
Texnnqecraq cneqqourauI|'| 3aKylra JteKapcTBeHHbrx cpeAcTB u MeAUIIHHCKIIX

ycJryr Ha 2022 rot

JIor l\tl
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JIOTA

Kpnrepun Onucanne

HaulrenosaHue

TBepaoroBeruecrBa.Koncepeanrn:[porlzBoMl'IKpo6nuenpenapa$t' .
Kormrorar: KoHbrorar, co4epxarqrafi MeqeHble aKpI4'{rrHoM I'GIIrrurl'bIe

aHrr{rena r IgG/IgM treroBeKa n MES 6yQepe. MruruMaJltuas KoHIIeHrpaIII4rI:

(IgG) 8 ur/u/(IgM) 0,8 nr/lran. Konceprantt: np

.tp.nupar"t, Pas6annrem recra Anti-HCV Assay zfi TRIS

9,60%
7lYo.

CneuutpuvnocG, na6mo,qaellarl B pa3nl{llHbx Jlaooparopr4jrx' BapblcpoBzula or
99,20yo (4961500) to 99,7 0%o (199412000). 9yscrnure$nocrb cocraBr4rra
gg,l}yo npu 95olo .Uoeepl4reJrbHoM IT HrepBaIIe or 96,77%o lo 99,89o/o' Bce

xr,rrKlre flpl4HalJrexHocru, ralu6paropbl I'{ Korrrponr'r AorxnrI 6rrrr s

roroBoM K l{cnorrb3oBaHl{ro BIue, ucKlroqilt qeroseqecrufi Qanop npu

rrpr4roroBJleHr,ru (6es raxrx-an6o rocnennrrx 4eitcrnuil, Mep I{nI'I

KoppeKrr4poBoK MeAfi rII,IHcKoro nepcoHtula), Koropble He floaJlexar

ruloQunusauuu. cra6unrnoc$ na 6opry pearcrfiBoB nocJle rroMerueHrlrl B

aHurJrr,BaTop AonxHa 6rrrr ne rlenee 30 Aneft. ocraro.ilrbrfi cpor roAHocTLt Ha

nocra.anseN{ltfi ToBap Ha Aary rrocraBKl4 AJII peareHToB, KoHTpoJrbHbrx

Marepr{zrnoB I.r ranu6patopoB AoJIxeH cocraBJUITb He MeHee rUITI'IrectrI'I

lpouerrroB or yKa3aHHoro cpoKa roAHocrl.r Ha ynaKoBKe (npu cpore noaHocrl'I

MeHee aByx ner); ne MeHee ABeHaAIIarI4 MectIIeB or yKa3anHoro cpoxa

roAHocrr4 Ha ynaKoBKe (npra cpore ro,qHocrfi ABa roaa ra 6onee). B cnyrae

[ocraBKu roBapoB, MapKr4poBaHHbIx roBapHbIMI'I 3HaKzMH' llocrarurar no

3anpocy 3axasquxa o6xsyerca npeAocraBr4Tb [ocneAHeMy AoKyMeHTbI,

noATBep)r(Aaroqne OaKT BBeAeHI,Is B rptDx,{ancxr4fi o6opor Ha reppuropl4l4

Pecrry6nnrn Ka:axcran rocraBJuleMbtx roBapoB HerlocpeAcrBeHHo

npaBoo6naAareleM ToBapHoro 3HaK4 pa3Meule l4nu c ero

ao.naat". ,{oxyuenrauu, rroATBepxAttrolqlrMl4 rr'lor}'r 6rnr
Jrr{rren3IroHHbIe couarueHrrll flocraeuIaxa c rtpaBoo6[a'uareJIJIMr{'

TaMoxeHHbre AeKJIapaIIrln, rficbMa npanoo6nagarelei v nuIlenglrar4

AOfOBOpbI C JrXUeH3rlaTOM I',In[ c efo KoHTparer{TzMfi Ha rlocraBKy

Me]InrrrHcKlrx us re rufr ,

J\b

JIOTA

Kpureprr.t Onucanre

z HamuenosaHue Ka:rra6parop ARCHITECT Anti-HCV Calibrator ucronb3yerct Ant
ralu6ponrr.r cucTeMbr ARCHITECT i System [pI.I KaqecrBeHHoM onpeAeneHl'Il4

aHTfiTen K Bnpycy renarura C (anrz-HCV) B cblBoporKe I{ ua3Me KpoBI4

qerroBeKa. I tbnaron (4 va) ralu6paropa ARCHITECT Anti-HCV Calibrator



(maKmupoBamoii), pearuBHofi Ha aEru-HCV Koaepoarn: a4ll Halptr flpt ncnolr:onarmr

oAHoZi n rofi xe napro Im )maKoBru peilemoB B recelfte 28 4reft xm6poBM pearemoB He

rpe6yercr Bce xu4cre rpura,tr'Iemcru, xm6paropl n rompoJlH AoJD(HU 6rrfr s rmoeox r
uctronb3oBaHl{rc BtrIe, trcmr{u quoBesecKd oaKrop trpl4 rrpmoroBnem (6c xmrx_rn6o

xocBexHbrx AeImBfffi, Mep um,t KoppeKTr.rpoBox Me4lqxHcKoro trepcoHua), xmopHe He

roAnexar lroQm:aqm, Octarovmtr cpoK roAHoffi Ha tromuueMHfi ToMp Ha Aary
trocraru lun pearemoB, I(orrpon6r6lx MarepuatroB tr Kdru6paropoB Aonxen cocrarflJrn He

MeHee nrrqrectrtr npouemoB or )traanHoro cpom roaHocrl{ Ha )maronre (tpu cpore ro,uroffi
MeHee Eyx nil); He MeHee ABeHaArIaru MecrueB oT yKaaHHoro cpoxa ro.qH@m Ha ynaKoBKe

(npu cpoxe ro,{Hocru,qBa roAa H 6oflee) B cr} Iae trocraBril ToBapoD, MapMpoBaHHBIx

ToBapHbrlrg 3HaKaltu, floctaaqNr to :alpocy 3aravtra o6reyocx npegomBr.rrb troc:re.u{eMy

aoK)ryeHm, troaBepx'Ilmtrue QaK BBeAemr B fpaxlascrnfi o6opm Ha reppmopu[

Pecny6,ruru Kaaxmn ilocfr BJ!f,eMbrx roBapoB Hetrocpelcl:nemo npaloo6laAarsreM mBapuoro

3Hea, paMeruet{Horo Ha roBape, uJru c ero cornacrtf, .{orywemuu, noArlepxArcrllltMu

yra:aHuilfi tfarr lroryr 6sm naueH:yoHuue coflraureHur flocT.aiqrxa c nparoo6ra,qarelrMr,

TaMoxeaH6re lenapaur{u, trDcbMa llpanoo6nagarelefi H lnq6n:rata, .qoroeopu c nffqeH3traro^t

,ur c ero KomparemMu Ha ffoffiBKy Me,u{rltrHcMx It3ailfffi

floreuqNanrsni nomBrrlru trperotraBnrfl opraHrcaropy ,unyno* ,*!*u1q" .[op"n"ro*,"
AoKWeHET (B Tonr vuue 4oronopa), noamepx,umuxe npaBo noreHutrmHoto nocraBq{xa na

peilt3aulto roBapa ua reppnropua PK, npeAomBremoro Fom{oMoqeuffiM trpeAcrmxreneM

npor3BoAmeJul, ceput[mar npolcxoxAeMe mBapa, BbrnaHghrMr.t KoMnoEeHTHHMt{ oDraHaMtr B

cTpaHe 3KcnopTepa.

flocrasxa Tonapa oclruemmswr llomsilIrKoM B Teqeme 10 (Aecro) nHefi. c MoMem

trepejlaqu eMy 3mKff

JIOT J\!3

JTs Kpxrepxu OnucauHe

Hatmenogaune Tem ARCHITECT HIV AglAb Combo raaqercs xeMurcMr.r'ecqeffiHM trMMlroaHaflu3oM Ha

Mrrcposamr'rqax (GMIA) 4nx o4uonpeMeEHoro KaqemeHHoro onpeaeJreHm armrreHa HIV p24 n

amurenKEtrpycyl{wyroge$uqtmre:roBexar}tra 1ulwtu2(HIV_I/HIV_2)rcrrBoporKeu

Ir'Iante KpoBX senoBeKa, a raxxe o6pmqax, :a6parutrx loctrleprro (nocne omoBKtr ceptr[la)

Teq ARCHITECT HIV AglAb Combo trpe,qnaHaqeH ary ucnonB3oBaatr, B KaqecrBe

Bcnolf orarerbHoro cpeAcrBa .urarHotrnnt meerquH HIV_IftIN_2, a raue B (aqecrBe

cKpunxuroBoro recm c uenBro tpeAynpexneHu rrepe,qaqu unrlerqm HIV_1/HIV_2

peuxnyeumu KpoBn, ee KoltnoHeHToB, a raKxe ufloK, ftaHefi x oprffios Teq ARCHITECT

HIV AgiAb Contbo He no3Bonrer yroqHurs, peaffiBHocrf, Ha Kffioii il3 trepeqncreHHbx

MapKepoB BbrrBneHa: sa amreu HIV p24, amnela x HIV_ I uH armmela K HIV_2 flepeA

npoBeaeHueM auuma B ctrftMy ARCHITECT i System Heo6xoAffMo :arpy:m Qafil recra

ARCHITECT HIV AglAb Combo c rounam-.qlcra ARCHITECT i System Assay CD_ROM

MHxpovacrHqu: I mn 4 QlaxoH(a) (6,6 Mn Ha 100 reooa/27,0 ul sa 500 remos)

Mrc?ocamkq: r{uxpoqacrr4rl6r, cercuOunu:uponamrre armreuou HIV -1 ftIIV -2

(perou6tuaHrHurr) I amre,rou x HIV p24 (rrlumHnoe, uonououanrHoe) r el:Noaomecxox
pacroope c TRIS 6ySeporrr MyuiluurHaq xonqemparlm: 0,0704 cyxlrx seqecrB KoHcepBaHT:

a3IU sarpu Koulrcrar: 1 nru 4 Q,raroH(a) (5,9 Mn Ha 100 refloB/26,3 v.l Ha 500 recror)
KoH6rcram: aKp{.qffH-Mesemle *mlreusl HfV_l (pexou6nrame), axpu.qru_ueveme

cuHrflr{ecrue tremnl;r Hry-l/HJV-2 r arpxgm-uerexoe armnuo r HfV p24 (unurruoe,

nroHoMoHaltrHoe) a QocSamoM 6y@pe c nporelronnul (6mrmr) r nooepxHocrno_

arncuulr m6uusropilH Mmtuatrxal xomlerrpalE.s: 0,05 ura/w Koncepearrr: aug
ua, pux Pa:6anrem o6paqa: I m 4 rlnmon(a) (5,9 un na 100 mon/26,3 ul na 500 reeoa)
pa:6urrrem anum: pm6aorrem aHm HIV AglAb Combo, cogepxaqufi TRIS 6yQep

Konceptam: a3u,q Harpm Bocnpoxreo,qtuom: Tem ARCHITECT HIV AglAb Cornbo

AeMoEmpffpytr trorpemoclb S14oZ alx o6paqot, sHaqero xmoorrx r 3 DBa trDeBBrclam



noporoBoe 3Haserue npll recupoBariufi Tpex €puri Kanq6pmopa, rpex cepmi xorrpotr f,

nanentr u3 cernpex peamnmx o6pauoB Axurfif,.{trmc q;Bcanubum reffi
ARCHITECT HIV AglAb Combo K arrureuy HIV-I p24 Agcrcraswta <50 m/u:l [:ssgr
pe3yJIbTaT tron) IeH c troMoulbto recilpoaarnu lmeln HfV-Ag 2003 AFSSAPS c

ucnonb3oBaHueM rpex cepufi pearemoe ARCHITECT HIV AglAb Combo Cormcno

tronyceHnHM AaHHHM, cpeAffi tryBcmmeruHocTb x meuy HfV-l p24 Ag mrura 19,06

m/nilI Teq Ha BIitI AonxeH BBt.sBmb B o6pa[e rcposs amrreH p24 BI49-1 x ma x BI{[I-1,

B mM trnue rpymr O u M u BI,M-2 C.ueruQn mom recra sa ARCHITECT HMgAb
Combo aonxta 6m xe uenee 99,85olo l.nr o6paqon KpoBtr AoHopoB Bce mtrq.re

npuHaAreruoffi, xun6paropn u roHTpom JIoJDKHrI 6un s rorogou r Hcnonb3oBam BuIe,

Hcffiqil qeroBececrofi $anop npu npmmomeuru (6e xarcrx-ttlr6o xocseunux ,qeicroufi,
t

Mep nnlr KoppeKTI{poBoK Me.u/uuHcKoro nepconala), Kmopge He noAJlexar mor[uma:ary

Cra6rurruocr Ha 6opry peaxrusoB noc;re noMerqeffi B aHarrrnarop AoJrxHa 6hrrb He MeHee 30

AHeii OcTarocHblii cpoK roAHocrl{ Ha romaBnteMHft ToBap Ha Aary nomBKI{,qJu peareEToB,

KorrponBHHx Marepuuol u xm6paropoB ,[orxeH cocraul{Tb Ht MeHee rl,TrtrIecffi rtpoqemB

m yKa3aHHoro cpoKa ro.Erom Ha )maxosre (npn cpore roAuocfil ueuee .Blr nsr); He MeHee

IBeHaArlaru MecsueB or yraaffioro cpoxa roqxow na lnarosxe (npn cpoKe roAnocil 4aa roAa

tr 6onee) B cJDAae noffiBM ToBapoB, MapropoBauHbrx roBapH6lMtr :uaxauu, Ilocrmugx lo
:anpocy 3ara:unxa o6r:yercx npe4ocraBl{D nocne,4qeMy AoKyt\{errrH, trotrtBepx.qercWre Qan
BBeAeHffi B rpaxraucrurfi o60por ua reppuroprz Pecny6nNru Ka:axmu nocraBJureMbD( ToBapoB

HenocpeAmeHHo trpanoo6aagareleu roBapHoro 3HaKa, paMerqeHHoro Ba roBape, w[t c ero

cornactr .{oryteruu, noAnepxlmlquMff yraanxufi Qarr uorln 6trrr rulqeu:uouuue

couautetru{ floc"farqma c nparoo6laAareJlfiMl{, T:rMoxenmre AexJlapauun, micbMa

opaBm6traAarenefi u mueH3naTa, AoroBopBl c Jrr{qeB3uaToM ro c ero KoEmileHTaMil Ha

tromBKy MeAurluHcffi tr3Ailufi

floteuqnusHufi lomaBlII{K trpeAomaBtril opmr{Ifiaropy 3aKytroK HaArexarqe oQopu:nemre

IoIg {enm (B ToM cxcne.qoroBopa), tro.{rBepxAarculue npaBo rloreluuutuoro trocraBrqllra Ha

pem3aquro roBapa ua reppnropm PK, trpeAocraBneHHoro )motrHoMoceHtrtM npelmBl{reneM
a

trPON3BOIMffi, CCPTHQXKAT IIPOECXOXNEHIIC TOBAPA, BbIAAHHbIMU (OMNOHEHffi6IMI' OPIAHilIt B

cTpue 3KcnoPrePa

floctanra Toaapa oclarlemmwc lloqutr+{xoM B reqeHtre 10 (gecf,M) guefi, c uouema

JIOT J\!4

N! KDmeDxn OlucaHue

I HafiuesosaHfle KourpoaH ARCHITECT HBsAg Qualitative II Controls npeAHa3Ha{eHH Aru oUeffi
BOCtrPOU3BOAHMOCTN TCqA U B6UBJIEHI{' CUMCMA]WCCXilX AHAJIXTWECKI,TX MOHCIIt{fi CtrreMb|

ARCHITECT i System npn rarecrBeuuoM onpeAeJreHr{H r.r no,(rBepxAeHr.rr{ Hurrtr{
noBepruocrHoro aHTr{reHa Bupyca renamra B (IIBsAg) a crrroporxe tl maMe KpoBu qeJIoBeKa c

nctrotr3oBaHueM Ha6opoa pearerrol ARCHITECT HBsAg eualitative II u HBsAg eualitative tr

Confrmatory 2 rfaroua (no 8,0 ur) roxrpoleft ARCHITECT HBsAg eualitative tr Contrlos

Orprqaremnufi xoHTpon; coAepmr perilBqmtlpoBaffiyo rurruMy KpoBtr qenoBera

Koucepnarrn: ProClin 950 u mr4 uarpHr floloxnellnufi xoulpolt cogepmr

ffiaKrrBr{poBaHHBrfi osffrqeHHuil HBsAg venorexa (no,4runn adlay) a {ocQamou 6yt[epe c

nltaMof ryoBH qenoBeKa H nporennonuun (ur61nmH cuaoporo buurefi xponr)

m6ruru:aropauH Koucepsaum: ProClin 300 n ProCfin 950 Bce xxaroe npr{HaAneruocrr.t,

ruu6paroprr u rouTpontr Aonruu 6gn g rotogou x uctronb3oBaffi BruIe. uctmqat
cefioBeqecKufi Qanop npn npHrorouenlu (6e: xarclx-lr6o KocBerHbrx lefidrBufi, uep mN

KoppeKTypoBoK ue^[I{ur{HcKoro nepconua), xoropue ue no4nexar moQmr{3artrc.r. Omroqguft

cpoK roAHmrx Ha flomBryeMbrt ToBap Ha Aary trocmBKli AJn peilellToB, xompoJtBHbrx

MilepuiloB u Kilu6paropon golxefl coqam Be Mesee trrrrulqffi npoueHToB m

)Ta3ffioro apoKa rolgoffi Ha paKoBKe (npn cpoKe ro.4ltogm MeEe JIBID( nm); ue vene

,tBeHaJularl| MecflIeB or },I(affioro cpora ro.Focm na ytrffiou(e (np[ cpoKe riollEocrf, ,Ua rojlil

a 6ole) B srjAae nmBro ToBapoB, MaprupoBauffi mMpHuME 3sru, flocra@< no

:mpocy 3mu.rxa o6myercr npegoffir.tr6 rrHe,EeMy Ao$fre|m, tro.FB?a1arcrye <parr

BBeJlem B rpax4aHcsf o6opor xa reDDsmDIxt Ptrtrv6mlcl Ka:axru uruem rcMmB



HenocpeaclBeHHo trpaBoo6naaaTeneM mBapHoro 3Haxa. paMeqetroro lta mBape, m c erc

cornacffi [orgruemun, trojlBep)KAmrqru yKeHI{Efi Qan xoryr 6m rureBrouHue

corlameHu flommqma c npaeoo6aa'qilffi, rooxexarre reK'rapauxx, mc6xa

rpanoo6ragateleii ff nHrIeH3Ham, .EoroBopbl c rxueg3Emv Im c eDo roFrpar€Erilf, m

noffiBKy 
^re.qxuuHcm 

ff3Aen4i

florear1rurmri nomaBrqx trpelmfl opmrmaropy Hqtrox na4nexaqe o<loprtelrme

AoKyMerfrr (B Torr uucae 4orotopa), no[reptK;larom{e ffpaBo nmru{arbEoro tr@TaBrrlEn Ea

pem3aql{b roBapa Ha repprtropuu PK, np€Aroemtoro ynorHoMoseru tr[Ermrreneu

npofl3Bo,&rrffi, ceprffQmar trpoHcxoxAeHue rcmpa, BH.{aJ{r{hIMH KoMnoneliltmff opmttaun B

c-TpaHe 3Kcrroprepa

flocmsra Toaapa ocynlemmms flofl8q{(oM B Teqeile l0 (aem) AHefi, c MoNem

JIOT J\!5

Ne KomeorH OnucaHle

I HaumeuoeaHge IlpouuaamuHii 6yrlep (Wash Buffer (llx4) for 920 test)

npeaxcsaqeu pu npournxu pa6orrx eurocteft, lleeK H coe.rl,IulftenrHrrx,rpy6or

aHumaropa llpourramuufi 6yrDep npeacrausfl co6ofi coneBoi pu*otp 4o"4Lrroro
6ytpepa Koucepaamr aurnulrrpo6uHe areffir Xpanrlru trptr TeMtreparype 2-8'C. Bce xfl.qrc{e

npxHa,qlrexHocrr, ruu6paropu fl r(oHrponx aonxru 6ms s rorogolt K ltclloJrb3oBam Bure,

ucmqar trejroBeqecMfi QaKrop trpu lpmmoo.nenlru (6es xarHx-r[6o xocBeumx Ae.fisrBuil,

t\tep Iffi KoppeffipoBoK MeAuuuHct(oro nepcoHua), KgTopHe He floMexaT

lHo(Dmx3auHu Ilocranra Toaapa ocyuecrnncercr IIocraBrIlrKoM B reqeHue 10 (Iecfiu) .ureft, c

MOMeHTa nepeaaqff eMy 3UBKH

JIOT J\!6

J\b KpHrepnu a Onucauue

HauMeuoeaMe Teq ARCHITECT HBsAg Qualitative II .nsnrmcx xeMmMuHecueffiBM r{MMyHorum3oM

Ha Mlflcpocacmuax (CMA) qrn xavecrBeHHoro otrpeAeJIeHI{JI lrolepruocruoro aHTmeHa Bupyca

renarsra B (HBsAg) r cbrBopmKe y uBMe KpoBtr qenoBeKa, a rarxe o6paqax, :a6pamx
trocueprHo (nocne omaHoam cep4ua) Mnrpouacruqlr: I mu 4 QnffioHa (no 6,6 vl $laxou

a'tu 100 remoa/27,0 un Qlarol 1gu 500 retroB) MurpocaflHrl, ceacn6un:uponmuux

amrrelanu x IIBs (MBtuftHbte, MoHououutrue, IgM,IgG) r MEC-6yQepe c npoTerooBhrMff

staour3aTopaMu MuHHMilbHat (oHUeHTpaUHq: 0,080/o cyxn seqecrn Kouceprarrru: ProClin

300 fi ProCIin 950 Komrcrar: I ruu 4 tplaroHa (5,9 ul ua 100 remos/26,3 ul ra 500 reooa)

Konbuara: aun-HBs (ro:ru, IgG) axpugHu-lreveuoro KoHbrcram aml x HBs (uumrx,
MouoKrroHilf,HHx, IgG) r arorel r IIBs (ro:ux, IgG) s Qou[amorr.r 6yQepe c mauofi rponu

qeroBeKa r nporeyHoBHitn cra6ulu:aropauu (anr61uru buureft cuBopom KpoBLI, $vrmxu
6nvu cuaoporua rcponu, xo:rn IgG, vnuruuue IgG) Muuuuurnu rouueuTpaum: 0,35

nm/ur KoHcepnarrru: ProClin 300 I ProClin 950. Par6asurm odparqa: 1 lm 4 Qlarona

(Qlaxou 5,9 ul na 100 recroa/rlnaxou 26,3 Mn Ha 500 remoB) AonommilBuoro trpoMuBoqHoro

6yQepa, co.qepxarqero MEC-6yQep KoHcepraxru: ProClin 300 u ProClil 950 ,{o npoae4em

reffipoBalm sa cucrcue ARCHITECT i System xeo6xo4Huo ycmHoam rpafil recm

ARCHITECT HBsAg Qualitative II BocnpoursoAxuocrr: Tem ARCHITECT HBsAg

Qualitative II pa:pa6omn raruu o6pa:ou, yro6u norpe[Hocrb comBma J l0% (o6qero) KB

sryrpu ra6oparoptrfl .qrr noroxl{TilbHoro KoI{TpoD ff mxofi noaoxrenMofi naHejrl{, a

mH.{apfic oruoHeHtre (CKO) lrr aucorofi orpEuarenr,Hof nauemr S 0,10 S/CO Tem

ARCHITECT IIBsAg Qualitative tr pmpa6orar tarru o6pmou, yro6n milb BMBJreHrqrc

cneuuQucHocrb > 99,5% '{Ju o6pcqoB, tro,DqeHHBtx ri3 KpoBtr AoHopoB Tecr ARCHITECT

IIBsAg Qualitative II papa6mH mmu o6paorr, mo6u qyBqa[reJtbaoffi 6ua 6omnre lm
paBHa HryHeMy trpeAeny 9504 noBeprenBHoro nurepBua KoMMepqecKH Awrymorc recra Ha

l{BsAg &u rofi xe norylxqrt o6pauoB, tronoffiDuxx na [IBsAg flps uccneaoBam 402

o6pa:qon, ro.nox;rtelrssrx ua f{BsAg, nolryqenmrx or naql,terToB c HeBBTTTIrIM crdrycou

:a6olenm, ulxrnfi npegel 9504 .qonepreDHoto ffHTepBua B KoirMepqecKoM Teqe HBsAs



6ut99,09o/o B aamoM rccne.4offir rryBmrmnocrr rem ARCHITECT HBsAg eulitatir€
II comana 100,00% (402/402) AHanm€Ku q)ammHrcrb m xa HBsAg or-wuo
2-uy cmugapry BO3 (00/588) ronrua 6un parna Im ueurure 0,022 ME / ul. Tm m HBsAg

Aonxen BbuBr.rrb Han6onee pacnpocrpaHeme M).Tm, mxxe ru Gl45\ f, tro,tlrB€pErb no c

troMotrI6b recroBoii BcmtrKu Bce xngne npuHalreffiogrl, w6pmpu E Korrpom rndrro
6urs g lmoaou K ffcnon;3oBaMo BH,[e, HcKJrroqil qenoBeqecmf Otrrcp npa EpmE:lero
(6e: xarux-lu6o xocBengbrx AeiicrBxft, uep ru ropperopoBoK Me,qmffrcKoro trelrcoEila),

Koropbre He rloA.lexar lHorpulu:aquu Cta6r-rlurocrr na 6opry peacntroo trGne trouerleffi B

aHm3arop Aonffia 6urr ue uesee 30 4xefi Omamvnbril cpo( ro4roffi Ha nocrauexlf,
ToBap Ha Aary nocmBru ru pearcHToB, KoHrponBHsIx Marepnalon n xm6paropoD AoffieH

comaNUITb fe MeHee nf,Mlecffi npoqemoB or yl(8affioro cpoRa ro4rogTl{ na ylmorre (npx

cpoKe roAHoru lteuee goyx lm); xe MeHee ABeHaArIarIl MecrrleB or )KilaHHoro cpom rogocru

ua ynaxonre (npn cpoxe ro.lgocTlt IBa roga r 6oaee) B crryruae lomsru rorapon,

MapmpoBaHHhrx roBapnblMr 3HmaMll, flocrurqur no :anpocy 3ara:uma o6myercr

trpeJlocrsxn nocne.&reMy .4oK)rueHtt, noJlTBeplqarcune Qaq,,rieaenro r rpaxlancmi
o6opor xa reppuropun Pecny6lm Kasaxcro noctameuu{torapoa ueuocpelqBeffio

npanoo6na4ateneu rcBapHoro 3HaKa, pa3Merqeffioro Ha roBape, [n]I c ero cornacl4'r

.{oryueHmlru, noATBepx,qmutrMff }Ta:axuufi Qan uorln 6nru mqeu:uorurre cornartIew

flocrasuuxa c nparoo6na.qaremMrl, TaMoxemBre aegaparutr, rucbMr rpltaoo6nuiu*r"fi n
mueH3Ham, ,4otoBop6t c JIHTIeH3UaTOM trflq C ero KoHTpafemrutr Ha IIocTffiKy MeII{UruCffi

u3.[entrfr

floreaqumtnsrfi troffiBlqEK npeAocraBrril opraHrnaropy 3axynol{ Hallexarqe oQopwennue

AoKyMeHm (B Tou suctre AoroBopa), noABepxAarcrque npaBo ilrcHUUanEHoro tromaBIIIKa Ha

peantl:aum rcBapa xa reppuropru PK, npe.qocraueuuoro )moffoMosenmrM upeAffiBureneM

rpoff3BoAlru, ceprrQurar npoNcxox.{eHrre ToBapa, BBrAaHHbIMr.l KoMnoHeffiMff opraHil,H B

c'rpaHe 3Kctroprepa

flocmsxa Toeapa oclnqecruuilcr floc-TaBrrxoM B TeqeHffe 10 (Aecm) .4refi, c MoMem

JIOT J\!7

JIOT J\t9

li! Konreosa Onx

t HanueHoraune PacxoaHuft Marepxu (Septums) trpegoxpaHflrenbHbre KpBr[ecM Septums B xopo6re 200 m
Kpururo noueqmrc{ Ha orrpxTble 6}%rnlcr pearemoB nepeA 3afpy3Kofi 6)mroqer s

o6pa6annmrqal Monynb aHutr3aroDa ARCHITECT I1000

JIOT JfeE

N, KpHreDHn Onlcauue

I HaHuenosauHe Pameop np+rpnrrepa (ARCHITECTi PreTrigger Solution)

llpegraHaveH Anr onqementr arpugnuonoii Mffiu or KoMlrtreKca armreu-aHmolo pamop

npe-'rpxrr€pa cocrom r: 6u4lrcrxmupoBaHHoft BoA6r (99,88o/o), coAepxaqefi trepeKlrcb BoaopoAa

o rorqeHrpaqtu I 320lo

Xpauurr npl TeMfleparype 2-8'C Bce ruIIKlre trpffHa4nexnocru, xulr6paropn u Korrporu

,{onmst 6rrm B roroBoM K ucnolrb3oBaHrlrc Effre, Hcrttlorlu qelogeqecrccl Qarrop npn

npffimoBneHtrtr (6e: rarxx-m6o KocBelff;x gefic-rBNfi, Mep E r,I KoppeKrnpoBoK Me]m+tncKoro

nepcoHUra), Koropne He trojlnexar motbmuraru.

Jl! K OnusHxe

HanmesoBame Pamop rpurrepa (ARCHITECTi Trigger Solution)

flpegnaHaveH ,4,u xHrlugarDm peaKqurr xeMtmmecueHllrfit volerluoi arpn:ss*\ya Pflrcp

Tpxrrepa coqoxr H3 644nmpoaruoE BoIEl (99,6%), coI?nEeE EJporcsn mpff B

Konqexrpauro l,4o/o (no lrace). Xpaxmu npn Teweparype 2{'C Be nre
nprualuerum, xm6paropu E xompotr rornmr 6rm B mBox K Ectro:m ule-
ucl(Jroqil qeJroBeqecKfffi OaKrop trptr npnoroanem (6e: xmnt-ru6o xcreffi leitraf,i. r€?



JIOT JI!IO

EAYs I KPnt"Prn"

HaHMeHoBaHHe
Tem ARCHITECI Syphllls rr Dusrei ^v

ullrpovacruuax (CMIA) pu raqeclBeffioro otrpe

cblBoPotre x uaMe KpoBu qefloBexa, a rmxe o6pr

cep4rra) Tem ARCHITECT SYPhilis

JP ucnoll:yercr r KaqeglBe BcnoN{oraretbHofo cp

B Kaqecse cKprutrHroBoro recTa c qemrc npeaJmP

peqHnueHTaM KpOBil tr ee KOMnOgeIrroB' a raKxe KJI

t
ceucr6u:u':upolanfne arnlreHaMu TP @ coli' pex

MrsHlraxluac xoHUeHTpaur{I: 0,089/0 TBepAoro Be

npornaouuxpo6mre npetraparH Kontrcrar' coAe

anrwrera r IgGAgM qetosexa n MES 6yQepe c rtp

MuHvvutHas xoHueupaqtu: (arnu-IgG) 26'6 H

a3H,[ sarp{t u Apyrxe nporurouurpo6HBle npenap

aJolue trpaBo IroreHIII{ABHOro nocTaBtrlKa Ha

CTABJIEHHO| O )'NOJIHOMOqCHHHM 
NPCACTASTTdCM

oBapa' BHlIaHHblMa KoMIToHeFTHHMR OpmsaMs R

oM B reccsue 10 (recrru) brefi' c uouerrra

JIOT nllT

Ongcarne

Korrpoln ARCHITECT Svphilis TP Controls npe'EidHatreHH am upoBepru ram6pootcl

cnae'n ARCHITECT isystem np' Kaq*Be'r{o}r onpeaeneHm armner x Treponema pallidum

(TP) n culoPome

Ns KprrrePsn

Hanlregoprure



Syphilis TP Controls : orptruaremHn-E Korrpofr u uoro)ofi€Jmufr Komliorb B

peKubrlmpoBamoH MaMe rpoBx qenoBeu

flonomrmsxfi xorrponl (HuaKruBxpoBarilfifr) psKno€s Ha aErx-TP Koacepoarrtr: att
Ha'rpu u aplrre npoT nrourrpo6uue flpetraparu Bce xs.sore uprsa,u.neroocra, nnr6parogr e

Korrponu AoJrruH 6Hm s rmsou r ucnomsm BffIe, scmqil quorewld rpnop

flpH npnrmomeult;{ (6c rarux-lu6o rocseffi leftmtrf,, Mep m xoppenfipomx

MeatrrruHcKoro trepcogua), xoropsre ue noglexar morfim:a4ra. Oclmwd cpox rc.ilEm

Ha nocmMeMbrff ToBap Ha aaTy trocmBro ,{nr pedemoB, KoHrpoEmx Mar€pruoB E

xuu6paropor lolxen cocrauu{TB He MeHee Iuilr{Aecrrtr npoqeuToo m yKa3anxoro cpora

roAHocrn Ha )maKoaxe (npr cpoxe ro,{Hocrn MeHee ABJx flfl); He MeHee IFeHaIqgrE x€.EeB m

yKaaHHoro cpoKa roAHocm Ha paxorxe (upr cpoKe roArocrr{ ABa roAa n 6oJree) B qrycae
t

nocmrru lotapoa, MapmpoBaHubrx roBapHHMtr 3HffiaMn, flocmrqrx lo sanpcy 3aruma

o6r:ymr npe4ocraBmb IroctreAHeMy AoK)uemr, troAmepxlmrqre Qan nreAeff B

rpaxgmcmfi o6opor Ha reppr-rropr{H Pecny6nnna KaaxcmH troffiMeMbrx rcmpoB

HetrocpeameHo npaBoo ro lm c ero

cornacru. ,{oryvemu, yx -, a"o*"
coumesm flomaqlra c npanoo6laAilenf,Mtr, TaMoxeffire .qesaparltr{, mc6Ma

nparoo6lagarenefi fi JluueH3uam, aoroBopbr c nuqeH3ilaroM r4tru c ero KolilpareuTaMlt Ha

Iloreuquusuni nomaBqll( npeAocfttBJlrler oprmlnaropy 3aKytroK Hagexare oQopueme

AoKFteHTu (r rou rxcre ,qoroBopa), noAmepxlmtrgle trpaBo noreHrll{arbHoro nocraBquKa Ha

pem3aum roBapa Ha reppnTopxt PK, npe4omaueHuoro )moruoMoqeHmrM npe.qmrrrsleM

npor3Bo4retr, cepnQrxar lpoucxoxAeHile roBapa, BbrAffiHbrMtr KoMnoHeffiHMU opruruu B

cTpaHe 3KcnopTepa

flocmsra Tooapa ocyuemugmcr loqastrIrKoM B reqeHlle l0 (4ecrm) AHeft, c MoMeffi

IOT Ncl2

Ns KoHrenun Onscasue

HaumegosaHte KoTTpoTARCHITECT HMg/Ab Combo Controls npeAna3Hasem ArH ouemr

BocnpolIlBoAxMocru reffi x BbuBneHbI clrcTeMfiblx aHumruecffi oruoHeHxfi cuftffi
ARCHITECT i npil oAHoBpeMeHHoM r(acecrBemoM onpeAeJreHrrr.r arrrrena HIV p24 r mn K

Bllpycy frM)moAeQmu{Ta cenoBera rfirros I nJwn2 (IilV-1/Hry-2) B cBrBoporKe rarrr{ nra3Me

KpoBu qefloBeKa 4 Qnaroua (tro 8 ul xaxc,qnfi) xourpolefi ARCHITECT HIV AglAb Combo:

o'rpEqarefrHHfi KoHlponb, nonoMeftHbrfi KoHrponb 1 u floJroxuTerbFblfi l(olrrponb 2

trpmoroBreHHble B peKubrltrtrpoBamoft rula3Me KpoBil qeroBeRa flofloffremHnf xorrponr, I

(uHaroaHpoaanaufi) pearonex ua aw-HIV-1 flonoxrerbH6rfi Korrpom 2

(Hnaroenpoaarauil) peamneu ua am-HIV-2 flonoxmenf,Hufi Korrpom 3 mmx
oqxuleffiblM BIrpycHbrM trH3arou HIV, lpmmouexnuu r TPHC-6yrpepHou Qmxolomecxov
pamope c nporerHoBbrM (6uvsm) ma6mu:aropou KoncepnaHTr,r ErL[ orprrqarerbrroro

KoH'TpoJrt, nonoxmenbHoro KoHTpotr I ff RoroxurejbHofo Kollrpotr 2: By{HTpw n

npomnolrnxpo6xrrfi npenapar Korcepraxr .[ru nonoxurenrHoto Kourpom 3: arJI Hmpm

Orpuqarelruufi roHTponb: AuilaoH 3Ha.renxfi KoHTporr (S/CO) 0,00 - 0,50, loloromri
Ko[rpon6 l: Auana3ou 3Haqeuxfi xoHrpom (S/CO) 1,20 - 1 1,50, nonorerremuufi xorrpoas 2:

AtatraoH 3HaqeHufi rourpom (S/CO) 1,52 - 8,30, noloxremHHfi Korrport 3:4lanaron

3HaceHtrft KoHTpotr (S/CO) 1,87 - 4,59 Bce mmse trpffia,IfleruGTu, ram6paropu r xompom

gormu 6url o roroBoM K ucnoff63oBaHrb Brule, ucrltroqu qiloreqecrd rSnop npu

npmoroB;reHurj (6e: xam-lu6o xoceeHubrx ,{eficrBrd, Mep m KoppeKrrpoBeK Me-@mcroro

nepconua), KmopHe He rronJrexar Jtrroorum3aq{x. Oqmmfi cpox ro.E(m m
romMeMbril ToBap Ha Iary nocTaBrM AJU pearemB, KoFrponbffi Mar€pf,iloB E

rm6paropor lolxeH coffiMr He MeHe trrrq(rcm trpoqemoB m yruorc cpom

ro.4uw Ha yflaKoBKe (npH cpoxe ro,Erffi MeHe .Byx nfl); He Menee JDeHarIlarE u€rrueB m

yKaaHnoro cpora roAHoffi Ha )maKonxe (upn cpoxe ro,lnocm ABa ro,4a n 6one) B crlqae

nmBKI{ ToBapoB, xaprupoBffirx rompmMtr 3rffiruH, flocrungm no anpay 3arom
o6myacr npe1ocraBl{Tb nocnellHeMy AoKyMeru, tro4mepxamure Qm lreaem B

o6ooor Ha reoontoort Pecnv6aum,l Ka3axcraH nocraalteMbrx mMDoB



Eenocpeametro trp8m6na.qmeM mMpnorc 3Ha{a, pBMetueEEofo Ha rcMpe, m c efo

cornactr AoKyMemME, noJlnepxtrmnxutt Qm uoryr 6m tuen3lome
couarltero flocmn4ra c npum6laAareJsff, Tauoxeffie JleKnaparyI, Etcllra

trpaBooona,qmeft r nffueBfiaTa, JlofompH c nEqeBEamrt |ffi c eno xompareEfau Ba

fiocTaBKy nrelru{Hcw n3 Aen[i4

flores(uurnxfi tromBurrr( trpe.qomaBJutr opragu3armpy 3aK)moK Bajuemge oQopuemte

Aor(yMeru (n rou wcle lorolopa), no,rrroepx.umEne npilo noreErltrffiHorc trocragrlrc Ea

I Peanr:aum roaapa Ha reppffTopm PK, lpe.4amtulemoro yrloJrrroMoqeHrrrry trpermantTsrex

npox3BoAmeJilI, cepruQuxar nponcxox,{effie rcBapa, BHIaHH6IMH KoMtroHeErHhrMx opf;aEaMq B

cTpaHe 3KctrolTepa

Ilocmsxa Tonapa ocyuemnmercx flomasrutrKox B TeqeHtre 10 (aecm) Feii, c MoMeFm

traqil eM

JIOT.tilbt3

J\! Kpmeprn Onncaxxe

I HatveHoaanue Km6parop ARCHITECT Syphilis TP Calibrator upeAsaHaqen,qru raru6porm cucreuu

ARCHITECT iSystem fipu KaqecrBeHHoM otrpeAereffitr arnrel r Treponery pallidgm CIp) B

cuBopotre H traMe KpoBr qefloBeKa 1 Qlarou (4 Mn) Km6paropa ARCHITECT Syphilis Tp

Calibrator n pexurqnxtponaHuofi nnaMe KpoBt.r qenosexa (nuammrpoBffiHof), pearn{BHotr Ha

amr-TP Koxcepaaml: mrrA Harprut u.qpyn e npofiDouuxpo6nue lpenaparu flpu

xcnom3oBaffirr oAuofi n rofi xe napmN Hm{ yflKoBxIn pearemog n reqesne 28 .qefi xun6ponxa

pearemoB ueT pe6yacx Bce mAroe npuHaAnemoro, run6paroprr u rorrpolu golxru 6un
B roroBoM K acnors3oBamrc BEIe, xcmqu qenoBetlecxuft Qarrop npu npnroroalemu (6e:

rarxx-lu6o rocneHHHX AefimHfi, Mep ffir KopperrupoBoK MeAuutrHcKoro nepcouana), xoroprre

He nolnexar moQuu3auurI Ocraroqsrtfi cpoK ro,4Hocfi Ha trocfameMBrt ToBap Ha Aary

IIOmBM JUr peareHroB, KompoJrbHNx MaTepliuoB r xala6paropor AoIxeH cocTaBJIffi He

lteHee nrrr.Ilecro DpouemoB m ),Ita3afforo cpoKa roAHocTx Ha )maKoBKe (npr cpore ro4rom.r

MeHee AB)x flfl); He MeHesIBeHaAUaffi MecsrleB oT yr(a3aHHoro cpoKa ro,qxoctu Ha ynffioBKe

(npx cpoKe ro.urom ABa roAa x 6olee) B sJntae notraBKlr roBapoB, MapKffpoBamrx

rcBapHBIMu 3HaKai{H, flocrotrItlK no 3anpocy 3axrvrra o6rcyru npe,qocrmtrB uocJlepery

AogfreHTbr, tro4rBepxlmrr1ue Qam nnegeunr o rpa4gancrufi o6opor Ha reppmopuu

Pecrry6rc KruxffiH nocmaryeMbrx roBapoB HenocpeAcrBeHrro nparoo6nagareleu mmpxoro

3HaKa, paMer{effioro Ha roBape, DM c ero cortacru floryruemaut, no,4mepxlarcI1nw

lxmaHulrfi Qarr uorln 6rmr maqeH:troHHBre cornaueHu flocmsu[xa c lparoo6la,uremr,
TaMoxeHHBre .{euapaU}tff, tucbMa npatm6lagatelefi n nurleH3trara, AofoBophr c mIeE}gmM

nlt c ero KoHTparemaMu lta tromBKy MeAtrrlmcrux u3Aemfi

floresunursufi noffi BqK npeAocriltrer opraHn3mopy 3aK)moK Ha.qnexaqe oeopulemre

.loKyMeHftr (t rov mcne aoroaopa), no4raepxarcUue flpaBo noreHrlxd;Hofo ttomrrlEn Ea

pem3aqrc mBapa na repprropuu PK, npe.qomueHHoro ynonHoMogeHHHM npeAmanrrelex

nporuBo,rlreJlr, cepmQBKar trpotrcxoxlleHue roBapa, BH.qaHHbrMU KoMnoHeHruLt oproM B

cTpaHe 3KcDoprePa

flocrasra Tooapa ocyqecrnmmq flocranuqKoM B reqeHr{e l0 (Aecm).[Hetr, c Monerra

nepeaacl{ eMY 3dBM

IOT Ns14

J\! KpurepHu Onncawe

I Haquesonaue Kulr6parop ARCHITECT HMg/Ab Combo npepra:Haseu .4rr mrx6pom cEcreMH

ARCHITECT i npr o,qHoBpeMeHroM Kaqememor otrpelleneHru mxa HfV p24 E m x

Bl{pycy ffMM}'HoAeQHuum qelosera rtrton l nlwu2 QIIV-I/HIV-2) r c6lrcpsxe f,rrE uraye
KpoBE senoBeKa ,{onomrenrrqrc HrQopvarpoo cu Bo Bu.,ltffie K pffimy ARCHITECT

HIV AglAb Combo 1 OnffioH (4 m) xm6pampa I ARCHITECT Hry AgiAb Combo (CAI l):
oquqernrril Bupycnrii rn3ar Hry B TPI,IC-6yQepxou Qu:llolomecxou pacrDope c

npo,eunoesru (6uvsnu) ma6rau:aropou Kolrcepoam: Bv4Htrprlt AJH o6€tresemt crohoE

cyBcrBxremHocfi x amesy HIV-1 p24 ua yporne < 50 m/ul xomterrmarurr armem Hl'-1
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