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YeaxecuH[ gorropl

Kounaxnn l-narcoCuttrKnnfix uHOopMlrByGT Bac o roM, qro BseAeHha npenaparr
Sexnncra(D MorGT conpoBoxAarbcn rflKenuuu xnu npllBogpu{t4mu x norenbHoMy
lrcxoAy peanlunMr ff n€pqytcrBefTenbHocTr,r }| r,lx$youoHHbnrfi poato$tnM{.
Ha Soxe BBqAeHun npenapara rarxG HeontoAanncb orcpoqGHHbe ocrpHe pee6.1rr,l
rnnepqyBcTBnTenbHocTu

B gotcyuermbt, coAep,Keu{}tocr B pemgrpaqnoHHom Aocb€, 6unn gneceHbt }toMGH€Hun c
yqeroir srofi xoaofi earctoi ttx@pmaqlrr, Kacapu4cf,cn 6econacH6lu nBenaptra, or1,1

rcMeHeHnn 6unu noAaHH e M3 PO Afln BH€oeHUA nx B nHsrpyKtu|o no MeAxqxHcfioMy
npHMeHeHn|o neKapcrBeHHoro npenepara Eexnncrao, nnoQnnncarAnn npnrorotnexltn
pacrBopa gnn rx$yanh,12O ur u 400 mr,

hn$opuaqnn, coAep)Keqancn B srom nucbus, 6une yrBepxAcHe Eaporeftcxr,ru
Meguqntcuu Arexrcraou (EtvtA) n roMnaHrei l-narcoC urrl0lnfi x.

llononxrrenbHtn xH$opuaqxn o 6ccontcnocr]l

. lll3l {eHne cnyqaeB cepbei}Hbrx peaqufi mnepqyBcrertrenbHocru, o Koropbl
coo6qanocb B nocrperhgrpaquoHxufi neprog, noKa3ano, r{To Bo Bcex cnyqanx,
6un ngaecteH nopRAroBufi xouep rn$ycrr, yKagaHHHe peaKqnu HaqrHarr,rcb
c 1-i nnu 2-fi nuQysnei.
Bo ecex cnyqaex, KorAa 6uno h3BecrHo BpeMs pasBxntf, yxasaHHux
orHoureHnp K Haqany ux$yaun, nocneAHlre pa3BuBanxcb E AeHb
6onuunxcreo lto Hl4x Bo3Hr.lcNnn Bo BpeMR unn B TeqeHue

Ten.
<Daxc

oKoHqaHrR nnQysr,l,r.
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flo Aaxxuru cooOqexufi, nonyqeHHbx B nocrperltcrpaqlroxnurfi nephoA, B ornhqle or
nephoAa KnuHuqecKltx l,tccneAoeaxufi 6enuuyua6a, E HecKonbKux cnyqanx rnxcnHe
ocTpbE peaKqnyt rnnepqyBcTBuTeflbHocTlr pa3BnBanvrcb no3xe, qeM qepe3 1-2 qaca

nocfie oKoHqaHnR ux$yerara. Ognx neraluxufi cnyvaft nMen Mecro nocne aropofi

un$yann: y naqlteHTa pagBltnhcb oAbilJlKa! AuxaTenbHan HeAocTaToqHocrb, rnnoKcltn vl

orex Kanxre. flo unexurc apa,refi, 9T14 cnMnroMu Mornlt nonBltrbcn B TeqeHlte 4 qacor

nocne oKoHqaHrR nnQysvru 6ernnryua6a, xorR nogpo6xocrn AeHHoro co6unnn
ocraloTcn HeBblncHeHH!,tMlt. B axauneae 0Toro naqueHTa ],|Menl,|cb yKaSaHnf, Ha

Hannqhe nonltBeneHTHofi nerepcraexxofi rtltlepniu.

B Haoronqee Bpeyn orcyrcrByroT y6egurenunurc AaHHHe o cnoco6xocru

npeMcAxKaquh cHltxanr qacTory h T$r(ecrb uu$yauoxxHx peaKqHfi. Ana nonyqeHlln

6onee nonxofi raxsopuaqnx o npeueguraqun, npnMeHnBue[cn E xogc Kn]tHhqccxux

nqcneAoBaxufi n B nosrpenrcrparytoltHuf, nepnog, 6Hn paopaoorax cncqnanunuft

onpocHuK.

trleicrarn, n pqAnpxHx ilaemble FnercoGn rrKnnfi r

o Bce coo6r.qenus o cnyqaf,x cepbeaHbrx pearu$,tf, n nEpqyacrElrenbHocrr 6urnn u 6yRyr

E AanunefiueM TqarenbHo rcf{ar cn.

o C qenup noBbtueHrn nxQopuxpoBaHHocru apavefi n naqlreHToB no AeHHoMy Bonpocy,

E '{aCTHOCTl,l, O BO3Mo)lclOCT}l pa3EXT}|f, OTCPOIICHHbIX OgrpHX pean+rf,

runeptyBgrEurenbHosrn, 6Hnn BHeoeHH coorBercTBylotqne r,tsMoHeHna B AoKyMeHTblr

coAepIclqueGn B perucTpaqlloHHon AoCbe I nHgIpyK$'lO nO MeAvlt+THCKOMy

npnMexeHlrto nercapgrBeHHoro npenapara Eexrtcrao, nuo$unnoar Anf, npltroroereHltf,
pasrBopa gnn ranQyrnh, 120 ur n 400 mr. K HecrotlqeMy nrcbuy npxneraercn

AefrErey|ou{an Bepcnn hHcTpyKqr,rH no MeAxLl[HcKoMy npnMeHeHnp npcnepeTe

Betnuqrao, nno$nnnaar Anr npxroroBneHlrn pacraopa Ann nr$ysnft, 120 mr n 400 nr.

Aonon r rren bHbtc perouG]tgeqnx Arls ilqAhqxxcrrx pr6orHll roB

o fleqexre npenaparoM Eexnrcrao AotD$o Har{uHarbcn '}t npoloAvtrbcn nqA

xa6npAexuem rsann$lrqupoBelrHoro apaqa, lruetoqero onHT,queffocilrr u neqeHuf,

CKB.
o l4n$ysu[ npenapara Eexnncrao Aonrctbr ocyu{ecrBnf,Tbcf, rcannSr,rr-ppolaHHbrutl

MqAn quHcKn un paOorx urenn, oOyvexxuux MerqAeM u x$yorox xofi repannu.
. BeeAexr€ npenapara Bexnnsrao MorGT conpoBoMerbci ccpbegHHulr nnn onacxbrMr,l

Anf, Xx3Hh afltleprxqeclo,lMn pea|(llnauu ttl peaKqxf,M,l Ha EBeAeHne npenapara. Flo
grofi npxqnHe npenapar Eexnncrao cnqAyer BBoAlrrb ronbKo B ycnoBltex

HenocpeAcraexxofi AocrynHocru cpeAcra n gosuoncocreft grtn HeMeAneHHoro

Kyn[poBaHnn rarotr pean{rtl,t.

o flocxonury 6un 3aper[crpnpoBaH cnytafi orcpovexxoft ocrpofi peaxqlru

runepqyBcTB[TenbHogru, A'lf, cHtflGHnn ee p]lcKa naqneHTbr AotDrc{br ocTaBaTbci B

KnnHuKe noA McAl4qr,rlrcKr,rM xa6npAexneM B TeqeHl4? cooTBeTcTByloqero nepuoAa KaK

MHHr,rMyM nocne nepBbrx goyx nx$yottfi.
o Vuenu Mecro noBTopHue KnuHvr'4ecxu 3Haghuue peaKqnn nocne coorBercrByroqero

neqeHxn nepBnqHbx enH3oAoB rfinepqyBcrBrrenbnocn'r. MeAuquHcrne pa6orxnrn



AonxHbt xH$opMnpoBarb naqneHra o noreHquanbHotr onacnocrlt, Tnxecru rarux
peaxqri, a rafi<e BaxHocrtt HeMeIFeHHoro oSpaqeHlln K Bpa'{y.

Goo6qernf, o Hexenarenbxblx RBneHllnx

O paoBnrr,t1,t npSoro HexenarenbHoro FoneHltn Ha Qoxe npt,tueHeHnf, npenapara(-oa)

KomnaHltlt l-narcoOuyrrKnnfix e Poccrau cnqAyer nx$opunpoBarb orAen 6esonacxocrlr

neKepcrBcHHbtx cpeAcra 3AO el-narcoCur,rrlOrnfix Tpefignxrr (aRpec: 121614, Moooa,

Kpurnarcran vf,., A. 17, K.3, ren. +74957778940, Qarc +7495777'8*04; aApGc

snexrpoHHofi noqru: ru.Bafefu@qsk.com, a raKx(e Oegepanuxyp cnyxSy no HaAsopy e c$cpo

sApeBooxpaHeHuf, (aRpec: 109074, Mocraa, CnaanxcKan nnou{aAb, A. 4, srp. 1; Ten.

+749569845-38,+7495578.02-30,aApcconeriTpoHHof,no.{tu:@,
pharm@roszdravnadzor. ru).

Konrarrxan rrQoPueqnn

fiononxrarenbHyo MeAxqxHctqto nx$opmaq]tp o npenaparax KoilnaHnu FnarcoCur,rrlGtnfiN

Moxr{o non}r{grrb, o6parneutncu a cnpr<6y MeAnquHcrof, rrxQofuaqnu no rene$oxy
+7 495 777-8*00,go6. 1379, nnn no aneKrpoHHofi norre: medinforu@gsk.com.

C yaaxexnem,

llpnnoxcnrc

h ncrpyKqnr no MeAnqta HcKoMy nph MeHeHnto npenapara.


