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Yeaxaeuuli 4oxroP:

Kounaxun GlaxosmithKline, no cornaueHnrc c Eaponeficrnu MeAurr-lnHcKt'lM AreHtcreofvl'

raxQoprr/|rapyerBacoBaXHb|XHoBbtXpeKoMeHAaqnRXnoqacToTeMoHl4Topl4Hra6roxnrurqecKLlx
nqKa3aTeneil Qynxqmn neqeHn C qenblo BblgBneHhf rnh 1a6Kn1gqeHnf renaTgToKcnqHocTil Ha

$oxe repanru na3onaHn6oM'

O6ulne nonoxeHnn: '

. Er,loxr,il.,rr4qecKhe noKa3aTenh syHKql4t4 neqeHn Heo6xoAl4MO MOHl4TOpt4poBaTb 6onee

qacTo , r""""r" nepBblx 9 xeR-enu Tepannh, qeM paHee 6utno peKoMeHAOBaHO B

r,tr$Oprr,raqnn nO npnMeHeHhlO npenapaTa'

SnOxmMn,ieoKne noKa3aTefln $yxrqrara neqeHh neo6xOgnruo OnpeAennTb AO Haqana

Tepanvrn na3onaHr6oM n Llepe3 3, 5, 7 n 9 xeAenu'

flocnegyol{ne TecTbt Heo6xoAt4MO BblnonHtTb qepe3 3 t't 4 uecnqa, a 3aTeM'

t't Hoo PMALlrloH HOE n hc bMo

o6E3onAcHocTt,|nPEnAPATArnAKcocMl4TK'lft,|H

flama: 14 uPna 2013,e'

Teua: BOTPyIEHT / VoTRIENT@ (nasonaxr6) Baxxute H3MeHeHrs B qacrore

"o"rtoprxra 
6roxrMhqecKrx noKa3arenei Qyxrqrn neqeHlt

nepnoAnqecKn, no noKa3aHnRM'

o lpr,r BbtgBneHiln noBbluleHnf, ypoBHn neqeHoqHblx OepMeHToB, Heo6xOAl4Mo nh6o

6onee hHTeHcilBHo r4x MoHr4Toprpot"tt, nn6o BpeMeHHo npepBarb repannn' nn6o

orMeHrrb repannlo, KaK yKa3aHo B pa3Aene 4.4 AeitCxayroulefr hHcrpyKqtln no

nphMeHeHillo neKapcTBeHHOrO npenapaTa'

AononnnrenbHan nx$opuaqhs no 6egonacxocrn

flaSOnaHnO FBnFeTCR LlHrn6hT9poM KnHa3bl, nOKa3aHHblM Ann neqeHuf, pagnpOCTpaHeHHOrO

noL{eLrHoKneroqHoro paxa (f'lKp) n neLreHnR pacnpocrpaHeHHor capKoMbl MRrKnx rKaHei (cMT)

(xponae racTpot4HTecTfiHanbHblx cTpoManbHblx onyxonevi n nhnocapKouut) y naLlreHTOB' paHee

nonyqaBuJhx xt4Mt4oTepan h|o.

Hapyrlenran syHKt.lt4]4 neLleHn L{acTo BcTpeqa}orcfl Ha Qoxe nphMeHeHnF na3onaHn6a (> 1/100

n < 1l'10), HO Cnyqan neqeHoqHofi negocraroqHocTh, B TOM t{rcne, c neTanbHblM vtcxoAoM

Ha6nloAanncb Heqacro (> 1/1,000 n < 1/100).!nR KOHTpOnn 3a AaHHblM phcKoM' npn



perncrpaqhh na3onaHn6a 6urna npeAycMorpena neo6xoAnMocrb MoHt4T0pt'lpoBaHnR QyHKL{l'1|/l

nel.teHil, nO MeHbuleil nnepe, oAl4H pa3 a 4 Xegenn' B TeqeHhe nepBblx MeCRqeB Tepanhlr'

l-leprogrvecxnil uroxnTopuHr rqaHHblx no 6esonacxocTn KnhHllt{ecK}lx nccnegoaaxnfr

na3onaHlr$a BbtFBnn noBbluJeHne AJIT (>3 pasa no cpaBHeHnlo c BepxHefi rpanrqefi xopruut

(BrH)) n, napannenbHo, ACT (>3 pa3a no cpaBHeHulo c Bl-H) n 6nnnpy6nna (>2 pa3a no

.par""rro c BfH), KoTopoe MoXeT cnyqnTbcf, BnepBble B nepnoA Me1gy rperuet't il Aeenrofr

HeAenflMn Tepanr4h. Axanhs AaHHblx BCeX KnhHhqecKhx l4ccneAoBaHilfr na3onaxr6a noxasan,

vro y 1 7o naqmenroB, nonyqaBuJhx na3onaHn6, BblnBnflnocb noBblLleHr're AJIT > 3 paga no

"prrr"rro 
c Bl-H na 2h HeAene repannn. flpr6nursrrenbHo y 5 % BblnBntlnocb noBblueHme

AIIT > 3 pasa no cpaBHeHnrO C Bl-H na 3i HeAene Tepannn. Sonsu'tt'txcTBo cnyqaeB

noBbtujeHnn AJIT > 3 pasa no cpaBHeHrArO C Bl-H BblFBnflnocu Ao 9-ra HeAenn repanhn Sonee

qacrutfr MOHl,lTOpl,lHr B nepnoA MeXAy 3rA ra 9fi HeAenRMYl Tepanhr MoxeT noMot{b 6Onee

paHHeMy BbtFBr1eHhlo noBbt[!eHnnlnoxnuni{ecKrlx noKa3arenelt SyHxqt,|n ReqeT{r }r-
renaToToKct4L{HocT'1 y naqneHToB, npnHuMapulylx nasonaxu6

fiononxnrenbHbte cBeAeHnF o npenapaTe <BorpneHT)) Bbl MOXeTe nonyqnTb, o3HaKOM14Bl'lJtlcb

C r4HcTpyKtlneh nO nphMeHeHhlo npenapaTa (BoTpne-HT) nnn o6parraurcu a cnyx6y

MeArLlHHcKoil r,rHQoprrl1arlran 3AO <l-naxcoCtunrlGnr,rx Tpefr4rnr> no reneSony +7 495777 89

00, so6. 1379.

KOunaxnn l-narcoCtvtttrl(Jrtnfrx npoct4T CneqnaflucToB 3ApaBooxpaHeHhn coo6ulaTb 060 BceX

cflyqaf,x Bo3MoxHbtx HexenaTeflbHblx FBneHnfr, nepeAo3l4poBKl4, HeOXUAaHHOfr nonb3bl np|/l

hcnonb3oBaHun npenapaToB KOMnaHhn, a TaKXe npr npnMeHeHnr npenapaToe l-cK BO BpeMF

6epeuexxocrh e 3AO l-narcoCrvrrrKnnfrH Tpefr4nnr: 
- - ,a-6 ^A A -^aa rr

121614 Mocxaa, yn. KpunarcKan, A. 17, x. 3, Ten. +7 49577789 00, A.qpec sneKrpoHHot4

noqTbt: ru. safetY@gsk. com

yl B @eAepanbHylo cnyx6y no HaA3Opy B Csepe 3Ap€BOOXpaHeHhfl t'1 coLluanbHoro pa3BuTl4R:

109074, Mocraa, CnaeRxcraF nnou{aAb, g.4, brp.1'Ten' (495) 698-45-38; (499) 578-02-30

AApec sneKTpOHHOi nO.{rbt: info@roszdravnadzor.ru, pharm@roszdravnadzor'ru

C yaaxexneu,

B. A. Synaroa
MeAnquxcrnta guPerroP
3AO < l-naxcoCtunrKnnfr n Tpefrgnxr>


