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Teua: Aeauuc ($nyrrraaoHa sypoar)' BaxHbre l'.Me'eHrr B xHcrpyrqxr no npxMeHeHr,onpenapaTa.

Yeaxaeuutf AoKrop,

KounaxnR 3Ao <l-narc-ocMhrlGtiH Tperi4rxr> cBuAereflbcrByer Bau caoe noqreHne nnx$opnarapyer o BaxHbtx l43MeHeHuRx b ulcrpyKlrrr no nphMeHeHr,o npenapara ABaM[c($nyrraxasoxa $ypoar;, cnpei r"."nrrr,, Ao3NpoBaHHHbtr4.
hgi'eHeHu' 3arparh-Baror cneAyplJ.rr4e pa3Aenbr uHcrpy*qlru no npnMeHeHu.o npenapara.qnrlMeAu qh HcKoro npuMeHeHhe ("i,genexo xr4pHblM r.uprasroru) :

Texcr usMeHeHuli.
OapMaxonorilqecrue ceofi craa
lla4ueumu c HapyweHueM eyuxtquu neqeHu

l4ccne4oaaxre y 
^n€LueHToB 

c yMe-peHHbrM Hapyu,eHueru 
_$yxrqrar,r neqeH[, nonyqaBurx(pnyruKa3oHa sypoar oiqHoKparHo 

lT?LtqnoHHo b'og:" 400 uxr, npuBoAilno K noBbrureHu,oMa*chManbxoti ronqerrpaqrr (c^ qz vq--i i;;^ri"iro nnoqaAu no4 gapuaKoK,Herhqecroilrpnaoti (KoHqeHrpaqut-BpeM""' 
{nuco-- 1'Tt "i"i;'.pllr"r' co 3AopoBunau 4o6poeonuqauu. ynaq}feHroB c yMepeHHbrM rnx rnxerbrM HapyureHlreM sy"r,rr,.-;;;;;, (rnacc B nnnc nour*ane 

'ain'q-nE') 
npu notiop"ot nxiinnqro""ou BBeAeHxlr B reqeHre T gxeirona6rnaqnu 6nryw(a3oHa 6ypoaia lr Bl{raHrepona 

116nrcearocb yBenrqe'ue cncreuroisrcno3rqrr gnvrnraeoxa svir"ti11^-1*!ffi 
+::_111? np, r3MepeHru AUClo.zrr) no

#rT?::1o" 
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He oxxgaeTct' qro yMepeHHbte ]lnll rfl|(enb|€ HapyueHur Syxrrlrara neqeHu 6ygyr np4BoArrbKnuHuqec*u 3HallnMbrru eQ$exraM nph Ha3HaqeHura crix4aprxori goourAflF B3pocnbrx.
lloxagannn x npuueneHnp

Bspocnue u nodpocmnu (e eospacme om 12 nem u cmapwe)
- Jleqerre Ha3anbHbtx .' rna3Hbtx cl,rMnroMoB cegonnoro anneprxqecKoro p]rHxra.
- fleqexre Ha3anbHbtx crMnroMoB KpyrnoroArqHoro anneprxqecKoro plrHnra.
flemu (e eospacme om 2 do Il nem)
reqexre Ha3anbHbtx cl'tMnroMoB Ge3oHHoro ,,, Kpyrnoro.]r{Horo anneprxqec[oropnnilra.Cnoco6 nprarr,rexeuran u aoou,
Ilpena par Aea u rc n peAHa3HaqeH Ton bro Arn rHTpa]ra3an bHoro nprMeHeH lrr.
Ena AocrhxeHnR MaKcuManbHoro TepaneBTnqecKoro e$$ema xeo6xo4uruo npuAepxuBarbc'peryn'pHoi cxeuu np',lMeHeHrR' Ha'{ano gercr-Bh''"o1*9t xa6nogarucr B Teqexue g q nocnenepBoro BBeAeHUR' ,[nn 4ocrraxeH,a MaKcilManbHoro e$eed ;;r6t--norpeoor"Tbcn HecKonbKo4nefi' orcyrcrane HeMeAneHHoro eQgexraA;fi;;;rrb rqarenbHo pa3bf,cHeHo naqueHry.Jleqerre Ha3anb'blx lt rna3Hutx crunroMoB Ge3oHHoro anneprrqec*oro pn*nra,Ha3anblrbrx
::###? tff,liT$f,|il,!!" annepr]rqecKoro prHxra y B3poc'rbrx n noApocrroB (a
PeroruexAoBaHHat HaqanbHatl Ao3a - no 2 pacnuneHur (27,5 uxr$nyrraraaoxa sypoara B OAHOMpacnbneHnu) a raqgyro HosApto 1 pae B cyrKr,t (110 rurr, 

"yr*r;.flpra 4ocrraxeHut,t. aleloarlojo KoHTpoJls c[MnroMoB cHr,txeHne Aosbt 4o 1 pacnuneHun B KaXAyro
;:l:ff" 

1 pas B cyrK',r (55 uxr a cyrxra) Moxer--oo* eggenrraeHbrM AnR no.qAepxnBapqero

ff;#:":fi::rT:fr#l;'#?B ce3oHHoro r KpvrnoroAxqHoro anneprrqecroro pu*ura y
Perouex4oBaHHaa HaqanbHaF AO3a - no 1 pacnu nenna (27,5 narr $nyrrarasoxa sypoara B OAHOMpacnblneHnu) a ra4gylo Hoslqp1o 1 pas B cfr*r4 (S5 rurr a cyrxral.
f-fpt't orcyrcr'un xenaeMoro e$$exra npu BBeAeHnu Ao3br 1 pacnuneHne B Kat,oylo HosAplo 1 pae ecyr*l4 Bo3MoxHo noBblueHue iosur 4o 2p"cnrin"rfr', KaxAylo Ho3Apro 1 pas B cyru (110ruxr acyrxu)' [lpra 4ocruxeHun aAeKBarHoro KoHTponf, cnMnroMoB peKoMeHAyerc' cHr43,rb Ao3y Ao1 pacnuneHhf, B KaXAyro xos4pro 1 pas e cync4 (55 rt,rrr a cyrna).
fieu B Bo3pacre MnaAUe 2net
Her 4annutx' no3Botltlotqttx peKoMeHAOBarb npnMeHeHne $nyrrxasoxa $ypoara [HTpaHa3anbHo BKaqecrBe fleqeHuR ce3oHHoro 

' *pytnoto.quqHoro annepruqecKoro pn iiia y gerch B Bo3pacreMnaAuJe 2 net.
lfaqrexru nox]tnoro Bo3pacTa
Kopperqrara Ao'bt xe rpe.yercn (cu. noApa3Aen <oapuarorrxernra>).
Ilaqrerru c HapyueHlreM Syxrqnr,r noqer
Kopperqr'ru AO3br He rpe.yercn (cn. nogpa3Aen <<oapuarorrxerrra>).
flaquenrut c HapyueHreM $yxrr4r,rr neqeHl

ffiff :ff *X'""H*X.;"#ff #ig*#:TiS#'[HineqeHnxerpe6yercn(crvr.noApa3'en

,HOCT14BCKapMnHBaH]tf, y xeHqlrH iegocraiovxo. rog oepeMeHHOCrl4 n neproA rpyAHoro
Oeprtnuxocrs

Her garxsrx o Bnlr'Hr{}r npenapara Ha $eprnnrxocrb qenoBeKa.
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6epeuernocru

Her gaxxblx o npxMeHeHrn Snyrrra3oHa Sypoara y 6epeueHHbtx xeHqnH. Kax 6unonoKa3aHO B l'lGcneAoBaHlRX Ha xllBorHbtx, rnproKoprnrocrepoxAbt Bbt3btBanl nopo1lrpa3Brrxc' BKnK)qae pacqenrHbl xe6a n 3aAepxKy BHyrpxyrpo6xoro f"a"rrrr.Manoaeponrxo, rrro err AaHHbre peneBaHTHbr Ann nrcger, nonyqapqxxrnloKoKopTxKOCTepOxAbl lrHTpaHa3albHo B peKoMeHAyeMbx TepaneBT1qec61x goSaX, (Cn.noApa3Aen <<{DapuaKoxrHerhra>). onyrnKa3oHa Sypoar Moxer nphMeHgTbcn y 6epeMeHHbrxxeHlquH TonbKo B cnyqae, ecn|,| oxl4AaeMan nonb3a Ant Marepu npeBbtuJaer noreHquanuxuri pncr
AnR nnoAa nnu pe6enra.

If epr,rog rpygHoro BcrapMnu Balue
Sxcrper'1un $nyruraaoxa $ypoara c xeHcKnM rpyAHbrM MonoKoM He u3yqanacb. flpnuexexueQnyrnraeona $ypoara y KopM'qt4x xeHulrH AonxHo paccMarplrBarbcf, TonbKo B cnyqae, ecnuoxnAaeMafi nonb3a Ann Marepr npeBbll,laer np6ofi Bo3i,roxHbrft pracr gnn pe6exxa.
Ilo6oqHoe aeficreue

HexenarenbH bte I BneH ttR, ma6nrcgaeunecR B Kn t,t Hr qecKrx ]rccneAoBa H1,;Rx

Hapyutenun co cmopo?b, cnenemHo.Mb,we.tHot u coedunumentnot mKaHu
9acrora HelrcBecrlta: 3aAepxra pocra y geref,.
Pesynsrarul xcctleAoBa$na, npoBoArMoro B TeqeHre roAa y gerei npeny6eprarHoroBo3pacra' Koropble nonyrlanx $nyrnrasoxa $ypoar B Ao3e 110 urr oAxH pa3 B cyr6lr, Heno3Botlnlor onpeAenrrb crarncTlrlecKylo qacrory npoRBneHxr AaHHOTO HexeflareflbHorotBneHllR, nocKotlbt(y HeBO3MOXHO Bbtqrc'|}trb Bnxf,Hte npenapara Ha noKa3aTenuoroHqarenbHoro pocra y gerei, np.'HrMaBuxx yqacr'e B rccneAoBaHxlr.
3agepxra pocra crenera y gerei orHocrrc' K Gr{creMHbrM HexenarenbHbrM ,BneH.,'RM,xapaKTepHblM AnR Knacca rnpKoKoprxKocTepoxAoB nplt AnxrenbHoM nepoparbHoM Drfl]'napeHTepanbHoM BBeAeHHr.

HexenarenbHble RBneHns' na6nrogaeu[ecf, npx nocrperncrpaqloHHoM ra6npAennn
Hapyueuua co cmopoHbt uuuyuuoit cucmeMbt
Pegro: peaKquh rnnepqyBcrBl4TenbHocrr,r, Bxnpqan axa$nnaKcLllo, orer Kenxxe, cbrnb, KpanhBHt4qa
Hapyutenun co cmopoHb, nepenoil cucmewb,
9acro: rofloBHaf, 6onu.
Hapyutenun co cmopoHb, dttxamenanoil cucmenbt, opeaHoe epydnot KnemKu ucpedocmenun

Heqacro: puHanrn*' Ar'rcrou$opr B Hocy (ernrcran xr(eH]re, pa3ApaxeHxe B Hocy n6onesxexxocru), cyxocrb B Hocy.-

Hapyutenun co cmopoHb, opeaHa speHufl
t{acrora He[3BecrHa: npexoAn qre HapyuteH r, 3peHxn.
Oco6sre yRa3aHuA

llpenapar AeaMrc npeAHa3HaqeH Tonb* o Arre r,rHTpaHa3anbHoro nprMeHeHxe.
<Dnyrurasoxa Sv?glT . noABepraercf, nepBrriHoMy ruera6onnsMy B net{eHr nocpeAcrBoMt'tsoQepuexra CYP3A4 chcreMbl t{rroxpoMa floo. Tarnu o6paeona, saprr,aro*aHernKasnyruraeona $ypoara y naqueHToB c T'xenbrMr4 HapyureHusMr,r eyxxqrara neqeHn Moxerh3MeHsrbcn (cu' pa3Aen <<Beanuogeicrere 

" 
gpyrr"x ne*apcrBeHHbrMr npenapara Mn> nnoApa3Aen cOapuaxortnernxan).

ocrosstaancs Ha AaHHbtx npxMeHeHxn Apyroro-^ rnpxoroprr,rrocrepolr4a, roropurinaera6onr3rpyercs nocpeAcrBoM reo$epue"i" cvpgec 
"r"t"rri-qxroxpoMa 

p4so, cp]'rroHaBrpoM' coBMeCTHOe np|'MeHeHXe plroHaBrpa c $nlmrraroxa sypoarou HepeKoMeHAyerct ll3-3a Bo3M.oxHoro pncKa noBbluteHrR cltcreMxofi- ercno 3n1rnn $nyruraroxa
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Sypoara (cu- pa3Aen <rBaaluogeicrere c ApyruMr nexapcrBeHHbrMlr npenaparaMnD nnogpa3Aen <Oapua roru xerr xa>).

Grcreuxure e$Sexrbt, xapaKTepHbre Anf, rnproroprxKocrepoxgoa (rarne, KaK c4HApoMl4qenxo-KyullHra' yrHereHxe $yxrr,1rn HaAnoqeqH]rroB, 3a,qepxxa pocra y gerei n
nOAPOCTKOB, KaTapaKTa' rnayKOMa, a TaPKe pnA nGxXonorltqecr1x nnn nOBeAeHqeCKrxe$Serroa' BXrlloqat ncnxoMoropHyro rrneparrlrBHocrb, HapyureHxe cHa, 6ecnoroicreo,
Aenpecchlo nnn arpeccxlo (oco6exno y gerei) MoryT xa6nrcgarscR npx nplrMeHeHxn
nHTpalla3anbHblx rnFxoKoprHKocreponAoB. Beponrnocrb Bo3HltKHoBeHltr raxxx- eS$erroeropa3Ao H]lr(e' qeM npn np}lMeHeHr}| nepopanbHbtx Sopu rnKtxot(oprnrocrepo1,1AoB ucoqeraHrl{ nepopanbHblx 1,1 xHTpaHa3anbHbtx rnpKoKoprxt(ocreponAoB. gs$eirur'Moryr
pa3nuqaTbcn y OTAenbHblx naqlleHToB, a TaKxe y pa3nlqHblX rnprorOpTxrocTepgxAHlrtx
npenapaToB.

Ecnn ecrb xarne-nn6o ocHoBaHlrn npeAnonararb Bo3MoxHbF HapyureHxn $yxxqr,rrHaAnoqeqHlKoB' reo6xo'qnuo co6lrogaru ocropoxHocrb npn nepexoge naqlreHToB orcltcreMHoi repanrn creporAaMr r Snyrrxa3oHa Sypoary.
Y gerei, nonyqaBulr'rx 110 rvrrr Snyrlrra3oHa Sypoara exeAHeBHo B TeqeHlre oAHoro roAa,na6npAanocb cHrxeHre cropocrr pocra. og;til(o pe3ynbrarH AaHHoro ]rccneAoBaHm Heno3Bong|or onpeAenllrb crarrcTnqecryp qacrory nponBneHltr AaH]toro HexenarenbHorocBneHrR' nocKonbKy He npeAcTaBnsercf, Bo3MoxHbrM Bbtqltcnrrb BnnrHre npenapara HanoKa3arenll oKoH'{arenbHoro pocra y AereI (cu. pa:gen (Jlo6o,txoe geficrer,re>). g riqecreenoAAepx,learcqefi Ao3bl y gerei AorxHa lrcnonb3oBarbcg HarMeHburaf, Ao3a,o6ecneqrBaFl4at aAeKBarHbti xonrponb crMnrouoe ea6oneBaHne (cu. paegen <Cnoco6npxMeHeHrn r gossr>).

Perouer4yercc perynepHo KoxTponlpoBarb pocr_gerefi, nonyqapull,rx.qnxrenbHyloTepanhrc rn,oro*oprurocreponAa*n xHTpaHa3anbHo. Ecnn poct 
""it"gnrercR, 

Tepanxe noBo3MoxHocrll Aonxra 6srs nepecMorpeHa c qenbto yMeHbureHnf, trHTpaHasanuxoi Ao3blrlloroKoprxKocrepollAoB Ao cauofi nrarol Ao3bt, npx roropo[ noAAepxxr"-"t"te$$errr'rexur rorrponb crMnroMoa. Kpoue roro,'cneAyer yAenxrb BHrMaHlre Bonpocy oHanpaBneHltr naqneHTa K neAxaTpy.

Kar n nplr xcnonb3oBa*un Apyr[x ]rHTpaHa3arb'brx rnproKoprhKocreporAoB, BpaqxAonxHbl nponBntrb 6Alrensnocrs B orHoueHxr Bo3MoxHbrx cxcreMHbrx e$$erroernpKoroprxrocTepollAoB' B ToM qrcfle [3MeHeH]ti co cropoHbt opraHa 3peHxg. loerouyTqarenbHutf, uoxnropxHr RBnnercn onpaBAaHHbrM y naqneHToB c yxyAueHxeM 3peHr e unn cnoBbfueHHblM BHyrpnrna3HbtM AaBneHxeM, rnayrouon u,Mnn *"t"i"-ffii e axauxege.

Konanaxrs f-naxcocmnrKnnfix npoct4r cneqnanrcroB 3ApaBooxpaHeHur coo6qaru o6o ecex cnyqafixHexenarenbHblx eBnexnfi, nepegogl,lpoBKt4, HeoxnAaHHofiionusu, np, ,anonmoBaHr4r4 npenaparoBKOMnaHnr, a TaK )Ke np|'l nprMeHeHlth npenaparoB rcK BO rp"""'-6"p"r"rroag a 3Ao<f-naxcocunrlotnfix Tpetignxr> : 121614 ruoqiai, yh. t<punarcxa A, g.'17, x. 3. Ten. +7 4gs l77gg oo,ARpec ofleKrpoHHofi noqrur: ru.safety@gsk.com
14 a oe4epanbHyrc cnyx6y no HaA3opy e csepe 3ApaBooxpaHeHur 14 coqhanbHoro pa3B uru*:109074, MocKea, cnainxira" nno,4"gr, A.4, irp.l'."Ten. (4g5) 69g-45-3g; (4gg) s7g-02,30.ARpec onerrpoHHofi noqru: info@roszdijunjd=6t.irf pn"rm@roszdravnadzor.ru

'QononxnrenbHylo rax$ofruaqrb o npenapare.Aeanarac (QnyrrarasoHa $ypoar) Bbr Moxere nonylrhrb,o6parneuucu 
" ".lltoy "e,qrqrtit*ofi' 

rangopr,ra,{r;'- gno -r;;d;6;;rlonfix Tpei4nxr> norenesoxy +7 49s777 a9 00, Ro6. 1379 uno ;;;;il;xoil noqre medinforu@gsk.com.

C yaaxexrena,

Meg n qr'r n c xnh gnpewo p 3Ao < r-n a xcoc n,, urr.nn fi n Tpei^u n r>
Bnagvrruup Synaroe.
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