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I HamraenosaHI,Ie Tec"r ARCHITECT Anti-HCV rsnrerc.ff xeMltJrroMrlHr,rcuerrrnbrM
ra,nr,rynoariharz3oM Ha MlrKpoqacrr.ruzx (CMIA) .uJrr KarrecrBeHHoro
oflpeAeneEr.ur ar{rr.rTeJr K B4pycy renar'rTa c (anrrz-HCV) n crrnopofte r,r

IIJruL3Me rrenoBeK4 a TaKxe o6pa3uax, Sa6paEHbrx [ocMepTHo (nocne
ocriuroBKr.r cep,uqa). flepea npone4eHrreM recra Ha cucreMe ARCHITECT
iSystem Heo6xoAr.rMo yctanonlnr'(lafin recra ARCI{TECT Anti-HCV c
al.rcKa ARCHITECT iSystem Assay CD-ROM. Ha66! peareHroB BK'roqaer:-
Mnrpouacrrqsr, ceucu6utuzr{poBaHHbre amureriorur HCV (E. coli, gpoxxra,
perou6ruanrnui) n MES 6y$epe. Muur.lvanrnas Konrlerrrpaqur : O,l4o/o
TBep.uoroBerrlecrBa.Koacepnanrrr:npornBoMrrKpo6Hbreflpenaparbr. 

c.

Kormrorar: Korrbrofar, coAepxarq[fi MeqeHbre aKpr4rr{HoM ltbrrlrtrlbre
arrrlrreJra r IgG/IgM qeJroBeKa B MES 6yr[epe. Mznvuaarnar KoHrleHTpaqrur:
(IgG) 8 nr/r'r/(IgM) 0,8 nr/un. Koncepranrrr: nporuronrzrpo6nrre
rperaparbr, Pas6aBrrem recra Anti-HCV Assay Diluent, co4epxanuafi TRIS
6ylep c nporexHoBbrMn cra6utugaroparrau. Koncepnamar:
rporr,rBoMr,rrpo6nrre npenaparrr. O6qa-s cneqra([nvuocrb cocraBuna99,60%o
(10361/10403) rtpn 95o/o AoseprrrerrbHoM r4HrepBarre w 99,45%o Ao 99,71%0.

CneuzQrsnocrb, Ha6JrroAaeMiur B pa3nrlrHbD( na6oparopr.rfix, BapbrrpoBalna or
99,20yo (4961 500) so 99,7 0o/o (199412000), rlyrcrnuremnoqrb cocraBr4na
99,loyo 

'Jpu 
95%o tooepllreJlbHoM ItIIrepBaJIe or 96,7'7%o Ao 99,89%o. Bce

)Io4IKr.re flpr.ruaiunexHocrn, ranz6paropbr tr Korrrpon[ Aonxnrr 6rrrt s
roroBoM K l,Ic[oJrb3oBatHr4ro Bnre, [cKrroqar qeroge.recrr4i r[arrop npu
flpuroroBneHr4r,r (6es xaxro<-nu6o rocsenrrbrx aeitcrr;uit, Mep r{nrr
KoppeKTr,rpoBoK MeAr.rrrr{HcKoro nepconana), Koropbre He rroAnexar
nzolpu.nraeaquu. Cra6r.rnrnocrb Ha 6opry peaKTr4BoB rrocJre rroMetrIeH[r B

aHzrJrr.Barop AonxHa 6rrrr ue MeHee 30 AHefi. ocTaroqHrrfi cpor roAEocrr.r Ha
nocraBJrreMbrfi ToBap Ha Aary [ocraBKr4 Ans pearerrroB, KoHTpoJrbHbD(

Marepr{EuroB ra rama6paropoB AoJrxeH cocraBJurrb He MeHee rrrrr.rrecrrr4
[poqeHroB or yKa3aEHoro cpoKa roAHocTr{ Ha ynaKoBKe (fipil cpoKe fo.qHocTr.r
MeHee aBlx [er); He MeHee ABeHa,qrlar[ MecrueB or yKa3a]rHoro cpoKa
roAHocTri Ha y[aKoBKe (npu cpoxe roAHocru ABa roAa r4 6onee). B cnyrae
rlocraBKu roBapoB, MapKnpoBaHHrIX ToBapHbrMr4 3HaKiMr4, flocraruzr no !
3alpocy 3aragq[xa o6rsyerc.a flpe.uocralr,rrb rrocneAHeMy AoryMemrr,
rroATBePxqarcqEe aDaKT BBeAeHr,rr B tpaxAaHcKr.rft o6opor Ha reppr,rropr.ilr
Pecrry6nraxra Ka3zxcraH [ocraBrseMbrx roBapoB HelocpeAcrBeHHo
nparoo6nagareneM ToBapHoro 3H€rKa, pa3MeueHHoro Ha roBape, uJru c ero
cor:racwr. .{orynaen:rarr.rr.r, noATBep)r(Autroqr,rMr4 yra3anrrrrfi i[arr nroryr 6uru
Jrr.ueH3r{oHHbre coDr€urreHr.rr flocramqzra c upaaoo6la4arelxnau,
TaMO)r(eHHbre AeKrrapaqvrr, ltrcbMa npasoo6fla,qaTenefi u n[rleH3naTa,
AOrOBOpbr C Jrr{rleH3r,raToM r4nrr c ero KoHTpzrreHTaMn Ha rIocTaBKy
MeAr,rqr.rHcKax lrsgenr.rfi .

florenqzanrnlrfi nosranuur npeAocraBnrer opraHz3aropy 3aKynor
Ha,qJrex(ar\e oQoprruennrre AoKyMeHTbr (n roru .rzcae 4ororopa),
loATBepxAarorqr{e llpa3o noTeHrlr,raJrbHoro IocTaBrrlrrKa Ha peanl('allrfio
ToBapa Ha repplrroptr.r PK, [pe/IocraBneHHoro yrroJrnoMoqeHrtrM
qpeAcraBrreneM rporrBoArrelr, ceprlr(lzrar flpoucxo]c{eHr4e roBap4
BbrIaHHbrMr,r KoMloHeHTHbrMr.r oprantMr,r B cTpaHe gKcfiopTepa.

IlocraBra Toeapa ocyrlec-rBnrsrcs floc-ralulr.rKoM B reqenr4e 10 (4ecrrr.r) 4nefi,
C MOMCIITA NEDE.IIAqI EMV 3ZUIBKI,I
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2 Harnreuosaril{e Kanra6parop ARCHITECT Anti-HCV Calibrator rcnonrcyercr Arur
Kann6poBxu cr4creMBr ARCHITECT iSystem npu KarrecrBeHHoM oupe.ueJreHan
arrrr{reJr K Br{pycy renarr.rra c (anru-HCV) r cunoporxe u rJra3Me KpoBr{
qerroBeKa. I $naxou (4 r',rn) ranu6paropa ARCHITECT Anti-HCV Calibrator



rroAroroBJleHHoro B peKaJlbul4Hr{poBaHHofi [Jra3Me KpoBu qenoBeKa

(unarraruporaHHofi), peaxrznnofi na anT u-HCV. Koncepnanr: a3bA rra;rprr*.

flpz ucnonrsonarruu oAnofi r.r rofi xe ilaprtrLt rrJII4 y[aKoBKlI pearenToB B

TeqeHr,re 28 wreft ra;rra6poara pearerrroB He rpe6yercs. Bce xrlxrae
rrpr.rHallfielruocrlr, Kzuln6paropbr I{ KoHTpoJrr{ AoJD(HII 6rrrr g roronou r
r{CrroJrb3oBaHr4ro BI,IIg, [cKJIIOiIzu qelOse.IeCxfifi rfarrOp npl4 [puIOTOBJIeHI4I4

(6es xaxlrx-ru6o rocsennrlx aeficnr'w-i, Mep r4JIIl KoppeKTnpoBoK

Meavrrr.rHcKoro nepconana), Koropble He fioaJrexar lzo([vllrsaqrtl.
Ocraroqsnrfi cpoK roAHocrrlt Ha nocr€lBJlteMrtfi ronap Ha Aary [ocraBKI'I AluI

peareHToB, KoHTponbHbrx MarepIdiuloB u ra:rr'r6paropoB AoJIxeH cocraBJltrb He

MeHee ruITI,IIectTI,r [poIIeHToB oT yKa3arlHoro cpoKa roAHocrrr Ha ynar(oBKe

(npu cpore ro.uHocrrr MeHee,qByx ner); He MeHee,4BeHa'4llailr MectIIeB or
yKa:|aHHoro cpoKa ro.qHocrll Ha ynaKoBKe (npu cpore roAHocrl{ ABa roAa u

6ouee). B gryvae nocraBKlr roBapoB, MapKI,IpoBaHHbx roBapHbMI'I 3HaKaMI4'

flocrasuux no 3alpocy 3axag'rzra o6,x3yerct rlpeAocraBnrb [ocneAneMy

aoKyN{eHrbr, noArBepxAaroulue ([arr BBeAeHI{t B fpa)KAaHcKrlfi o6opot Ha

Teppr4Topr4n Pecrry6nzru KasaxctaH nocraBfiteMblx roBapoB

Helocpe,qcrBeHHo npaBoo6Jla,uareneM ToBapHoro 3HaK4 pa3MeIIIeHHOrO Ha

ToBape, I4Jrr.r c ero cornacrat.,{oryrrlenrarrltt' noATBgplxAarorqrnrlr yraaannrrfi

Qaxr rraoryr 6rnr ruuenguoHHble corJlalxenu.r rlg.cianqvra c
npasoo6nagareJltMll, TztvoxeHHble.ueKJIaparIHr'L rrficbMa rrpaBoo6naAarenefi u

nr{rleH3r,IaT4 AOrOBOpbr c JI[UeH3rraToM I{Jrr{ c ero KorrTpareHTtMu Ha nocTasKy

vi34envwt,
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J HarllrenosaHue Tecr ARCHITECT IIMg/Ab Comb o tBrrterct xeMrrIIoMr'IHecqeHrHbrM

r,rMMyHOaHaJrr{3oM Ha MI{KpOqacraIIux (CMIA) Ant oAHOBpeMeHHOro

KAIIECTBCHHOTO OIPEAENCHI,{JI AHTI4|CHA HIY P24 LT AHTVfiET K BI,IPYCY

rlMMyHoAe(brzul,Ira qenoBeKa runa I vlnrw 2 (HIV-I/HIV-2) n cunoporre u

rrJrzBMe KpoBrr qeJroBeK4 araKxe o6pa:uax, aa6pannrx nocMeprHo (nocJle

ocraHoBKrr cepArra). Tem ARCHITECT HIV AglAb Combo rpeAHa3HaqeH

arjl [cnolb3oBaHr4Jr B KarrecrBe BcnoMoraTelbHoro cpeAcTBa .{wlrHocT}lK]'I
unQerquu HIV-l/HIV-2, a rarx{e B KaqecrBe cKplrHllHroBoro recra c uenblo

npeAyflpex.ueHl4il repeAaqr.I unt[exuua HIV-I/[IIV-2 peqrrremaM KpoB[, ee

KoMroHerrroB, a raKxe KJreroK, rxaxefi u opraHoB. Tecr ARCHITECT HIV
Ag/Ab Combo He [o3BoJrter )'"rorlHzrb, peaKTllBuocrb Ha KaKoi n3

flepeq[cJleHHbrx MapKepoB BbuIBJreH4: Ha aHTI{reH HIY p24, anrurena r HIV-I
zJrri arrrr.rreJra r HIV-2. flepea nponeaeHrreM autulr,r3a B cr{creMy ARCHITECT
i System Heo6xo.qm\.ro 3afpy3trrh 1pafin recra ARCHITECT HIV AglAb
Combo c KoMrIaKr-ALIcra ARCHITECT i System Assay CD-ROM'
Mnrcpouacruqrt: I rnu 4 Qnaron(a) (6,6 rrln na 100 recron/27,0 r'ln na 500
'recron) MrzKpoqacrIrII: MuKpoilacrlllb4 cexcu6uttuzupoBauHble aHTr'IreHoM

HIV-l/HIV-2 (peroru6unanrurlrr) ra anrr{TeJroM r HIV p24 (lmrurr*roe,

MoHoKrroHaJIbHoe) n t[nsuonorFlecKoM pacrBope c TRIS 6yQeporrt'

Munralranbnar KoHrIeHTpaU[t i 0,07yo cyxl{x Beulecrn. Koncepnanr: asrg
Harpr-f,. Konuorar: I unu4 Snaron(a) (5,9 rnln na 100 recros126,3 utr:c'a500

recror) KoHbrorara: aKpl4ruH-MeqeHble aHTI4reHbI HIV-I (perolu6nnarnnrte),

aKprrAr{H-MeqeHble cuHTerl,IqecKne rIerITI4rbI HIV- I/HIV-2 fi arrpurr H-

MeireHoe aHTI4TeJIo x HIV p24 (urrrrrlaoe' MoHoKJIoHzIlIbHoe) n tloc<[atnort'r

6y$epe c rporeuHoBblura (6lruzrtlu) I4 [oBepxHocrEo-aKTI4BHbrM

cra6urnsaropavu. Munuvaarnarl KoHqenTpaqnx : 0,05 trlxr/rru. Koncepeanr:

asuAl:larpvA. Pa:6anurenr o6pa3qa: I utttr 4 <[naxon(a) (5,9 v:r na 100

'rec:rror,l26,3lrn na 500 recron) par6annrent arralrvl:,ai pa36aBl4renb anurr43a

HIV AglAb Combo, co4epxarrlrfi TRIS 6yQep. Kouceprarrr: a3vr'laa;rpvrt'
BocnporcnoquMocrb: Tecr ARCHITECT HIV AglAb Combo

AeMoHcrprrpyer norpelrrHocrb <14%o ltts o6parqor, 3HaqeErul roroprx r 3

pa3a npeBbrcr.rnu floporoBoe 3naileHue [pr{ Tecrl,IpoBaHuz rpex cepuft
rana6paropa, rpex cepui KoHTpoJrt I{ [aHeJrI'I il3 qerbrpex peaKrl4BHbx

o6pa3qoB. Anamruqecnaq qyBcrBrre.nbxocrb'recra ARCHITECT HIV
AglAb Combo K aHruregy HIY-I p24 Ag cocranuna <50 nr/rru. ,{annnfi
p$ynbrar flonfrea c [oMorrlblo recrr,rpoBanrrt rIaHeJrLr HIV-Ag 2003

AFSSAPS c ncrrorlb3oBanveM rpex cepufi pearenros ARCHITECT HIV
Ag/Ab Combo. Corracno rroJD IeHHrIM,qaHHbIM, cpeArrtll rryBcrBureJrbHocrb

K aHrr{reHy HIV-l p24 Ag cocraazna 18,06 nr/un' Teqr na BI'I9 lorDKeH

BburBr4Tb n o6pa:ue KpoBrr ar{rrrreH p24 Bldl'l u arrzreJra r B}Ill- 1 , r tolr
qucne rpynnll O Ia M u Bk1n1-2. Cneqrztbnqnocrb recra na ARCHITECT HIV
Ag/Ab Combo AoJrxHa 6rnr ne rr,renee 99,85%o Ant o6pa3IIoB KpoBI'r.IIoHopoB.

Bce xurrne nprrHa,uJlexHocru, ranu6paropbl tr Korrrponr 4g4K4!15!lIl B 
-



roroBoM K r,rcloJrb3oBanl4lo Bllle, I,IcKJIroqaJI qerloBeqecKl,Ifi Qarrop npu
lprrroroBJreHriu (6es xarrx-na6o rcocseHHux rei4crBpri4, Mep rlnrl
KopperTr.rpoBoK MeAr{r.[4HcKoro fiepcoHaJra), Koropble He rroAfiexar
nuoibunlr3arlrrr-r. Cra6nnurocrb Ha 6opry peaKTItBoB rlocJre [oMerIIeHI,lt B

auanr.Barop AoJrxHa 6rrt ne MeHee 30 Anefi. Ocraroinufi cpor ro,aHocrr,I Ha

uocrannserr{Hfi ToBap Ha .4ary [ocraBKL AJI' peareHToB, KoHTpoJIErrbrx

Marep[anoB r.r xaru6patopoB AoJrxeH cocrulBJrtrb He MeHee rlsTr4AecflTvl

nporleHToB or yKa3aHHoro cpoKa ro,rlHocrr Ha ynaKoBKe (npu cpoxe roAHocrlr
MeHee AByx ner); He MeHee ABeHaAIIarrr MectueB or yKa3aHHoro cpoKa

roaHocrr4 Ha ynaKoBKe (npr4 cpore roAHocrr.r ABa roAa Ia 6onee). B cnyrae
nocraBKr.r roBapoB, MapKupoBaHHbrx roBapHBIMr,I 3HaKiMlr, flocrasuur uo

3arrpocy 3axasqura o6ffyercr rlpe,qocraBr4Tb nocneAxeMy AoKyr!{eHTbI,

noArBepx,qaroque (baKT BBe.qeHr{J{ B rporq4aHcKlrfi o6opor Ha reppl4Topnr
Pecrry6nlrrtk Kagaxcran rocr€tBJrreMbrx roBapoB HenocpeAc-TBeHHo

npaloo6raSareneM ToBapHoro 3HaKa, piBMeuleHHoro Ha roBape, IrJrrr c ero
corJracr4r. .{oryrreurarlru, [oATBepx,qarcuII{MI{ yKa3aHHrrfi Sarr uory'r 6rrt
Jrr4rIeH3r4oHHbre corJraruenlur floctaeqzra c rrpaBoo6naAarentMl,I,
TiuoxenHbre AeKnapaqrrv, nrrcbMa npanoo6nagar ene[ v Jrtrr\ensvara5

aoroBopbr c rrzrleH3r,raToM I,IJru c ero KoHTpareHTaM4 Ha rrocTaBKy

M e,rlr4rlr4H cKrrx ug le lull

florerqualrnrrfi uocra-sruur rtpeAocraBJuler opratlr3aropy 3aKyfl oK

HaAlex4rrle o$opMleHHbre AoKyMeHTBT (n rolr vracne 4orompa), .
rroATBepxqaroqne npEIBo lroreHluaJlbHoro nocraBrIII,IKa Ha pezurlt3ar[fio

ToBapa Ha repptrropurr PK, npe4ocranilenHoro yno[HoMoqeHHbIM
flpeAcraBrrreneM rrpor.r3BoAarenr, ceprut[urar fipoucxoxAeHrre roBap4
BbrAaHHbrMrr KOMnOHerilHbrMr,r opraHaMr4 B crpaHe SKcnopTepa.

llocrarra Tosapa ocyulecrBJrrerc.ff nocraBrrlr,rKoM B TeqeHlre 10 (aecxru) atrefi,
C MOMCHTA qI,I CMY 3ZUIBK'I
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4 Hauuenogague KoHrpo.rrN ARCHITECT HBsAg Qualitative II Controls rpeAHa3HaqeHbl

AnjI OIIeHK4 BOCnpOLI3BOAIIMOCTU TeCTa II BbUIBJIeHII' CIICTeMaTI{IIeCKLD(

aHaJrrflFrecKux orKJroHenr,rft crcreMbr ARCHITECT i System npu
KaqecrBeHHoM orrpeAeneHul{ u noATBepx.qeHvtu llilrw4tr'i noBepx}IocrHoro
aHTr{reHa Bvpyca re[ar[Ta B (HBsAg) B cblBoporKe I4 rIJraBMe KpoBI,I qeloBeKa

c ncnorrb3oBaxraervr aa6opor pearenroB ARCHITECT HBsAg Qualitative II ra

HBsAg Qualitative II Confirmatory. 2 r[rar<oxa (no 8,0 lrn) ronrponei
ARCHITECT HBsAg Qualitative II Contrlos. OrpraqarenrHnfi ronrpom
coAepxrrr peKanbrlnnrrpoBaHHyro nna3My KpoBI{ qeJroBeKa. KoncepBa$rbl:
ProClin 950 14 arilzq fiarprrl,, floroxurenrnui ronrpom coAepxI,IT
rzrraKrr{BupoBannrrfi oquulennufi HBsAg qeJroBeKa (no4rlrnu adl ay) v
t[ocrparnorr,r 6ySepe c nna3Mofi KpoBr.r qeJroBeKa r.r rporelrHoBrrvu (anr6yrntzn

cbrBoporKr4 6rr.{refi rponu) cra6unr.BaropaMrr. Koncepeanrn: ProClin 300 u
ProClin 950. Bce xr4aKrre rrplrnaqrrexHocrra, rarz6paropbr r,r Kor{:lpoJrrl

AoJrxHbr 6rrrr g rorogoM K lrc[oJr63oBanl4lo BI4.4e, I,IcKJrrorltur'{eroseqecrufi

Qarrop npla flprrroroB:renuu (6es rarux-nz6o KocBeHHbrx Aei4ctBui4, Mep uJrrr

KoppeKTr4poBoK MeArrrlrrHcroro nepcoHara), Koropbre He [oAJrexar
ruo$znrlaqrlu. Ocraro.rnrrft cpoK roAHocrrr Ha rrocr€tBJrreMnfi rorap Ha Aary
nocraBKu Anr peareHToB, KoHTponbHbrx MarepuzuroB u ranu6paropoB AoJDr(eH

cocraBjurb He MeHee llsTl,I.4ecqru [porIeHToB or yKa3aHHofo cpoKa ro.uHocTIl

Ha ynaKoBKe (npz cpoxe ro,qHocrlr MeHee AByx ner); ne Mexee.{BeHa,qIIarI,I

MecrrleB or yKirarrHoro cpoKa roAHocrr{ Ha y[aKoBKe (npu cpore roAHocrx

ABa roAa r4 6oree). B cnyrae nocraBK[ ToBapoB, MapKr.rpoBanHbx roBapHbIMIr

3HaKaMr,r, flocrasulur fl o 3anpocy 3 axa:quxa o6.r3yercr npeAocraBl,ITb

nocneAHeMy AoKyuerrrBr, floArBepxAarorque ipaxr BBeAeH]rJr e rpax.{aHcKr.ri
o6opor Ha repprrroprru Pecny6nzrur KasaxcraH rrocraBJrreMbx roBapoB
HerrocpeAcrBemro npanoo6na,qareJreM ToBapHoro 3HaKq pa3MerqeHHoro Ha

ToBape, r,rJrr,r c ero couracrul ,{oryuenravr,r, fioATBepx,qarorqrurlu yxaaaunrrft
r[arr voryr 6url rutqenguonubre corJrarnenu.f, nocraBilIIaxa c

npanoo6nagarerrMr4, TrrMo)r(ennlre.ueKJraparlilr, [rrcbMa rrpaloo6na[arenefi il
JrHrIeH3Uar4 AOrOBOpbr C JIITUeH3[arOM r,rJrr{ C ero KOHTpZITeHTZMI,I Ha IIOCTaBKy

MeAr4rlr,rHcKrrx ug Ae nufi ..
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Ilponsrnarculufi 6yQep (Wash Buffer (1Lx4) for 920 test)
flpegnaanaven aJUr [poMbrBKrr pa6oqrD( eMKocrefi, rqeeK r,r coeAr,rHrireJrbHbrx
rpy6or aHanr3aropa. flpoltrnarorqun 6yQep upeAcraBnrer co6ofi conerofi
pacrBop (pocrparnoro 6yQepa. Koxcepeaanrr anrurr,rr.rrpo6nbre arexrbr.
Xpaulrrl flpn reMneparype 2-8"C. Bce xulrue npr4Ha,{re)KHocrr.r,
ranu6paroprr r,r KorrrpoJrr,r AolIr<nrr 6rrrr B roroBoM K r4c[oJrb3oBturr{ro Br.lre,
I4cK[oqarr qeaoseqecxufi $arrop rrpt-r npuroroBneHlru (6es rarlrx-nu6o
KocBeHHbo< Aeircrsuit, Mep rrnfi Kopperff 4poBoK Me,qnrlltHcKoro uepcoua-na),

l\&
JIOTA

Kprrepnr.r Onncaune

6 Haauenonanue Tecr ARCHITECT HBsAg Qualitative If ssnrsrc-fl xeMlrJrroMrzHecuerrrHbrM
LrMMyHoaHanr.r3oM Ha Mr.tKpoqacrr4rlrx (CMIA) AJUr KaqecrBeHnoro
onpe.{eneHuJr rroBepxnocrHoro aHrr{reHa Btrpyca rerrarr,rra B (HBsAg) n
cbrBoporre z [Jra3Me KpoBu qeJroBeK4 araKxe o6pa3rlax, ea6panntx
nocMeprHo (nocne ocraHoBKrl cep,qqa). Murcpovacrnqu:.1 um 4 OnaKoHa
(no 6,6 un ([naxon 4nx 100 recron/27,O un i[naron 4rs ifu rcc-ros)
Mr4Kpoqacrr.r{, ceHcu6ulnsupoBaHrbD( ar{rr,rreJr€Mr.r r [Bs (vumvnrre,
MoHoKJroHaJrbHrre, IgM, IgG) n MEC-6y[epe c rporer.rHoBbrMr,r
cra6unusaroparrvr. Munrar.raarniur KoHrlerrrpaqusj0,08%o cyxrTx BeqecrB.
KoHceprarrru: ProClin 300 u ProClin 950. KoHrrorar 7 utru 4 fuarora (5,9
un na 100 tecron/26,3 rrln na 500 recron) Korrbrorara: arrru-HBs (rorrr.r, IgG)
AKPITIITH-MCqEHOTO KOHGIOTATA AIITUTEJI X HBS (IIUrrr,rHbD(, MOIIOKJIOHtIJIbHbIX,
IgG) z amn'ren r HBs (rosrro<, IgG) n QocQauroru 6y<[epe c nnasuofi rponr.r
qeJIoBeKa r.r nporerrHoBBrMu cta6unusaropavz (am61'rurur 6lrqrefi cbrBoporxlr
rponz, (pera-nrHa.a 6rrqrs cbrBopor(a KpoBr,r, Ko3Br,r IgG, rr.mrruranrre IgG),
Mranlttlaarnas KoHrleHTprurtrJr: 0,35 lmr/rr.rn. Koncepnauru: proClin 300 u
ProClin 950. Pas6asrre.nu o6parqa: I u:ru 4 Q.naroHa ($naror 5,9 r,ln Ha 100
reoroa/(pnaror-r 26,3 un na 500 rectos) AonolnurenrHoro npoMbrBorrHoro
6yQepA coAepxaqero MEC-6yQep. Koncepnanrn: ProClin 300 r.r ProClin
950. [o rpoBeAeHr.ur recrr4poBanwr Ha crcreMe ARCHITECT i System
Heo6xo4uvo ycraHoBr4rb t[afil recra ARCHITECT HBsAg Qualitative II.
BocnpoNsno4nMocrb: Tecr ARCHITECT HBsAg Qualitative II parpa6orarr
raxnra o6pa:ou, u:ro6rr nofperuHocrb cocrasula ( 10% (o6rqero) KB nnyrpr
na6oparoprrr.r,{Ju noJroxr4TeJrbHoro KoHTpoJUr u nugxoit nonoxurelurofi
rraHeJrr{, a crarr.AaprHoe orK;roneHr4e (CKO) .qnr arrcorofi orprqaremHofi
naHerru < 0,10 S/CO. Tecr ARCHITECT HBsAg Qualitative II pa:pa6oran
raxran o6parorr.r, uro6u riMerb BburBJrennyo cnequ$firrHocrb > 99r5%o gttt
o6pa3qoB, rroJD TeHHBD( r.r3 KpoBr,r AoHopoB. Tecr ARCHITECT HBsAg
Qualitative II pa:pa6oraH raruv o6pasorrr, vro6rr qyBcrBrrreJlbnocrr 6una
6olrure rnu paBHa Hr,DKHeMy flpeAeny 95%o loaepvne.rrbHoro r4HTepBa.na
KoMMepqecKr.r AocryrrHoro recra na HBsAg ana rofi xe nofiynrq[r{ o6parrlon,
roJroxr,rreJrbHbD( Ha HBsAg. flpu raccnegoaasuu 402 o6pa3rloB,
loJroxnre,rrbnbx na HBsAg, noJr5nreHHblx or narlvenToB c HeI,BBecrHbIM
cTaTycoM sa6oaenannx, nr.rxnr.rfi npe.{en 95o/o loseptneJrbHoro [HTepBana B
KoMMepqecKoM tecre HBsAg 6:urn 99,09%o. B .qannou vrccile1oBa:anLl
qyBcrBrrrerrbHocrr recra ARCHITECT HBsAg Qualitative II cocrasrura
100,00% (4021 402). ArrarrIarr.{ecrar rryBcrBr,rrenbHocrb recra ra HBsAg
coulacHo 2-uy craylap'ry BO3 (00/588) AoJrxHa 6urt panna unr.r MeHbrue
O,OZ2ME / r'.rn. Tecr na HBsAg aonxeH BburBt4Tb nara6olee
pacnpocrpaHeHHbre MyraHTbr, Taxr{e xar G145R, tl noATBepAr{Tb gro c
rroMorubro rec"ronofi BcraBKr,r. Bce xlrArne npr4Ha4nexxocrz, ranra6paropu u
KoHTponu AoJD(Hbr 6rrrr n ro,rosoM K r4cnolr63oBaHrrro Brrre, ucK;lroqtu
qenoeeqecrufi Qarrop flpfi flpuroroBnexur.r (6es xarrx-nr6o KocBeHrbrx
refic'tBLrit, Mep r.rnr4 KoppeKrr4poBoK MeAvrlxHcKoro nepconala), Koropbre He
noAJrexar nuoQurruswluu. Cra6ulrnoct na 6opry pearozBoB nocJre
rroMerrleHrrr B aHafir,Barop AoJDrGa 6rrrr ne venee 30.4ueft. Ocrarouxrri cpox
roAHocrrr Ha fiocr€tBJureMufi ronap Ha Aury nocraBKrr Anr pearenToB,
KorrrpoJIbHbD( Marepr,rilnoB u ra;rr.r6paropoB AoJDKeH cocraBJrrrb He MeHee
rurrr4necrrr.r npoqerroB or yKa3axHoro cpoKa roArrocrlr na ynaronre (npu
cpoKe roAHocrr.r MeHee AByx [sr); He MeHee ABeHa,qrlarr4 MecrUeB or
yK€BaHHoro cpbra ro4xocu,r Ha )maKoBKe (npu cporce roAHocrr.r ABa roAa rr
6onee). B crD..Iae nocraBKr{ ToBapoB, MapKrrpoBaurHbrx roBapHbrMrr 3HaKaMr,r,
flocralrqrr no 3anpocy 3axasqura o6xsyercr [pe,{ocraBr,rrb rrocJreAHeMy
AoKF{eHrbr, [oArBepx,uuuorque ([arr BBeAeHr,ur B fpaxAaxcKr.rfi o6opor na
reppzropuu Pecrry6nlrxlr Kagaxcran [ocr€IBlrreMbrx roBapoB
HelocpeAcrBenno npaeoo6la,qareneM ToBapHoro 3HaKa, pa3MerrleHHoro Ha
ToBape, r{nu c ero couract,rr. .{oryrr,remarrlu, fio.{TBepx,{arcrqvlru yxa3annrrfi



Qarr uoryr 6rrrr rzueusuonnbre corlrarlenzq flocraBulrlxa c
lpzlBoo6naAareJurMrr, TrMo)r(eHHbre AeKnapaU?ril, nncbMa npa.Boo6na,qarenefi I,I

nI4UeH3AaT4 AOrOBOpbr C Jrl4IIeH3I{aTOM trJrlr C ero KOHTpareHTaMrr Ha [OCTasKy
Me.tII4ut4 HcKrrx ug le luit,

JIor J\!7
Ne

JIOTA

Kpnreprn Onucanue

7 Harntenonanze PacxoAnui Marepr{an (Septums) rpe.qoxpannreJrbnbre Kpbrrrrevru Septums r
ropo6re 200 un. KprrIrrrr.r rroMeruarorcr Ha orKpbrrbre 6yturxu pearenToB
nepe.u 3arp)3xoft 6yrnuovex B o6pa6atrnaroqlrft MoAyJrl axzurrcaropa
ARCHITECT IIOOO.

JIor J\b8
l\b

JIOTA

Kpureprr.r Onrcanre

8 Hauvenordnue Pacrnop npe-rprrrepa (ARCHITECTi Pre-Trigget Solution)
flpe4Ha:nauen ,qJUr orrrlerrJren[r aKprrAr,rHoBo[ rvrqriu or KoMIIJIeKca arrrureH-
arrrr{reno. Pacrrop flpe-Tpr.rrrepa cocror,rr ug 6uglncrutnn rponannofi no4nr
(99,88yo), co,uepxauei nepeKrcb BoAopoAa B Konrlenrpaqnu 1.32%o.

Xpannrr rpu reMneparype 2-8"C. Bce xu.qrue npr4HalJreTHocrg,
ralu6patopu r,I KorITpoJIlr Aolxrgr 6rrrr B roroBoM K I4crroJrb3oBaHlrro Br!4e,
ucKrrorrar qenone.{ecrufi $a*top npI,t npIaroroBneHratr (6es xaxux-nn6o
KocBeHHbD(.ueitcrzuit, Mep r4nr{ KoppeKTHpoBoK MeAr{rlr{HcKoro nepcona;ra),
Koropble He rrorJrexar nvoftunll3zuluu.

JIor J\b9
Jlt

JIOTA

KpurepNr-r Onrcanue

9 Hatllaenosagrae Pacreop rpnrrepa (ARCHITECTI Trigger Solution)
flpe.qnasnaven r,Irt vrnvrr\vrai\vrr4 peaKIILt[ xeMI{JrroMr,rHecrleHrrlfi uo.nerynofi
aKpr4lr{Hr.ryMa. Pcraop Tpzrrepa cocrour us 6wucrrrJrr.rpoaxHofi BoAbr
(99,6yo), coaepxaqei rr4.{poKcr4A :aarrpr4r B KoHrIeHTpa{uu 7,4%o (no rraacce).

Xpaxnrs rpn reMneparype 2-8"C, Bce xzlxr,re flpr4Ha,qJrexnocrr,t,
xanz6paroprr n KoHTponr4 AoJrxHbI 6tIrr n rorosoM K r,rcnoflb3oBanlrro Brrre,
ucKrrroqiu qerose.recrr4fi tlarrop rrpu npuroroBnenvn (6es rarrax-lrl6o
KocBeHHbrx Aeitcrnuit, Mep r4nr{ KoppeKTr4poBoK MeAr,rrIlrHcKoro nepconana),
KoroDbre He no.une)r(ar iluo burnv3an0'vvr.

JIor J\b10
J\b

JTOTA

Kpurepuu OnncaHue

l0 HamraeHosaHrae Teqr ARCHITECT Syphilis TP frBlraercfl xeMrirrroMrruecrlenrHbrM
r4MMynoanzrnr{3oM Ha Mr{Kpoqacrr,rrlax (CMIA) rns KaqecrBenHoro
onpeAeneHnr anru:rel r Treponema pallidum (TP) n cunoporKe r.r rrJra3Me KpoBr.r

treroBeKa, a rarcr(e o6pa:qax, aa6pannrn< [ocMeprHo (nocne ocranorrlr
cep.qqa). Tem ARCHITECT Syphilis
TP zcnonrsyvrcr B KarrecrBe BcnoMofareJrbHoro cpeAcrBa Ar4arHocrr,rpoBanr,ur
cr,rtpunuc4 a raKxe B KaqecrBe cKpnnrlnroBoro recra c ueJrbro
rpe.uyrrpex4eHrur repe.uaqu Treponema pallidum peuunverrruM KpoBr,r rr ee
KoMnoHeHToB, a rarcr(e KJIeroK, rranefi n opraHoB, Muxpo'racrnqsl,
cencu6nnusupoBaHHbre aHTr.rreHaMr{ TP (E.coli, perorr.r6znanrrurr,rz), n MES
6yQepe. Muuulranrnas KoHrIeHTparlr{rr : 0,08% rBepAoro BerrlecrBa.
KoncepraHru: a3ua lnarpurl. v rpyrue [porr,rBoMt4Kpo6Hrre npenapatu.
KoHurorar, co4epxarqufi MetreHHbre aKpnrrrHoM MrrIrIIrHlre aHTr,rreJra K

IgG/IgM qerroBeKa n MES 6yQepe c rporezHoBbrrrr (6rrvrrru)
cra6urzsaropou. Munrarraarnu KoHrleHrpaqru : (anrz-IgG) 26,6 nr / un I
(anru-IgM) 1,34 ur/un, Koxcepranru: a3ur HarpllrA v rpyrute
rporr,rBoMrrKpo6nue npenaparrr. Pag6asurenb recra Syphilis TP Assay
Diluent, co4epxarqufi MES 6ySep. Konceprantri a3uAHarpvt r,r.upyrve
rrporlrBoMrKpo6nrre npenaparu. llepe4 npoBeAeHr{eM Tecra Ha crrcreMe
ARCHITECT iSystem Heo6xoArMo ysraHoBnrb t[ain recra ARCHITECT
Syphilis TP c aUcTaARCHITECT iSystem Assay CD-ROM. flplr auilrv3e
[oATBep)r(AeHHbrx ucrr4HHo [oJroxs4TeJrbHbrx o6paaqon rem ARCHITECT
Syphilis TP npo.qelroncrprrpoBir,'r rryBsrBr.rreJrbH ocrs >99,lYo.
Bocnpovsnolmrrocrb p*yrrbraroB recra ARCHITECT Syphilis TP,Un-fi

floJroxr,rre;rbnoro KoHTponr cocraBJrrer < | 5o/o. Bocnpousrogrvocrr 6rna
oflpe.ueJlera B coorBercrBr{ri c rrDoroKorroM EP5-A2 l4rrcrurwa rrr4HrlqecKr,rx



r na6oparopHbrx cranraproB (CLSD. Tecr ARCHITECT Syphilis TP
parpa6oran rar, qro6rr lnr4mb o6rqyrc cneqzfruvnoc'rr> 99,5%os
TecTrrpoBitE[r flOrryJurrlr4r.r AoHopOB rpOnra (.{K) n> 99,0%o B rrorryJrrrr[trr
rocnrrranu3r,rponannrn</av6yJraropHbD( [aqr{errroB, Bce Nr.qxre
npr.rHaAJrexHocrr,r, xa;ru6paropbr u KornpoJu4 AoJrxHbr 6rrrr s rmonoM x
ucloJrb3oBttHriro BI4Ie, r{cKlrroqa;I qeJloBeqecKrafi Qaxrop rrprl qpr{roroB.treHrrr.r
(6et rarrx-nz6o rocsennrx 4eircrBtrir, Mep nJl4 KoppeKrlrpoBoK
MeAHrIrrHcKoro nepconala), Koropbre He florJrexar tuoQurmsulttt.
Cra6r,urxocrr na 6opry peaKrr,rBoB rrocne rroMeulenve B arrarw3arop AoJDKHa
6rns ne rraenee 30.{Hefi. Oc'rarow{bri cpoK roAHocrlr Ha rrocraBlreMrrfi ronap
Ha Aary rrocraBrr.r Arr pearenToB, KoHTponbnbx MarepuanoB r ranu6paropor
AOJTXeH COCTZtBtrrTb He MeHee w$IjAeofrTvr rrporleHToB oT yKa3iiHHoro cpoKa
roAHocrlr Ha ylaKoBKe (npu cpore roAHocrr,r MeHee AB)x ne,r); ue lrenee
.{rena.qrlariluecrrleB or yKa3anHoro cpoKa roAHocrt4 Ha y[aKoBKe (npra cpoxe
ro.unocrr.r ABa roAa r{ 6onee). B cnfrae [ocrilBKr{ ToBapoB, MapKr.rpoBaHnrx
ToBapHbrMr.r 3HaKaMtr, flocratrqzr rro 3anpocy 3axag.rr4ra o6flgyercr^
[peAocraBr.rrb rrocneAHeMy AoKyMeHTbr, floATBepx.qauque ([arcr BBeAeHr.rJr B

rpaxgancrr.ri o6opor na reppuroptrr.r Pecrry6ruaxz Kagaxcran [ocraBJureMbrx
ToBapoB He[ocpeAcrBenno npa.roo6na{areneM ronairioro snan4
pa:tMexleHHoro Ha roBape, ruu c ero couracnr. .{o-riyueHrarr,rra,
noATBeplr(AarouriMr.r yKa3aHHufi (paxr nrorp 6srrr Jrr.rrleH3uoHnrre
cornarrreHrlll flocrasuzxa c npaaoo6lagareJrrMr{, TaMoxeHHbre AeKJIap arJvrvr) .
nr.rcbMa npaBoo6na,qarerefi rz narreH3nar4 AoroBopbr c nuqefisuatofu r.rJrr{ c ero
KorrrpareHTiuri Ha rrocraBKy MeAr.tqrrHcKt4x usaenufr'

florenqr,ralnnrrfi nocranqux flpe.{ocr:lBJrrer opranr43aropy 3aKy[oK
H4qJrexarrle o(poprunennue AoKyMembr (r ron vucne 4oronopa),
noATBepxAaroque npaBo [oTeHrlr,raJrbHoro uocTaBlqr,rKa Ha peaJr]Barlr{ro
ToBapa Ha reppu:ropzr.r PK, [peAocraBneHHoro )monnoMorreHxBrM
lpeAgraBrreneM [por.r3BoAr4renr, ceprnt[lrxar flpo[cxoxAenlre roBap4
BbIIaxHbMLI KOMIOHeIITHbIMI4 OpraIIaMI{ B CTpaHe SKcnopTepa.
llocraaxa Tosapa ocyqecrBnrerc.fl llocraBIrlrrKoM B Teqenr4e 10 (4ecarra).qnefi,

JIor l\bll
J{!

noTa
Kpnrepur.t Onncanue

1l Harmenonanrae Konrponu ARCHITECT Syphilis TP Controls npeAna3gaqeHbr Arur rpoBepKn
rarz6ponru crcreMBr ARCHITECT iSystem npr4 KaqecrBeHHoM onpeAeneHriri
arrrr4Terr r Treponema pallidum (TP) e crrnoporKe r4 nJra3Me xponlr uelonera. 2
r[raroHa (8 lu xax.utrfi) ronrponefi ARCHITECT Syphilis TP Controls:
otpuuarenrnrrfi Komponb r4 rroJroxr4Telrnufi Korrrponb B

peKzurbrlr.rHr.rpoeaHHofi IrJIa3Me KpoBr{ iIeJIOBeKa,

flonoxureusnufi ronrpolr (ranarrr.rruponannrrfi) peaKr[BeH na anrlr-TP.
Koncepnanru: a3u4 :aarpvr' r.r Aplrr,re nporr{BoMrlKpo6nrre npenapa:rlr. Bce
xr4rKrae fipnHaAnexnocru, xanu6paropbr ll KoHTporz 1onxnu 6rrrr a
foroBoM K l4cnoJrb3oBaHvrro Bvr4e, ucrrroqar qenoae.recK[fi tpamop npu
qp[roroBJreHrrr4 (6es xarra<-nu6o xocneunrx aeitcrauil, Mep r4nr{
KoppeKTr4poBoK MeAr,rrllrHcKoro nepcoHana), KoropHe He rroAJrexar
maorprlnnsauzu. Ocraro.{Hrri cpox ro4nocul Ha [ocrzlBJureruuft rorap Ha.{ary
[ocraBKH AJUr pearenroB, KoHTponbHbrx MareprranoB r,r ranr.r6paeopoB.qoJDKeH
cocTaBJUrTb He MeHee nsrvrAecflTIl [poqeHToB oT yKa3aHHOrO CpOKa TOAHOCTT,T

Ha ylaKoBxe (npr.r cpoxe roAHocrrr Menee AByx ner); ne Menee ABenaarlar[
MecrqeB or yxa3aHHoro cpoKa roAHocrr4 Ha ylaKoBxe (npv cpore roaHocrr,r
ABa roAa Lt 6onee). B crD..rae flocraBrn roBapoB, MapKr,rpoBaHHbD( ToBapHbrMr,r
3H€rKittrlr.r, llocraru1ux rro 3arrpocy 3arag.rura o6xsyetcx npeAocraBurl
nocne,qHeMy AoKyMeHTbr, rrorrBepxAarc[Ir4e QaKT BBeAeHrrJr r rpaxgancxnfi
o6opor Ha reppr.rropr{u Pecny6lzxr.r Kff}ixcraH [ocraBJrreMbD( ToBapoB
HerrocpeAcrBenno npanoo6la,qareneM ToBapHoro 3HaK4 pa3MerrleHHoro Ha
roBape, nJrrr c ero cornacr4.f, . .{oryrr.reararrau, floATBepxqtuorqrrr.ru yraaannrrfi
Qarr rrroryr 6rrrl nraqeHszoHHlre corurarrrenru flocrarrqura c
npanoo6nagareJrrMr{, Tiuox(eHHbre .{eKnaparrLru, rrvrc:.;Ma npanoo6nagareneft u
nr4rleH3r4aT4 AOrOBOpbr C Jrr4qeH3r,raTOM r,rJrr{ c ero KoHTpareHTaMr,r Ha [ocTttBKy
MeAIIIIITH CKITTX ug Ie nl{it,

llorenqraalrrrrrfi nocranulzx qpeAocraBnrer opraHr.r3aropy 3aryloK
HaAJlexaure olpopunennne AoKyMeHTbr (r rolr .rucne AoroBopa),
floaTBepx4aroqxe flpaBo noTeHrlr4a,rrbHoro fi ocTaBrrlr.rKa Ha peiuM3arlruo
ToBapa Ha reppr.rropuu PK, npe.qocrarnennoro ]monHoMoqeHnbrM



nPeAcraBr4reneM [poLI3BoAr.ITent, cepTntDrrKar rrpol'lcxox,qeHl're ToBap4

BbrIzutHbIMI.r KoMloHerrTHbrMI4 opfaHaMrr B crpaHe gKcnoprepa.

llocrasra Tosapa ocyulecrBnterc.ff IocraBUrr'IKoM B TeqeHrre l0 (aecxru) arrefi,

C MOMEIITA 3AIIBKI4

Ne

JTOTA

Kpurepuu Onucaune

t2 HazMeHosaufie KonTpomARCHITECT HMg/Ab Combo Controls npe,{Ha3HarIeH6I anq
OUEIIKI{ BOCIIPOX3BOAIIMOCTI,I TCCTA I{ BbUIBJIEHI'I' CIICTEMHbIX AITAJIITTIITIECK?TX

orxronenufi cucreMbr ARCHITECT i npu oanoapeMenlroM KaqecrBeHHoM

olpeAeneHlru anrurera HIV p24 u awr*.flje]Ir K BI.rPycy nuMyHo,ueabuqura
qenoBeKa rnqos I ulutu 2 (HIV-1/HIV-2) n cunoporKe r{JII'l rIJItrlMe KpoBI'I
qeroBeKa. 4 i[narona (no 8 rran ran<grrfi) xonrpolei ARCHITECT HIV AglAb
Combo: orpl,IuarenbHbrfi ronrpo.ns, [oJIox[TeJIbHbIfi xonrpom 1 r'r

noJroxr{TeJrbHblfi KoHTponb 2 npurotoanenHble B peKanbr[4rr'rporanHoi
nJra3Me KpoBr.r qeJroBeKa. floroxnreltntrft xonrpolr I (r.trartunuporannnrft)
peaKTr,rBeH na anrlr-HlV- 1. floroxrarenrnrrfi xonrpo4r,l2
(unarrr,rnrponannnfi ) peaKTrrBen na antu-HlY -2. ll,o,foxurenrnufi xompom
3 ssilretcx orrurleHHbrM Brlpycnbu JIH3aroM HIV, nplrroroBJleHHbnvr s TPI4C-
6yr[epnorr,r t[uszonorr.r.recKoM pacrBope c nporevHoBblru (6rnrurrl)
cra6urvsaropou. Koncepnanrbl.unt orpl4rlareJlbnoro Korrpont,
noJroxr,rreJrbnoro KonTpons I u nonoxutelbHoro KotrrpoJlg2: a3u4Harprrr u
rrporr.rBoMr4Kpo6nrrfi npenapar. Koxcepnanr AJUI flofiox[TeJlbHoro KorrrpoJul

3: a3nr Harprr. Orpuqarenrnrrfi ronrponl: Alrarra3oH gnaqenuft KoHTporuI

(S/CO) 0,00 - 0,50, noroxurenrnrri Konrponb 1: Auanason suaqenufi
Korrrponr (S/CO) 1,20 - 11,50, noJloxlzreJlbnbrfi ronrpolr 2: Auulasor
3na-reHufi Kourponr (S/CO) 1,52 - 8,30, noroxnrenrnrrft rourporm 3:

.qr{arra3oH gnaqennfi KorrrpoJul (S/CO) 1,87 - 4,59. Bce xorAKr4e

flpr{HaqJrexnocru, ranu6paropbr I,I KorrrpoJlfi,{oJDKHbI 6urr n rorosoN{ x
lrcnoJrb3oBzurrto Brrre, rrcKJrroqalr qeJloBeqecKr4fi Qarrop rrpt. nptrroroBneHlla
(6er raxr.rx-nra6o xocseHHrrx aeirctr'uir, Mep I4II,I KoppeKrlrpoBoK
MeAlil1t.rHcroro nepconana), Koropbre He floAJrex(ar nIo([nnr,rsaqun.
Ocraroqnuft cpoK roAuocrrr Ha rlocraBflteMrrfi rorap Ha Aary rrocrztBKl{ AJII
peareHToB, KoHTpoJrbHbD( MarepI4aJIoB u ranra6paropoB AonxeH cocrilBtulTl He

MeHee rurTrlAecrrr,r [porIeHToB oT yKa3aHHoro cpoKa roAHocrl4 Ha y[aKoBKe
(upu cpore roAHocrr,r MeHee.{Byx rer); ne MeHee.uBena,ullarrr MectueB or
yKa3axHoro cpoKa roAHocrr4 Ha ylaKoBKe (rlpl,I cpoKe foAHocrl4 ABa ro.Aa I.r

6onee). B cnyrae nocraBKlt roBapoB, MapKLIpoBaHHbIX ToBapHbIMt4 3HaKaMI'I,

flocrasqar no sanpocy 3axa3.rllKa o6tsyerct npeAocraBr,ITb flocneaneMy

AoK)iMeHTbr, floATBepxgaroque (baKT BBeAeHItI B rpaJ(ra]rcKl4fi o6opor na

Teppr.rropr{u Pecrry6nraxr,r Kagaxcran rocraBr-seMblx ToBapoB

Hefiocpe.{cTBenuo npanoo6ua,4areJleM ToBapHoro 3HaKa, piBMeIIIeHHoro Ha

ToBape, vJrr{ c ero corracrrs. ,{oxyr'remaruu, floarBepxA€uorqrnau yrasar*ruft
r[arr vorl'r 6rrtr naqenguoHHbre coruriuueunfi |IocraBnllrra c
npanoo6nagareJrrMr.r, TaMoxeEHbIe AeKnapaquu, nrlcbMa npaeoo6nagarenefi ra

nr4rleH3nar4 AotoBopbl c Jrr{rleH3r{aroM r,rJrx c ero KoHTpareHTaMr,r Ha IIocraBKy

Me,[r4unncKr,rx us reruir.

JIor J\b12

JIor J\b13

J\b

JIOTA

Kpxrepan Onncauue

IJ Hararrenosarile Kaar.r6parop ARCHITECT Syphilis TP Calibrator npeAHa3HaqeH Ant
raru6ponxu crrcreMrr ARCHITECT iSystem rpr KaqecrBeHHoM onpeAeneHlrn
iurrrrre;r x Treponema pallidum (TP) r crnoporKe 14 rIJr€BMe rporr uenoaexa. I
t[naron (4 r'.u) ranra6p Syghilis TP Calibrator n

peKaJrbrrr4Hnporannofi era (r,rnarrr,rrzponannofi),
pearrlrrHofi Ha anru-TP. Koncepnantu'. a:jLrAr.arpvs r.r ApyruIe
rrporrrBoMr{Kpo6nrre npenaparrr. llprn ficrroJlb3oBaH[u oAnofi u rofi xe ilapruu
u;rrr ylaKoBKr4 peareHToB B TeqeHLIe 28 glleir ranu6porra pearerrroB He

Tpe6yercr. Bce xraAxue nplrna,{ne}ruocrra, ralu6paropbr r{ KoHTpoJIIr,uoJDKHbI

6gru n roronoM K zcloJlb3oB€Inr,rro Bnre, rcKJrroqat qeroee.recKxfi Qarrop
npr4 npliroroBnenur.r (6es raxr.rx-nu6o KocBenHhrx Aeiac;rnuit, Mep LIII4

KoppercTnpoBoK Me.uuqr{HcKoro nepcoHulJla), Koropble He [oAJlexar
nraotlraausaqrau. Oc.raroqnrri cpor ro4uocrl{ Ha rlocraBJlteuufi ronap Ha Aary
nocraBKr,r AJUr pearenToB, KoHTpoJrbHbrx Marepl{anoB n xa.nr,r6paropoB AoJDKeH

cocraBJurrb He MeHee Dsfi|'I{ecurrl nporleHToB oT yKa3aHHoro cpoKa ro,4Hocrr4

Ha y[aKoBKe (npu cpore roAHocrrr Merree AB]DK ner); ne Menee ABeua,{rlarrr
MecrrreB or yKa3arlnoro cpoKa roAHocrlr Ha yrraKoBKe (npz cpoxe roAHocrI,I



aBa foaa r4 6onee). B cnyrae nocTaBKrr ToBapoB, MapKvpoBaHHbD( TOBapHbMI.r

3HaKaM1r, flocrasqllx rlo 3anPocy 3axagqzra o craBl'trb

rrocneAHeMy AoKyMeHTbI, noATBepxAaroq[e 0 rpaxAaxcrlri
o6opor Ha reppl4Topl.{u Pecrry6nraru Kagaxcran [ocrilBJrteMbx roBapoB

HenocpeacrBenno rpanoo6na4areneM ToBapHoro 3Hax4 pa3MeruexHoro Ha

ToBape, uJrI{ c ero corJlacl4'. ,{oxyuexrarr'rr'r, noATBepxAzlrotqruu yxasannufi

rparr rtrory'r 6rrrr nnqengnoHHble cotJrarllenr4.s flocraBrlura c

npanooonauareJurMrrr, Tzu\{oxeHHbre AeKfiaparlrrlr, rrr4cbMa rrpaBoo6na,uaTeflei Ir

nuIIeH3[aT4AofoBopblcJII{ueH3[aToMI,IJII{ceroKoHTpareHTzMI'HanocTaBKy
MeA[urIHcKrtx ug re luil

t JIor J\t14

JIor J\t15

J\b

JIOTA

Kpa'repuu Onncaane

t4 Hararraenosagrle Kanu6parop ARCHITECT HIV Ag/Ab Combo rpeAHa3naqeH Ant
CT i npz

,xffii;i
qeloBeKa. ,{ononnurelrrrlT o r.fir<[opvauno cM. Bo BKIIaAbIIITe K peareHry

ARCHITECT HIV Ag/Ab Combo. I <pnaxon (4 ur) xa,ru6paropa I .
ARCHITECT HIV AglAb Combo (CAL 1): oquulennuft nrapyctrufi rulsar

HIV r TPl4C-6ytfepnoru tpuononoruvecKoM pacrBope c rporer{HoBblM

de securite sanitaire de sante (Qparrlry3cxoro arenrcrBa caHrarapnoi

6egonacnocrn [poAyKqr.rr4 MeAr{rI}rHcKOrO nalravenru). IIpz ucnonasonanrar

oAxofi r.r rofi xe flaprllr{ r{nfi ynaKoBKI{ peareHToB B Tevenue 28 lneit
xanz6ponra pearenToB He rpe6yerct. Bce Nzrxue flpuHa'qfleirtHocrrr,

rama6patoprr r,I KoHTpon[ AoJDKHbT 6rrrg g rorosoM K I'IcrIoJrb3oBaHI'Iro BI{Ae'

ncKrrroqair qenoseqecKufi rlaxrop nPu npl{roroB:renrau (6es rcaxrx-ru6o

KocBeHHbD( Aeftc'tr;uir, Mep nJrr{ KoppeKTI'IpoBoK MeAr'I[Ll HcKoro nepcoHana)'

Koropble He noAJlexar nl,IoQunll3allura. Octaroqnlri cpor ro.qnoct'r na

nocrasnreMHfi ToBap Ha Aary [ocraBKn AJUI peareHToB' KorrrpoJlbHbrx

Marepr{anoB r.r xanra6paropoB AorIx{eH cocraBJurrb He MeHee fltrurec rvl
[porIeHToB or yKa3aHHoro cpoKa ro.uHocrl4 Ha ylaKoBKe (npu cpoxe ro.uHocrH

Menee.uByx nsr); He MeHee ABeHaAqaru MectIIeB or yKrcaHHoro cpoKa

roaHocrrr Ha ylaKoBKe (npu cpoxe roAHocrLI ABa ro.ua u 6olee). B c:ryrae

rrocraBKIl ToBapoB, MapKI,IpoBarrHbrx roBapHbIMI{ 3HaKztvll' flocrasul4r no

3anpocy 3ara:qrara o6rsyercx [peAosraB]ITb fiocreAaeMy .uoKylue]rrbl'

roArBepxrarcu[e OaKr BBeAeHI4JI B rpa:r<AaHcKtlfi o6opor Ha repplrropral{

Pecny6nurcu Ka3axcraH [ocraBJUIeMbIx roBapoB Helocpe.4crBeHHo

npanoo6nagareJleM ToBapHoro 3HaK4 puBMerueHHoro HaroBape, Ilurr{ c ero

corracurl ,{oryr'renravu, no,4TBepxAaronlvMll yKa3aHnufi i[an rnloryr 6rrrr
Jrr4rreH3lroHHbre cofJraruenl{Jl flocraeuura c rrpaBoo6na'qarentMI'I'

TaMOXeHHbre AeKnapaqrail, fl rrcbMa flpaBoo6na,4arenefi v naqensuarq

AOTOBOpbI C nuqeH3naroM I4Jrr'I C ero KorrTpareHrulMr',I Ha [ocrilBKy
MeAr.rquEcKrD( us Ae Il;air.

J\&

JIOTA

Kpn'repuu Onucaure

15 HazveHosaHlae Kana6paroprr ARCHITECT HBsAg Qualitative II Calibrators
rlpeAHa3HaqeHrr.4n-a ra:ru6poBKll crcreMbl ARCHITECT i System npz

KaqeqrBeHHoM o[peAeneHl4l{ }r noATBepxAe]lrtv llaJluqvtt [oBepxHocTHoro

zrr{rnreHa (HBsAg) reflarllra B B cblBoporKe I4 rrlrut:tMe KpoBn qenoBeKa c

rrcrrorrb3oBaHuelr na6opor peareHroB ARCHITECT HBsAg Qualitative II
Reagent Kit 14 HBsAg Qualitative II Confirmatory Reagent Kit. 2 lpnaroua (no

4,0 vn) xarz6paropor ARCHITECT HBsAg Qualitative II Calibrators.

Kanu6parop 1 cogepxur r.IHaKTr'IBI,rpoB€IHnnfi o'rn[eHHrrft HBsAg qeJIoBeKa

(noArun ad) n Qoc$arnor'r 6yQepe c nnaguofi KpoBI4 qeJIoBeKa I{

nporerrHoBbrMz (anr6yrraua cbrBoporKl4 6H'{reft rponn) cra6znl8aTopzMrr'

lin 950 u

Oualitative II Confirmatory Kanra6patop I u Kanr6parop 2 rcnonrgytorcr AIs



orleHKlr npaBuJrbHocTr4 Kiurr46poBKrr rz pacqsTa noporoBbrx 3HaqeHr,rfi Tecra. B
recre ARCHITECT HBsAg Qualitative II Confirmatory Kanu6parop 2
rrcnoJrb3yercr Arur pacqera %o ueinpatusaryuu. Cra6utrcuoctt xa_nv6ponxu
AoJrx(Ha 6urr 4lureltnofi, u xa,lrz6poBKa AoJnr(Ha rpe6onarrc.r roJrbKo B ToM
cJr) rae, eclv fiapTut r.r3MeHreTcr AJrr KaxAoro napaverpa, llpr.r
IzcnoJrb3oBaHr4u o4uofi a rofi xe fiaprkrtr uJrrr ynaKoBKrr peareHToB B Teqenr,re
28 lneil. ranu6poera peareHToB ne rpe6yercr. Bce xugxue [pr{HaAJrexxocrr4,
ranz6paroprr r4 KoHTpon[.qonxnrr 6lrrr B roroBoM K r4crroJlb3oBaHr{ro BE[e.
ucKrroqar qeroseqecxufi Qarrop npr4 npr4roroBnenuz (6es rarux-lu6o
KocBeHHbrx .ueitcrnufr, Mep rrnfi KoppeKTr,rpoBoK MeAr4rltrncKoro rtepcorruura),
Koropbre He [oAnex{ar nuo$ulnsaqnIl, Ocraro.rHHfi cpor ro4nocrz na
noc, an,rreN,mrft ToBap Ha aary flocrttBKlr Arrr pezlreHToB, KoI{TpoJrbHbD(
Marepr{anoq r,r ranu6paropor .uoJrxeH cocraBJlrrb He MeHee rurru.qecrrr4
nporleHToB or yKa3aHHOrO CpOKa TOAHOCTT.T Ha ylaKOBKe (npr,r cpoxe roaHocrr,r
Menee ABlx ner); He MeHee ABena,(rlarlr MecrrleB or 

'xa3aHHoro 
cpoKa

roAHocrr4 Ha ylaKoBKe (flpfi cpoKe roAHocrr4 ABa roAa n 6oree), B clyrae
nocTaBKn ToBapoB, MapKr.rpoBaHHbrx ToBapHbrMrr 3HaKzMr{, flocranrqrax no
3anpocy 3axag.rlara o6.aayerc-a trpeAocraBr,rrb nocneArleMy AoKyMeHTbr,
fioATBepxrarouue (baKT BBe.qeHr.rr B rpaxAaHcKrrfi o6opor Ha reppr.rropr,r]r
Pecrry6naru KasaxcraH nocraBJureMbrx roBapoB Henocpe.(crBeHHo
npaaoo6:ragareJreM ToBapHoro 3HaK4 pa3MeqeHHoro Ha roBape, r4nrr c ero
corJracrrr. .{orylrexrar'rz, rroATBepxAztrorut4Mr4 yKa3aHHrrft tf arr lroryr 6rrt
JrI{rIeH3uoHHbre courarneHr,rJr llocranllura c npanoo6nagaren_dr'ru,
r,MoxeHHbre .ueKnapaulrr4, r[rcbMa rrpaBoo6fla4aTeleft re naqensuar4
aoroBopbr c JrHueH3r4aToM r,rJrrr c ero KoHTpareHTaMu Ha ITOCTaBKy

Me.qnruHcKr,rx us ne nuil,

JIor Nsl6
J\b

JIOTA

Kpurepnr.r Onucasre

lo HazNrenosaHze KoHrpolu ARCHITECT Anti-HCV Controls rpeAta3HaireHbr Art
eepurpuxaqun xanu6ponrn cucreMbr ARCHITECT iSystem npa
KarrecrBeHHoM o[peAeJreHr4n ar{rr{Ter K Brrpycy renarr.tra C (aHrr.r-HCV) n
cbrBoporKe r{ rrJriBMe KpoBr. qeroBeKa. 2 Snarona (8 Nln rax.qrri) xoxrponefi
ARCHITECT Anti-HCV Controls, rroAroroBrrerHbx B peKaJrbur{nnponarrHoi
nJra3Me KpoBr4 irenoBeKa (rlnar:rznzpoBaHHoft ). flo:roxurenrnrrfi xonrpols
peaKr[Ben na anrz-HCV. KoncepnaHr : 

"an 
W :r.arpul.. Konrponu rueror

cJreA).roque KoHrIeHTparlrrr,r: KoHTponb orpr.ruareJrbnbrfi: narypallnrrfi,
auana3oH KoHrporur S/CO < 0,60. Konrpolb ro3r,rrr4B: rorry6ofi, .quana3oH
KoHrporur S/CO l,7l - 5,13. Bce xr44Krre nprrHaAnexHocrz, ralu6paroprr ra

KoHTponI4 aoJrxHbl 6rnr n roronoM K r{cnoJrb3oBanr{ro Bnre. I4cKJrroqtuI
qeroseqecrzfi Qaxrop npIa npuroroBnenzu (6es xarnx-m.r6o KocBeHHbrx
AeficrPlft, Mep rrnu KoppeKTr4poBoK Me.ur4rlr.rHcKoro [epcoHana), KoropEre He
noAJlexar Jluo(bfinrBarlut4. Ocraroqnrrfi cpoK roAHocrn na nocrasrreN{rrfi
TOBap Ha IaTy rrocTaBKrl .qnr peareHToB, KoHTpoJrbHbrX MaTep'aJroB r,r

ra;ru6paropon Aonx(eH cocraBfirrb He MeHee rtrurecqru nporleHroB or
yKa3aHHoro cpoKa roAHocrr4 Ha ylaKoBKe (npv cpoKe ro.qHocrr4 MeHee ABlx
neT); He MeHee.qBeHa,q{aTr{ MecrrleB oT yKa3aHHOfO CpOKa |OAHOCTT4 Ha
ynaxoBKe (npn cpore roaHocrn ABa roaa u 6onee). B cnyrae [ocraBrr4
ToBapoB, MapKr.rpoBaHHbrx roBapHbrMr.r 3HaKzMrl, flocraarqzr no 3€lrrpocy
3aragqura o6-s3yercr npe.qocraBr.rrb nocneAHeMy AoKyMeHTbr,
noATBepxrarcu[e 1lartr BBeAeHzJr B rpar.qaHcKrrfi o6opor Ha reppr.rropr4r.r
Pecrry6nrExa Ka:axcras [ocraBJureMbrx roBapoB He[ocpeAcrBeHno
npaeoo6nagareleM ToBapHoro 3Haxa pa3MerqeHHoro rra roBape, tu[r c ero
corJracrrJr. ,{oryr.aenratra, no.qrBepxAarorur4Mr{ Fa3arrHuft $arr rrroryr 6rrrr
Jrr,rueH3r{oHHbre cor;rarrreHilJr flocrasqura c npanoo6la4arerrrlru,
TaMOXeHHbre AeKnapauuu, rlrcbMa [paBoo6na,qaTenefi 14 rurleH3uaT4
.qoroBopbr c Jrr,rrleH3naToM r4Jrr{ c ero KoHTpareHTaMr4 Ha nocTaBKy
M e.urqr.rHcKr,rx v3 ae rrLril.

llorenqna,rrntrfi nocranulur flpeAocraBfirer opranr43aropy 3aKy[oK
HalJrexaqe otbopMneHHbre aoKyMeHTbr (r rona uucle AoroBopa),
IIoATBepxAaroqIie npaBo noTeHrlr4aJlbHoro nOcTaBIIIr,rKa Ha peiur,t3arll.Ilo
ToBapa Ha repptrropl,tr,t PK, npeaocranJrennoro ynolHoMoqeHHbrM
npeAcraBr{TeneM npor43BoAr4renr, ceprlrQraKar trpolrcxo)r(AeHrre roBapa,
Bbr.qaHHbrMrz KoMnoHeHTHbrMr.{ opraHzlM}r B cTpaHe 3KclopTepa.
Ilocranra Toeapa ocyrqecrBnaerca lloc.raeqrzKoM B reqeHue l0 (aecrrr) lnefi,
C MOMCHTA NCPC,UAII}I CMV 3AJIBKI,I



JIor J{b17

Pacxo4rrul Marepr.rzlJr (Reaction Vessels) pearr[.ronxbre rqefrrur Reaction
Vessels a xopo6re 2000 mr. flpospavnbre rrJracrr,rKonrre lvefrxu, oprmnarnaofi
(popuor (ABBOTI DIAGNOSTICS), rcuonrsyeubre B xeMtrrrroMr.rHr.rcqelnHoM
r{MMyrroaHaJM3e Ha MnKpoqacrr.rqzx (XI4AM) c [oMorrlbro ct4creMbr
ARCHITECT i. Banualryonanbr AJUr r{crroJrb3oBanr,rr ua 6opry aHaru{:}aropa
ARCHITECT IIOOO.


