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Cy6rexru o6paqenux
neKapcTBeHHbrX CpeAcTB

M.A. Mypaurxo

O Hosrx.qauuhx no 6esouacHocrr,r
JrexapcrBeHHoro rrpenapara Eneanoc

(Degepan*rax cnY,*6a no HaA3opy B csepe 3ApaBooxp aHeHLrfl B paMKax
HcnoJIHeHHt rocyAapcrBeHHoft Qyurquu no MoHLITopI4Hry 6esonacuocrrr neKapcrBeHHbrx
npelaparoB' Haxortlllnxcfl' B o6paqenuu Ha repprrropuz Poccnficrofi O.4.puq"",
coo6ulaer cneAyroqee.

Pocr4panHaA3op A'B.AHT Ao cBeAeHHt cneur4€rJrr,rcroB 3ApaBooxpaHeH'.rr rrr4cbMo
npeAcraBI'ITeJIbcrBa AO <IIa6oparopllu Cepnre>, @paHqrar, orHocr4TeJrbHo HoBbrx
.4aHHbIX IIo 6esouacHocrl'I neKapcrBeHHoro npe[apara Basanoc (MHH: crpoHqu,paHelar), nopolxoK Arrfl [pl4roroB rreH1rfl cycneH3rru Anfl npr4eMa BHyrpb, 2 f,npoLI3BoAcrBa <Jla6oparopuu cepnre Lrmgacrpu>>, @panuni, (perncrpuqro""o.
yAocroBepeHr4e BbrAaHo JIC _ 00 00 92 or 29 . | 0 .2009) .

IlpunoNeHr4e: Ha 3 l. e I sxs.
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I_IPETCTABWTETIbCTBO
AO <.JIAEOPATOPI4IA CEPBbE> (Opan unn)

llHQopnraunoHnoe rrflcbmo Anc cneq[aJr[croB s o6nac.ru 3ApaBooxpaHenuc
rro neKapcrBenHoMy [penapary Enna.noco

(crpoHqnr paHeJrar, nopolrroKArr npuroroBreHnr cycneH3uu Anr npHeMa an1rrpr,2 r,
nportBeAeHo <Jla6oparopxr.r Cepeu e Vugacrpu>, @pauuus,

perHcrpar{HoHHoe yAocroBepeHne Ns JIC-000092 o"r 29.1 0.2009)
rlo Bonpocy orpaHHqeH[fl K IIpnMeHeHI|rc B CBf3lt C HoBbrMIr AaHHbrMI| OTHOCHTenbHo

noBbtrrrenHoro p[cra pa3Brrrrrfl nn$aprra M rroKapAa

YsoKaevue cneunanhcrbt 3ApaBooxpaueHur!

Coo6ulaeiu saM o6 orpaHnqeHHn noragaHnfi K npHMeHeHHK), o HoBbrx nporHBonoKa3aHHcx H
oco6srx yKa3aHHrx K [pHMeHeHnrc crpoHur.rfl paHeJrara.

3rn Mepbl npH3BaHbl cHH3HTb pHcK pa3BHTHfl HexenareflbHbrx flBJreHnfi co cropoHbr
cepAer{Ho-cocyAl'lcroE cHcreMbl, Koropbte 6uuN estssreHbr B xoAe nocJreAHe_ro peryr.spHoro aHzutH3a
AaHHbrx no Oesonaclrocrn npenapara y nar{HeHToB, npr,rHuMa}oqux EHgaroco.

flolHag oueHKa coorHoueHr,r, nolma./pucx JreKapcrBeHHor_o npenapara Bnganoco Anr
3aperr.tcrpHpoBaHHbtx noragasnfi K Ha3HaqeHr,rrc 6y4er rrpoBoAuTbcr EaponeftcKrrM areHTcrBoM no
neKapcrBeHHbIM cpeAcrBaM B TeqeHHe 6nnxafturux MectlleB, n lrc6ue garrHefiurne BbrBoAbr,
nonyqeHHble B pe3ynbrare srofi OIIeHKH, 6yayr coo6qenlt no Mepe neo6xogr.lrrlocrn.

3axrlo.reH[e: . 
,

llmercquecs AaHHbte paHAoMU3HpoBaHHbrx KJurnrrqecx[x ncc.neqonaHufi
KapAHoJloru'IecKoft 6egonacnocrn Enna.noco npn JIeqeHfiIr ocreonopo3a noKa3blBarcT
HaJrIrqHe noBbllrreHHoro pucKa pa3Bnr[c uHQaprra M[oKapAa 6es BbtflBJreH1;fl
IIoBbtuteHHoro prrcKa cMepTHOCTH.

JleqeHue 6o'nsHux c ocreoflopo3oM Moxer 6ur's Ha3Haqe'o roJrbKo Bpaqo', ,nMercrqflMo[blr neqeHl|q ocreo[opo3ar a peuleHr|e o Ha3HaqeH[Ir crponqnc pagerara AonxHo6urs ocnonaHo Ha orleHKe o6qnx prrcrcoB y KoHKpernoro [aqrferrra.

Bnnaloco He AonxeH npnMeHsrbcfl y ,raqne'ToB c rr[reMrrqecKof, 6olernsm cepAr{arra6oresauHeu nepnQep-nqecK[x aprepnfi nllnt:n qepe6ponacxynflpubry ra6orenannenr,HflH ecflrf AaHHbre ra6o.irenaHnf rrMercTcg B aHaMHe3e, a raKr(e y [aq[eHToB cHeKoHTponnpyeuofi aprepfianbnofi rnneprenrnefi .

fiono.nxnreJrbHo:
- Bpavanr percoMenAyercc orIeHtlBarb pncK pa3BnTrrfl
ra6o.lenaunc y flaqrrenTa nepeA HaqaroM Jreqennf n Ha
Aa.nrsefturem.

cepA eq H o-cocyA rr cToro
pery.lnpuoft ocHoBe B
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- Ilaqrenrau cojnaquMbrMu Qaxropauu
ra6oresannfi (nanpnmep, r[nepreH3ns,
xypexne) Moxxo Ha3Haqarb crpoHrlns

p[cKa pa3B[THS CepAeqHO-COCyAnCTbtX

rrrnepnntrnAeMrrfl, caxapnuft qna6er,
paHenaT ToJIbKO noc.Ile TrrlaTeJlbHoro

ecJrrl y naqneHTa pa3BHBaeTcfl r|uleMHqecKat 6olernu cepAqar ra6oleaanne
nepnQepn.recKlx aprepufi, qepe6ponacKyncpHoe ra6o.nenanne Hrl ecJrrr
rrrnepreHsufl craHoBlrrcr HexoHTpo.nnpyeuofi.

3ro nucbMo ornpaBneHo B coorBercrBr,ru c peueHneM Eeponeficxoro areHrcrBa rro
JleKapcTBeHHbrM cpeAcTBaM.

nonorHnrerunag rrudoDfuaunn orRocureruuo 6egonacnoct[ nDrtIrrenenrlg:

flocle,qHnfi o6rop Bcex HMeloulHxcr AaHHbrx no 6egonacHocrr,r crpoHqufl paHenara Bbl3BaJr
Bonpocbl orHocHTeJIbHo ero 6esonacHocru B orHorueHuh cepAer{Ho-cocyAncrofi cncreubt, noMHMo
Y)|te H3BecrHoro panee pucKa pa3BHTHc seHoguofi rpou6osu6o.nnu. AHa.[Hs AaHHbrx
paHAoMt'l3HpoBaHHblx KoHTponHpyeMblx t{ccreAosaHnfi BrIIBHJT noauurennsrfi pucK pa3BHTHt
cepbe3Hbtx Cepae'rio-cocyAncrblx HapyueHr.lfi, Brsrroqar nHQapm rranoiapaa (HM),6er siliBneHgt
noBbluleHHoro pHcKa cMeprHocrH. 3ro saKnrcqeHHe ocHoBaHo npeuMyulecrBeHHo ua o6re4nueHHbrx
AaHHbrx nlaue6o-xoHTponHpyeMbrx nccleAonauufi naqHeHToK c ocTeonopo3oM B

nocrMeHonay3arbHoM nep[oAe (3803 nauneHrKlr, ronyqaBuHx crpoHqnc paHeJrar, qro
coorBercrByet ll 270 nauneHTo-roAaM neqeHus, n 3769 [ar{HeHToK, noJryqaougx nlaqe6o, vro
coorBercrByer I I 250 naufieHro-roAaM neqeHnr). B erofi ru6opKe AaHHbtx 3HaqHMoe yBeJrHqeHHe
pl{cKa paBBHTHt HM Ha6lroAaerct y naqHeHToK, noJlyqaBrunx crpoHr{H{ paHeJrar, rro cpaBHeHHp c
TeMH' KTo nonyqan maqe6o (1 ,7 yo nporHB l,l yo), c orHocl,treJrbHbrM pncKorra t,6 (95 % N4: [1,07;2'38]). flouvtvo 3Toro, orMeqancc HegHaqnrerrnuft qucresurrfi Anc6alanc cepbe3Hbrx
cepAeqHo-cocyAHcrblx ocnoxHeHnfi, a tou qItcJIe HM, ua {one npaueHeHHr crpoHrlr.tr paHenara KaK
B HCCJIeAOBAHUH y MyXql'tH c ocreonopo3oM, raK H B t{CCneAOBaHHr,t narIHeHToB C OCTeOaprpo3oM.
Taxxe HMeerct Bo3MoxHoe MexaHucrnr{ecKoe o6ocHoeaHue noBbluleHHoro pncKa pagBHTvrA
cepbe3Hblx cepAer{Hbtx sa6oresaHl'|fi, nxlrcuar HM, yuuruBar Bo3MoxHufi rporu6orgqecrc[il oQQercr
cTpoHqHr paHenaTa.

a

Eclt't ncxltot{HTb [aqHeHToB c VBC n/ustu aprepuaJrbHofi runepreHsnefi ynepeunoft H
rsxerofi creneHH rtr(ecrH (cncroluvecroe A.{> 160 MM pr. cr. HnH AHacronnqecroe A.{> 90 rrana
pr. cr.) B aHaMHe3e, He 6ulo BbrrBJleHo noBbtureHHofo pncKa HM y [aqHeHToB, nonyqaBuux
cTpoHUHs paHeJlaT' nO cpaBHeHHlO c naIIHeHTaMl'i, noJlyqaBulHnan nlaqe6o (0,9 oA [o cpaBHeHHrc c
0,9 o/o).

ftr roro qro6u cBecrn K MHHHMyMy pHcK pasBuras HM, nHSopMaqHr o neKapcrBeHHoM
npelapaTe BKIIrcqaeT' KaK oIlI'tcaHo Bblule' orpaHl4r{eH[e norasaHufi x npgMeHeHH]o, HoBbte
npornBonoKasatufl,, oco6ue yKa3aHHs H peKoMeH,qauHH BpaqaM rro AonoJrHtrrenrHofi oueHKe pficKa
NPId HA3HAqEHHH CTPOHI.IH' PAHCJIATA AIg Ka)I(AOI'O KOHKPETHOTO NAqHEHTA.

Konraxrnar nu$opmaqnn

fl pegocrae.ueHue c BeAeHu ft o sexelareJl bHbrx peaKrlr,rrlx.
rlpocl'ttvt sac coo6qarb o HexeJlareJrbHbtx peaKrr'rx, BbrrBJreHHbrx y naqrreHToB, noJryqaBugx

neKapcrBeHHblx nperapar EHaanoco, s oerepanrnyr.o cayx6y rro HaA3opy n cQepe 3ApaBooxpa Heuna,B coorBercrBHH c rocyAapcrseHHoft cncreuofi MoHHTopHHra 6esonacHocrH neKapcrBeHHbrx
npenaparoB' HaxoAturHxct B o6paulennn Ha reppHropr,ru Poccuficrcoft OeAepauHH: i09074, ..
Mocrcoa, Crascncxac nroulaAb 4.4, crp. I .

Aapec 3neKrpoHHoil noqru: phann@roszdravnadzor.ru



- u B flpeAcraBnTeJlberBo AO <Jla6oparopnn Cepnse> no aApecy r. Mocrna flaneleuxag na. 4.2, crp.3,
rereQon (495)937 07 00
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flpegcrarnrerrbcrBo AO <Jla6oparopHn Cepnre> no rereQony (495) 937 07 00 HJrr,r no aApecy
r. Mocxea llaseneuxac rw. A.2, crp.3.
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