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,lHCTPyKt[4fl
no MEAT4Ut4HCKOMy nprMEHEHt4tO fl EKAPCTBEHHOTO npEnAPATA

BAPl,lrlP!lKCo / VARI LRIXo

(EaKqxHa nporuB Berpf,Hoi ocnH xEaafl aneHytrpoBaHHaf,)

PcilcprqrotsHui Horep: nCP{o1 354/08.
Toprca@ B.rreio&Hre: Bapnnplxco (BaxqtrHa nFprxB aerp'Hoi ocnu xrsan anexyupoBaHHaF) /varilrixo.
fpynrf, poaocHe xaxreHo&atet BaKqrHa gln npoSrnaxrnxu effpsHoi ocnbt.
,exap@Hf,ar oopra:ntrooMr3aTMn nphroToBneHxF paqBopa M, noAKoxHoro BBeAeHtrF.
COCTAB
I npilarBocHa, Aor (0,5 m) coAepxyrD:

L BaKlrHa He <ffifxh rcHepl6Htur.
2. Baxqnaa cqepxr oqooue Kornqe@ H@Mrqrsa cyboara (He 6one 25 rKrhor.
3- 6OE - 6nruxoo6pa3ybqxe qxxnqa.
4- HsrHanbHdi rrp srpy(a comsoByff MHnmrbHoMy Mrpy, rapaflpyeMoMy nrcBqhreneM Ha &ry oKoHqaHMs cpoG rcaHmy,

coBepxaHxe Bnpyca 6 oAHoi nphBrBoqHoiAo3e xa MsfrsbnycKa npenapm rcnxHo qnu{aM, npeaHuarb MnHyManbHbri rnrp,
yxa*HHUi BC6ae.
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OnhCAHttE
Auop$raa uacca xny f,opouoK or KpeMoBoro Ao cBerno-xenroro trnu
aBerno-po3oBoro qBera; Bo(cTaHoBneHHblfi npenapar xrAxocb or ctrooro
xenTepo3oBoro Ao po3oBoro qBela.
PacrBoptrTenb: npo3pacHaF 6ecqBsHa8 xxAKoob fo3 BtrAlMbtx
MexaHrcecKxx aKIDceHri.
XAPAKTEPHCTUKA
Bapurpuxc' (Eaxquua nportrB BerpnHoit ocnu xlBaF arreHyrpoBaHHaa)
hanee - BapilnpuKd) - xrBa8 arreHy[poBaHHaF BaKqxHa
AnF npooilnaKTrKil BerpFHoi ocnbr, npeAcraBnrer co6oi xilBo,
aneHyhpoBahHbli Brpyc Vaicello Zoster (mMM Oka), xynbrtrBrpoBaHHbtrt
B Kynbrype AxnnouAHbtx Knerox cenoBexa MRC-5. 8ap[npxKco orBecaer
eceu rpe6oaaxunu BceMrpHoi opTaHx3aqux sApaBooxpaHeHur K
npox3BoAcrBy MeAtrqtrHcKrx trMMyHO6trOnOrUqeCKrx npenaparoB.
OAPMAKO-TEPAnEBTUqEKAf f PynnAr M146n-BaKqrHa.
XoA ATX:J078K01.
I,IMMYHONOTU'{ECK14E CBOFCTBA
Utuylon@ucedqa u tnudenuoneuqeqqe z$tfomuexumt
,lMMyHororxqecKyo iQQexrrarocru eaxquHu BaptrrptrKco B orHoueHrtr
npo$unaxrnxu BerpnHoli ocnu (cnycau ra6oneairrn, nogrBepxAeHHHe
pe3ynbTaTaMtr Tll-.lP rnq KoHraKToM c KnxHxqecxh noATBepxAeHHbtM
cnycaeM Berpf,Hoi ocnbD oqeHtrBanil e uacura6lom MexAyHapoAHoM
KnxHxqecKoM ,ccneAoaaHfi c rpynnori aKTxBHoro KoHTponB, B
KoropoM Aerx a Bo3pacre l2-22 MecnqeB nonyqarx oAHy Ao3y
BaKqrHH BapxrpuKc. xnx ABe Ao3bt KoM6uHupoaaHxori earqrru gan
npoOtrnaKrilK, Kopu, napoTxra, xpacHyx, x BeTpFHox ocnbt.
,lMMyHonorilqecKar r${exrrenocru BaKqhHaqff BaKqtrHori BaptrrpxKc.
cocTaBrna:

CnOCOE nPUMEHEH!|f, 1,1 AO3bt
Ctroco6 aaeAeHrE
BaKquHa BapMprKC' npeAHa3HaqeHa Ma noAKoxHoro aBeAeHxr. BaKqrHy
cneAyer BBoAtrrb B o6flaob AenbroBtAHofi MUUqu trntr B nepeAHefoxoByp
o6nacru 6eppa.
Baf,qf,sy Bapupf,x(o Herbil BeArD BH)trprccyAf,@ ,r,
arytrpf,xoxto.
Pacrcprrenb, rcccaHoMeHHyp BaKquHy nepeA B(oaHoBneHxeM unx
aaeAerreu xeo5xoAuuo atr3yanbHo npoBep[D Ha oTcy[qBtre MexaHyqsKtrx
BMpceHtri ilunt nzveueaye BHeuHero BxAa (cM. pa3Aen (On[caHue)). B
c/rycae hx o6Bapp<eHxr creA)E ffamcr or npxMeHeHrf, paoBopmerF
ux BoccTaHoMeHaofi BaKquHbt.

BaKqxHy BaprnpxKco Henb3a cMeuhBTb B oAHoM uf,prqe < AWrvMh
mKqtrHaMtr.

npuaom@eBue aanl[Bu nepeA aaeaquer c @qBoaa9uel
po@@Pwqa a wnlvqe
BaKqlHy BapxnpuKco Heo6xoAxMo BoccaHoBrrb nyreM Ao6a8neHrr
nmoro o6EMa pacrBopnenF ,3 npeAgaprrenbHo HanonHeHHoro unp{qa
Bo OnaKoH, coAepxaqAi. nuo0hnv3il,
BHxmaf,re! ynaKoBKa eKqtrHbt BapuptrKcn Moxer 6b[b npeAcraBneHa
AByMF TxnaMx unpuqeB, pa3nxqapquxcr no cnoco6y coe4trHeHxl urnu c
HOCXKOM Unpilqa.
lllnprq 1 rxna
AnF npaBmbHoro coeAtrHeHtr, ,rtru h unprqa BHhMarerbHo o3Ha(oMbTecb
c npeAmBneHHbtMh Hhxe yKa3aHugMtr, llJnprq, MoxeHHuti B ynaxoBry (
BexLlilHoi Bapunpn(C:Ii6a?T HerHtrta4renbHdErnxedtFafr-fHrc-6paxe;x,
Ha pqcyHKax.

llJnpxq 1 flna
lrila:

HaxteHomHte xoMnqHeHrca Kotrtrcecrao
kleasyplpg-aewep99
)KuBoi arreHytrpoBaHHhti, BLpvc Voricella Zostel (uraMM Oka) > 103.' 6OE3,{
ScnoMozo men bHbte aeaecm ao

,laKro3a

Cop6non
MaHHuTon

A{trHoxrooru
PafrBopxrenb
BoAa Alq uruexunfi

32 Mr

6Mr
8Mr
8Mr

0.5 Mn

fonoBxa ff , npuceAuHesri

G\,6;fHffi$i.'**"



3ntrAeMtronortrcecKyp 3OOeKrrBHocrb 1 Ao3H BaKqlHu Bapunprxcn

oqeiuaanu a parnrvxbrx ycnoBusx {BcnuuKx 3a6oneBaHxn, xccneAoBaHxF

cnvcai-KoHTponb, il3YqeHXe 6a3 AaHHblx), SHaceHue BentrqIHbl

a$Qerrrexocrr eapuxpoBaro or 20Ao 92% nporxs EerpFHoi ocnu nE6o,t
creneHtr rBxecrtr u or 86 Ao 100 % nporrB Berp8Hoi ocnu cpeAHe, [n,
TFXenOi CTeneH' TAXeCTU.

BBeAeHue I Ao3H BaKqtrHbl BaptrrptrKc' o6ecnecrBano cHnxeH{e
KOnUqecTBa rocntrTatrx3aq[i no noBoay Berpf,Hoi ocnH u KontrceoBa

aM6ynaropHux Br3{roB cpeAx Aerei ta 8'l % x 87 96, coorBercrseHHo.

AaHHbre no SnhAeMxorortrqecKoi SoOeKTrBHocr[ cBnAerenbcraypT
o noBHUeHXtr ypoBHB 3aU{UTH X CHtrXeHUU CaCTOTU fnX3OAOB <npOpUBa)

BeTpfHoi ocnH nocne aBeAeHvF 2 Ao3 BaKqlHbl no cpagHeHtrP
c BBeAeHxeM I Ao3bl.

U&ilyflfrui omcm
3dopoeue nwlo
y Aerei B Bo3pacre or 1 I Ao 21 Mecflqa sMpqFenbHo cepo(oHBepc,f,,

rauepernan MeroaoM trMMyHooepMeHTHoro aHarh3a (50 MMUru) €pe3
6 HeAenb nocne BaKqxHaqxtr, cooaBura 89,6 % nocre EBeAeHHfl 1 Ao3bl h

100 % nocre BBeAeHxn 2 Ao3 BaKqtrHbl.
y Bcex Aerefi B Bo3pacre or 9 MecnqeB ao 12 ner aupcHTenbHo

cepoKoHBepcufl, fl3MepeHHae B peaKqtrx uuuyro$nyopecqerqlr veper
6 HeAenb nocne BBeAeHm 1 Ao3bl, Aooxrana 98 %.
y Aerei I Bo3pacre or 9 MectqeB Ao 6 ner cepoKoHBepcrfl, x3MepeHHa,

e peaxqrr ruuyro$nyopecqeHlltrx qepe3 6 HeAenb nocne BBeAeHtrf, ropoi
ao:u gaxqnsu, cocraBhna loo % (yBenrqeHre cpeAHeh leoMerpugecKoi

aenrqxHu vrpa aar{ren B 5-26 Pa3).

PucYHo( 2

BcerAa yAepxxBatrle unprq 3a qrn[HAp (He cneAyer_ Aepxarb unp,Ll
3a nopueHb ,r[ xpenneHxe qyePnoK, x pacnonaraxre.xrny-B oAHotr

nnocKoffx co unpHqeM, KaK noxaSaHo Ha pucyHKe 2 Heco6npAeH'e

AaHHHx ycnoBui aeAer KAeoopMaqutr KpenreHM oyep-roD v nporeKaHtrp

unpuqa.
Eoh npu c6opxe unpxqa rpenneHhe Myep-nox' orcoeAuH,er(n, cneAyer

B3arb HoByp Ao3y Ba(qrHd (HoBbE unprq, OnaxoH)

l.OrKpyrxre 3aqurHbti KotrnacoK unprqa, noBopaq[Bat ero nporxB
phcyHoK 1).y Aerei B Bo3pacre ol 13 ner h qapue cepoKoHBepctra, r3MepeHHaf,

HaAffironoaKrfrnbl
B

Ao3br BaKqxHbr, cocraBrna 100 0.6. Tlph KoHrpone qepe3 1 roA f,oqe Kypca

BaKqhHaqu, Bce ntrqa 6brrI cepono3rrrBHblMr.

B MhHtrqecKux rccneAoBaHHrx 6bmo noKa3aHo, qro 6orbuxHcrBo
Ba(qrHtrpoBaHHbrx, Haxoa[Butrxc8 Bnooeac]Btru I KOHTafre

c aa6oneBUHM[, nu6o He noABepxeHd uHoexqxx, tru6o nepeHocnr

3a6otreBaHxe B 3HacmenbHo 6onee nerKoi oopme (meruuee Kon,ceoBo
BU(HnaHxi, orcyr(TBre nuxoPaAKu)

!n, oqeHMypoBHF 3aulnd orpa3BrrtrS ocnoxxeHri ffip8Hoi ocnu,Tax'x
Kax lHqeoanhr, renarrr trnr nHeBMoHri, AaHHux HeAooarocHo.

AaHHHe MxHxqecKrx xccreAoBaHxi no npxMeHeHxo BaKqvHu BapfrpxKc'
y naq(eHToB ,3 rpynn BH(oxoro pncG pa3BrrxS Berpf,Hoi ocnH aBnaprcf,

brparurexruuu. yoaHoMeHo, qro o6qan caoora cepoKoHBepcrx
y nalreHToB AaHHoi Kareropxx cooaBnf,er> 8096.
y naqtrefloB tr3 rpynn BbrcoKoro prcKa noqe BaKqtrHaqhh qeAyer

nepffoaxqecKx ocyqeffamrb onpeAereHxe rmpa affiu I B{pycy
BerpFHotr ocnd Anfl nprHnriln peueHxs o Heo6xoaxMocrtr AononHure,bHoli
nptrBxBxr.
NOKA3AHT' K NPltMEHEHI,IIO

nnaHoBafl npoohnanHxa BerprHoi trnu c 12 MecrqeB,B nep8ypoqepeAb
y nuq, orH(eHHux x rpynnaM BHcoKoto pHcre (cM, pargen roco6ue
yxa3aHxr)), He 6oneBuxx BerprHoli ocnoi, He nprBrrHx paHee.

- i*operran npo$xrafrx(a BerpnHoi ocnu y nrq, ae 6oneeuux
Berp8Hoi ocnoi , He npuBrrbrx paHee, HaxoAtrBUqxca BrecHoM (oHTafre

c 6orbHbrMtr BerpaHofi ocnoi (creHu ceMefi, Bpaqu, cpeAHtri r MnaAutri
Me!trurHcKili nepcoHan, a raMe Apyrre rtrqa).

nPOT14BOnOXA3AHl,l,
- fxnepqyBoBrrenbHocru x xaxouy-nr6o xoMnoHeHry aaKqHHbl, B ToM

qtrqne K HeoMhqxHy; ctrMnToMu rrnepqyBcrBuTerbHocrtr Ha npeAblAylJlee

BBeAeHre BaKuxHbt Mn npo$unaxrrxu eerpFHofi ocnd
T8xenHir ryMopanbHui hnx MeroqHHi uMMyHore(Dilqhrd, TaKtre KaK:

nepauvxurri trn, nptro6pereHBui uMMyHoAeorqtrT (pa3Bhautrxc,

BcneacTBue neixoSa, nhMooMbl, aucKpa3uu KpoBn, KItrHhqecxtrx

npof, BneHtri BUq-uHoeKqntr, npuMeHeHtrf, xMMyHoAenpeccaHToB,
BKtrbqaa BHCOKOAO3Hyp repantrp KopTtrxocrepogaaMtr),
onpeAenreMbrli no KonrceclBy nuMooqxroB MeHee

1200/MMr, a raKxe npu Hantrcux Apyrtrx npfl3HaKoB KnerocHoro
uuuyrogeQuqura.

- ocrpHe ffHOeKquoBHbre , xexHOeKquoHHbE 3a6oreaaHtrx, o6GrpeHtre
xpoHtrqecKrx 3a6oneBaHtri rBnnprcF BpeMeHHblM, npoTuBonoKa3aHx,Mu

MF npo8eAeHffi nptrBr8oK; npu HefFxenblx OPBI'1, oopblx KtruecHHx

3a6oreBaHxBx aaKqvHaq[rc npoeoAsr cpa3y nocne HopMarH3aq'tr

rcMneparypbr.

- 6epeMeHHo6b xnu nnaHxpyeMaf, 6epemexrocru a reqeHfle 1 Mecnqa

nocre BaKqxHaqtrx. neproA KopMneHff, rpyAbrc.

nPllMEHEHl,tE nPU SEPEMEHHOCTT'I l'! B flEPUOA fPyAHOTO
BCXAPMrllilBAHlilf,
tDepmacrm
EaBHbre orcyrcByDr
Eeperef,aoqb
EepeMeHHbtx xeHqxH Henb3, BaxqhHtrpoBarb npenaparoM BapurprKc''
He oeAyer AonycKarb HacrynneHva 6epeMeHHocru s receHre 1 Mecfqa

nocne aaKllhHaqtru. XeHqrHaM, nraHrpyrcu{vM 6epeMeHHocrb, cneAyer
peKoMeHAoBaTb oTnoxxTb HacrynneHtre 6epeMeHHGTtr.

CoorBercrByoqxe AaHHue o nplMeHeHx[ npenapara BapxnpxKcn
y qenoBeKa eo epeun 6epeuerxocr[ orcyrqByo1 a trccneAoBaHua

penpoAyfiuBHoi ToKCXqHOCT' Ha XXBOTHbIX He npoBoatrntrcb.

neproA rpyAHoro BCf,aPMf, aaHrt
AaHBUe o nprMeHeHhh y xeHulxH B neproA rpyAHoro BcKapMlBaHufl

oTcytcrBypa

Ha KpenneHre oyep-nop h npoKpyrure no cacosoi crpenKe Ha 90" Ao
MOMeHTa, KOrAa BU nOCyBCTByere, qTO Urna 3aKpentreHa Ha unptrqe (cM.

pvcyHox 2).

3. CHtrMrre SauurHHi KonnaqoK c utnu (B orAerbHblx cnyqafx oH Moxer
6brbryro 3aKpenneH Ha urne).

4. Ao6aBbre pacBopfienb K n[oorntr]ary Xopouo scrprxHuTe

o6pa3oBaBuytrF cMecb Ao norHoro paoBopeHtrf, nloQ-hrx3ara

a paoeoprrene. nocne BoccraHoBneHm BaKqYHy Heo6xoAilMo

He3aMeArrrenbHo BBeotr.
5. l43Brexrre u3 OmKoHa c BocfraHoBneHHoi BaKLlrHoi BCe ero

coaepxxMoe.
6. Ans BBeAeH[n BaKqrHu oeAys ucnorb3oBa$ HoByP trrny. O(pyrn-e ,rny

or unptrqa u nplKpenme trrnyAnf [ffKqxu, KaKontrcaHo B nyHne 2.

lLlnprq2rrna
Ea!4}!eBKa coAepMT unpuq, orruqaEu4xriqor npeA@H@ P
px(yHkax 1-2, nocre yAaneHxf, 3aulrrHoro xonnaqKa ( HocuKa unpxqa
HaaeHbre trrny Ha unprq Ao ynopa oe3 AononHilTenbHoro HaKpycxBaHtra

cneAyer nepeHecu pacraopxrenb tr3 unphqa Bo OnaxoH-c nxoStrtrtr3aroM.

llocne 4o6aenerrn pacrBoprrenr x nuoQurlary Heo6xoArMo xopouo
BCTpFXHyTb o6pa3oBaBUyDcF CyC,neH3Xo AO nOnHOrO pacTBOpeHhA

nro$unrtra e pacteoprrere (nptr6nllxrenuno 3 uruyrut).

npuaomoqetue eoKqu{u neped eaede[uet c ucnonb3oeqEuet
pocmeopumuf, aotnyue
BaKquHy BapunprKc' Heo6xoAxMo BoccraHoBrrb nyreM Ao6aBneH,F
nonHor; o6;eM; paqBoplrent [3 aMnynu Bo +naKoH, coAepxaqui
nro$rnr:ar
nooe Ao6aBneHri pacrBopuretrF x nro$unu:ary cneAyer xopouo
BCTOBXHWb O6parOSaguypcq (ycneH3uD ao nonHoro pacTBopeHxfl

nhooxntr3ara B pa(Gopxrere (npil6nu3ilrenbHo 3 MxHyru). nocne

BoccraHoBneHx, BaxqxHy Heo6xoArMo He3aMeMfienbHo BBeo, Anf,
BBeaeBrr BaxquHbt oeAyer trcnonb3o&rb rcByb urrry. IFi BBeA*un
,3BnexaET u3 onaKoHa c aoccraHoBreHHOi AaKqUHOfi BCe ero CoAepx,Moe.

nocre o6pa6orKh Mecra f,poBeAeHrfl trHleKqxx cntrproM a^v ApyrAM
BeqecrBoM, nprMeHapulrMc, arF Ae3xHoeKqxh, ctreAyer noAoxAaTb,

noKa 3To BeqecrBo xcnaprrcF, nocKonbKy npx KoHTaxTe c noao6HdMu

coeArHeHxflM, MOXer npox3oiTh xHaxrtrBaqxF BaKquHHoro Bupyca.

Heucnonb3oBaHHuli f,penapar tr oiloAH or ero trcnorb3oBaHxa AonxHbl
6urb yH[qroxeHbt B coorBercralx c rpe6oaarrnml, npxHnruMu

B Poccxicxoi Oeaepaqtrr.
CxefH ra{qxflaqf,f,
nra$oeqt npoowaxmuKo
no 1 Ao3e BaKqxHH (0,5 M) AByKparHo.
PeKoMeHAoBaHHHi MxHuManbHufr trHrepBan MexAy npuatrEKaMtr AonxeH
cocraBnf,Tb 6 HeAenb.

,rcmpeeqot npoouamuxo
Baruusaqm nposoArr oanoKpano I Ao3ofi BaxqrHH (0,5 M) BreceHne nepBblx

96 cacoe nooe xonrara (npeAnomenuxo areceHle nepBux 72 qacoB).

&axquflotlw awnn auco@o Pucxo
ndque\md c ocmpdv neiKo3oM, nouueHmd c mnreruMu
xpoHuq{xuMu 3o6oreooHuaMu u noLqeHmu, nolycopque meponup

uMMyHoAenpecco4moMu u ryeeeyo meponuP

hMMyHx3aquf, npoBoAxrcn B cocronHru nonHox reMaTonorucecKoi
peuuccru. [1pu rrou reo6xo4ruo y4oooaepilTbc, qTo o6i4ee Korxqecrao

nru$oquroa coqaBnfler He MeHee 1200/MMr, a raffie orcyrcrBypl
cxMnToMbr, yxa3uBapqxe Ha HeAooaToqHocrb MeTocHoro {MMyHureTa.

Ecnx BaKuuaauro nnaHxpyerca npoBecrr B oopoi 0a3e relixor,
Hs6xoAuMo npepBarb xxMxorepantrrc Ha cpoK paBHbli oAHoi HeAene Ao
u ogxoi negene nooe BaKqtrHaqrr. He ctreAyer npoBoAurb BaKq,Haqxrc

B nepxoAu nyYeBoi rcPanilx.



noque Bmu, rcmopbt M nno H uDyen
tcru naqheHEM n*onorr rrur'.'l-!lou3^ecmumpoHcnno,mouuaopzaHo flepeA BaKqxHaqxeia BaxHo v!o(sor"", b*o-.ud;'[",;';'i::::T:ltq'" opraHa' ro Kypc BaxqxHaqrx noBpexaeHxy B (ryc." oor,iob*'Jl'"p"bcF' 

qIo naqxeHr He norvcxT
repanuil[MMyHoaenp"..orr.rrf*o'o*o Heaenb Ao Hacana npoBeAeHxs !r";r;;;;r;;;;;"";#""fi:nrqr",,"" 

'rlynn'roi.o^o',;;;:;,."* "^,^-^ t 
"&',qr r5i,illJi""" ,i,f,'lfii,X:l:. l"'" xoH-rpaqenqtrx I reqeHke

ao3u BaKr.rxHU. p"r"rr" o r"j:.I91'norpe6oearucn 4onoarneault 
I MecF[la nocre aBereHtra Baxrruabl Bapx'p'iKco-

aor aaxqrHbr Bapxnprx(o norr]9l.fl"*' "-*a*^ i"li"iiiliiiiiilll 
AaHHbre o nprMeHeHu'

oHxorof,rpaHcnnaHroror). trMaer necaqxri tp"; irffi;;;il;;;;ll c 
'uuy'oge6,rimi"--".o. 

t"*""o' Baphnpuxcu v a'rr

*ou'*ir"n""o,iloaxqw 
JrEroq" Bpac *MMvHoreMaro'ot 

ffi#", ^:ffi,:#ril[1";*l':;:Jrr"#;i:i#;',L"^:";'i]lBaxuuHa Bapqrptr(c. Moxg 6btrb

fll[=[iil##*i:#,*;};"#f}ii"d:]{'r}Hff:f"f##f.ff t1,:-i,l"iri",H}}X3:f,1,1f;,1vr ''roaHuAMV, 
He xMepqxx

Moxer obrrb npoaorxeH 
-r1o;T--9-.1",.r.ru*il ""*qrrJ [.p-o]r*.1 '-v "'-v'o"o'n"i",tilffi;,1rf":'if"",l"i'iJl[itl,?h##fli;,13X

nposrnamxu eqpnxori qnor. *xT u'oio 
'oa"pe,,re; ;ffi:"#;; iSliiJ,l?lfillXll;j""'13,11"3y.1-"-:*," ,.^qrii,ip"ll''ii,'",1',iiili

noroqHoEAEritTB;; ""iq;;"q;.:'n",;;"i1ilii'X;iilY-o' 
Ha npaBxnbHo npoBeneHHvn

A"*,;;;ilTilff;cqeaoBatrxi HaxoAurbca noA rqareroro,; ,.6i""t'otur 
cocror"nu' aor*i",

toopoebteruqa erpnroriocnu, ''- -" '''-'pAeHtreMAnABblaBneHtrf,npx3HaxoB

npoQxnb 6e3oracHocrtr BaKuxHbr, nDxBenFHHN; ukva ^-,.^--.. . coo6qaer(, o earHxcHbrx cnyqa
nonyceHHbrx glnq 5 $s ao, 

"a^rrLfl"jl-"]HblH 
Hlxe' ocHoBaH Ha aaHHU& ocnu c BoBreqeHx", , *o,"' 

ArcceMtrHaqxu Bxpyca Bero'Ho,i
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peaKqtrfr.

Hopywenua co cmopHd Hepa*oi cucmeMb, cPoK roAHocrt'

Peaxo: sHqeoatrrr, ocrpoe Haovr*"r911o19r911o;^oo6P-auerun, i:*#:"#;,';1;;.qepe6ernfi, cuMnroMu, HanoMrHaPl4tre qepeoennur
(BKnpqannpexoAFqeeHapyueHuenoxoAK[{npexoAslllyp cpoK roAHocTx KoMnneKTa yKa3uBael(a no HatrMeHbUeMy cpoxy

araxcurc), cy,qoporu. ' toAHocrtr oaHoro u3 KoMnoHeHToB'

Hopywenuncocmopoiitiocgoe He nptrMeHnrb nocne xcfeqeHtra cpoKa roAHocrx, yKa3aBHoro

PeAxo: Bacxyrxr (BKrpqar nypnypy llloHtreiHa-feHoxa ' 
c{HApoM Ha ynaKoBKe'

KaBacaKu). laroi oxoHcaHxa cpoKa roAHocrtr nBnaerca nocneAHtri AeHb Mecffqa,

HopyweHu| cocmopoHu Koxu u nodKoxHdxmKoHei yxa3aHHoro Ha ynaKoBKe'

PetrKo: MHoroOopMHat spxreMa. ycroBlrf, XPAHEHUf,
nuo$unBom

npx Ha6nrcAeHtru 3! !q!coB!!l| nprueuejle[ BlMlbl IlaEIlIb npl feuleparype 9r?rq9 q:C. IpqHxr! I 3nul]!ULe!!eq9r
3apEucTprpoMHbl cnycau aHaQxnaKTotrAHUx peaKqtrtr, .aera Mec1e,

nEPEAO3I POBKA cmaoPumenb

3aperrcrprpoearu or4enunue coo6qerun o cnyqafiHoh nepeAo3trpoBKe XpaHurb npu reMneparype or 2 Ao 25"C He 3aMopaxxBarb.

aaxquru. B xeroroputx ul rux coo6ulanocu o pa3Bxrutr Taxux cuMnroMoB, KoMnnexm (nuobun^om, pdcmeopumenb,c uznoMu unu6$ uzn)

KaK nerapr{n, cyAoporu. B Apyrux cnyqasx nepeAo3ypoBKa He nptrBefla 
XpaHfib npu reMneparype or 2 Ao B.C. He 3aMopaxxBarb.

x pa38[Trp HexenarenbHblx nBneHtrfr .

B3At/tMoAEFcrBxE c APyrt,lm]4 rlEl(APcrBEHHblMl4 
xpaHtrrb B 3aultrqeHHoM or cBera Mecre'

npEnApATAMlr 
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'rEn^rr 
I DEnnqr paHnb B HeaocrynHoM AnF aerefi Mecre'

npu xeo6xo4ruocu nocraHoBKx ry6epxynrnosofi npo6u ona Aonxna yc,loB]'|f, TPAHCnOPTT'IPOBAHI'|f,

6uru npoeeAera Ao BaKqxHaqxx, iroci<oiruxy no xMerculxMcfl AaHHdM lluo$unnom
xuBbte B[pycHbte BaKquHH Moryr au:urearu apeuernoe cHrxeHtre TpaHcnopTtrpoBarbnptrreMnepaTypeoT2AoS'C.
qyBcrBxrenbHocrx roxr x ry6epxynrxy. B cBr3tr c reM, cro noAobHoe Pacmeopumenb
cHuxeHtre cyBcrB[TenbHocrx Moxer coxpaHarbcn Ao 6 aeAenb, H' TpaHcnoprrpoBarbnptrreMneparypeor2Ao25"C.He3aMopaxtrBarb.
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noxHoorpuqarerbH6lx p€ynbraroB. TpaHcnoprxpoBaTb npx TeMaeparype o1 2 Ao 8'C He 3aMopaxuBarb'

BaKquHarl[a npenaparoM BapunpxKc" Bo]MoxHa He paHee ceM yC,lOBl'l9OTnyCKA

cepe3 3 Mecgqa noan" 
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rrry"omo6yrr*oa ury nocre ynaKosKa, coAepxaqan 1 OnaKoH c nho0trtrx3aroM u 'l aMnyny unx

remorpanc$yrru.Unptrt]CpacTBopfieneM,-oTnycKapTnopeqenTy.
an.nvFr ul6prarb Ha3HaqeHxF canxulnaroa B TeqeHre 6 HeAenb nocne ynaKoBKa, coAepxaqa8 100 OnaKoHoB c BaKqxHoli, ynaKo-BKa,

ii*,Iirauru no"n"paroM Bapurp[xc", nocxdnuxy uuenrcu coo6t4eara coAepxauar ]00 aMnyn c -pacrBoptrrereM, - Anf, neceoBo-

o paiarrru cri4poiua Pet Ha OoHe ,BQexuxh, BH3BaHHoi ecrecrBeHHuM npoQtrnaxrtrqecKtrx ycpexaeHtrtr'

BxpycoM EerpnHoi ocnH. nPoll3BOAuTErlb
oAtsoBpeMeHaoe Ha3HaceHxe (Apyiltx BaKqf,Har' flpollaogrrenu roroaoi neKapcrseHHoi oopMu
BaKqtrHy BaptrnpxKc' MoxHo BBoAtrTb oAHoBpeMeHHo nuo6un6om
C xHaKTXBilpOBaHHbIMX BaKqUHaMh HaquoHanbBorO KaneHAapF (fnaKCOCMITKISfiH 6aiOnOAXXKan3 C.a.), 6enbrlfl
npoOhtraKTucecKtrx npxBxBoK h KaneaAapn npilBtraoK no3ntrAeMtrcecKIM (KopuKca KopnopeiueB), ClllA
noKa3aHufl M, 3a ucKrrcceHtreM aHilpa6[cecKofr BaKqxHu.

BaKqrHy BaprnpxKc'MoxHo Ha3Hacarb B oatrH AeHb € BKqxHaMu Ar Pocmaopumenb

npo6unaKrhKu Kopu, KpacHyxtr [ napo44Ta 
"' 

"AcneH Horp EaM ae EoHAeBilnb"' opaHqxs

llptr 3ToM pa3nxgHde &xqtrHu BaoAFr B pa3Bble yqacrKx retra uAenbdapMTyp" opaxqtrs

3dopoeuerutlo 
(KarareHr 6erbrx' c a '' Eerbrua

BapxnprKc' Mgxer npxMeHf,rbcs oAHoBpeMeHHo c no6rtul gpyruun Oacosuux(nePgrqHa'ynaxoBf,a)

BaKqhHaMx. 
'uo$uuiom[,lpunpuuererurcxopeBofiBaxqxHoi,Bcnycaee(ntrnpxBxaxtrHe6bnu(rnaKcocMUTKnniH6aionoAxxKan3c.a.),6enbrrn

cAeraHH B oAuH AeHb, pexouen4yercn co6npAarb xHrepBan 30AHefi. oKopuKca Kopnopeiuen,, Cl.llA

nouueHmbt u3 zpynn sucoxozo pucKo Pocmaopumerb

BaKqtrHy BapxnptrKc' ae cnegyel Ha3nacarb oAHoBpeMeHHo (AcneH Horp AaM Ae EoHAeBtrnb), OpaHqxs

c ApyrxMx xtrBblMtr areHy{poBaHHblMx BaKqxHaMx, 3a [cKnrcceH'eM uAenboapMTyp,,opaHqtrs
xou6rnrpoearxoi aaKquHu nportrB Kopu, KpacHyxx u napol[Ta. OAHaKo nK"ran"*r 6"rorr, a.a.>, 6enbrtrn
ecrx )rr BaKuxHH He 6brr[ Ha3HaqeHbl oAHoBpeMeHHo, To xH1epBan ynaKoaqxf,(EopxcEar(Eorpe6rErbcKar)ynaxoBf,a]
MexAy Ix Ha3HaqeHtreMAna AocTxxeHxa MaKcxMarbHoro ypoBH' aHTXrl

aonili, .o.il"rri" ," Gxe! 30 gxer. (rnaxcocMvrKnEiH EaionoAxxKar3 c.a')' serbrtrF

ocoEUE yKA3AHun 4erbQapM Typ'}, opanqnn (Ana dopuu eunycKa pacrsopxrern no 100

Kax tr ftpr rE6oi Apyrori safigffiaqrqffiMyHHbri orBffi#
pa3Burbc, He y acex BaKqtrHtrpoBaHHblx. ooo (CMxrKnriH 6xceu-6uoueA'' Poccnn

Kax x nox noxMeBeHxx apyrxx BaxqeH Ars npoOnraxruKx BerpsHoi Bunycrebqxi f,oBtporb KacKrBa

;:il,;i;;;!il;il"in i6irr"mrnri""ipnxoi oinoi ynr4 npuenrux (rnaKcocMxrKnatiH 6aionoAxuxan3 c a., / GlaxosmithKline Biological5 s a'

aaxqlroi Bapmpr,ixc.. OAHaxo raKxe cnyvau aerpnxoi ocnu o6uvno pp Ae n'JHcrurp,89, 1330 PuKceHcapr, Eenbrrn / Rue de l'lnstitut,89,
nporexapr a nerxoi Sopue, c He6onbutrM KonxqecTBoM 3neMeHToB l33ORixensart,Belgium
cun, u MeHee BHpaxeHHuM noBHUeHueM reMneparypH Tena. no oooncMtrTKrf,iH6trceM-6uoMeA>
cpaBHeHtrp co crycaeMx BerpeHoi Gnu y HeBaKquHxpoaaHHblx ,tr+ pocctrn, MocKoBcKas o6n., KpacHoropcKtrfi p-H, c. flerposo-AanbHee
OTMeqeHH peAKre cnyqatr nepeAaqx BaxlltrHHoro uraMMa Bnpy

oT BaKqtrH[poBaHHHx nuq c cunbp x XoHTaKTHuM cepoHefaTxBHuM HAl,lMEHoBAHl,lE 1, AAPEC AEPXATEI, u,lx B,lAAEnbqA

nxqaM. Henb3a ucgpqaTb nepeAaqy saKqxHHoro uTaMMa Bxpyca PErucTPAql,oHHoroyAocToEEPEHxf,lExAPcTBEHHoro
KoHTaKrHbrM cepoHetarlBHdM rtrqaM or BaKquHuposaHHblx nuq nptr nPEnAPATA

v,!,,r,Drryv!/i\H
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c 6epeMeHHbrMtr xeHquxauu (oco6esro e receHtre nepBororpxMecrpa (PocaApaBHaA3op)
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Ha6rpAeHxeM B TeqeHtre 30 MxHyr nocne ,MMyHx3aqtrr. 1 251 67, I lvlocKBa, neHxHrpaAcKxi npocneKr, A, 37A, Kopnyc 4,

KaK , npx napehrepanbHoM BBeAe,Hrx nP6blx Apyrux BaxLl,H, www.roszdravnadzorru
HaroToBeAoIxHo6UTbBCeHeo6xoAtrMoeAnfiKyntrpoBaHxF
Bo3MoxHof aHaoxf,aKruqecxo, peaKllxx Ha EaKLluHy Baptrf,puK(o '[
BaxqtrHxpoBaHHbrr AonxeH ,rroirto., noA ' ,eAnqu'c*" 19-:r]:-:::I']1':11 P-"-jli-l]:llt:tf,
nocne BaKqxHaqxu trnx xHorAa nepeA Hei aoauoxen o6uopox 3Tax3'noMeu{eHueXVKoMHaral
(norepr coj"anun) Kax ncuxo;oruqecKan peaKlltrs Ha trHbeKqrn. Ter.:(49517778900;OaKcl495)7778904


