
O nonrx.uagHbx no 6esonacHocrs
JreKapcrBeuHoro fl peilap at a T acuraa

@e4epalrnar cJryx6a ro HaA3opy B cQepe 3ApaBooxpaHeHI'I' B paMKax

ucnoJrHeHr,rf, rocyAapcmlHHofi Qynrunu rro MoHlrropr,rHry 6egoracuocrlr JreKapcrBeHHbrx

npenaparoB, 
"u*o.q"quxcfl, 

B o6paqeHuu Ha Teppl{ropuu Poccuficrofi @eAepaqun'

coo6ulaer cneAyloqee.
pocs4paeHaA3op AoBoAHT Ao cBeAeHut cneqI4aJII'IcToB 3ApaBooxpaHeHutr [LIcbMo

Qaprvraqenruqecrofi *br.tu""" OOO <<Honaprnc @aplrla> rlo Borpocy HoBbIx AaHHbIx no

6ESONACTTOCTI'I ?I IIJIAHI'IPYEMOFO BHECEHI4f, I{3MEHEHI{fi N UNCTPYKqI'Irc TIO MEA}IIII'IHCKOMY

lplIMeHeHI,IIo JIeKapcTBeHHoro llpelapaTa Tacrarna (Hunorunu6)' [poI43BoAcTBa

Honapruc @aprr,ra IIIreftn Af, Illnefitpput"

flpnnoxeHlle: Ha 2 n. s 1 ers.

///
//t // ,/A

l//,w-/
'/"

M.A. Mypaumo

MnnncrcpcrBo sAPaDooxPaHeHHf,
Poccrficnofi OeAepaqnn

QEAEPAJIbHAS CJIy}I(EA nO HAASOPy
B COEPE 3APABOOXPAHEHI{fl

(POC3APABHAA3OP)

CrasqHcKaq nn.4, crp. l, Mocxsa, 109074

Tene$on: (495) 698 45 38:698 46 ll

Bpuo pyKoBoAnrent

A.A. rlnxona
(499) s780263

Cy6remn o6PaqeHur
neKapcTBeHHbrx cpeAcrB
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Teua: O6uon.neuHas uH$oPuauur

Da3B[Ttrfl cadoflenaHnft, cnRraHHblx

T"""rn"n (nu.nornnu6a)'

(LIHSOprvraunn nepBuqHo npeAHa3HaqaJIacb AJtfl cneuuaJlIrCTOB 3ApaBooxpaHeHUfl

KaHatrr).

Ysaxael\allfi cnequarl{cr 3ApaBooxpaneHur !

Honapruc (Daprrrac*orr{KaJr3 KanaAa coBMecrHo c areHTcrBoM 3ApaBooxpaHeHr'rfl KanaArt

(Health canada) "t6opt"pyror 
Bac o coo6ulenHblx cnyqatl cBt3aHHbIx c arepocKJlepo3oM

sa6orenauufi y naUraeHroB, nonytu"t"* nperapar TACI4p HA@ (nunorr'Hu6)'

flpenapar TACI,I;HA@ orttocrarcr r SaprraaKoJlofuqecKoMy Knaccy urn6uropoB rHpo3HH-

KrrHa3. flpenapar nonyqlul ycJIoBH-Oe oao6pa""t Anc neqeHus B3pOCnbIx naIIHeHTOB C BIIepBbIe

BburBJreHHbrM *po"""r""*"* ph-no.noxureJrbHbrM (c 6u.rriaelrrbuircrcoft Xpol'rocorr'rofi)

ue-norefrxo3oM B xpoHqqecKoft Qase. T;; nptnuput TACI'I;HAo rorlHocrblo o4o6peu Anr

JreqeHr.rfl urpo"nori narII4eHToB c Ph-nonoxl'ITeJIbHbIM (c $r'lnaaelrouftcrofi xpor"rocorraofi)

uerorefiro3oM B *porrr".*ofi sare n Qa:e o6ocrpeuur (axcelepaquu), Koropble pe3ucreHTHbl

r{Jrr.r He nepeHocrr oAHy r.r3 flpeAlnecrByt*t* repanufi (nrmouar ururaruHt't6)'

Clyqau gaoolenaguft, cnllarrHbx c aTepocKJlepo3oM, rra QoHe TepanI,IH [penapaToM

;;&iH"*'^;;;;*r4cb KaK Bo BpeM, npoBeAeH'r Krrr{HuqecKr,rx HccJreAosa'I'rfi,

TaK r.r n3 pyudHHofi npaxrnxu (uocr-perucrpauuoHHsle clyvau)'

flaqnerrroecJIeAyeTaKTuBHoKoHTponupoBaTbHanpeAMetsrignleHl,I'cI,IMnToMoB
sa6OnesaHufi, cnl3aHHblx c^ pa3BlITI'IeM aTepocKJlepo3a, Ha npoTtxeHl'Iv Tepannu

,p"r"p*o" 
' teCnfHeo' Mounropr,rpoBa'I{e nHn}IAHoro cneKrpa u

rJrr{KeMr.rqecKoro nfoSun" AoJrxHo 6urr nponeAeHo Ao HaqaJIa repannu I'I KaK

MoxHo qaue Bo BpeMfl npr,reMa ,rpanuputu TACI4|HA@ B coorBercrBllu c

[?,t#::H"jffi "ffiil';'xTfiTt^ro6esonac'ocr'nperapararAcr4f 
HA@

6rma AOoaueHa S KaHaACrro I{HCTpyKIII{rc no ucIIoJIb3OBaHHIO npenapaTa' B

par.uel <C o.ropo*"o.ro,o,i " 
<flpeAocrepexeHl'sD' pa3AeJI <HexelateJlbHble

flBJ|eHIIg,3apefucTpHpoBaHHbleBKJII{HHqecKI4xHccIeAoBaHHqXl|i.npldnocT-
MapKeTUHf oBoM npHMeHeHHI'I )'

orHOCrlTeJIbHOro BO3MOxHoro noBbIIueHUfl p[cKa

c aTepocKJrepo3oM, npII npl|MeHeHltl{ [penapaTa



B uccJIeAoBaHHI,I HI,IJI.TI,IHI,I6a III Qa:rr KaK flpeuapaTa llepBofo p'Aa flpu xpoHI,IqecKoM

urenolef,rrose , cAlvfNl07A2303 pNESrna), 'ruclo fnleHufi' cBs3aHHbIx c arepocKnepo3oM

- TaKHx KaK oKKnlosnr nepu$epnqecKl'Ix aptepnfi, cTeHo3 6e4pennoft apTepHH' KOpoHapHbIe

creHo3br, creHo3br coHHbrx upt.frr, 
^ 

uepeopoBacKynflpHble -H-apyrlreHl{fl' 
6rmo

3apefncrpr{poBaHo c .Iacrorofi 5% y np"""tu""* nptnupar TACI'{;HA'E' 300 ur 2 pala e

AeHb r{ c qacrorofi i,r;/o npunp".". 40b ur 2 pazaB AeHb. AHarus 6as'AaHH'x 6egonac'ocr]r

npenaparoB KoMnaHH' Honapir.rc (ra neprao^. Ot tHBapt 2005r no 3l sHBapfl 2013r) B'UIBHJI

277 cnyuaen lueHnfi, cB[3aHHbIx c arepocKnepo3oM' H3 HHx l4 - raperucTp[IpoBaHo s KaHaAe'

O6uree KoJrr{qecrBo naql{eHTo", nony"i*t* np.nupar 
-TACI'I'HA' c MoMeHTa perl'crpallnu

np*uputu s2007 r. oqeHHBaetcr npn6ll'l3l'IreJlbHo n 39299 raulIeHTO-JleT'

o6qag xapaKrepHcrr.rKa snlornnu6a, Aeficrsyouas B KaHaAe (canadian Product Monograph)',

6ruta o6HoereHa c yqeroM npl{Be.[eHnbrx AaHHbrx'

PeroueHAyercr BpaqaM ynpexAtlloue KoHrponupoBarb tfaxropH pHcKa aTepocKnepo3a vl

Jrer{HTb sru Qarropbr pr{cKa B COOTBercrBr{r{ c ony6anxonaHHbrMr.r reqe6urruu pyKoBoACTBaMI{'

AAercsatHrrfl rontponb pI,ICKOB, cB.s3aHHbIx c HC[OJlb3oBaHHeM M.AHIIHHCKI'X npenapaToB'

3aBr,tcr,rT oT TOfo, KaK BpaqH H nauseHTSt coo6ulaloT o cflr{atx HexeJlaTenbHblx seJleHl4ft'

yponeus coo6uesug (aons coo6uesHux cnyqaeB no orHouIeHI'Ilo Ko BceM cnyql'Blul.Mct B

4ercrnnreltHocru) o6"r""o 6slsaer HI'I3KI'IM B ycnoBI'IsX pyu'rnnofi IIpaKTHKI'i' IloeroMy

peaJlbHtut qacToTa BcTpeqaeMocTt,t Tex ,|,,'- HHbIX HexeJIaTeJIbHbIx gsIeHI,Ift cql,ITaeTcc

ueAooqeHensofi (r.e. HI'IXe' qeM ecTb Ha caMoM 4e'rre)' Jko6oft cnyuafi cepbe3Horo

aTepocKJlepo3aHJII|Apyrofocepbe3HoroHnI,IHe[peABHAeHHo|oHeXeJIaTeJIbHorofrBlIeHfigy
flaqr{eHTa, npLIHLIMarcIIIero npenapar TACH|HA@, seo6xoAttt"to coo6'atb B peryJltTopHble

opraHbl tlilu KoMIIaunrc Honapruc'

Honapruc npoAonxaeT MOHLITOpI1HT ssfleHl4fi, cBf,3aHHblx c aTepocKJlepo3oM' Vt 6yaer

upesruvafrHg IIpI43HaTeJIeH 3a coTpyAHuqecTBo tlpl'l MoHLTopHHre naql{eHroB u coo6qesuu

cnyqaeB HexenareJlbHblx peaxunfi '

C ynaxeHllev,

Xau foAes,

Buqe.upeu4AeHT oTAena KjIHHHqecKI,Ix nccJleAoeaHufi I{ B3al{MooTHoruegnfi c peryIIflTopHbIMI.I

opraHaMH


