-pI4CK.

Jlarrauu.a

KnapnrpoMr4ur{H BhIAeJIteTCt lpyAHbrM MoJroKoM e He6omunx rorz.recrsax.
O)KIITEJIb ICKJUOqI4TCJIbHO HA

BcKapMrLIBaHI4a. Mo)KeT nory.Il4Tb oKoro l.7olo oT no3br Krapr4TpoMZUVHa.
uor)t.{eHuofi rla'reprrc s pac.rere Ha Maccy rera.

3alrecrureJrb ArrpeKTopa q.M. Mapr6eraJrueBa
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