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Pyro n ogureJrrM Teppr,rropr,r aJrbHbrx

opraHoB PocsgpanHaA3opa

I O Hesaperrcrpr,rpoBarrHoM
MeArdrIr{HcKoM H3AenrI]r

@egeparrrHaa crryN6a no HaA3opy B c$epe 3ApaBooxpaleHrn coo6qaer o
nocryuunurefi zH$oprvraqun or reppuropra€rrrbHoro opraHa Pocs4panHaA3opa no
Open6yprcrofi o6racru o BhurBJreHuu B o6paqeuzrE H$aperncrpr,rpoB€urHoro
MeAr,rrlr{HcKoro u3AeJrufl., MapKr,rpoBKa Ha pyccKoM s3brKe oTcyTcTByeT:

<Alere Determine IilY-I/Z AglAb Combo> rpor3BoAcrna Qupvrn Alere Medical
Co., 3 57 Matsuhidai, Matsudo-shi, Chiba, JAPAN.

O4nonpeueHHo coo6qaeu, H& yK€BaHHoe Lr3Aenr{e He pacnpocrpanflercs.
gefictnue perl4crpaqr4oHHoro yAocroBepeHr{f, Ns @C3 2009/05497 or: 2L.10.2011 na
MeALrIII4HcKoe u3AeJII4e <Ha6oprr peareHTon in vitro AJrs oAHoBpeMeHHoro Bbrf,BJrelaufl.

aHTLIreHa p24 Bl4rI I{ aHTHrer r B?III I u 2 TnrroB B chrBoporKe, rur€l3Me LrJrr{ qelrnofi
KpoBLr tIeJIoBeKa <<Alere Determine HIV-1/2 Agly'^b Combo>> (Alere Medical Co., Ltd.,
Japan, 18F, STEC IYOHO BUILDING I-24-t Nishi-Shinjuku, Shinjuku-ku Tokyo
160-0023, Japan).

@egepanrHar cnyx6a no HaA3opy B cQepe 3ApaBooxpaHenus, rpeAJraraer
cy6rexrau o6paqeuux MeArrrlrrHcrofi npoAyKrlr.rLr npoBecru rpoBepKy HaJrr-tvrs. B

o6paqenuu yKa3aHHoro MeAlIIIuHcKoro Lrs4errtrx, B ycraHoBJreHHoM noprAKe rrpoBecrr,r
Meponpunrr.rr rro npeAorBparrleHrro o6paqennx Ha reppr{ropuu Poccnficrofi
(De4epaqnu He3aperl4crpl{poBaHHoro MeArdrII4HcKoro u3ryerrr4s, u o pe3yJrbrarax
npozHQopMr4poBarb coorBercrByroulr4fi reppuropuamnufi opraH Pocr4panHaA3opa.

Teppn P-ocsgpaBHaA3opa npo-necrra rr,reponpnxrur B

coorBercrBr4r4 c noprAKoM, npeAycMorpeHHrrM Agrr,rraHncrparr,rBHbrM peHraMeHToM

Pocs4paeHaA3opa rro ucnoJrHeHlrrc rocyAapcrnenuofi QyHxquu no KoHTpoJrro 3a
upor.I3BoAcTBoM, o6oporona u uclonb3oBaHr4eM nsntenuir MeAr4rluHcKoro Ha3HaqeHr,rr,
yrBepxAeHHbrM rrpaK€BoM Mr4Hr4paBcoqpa3Burrvrs. Pocculr or 08.09.2011 Ns l027tt
(perzcrpaqnx Munrocra Poccnu or'28.1I.2011 J\lb 22408), coruracHo rpe6oeanz.avt
flonoxeHnfl, o rocyAapcrBeHHoM KoHTpoJre sa o6paqeHr{eM Me.q}rrlLtHcKax nzaenui1
yrBepxAeHHoro nocraHoBJreHueM flpanzrerbcrBa Pocczficrofi (De4epaqulr

or 25.09.2012 Ns 970.

MurucrepcrBo sApaBooxpaneHrrf,
Poccrficxoft lDe4epaqnn

OE,4EPAJIbHAS CJIYXEA TIO HA.II3OPY
B COEPE 3TPABOOXPAHEHI{fl
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