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Tecr ARCHITECT Anti-HCV nBrflercfl.
XeMIjJIIOMIIHIiCIIAHTHbIM IiMMyHOaI{aJII{3OM Ha,. MLIKpOqaCTI4IIaX
(CMIA) Ar.rr KarrecrBeHHoro onpsAeJreHr{fi arirrarer K Brrpycy
renarrrra C (anru-HCV) n crrnoporKe rr [Jra3Me qeJroBeKa, a
rax>xe o6pa:qax, 3a6paHHbrx frocMep.uro (nocne ocraHoBKlr
cepalla). llepe4 npoBeAeHHeM recra Ha cucreMe ARCHITECT
iSystem neo6xoAiapro ycraHoBi.rrb $afin recra ARCHITECT
Anti-HCV c ar4eKa ARCHITECT iSystem Assay CD-ROM.
Ha6op peareHToB Bx;rroqaer: Mnxpovacruqu,
ceucu6unusnpoBaHrrr,re aHTvreHoM HCV (E. coli, Apoxxu,
pexou6rlrraHrrtrfi) s MES 6y$epe. MHHzMaroHas
KOHrIeHTpaqLrs: 0,14%o TBepAofo Berqecrea. KoncepBaHrbr:
qporlrBoMr4Kpo6Hue npeflaparr,r. Korilrorar: Kou:brorar,
coAepxaul4 MeqeHble aKpIlAIrHoM Mb[rjnHbre aHTrzreJ.ra K

IgG/IgM qerroBeKa e MES 6y$epe. Mxnrnraluras
KoHlreHTpaurx: (IgG) 8 urhr/(IgM) 0,8 ur/lan. KoHcepeaurr,r:
qporr{BoMr.rKpo6rnre rpefiaparbr. Pas6asllreffi recra Anti-HCV
Assay Diluent, coAepx(arqai TRIS 6yt[ep c cyplpaxran:ror.l.
Koncepnaurrr: a3r{A :aarpul. H Apyfr4e nporr4BoMr.rKpo6rmre
nperaparbr. O6qas cneuu$uvnocrr cocraBr4tra 100%
d499614996) npu95Yo AoBepr.nenbHoM rrHrepBiure or 99,45%o go
99,710 . O6rqas qyBcrBr.rrenbnocrb cocrasLlala l00yo c 95o/o'

AoBeprrrenbHbrM HHrepB.LroM or 99,18% Ao 100%. Mox<er
nc[oJlb3oBaTbcr cpa3y IIocJIe r43BIerreEur u3 MecTa xpaHeHrzr c
reMneparypof42 - 8"C. Xpaurare B Beprr4KanrHoM [oJroxe.lun.
llocranxa roBapa 3axasqurolr Aon)r(Ha coorBercrBoBarb
ycnoBruM, c co6ffoAeHneM lpe6oBaHr,ri [por{3BoAr{TeJUr,
co6mo4enrzeM HHcrpyKqafi, o6ecne.reru4eM ero coipaHuocrz.
llo tpe6onaHrco 3axasquxa llocraeunx rpe6yer
noATBepx.qeHur [poBepKr4 TeMnepaTypbr Ha Bcex yracTKax
rpaHc[oprr{poBKr4 npoAyKrrr4r4 or cxnaaa flpoa:eognre:ra 4o
3ar<as.ruxa. B cnyvae HenpeAcraBnenaa (HecaoeBpeMenHor-o
npeAcraBneHua) pa:rraerueHr4rr AoKIMeHToB no nocraB Ke roB apa
HEIICIOJIHEHHbIM.

Bce xn4xrae npriHaArrexHocrz, rann6paropbr r{ KoHTponu
AoJIXT{br 6rru, s roroBoM K rzc[onb3oBaHrrro BrrAe, HcKrroqa.s
.renore-.recKr.rft Qarcrop npr4 rrplrroroBJreHlru (6e: raxrx-nrz6o
Ko cBeHHbrx .{e[crB nr\, Mep unr{ KopperTr{p oB oK MeAHrrr.rHcKo ro
nepcona-na), Korop!,re He [oAJrex(ar :rnoQra.naraq]r]r, a raK?t{e
BxoAHT rr{noxJropuT He MeHee 5"/o. Cta6uil,nocrr rua 6op.ry
peaKTI.{BoB nocne noMeure:nrrfr B aHanu3arop ao,rr}KHa 6url ire
uenee 30 AHefi. Ocrarovuufi cpor roAHocrri Ha nocrasrse\4uf
TOBap Ha AaTy nocTaBKr4 Anr peafeHToB, KoHTpoJrbHbrx
Margpr{€InoB ra ranu6paropoB AonxeH cocraBJr{TE, He venee 8
Mecrr{eB, Anr pacrBopoB He Menee 12 Ntecsuen. B clv.rae



rrocTaB Ku ToBapOB, MapKrTpOBaHHbrx TOBapHbrMr.r 3HaKzMr.r,
llocranqax rro 3arlpocy 3axa:.{Hxa o6x:yerca [peirocraBHT;
[ocneaHeMy ao KyneHTbr, rro.qrBep)K-f arourne QaKr B Bene Hrarr B

rpaxAaHcKHfi o6opor Ha reppr{ropr{u Pecnl'5rrnru Ka3axc'ran
nocraBDreMbrx ToBapoB Henocpe,lcrBeHHo fipitBoo6;ra.tare.nerra
TOBapHOTO 3HaK4 pa3MerleHrroro na ToBape, r{ru c ero
cofJracn r.,{ox1a'lerrraurl no.:ITBepxnarounuu yra:arnrrfi
Sarr r'roryr 6rrrr ;rrarerr:Eorrrrbre cor.lrameHuJr flocrasuuKa c
npaBoo6narareJul\m, Tavoxenrrbre,fercqapaulil.r, [r{cbMa
nparoo6;ra.aare-rei n .-rurterBgara, -roroBopbr c rnuen3aaroM
EJrH C efo KOHTpaTeHTaVH Ha nOCTasX\',\te-fHUr.rHCKHX nZneitptit.

2

Aurarena K Br.rpycy lenarara C,
KOHTpOnb

Konrporu ARCHITECT -{ntiHCV Con trols npeaHa3HaqeHr,r
.a-na nepn$u xaunn ra-rx5poBril.r cncreMbr ARCHITECT isystem
rrpa KarrecrBeHHov orpe]eler{Hn aHTHTe_'r K Br.rpycy reuarrlra C
(arnu-HCV) B chrBoporxe n E-rir:Me KpoBa qeroBera.2 Qnaxoua
(8 ur raa<*fi) xorrpo-rei ARCHITECT Anti-HCV Controls,
no,ryoroBreHnbD( B pexzLlbrrlrq rDosaruroE rrJra3Me KpoBrI
qeJroBeKa (rurarrmryoearnofi). flonoxs:reirurrfi ronrpolr
pearcrr{BeH na armr-HCV. Koncepnarr: ProClin 950 u asu4'
Harpurr. Kon'rpo-rx a(eror c_:rejq/rorlae,. KonueHTpaqirr4;
KouT po:n orpranare-rrrnrfi : nar\pturbHbr i, rfanasoH KoHTponfl
S/CO s0,60. Korrpo,rr tro3urnB: ro;ry'6oi, ruara3on KoHTpoJUr

S/CO 2,50 - 7,50- Korrrpo-rr ARCHITECT Anti-HCV
Controls xpaHrrcr npx 2 - 8"C r ueprrac€ur6HoM noJrolKeHr.ra.
llocranra roBapa 3ariagqrniov jlo:rrKHa coorBercrBoBarb
ycnoBmrin, c co6.r-[o.IeFEev lpe6OBaHHi rrpor{3BoAHTeJrr,
co6rnolenserr rlrrcrplxruill- oSecneqenr.reM ero coxpagHocrn.
llo TpeSoeanno 3aria:.{rrxa flocraeqar rpe6yer
noaTBepx4eHr.u npoBepKn TevnepaTwbr Ha Bcex yqacTKax
'rpaHcfloprupoBr?r npolr'rtuxlr or cr!]a.Ia flpou:noararenx ro
3ar<a:.{Hxa. B c-ryrae Henpe-rcrzlB--renua (uecnoeBpeMeHHofo
upeAcraBrteTu,a) parxerueHrur .troK\aneHToB no nocraBKe roBapa
HEI{CIOJIHCHHbI\I.

Bce xnu,xue npHHaAr.rernaocra, rana6paropr,r rr KoHTponu
AoDr(Hbr 6rrT r s roroBov K ucuo-'rLjoBaHr,rro BH,qe, Hcxtrlollafl
qe.none.recKri Qarrop rpH [puroroBireHnn (6e: xaxm<-lz6o
KOCBeHHbTX :reft CrsHft , vep E-rr{ KoppeKrupoBoK MeAHrIr.rHcKO rO
nepconana), Korophre He tro-L:rexar auo$u-nara{nu.
Ocratoqrnri cpox ro.drrocru na uocrilBJrrelorff ronap Ha Aary
nocraBKfl I[r pearenToB, KoIfrpoJIbHbIx MaTep]IanoB I4 r

xanu6paropoB.doirrr(eH cocraBJrrrb He MeHee 8 uecxqen, 4nx
pacrBopoB He MeHee 12 vecnres. B crryvae [ocraBrr{ ToBapoB,
MapKripoBaHHbrx roBapHbrMn 3HaKaMH, llocranrqur< rro 3a[pocy
3 axasqr,rKa o6asyercr npeJocraBr{Tb nocJreAHeMy AoK}'t!{eHTbr,
noATBepxaarourue Qaxr BBeIeHH' B rp&r(.4aHcKrai O60po'r na
Teppr{Topuu Pecrry6;ruxu Ka:axcran nocraBrreMbtx roBapoB
HenocpeAcrBeHHo npaBoo6raaareneu roBapHoro 3HaKa,
p€BMerqeuHoro Ha roBape, wrr c ero couracur. .{or<yvenranrz,
noATBepx(rarcugMr,r )rKa3zruHbri $ar:r lroryr 6r,rrr,
JIr{rreH3HoHHbre conlarxenwr flocranmaxa c
npanoo6naaareirsMu, T€tMoxeHHbre AeKJrapa{nr4, nricbMa
npaao o6naaa r e r'eit u iraueH3nara,,uoroBopr,r c nrirreH3riaroM
IiJIIi C ero KOHTpaTeHT€MLI Ha nOCTaBXy MeALrUr4HCKprx ra:1gelnit.
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Anrrarena K Bnpycy leuarura C
xann6parop

Kanu6parop ARCHITECT Anti-HCV Calitrrator
ucnorb3yerca .tnx xaan6poBKr.r cr4creMrr ARCHITECT iSystem
npLI KaqeCTBeHHoM onpeAe:l.envru aHTIITeJI K BIapyCy renarara C
(anrrl-HCV) B cbrBoporKe H rrla:rMe KpoBH rrenoBera. I $naxou(4 Mn) xa.nu6paropa ARCHITECT Anti-HCV Calibrator
noAroroBJreHHofo B peKzlnbrluuuponannoft rrJra3Me KpoBr{
qeroBeKa (anar<rranapoeannofi), pearl.rnnofi na anru-HCV.
Koncepraur: ProClin 950 u a3ur, lnarptrr^ Kanu6paroptr
ARCHITECT Anti-HCV Calibrator xparurrcr npr.r 2 - 8oC n
BeprHKaJIbHoM froto)I(eHr,rH. llocraaKa roBaDa 3ar<a:.raxoi\4



AOnxHa cooTBeTcTBOBaTb ycnoBr4JrM, C CO6JtrOAeHHeM
Tpe6oBaHHfi nporr3Bo.{flrenr, co6ruoAeHr4eM r,rHclpyKrlr{i,
o6ecne.reHueM ero coxp€rHHocru. flo rpe6oBaHrilo 3ara:qura
lloctagrylr rpe6yer no.rrrBepxAeril{r qpoBepxr{ TeM[eparypbr
Ha BCex )^racTKax ,rpaHcnopTHpoBKa npo.ilyKrlitr oT cKnaAa
llpo4:rolnrenr ao 3axa:qnra. B crrycae He[peacraBneHr4,
(HecBoeBpeMeHHoro npeAcraB_rreHur) pa:lreureil1, AoKyMeHToB
IIo nocTaBKe TOBapa Her{cnoJIHeHHbrM.
flpa acnonl:oBaHr.tr{ o.qHofi u roft xe rraprvturlrtr.r y[axoBKtr
peareHToB B TerreHr.re 28 aneit xann6ponxa peareHToB He
T pe6ye:rca. Bce xaArrae npr,rHaAnexHocrra, xa.na6paropbr r.r

KoHTponu AoJrx{HbI 6rrrr s roroBoM K HcnoJrr,3oBaHr{Io Br.IAe,
HCKJTTOIr UuI lreJroB eqecKr.rfi Qarcrop IIpu npEroTonne nun (6es
xaxra<-na6o KocBeHHbrx Aeftctr.uit, Mep r4n r,r KoppexTLrpoBo K
MeArirllrHcxofo nepcoHana), rcoropue He [oanex(ar
nuo@u,rra:aulrrz. Ocraroq nrrfi cpox roAHocra Ha
nocraBmeMbif roeap Ha Aary nocraBxa an, peareHToB,
KoHTponbHbrx M arepuanoB u xa-nrz6parop oB Ao.irxen
cocTaBJrrrb He MeHee 8 UeCAqen, AI.rr pacTBopon ue lrenee 12
Mec{rIeB. B cnyrae rocraBKr.r roBapoB, Mapxr4poBaHubrx
ToBapnr,rMr4 3HaKaMH, llocranqur< no ranpoc! 3axagqrzxa
o6xsyerca npeAocraBaTb nocneAHeMy AoKyMeHTbr,
noArBepxAarorque Qar<r BBeAeHr4f B rpaxaaHcKrafi o6opor ua
Teppnropr4a Pecuy6nrzrz Kagaxcrau nocraBJrreMbrx roBaDoB
HenocpeAcrBeHHo npaBoo6laAareleu roBapHoro 3HaKa,
pa3Merr{eHHofo Ha roBape, vJrpr e ero corJracr4rr. [oxyrrenrava,
noATB epxAaro [Ir4Mr4 yKa3aHurrft $axr voryr 6trrr,
JrHrIeH3r.roHHbre cofJrarueHr4Jr llocranuluxa c
nparoo6naaareJlrMu, TaivroxeHHbre AeKJIapaLI[a, [rzcbMa
np aooo6nagarenefi r.r nr4rre H3r4ara, Aof oB opbr c nurlen3r4aroM
Hnv C ero KOHTpareHTaMr4 Ha [OCTaBKy MeAHUrzHCKr.rx uZletuit.

A

Btr{LI Kou6o, pearenr 100

t ecr ARC'nlI I'ECT HIV AglAb Combo sBlserc,
xeMLrJ'IroMr'iHecueHTHI,IM HMMyHOaHanH3OM Ha MHKpOrracTauax
(CMIA) Am oaHoBpeMenHoro KaqecrBeHHoro ofipeAenen],rrr
aHrr4reHa HIY p24 H aHrr{rer K Bupycy rrMMyHoAe$rzur4ra
qerroBeKa rana I u/unu2 (HIV-1/HIV-2) n cunoporxe u
[Jra3Me KpoBu qenoBeKa, a raKxe o6pauax, :a6paHmrx
nocMeprHo (rocne ocraHoBKH cepArla). Tecr ARCHITECT
HIV AglAb Combo npeAHa3Har{eH rur{ rrcronb3oBaHr4rr B
KatrecrBe Bc[oMorarenbHoro cpeAcrBa AaafHocrrma uri$exqrzfr
HIV-1/HIV-2, a rapxe B KarrecrBe cKpr{HrzHfoBofo recra c
uenbro npeAyrpex(AeHwr nepeAavu uaQexilzrz HIV_ l/HIV_2
perlr{rraeHTaM KpoBrr, ee KoMrroHeHToB, a raor{e KreroK, rr<anefi
rz opraHoB. Tecr ARCHITECT HIV AglAb Combo ue
rro3BoJrrrer yroqHarb, peaxTr4BHocu Ha xaxofi ag
nepequcneHHbrx MapKepoB Br,r.rrBreHa: Ha aHTr4reH HIy p24,
aHrrzrerra x HIV-l LUfiI a:arv"reila x HIV-2. llepe4
npoBeAeur4eM aHanvlsa B cr4creMy ARCHITECT i Systeur
Heo6xoAuvo 3arpy3r4rb $afin recra ARCHITECT HIV AglAb
Combo c KoMnaKr-AHcra ARCHITECT i Systern Assay Cb_
ROM. Ha6op peafeHroB ARCHITECT HIV AyAb Combo
AOJIII(eH XpaHLITbCt B XOnOArrnbHrrKe rrpu TeMnepaType 2 - 8"C
r4 MOXeT rrc[oJrb3oBaTbcr Cpa3y nocJre rr3BJreqe:HLltr' vr3
xoJroar.rnrHuKa (2 - 8'C). Ha6op peareHToB neo6xo4lnro
xpaHrfrb B BeprHKanbHoM floJro)r(eHun. llocranra roBapa
3aragqaxoru Aonx(Ha coorBercrBoBarb ycroBrlrM, c
co6rnoAeuaeu,rpe6onanr.rfi np oir:noAurenr, co6moAeHr4eM
uncrpyruufi, o6ecneqenneM ero coxpaHnocra. llo
r'pe6oranr.no 3 axas.{ axa llo cranurax .rpe6yer noATB epxae Hr.r,
npoBepKr{ TeM[epaT]?br Ha Bcex rracrKax lpaHcnopTrzpoBKH
rpoAyKrrriu or cKJraaa llpolr:noar.rreJur Ao 3axa.:quxa. B crr}^rae
HerrpeAcraBnenua (neceoeBpeMeHHoro flpeAcraBneHrirr)
PA3MEqCHI4'I AOKYMEHTOB IIO NOCTABKC TOR2N2



HeHcnoJrHeHHbrM. MnKpoqacrr.rubr: I una 4 Q,iraxoH(a) (6,6 un
na 100 recrosl27,0 Mn Ha 500 recron) Mr4Kporracrurr:
Mr{Kpoqacrr4rrbr, cesca6ura:HpoBaHHbre aHrnrenolr HIV_
|/HIV-2 (pexortr6raHanrrurrrl) H aHrarer.roM xHly p24
(urruucroe, MoHoKnoHaJrbHoe) B @u:uoloruvecKoM pacrBope c
TRIS 6y<[epou. MrannraanbHuur Korqerrrp auua: 0,07;/o cyxux
BeruecrB. Koucepnanr: a3Ll''I:tsrarrpv'.. Konrrorar: I unu4
Qnaxou(a) (5,9 rut ua 100 recros/26,3 rran Ha 500:recron)
Korrbrorara: aKpuAriH-MeqeHbre aHTrlrerrr HiV_ I
(pexoru6r,ruaarr+re), aKpuAnH-Mer{eHbre cHHTerr4irecxrde
nerrrr.r.{br HIV- l/HIV-2 ri aKpr{AHH-MgqeHoe anrarelo x HIV
p24 (vuruaHoe, MoHoKrloHan*roe) e Qocrlaruov 6y$epe c
RporeHHoBbrM u (6uw,ul.i.u) Lr noBepxHocrHo-aKTLrBHbrM
cra6urnsaropalru. Mraurzna aJrbHafl KonueHTparrurr: 0.05 rvrrrhrn.
Koncepnanr: a3ur :na-rpal.. pa:6asurenl o6pa3ua : I wru 4
$naron(a) (5,9 rr.rrr na 100 reuonl26,3,n,ri S00 rccron)
pa:6annreax auilra3a: pa-:6anare:m aHana3a HIV As/Ab
Combo, corepxaruufi TRIS 6y0ep. Koncepeaur: *^t,rurpr".
BocnponrnotrlrMocrb: Tecr ARCHITECT HIV AglAb Combo
AeMoHcrpup) er norpeu Ho c-rs < | 4oh An, o6pa3qoB, 3HaqeHr4,
Koropbrx a 3 pa:a fipeBbrcr4nu [oporoBoe 3na.{enae npa
Tecrr.rpoBaHr,rH,rpex cepafi rann6paTop a, rpex cepzfi KoHTp OJUr
r.r naHeJrn a3 qerl,rpex peaKTrjBHbrx o6pasuon. Ana.nlrru.lecrcaq
qyBcrBnTerbHocrb recr.a ARCHITECT HIV AglAb Combo x
aHTmeHy HIV-I p24 Ag cocranrura <50 nr/un. Aannrrfi
pe3yrrbrar nor)FreH c noMoqbro recrr{poBaHux uanenn HIV_
Ag 2003 AFSSAPS c Hcnorrb3oBaHaeM rpex cepnf peareHron
ARCHITECT HIV Ag/Ab Combo. Couacuo nor,rl^:reuH6rM
AaHHbIM, cpeAHrrr r{yBcTBr.rTerbHOCTL, K aHTurerry HIy_l p24
Ag cocrana-na 18,06 nrhrl. Tecr Ha Btr4g AoJr)KeH BbrrBr.rrb B
o6pa:ue KpoBH aurr{r eu p24 BIIII- I vr alrzrerra r< Btr4rl- I , n
roM qlrcrre 

\pynnrr O uMuBWtI-2. CneqasrqHocrb recra Ha
ARCHITECT HIV AglAb Combo AoDr(Ha 6irr:r ne uenee
99,85o/o An{ o6pa3rIoB KpoBr4 AoHopon. Bce x(r,rAKue
[prrHaAne)KHoc'ra, xaaa6paropbr lr KoHTponu AonxHbr 6tnr s
f oToBoM I(,rcnonl,3oB aHHro BrrAe, HCKJITOq €uI q elone-{ec xl4fi
Qaxrop npu np Ht. oroBJre Hr4r{ (6er xalttex-,,r u 6o KoceeHultx
,reircrBr4:l', Mep Kllr4 r(oppexTr4poBoK MeAr4rruHcKoro
nepcoHana), Koropbre He noAJrex(ar naoQana:aqr4rr, a raKxe
BxoAHT rrrnoxJroplrr He MeHee 5"/o. C.ra6umnocrb Ha 6opry "
peaKTr.rBOB EOCng [OMerrIeHHs B aHanr€aTop AonxHa 6rnr ne
venee 30 4Heft. Ocraro.rrmrfi cpor.o4rroar" na nocrannqeMlrii
TOBap Ha AaTy nocTaBKr{ Aff peafeHToB, KOHTpOnbHbrx
MareprianoB il xa:ru6paropoB Aonx{eu cocraBJrrrb ne uenee g
Mec-sueB, Ans pacrBopoB He MeHee l2 nrecgrrea. B cnyrae
nocTaBKrr TOBapoB, MapKr.rpoBaHHbrX TOBapHbtM14 3HaKaMU.
floctaeurHx no 3anpocy 3ar<alqura o6r:yercr npe.[ocraBhrb
nocneAHeMy aoxlveHTr,r, noATBep)KAaroqae QaKT BBeAeHrrr B

lpax{AaHcKr,ifi o6opor Ha repprrropr4 u pecuy6nuxlr Kagaxcran
nocraBrseMr,rx roBapoB HerrocpeAcrBeHHo npaBoo6naAarenetr
TOBapHOfO 3HaKa, pa3MelIeHHOfO Ha TOBape, rrJrr.{ c ero
couraeur.. [or<y naeHrauu, [oATBep)KAarourHMr,r yxa:anrmrft
Sar<r: nroryr 6snr IaqensaoHHbre cofJrarrleHa, Iloc.rasurjra c
npanoo6laaareJrrMr4, TaMo)KeHHbre aer<ltapauah. rlucr,Ma
npanoo6naaareleil u rHueH3Hara, aoroBopbr c nnueH3r,raroM
LIJIH C efo KOHTpafeHTaMH Ha MeAHur4 HcK LD( uz te tuil.

Arrrn'rena K Blrpycy lenarura B
KOrfrpojrb

Konrponn ARCHITECT HBsAg eualitativ-Il Controls
ilpe.uHa3 Haq eHLr ]JJrt orIeHKH BOCqpon3BoAr.rMocTr4 TecTa r.r

BbUIBJIOHWI CHCTeMaTITFI9CKLD( aHaJIHTI{lreCKrD( OrXnOgenrZfi
cucreMhr ARCHITECT i System npu KaErecrBeHHoM
olpeAeneHlrH ri noITBepxA eI]^uP' ]dlanvl]9,lg,s noBepxHocTHoro
aHT[reHa Bnpyca renaruTa B (HBsAg) B cbrBoporxe E rrJra3Me

H qetoBeKa c r{cnoJrb3oBaHueu na6opoB peareHToB



ARC_HITECT HBsAg eualitative I@
_C_onfirmatory. 2 $nar<ona (no g,0 oor) *or..pJre, ARCHITECT
HB sAg Qualitative II Contrlos. Orpruarerrornri r<ontponr
c-oAepxHT peKanbuHHr{poBarilryo IIna3My KpoBH rrenoBe(a.
Koncepnanrur : ProClin 9 5 0 n azuz :aa.rpar,. flolox<rErenun rfi
KoHrponb co.qepx(nr HHarcrHB HpoBarnsrfi o.rarqeHHrrfi HB sA srreJroBeKa (no.lrarnr ad,ay,) n QocQarHorra 6yQepe c rurasuofi
KpoBH qenoBe Ka H [poTe HHoBbrMr,r (anr6yra au cbrBop oTKr,r
6rrcrefi rponu) c.ra6nrrcaropavrn. KoHcepBanrbr : pro Clin 3 0 0
a_ProClin 950. Korrrpo:nr ARCHITECT ifnsag eualitativeII Controls xpar{rrrcr trpr2 - goC n nepraxaJrbuoM
noJrox<eHr{H. llocranxa roBapa 3aragqnroru AoJDr(Ha
coorBercrBoBarr ycnoBn L\r, c co6ruolenaev rpe6osaHrail
npoH3BorHre_r_r, co6_to:eHHeM HHcrpyxur.r fi , o6ecneqeHHeM
ero 

-coxpaHHocrn. 
flo rpedonanmo 3axalq axa flocran urux

TpeOyeT no-lTBepr(;1eHrut npOBepKH TeMnepaTypbr Ha BCex
) racTKaX lpaHcnopTHpoBKH npoayKrlHH OT CKJraAa
Ipoz:no.{r.lre:rs Ao 3axa3quxa. B cnyqae Herrp eacraBJreHrur
(HecaoenpeueHHoro qpe,(craBneHur) pa:ruetrpril4q AoKyr{eHToB
rro [ocraBKe roBapa Heucrro;rHeHHblivr. Bce xiirxne
npriHa.trrexHocru, xaau6paropbr H KoHTponH AonxHbr 6rrrr, s
TOTOBOM K IIC IIOJII3OBAHHIO B HAC, I{C KNIOq A, qCNOBEqECKIII

Sarrop trp H np r,rf oro B reHnkr (6er xaxn<-n u6 o xocseHHrrx
AeficrBufi , Mep unv KoppeKTr{poBox Merr,rr1aHcKofo
nepconala), KoTopbre He [oAre)Kar nuo 6 ut wz auuu.
Ocraroqruril cpoK FoAHocrH Ha nocraBrrseivtrft ToBap Ha aary
nOCTaBKI4 Ant peaIeHTOB, KOHTpOnbHbrX MaTepUaJIOB Lr
rana6paropoB AoJDKeH cocraBJurrb He MeHe€ b ,r""r{"", Ao"
pacrBopoB He MeHee l2 Mec_{qen. B cnyrae uocra"BKu roBapoB,
Mapxr4p oBaHHErx roBapHbrMr{ 3HaKaMH, IIo crarrqrzx no 3anpocy
3axa:vnxarl6r3yercr npeAocraBr.{Tb nocneAHeMy AoKyMeHTbr,
noArBepx(Iarourae Qaxr BBeAeHrz, B fpa)KAancKuti o6opor na
TeppuTopaH Pec ny6nr,rxu Ka:axcr.aH nocraBnreMbr* rouuoou
He[ocpeAcTBeHHo npaBoo6laAare,renr roBap Horo 3HaKa,
pa3MerleHilofo Ha roBape , vnr4 c efo cofnacr4rr. .{oxyr,lenraura,
noArB ep)r{Aaroqr4Mrr yra3aHurrfi $axr uoryr 6rrrr
nHrIeH3HoHHbre couarxeHr{rr flocrasuuxa c
npanoo6naAa re rItMrl, TaMoxeHHrIe AeK,,rapaqul4, lrrcbMa
nparoo6naAarelefi a nurJet3waTa, AofoBopbt c nvrIeH3HaToM ,\

anH c ero r(oHTpareHT craBKy MeAurlr4HcKrrx u:nelr.rt.

flpoirarrnovnufi 6y$ep

flponrrrnarorqu fi 6yoep (@
flpeAua:naqeH am flpoMbrnxu pa6ovux evxocreri. ,:!reeK n'
coeAuHnrenburrx rpy6ox aHanr.r3 aropa. llp ouuearoulrza
oyQep co rurprrx-KoAoM qpeAcraBnrer co60fi coresofi pacrBop
_s-oc$a*roro 6y$epa. KoncepeaH:rrr aHrrruarpo6rnr'" u."rrrr.'
XpaHr.nr rpu TeMneparype2 _ g"C. Bce rn"or.""
qpliHaAnexHocrz, xalu6paropbr rrr KoHrponlr Aon)KH6r 6rrrr e
roToBOM K I,ICTIOJIr3OBaHI{rO BI4Ae, HCKJTIOiIa, .IeIOSe.IecxuIi
$axrop EpH npuroroBneHr{rr (6es xar<ra_npr6o xoceeuru,ix
AeftcrBur:, Mep r.inr4 KoppeKrapoBo K MeauuaHcxofo
uepcoHa.na), Koropbre He noAnexar luo$a.nrzsauuu. B clyvae
nocTaBKr4 TOBapoB, MapKrrpoBaHHr,ix ToBapHbtMr4 3HaKaMA,
Ilocranrqax no 3a[pocy 3axasqraxa o6usye.r.cx npeAocraBarb
no cneAi{eMy AoKyMeHTbr, noATBep)r{Aarorqze (!axr BBeAeHr,rrr B
rpax{AaHcKr4[ o6opor Ha reppnropua pecrry6nuxa Ka:axcran
nocraBJrreMbrx roBapoB HerrocpeAcrBeHHo flpaBoo6:raAa.relepr
TOBapHoro 3HaKa, pa3MeqeHHofo Ha TOBape, ,{Jrn c ero
colJIACUfl .,{oxyrraeHrarra't. nonTBep)r(Aafo ulrrM H yKa3aHHbrrl
Qar<r uoryr Srtrs ,ruueH luoHHbre coFnaueH14, noaruu*rno a
npasoo6raAarenrMr,I, TaMo)KeHHbre 1ecnapar\r4rl, rrr4cbMa
nparoo6naaareneit u nurleH3r{ara, AofoBopbt c nvrleH3HaroM

uz;terruit.
fg9. . ARCHTTECT 

-qsr.{gm.r""
uocr:Hrrfi alr eupycy renarr.rra B



xeMIiJIIOMr4HeCrIeHTHbrM EMMyHOaHanz3OM Ha MLIKpOqaCTI{rIaX
(CMIA) AJrr KarrecrBeHHofo onpeAeneHr4r noBepxHocrHoro
aHTr,rreHa Br4pyca renarura B (HBsAg) B cbrBoporKe a nJra3Me
KpoBu r{enoBeKa, a raK)Ke o6pa3uax, 3a6paHHbrx [ocMeprHo
(nocne ocraHoBXH cepaua). Murpovacrnuu: I rna 4 Qnaxona
(no 6,6 vr SnaxoH ans 100 rcc.ron/27,0 r,an Slaxon,qlls 500
recton) MllKpor{acrlrq, cencu6unu3 apoBanHbrx aHTrrreJIaMr4 K
HBs (rrarrurnurre, MoHoKrroHarrbHbre, IgM, IgG) n MEC-6ySepe
c [porerrHoBbrMr.r cta'unuzatopauu. Mnnr.nvranbnas
KoHrleHTpaqfi t : 0,08Yo cyxrrx BeqecTB. Koncepnanru: ProClin
300 u ProClin 950. Konrrorar: 1 ulu 4 Snaxona (5,9 nan na 100
tecron/26,3 rral na 500 'recroa) KoHbrorara: anrrE-HBs (xosrz,
IgG) axpr.rAuH-MeqeHoro KoHbrorara aHTrzrer x HBs
(vrrlrnurrx, MoHoKnoHaJrcr*rx, IgG) H aHrr.rreJr r HBs (xosrra<,
IgG) n $occfarnou 6ySepe c nna:uofi KpoBr.r irenoBeKa r.r

nporeuHoBbrMu cta6wtu3aropurMr4 (anr6yuluu 6rrqrei
cbrBoporKu KpoBra, $eranrnaa 6rr.{rs cbrBoporKa KpoBa, Ko3bra
IgG, lmrrurzrrre IgG). MaHlrnaanr,nar KoHrreH,rpaqax: 0,35
naxr/nn. Koucepnanu: ProClin 300 u ProClin 950.
Pal6asurenr o6paeua: I unu 4 rflaxoua (rlnaxon 5,9 nan ua
I 00 recroe/c! taxoru 26,3 nr.n na 5 00 recroe). AonoJrHr.rreJrbHofo
npoMbrBor{Hofo 6y$epa, coAep}Karlero MEC-6y$ep.
KoncepnaHrrr: ProClin 300 u ProClin 950. ,{o npore4eur.rx
recrzpoBaHr{q Ha cr4creMe ARCHITECT i System ueo6xo4llvo
ycraHoBr.rrb Qafin'recra ARCHITECT HBsAg Qualitative IL
Ha6op peareHroB ARCHITECT HBsAg Qualitative II
AoDKeH xpaHr4Tbcr nprr reMneparype 2 - 8oC BeprnK€urbHo r,r

MOIKeT HC[OJrb3OBaTbCfi cpa3y IIocJre r{3BleqeHr4r u3
xoJroAr.rJlL,HaKa (2 - 8"C). flocranra roBapa 3axa:.{HxoN{ AoJr)KHa
coorBercrBoBarb ycJroBarrM, c co6;to4eHaeu rpe6onaHafi
npoH3BoAHTena, co6nro4eHueM uncrpyxqrEft, o6ecueqeHr4el4
ero coxpqHHocrn. llo r:pe6onanr-no 3axa:qln<a llocranqrax. .,I
lpeoyeT -noarBepxAeHHrr npoBepKH TeMnepar)pbr Ha Bcex

) {aCTKax TpaHCnOpTHpOBKLT npOAyKUHH OT CKJraAa
llpousroau'renr Ao 3aKa3.rnxa. B cJD rae HerrpeAcraBJreHris
(necnoenper"reHHofo Epe.u.craB_TreHna) parveureHurr AoKyMeHToB
no [ocTaBKe TOBapa HeHCrrO-irHeHHL,rt\r.

BocnponraotrHMocrb: Tecr ARCHITECT HBsAg Qualitative
II patpa6oraH TaKr&lr o6paroru, .{ro6br norperrrHocrb cocraB}rJra
< ll%o (o6uero) KB nnyrpu.na6oparopurn 4,nx \
loJIor(ETeJIbHoro KonrpoJUI u ru:xofi [oflo)Kr.rreJlbHofi nanenrl,
a craurraprHoe orKJroHeHHe (CKO) .4ns nrrcoxoi
orpurrarenbHofi naae:rn < 0,10 S/CO. Tecr ARCHITECT
HBsAg Qualitative II parpa6oraH TaKr.rM o6pator'r, .rro6rt
HMerb BbrrBreHq/ro cneuuQuvnocrt > 99,5Vo al_g o6pa:qon,
notr;rqeHHl,rx H3 r(poBu .foHopoB. Tecr ARCHITECT HBsAg
Qualitative II pa:pa6orau raxrau o6pasou, uro6u
r{yBcrBlrrenbHocrb 6rura 6onrroe r.urr4 paBHa Hr{x(HeMy
npeAerry 957o .UoneprrrtJlbHoro HHTepBana KoMMeprrecKv
AocrynHoro recra Ha HBsAg prr's.roit x(e roflynrq?ra
o6patqoe, [oJrox(rrreJrbHhrx na HB sA g. llprl uccne4onanrzu
402 o6pa:qoB, rroJro)Kr,rreJrbubrx na HBsAg, noryrienrcrx or
naqEeHToB c HeH3BecrHbrM crarycoM ga6o,renauns, uuxwni,t
[peAen 9570  OnepurejlbHoro [HTepBana B KoMMepr{eCKOM
recTe HBsAg 6:';rt99,09Yo. B Aannorr,r t4ecrre!'oBaHvLl
qyBcrBr,rrenbHocrb recra ARCHITECT HBsAg Qualitative II
cocraBurra I 00, 0 0 % (4 02 / 402). Ananrarnqec xax
rr)/BcrBr.rrenbHocrb recra na HBsAg corJracso 2-uy ctaagapry
BO3 (00/588) aonxna 6rrrr panna r4rrr4 MeHbrrre 0,022ME I
ul. Tecr na FIBsAg AoJrxeH Br,rrBHTb nau6onee
pacnpocrpaHeHHbre MyraHTbr, TaKr,re KaK G 145R, u
noATBepaHTb gro c [oMorulro .recroeoi ncraexu. Bce t(rIAKpIe

6url aHaare)r(Hocru. rca-na6 H NOI)I(HbI



llpeaoxpauiare!.rE, Hbr e

Seprums

Pacrnop llpe-Trarepa

KpbrllretrKH

TOTOBO\I X tlC flur--I b3OBdHIlrO BILle. IIC []rc\qajl'{e-rOee'teC rut l-1

Sar.-rop np;r np nroroB-reH lrx t 6el xaxlx---rrr5o xocnenrrsrx
.l3r-rcTBrir-i. -\rap rl-rrr r(opp3h-TripcBcx \re-frlurHcKoro
r3piJFiata r- KcTcpbre He Ec].raxaT --liio{1,-lrr;aurtrr. a TarJrie
BrO]lrT ntnOLrOpIrT He rteHee 59 o. C:a6i,-::irOL-Tb Ha 6OpT\

;e3j\-TrJi-'b *,1!---1e no\leE3:{;Lq 3 3}ia-lI:33:-': -c1-lldH3 6stn' He

'.t3-33 -:'- --:;l i].-:::,---::;i J:--:t:::-. --:;:::3.1t1.-.3B.tfli\tbrit
: : :': n: - :.-. l,-.-l3i i;: :--q : 3::-:: -- 3- :. -- -- J-lbibi \
rr ::3:;11: : :,: :: - liia::: --: l: :: -:x{-I -- ].-:trts-1tTb He \reHee 8

].1-J''_=:.-_.:.::.-:-J,:..-i\1-:33l^rlecr::s.Bc.rr-rae
:: --C:- i;t : - : ::';' B. \! 3P ii;:N' B Siiisi\ TOB ap Fi bI \{ lt 3 HaKa-\I Il.
il :c:- - .- ;: -t : r r f,;:}Jtr' 3a<:,1.i rilia o5x:r'ercs npe.rocraB HT b

: --i:3::3!1-. - J..r.r 3il!.. : --: -eplfi -lalLr ur H e oaKT BBe.treHr,Ir B

===:-i J !r : ;i :.1-: ;.r-: .3 :3lF rrrcpr{H Pecn\'5-l }rxu Ka:axcran
i:N-:---3!1::\ ::,=3t t3 -:::acDe-lcrBeHHo IIpaBoo6-la.qare:reu
:JB3:-J:: ::::i::. :3:]!3:--3tsn3lC Ha TOBape. l{jlll C efo
c a,:-:al ir :. I :,q. rr ::;'r\: ;:- : JlrBepx-taroulH\r H yKa3aHHbril

$ar.-r rrrl: l::-- -:;r::eri:;icHHbre cor-ra[reHHr floctagrqaKa c

IIpaBoa6-:a:::3-:..1\iil- :a-\r J,,l.ieHHbre .]eIt;lIapaqHH, nr{cbMa
npaBo!16-r : - ; :3-re i"i fi .rriije rI3 rraTa, ]oroB op br c.JrrrueH3[aToM
llrH c iro N-a^nTtareHTa\rir Ha noc M C.qUUEHCKID( V3 TTC NVfr

Pacxo:nrr r-r \i alep ua-r t Sepiums) npe!.oxpaHETeJrbHbre

KpbrrxeqKlr Seprums s x.-\po5xe 200 urr. Kplrrnxu [oMeuraorct
Ha orhpl,rrbre 5rrsr--rxlr peareHToB flepen 3arpy3Kofi 6yrbuoqeK
eo5pa6arlrnahrulrii"i\rLr-t]-rbaHarH3aropaARCHITECT i

il000SR. B c-rreae nocraBxr.{ roBapoB, MapKupoBaHHbrx
ToBapHbrivr H 3 Haxa\i?r. llocran uux no 3anpocy 3arca:.uxa
o6r3yercr npeJ.ocraBrrrb noc.rreaHeMy AoKyMeHTbr,
noATBep)riAarourue QaKr BBeaeHHr B rpa)r(aaHcKufi o6opor Ha

Tepprrropr.rL{ Pecny6,rurcu Kataxcran [ocraBJrreMbrx roBapoB
HenocpeAcrBeHHo rrpaBoo6naaareleu roBapHofo 3HaKa,

pa3Meu{eHHo{o Ha ToBape. LUrh c ero corracilr. floxlrueuraNra.
noA'reepn<ahr6iullMl,I y Ka3aHnlr fi Qaxr u o ryr 6rrrr
JrHueH3HoHHbre corraueHHr flocranulura c

npanoo6naAarerirMr.r, Ta\loxeHHbre .4eKJraparlr4r.r, rrucbMa

npaBo o 6naAarene ii n Jraue H3uara, ilo f oBopE r c irr.{Ue H3r.raroM

aJrrr c ero Ko MLI Ha MCAIiIII4HCKI'( V3 NC TNV,.

Pacreop rpe-rpHrrepa (ARCHITECTi Pre-Trigger
Solution) co rxrpnx-Kolo\r. npe;lHa3HaqeH AJrr oru{enJreHlrt
aKpr4Ar.rHoBoi MeTKu oT Ko\I[-reKca aHTr-]f eH-aHT]ne,ro. Pacrsop
rrpe-TpHrrepa cocroHT H3 5uutcrut:rupoBaHHofi Bo,4br

(99,88%), coqep;nau-iei repellrcb Bo.fopo-ra B KoHrleHTpauHH

t.32%.
XpaHurr npu reMnepar]'pe 2 - 8"C. Bce x(lirKr.re
npr4HaAJrelr(Hocra, xanu6paropbr r.r KoHTpoj-rn aon)r{Hbr 6rrrl s
roroBoM K Hc noJib3oBaHHlo B H.te. Hcrilroq ar qerroBe {ecKtif
Saxrop nptr npHroroB.'reHHH (6er xaxni--ru5o xoceennsrx
teircrsuit, Mep Hnu Koppexrr{poBoK \ err{urrHcKoro
flepcoHana). Koropbre He no.a]exar .r lro$ lilutauHH. B c--r!'qae

nocTaBKH TOBapOB. \{apKripoBaHHbrx ToBapHbr\rri 3HaKa\[r.
flocranutux rro 3anpoc\. 3axa:quxa odq:r ercl flpe-]ocraBi{rb
no cneaHeMy .{o K}'r\r e HTL,I. no.trBepx.tarc u r re $axr B B e.f e Hr.iJr B

rpaxlascxtri o6opor Ha reppHTopnu Pecm'5-rxxu La:axcran
nocraBJrreMbrx roBapoB HeIIocpe-]crBeHHo [paBoo5-ra:are-rerr
TOBapHOTO 3HaKa, pa3\lertreHHoro Ha r0Bape. rlrir c ero
cornacfiir. .{oxl'lreHrarrH. no.frBepx-farouiir\i u vria3aHrrbrr"r

Saxr rroryr 5lrrl -rlrueurlroHubre coF-ralueHl:r flocragrurrra c
npaeooS,ra.rare-rq\rli. Ta\ro;.l.ieHHbre'elir3:3li:!;r- nircb\1a

npaBoo6-ra]are-re fi H --l H ueH3ltara. -tJf o3, I ;i a -r liu3H3 irar J \1

IL{H C ero KoHrpareHTa\lIl Ha |IOCTaBN\ \1J]iriiiHt';t;L\ i:l-e-;lit-i
Pacreop rprrrrepa (ARCHITECTi Trigger Solution) co

IXTpITX-KO.]O\I. [peJHa3HarreH 16 fiHirirtlaullil peaKIIHrIPacrnop Turepa
xel{IlrroNlaHecueHIIHI,I rrolexr'-rofi H.trrHr^f{a- Pac



upanoo6naaarenefiu, -'^vrsl.qqur4' tttlclMa
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cnparoo6aaaareJurMH,
ITD2enn6no -^

Tecr anCnt
xeMlurroMr.rHecqelrrHbrM HMMyHoaEiua3oM Ha Mr{kpoqacTriqax(CMIA) ag|,q. Kaqec.
r."po,,,.Jo",t'l".'"Ir'JiJ"."j:;ff i::'X'#H'il"";qenoBex4 a Taxxe o6pa:111x, sa6panurrx [ocMeprHo (uocne
i:f,::::: :.f aua). recr ARCHrric r syp;ii,

Cu$unuc peareHr 100 recron

TP acnonr:yerc, B KarrecrBe BcnoMoraranirro.o cpeAcTBaAr'rarHocTr.rponauax caQr.rnuca, a rab*e 
" 

ouo"arua.KpLIHAH.OB."O taaau ir.;,p"*;;;;il;;:##,:"triffi1#::ff 
:,""#xx.,"TaKXe Knerox, rxanefi a opfauoB. Ha-6op peafeHroBARCHI rEC r Syph i r i s rp' o""*; ;;;;;;i# "u 

^un 
oou,lb r r u*enpz revnslrype 2 - 8oc a naorxer;;;;;;;;;":,.r,c, cpa3ynocJre z3BJreqe:F.4fl, 113 x(

peareHroB ueo6xo4anao ffffiiffxxl?;.*#lllo*"'"".llo cranra To B apa 3 ar<ac.ruKora AonlKHa cooTBercrB oBaTby c noB prtM, c c o6nroAequeru rpe 6or aH"ft arpo":uo4 vrr e trs,coomoAeHueM r.rHcrpvKrrr4;, 
"o*"*."",i;;; coxpa'Hocrri.flo rpe6onaulrro 3ar,as,

noArBepxAeH"" 
"oo""l1lu,Tl;:nffi::ff ?.'J r"u.,nu^,,rpaucnoprr.rp o B Klr up oAyxrIurz or cK,raAa llpoHsa oAsren, Ao3aKa3.rnKa. B clyvae HenpeAcTaBneuzx (ueceoeBpeMeqHoronpeAcraBneHax) pasueuleHr4rr AoxlwreHroB no rHeucnorr'eHHbrr. ru""J""" ";;,-:::::-'o*rocraB^e 

roBapa

aHr'reHaMarrru.,",lor1L1^H"i,X?##f lffi "#ffi:.
MaHanra,rrHa_{ KoHrreHTp arlv, : 0,0 go/orBepAoro 

BerqecTBa.Koncepnanrrr: asur, rraTpu; H rpyrwe rporaBoMar{poourre
[penap arbr. Ko Hr rorar, c o,qepx(auafi ,a" e,rar", 

" 
axprzAnuoMMbrrrraHbre aHrr4rerra x IgC/IgM qeJ.roBeKa 

" 
H,tgS 6y$epe cnpoTeriHoBL'rM (6'vruv)^cr a6 unuzaropor. Mr.,"r-"r-KoHqeHrpaqax: (anrn_IgG) 26,6 ur/vi /1u"r"_fgM) f ,:+Hrhrn. KoucepBaHTbr: a3HA Harpuflra ApyruerlpornBoMn r(po6urre npenaparbr. pas6;Hreru recra Syphilis

}, ffix 3:':."11. :::lTa ur a n rvlE S,offi . 

"ro,.ep 
B a Hrbr :a3ur. rrarpal, r{ apyrae nporrlrourlxp^o6r*,a npanupurlr. flepe.anpoBe.qeHuebr recra Ha cncreMe ARCHITECi iSystemueo6xo,rnvo ycr.anon arr eari.r resra enC f_f f iECf Syph i I i sTP c:xcxa ARCHITECT iSy.r,.- alr.r:io_*onr. np,

::1lT ".trBepJK,rrerrnLD( HcrunHo no_-rorr(HrerbHhrx
oopa3uoB recr ARCHITECT Slphili, fp 

"po;*oEcrprpoBilrrqrBcrBtrrerlbHocru >99,02.o- no.qpo*rololJ* pqryrBraroB
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I4ucl ury r a KJr H H uar ec KHx u :radoparopHbr x cranrapron ( C L S I ),
Tecr ARCHITECT Syphilis Tp pa:pa6oraH rax, cro6n 6verb
o6nryro cneuu$nyno crs > 99,5%o B TecrnpoBalxr.ilr trorynflrun
AoHopoB rpoau (,4t) n> 99,V/o B tronyrrrrEn
rocrruTaJrri3r{ponanrnrx/au6ynaropnED( narmerros- Bce
xr.rAKr4e [pr,rHaAnexHoc.ra, ra_rm6paTopbr [r KorrfpoJrE Aon)KEbr
6rrrr s roroBoM K lrcrloJrb3oBanr{Io BEAe, r{cKJIIoqa,
qeJroBeqecrr,rfi rfaxrop npu fipuroroBJreHur.t (6es xaxrD(_m6o
KocB eHHbrx reircrBvrir, Mep Hjrn Kopperff HpoBoK Me.aHuH HcKo ro
nepcoua-rra), Koropbre He no[.rex(aT luo$ulu:aurn, a rar$Ke
BxoAnr rr.rloxJropr{T He MeHee S"/o. Cra6nn*rocrr na 6opry
peaKTaBoB rrocne noMetrIeHr.rrr B aH€Ilru3arop ,4on)KHa 6url ne
uenee 30 4nefi. Oc.rarovrufi cpox .oa"oai" ua nocrasn_f,eil,trrfi
TOBAP HA AAry NOCTABKT AJUI PCAr€HTOB, KOHTPOJIbH6IX
MarepuanoB r.r xanu6paropoB rorx(eH cocraBJurrr ne ruenee g
MecrrleB, anr pacrBopoB He MeHee 12 rvrecrqee. B crryrae
[ocTaBKr4 TOBapOB, MapKHpOBaHHLTX TOBapHr,rMr4 3HaKaMrz,
flocranrqur no 3anpocy 3axa.:quxa o6r:yerca npeAocraBrjrb
[ocneAHeMy aoKyMeHTbr, norrBepx(Aarorune $aKT BBeAeHn, B

lpax{aaHcxrlfi o6opor Ha reppr,rropr,ra pecrry6nraxra Ka^saxcran
[ocraBJureMbrx roBapoB HetrocpeAcrBenno.npanoo6ragareneu
TOBapHOTO 3HaK4 pa3MeqeHHofo Ha TOBape, r4Jrrr c efo
coruracurr.,{oryr"rermauu, noATBepxAaroqrrMa yxasaunrrfi
Qaxr r"roryr 6rrtr nuqentuoHHbre courarxeur,rrr flocranruura c
npaooo6naaareflrMr.r, TaMoxeHHbre AeKIrapar\r4Lr, rrr4gbMa
nparoo6laaareleft r,r Jr Hr{eH3r.rara, Ao f oB o p br c Jtu ue H3r4aroM
I4IIIi C ETO KO HT€IMn Ha rrocraBKy MeAuuHHcr<w, nzqenuil.

Cr.r$ruruc KoHrponb

KoHrponu ARCHITECT Syphilis Tp C"rt."l,
npeAHurHaareHbr In npoBepxn rcaln6ponxu crrereMbr
ARCHITECT iSystem npr our."r".nrro* onpeAeJreurrrz
aHrnrerr r Treponema pallidum (Tp) n cbrBoporre r{ rrJra3Me
*p_ou^I rrnnoBeKa. 2 Snarona (8 lrn xa>r<arrfi) rourponefi
ARCHITECT Syphilis TP Controls : orpuuarenbHr,rft xour"polr
rr floJro]Knrensusrf xontponb B peKalbrrnHapoBaHHofi u,rasriae
KpoBr4 qenoBeKa.

lloloxnrellurri rontponl (unarrunapoeauurrfi) peaxTr.rBen
Ha anra-TP. Kourpona neo6xoquvo xpaHrrrb nprr reMneparype
2 - 8oC B BeprvKarbHoM noJroxelavr Lr [c[oJ]b3oBarb cpa3y
nocJre u3BJreqeutrs. r43 Mecra xpaHeHr4rr c reMneparypofi 2 _ goC.
llocrarra roBapa 3axa:qnxolr AoJrxHa iooruercruoubru
ycnoBrurM, c co6nro4eHaelr rpe6onauufi ripor.r3BoArrrenr,
co6mo4enaeM rrucrpyxur4fi, o6ecneveHaeM efo coxpaHHocrr_{.
llo rpe6oBaHruo 3axa:qaxa llocraerqux rpe6yer
noATBep)KAeHAS [pOBepKr4 TeMngpaT]?br Ha Bcex ] {acTKaX
TpaHc[oprapoBKa npoAyKqarz or crnaAa flpou:no4uren, Ao
3arag.r[xa. B crqnrae HenpeAcraBJrenaa (nicnbeBpeMeHHoro
npeAcTaBne Hrzx) pasrr,rerqeHr{q AoK}4vreHTOB rro [ocTaBKe ToBaDa
HC14CNOJ]HCH HbIM.

Koucepnanrur: alar :rrurpufl u Apyrne nporr{BoMuKpo6rmre
[penaparbr. Bce rruAxue Ep]rHaAne)r(Hocrn, ranr,r6paropbr a
KoHrpona AoJrx(Hbr 6rrrr n roroBoM K Lrc[olrb3oBaHuro BKre,
r.rcKrrroqarr r{eroBeqecKufi $arcrop npa nphforosrenua (6er
xaxtry-lrn6o KocBenHbrx heftcrBair, Mep lrnu KoppeKTLtpoBoK
MeAnrlr.rHcr(oro nepcoHana), Koropbre He noAJrexar
nao$nnr43auiru. Ocraroqnrrfi cpor ro.rlHocru na nocrann_relarrfi
TOBap Ha J.Ary IIocraBKH lUrt peareHToB, KOHTpOnbHbrx
Marepu€uroB a xaan6par.opoB aorxen cocraBJutrb ne lrenee g
MecrueB, n'rr pacrBopoB He MeHee 12 rrrecnree. B crqrqsg
nocTzlBKr.r TOBapoB, MapKr{poBiuilsrx ToBapHbrMH 3HaKaME,
floc,arunx no 3anpocy 3axa:qura o6r:yercr [pe.focraBHrb
nocne.rlneM). .rohJrMeHTbr, flo.{TBepxiarcurue Qarr BBe::IeHrur B
rpa:rcaancxufi o6opor Ha Teppr{ropr.ru pecrry6nracu Kasaxcrau



TOBapHOfO 3HaKa, pa3MerueHHoro Ha TOBape, LrJrH C ero
cofnacr4rr.,{oxyl,reH.raua, noATBepxAarorrlnM14 yxa:aHrrlrfi SaxrMoryT 6r,rrr JIHrreH3r.IoHHbre corJlarrreHrr, llocranlrrzxa c
npanoo6naaareJrrMr.r, TaMo)KeHHbre aeKnapaulM, nlrcbMa
uparoo6naAateteit u nurleq3vara, aoroBopbr c JrrrrleH3aaroM
KIrr{ c ero KoHlpareHTaMr.r Ha nocTaBKy MeAr.{rIaHcKI{X :zZterrufr..l3

B?ItI Kona6o KoHTponb

KorrponuARCHlTECT HIV AglAb Combo Controls
qpe,ura3EaqeHbr AJr{ orIeHKH BOCrrporr3BoAr{MocTH TeCTa H
BbUIBIEHII'I CIICTEMHbIX AHAJ'II'ITI'IIICCKITX OTKJIOHEHUfi CZCTEUTT
ARCHITECT i nprz oAHoBpeMeHHoM KaqecrBeHHoM
onperenennu aHTHreHa HIV p24 rr aHTr.rreJr K Bnpycy
nurryHoaeQuulra r{erroBeKa runoB I ilulu 2 (HIV_1/HIV_2) a
cbrBoporKe HjrH rrlra3Me KpoBu qeroBexa. 4 $narcoua (no g v,r
raxrbrfi) xon,po;refi ARCHITECT HIV AgAb Combo:
orpurrareJrbHbrfi xon'rporrr, noJrox(r4TeJrbur,rfi xon.rpolr I n
noloxnrenr,rnrfi Korrponb 2 npnroroBJreHHbre B
peK€InbIILIHI{ponannOi IIJI€I3ME KpoBr.r qEJIOBEKA

lloloxr,rrelrrnrfi xoHrpo.nr I (r*raruczpoeanHrrfi ) peaxraBeH
Ha aurrz-HlV-l. lloloxrlrenunrfi KoHrponb 2
(aHaxrunaponanrufi) peaKrHBeH ..Ha anru-HlV_2.
lloloxcare,'i s Hr,r ft xon,rpoll 3 snrqercs o.l% ure HHir M B apyc HbrM
rra3aroM HIV, npuforoBneHHbrM e TpZC_6y$epnou
q)rcHonofLrqecKoM pacTBope c rporeuHoBbrM (6rrvrav)
cra6nnrraropou.
Konrpona MoryT rrcnoJrb3oBarbcr HenocpeAcrBeHHo nocne
u3BreqeHuri rB Mecra c coorBercrsyroqei rervrneparypoft
xpaueuut (2 - 8"C). llepe4 r4cnorrb3oBanaeM axKyparHo
nepevetrafire, nepeBepnye Snarourr (5 - 10 pa:). llocne
LrcnoJrb3oBaHur rrJrorHo :axpoi.re $naxorri,r c KoHTporsMr.r
KprIIUKaMTZ I,i BepHlrTe B MeCTO C COOTBeTCrnl,rorue[
reMneparypoir xpanenua (2 - 8.C). Ilocranxa roBaDa
3axa:urzlona aoJr)KHa coorBercrBoBarb ycnoBt,trM, c
co6,rrodeiruev'rpe6oaaunfi [pord3BoAr4TeJur, co6ruoaenraervr
zsc, pyrqui, o6ecne.leHueM ero coxpaHHocrri. llo .rpe6onanmo
3axa:.ruKa llocranrqr-rr rpe6yer fio.{TBep)r(AeHrur npoBepr(}r
TeM[epaT]?br Ha Bcex r{acTKax rpaHc[opTHpoBKn npo]IyKrIIrH
or cx-rraAa llpor-rsnoanrenr ro 3axa:quxa. B crf{ae
HenpeAcraBneHnr (necnoenpeveHHoro npe.uctannerura)
pa3MeuleHur aor(yMeHToB nO nocraBKe TOBapa
HCUCNOJIHEH HbIM.

Kouc6pnanrur A;tA orpHrlarenbHoro KoH.rpoJUr,
[oJIo]KI{TeJIbHofo KoH,rpoJUI I a uoloxare;rbHoro xonrponx 2:
a3[rA Halpurr r{ nporr.rBoMr.rrgo6rrufi npenapar. KoncepnaHr Arrs
rloJroxr4TeJrbHoro KoH'rpoJUr 3: aruA Harpn r. Orpaqa.renlurrfi
KoHTponb: .rrzana3oH :naceHrifi KoHrpon, (S/CO) 0,00 _ 0,50,
rr_oJloxaTeJrbHbrfi ronrponr I: auana:on :na.Ienr4ft KoHTpon,
|S/CO) 1,20 - 11,50, no-'roxu.relsHrrfi KoHrponb 2., Auanazos
rnaqenni KoHTponr (S/CO) 1,52 - 8,30, uonoxa.re,rrutrrl
Konrponb 3: anana:ou:Haqeuuft KoHrpon, (SiCO) I,g7 - 4,59.
Bce xurxue nprrHar.rexHocrn, ra-nu6paropbl r,r KoHTpoJrr.r
roJllr(Hbr 6url n roroBoM K I{c[oJIb3oBaHIrro BrzAe. ncKJIIoqa,
renoseqecrnf $arrop npu [puroroBJreHrrr4 (6es xaxrrx_ra6o
(ocBeHHbrX aeicrBllr, Mep r.r.rrH KoppeKTr4poBOn ,.A"rI"*Cno.o 

]

repcouana), Koropbre He rro,(Jrexar .,rnoSznzraqura. 
I

)craroqrrufi cpoK foAHocTr{ Ha nocraBn_geusrfi ,o*p ,ru oory 
I

IOCTABKI4 ,q,N' PCATCHTOB, KOHTPOJIbHbIX MATCPUANOB U I

ca-iru6paropon Aon)KeH cocraBJurrb He MeHee g ,"c"ueu, ru" I

)acrBopoB He MeHee 12 Nrecs.uen. B c,rytae nocraBxri,ouupou, 
I

4apxapoBaHHbrx roBapHbrMu 3HaKaMrj, Ilocranqur no sanpocy I

laKa:.ruxa o6x:ye.rcr [peAocraBrzrb nocneAgeMy aonyrnarrrui, I

roATBepx(aarourue (paxr BBeAeHrzrr B lpaxAaHcxufi o6opor na I
'eppr.rropr4a Pecuy6nuxu Kasaxcras rocraBJrreMbr* rouupo" 

I

enocpeAcTBeHHO ro 3HaXa.



pa3Meu1eHHofo Ha roBape, r4rrr4 e efo cofnacur. ,{oxyuen:rauu.
[oarBepx{Aarou{rrMa yrasauunri Qaxr MoryT 6rrrr
JrrirleH3r4oHHbre COfJIAIIIEHVT llocrasuluxa c
[paBooonaAaTeJrrMH, TaMOx{eHHLre AeKnaparlHr{, nHcbMa
npanoo6na4arerreir u JrErIeH3Hara, AoroBopbr c JrHrreH3HaroM
Iurr-r c ero KoHTpareHTaMV Ha rrocraBKy Mear4qaHcKrrx uz1ennit.

T4

CuSunuc ranra6parop

Kana6parop ARCHITECT Syphilis Tp Calibrator
rpeaHa3HarreH Anr KaJrri6poBKH cHcreMlr ARCHITECT iSystem
npu KatrecrBeHHoM orrpeAeneHn]r aHTUTeJl r Treponema
pallidum (TP) r cunoporKe rz rura3Me xpoBz qenoBera. 1 Snaxon
(a 

"tr) xana6paropa ARCHITECT Syphilis Tp Calibrator s
peKanbrrr.rHr4posaHHofi [rra3Me KPOBLI qenoBeKa
(nnar<rlrnupoaannoft), peaxrmnofi na aHru-Tp. Kanu6pa:rop
xeo6xoam,,ro xpaHHTb rtpu TeMrreparype 2 - SoC B

BepTHKaJIbHOM nOJIOXeHAI{ 14 r.ICnOnb3OBaTE, Cpa3y IIOCne
r,BBneqeHH' H3 MeCTa XpaHeHr4Jr C TeMneparypofi 2 _ g.c.
llocraexa ToBapa 3axag.rhxov ao;rx(Ha coorBercrBoBarb
ycnoBH-L\t, c co6ruoAenueu rpe6oBaH[i npor.r3BoAaTenr,
co6ffo.{eHneM rlHclpyKrlufi, o6ecnevenueM ero coxpaHnocra.
flo Tpe6oBagr.tro 3ara:qma flo.praerrtux rpe6yer
noarBepr(.{eHr.rr npoBepr(il TeMueparypbl Ha Bcex ) racrKax
rpaHcnoprlrpoBKn npoAyKur.rH er cKJraAa llpon:roAurens Ao
3axa:qnxa. B cnyrae HenpeAcraBneunx (uecnoeBpeMeHHoro
[peAcraBne H rzt) pasve ue Hr,rJr Ao K].r\4 eHToB no rro craBKe ro B ap a
HEI{CNOJIHEHH6IM.

KoHcepnantr. a3r4r Harpar 14 Apyfae uporHBoMrrKpo6Hbre
npenaparbr. llpa ncnolreoBaHaa o4Hoft u rof nre naprnLrvJrLl
ynaKoBKr{ peafeHToB B TeqeHne 28 nteir. xalz6ponxa
peareHToB He rpe6yeTcr. Bce xragrue [przHaAJrex(HocTrz,
xanu6paropu r,r KoHTponH AonlKHbr 6rnr, s roroBoM K
r4crroJrL,3 oBaHHrO Br.rAe, HC Kjrroqar qeIoBelrecKr{fi $axrop nprz
rpHroropneHuvt (6ez rarnx-rrz6o KocBeHH6lx aeficreufi, vep

ll
r,rnH Kopper(Tr.ipoBor( MenHurzHcKoro nepcoHana), rcoropsre He
floAJrex(ar nuocS utwzauaa. Ocraioqsrrfi cpox roAHocrr.r Ha
nocraBnreMbuZ :ronap Ha Aary [ocraBKr4 Anr peareHToB,
KoHTp oJrb Hbr x Marepr4aJroB z xa:rra6p arop oB AoJr)r(eH
cocTaBr-{Tb He MeHee 8 UeCxqen, Anr pacTBopoB He MeHee 12
MecrrreB. B c:rylae [ocraBKH ToBapoB, MapxrrpoBaHHrrx
ToBapHbrMri 3HaKaMH, llocraerqzx no 3anpocy 3axas.rnxa
o6r3yercfi [peAocraBurL, nocneAHeMy AoxyMeHTbr, r
noArnepNAarouue (baKr BBeAeHr4r B rpa)I(AaHcKrzfi o6opor na
Teppr4Top Hri Pecny6nzxr,r Ka:axcrau [ocraBJrreMbrx roBapoB
HenocpeAcrBeHHo rrpaBoo6ranare,rev roBapHoFo 3HaKa,
pa3MexreHHoro Ha roBape, uJrr4 c efo confrac[r. [oxlanenraua,
[oATBep)KAaro url4Ma yKa3 aHnrrff Qaxr uo ryr 6rrrr
nI{ueH3LIOHHrIe COHrarIIeHLtg llocranuluxa c
lpaBoo6naAareJrtMr,r, TaMoxeHHr,re AeKrapaqnu, rrr4cbMa
flpaBooonaAaTenefr. vt Jrr4rleH3r.raTa, AoroBopbr c nuUeH3HaToM
LIJII{ C ero KOHTpafeHTaMA Ha [OCTaBKy M9Ar4UI{HCKI:X kB(en:afr.
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Btr{tl Kou6o xann6parop

Ka,rv6parop ARCHITECT HIV Ag/Ab Combo npeAHa3Harren
An{ Kanrd6poBKr.r crrcreMbr ARCHITECT i nprz oAnonpeMeHHoM
KaqecrBeHHoM oflpeaeneHru arTureHa Hly p24 r4 aHTi,ireJr K
Br.ipycy r.rMMyHoAe$aqura lreJ.roBeKa rr.rnoB I vr/unu 2 (HIV_
l^lIV-2) B cbrBoporKe r4Jrvr rura3Me KpoBLr qeJroBeKa.

,{ononHr-rrenrnyo un@opMauuro cM. Bo BxJraAbrue K peafeHry
ARCHITECT HIV AgAb Combo. I rlriaxon (4 Mn)
Kanr{6paropa I ARCHITECT HIV AglAb Combo (CAL 1):
ouarqeunsrfr nupycrrr'rfi rru3ar HIV n TpI4C-6yQepHou
Qlr:uolornuecxov pacrBope c nporenHoBbrM (6uvlnu)
cra6unr43aropor'a. Ko ncepBaHT: a3aA Ha-rp u^. {,rr o6ecnev enrla
croEKofi qyBcrBurenbHocrr4 K aHTtlrerry HIV-l p24 Ha ]?oBue
<50 nr/un xonrreHTparlur aHrareHa HIV-l p24 e raau6parope
ARCHITECT HIV Ag/l\b Combo coorHeceHa c



MexAyHapoAHo[ naHenbrc craHAaproB Agence francaise de
securite sanitaire de sante ($paHuyscr<oro areHrcrBa
canrarapnofi 6e:onacHocru rrpoAyr(uvn Me.{r4uraHcKofo
uasnaveuaa). Kanra6parop ARCHITECT HIV Ag/Ab Combo
MOX(eT r4C[OJrb3OBaTbCfl HenocpejlcTBeHHo nOCJre A3BJreq eHufl vt3
MegTa c coorBercrByroruei .reuneparypofi xpanewua (2 - 8.C).
llepe4 r4crronb3oBaHHeM aKKyparHo rrepeMeruafire, neperepnyn
SnaxoHtr (5 - l0 pas). llocne Hcnonb3oBaHr,rrr rrJrorHo 3aKpoiTe
$nar<onrr c xa-nn6paropiun KpbrruKaMu H BepHVTe B Mecro c
coornerc'rny'rorqei reMreparypofi xpaneuax (2 - 8"C).
Ilocrasxa roBapa 3axa:qurou aoJrx(Ha coorBercrBoBarr,
ycnoBr4rrM, c co6ruo.{enneu rpe6oeaHui [por,r3Bo,uirenq,
co6lroAenueM HHcrpyKur.rfi, o6ecneqenaeM efo coxpaHuocrt4.
flo tpe6oaanrao 3axagqnxa llocrarrqux r.pe6yer
[oATBep)KAeHr,rJr npoBepKr.r TeMnepaDpbr Ha Bcex yiracTKax
TpaHcnoprnpoBKu npor).Kqnn or cKnaAa llpou:no4areJrr Ao
3arcasqzxa. B crryvae HenpeAcraBnenlra (necnoeBpeMeHHoro
npeAcraBneHaa) paltreureHr4:rl aoKyt!{eHToB no nocraBKe roBapa
HELI CIOJIHCHHI,IM.

flptt ucnolr3oBaHun oanoi n tofi xe uaprrrr4 rrJrn y[aKoBKr4
peafeHToB B TerreHHe 28 lsefi xa:rra6poexa peareHToB He
rpe6yerca. Bce Nurlxue rprrHaArre)r(Hocra, xalu6paropl,r h
KOHIpOIH .[O.j-IrKHbI 6rrrr, e foToBoM K ]rcnoJIb3oBaHIXO BIlAe,
r4cKrrorrzrr qeroBerrecKr.rfi Saxrop npn npaforonneHrzn (6es
r<axr.oc-nu6o KocBeHHbrx Aeirc-tBprfr., Mep Hnrl KoppeKTnpoBor
Me.4HIIIIHCKO|O flepcoHana), KOTOpbre He noMexar
nrno$nnu:aufa. Ocraro.tHbri cpox roAHocra ua nocrasrrel\4rri
TOBap Ha Aary [OCTaBKr4 FJrs. peargHToB, KOHTpOnbHbrx
MarepnanoB z xanu6paropoB AoJr)r(eH cocraBJrrrb ne venee 8
MecrrreB, anr pacrBopoB He MeHee 12 r,aecqqen. B c,ryvae
nocTaBKH TOBapOB, MapKi4poBaHribrx ToBapHr,rMu 3]FrAKAMU,
llocranryzx rro 3aflpocy 3axa:.rr.rxa o6asyerc;r [peAocraBr.rrb,t
nocreffu€uy AoKyMerrrbr, noATBep)r(Aarorque (parr BBeAeHr.ur B

rpax4aucxrzfi o6opor Ha repprirop utr P ecrry6 rruxu Kasaxcran
nocraBr.fi eMbrx roBapoB HenocpeAcrBeHHo [paBoo6.ira4areleu
TOBapHOfO 3HaKa, pa3MerrleHHoro Ha TOBape, r4tlvr Q efo
corJracnrr. !oxynreHranalr, noarBep)KAarourxMrz yxa:aHr*rfi (paxr
Moryr 6rnr ,rrHrreH3HoHHlre corlarreHr.l fl flocranutuxa c
npanoo6laAareJrflMr4, TaMo)r{eHHbre aer{napauua, rrr4cr,Ma
npanoo6naAaretefr. u Jrr4rreH3rzara, AofoBopbr c JrurleH3uaroM
HJII4 C efo KOHTpaTeHTaMLI Ha [OCTaBKy MeAIiUrrHCXrx AglenUfi.

t6

llonepxnocrlrit a/r supycy renara.ra B
xanrz6parop

Ka.nn6paropr,r ARCHITECT HBsAg Qualitative II
Calibrators rpeAHa3HarreHbr rJrfl xa,ru6ponru cucreMbr
ARCHITECT i System rpr.r KarrecrBeHHoM orpeAeneHrrr{ r4

noArBep)r(Ae Hr4L1 }i.ajlug'vfl n o BepxHo crHo f o aHrHreHa (HB sAg)
renarura B B cbrBoporKe 14 [na3Me KpoBu qenoBeKa c
acnorrb3oBaHrzeu na6opoB peafeHroB ARCHITECT HBsAg
Qualitative II Reagent Kit z HBsAg eualitative II Conlrmatory
Reagent Kit. 2 QnaxoHa (uo 4,0 Mn) xaaa6paropon
ARCHITECT HBsAg Qualitative II Calibrators. Kanu6parop I
coAep)KHT uHaKTHBHpoBanrmii ovarqennrrfi HBsAg qeJroBexa

(noArun ad) e SocSaTHorvr 6ySepe c n'ras\aofi KpoBrr qeJroBeKa

H [poreuHoBrrMa (anr6yurzu cbrBoporKl4 6rrqrefi xponrz)
cra5urruzaropalru. KoncepBaurL,r: ProClin 300 rz proClin 950.
Kanu6parop 2 co4eprxur pexanbrrlrHr.rpo BaH Hyio nna3My KpoBl4
qenoBeKa. Koucepnaursr: ProClin 950 u agnt liarpun. B recrax
ARCHITECT HBsAg Qualitative Il a HBsAg euaiitative II
Confirmatory Kanu6parop I z Ka-nu6pa.rop 2 acnonb3yrorc_rr
An.{ orreHKa rrpaBrurbHocrn xalu6ponr<s u pac-r,era [oporoBbrx
snaqenrafi recra. B recre ARCHITECT HBsAg eualitative II
Confirmatory Kana6parop 2 ucnotrzyercfl rJrs. pacuera yo

uefirparasauau. Cra6unrnocru xa-nlr6poexn aonxcra 6r,nl
Alrareltnofr. a xa.n Ka aoflx(Ha BATbC' TOII6KO B TOM



cnlqae, ec-qn napTr,tr r43MerureTcr AJi' Ka)KAOfO napaMe:rpa. flpri
uclloJrr,3oBaHi.rl,l O.rIHOi [r Toi x(e napTHH HnA ynaKoBKr4
peareHToB B Teqenue 28 lueit xarrn6ponra peareHToB He
rpe6yerca. Kann6paropu ARCHITECT HBsAg eualitativeII Calibrators xpaHrrrcr npH 2 - 8"C B BeprriKiurbHoM
[oJro)KeHHr.r. llocTasxa roBapa 3ara:-rHKo]ra .4on)KHa
coorBercrBoBarb ycnoBHrv. c co6ruo.qenaev tpe6oeanafi
rrpoH3Boar]Tels, co6_'uoleHHe\{ ancrp1,xuafi, o6ecneqenzev
ero coxpaHHocru. flo rpe6oeanuro 3axa:quxa llocranutax
rpe6yer rrorlTBep)(.feHHJr npoBepKu reMnepaD/pbr Ha Bcex
) racTr(ax TpaHcnopTHpoBXH npoAyr(ur4H oT cKJraaa
Ilpousno4urenq no 3axa3.raxa. B cJDrqae HenpeAcraBneHpyr
(uecnoerpervreHHofo qpe-fcraBxeHr.ffr) patrrlerueuux AoKlr4eHToB
no nocraBKe roBapa HeHcnoJrHeHHr,rM. Bce xrdnK[e
npr4HaAner(Hocru, ranu6paropbr r{ KoHTponq AoJr)KHbr 6rnr e
roToBoM K HC[Or-rb3OBaHH]O BI{Ae, r{cKJrroqa, qenoge.Iecrzfi
Qaxrop npH npnroroB_reHuu (6es xaxax-lu6o xocneHntrx
AeiicrBr,ri, !rep ErrH r(opperffHpoBoK MeAur_tliHcKofo nepcoHana),
KOTOpbre He notrlexaT _-rHo0rinn3aqrzu. ocrarovHlrf cpox
roAHocrr4 Ha nocraB--rJrelrufi ronap Ha.ra-Ly flocraBxr{ rJu
peareHToB, KoHTporbHbrx \rarepr{aJroB n xhnu6paropoB AoJrxeH
cocraBJurrb He N{eHee 8 vec_{ues, anr pacrBopon ue naeriee 12
MecfiueB. B cx) rae nocraBKa TOBapOB, MapKrrpoBauHbrx
ToBapHbrr\rH 3HaKavlr, llocranurux rro 3anpocy 3axasquxa
o6myercr npe,rocraBHTb flocneaHeMy AoKyMeHTbr,
flonrBepr{i,faourHe QaKT BBeaeHar B Fpax(AaHcxnfi o6opor na
TeppHTopHH Pecrry6,'rurcra KasaxcraH nocraBJrreMbrx roBaDoB
He[ocpencrBeHHo npanoo6laAa.renerra roBapHoro 3HaKa,
pa3MeuleHHoro Ha roBape, vnv c ero couacrlr. .{oxl,rr,renralra,
noATBepx.qarourrrMr.r yrca:anHtifi Saxr Moryr 6rrrl
Jrr{rreH3noHnbre corJrarleHrzr flocranu{uxa c
npanoo6qalareJlrMr,r, TaMo)KeHHr,re AeKnapar{ur4, nHcbMa
npaeoobnalareteia u rr4rleH3riara, AoroBopbr c Jrr{rIeH3uaToM
I4IIII C CIO KOHTNA|.CHT2M W H^ il^'T^A|.

11 Pear<quonnrre sqefiru PacxoAnsri Marepr.ran (Reaction Vesse ls) peaxriaoHHbre sqefi rra
co rrrrprrx-xoAona Reaction Vessels e xopo6re 4000 uir.
llpospavrrlre nnacraKoBbre rqefir<u. opvrr.rHanbHofi Qoprr,mr(ABBOTT DIAGNOSTICS), rcnorrbsyeMbre B
KeMLUIIOMLIHIICUeHTHOM LIMMyHOaH€LrILI3e Ha MHKpOqaCTriqax
(XI4AM) c roMorrlblo cucreMbr ARCHITECT i. g cry.qae
tlocTaBKIl TOBapOB, MapKHpOBaHHL,IX TOBapHbIMn 3HaKaMIr,
llocranulux ro 3a[pocy 3axasqrzKa o6a:yerca npeAocraBuTr
ilocneAHeMy AoKyMeHTbr, noarBep)r(Aapu{He OaKT BBeAeHH, B
rpoxAaucxufi oOopor Ha reppr{Top uu p ecny6tuxu Ka-:axcrari
.rocraBrr_rreMbrx roBapoB HenocpeAcrBeHno npaBoo6,.raaarereNa
foBapHoro 3HaKa, pa3MerueHHoro Ha TOBape, urvr Q ero
)ofJracar.,{o xynaeHrarraa, noATBepr(Aaro[IrrM r,r yr<a^ranHrrfi Qaxr{oryr 6url Jr}iqeH3rloHHbre cor,rla[reHrz, llocraruuxa c
rpanoo6,raAarerrMr4, TaMolKeHHbte AeKnapaqrrr4, nr4cbMa
rparoo6naaarenei rz rrqrreH3wara, AofoBopbr c rLrueH3uaroM
{jIII C efo KoHTDafeHTaMI.{ H2 nocr2Rk\/ rrprrrrr's^vtN t,.nan,,i

18 ARCHITECT Anti-HBc II pearenrrr.
100 recros

Tecr ARCHITECT Anti-HBc II gerirercs
xeMr,IJrroMlrHecr{e HTHbTM }rMMyHOaHaJI r43 O Nl Ha MHKpOT{ acTrl u€tx j

(CMIA) Ar.s KaqecrBeHHoro orpeaeJreHr.lJr aHruTerr *,o.prrory. j

aHlheuy ferarr4ra B (anru-F{Bc) n crraoporxe H rrrra3Me 
I

KpoBH qenoBeKa, a raKxe o6pa:uax, :a6panrux [ocMeprHo 
I

(nocne ocraHoBKH cepaua). Tecr ARCHITECT Anti-HBc II 1

Iicflonb3yeTcr B KarrecTBe BClo\rofaTe_:rbHoro cpe.ilcTBa
,IuafHocrupoeaunx uHQexuHH FenaruTa B, a rar,:rie B KaqeqrBe
CKpHHHHTOBOTO TeCTa c ue_lbro npef\-npe;(-teHrur nepe-IaqH
Bupyca fenarr4ra B (HB\-) pe[nnueHra-\r NpoBH u ee
KOMIOHeHTOB. a raKxe ]L-reTofi, rxaHefi H opraHoB- B recre
ARCHITECT Anti-HBc II a.ff eHrB_renu-, aurH-HBc



ucnonb3yroTcr Mrxcpoqacrr.flIbr, ceHcr{6[nrBHpoBaHHbre
peKoM6r.rHaHTHbrM S,IIepHbrM aHTHTeHOM BHpyCa relaTHTa B
(rHBcAg). BrrssreHrcre arrra-HBc Moryr Hcno.rrb3oBarbcr B

KaqecTBe r.rHnlrr(aTopa re r(yue fi llrra nepeHeceHHofr HHoe KUHH

HBV. Anrrz-HBc rrrqerqrorcr B cbrBoporxe h?oBr,r BcKope
noc.ire o6Hapy)r(eHur noBepxHocrHoro aHTureHa renarara B
(HBsAg) nplr oorprrx anseruuxx HBV. Anrarena
npoAoJD(aror o6napyxcr.raarbcr nocJre r{cqe3 HoBeHwr HBsAg a
AO norBJreHar Bbr_flBJrqeMbrx aHTr.rreJr r HBsAg (aHrr,r-HBs).
flpu orcyrcrruu znSopnaarJuru o ApyrEX naapxepax HBV
MO)KHO Cr{HTaTb, r{TO qeIOBeK C OnpeAeJUreMbIMI,r ypoBIUIMH
anrra-HBc Mo)ner 6srrb aKrfisno rzn$rar{HposaH HBV, nflH irro
uuQexual pa3perxfinacb, npu 3ToM y nauueHTa nrrpa6oralca
r,rMMyHr4Ter. A Hra-HB c lroryr 6r,tro eAHHctBeHHbiM
cep onorrrecKi4M MapKep ou r,tr$erqnu HB V u [oreHrrr.raJrbHo
r.rHQeKrIHoHHoii KpoBrl. Ha6op peareHroB ARCHITECT Anti-
HBc II AoJr)KeH xpaHrirbcs B xoJroArznbHvKe [pr{ TeMnepar}?e
2 - 8"C v Molr(er rrcrloJrb3oBarbcr cpa3y uocre rz3BleqeHr.rr Lr3

xoJroAr4rrbHr{Ka (2 - 8'C). Ha6op peafeHToB aeo6xoqnvo
xpaHr.rTb B BepTr{KanL,HoM rroJroxeHrzra. llocranra ToB apa
3 axat.rrar<ou Aon)r(Ha c o orBercrBoB uru ya-iou 

^"r, 
a

co6nro4enaeu rpe6onanrft npontnoar,rrerr, co6.nroAeuaelr
uucrpyruzfi , o6ecneqenrleM efo coxpaHsocru. llo
tp e6on aunro 3 arasqurca llocranrqux rp e6yer [oArBep)KAeHr,nr
npoBepKr{ TeM[eparypbr Ha Bcex yrracrKax lpaHc[opTrrpoBKr4
npoAyxrrur.r or cxnaAa llpoz:eoaurenr Ao 3axag.{Hxa. B clyrae
He[peAcraBneuru (uecnoeBpeMeHHoro npeAcranneuux)
pa3MetqeHvr AoK),MeHToB IIO [OCTaBKe TOBapa

HeHC[OJrHeHHrrrra. MurpovacTutlbr, ceucfi6unu:upoBaHrrbre
{AepHbrM aHrHfeHoM Bnpyca rerarura B (E.coh,
pexou6anaHrnrru) n TRIS 6yQepe. Munuura.ntsas
KOHqeH\pauH n : 0,08Yo TBepAofo Be[IecrBa. KoncepaaHrrr :

ProCli6 950 u aznaHarpul.. Ko*rurorar aKpr4Ar4H-MeqeHbrx
Mbrrru4Hl,rx aHTHTeJT K rzMMyHorno6ylunalr qeroBeKa n MES
6yQep e c np orerzHoBrrurl cra6unlnaropaM r.r. MuHr.uraanrnas
KoHrIeHTpaUr4 s.: 0,0 4 rvmr/rurn. Koncepn auur : alrKrur rrap a6eH
rra'tptrr vr a3H Harpnr. .{u.nroeur recra, coaepxarqrzf
Mbrrxnrrsre nporer4HoBbre cra6rznvgaropri e MOPSO 6y$epe.
Koucepnanrsr : ProClin 9 50 u asqp, :aarput. {ulroeur
o6pasua, coaepxarqufi BoccraHoBr.rrenr s MOPSO 6yQepe.
Errnlr ycraHoBJreubr p a6ovae xapaKTepr.rcrt{Kr4 Tecra AJrt
o6parqon rpynnofi xponrz (o6pa:qrr, :a6pairuue nocMeprHo,
[ocJre ocranoBKr4 cepAua), co6pannr,rx B neprioA Ao 17,5 .racon

nocne HacrynneHuq cMepru. Pa6oque xapar{TepvcrrrKu Tecra
6ruz ycraHoBJreHbr npz [oMotrIH 50 o6orallennrrx z 50 se
o6oraueHHbrx o6pa-:uoa rpynnoi KpoBH. CneqnQlrvuocrr,,
Tecr ARCHITECT Anti-HBc II parpa6oraH raK, qlo6r,r zverr
::!e:;t;!il!:i;:::;::: ;i; !i:i.t.r:

ffiuH
Yyncrnure.nr,Hocrr,. B cero 6rrno

nporecrlrpoB ano 4 06 o6pa:qon, [oJro]Krrre Jrbnbrx Ha aHTr4-
HBc, or flaqrienToB c ocrpofi, xponrvecxoii ana srrre.reHuofi
nuQerqraefi HBV, a rarcKe npa3HaKaMr4 rr cr.rMnroMaMri
r.tr(pexqrau HB V. B pe3ynbrare qyBcrBuTenbHocrb cocraB r,rJra

t.o\o/o (406t406) npu e5% *6b€,F ,S -- b_ '
,!1,',\6bg/p. A H a,r u rr.r ec Ka q qyBcr B Hrel r n o crl. Tecr
ARCHITECT Anti-HBc II paspa6orau rax, qro6u
AeMOHCTpr4pOBaTb aHaJrraTr4rrecKyro qyBcTBr4TenbHocTb MeHee
1,0 PEI Eilv'l.9yncrnnT elrHocrb recra ARCHITECT Anti-
HBc Ii 6rua oueneua c uc[oJrb3oBaHr.reM naHeJrH H3 qerbrpex
o6pa3uoB, cranAaprri3osanHoi B coorBercrBr,ru c pe$epeucnofi
cunoporxofi xponu HHcrr.rryra llayna 3plrxa (PEI).

HrerrbHocrbT ec'ra ARCHITECT Anti-HBc II



I Haxolurcx BAaana3oHe or 0,4 4o 0,5 pEI Eilyur. Bce xrzAxrae

I npunaalexHocrH, xana6paroprr r4 KoHTpoJrrr AoJrxlrbr 6rrrr s
I

I roroBoM K HcnoJrb3oBaHuro BItAe, IrcKrloqajr .{erose.recxufi

I Qarrop npu [puroroBJreHuu (6es xaxrx-nn6o rocnenrmrx

I aefic, nui, Mep wtur KoppexTnpoBor MeAlrur.rHcKofo
[epcoHana), Koropbre He [oaJrexar ruzo$u;rrz:aur{r,r, a raKxe
BxoArrr runoxJropnT He MeHee 5o/". Cra6wrr.uocrr na 6opry
peaKTLrBoB nocne noMeureHr4t B aHana3arop aorl)r(Ha 6rnr ne
venee 30 anei. Ocrarovrrlrfi cpor roAHocra na nocranlteuufi
TOBap Ha AaTy nocTaBKu AJUr peafeHToB, KOHlpOnbHbrx
MarepuanoB u xanu6paropoB AoJrx{eH cocraBrsrb ne uenee g
MecrileB, Anr pacrBopoB He MeHee 12 Nrec.sqee. B cnyrae
nocTaBKH TOBapOB, MapKr4poBaHHbrX TOBapHbrMrz 3HaKaMLr,
llocranrqax no 3anpocy 3axa:qura o6rsye'rca rpeAocraBarb
nocneAHeMy xoK) {eHTbl, noATBepx(Aarourae rpax,r BBeaeHa{ B
fpaxaaHcr(Hfi o6opor Ha repprzroplr a pec ny6,r uxa Ka3axcran
locraBJrreMblx roBapoB HenocpeAcrBeHHo fipaBoo6naAareneu
TOBapHOfO 3HaKa, pa3MerqeHHoro Ha TOBape, unE c efo
cornacurr. floxyvenraur{, noATBepx(AarourrMu yr<asanuufi
$arr uoryr 6rrrr lzrreH:r,roHHbre corrarueHr.r, [ocrasrquKa c
npanoo6la,uareJrrMu, TaMoxeH'bre 4"*uf, uu"r, nricbMa
upanoo6la.uaT enefi rE nwr\e:FI3krara, AoroBopbr c rruIeH3rraroM
I4ILI C efo KOHTpareqT€MLr Ha nOCTaBKy MeAar{I{HCKIiD( :aZl]lel]?'lit.

tv AKUHI 1.bC'I' Anti-I{Bc II rana6par:op
I Kana6parop ARCHITECT Anti-HBc II Cafitiator t
I npe.aua:Hav€H [u.s xalu6ponxa cucreMbr ARCHITECT iSysten

I tpt KaqecrBeHHoM onpeAeneHr4rl aHTr.ireJr K ,AepHoMy

I 
alrrHreHy Bprpyca fenarr.rTa B (aHrrz_HBc) n cunoporre u

I nna3Me KpoBr4 qenoBexa. I Qnaxon (4,0 rran) xanu6paropa
I ARCHITECT Anti-HBc II Calibrator 1
I

I c peKanbllHnuponauHofi rurasNaoi KpoBH qenoBeKa r.r

I rcpacurelaua. Kanu6parop peaKTrlrBeH Ha au.ru_HBc.

I 
KonceRngnrsr: ProCIin 950 wazut Harpr.iq. Ka,ru6parop Mo)Ker

I Hcnonb3oBarbcr HenocpeacTBeHHo nOCJle H3BJreqeHa_q r,r3 MecTa

I c cooreercreyrourefi reMreparypofi xpaneurzl (2 - g.C).

I llocT asxa roBapa 3axa:.ruxoiu Aori)KHa coorBercrBoBar!,

I 
ycroruxu, c co6ruoAenueu rpe6onaurzfi npoasno4r4Terfl.,

I cobrnoAeHaeM r.rHcrpyKrrnfi, o6ecne.reHr.reM ero coxpanHocrr{.
I llo rpe6oeaHr+o 3axasqara locrarrqzx rpe6yert-
I Eo.UTBepxAeHLIs npOBepKI{ TeMnepaTypbr Ha BCex yqacTKax

I rpaucnoprrapoBKn npoayKrrzn or cKJraAa llpoa:noAuren Ao

| 3axa:ur'rxa. B cryrae HerpeAcraBneHan (uecnoeBpeMguHoro

I npeAcraBneHar) pa3MerIeHHr AoK) reHToB rio [ocraBKe roBapa

I 
ueucnonneHurrna. llpa Hcnonb3oBaHria oAHofi il rori x<e \apruu

I HJru ynaKoBKH peareHToB B TeqeHlre 28 nteil xa,ru6porxa

I peareuror He rpe6yerca. Bce xugxrze nprznaAre)KHocrr{,

I xa-na6paropbr n KoH,rpoJrr4 AoJr)KHrr 6rrm r foroBoM K
HCnOJIb3OBaH?rro B H,4e, r.rcKjrroqarr qeJIoB erre cKV fi $arcrop npu
lpr4roroBneHuu (6es xaxlrx-lz6o KocBennbrx Aeficr:nufi, naep
Hnrr KoppeKTapoBoK Mear.rqlrHcKoro nepcoHana), roroprre ne
noAJ're)r(ar n aocf anz:auuu. Ocraro.lr{r,r fi cpo rr FoAHocrrr Ha
nocraBJrreMbrfr roeap Ha Aary nocraBKu An, peareHToB,
KoHT poJrbHErx Marepr,ranoB rz xanu6paropoB aon)Ken
cocraBJurrb He MeHee 8 uecaqen, Anfl pacrBopon He uenee 12
Mec.sqeB. B c,ryrae [ocraBKri roBapoB, Mapxr.rpoBaHHbrx
ToDaprrbrMrr 3HaKaMH, llocraeulrar no 3anpocy 3ara:qnxa
o6x:yercx npeAocraBurb nocneaHeMy aoxyiraeuru,
noATBep)KAarorque Qanr BBeAeHrzr B rpor(AaHcKufi o6opor Ha
TeppaToprrr4 Pecny6naxra Ka:axcran nocraBrireMrrx roBapoB
HenocpeAcrBeHHo [paBoo6raAare,relr roBapHoro 3HaKa,
pa3MerrIeHHOfO Ha TOBape, r4Jru Q ero conlaQz-fl. flOXyraeuranaa,
roArBep )KAaro urHMLr yxa3 aHHrrri (par.r uoryr 6trrr
nrr r{eH3aoHHbre cofJrarrreHr4s llocranuura c
npanoo6laaarensuu, raug)r(eHHbre Aexnapaqua, rrucbMa



fipaBoo6naAareneri H nv\e13r4aTa, AofoBopb] c Jrr.rUeH3riaroM
r{Jlrz c ero KoHTpafeHTaMlr Ha nocTaBlly MeA}tquHcKr[X U3IenI4iI.
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HBc II KoHTponpI KoHrponu ARCHITECT Anti-HBc II Controls
npeAHa3 HarreHbr AJrr orIeHKH B OC[pOr43BOAIrMOCTrZ TeCTa H
BbI'BJIeHLUI CLICTeMaTlrrreCKr.D( aHaJrr4Tl,rireCKITX OTXIOneHUfi s
pa6osrD( xapaKreplrcrr.rKax cucreMrr ARCHITECT iSystem
[pr{ KaqecTBeHHOM OnpeAerre]J.uLr aHTHTeJT K {AepHOMy
anTvfeuy Brrpyca re[arr4Ta B (auru_HBc) n curroporre u
rrJra3Me KpoBri rrenoBexa. 2 Qnaroua (8,0 rr,rn xax<grrft)
xoxrporefi ARCHITECT Anti-HBc II Controls;
orp lrrraren b Hrr fi xo nrp oa l 14 norTo )i(urer s ur,r tZ rcl nrp o.n t.
O'rpraqa:relrrruI ron.rpolr coAepxr{T peKajrbu}4nrrpoBaHH}To
rura3My KpoB r,i qenoBexa. llonorxnremHrr fi KoHTp orb
COAepx{LIT pe KaJIbIIITHHpOB aHrryro rura3My KpOBr4 qeIOBeKa Lr
Kpacr.rTenb, peaKTr.rBeH na aurra-HB c. KOnc epnanTbr : prOC lin
950 u azul, :aurpvrfl. Konrponn HMeror 3narreHr.r, B cneAyrou[x
Arrafla3ouax: orpr4qarenbHbri KoHTponb zveer na.rypanturrit
IIBer, c ar4ana3oHoM KoH.rpon.s S/CO or 0,00 ao 0,g0.
llolo:rare,rt Hlr ft xo ur-pol b H M e er ro,ry6 o ri qB er (Kllcn orHbr I
rory6ofi) c Aliana3oHoM KoHrponr S/CO op 1,50 lo 3,96 u
rleJreBbrM SICO 2,73. Konr-ponu Moryr rzcilonb3oBarbc,
HeIIOCpeACTBeHHO nOCJIe u3BJreqeHlrrr II3 MeCTa XpaHeHrIrI C
coorBercrByrorqefi :reuneparypoir (2 _ goC). llocranxa roBapa
3axa:.IH xoNa,{oJr)KHa coorBercrBoBarb ycJr oB HrM, c
co6rnoAeHuenr rpe6onaHui npolr3BoAuTenr, co6JrroAeHrreM
uucrpyxqzfi , o6ecne.reHr.reM ero coxpaHHo crrr. llo
rpe6oraHzro 3axa:qara llocranurux rpe6yer roATBepxaegu,
[poBepKH TeMnepaTypbr Ha Bcex rracTKax rpaHcnopTapoBKH
rrpoAyKr{rir4 or cKnaAa flpou:no4rzrenr ao 3aKag.ruxa. B cnyrae
HenpeacraBnenza (necnoeBpeMeHHoro npe4crauenu_x)
pa3MerrleHrrr AoKyMeHTOB nO IIOCTaBK9 TOBaDa
HeucnonryeH H sr v. Bce )KltaKlte rrp H HaAnex Hocrl4,.,t
Kaflr{opaTopbr lr r(oH,rpona Aorr>KHbr 6rrrr s roroBoM K
r{cnoJrb3oBau }r}o B r{Ae, rrc Krroq a_{ r{eJroBeqecKrrfi 

$ axrop npu
[prrforoBneH uu (6ez xarrx-lu6o KocBeHHbrx AeftcrBr4ft, Mep
anr,r KoppeKTHpoBoK MeAHrrr4HcKof o nepco Hana), Koropbre He
floA;rexar I rzotp n,ru:aquu. Ocraro.r urr i c po rr roAHocru Ha
oocraBJueMbri ronap Ha Eary rroeraBKLr Anq peafeHToB,
KoHTponbHbrx Marepr,ranoB u xanu6parop oB Aonx(eH
locraBJrrrb He MeHee 8 uecxqen, An,a pacrBopon ne ueuee 12
uec{r{eB. B cnylae nocraBKri roBapoB, MapK}rpoBaHHbrx
roBapHbrMrz 3HaKaMlr, llocranqur rro 3anpocy 3axa3.rrrxa
t6rrsy ercst [peAocraBarb nocJreAHeMy aoxyuenrtr,
roATBepx{Aaro[Iae $aKT BBeAeHr.rr B rpa)r(AaHcKafi o6opor Ha
:epprrropHH Pecrry6narz Ka:axcran nocraBJrseMbrx roBaDoB
tenocpeAcrBeriuo npaeoo6naAaTeneM roeapHoro 3HaKa,
)a3MerrIeHHOfO Ha ToBape, aJrr4 c ero conlacar. ,{oxyr,reuranlra,
IoATB epx{Aao [IriM a yr(a3aHur,rfi (paxr ruroryr 6r,rrr,
tHI{eH314 oHHbre coDIarrIeHHjr fIoc.ranrqrzxa c
IPABOO6NAIAT E JIflMH, T€IMOXEHHbIC AEKJIAPAqUI, NIICbMA

lpaB oo6naAaT enei4 H nr,rUe H3HaTa, AoroB opbt c nHUeH3r{aToM

21 ARCHITECT Anti-HBs peareHri,r. 1 00
TECTOB

Tem ARCHITECT nnti-ftB;--;n"er."
xeMrrJlroM H HeC Ue HTHbr M HMMyHOaHaI r.r3o M Ha Mr4KporiacT[L(ax
(CMIA) DJle KoJruqecrBeHHoro onpeAeneHr4{ aHTr.rreJi K
noBepxHocrHoMy aHTrrreuy Br.rpyca reflarara B (aHru_HBs) n
cbrBoporKe u [rra3Me KpoBrr rrenoBexa. Tecr ARCHITECT Anti_
HBs onpeaerqer KoHueHlpaqruo aHTureJr K noBepxHocrHoMy
aHrrreHy Bapyca renarr{ra B (auru_HBs) r crreoporxe u
IUra3Me KpoBH qeIOBeKa.

Tecru na anru-HBs qacro nplrMeHJrrorc, An, Monr.rropnHra
e Q Q exrlrnnocrrl BaKrrHHauHH nporuB Bupy c a renarr.rra B.
Errlo Aoxa:aso, qro npacyrcrnue anra-HBs urpaer Ba)r(H\io



ponb B 3alrll{re nporriB HH+eKryrH BHpyca renarr{ra B (I{BV).
MnoroqucneHrrbre Hccfle.{ oBauyr'. npoaeMoHcrprrpoBzuu
e$Qexrannocrb BaKuuHartr{u npornB Blrpyca renar:rlta B g
CTHMyJUTUHH l.rlfirlynnofi cHcreMbr; npr.r noao6nofi saKrlI.rHalII,rE
npoAyuHpyrorcr arrrr{reJra x HBs, qro nperurrcrByer
un$erqlln HBV. Tecrur na aHrn-HBs raKrre ucrroJrb3yrorc,
npH MoHriTopHHre Bbr3.IIOpOB.iIeHWt H BOCCTaHOBIeHI'i
[arrHeHToB, nepeHectrlu auQexunro Br{pyca rena:ra,ra B.
llpucyrcrnlre aHra-HBs nocne ocrpofi rn$exura FIBV a
orcyrcrBxe noBepxHocrHoro arrrur€Ha Bilpyca renarvra B
(HBsAg) Moxer )rKa3brBarb Ha pa3perueHue ga6onesaHrir.
BrrssreHae anrrl-HBs y 6eccraunroMHbrx [auneHToB Moxer
cBr4aereJlrcrBoBarb o panee [epeHecennofi r.rnQexquu HBV.
Ha6op peareHroB ARCHITECT Anti-HBs, xa_rra6paroprr
ARCHITECT Anti-HBs Calibrators H KoHTpoTTn ARCHITECT
Anti-HBs Controls neo5xormro xpaHHTb nplr reMreparype2 -
8oC n nepruxaJrbHoM floJroxeHlru H r4c[oJrb3oBarb cpa3y nocne
H3BnelreHrir r{3 Mecra xpaneHurr c reM[eparypofi 2 _ 8oC.
llocrasxa roBapa 3axagqraconr AonxHa coorBercrBoBarb
ycnoBr,nrM, c co6nro,[eHneu rpe6onauufi npo ureo4 Lrr eilr.,
co6moAeu neM lrHcrpyKrrufi , o6ecneveur4ei4 ero coxpaHHo crrr.
llo rpe6orauno 3axa:q ara flocranrqur< rp e6yer
[oATBepxneHHr npoBepKH TeMfleparypbr Ha Bcex ) {acrKax
rpaHcnopTHpoBKr,r npoAyKqHr.r oT cK-rraAa llpoz:ro4uren, Ao
3ararcnra. B crryvae HeqpeAcraBneHna (uecaoeBpeMeHHofo
qpeAcTaBneHn r) pa:rrlerqeHr.r.{ AoKyr!{eHToB no nocTaBKe TOBapa
HeacnoJrHeHrrbrM. Mnrpovacrr{rrbr: 1 unu 4 QnaxoH(a) (4,56
rrar eo QnarcoHe Ha 100 recror/16,80 Mn Bo dnarone na 500
recron), Mur(poqacrr.rr6r, ceucu6unnzpouurr*r"
[oBepxHocrHbrM aHTr.rreHoM BLrpyaa rerrarrira B (noarurrrr ad u
ay) (E. coli, pexorra6aHaHrHar [HK, :xcnpeccnpoBauHa, B
MbrrrruH\x r,rerxax) e TRIS-6ySepe c nporeuHoBErMri
cT a6ran{ag'aroparrau. MuHuuaJrbHarr KoHr_IeHTpauHrr : 0,08o/o
TBepAofo BeqecrBa. Koncepnauur a3vp\ Harprr; Lt

qpoTr.rBoMr.rKpo6rmre npenapaTr,r. Kontrorar: 7 usu 4
$raxou(a) (5,9 rvrn no @lar<one na 100 recron/26,3 nan no
(pnarone Ha 500 recron), KoHbrorar: noBepxnocrHrrfi anrureu
Br.ipyca renarura B (no4ruuu ad n ay) (E. coli,
pexou6rzHanrual {HK, 3Kc [peccapoBaHHar B MbrrrruHbrx
xrerxax), Nre.rer{tri aKpr,rAaHoM e MES-6y$epe c t
nporeuuonrruv c'ta6utulatopaMr4 (n,ra:ua rcpoev 6rixa u
.reronera). MauuuanrHar KoHqeHrpaqur: 0, l3 urr/un.
Koncepnauru i a3u1 laa;tpLrr r.r nporrrBoMuxpo6nr,re [peuaparbr.
{n.nrcenr recra: ,{rznroeur o6pa:qa ARCHITECT Anti-HBs
Specimen Diluent. I Snai<on (100 un), ArrrrroeHr o6pasqa
ARCHITECT Anti-t{B s Spec imen D iluent, coqeprxaulaii
p eKa.nbrrr4Hr,rpoBannyro nna3My KpoBri qenoB eKa. KoHcepBaHT :

a3riA Harpi{r u ProClin 950. {-rrr pacqera cneuuQrunocrn u
rr)tscrBr4Tenbnocra 6ruo ycraHoBneHo, vro o6pa:qrr co
3HaqeHairMr.r KoHrleHTpaur4a > I 0,00 uME/un onpeAenxrorc,
KaK peaKTuBHr,re, o6pasulr co 3HaqeHr.urMH KonueHTpaqaa
< 1 0, 00 prME/rran - HepeaKTHBHbre. Bocnpoa:BoAHMocTb TecTa
ARCHITECT Anti-HBs o[peAensnu B xoAe Krr4Hr.F{ecKr.rx
r.rccJreAoBaHufi c r.rcnonrgoBaHr4eM rpex cep nfi peareHToB.
flauenn u3 rr flTr4 yHr4raJrbHbrx o6pasuoa recrapoBaJracb B

verrrpex noBTopax c [cnoJrb3oBaHueM peareuron xax4oi
cep[u oAaH pa3 B AeHb B Ter{eHHe nsru asefi B Tpex
na6oparopreax. tlyacreureJr bH ocrr,. Bnrlo nporecrr4poBaHo B

o6urefi cro)r(Hocru 389 o6pa:uoB, nonyqeHHb rx or 248
BaKr{r.rHHpoBaHHbrx npoTr.rB HBV naqueHToB, oT 41 Veloner<a,
nepeHecruero un(pexqr-no HBV, u or 100 rreroBeK, BXoA_s[IrD( B
rpyrrry pucxa uu$erqrr4 HBV. LIs 389 o6parqon 340

400h) 6wm [oBTopHo peaKTr{BHbrMH r.r [oJro)KareJrbHrrMr.l



no pe3ynbTaTaM AoflonHHTenbHOrO TeCTHpOBaHHT.

ITo.areepNgemrar r5recmaren-rnocru - I 00%.
CnequQu.rHocrl. B 'rpex na6oparopuax ecero 6u-ro
nporecrlrpoBauo 1716 o6pa,:uon cbrBoporxLr H rrnzr:Mbr KpoBr.r
cneAyroqtrx r<areropufi :,4o6poBoJrbrsre,rloHopbr rrenuroft
KpgBpr, napH-bre o6pa-rrnr cbrBoporKr.t H rlTruBrrbr r(poBr.r,
[poLr3BoJIbHO nr,t6paHrr6re roclluTanr3r{poBanHEre narlr{eHTbr,
ffoAr4 c :a6orenanra-sMu, He cBr3aHHbrMH c nH$exrgefi HBV, a
Tapxe o6pa3rrbr narrr4euToB c noreHuuaJrbrro
uHrepQ eprapyro qriMr.r Be ruecrBaMu. B o6ue fi c-uox uocru 2 5 9
(15,09%) uz 1716 o6pa:uon 6u.nrn nonropHo peaKrrBHbrMH,
254 (98,01%) u2259 o6pa:uoe 6rulr uo.noxrrerrbHbrMr.r no
pe3ynbTaTaM AonoJIHHTenbHOrO TeCTnpo BaHuA.
tTo'bop*aeeaat"i"iF==F-E=@E F%Bcexu4xue
npr.rHaAnex(Hocrz, xa-nu6paTopbr n KoHTpon[ AOnxHbr 6lrTB r
roToBoM K r4clOJIb3OBaHHrO BUAe, UCKnrOqat .reloseqecxnfi

Q axrop rrptz np r.rroroBJreHar.r (6es xarnx-ru6o xocseuHrrx
gefi,crnuit, Mep anh r(opper<'rlrpoBoK MeAuur4HcKofo
nepco Ha.na), Koropbre He norJrex(ar nuo$a,r rztau hb, a r a rilne
BxoAHT runoxJropuT He MeHee 5"h. Cra6uwnocru na 6opry
peaKTr4BoB nocne [oMerqeHr4rr B aHanr-r3arop AonxHa 6rrru ne
rraesee 30 4nefi. Ocrarovrrrrfi cpox foAHocrri sa nocrann_servrr,rfi
TOBap Ha AaTy nocTaBKr4 AIr peareHToB, KoHTpOnbHbrx
MareprraJroB z xa.nu6paropoB Aonx(eH cocraBrsrb ne uenee 8
MecxIIeB, Anr pacrBopoB H9 MeHee l2 lrecsuen. B cnyrae
nocTaBKrr ToB apoB, MapKHpOB aHHbrx TO BapHbrM Lr 3fiaKaMu,
flo cranulrzr< no 3 anpocy 3 axasquxa o 6lrye.rc a np eAo craB r.rrb
nocneAHeMy AoK),tvreHTbr, [oATBepxaarollre rlaxr BBeAeHr{r B

rpaxgauc nnli o 6opor Ha reppr4Topuu pecrry6naxrz Ka: axcr:an
rrocraBJrrreMbrx roBapoB HenocpeAcrBenHo [paBoo6la4are.nerra
TOBapHOfO 3HaKa, pa3MeLUeHHOrO Ha TOBape, r4nr4 c ero
c o rn ac r4E. .{o r<1na e Hra v H, nonrB ep)r(aa}o ulr.t M 14 y rca: an ru il
Sarr rrlolyr 6nrr :r r-rue n:raoHHbre couraureHr,lq flo craerquxa c
npaeoo6laaarelrnMu, TaMox(eHHbre AeKnapaquu, nr,rcbMa
npanoo6"naAare,reft z nurleH3nara, aof oBopbr c nnueH3rzaroM
I{JIII C efo KOHTpatgHTaMI4 Ha nOCTaBKV Ment [HHCt<Wx uZnetqfr

22 ARCHITECT Anti-HB s xa_rru6parop Ka,rra6paroprr ARCHITECT Anti-HBs Calibrators
npeAHa3HaqeHbr p.nfl xa-nz6ponrcu czcreMbr ARCHITECT
iSystem npu KoJrr,rlrecrBeHuoM onpeAeneHr{ra aHTr,rreJr K
noBepxHocrHoMy aHrureny Bupyca renarura B (anti_HBs) n
crrnoporxe r4 rura3Me KpoBu ErenoBexa. 6 $naxonon (4 rvr,r

xax<lrif) xa-nu6paropos ARCHITECT Anti-HBs Calibrators,
noAforoBJreHHr,rx B peK€Llbrlr{Huponanuofi [Jra3Me. KpoBn
rreJroBexa. Kann6parop A He peaKrHBeH Ha anru-HBs.
Ka,ru6paropu B-F peaxrr{BHbr Ha aura-HBs. Koncepran.ru,l:
asL4E lg.urpus. u ProCiin 950. Ka,rrz6parop Mo)Ker
uc[oJrb3oBaTbct HenocpeAcTBeHHO rrOCJIe Lr3BIeqeHI4r r43 MeCTa
c coorBercrsyroqe[ TeMrepar]?ofi xpaHenrz_a (2 - 8.C).
Iocrasra ToBapa 3axa:.rHxoN{ AoJr}r(Ha coorBercrBoBarb
ycnoBr4rrM, c co6moaeHrleu rpe6oBaHr.rfi rrpoa3BoAnrenr,
co6moAeuueM r{HcrpyKrrr,rfi, o6ecnevenueM efo coxpanHocrlr.
IIo tpe6onaHrco 3axas.tuKa floc.ranqzr rpe6yer
loATBeplr{aeHHfl npoBepKa reMnepaTypbt Ha Bcex yqacTKax
TpaHcroprHpoBKn [poAyKrrr4r.r or cKnaAa flpousnoAllre,rs ao
3axa.:qura. B crryruae He[peAcraBJrenru (riecnoeBpeMeHnofo
[peAcraBneHaa) pa-:lreueHrrrr AoKyMeHToB no [ocraBKe roBapa
Her{cnoJrHeHHbrM. llepea ucnoJrb3oBaHr4eM xalu6paropsr
neo6xoAr.nr.ro nepeMeruarb, aKKyparHo [epeBopaqr.rBa,
QnaxoHrr. flpu lrcnonr,3eBaHnu oAHoi r.r rofi xce fiapruu vJru
y[aKoBKn peareHToB B TeqeHfie 28 lneil xaru6ponxa pearenroB
He rpe6yerca. Bce xurxlre npaqaAnexHocrlr, xa-url6paroprr a
KoHTponH aonxHbr 6lrrr e roroBoM K HcnoJrb3oBaHl&o Br{ae,
HcxJrroqarr qenoBeErecKHfi $axrop flprz flpuroroereHraa (6es



KaKrlx-nr{6o KOCBeHHbTx AeficTBHfi, Mep Hnr{ KOpper{TupOBOK

Meal,tlIHHCKOTO nepcoHaJra), KoTopbre He nolure)KaT
nuoQnJrrcarrr,rH. Ocraro.rrrrfi cpox roaHocrlr na nocranflre!{rri
TOBap Ha LAry nOCTaBKlr N6 peareHTOB, KOHlpOnbHbrx
MarepnanoB ra xaau6paropoB .ilonxen cocraBtrrrb ne uenee 8
MectlreB, .4rtq pacrBopoB He MeHee l7 vecsuee. B cJD/.rae
IIocTaBK]4 TOBapOB, MapKHpOBaHHbrX TOBapHbrMr4 3HaKaMI4,
lloc,asuuK no 3arpocy 3axa:crKa o6x:yercx rlpeaocraBuTb
[ocneAHeMy AoKyr!{eHTbr, noaTBep)K.[aroqne (baKT BBeAeHr{rr-.B
rpax4ancxrafi o6opor Ha reppr,rroprlx Pecrry6nuxu Ka:axcran
flocraBfirreMbrx roBapoB neilocpeAcrBeHHo IlpaBoo6na4arenerr,r
TOBapHOTO 3HaKa, pa3MerueHHoro Ha roBape, r4Jrr4 c ero
corJlacurr.,{or<yruenrarrar{, no-ilTBepxAitrolluMu yra:annlrfi $arr
MoryT 6rrrr Jr[ueH3r.roHHbre corrarxeHur llocranrr1nxa c
[paBoo6naAarersMri, TarnroxeHHbre AeKnaparlur.r, nric6Ma
npaBoo6naaarenefi u rr{ueH3Hara, AoroBopl,r c JrurleH3r]aroM
IUIII C ero KOHTpaTeHT€MH Ha nOCTaBKY Me.IAULTHCKWX uZnetufr.

LJ ARCHITECT Anti-HBs KoHrporru I Konrponn ARCHITECT Anti-HBs Controls rpeAHa3HarreHbrt-
I Mt OUeHKI,i BOCIpOH3BO.{LIMOCTLi TecTa LI BbrflBJIeHLrF

I cr,rcreMaTHqecKr.D( aHiuruTr.{qecKax orKjroHeuufi n pa6o.rrx

I xapaxrepucrvKax cncreNmr ARCHITECT. iSystem (pearea.ron,
xanrn6paropoe a aHaJrr,r3aropa) np, KoJrrrrrecrBeHHoM
o[peaeneHHr,r aHTLrTeJr K nOBepxHOCTHOMy aHTAreHy renarura,B
(anti-HBs) B cbrBoporKe r4rrLt nrra3Me KpoBr4 qenoBeKa. 3

(pnarona (8 r,r.n xaxlrri) ronr"poirefi ARCHITECT Anti-HBs
Controls, noaroroBJreHHbrx B peKanbur4HnponaHuoi nlra3Me
I(pOBLI

lreJroBeKa. Orpuqarenrnrrfi rouTpolr (1 Snaxon) He peaKTHBeH
Ha anrra-HBs. lloloxrarelrHrre KoHrpona (2 Snaxona)
peaxTr{BHbr na anru-HBs. Koacepnanrbr: a3HA Harplu pr ProClin
950. KoH'rpoln rrMeror cneA).roque KoHr{eH.rpaqulr:
orpnuarrqlsnrri KoHTponb rrMegT Uarypa,rtrnri rlBer, c
Ar.IanaCoiorur rvrME/rvrn urrLr ME/n 0,00 Ao 2. llepnrrf
noJroxr{TeJrbHr,rfi xon'rpolb rrMeer rony6oi qner (rucnorHrrfi
rorry6ofi) c Ar.rara3oHov lrME/prn znu MElt or 10 ,uo 20 ra

xouuenrpauuefi UME/lan vrrLr ME/,r 15. Bropoft
[oJro]Kr{TeJrbHbrft rourpolr r{Meer KpacHrrfi qner c aua[a3oHoM
UME/lrn unuMEln or 59,2 ao 100,8 a KoHuerrTpaquef NaME/Na,'r

r4Jrrr MEh 80. KoHrpona Moryr acrorb3oBarbcq
He[ocpeAcTBeHHO nocne U3Bner{eHur x3 MecTa xpaHeH[r c
coornercreyroulefi reMneparypoi.t (2 - 8'C). llocrasxa roBapa
3axa:qnxov aonxHa coorBercrBoBarb ycnoBr.nlM, c
co6nroAeHr4eM rpe6oeaHrafi rrpoH3BoArzrenq, co6nroAeHr.reM
zuctpyxurfi , o6ecre.{ eHHeM ero coxpaHHo crr.{. llo rpe6on anmo
3aras.rura llocranulrEx rpe6yer noATBep)r(AeHrrr npoBepKrr
TeMnepaTypbl Ha Bcex f{aCTKiIX lpaHC[opT]IpOBKII npOAyKrIr.rH
or cKnaAa flpoa:no4urenr Ao 3aragqaxa. B cJry4rae
HenpeAcraBnenws. (necnoenpeueHHoro npegcranrieuar)
pa3MelqeHlrr aoKyMeHToB nO nOCTaBKe TOBapa
Her{crroJrHeHHuu. Bce )KHAKue npuHaaJre)KHocru, xanu6paroplr
Ii KOHTPONI,I AOJIXHbI 6ITTT E TOTOBOM K IICNOJIb3OBAHHIO BI4A€,
r4crrroiraq .rerosececrur: Qarrop nprr nptrroronnenuu (6es
r<axrx-nrz6o KocBeHHbrx Aeirc^rBvrir, Mep nrrv KoppeKTrlpoBor
MeAHUr4HcKoro [epcoHurna), Koropbre He [oAJre)Kar
nr,ro $rznu:auara. O cra'ro.I Hbri cpo r roAHocru na nocrasrger\4rr ft
TOBap Ha AaTy nocTaBKr,r Mfr peafeHToB, KoHTpOnbHbrx
MarepaaJroB u xana6paropoB .:IonxeH cocraBrrrb He MeHee 8
Mec.sqeB, anr pacrBopoB He MeHee 12 rrecs(ea. B crryuae
nOCTaBKIi TOBapOB, IltapKHpOBaHHbrX TOBapHT,IMU 3HaKaMH,
lloc:ranrqur rro 3anpocy 3axasczKa o6x:yerca npeAocraBaTr,
frocneAHeMy -qoK)aN{eHTbr, [oATBep)K.{arcu[e $aKT BBejleHr.rrr B

rpaxAaHcKr.rfi o6opor Ha reppHTopar.r Pecrry6nuxrn Ka:axcran
nocTaBJrreMbrx ToBapoB HerrocpeAcTBeHHo npaBoo6na.{arenev



TOBapHOTO 3HaKa, pa3NleuleHHOrO Ha TOBape, urrr4 c efo
corJracHrr. Ioxyr'aeuraur4, [o.rITBep)KAarout14Mri yxaraHuuf $an.rMoryr 6urt n[rleH3aonHbre coru]arxeHr.rrr llocraeuuxa c
[paBoo6naAaTeJrrMr.r, TaMoXeHHbre AeKnaparlr4H, rrricbMa
rlpaBoo6nalarenei u rHueH3Hara, AoroBopbr c nuqeH3rraroM
I4JIIII C ero KOHTpaTeHTaME Ha IIOCTaBKy MeAHUTjHCK]rux laZnet:?Iit.),4 Probe Conditioning solution Pacxolrnrfi MarepHzu llporrarraarorqufi pacrBop Erfl.
npo6osa6opru4KpB - Probe Conditioning npoasBoAcrBa Abbott
Laboratories (4x25 nrr'r). Bce )KHAKue rrprHarJre)KHocrlr,
xanu6paropu r,r KoH.rporr4 ,roJrxHbr 6nrrr ts roroBoM K
HCnOII'3OBaHLIIO BH.{e, HCKJrrOqar r{eIOBerreCKAfi $arrOp npra
[puroroBneHar.r (6e: xaxror-nn6o KocBeHHbrx 4eficrnrzfi, uep
r4rrn KoppeKTHpoBoK MeAr{tlriHcKoro nepcoHana), roropue ne
noAlre)Kar nHoor4nH3aru-rH. B CJD rae nocTaBKrr TOBapOB,
Maprnp oBauHbrx roBapnbrMa 3HaKaMu, llocranular< [o 3 aflpocy
3ara:quxa o6syercr nperocraBurb [ocrreAHeMy AoK]"A4eHTr,r,
noATBepxAarorilHe oaKT BBe.rleHr,ts B fpa)r(AaHcKari o6opor ua
Teppr4Toplrr4 Pecrry6aaxu Ka:axcrau rocraBJrreMbrx roBapoB
HenocpeAcrBeHHo npaeoo6,.raaareJiela roBapHofo 3HaKa,
pa3MeqeHHofo Ha roBape, ulttl c efo corJraclur. .{oxyl,reu.rauu,
roATBepr(Aarorr?rMr4 yxa:annrrfi $aftr Mofyr 6rrTb
JIUUeH3LIOHHbIe CODIAruCHU'I llocranrquxa c
npanoo6nanaTeJrrMl,r, TaMoXeHHbIe AeKnapallrrr4, nvcbMa
npaBoo6naAarenefi A JruueH3Hara, Ao.ouopoi c JrHUeH3uaroM
IUII4 c ero KOHTpafeHTaMr.r Ha nOCTaBKy MeAr{rInHCKux UZgeIIu:i..

25 flpo6rzpxrl nrr cbrBpororc Sample Cups Pacxoanr,rfi Marepr.ran (Sample Cups) uaruevKa ar,rq oOp.o:u*
Sample Cups a ropo6xe 1000 u.rr. flrac.ruxoerre npo6rapxrz 4nr
riccneAyeMbrx o6pa3uoB. Opr,rrunal*rofi rbopurr (ABBOTT
DIAGNOSTTCS), npe4na:navenuofi an ulraruBoB
rpo6o3arpFqrzxa ARCHITECT. B crD.^rae nocraBKu roBapoB,
MapKrrp oBaHHr,rx roBapr{brMr.r 3HaKaMr4, Iocranrqux rro 3anpocy
3axa:vr.rng o6x:yerca npe/IocraBnrb [ocJreAHeMy AoKyMeHTr,r,
uoATBep)I{Aarouue (baKT BBeAeHr{r B fpa)r(AaHcKnfi o6opor sa
Tepplrroprln Pecrry6naxu Ka:axcraH nocraBJureMr,r* rouupou
HenocpeAcrBeHHo npaeoo6ra.qarerera roBapHoro 3HaKa,
pa3MeqeHHoro Ha roBape, HJrr4 c ero corJ.Tacur. {oxynaenrana,
noATBepx(AalonrrrMri yra:aHrnrfi Sam Moryr 6rrri,
JII4qeH3AOHHbre corurallreHlllr llocranulr.rxa c
rrpaBoo6naAareJr{Mr.r, TaMO)KeHHbre aeKnapaurru, nncEMa
npanoo6laaareneil H JruueH3prara, aorouopoi c JruueH3naroM
un[ c ero KoHTpareHTaMU Ha [OCTaBKy MeAr{urrHcKrrx ttztew.|it.


