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HoBbx raunbx uo 6esonacHocrr.r
JreKapcTBeHrroro IlpeuapuxTa

Meuqenarc ACWY

(De4epanrnax cnyx6a uo HaA3opy B c$epe 3ApaBooxpaHeHlrr B paMKax
nc[oJIHeHI,It rocyAapcrBeHHoft Qynrqnu IIo MoHllTopr,rHry 6egouacnocrrr neKapcrBeHHbrx
nperaparoB, HaxoAtlquxcs. B o6parqenun Ha reppr.rropr4rl Poccnficroft @e4epaqun,
coo6qaer cJreAyrorqee.

Pocs4panHaA3op AoBoATIT Ao cBeAeHr,rr cleqnanucroB 3ApaBooxpanerruf, rrr4cbMo
3AO <fnaxcoCuurKrsfiH Tpefi4uHr> o HoBbrx AaHHbrx rro 6esonacHocrLl
JleKapcrBeHHoro rpenapara Menqesarc ACWY (MHH: Barquna Errfl npo$znaxrrrKlr
MeHI4HroKoKKoBbIX nnQerqufi), nuoouru3ar Arrfi rpnroroB[reilufl. pacrBopa Anfl
rIoAKo)KHoro BBeAeHur, npor{3BoAcrBa <fnarcoCunrKn.aftn EaftoloAxr,rKaJr3 C.A.rr,
Eenrrns (perucrpaquoHHoe yAocroBepeHue II N01 535610I or 21."1.0.2008).
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I4HOOPMAqI4OHHOE nncbMo

O E E3OflACHOCTI'| n PE flAPATA fnAKCOCM,rTKnf t4 H

flama: 12 non6Pa 2013 e.

Yeaxaeuutf AoKToP'

@: B AefcTBytgqel xHcTpyrq[x no np]lMeHeH5p npenapaTa <<MexqeeaKco ACWYD1 yxa3ano' qTo

aHrrTena, nxAyqxpyeMble Ba1quHoi' nepcncTxpyxrT' no KpafiHei uepe, B TeqeH'e 3-x ner' Hoeule

AaHHb|ecB}|AeTenbcTBypToToM'r|TonIqaMcBb|coKxMprcKoMKoHTaKTacMeH]4HroKoKKaMn
ceporpynn A, Wros n Y, cneAyeT npoBOAl{Tb peBaKq}lHaqnK} B 6onee paHH}le cpoKx.

Pesloue:

o lonann14cb HoBHe AaHHbte o nepc]tcreHqrlr aHTltren B orBer Ha BaKqxHy <MexqesaKct ACWYD'

o y nnq B Bo3pacre 1l-ss ner, BaKqltHltpoBaHHbtx ABa roAa ]la3aA <Mexqeaaxc" AcWYu,

6MMyHHblf OTB3T K Cepqrpynnam W135 n Y cocrasnn 24o/o u 44o/o, cooTBeTCTBeHHo'

. flpn ncnonb3oBaHur AnR KOnltqecTBeHHOfi OqeHKn TecT-cllcreMbl Ha ocHoBe KoMnneMeHTa

qenoBeKa (hsBA) 6unn nonyqeHbt orpaHrqeHHble AaHHble, AeMoHcrpllpypqxe yMeHbueHne

TxrpoB 6arreprqrAHbtx aHTnren cbrBoporrr{ KpoBr npornB ceporpynnbl A cnycrs oAl'lH roA

nocne BarqxHaq1|]|.
o Jlnqau c BbrcorlrM pxcroM KoHTaKTa c MeHnHroKoKKaMr ceporpynn A, Wtss n Y' cnegyer

npoBoAltrb peBaKq,tHaqltK, B GooTBeTCTBDTn c noKanbHblMll peKoMeHAaqllnMl{'

AononrnrenbHan nHSopMaqnR o 6e3onacHocrx BaxqhHbl

Kounanus l-naxcoCtuurKnnfin (fC0, BaKquHanbHoe noApa3AeneHhe uHSopMl'lpyer Bac o HoBblx KnilH]aqecK]4x

AaHHbrx orHocnrenbHo nepcncreHqun aHTnren nocne npr4MeHeHun BaKLlt4Hbt uMexqeaarct ACWY'' /
Bo epeun KnnHnqecKilx r4ccneAoBaHr4il Apyrofi uexrxroroxxoaofi BaKLlhHbl npovl3BoAcrea TCK (M

ACWYD ucnonb3oBancF B KaqeCTBe npenapara cpaBHeHus. B Hactof,Llee BpeMtl noFBunucb HOBble

nepcucreHqvru aHrnren K BaKLluHe <MixqeeaKc" AC\ ry,.

PaHee fiMenilCb TOnbKO OrpaH]4qeHHble AaHHble nO nepCngTeHqn1a aHTnTen B TeqeHne

BaKUilHaqur <<MexqeeaK.@ ACWY>, a TapKe AaHHble no SQQeKrilBHOcTtl BaKqrH

MeHuHroKoKKoB ceporpynn A n C e re.{erile nepugAa AO rpex neT ngcne BaKLlhHaLlhl4'

t,a

(l-
," lcwv > ( Baxr-$,t Ha MeH u HroKoKKoBae non ucaxapnAHae

neT nocne
B OTHOI.!eHILl

WY)npousaoAcrBa

fi x SafionoAxt4Kan3 c.a. >r, 6enbrun.
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Hoeure AaHHbre noxa3brBaprLrtro y nnq B Bo3pacre or 11 go 55 ner, BaxqxHxpoBaHHbtx ABa roAa
Ha3aA earqrHoi aMexqeeaxc" AGWYI, nocrBaxqlHansxurl nMMyHxrer K MeHrHroKorKaM ceporpynn
wrss l| Y coxpaxnncf, Ha ypoBHe 24Yo n 44To, cootaeTcTBeHHo. Goxpamenre (nepcncrexqrn) aHTrren
onpeAenRnocb KaK Hannqre B cbtBoporre 6arreprqx4Hbrx aHTxren c rnrpou 2 1:8, onpeAenneublx c
t,tcnonb3oBaHnem Tecr-cncreMbt Ha ocHoBe roMnreMeHTa Kponxxa (rSBA]. Kpome roro, orpaH]lqeHHble
AaHHbte, nonyqeHHbte npr rcnonb3oBaHnn MeroAa Kont,tqecreennoi oqeHrn Ha ocHoBe KoMnneMeHTa
qenoBera (hSBA) cnycrr oAnH roA nocne BarqxHaqn]r, AeMoHcrpltpylor yMerbuleHlre rnrpoB
6arrepnrlnAnbtx aHT[Ten cbtBoporrlr nporr,re ceporpynnbt A. Knnnrrtecxafi 3HaqnMocrb yMeHbuleH]ln
TxrpoB hSBA-MenA aHTltTen Her3BecrHa, n aBann3 reKyq]{x AaHHbrx no3Bonf,er npeAnonoxhrb
qenecoo6pa3Hocrb npoBeAeHnn panxei peBaxqrHaqlrx y npAei c Bbtcoxlrm ptrcl(oM KoHTaKTa c
MeHnHroKoxroeoi rxSerqnei.
B geicrayroqefi nHcrpyKtlt4t4 no np[MeHeHu]o npenapara <MexLleaaKc@ ACWY) B pa3Aene

<hrvrruynonor[qecKne cBoficraa>, noApa3Aen <finnrenunocrb uMMyHHoro orBera)) roBopt4rcs: <f]o Aannuvt
nnreparypu, aHTurena, nHAyqlrpyeMbte BaKquHofi, nepcncrnpypr, no xpafineil Mepe, B TeqeHl,le 3-x ner>. B

pa3Aen <Cnoco6 BBeAeHne u Ao3t4poBKr,t> rapKe BKnpqeHa cneAypu{an Qoptuynnpoaxa: <,Qernu, npuBl4TblM B

Bo3pacre 2-5 ner, npoBoAer peBaKqnHaqnp o4xofi Aosofi BaKLlvlHbt <Mexqeaaxc- AC\A/Y> qepe3 24-36 uec'
Bepocnue I Aern crapue 5 ner Heeocnpn[MquBbt K MeHhHroKoxroeofi rn$erquu A, C, W, Y a reqexne 3-x

ner nocne oAHoxparHo[ ruuynnsaqnn>.

B xacrosqee BpeMn cqilTaercn qenecoo6pasxoil pannnn peBaKLlhHaLl4F 6onee uupoKulx Bo3pacrHblx rpynn, u

KoMnaHuR HaMepeHa o6xoanru rax$opuraqnlo o BaKq[He <Mexqeearc" ACWY>, BKn]oqrB HoBble AaHHble no

nepcncTeHqnu aHT[Ten.

PerouexAaqlrr Ann MeAx q[Hcxnx pa6orruxoa:

. Baxquxa aMexqeaarct ACWY> o6nagaer xopouleil nepeHoct4Mocrbto t4 t4MMyHoreHHocrblo. Hoaute

AaHHble Aonon HF|or ru$opnaaunlo o An urenbHocrr,r coxpaHeH uR t4MMyH urera.
1 . Ann nraq c BbtcoKgM pt4cKoM KoHTaKTa c MeHuHroKoKKoM ceporpynn A, Wrss l'1 Y cne4yer peuJhrb

BOnpoc o peBaKLll4Haquu B cooTBeTcTBr4u c noKanbHblMu peKoMeHAaqreMu.

Komnaxrn l-narcoQuurKnsfix npoc]4T cnelluanucroB 3ApaBooxpaHeH[R coo6qaru o6o Bcex cnyqaRx

HexenarenbHbtx flBneHufi, nepegoot4poBKn, HeoxrAaHHofi nonuau npt,t ucnonb3oBaHuu npenaparoB KoMnaHul,1'

a raK xe npu nprMeHeHur,t npenaparoB l-CK so BpeMe Eepeurenxocru e 3AO <l-narcoCtunrKnnin Tpefiguxr>:
121614 Mocxaa, yn. Kpunarcran, g. 17, r. 3. Ten. +7 495 77789 00, ARpec eneKrpoHHofi no'{rH:

ru.safety@gsk.com

v1 e oeAepanbHylo cnyx6y no HaA3opy a c$epe 3ApaBooxpaHeHun 14 Col-luanbHoro pa3B!lr]'le:

1OgO74, M6crea,- Cnaehxcian nnoulaAb,- A.4, crp.1. Ten. (495) 698-45-38; (499) 578-02-30.

AApec sneKTpoHHofi noqru: info@roszdravnadzor.ru, pharm@roszdravnadzor.ru

flononnnrenbHylo ran$oprvraqnxc o npenapare <Mexqegarc@ ACWY) (Barqraxa MeH14HroKoKKoBac

nonhcaxapnAHaR ceporpynn ACWY) Bbt Moxere nonyqt4rb, o6paruau:ucu e cnyx6y , ueAuqnxcrofi

raxeopruar.lru gnO <ifnbico6nl,1rKnnfix Tpeigraxr> no rene$o'y +7 495777 89 00, Ao6. 1379 n no

sneKTpoHHoi noqre medinforu@gsk.com.

C yaaxexueu,

MeAn qn xcru fi gn pexrop 3AO < l-naxcoCtu urKnn fi n Tpeign x r>

BnaAnunp Synaroa.

Pyrosognrenb MeA[LlnHcKoro HanpaBfl eHuF BaKq],lHanbHoro AenapraMeHTa
3AO < l-narcoCru urKns [x TpeilArxr>

Enena l-opo4noaa
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o sarurxe MeHqeeaxc@ AGWY:

Baxqrna Mexqeearc@ ACWY npeAcTaBnner co6oi oql,lqeHHble nuo$nnusupoBaHHble nonncaxapnAHble

aHrureHbtMeHrHroKoKroa Neisseria meningitidis ceporpynn A, C, W135 u Y.

B oAnofi Aoge (0,5 Mn) aaxquxur coAepxutrcs 50 urr KaxAoro nonucaxap[Aa MeHnHroKoKKoB ceporpynn A, C,

W135 vt Y.

lloraaannn

l-lpoQranaxrrara MeHnHrura u Apyrux Qoprrl MeHuHroKoKxoeoil uxsexqun, Bbl3BaHHblx MeHrHroKoKKaM14

c6poipynn A, C, W135 n Y, tt npyrrax Sopu rvrexraxrororxoeofi rnsexqrn y Aerei c 2-nerxero Bo3pacTa,

noApocTKoB r,t B3pocnbtx.BarquxaqnF B nepBylo oqepeAb peKoMeHAOBaHa nuqaM, Koropble noABepxeHbl

BbtcoKoMy pt4cKy oapaxeHnf,, xtiByul4M B pailoxax, oHAeM[r{Hbtx no grofi ux$exqur, nn!4 noceu{a}oull4M 9T1'l

pafioxur, nraqau noBbtueHHoro prcKa 3apaxeHus (4eru us Aercxt4x AotuKonbHblx yr'1pexAeHuil, yvaulueca 1-2

Knacca urgon, noApocrK!4 r,r3 opraHr3oBaHHbrx KonnemuBoB, o6ueAnnenxble npoxvlBaHneM a o6ulexurnRx,

Aert4 r4s ceuefixurx o6qexrarurfi, pa3Meu.leHHbre B xe6narononyqHblx caHurapHo-rurueHnqecKux ycnoannx).

14r,arrltyxragaquf, TatoKe noKa3aHa MeAr4r.I4HcKoMy nepcoHany uxsexqraoHHbtx orgenexri 6onuruq.
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