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1/HCTPyKLJLAfl
no npl4MeHeHhto fi eKapcTBeHHor-o npenapaTa Anfl MeRhqilHCKOrO npilMeHeHnF

Ynbrprixc@
Barqnna rprnno3Hae uHaKTnBlrpoBaHHaf, pacqenreHHar

Toproooe Ha3BaHle: Vnurpuxc@.
fpynnrpoeorxoe Ha[ileHoBaHle: BaxqnHa 4nn npoSr,lnaKTIKl4 rpilnna IuHamnaupoaaHuan].
Ilerapcreernan Sopua: pacrBop Ann B Hyrpt4 Mbt uer{Horo BBefleHilfl .

Gocrar. Baxqnxa npeflcraBrtfler co6ot,t cMecb BbrcoKoot{14qeHHbrx nporeKr[BHbx noBepxHocrHbrx 14 BHyrpeHH[x aHTureHoB Br4pycoB
rpunna rnna A (HrNr r HoNz) r,r rnna B e Soc@arno-coneBoM 6y$epHorrl pacreope".
B 1 Aose (0,5 un) coAepxarcfl Bl4pycbt rpilnna, KynbruBt4poBaH , [HaKTuBl4poBaHHbte, pacqenfleHHbte,
npe4cTaBfleHHbre uTaMMaMt4, oKB14BaIteHTHbtM14 Cne4yrcqUU: -

N9alilornia/712009 (HrNr,) pdm09 - (15t2,2) nxr t-A;
A/Hong Kongl4801l2014 (HsNz) - (15t2,2) ruxr tA;
B/Brisbane/60/2008 - (15t2,21rvrxr lA.

-- --'----
A+trurennutil CoctaB BaKqilHbr r43MeHrercfl xax4uril rofi e cooreercrByt4 c onilAeMuqecxolr curyaqnelr u

0nrcaure. 0 nan ec qr,r pynqan 6ecqaerHafl xltAKocrb.
lluuyronorrqec(le caoicrsa. Baxquua Qoprvrr,rpyer eurcoxul4 cnequ$urecxnra
BaKUu Haqu il aHTurefl a n or enn nrcsjgpqg 8- 1 2 Ntetrt, il M MyH t,tTer coxpaHfl erce,qo
oe
Kon ATX: J078B02.

floxaganrs K nplileHeHxfit. .
[e]u c i6 let; cryAeHTbl Bblctlll4x npoSeccuoHillbHbtx t4 cpeAHnx npo$eccuoHaflbHbtx yre6trrx eaeegeHur,l; mpocflbte, pa6oranrque
nd-orTelrEn-ilrrl npo$eccnrM il AonxHocrnrr,r (pa6orHilKu MeAilquHcKr4x 14 o6pasoearensiurx yvpex4eHur,r, rpatcnopra, KoMMyHanbHor4
cQepur 14 flp.); B3pocnbte crapue 60 ner.
lns eaxquHaqun gerer,t c 6 Ao 18 fler ucnonb3yercfl BaKquHa 6es xoHcepeaHra.
A

BaKqilHauufl np0B0[14Tcf exerOAH0 B oceHHe-3[tvtuutt nepno4. Bostvtoxxa BaKquHaquf B Hatalte onilAeMilgecKoro noflbeMa
ga6oneeaeMociu rpunnou.

Ilporrronora3aHrr.
- aflnepr['lecKile peaKquu Ha npe[uJecTByrorIile npuB14BKt4 rpunn03HbtMu BaKqilHaM[;
- aflnepr[qecKile peaKquu ua xypuuurr,r 6enox u KoMnoHeHTbt BaKqhHbt;
- Ocrpbte nuxopaAoqHbte cocroflH14fl nnu o6ocrpeHue xpoHl4qecxoro sa6oneBaHilR;
- nepno4 6epeueHHocru u rpyAHoro BcKapMnt4BaHfifl;

BaKUIHaq[lonpoBoAnT nocne HopMaauSaquu TeMnepaTypbt Tena

llplueleune npl 6epemeHHOcTll I B neplol rpyflHoro BcrapullBaHrn. Cae4exne orcyrcrBypr. KnutnqecKue ilccfle4oBaHng
He np0BoAr4fl14cb.
Cnog06 RllnmeFcHne n n03E[BaKqt4H:y BB-AhT o[HoKparHo B Ao3e 0,5 Nn BHyrpt4MbtuevHo (a genuroB]rflHyto Nsrurqy).

Baxqrna npelHa3Ha'texa rorbt(o flnf, BHyrplMbtue{Horo esefleHrn!
HE nPilfOAEH x npumeHeHuo npenapar B aMnynax, Snaxonax unu unpfiqax c HapyuJeHuor,r qenocnocTba ilnil uapxupoexgr,r,
npil u3MeHeHuvt Sttourecxilx ceoficre (qeera, npo3paqHocnr), npn Hanuquu B pacTBope nocropoHHt4x r{acTiltl, npil ucreK4eM cpoKe
ro,qH0cn4, HapyuleHuu rpe6oeatut,t K ycnoBnRM xpaHeHHfl.
f lepe4 npueuexot,t BaKqilHilpyeMbte AonxHbr 6urru oorrorpeHbt BpatoM ($enugurepou) c o6nsareflbHbtM
[1pu reunqparype rena esrue 37'C eaxquHaqilo He npoBoArr.
B xa6nterax, rAe npoBoAr4Tcfl BaKqilHaquR, Heo6xoAnMo [Merb cpeAcrBa npon4Bomoxoeot4 Tepanhr.
HaxoAl4Tbcfl nO4 ta6nn4eHuem ue4pa6orHuKa B TegeHhe 30 ur,rH nocne BaKquHaqili l.
l7 paa un a B BeAe H h fl BaKUu H bt Yn *pu xF :

1. Aunynur.
flepe4 npr,rrvreHeHueM BaKql4Hy cneflyer Bblflepxarb Ao KoMHarHota reuneparypsr. Arranyliy'riepeg'BcKpbtrueM cle4yer xopogl6
BCTpflXHyTb.

Bcxputrue aMnyn r npoqelypy BaKqt4Haquil ocyqecrBnflor np[ cTporou co6nogeH[H npaBun acenrnKil [ aHTucenruK4: nepefl
BcKpblTileM aunynunuttt Ho>t</Crapu$ilKaT0p, uetrxy aMnynbl npoTupanT eaTofi, Ctvlo,{entOr,r 70-npOqeHTHbtM oT[nOBblM CnilpToM,
BcKpblBaloT aMnyny, na6npanr BaKqilHy B uJnpilq oflHopa3oBoro npuMeHeHun il y4anfltor 143 unpilqa ocraroK Bo3Ayxa. Mecro uHbeKqufi
npOTilpaor 70-npoqeHrtbtM cnilproM. flpenapar eo ecxpurrorrr aMnyae xpaHeHuo He ng4flexur.
2. Onaxouur.
flepeg npuuteHeHueM BaKqilHy cfleAyer BbtAepxarb Ao KoMHarHota reuneparypur. Onaxou nepefl BcKpbtrueM cneflyer xopgtxo
BCTpflXHyTb.

Bcxputrre QnaxoHoe il npoqe,qypy BaKquHaunh ocyqecrBnnor npil crporou co6nn4etuu npaBt4n acenrrKil h aHTucenrnKil.
flpoue4ypa ilcnonusoeaHun SnaroHa. corepxaqero 1 aogy eaxuilxur:
a) ronnarox Snaxoua o6pa6arutaanr 70-npoqexrHbrM orilnoBbrM cnuproM, ilcnonb3yn aary, earnurr,t flucK uan can$erxy;
6) SnaxoH BcKpblBaor, yAaailB c ero KoflnaqKa nlracrilKoByro qBerHyro KpbtueyKy mu anourluileern4 4r,rcx. Peeuxoeyro npo6ry Sna-

KoHa He acxpurearu!
a) npo6xy Snaxona o6pa6arureaxrr 70-npoqeHrHbtM cnuproM; ! r
r) ynaKOBKy cTepl4nbHoro unpuqa oAHopa3oBoro npilMeHeHilff BcKpblBaOT, npil Heo6xo4lrrvrocTil Ha KaHOnn Unpuqa HaAeBaOT

cTepr4flbHyro ilrny;
4) nrny BBoAflT B pe3ilHoByro npo6xy SnaxoHa, nepeBopaqilBanr $naxor u Ha6upanr 1 gosy (0,5 rvrn) BaKqnHbt B unpuq;
e) unpilq oTcoeAuHfltor or uffibt, ocraBnefl nrny a npo6re QnaxoHa;
x) ua xaxnno unpuqa c Ha6paHHott o4nor,r gosot,t BaKulrHbr HaAeBaHrr HoByHr crepuJlbHyll nrny, n3 uinpuqa yAarflor ocraroK Bo3Ayxa;
g) Mecro 14HbeKqilil nporuparor 70-npoqeHTHbtM cnilproM;
il) n0flr0T0BfleHHyro BaKLlt4Hy HeMeflneHHo BBoAflT naqneHTy.
,!4n eae4etrfl BaKqilHbt na SnaxoHa, coAepxaqero 1 4osy BaKqilHbr, r43BneKaor Bce ero coAepxrMoe.
flpoueAypa ilcnonugoeaHur QnaxoHa. coaeoxaqero 5,00r eaxu[nul:
lnn aae4eHufl BaKqilHbt ns Snaxota, coAepxauero 5 Aoe BaKqilHbr, Ann BBe,qeHiln npenapara nauileHTy xaxgrrr,1 pas 4onxtur 6urru
ilcnoflb3oBaHbt H0Bbte crepunuuurr,1 unpilq il cTepunbHafl ilrna.
flocrynanr, KaK onhcaHo Bblue Aafl $naroHa, co.qepxaqero 1 gogy, 3a ilcKnoqeHneu nyrxra e):
e) unpilq oTcoeAilHfltor or Ltrflbt, ocraBflflfl ilray B npo6re $naxoxa, $naxoH HaKpbtBapr crepunsHoil canserxor,r, npn na6ope
nocneAyou.1r4x A03 BaKquHbt HoByto nrny Bo $naxoH He BBoAflT.
flocne ecxpurufl BaKqnHa eo $naxole, coAepxaueM 5 4oe, gonxHa 6utrs [cnoJrb3oBaHa B TeqeHue xe 6onee 2 qacoe. Bcxpulrurrlt
Qnaxol c eaxquHofr xpaHflT npu KoMHarHolt reuneparype no,q crepnnuHofr canQerxor,t. flo ucreqexnil AByx racoa SnaxoH c ocrarKaMil

T4MMyHUTeT np0T14B
12  uecnqea .

peKoMeH4aquqMil 803.

rpunna runa A u B. flocne

np0BerqeHileM TepM0MeTpnn.

Baxquxupoeatturr,t gonxeu



l lP0u0ilVP? ncn0nu3oeaHun unpH4a 6es ycrpoilcrea npenoxpaHurenuHoro Ans npeasapilrenuHo HanonHeHHUx unoilqe*
3auurxult,t KoflnaqoK c urflbt ulnpfiqa cH[Mator, ocropoxHo norflHyB ero c urnui 6m cKpyrlrBaHr4fl n0 HanpaBaeH[o or unpilqa.
l4e unpuqa y4anflior ocraroK Bo3gyxa.
Mecro ilHbeKqili l nporupator 70-npoqeHrHbtM cnilproM. BaxquHy HeMeMeHHo BBoflrr naqileHTy. !.nn eroro HaxnMaror Ha nopueHb,
KpenKo yflepxilBae unpilq, r BBoART Bce ero coflepxilMoe (1 4oea).
flP040llYP? ilcnoflb30edHhn unpilqa, cHa6xexHoro ycrporacreoM npeaoxpaHilrenrHurM Afls npeAeapurenrHo HanonHeHHurx unpilqee,
Bo r4s6exaHue cpa6aruraaHur ycrpor,rcrBa npegoxpaHhrenbHor0:
- UJnpilLl peKoMeHAyercfl yAepxilBaru Sa yCrpOttCTBo npeAoxpaHilTenbHoe, a He 3a nOpUeHb Unpilqa urn KoflnaqoK il i l tbt, t43BneKaf

er0 il3 K0HTypHOtt nrettXOeOtt ynaXOSXU;
- nepefl BBeAeH[eM npenapara, He rflHilTe ycrpoficrao npegoxpaHilTenbH0e n0 HanpaBneHilo or naabqeBbtx BblcrynoB ycrpor,1crea

npeAoxpaHilTefl bH0r0 K rrfl e unp!4qa;
- ue nutrat,|recb aKTuBt4poearu ycrpor,|crBo npefloxpaHilTeflbHoe Ao npoBefleHilfl 14HbeKquu;
- He nblTat4Tecb cHtTb ycrpottcreo npefloxpaHilTeflbHoe c npeABapilTerbHo HanoflHeHHor0 unpilqa Ao np0BeAeHnfl uHbeKqril.
a) i lepe4 npoBerqeH14eM uHbeKLlt4t4 y6ex4anrcn, rro ycrpot,tcrBo npe4oxpaHrrenbHoe Ha unpuqe Haxgflr4Tcfl Bo 83BeAeHHoM

c0crOflH1414, ue cpa6orano cnyvattHo, T.e. [rfla unpilqa B KoflnaqKe cao6ogHa u He 3aKpbtra ycrpoyrcraou npeA6xpaHureflbHbtM;
6) xonnavox cH[Maor c rffbl unpuqa, ocropoxHo norffHyB ero c i lffrbr 6es cxpyrneaHufl n0 HanpaBreHilo or unpuqa.
a) uecro IHbeKqnil nporilpaor Z0-npoqenrHbtM cnilproM;
r) BaKqNHy HeMeAneHHo BBoAflT nalli leHry. lnn eroro HaxuMaor Ha nopueHb, KpenKo yflepxilBar unpilq, i l BBo[flT Bce ero

cogepxrMoe (1 4oea);
A) nocne npOBefleHur 14HbeKquI aKTilBt4pytor yerpolrcrao npefloxpaHurenbHoe. lnn eroro ycrpot,1crao nperqoxpaHilTe;bHoe rflHyr no

HanpaBneHillo 0T nanbqeBblx BblcrynoB K ilrne unphqa Ha MaKcilMaflbHOe paccroflHile [o HacrynneHilr t4eflgKa, qro o3Haqaer, qro
ycrp014crB0 npeAoxpaH14TeflbHoe cpa6oraro. B erom c-nyraglllS_tx_j!-ga_6y4er.saxpura ycrpor,rcrB0M npeAoxpaHnrenbHbtM.

Ilo6oqrule aexcrBtlf,. 14nsopnaaqr,rn o HexenareflbHbrx flBfleHrflx, npilBeAeHHar Hilxe, noflyqeHa ug KoHTponupyeMbrx KnuHilqecKilx
uccneAoBaHilu u e npoqecce nocrperucrpaqiloHHoro npilMeHeHils npenapara s Pocct4t4cxora Oe4epaqr,rr,r.
IlaH H ure xnutt,r..tecxhx t4ccneAoganilt4

-: B xoHrponnpyeMblx Kfll4Hl4qecKrx uccfleAoBaHuflx BaKqilHa BBogr4fiacb 6onee.Je[4 5000 eaxqunilpyeMbtM B Bg3pacre or 1g r crapue=- r,t 100 eaxquuilpyeMbtM B Bo3pacre 4o 1B ler.-
: HexeflareflbHble flBrleHfif , npeflcraBneHHble Hilxe, nepequcfleHbr B coorBercrBt4il c nopaxeHfieM opraHoB t4 c14creM opraHoB u qacroror,r
: BcTpeHaeMocru gacrora BcrpeHaeMocTil onpeAenfleTcn cneAyoquv o6pasoM: oHeHb racro (>1/10), racro (>1/100 r,r <1/10), Heqacro- (>1i1000 r , r  <1/100),  pe4xo (>1/10000 u <1/1000),  orenu pelxo (<1/100b0, ef f inqan oTAef lbHbre cnyyai l ) .

Hapywenun c0 cropoHbt nepauon cncreMbt
ronoBHaf 6onb*.

Hapyweunn co crlplHbt KoN<u u no4Kl)KHbtx rxaseil
Hegacro: noBblueHHafl norlt4Bocrb*.-Tapywdfinn 

co crlpoHbt KlcrHl-Mbtuewofr cucrevrbr u clenuHurenmou rxauu

\, 
B MeCTe BBeAeHUn

cHeHue, ynfloTHeHile, oTeK 14 3yfl B MeCTe ltHbeKquu.
prr, oeHo6, cna6ocru.

nareflbHble eBfleHutt, K0T0pbre perncTpl4poBanilcb He Bo Bcex HccneAoBaHilffX.
Vxagalxrte HexerarenbHbte peaKqili l pa3BilBaorce B AeHb BaKquHaqxil, o6sr.{Ho t4c9e3aprcaMocronTeflbHo qepeg 1-3 4Hn
u He rpe6ynr fleqeHilfl.

IlauHure nocrperucrpauuotHoro Ha6noaeHun
CnoHraxHute coo6qexnn o HexenarenbHbtx flBneHilflx, oTflHr.taloul4xcfl or yKa3aHHbrx Bbr[le, npu KoMMepqecKoM npuMeHeHilH
nperlilpirTa He fl ocTynafi'r.
[1pu nonenenun HexelareflbHbrx qereHuil cleAyer o6parurucn K Bpaqy.

BoarmogettcrBfie c flpyrxmtt npenaparaMx.Briqulq tulp)K.er npt4MeHrrbcfl oIlHoBDeMeHHo c 4pyruMil ilHaKT}rBr,rpoBaHHbrMI BaKqnHaMil.
[1pu erou rqonxHbl ytlt4TbtBarbce nporuaofi6laCa-niln x xaxnor,l r,rg npilMeHfleMbrx BaKqilH, npenaparbr AolxHbr BBgflyrrbcfl B pa3Hbre
yqacrKl4 Tena pa3HblMl4 unpilqaMil. BaxqnHaqufl naqileHToB, nonyqatoqux uMMyHocynpeccilBHyto repaniln, Moxer 6urru rueHee
o$SexrueHon.

0co6ue yra3aHun I Mepbr npeflocropoxHocrl npr nplMeHeHtttt.
14cnonugosaHHble 14 Heilcnonb3oBaHHbte aMnyflbt, SnaxoHst, unpilqbr, t4rnbt !ryhnil3ilpytor B coorBercrBt4t4 c rpe6oeatr,rrilu
4er,tcreynqe'ro 3aKoHoAarefl bcrBa.

CaeAeHrn o Bo3M0xHoM BrlllfHull JleKapcrBeHHoro npenapara flflf, MeA]tqt{Hcroro npxMeHeHlf, Ha cnoco6Hocru ynpaBnf,rb
TpaHcn0pTHbrMl{ cpeAcTBaM[, MeXaH[3MaMU.
Cee4eurn orcyrcrBytor.

Oopua Bbrnycra. Pacrnop Ann BHyTpl,tMbtuegHofo BBeAeHnr.
flo 0,5 Nn (1 4osa) c KoHcepBaHToM B aMnynax; no 0,5 urn (1 4ooa) 6ee xoucepeaHTa Bo gnaxoHax unil unprqax c enasHHo14 ilrnoli
c 3aquTHblM KonnalKoM, c yCTpol4CTBoM npeAOXpaHilTeflbHblM Anfl npeflBapuTeflbHO HanOflHeHHbtx unp[qeB unn 6es Hero; no 2,5 rvn
(5 nos) c KoHcepBaHTov ao Snaxouax.
flo 10 aNnyn B naHKe fi3 KaproHa BMecre c HoxoM aMnynbHbrM ilnu cKapiler4KaropoM 14 r4HcrpyKtlheil no npuueHeHun.
l lo l0aunynaxol rypHot lq ' te t4xoaot iynaKoBKe. f lo l  xoHrypnol rs . ]er4xoeomynaxoareBnaqKei lgKaproHaBMecrecHoxoMaMnynbHbrM
unu cxapu$r,rKaropoM t4 t4HcrpyKqilelt no npuueHeuuo.
flo 1 $naxoHy B nalKe u3 KaproHa BMecre c [HcrpyKqhelt no npuueHeuun.
ff o 1 tlnpuqy c ycrpottcreoM npeAoxpaHilTeflbHbtM flnn npegBapureflbHo HanonHeHHbrx unpuqeB unu6eeHe[o B KoHTypHolr nrer,1xoeor,1
ynaKOBKe, noxprtrott Sonurota afll0Ml4Hl4eBoit unu 6yuarolt ynaxoeovHoil c norfiMepHbtM noKpbtrileM, B naqKe u3 KaproHa BMecre
c LrHcTpyKq[e]4 no npHMeHeHr4]O.
npu yf,aftone ar{rrMc' 

itTIB-aroT.Ha naqre npenapara, He coflepxau{ero KoHcepBaHT, HaHeceHa npefiynpe4ilTeflbHafl Ha4nucb u6ee xoHceoBaHTa).
Ycnosln xpaHeH$f,. XpaHuru npil TeMneparype or 2 Ao 8 "C. 3amopaxunaHr4e He flonycKae?ce.
Xpauuru B HeAocrynHoru 4nn 4erett Mecre.
YcflosrR TpaHcnoprllpoBaHl{g. TpaHcnoprnpoBarb npu reMnepaType or 2 4o 8'C. 3avropaxilBaHile He AonycKaercfl.
Cpox roglocru 1 ro4. flpenapar c ilcreKUJ14M cpoKoM ro4Hocl4 npilMeHeHilo He no,qnexuT.
Ycnogln oTnycxa. Ornycxanr no peqenry.

BnaAeneq perrcrpaqroHHor0 yAocroBepeHxn.
000.oOPTo, Poccr,rs,390540, pqgaHcxaR 06n., pssaHcxrr,t  palroH,Oxcroe c/n, 1a,
rer. (4912) 70-15-00, Saxc (4912) 70-1b-01.

HalueHosaHxe np0[3Boflrrerf,, alpec Mecra np0]t3BolcrBa.
000 *OOPT,, Poccl4f l ,  390540, PssaHcxas 06n., psgaHcxura pafioH, Oxcxoe c/n, 1s.
@eAepanbHoe rocyflapcrBeHHoe yHilTapHoe npeflnpunrile uCaHxr-flerep6yprcxr,tn HayqHo-t4ccne4oBareflbcKur,r uucruryr BaKrlr4H
14 cblB0p0T0K il npeAnpnflTile n0 np0il3BoAcrBy 6axreputtHblx npenaparoeu OeAepaflbHoro Ne4uro-6nonoruqecKoro areHTcrBa(oryn Cn6Hil l4BC OMEA Poco,tr),  PoccuR, 198320, r.  CaHxr-f lerep6ypr, r.  KpacHoe Ceno, yn. Ceo6o4sr,4.52.

PexnaNauuu Ha KaqecrB0 npenapara, a raKxe o cnyqaflx nogutuexxot4 peaKToreHHo crultinvpa3BilTt4t4 ocnoxHeHuil cfleflyer HanpaBflflTb
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