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Tect ARCHITECT Anti-HCV sBisercs XeMAUIIOMIHUCLIEHTHEIM
HMMYHOQHMIIN30M Ha MUKpouacTHuax (CMIA) s KauecTBEHHOTO
onpeneneHus aHTUTeN K BUpycy renaruta C (autu-HCV) B cbiBOpoTKE B
nnasMe YeNoBeKa, a Taioke obpasuax, 3a0paHHbIX ITOCMEPTHO (T10CIe
ocranoBku cepaua). Ilepen nposenenuem Tecra Ha cucreMe ARCHITECT
iSystem HeoOX0mMMO yCTaHOBUTE (aiin TecTa ARCI@ITECT Anti-HCV ¢
mucka ARCHITECT iSystem Assay CD-ROM. Ha60p DEareHTOB BIJIOYACT:,
MukpodacTrusl, ceHcuGHm3nposannkie antureHom HCV (E. coli, apoxoxn,
pexombunanTeiii) B MES Gydepe. Munumansaas konuentpanus: 0,14%
TBEPIOro BemecTBa. KoHCepBaHTHI: MPOTHMBOMUKPOOHEIE MPEMapaTsl. o
Komsiorar: KOHBIOTaT, COAEPKAIHN MeUeHbIE AKPHANHOM MBIILMABIE
antuTena k 1gG/IgM genosexa B MES 6ydepe. MuHUMaibHas KOHLEHTPAIIHS:
(IgG) 8 ur/mn/(IgM) 0,8 Hr/mi1. KOHCEPBaHTEI: IPOTHBOMUKPOOHEIE
npenaparel. Pasbasurens tecra Anti-HCV Assay Diluent, conepxxamuit TRIS
6ydep ¢ nporenHoBsMH crabunuzaropamu. KoncepsaHThI:
NPOTUBOMHKPOOHEIE Mpenaparsl. Obmas cnenudranocts cocrasmna 99,60%
(10361/10403) niprr 95% moBepurenbHOM uHTEPBaNe 0T 99,45% 10 99,71%.
Crenn¢uanocts, Habmozaemas B pa3THIHBIX J1a00PaTOPHIX, BAPHUPOBATA OT
99,20% (496/500) mo 99,70% (1994/2000). UyBCTBHTENEHOCTD COCTABIIIA
99,10% npu 95% noBepuTeNEHOM HHTEPBANE OT 96,77% 10 99,89%. Bee
JKMIKHE MPUHAINIEKHOCTH, KaTHOPaTOPEI ¥ KOHTPOJIH XOJDKHEI OBITh B
TOTOBOM K MCIO/Ib30BAHUIO BHIE, HCKIIOUad YenoBedeckuit hakrop npu
NpUroTOBJIEHHH (663 Kakux-1100 KOCBEHHBIX NeHCTBHI, MEp WiH
KOPPEKTHPOBOK MEANIIMHCKOTO MEPCOHANA), KOTOPEIE HE TIOMJIEKAT
nuounusauu. CTabuIbHOCTE Ha 60PTY PEAKTHBOB ITOCJIE MOMENICHHS B
aHaNM3aTop AODKHA OBITH He MeHee 30 mHeit. OCTaTO4HBINA CPOK FONHOCTH Ha
TIOCTABJIAEMEI TOBAp HA JATy IOCTAaBKH AJIA PEareHTOB, KOHTPOJIBHBIX
MaTepHaNoB 1 KaluOpaTopOB JOJDKEH COCTABIIATE HE MEHEE MATHAECATH
TPOLEHTOB OT YKA3aHHOI'O CPOKA FOIHOCTH Ha YIIaKOBKe (TIPH CPOKE FOAHOCTU
MEHee IBYX JIET); He MEHEEe ABCHANIATH MECSLEB OT YKA3aHHOTO CPOKA
TOJHOCTH Ha YMAaKOBKe (IIPU CPOKe TOAHOCTH ABa roxa u Goree). B ciyqae
TIOCTABKH TOBAPOB, MAPKUPOBAHHBIX TOBAPHEIMHU 3HaKamu, [TOCTaBIIMK 1O
3anpocy 3axa3quka o0s13yeTcs NPeNOCTABHTE ITOCHEAHEMY NOKYMEHTEI,
noATBepxaaomue GakT BBEAEHN B IPKAAHCKHI 060pOT Ha TEPPUTOPHH
Pecny6auxu KazaxcTaH mOCTaBIseMBIX TOBAPOB HEMOCPEACTBEHHO
npaBoob1agaTeneM TOBAPHOTO 3HAKA, PA3MELIEHHOTO Ha TOBAPE, WITH C €ro
cornacus. JIokyMeHTaMH, IOATBEPKIAIOIIMMH yKa3aHHBINA (akT MOryT GhITh
JIMIEH3HOHHBIE cornameHus [locTapimuka ¢ npaBooOnanaTensMH,
TaMOXEHHBIE JeKIapalyuy, TUckMa paBoobnaaaTeneil u TMUeH3HaTa,
JIOTOBOPEI C JIMIEH3UATOM ILTH C €r0 KOHTPAreHTaMH Ha TOCTaBKY
MEAUIHHCKAX U3AENHLL

INoTeHnuanbHbIA DOCTABIIUK IPEAOCTABIIET OPraHU3aTOPy 3aKYTIOK
Haziexanie oQOpPMIICHHbIE JOKYMEHTEI (B TOM 9HCIIE ZOTOBOPA),
MOATBEPMAAOMKE TIPaBO NOTEHIUATHFHOTO IOCTABLIMKA Ha PEATH3AIHUIO
TOBapa Ha Teppuropru PK, npenocTasieHHOro yroaHOMOYEHHBIM
NPEACTABHTENEM NPOU3BOLUTEN, CEPTH(GHKAT IPOUCXOKAEHNE TOBApa,
BBIIAHHBIMH KOMIIOHEHTHBIMH OpPTaHaMH B CTPaHe SKCIIOpTepa.

Tocraska Tosapa ocymecTsisiercs ITocrapmukoM B Tederne 10 (necaru) qHeH,
€ MOMEHTA NepPeNadt eMY 3asiBKU
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Kanu6parop ARCHITECT Anti-HCV Calibrator ucnionssyercs as
kanubposxu cuctemsl ARCHITECT iSystem mpu ka4€CTBEHHOM ONpEneNeHdn
anTuTen k BUpycy remarura C (antu-HCV) B CBIBOPOTKE ¥ m1a3Me KpOBH
genoeka. 1 dakon (4 mn) xanubparopa ARCHITECT Anti-HCV Calibrator




sttty

TOATOTOBNEHHOTO B PEKAIBIIVHIPOBAHHOM MIa3Me KPOBHU 4el0BeKa
(MHAKTHBUPOBAHHOM), peakrtreHO# Ha anTU-HCV. KOHCepBAHT: a3uMl HaTpus.
TMpu MCHONB30BAHUY OOHON M TOW XK€ NAapTUH WK YIIAKOBKH PEarcHTOoB B
TeueHue 28 mHell kamuOpoBKa peareHToB He Tpebyercd. Bee xuakue
NPUHANIEXHOCTH, KANHOPATOPB! ¥ KOHTPONA A0JDKHBI GBITH B TOTOBOM K
HCIIONB30BAHMIO BUAE, MCKIOYAs Ye0BedeCKyil GaKTop IpH MPUrOTOBICHHH
(63 xaKyx-1ub0 KOCBEHHBIX AeHCTBHMA, MEp WX KOPPEKTHPOBOK
MeIUIUHCKOTO TIEPCOHANA), KOTOPbIE He MOIIeKAT THODHIH3ALMH.
OCTaTO4HBIH CPOK TOMHOCTH HA IOCTABIAEMBI TOBP HA IaTy MOCTABKU ML
PEaTeHTOB, KOHTPOJIBHBIX MATEPHAIIOB U KanuOPaTOPOB AOKEH COCTABIATH HE
MeHee IATHAECATH IPOLEHTOB OT YKa3aHHOTO CPOKa FOAHOCTH Ha yIIAKOBKE
(Tipu CpOKE rOZHOCTH MEHEE IBYX JIET); HE MeHee IBCHAALATH MECALCB OT
YKa3aHHOTO CPOKa FOIHOCTH Ha yHakoBKe (TPH CPOKe FOAHOCTH J(Ba FOJIA U
Gonee). B giydae MOCTaBKYM TOBAPOB, MAPKAPOBAHHEIX TOBAPHBIMU 3HAKAMH,
TTocTaBIMK O 3apocy 3akasquka 06A3yeTcs Npef0CTaBUTh NOCICAHEMY
IOKYMEHTbI, HOATBEp aaome $akT BBASHMI B IPAXKIAHCKUH 000pOT Ha
Teppuropuu Pecry6imky Ka3axcran mocTaBisieMbIX TOBApOB
HeTOCPEeCTBEHHO NPaBoobIanaTeneM TOBAPHOTO 3HaKa, Pa3MEIeHHOTO Ha
TOBape, U C €ro COrNacus. JOKyMeHTaMH, OATBGPKIAIOIMMH YKa3aHHEIA
dhakT MOTYT 6BITH TMUEH3NOHHEIE coTNamenns [Tgctapmuxka ¢
paBooGIATATENIMH, TAMOXKEHHBIE JIEKTApAIliH, IHChMa npaooliianarenei u
JIMIIEH3HATA, JOTOBOPHI C JIMLEH3HATOM MM C €r0 KOHTPareHTaMn Ha noc-rasw
L

MEIHUMHCKHX W3IEIIHH.
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Tect ARCHITECT HIV Ag/Ab Combo SBag€TCS XeMUATIOMUHECLEHTHBIM
HMMyHOAHAAKU30M Ha MukpodacTiiax (CMIA) 1 oXHOBPEMEHHOTO
KayecTBEHHOTO onpenenenus anturena HIV p24 u antuTen K BUPYCY
uMMyHOAeduIMTa Yenoseka Tuna 1 wumm 2 (HIV-1/HIV-2) B chIBOPOTKE
I1a3Me KpOBH 4e0BeKa, a Taioke o6pasiax, 3abpaHHbIX TOCMEPTHO (ocne
ocranopku cepaua). Tect ARCHITECT HIV Ag/Ab Combo npennasnauen
UL HCTIONB30BAHMS B KAYECTBE BCIIOMOTaTeNbHOTO CPENCTBA AUATHOCTHKA
undexuun HIV-1/HIV-2, a Taoke B Ka4eCTBE CKPUHIUHTOBOTO TECTA C LETBIO
npeaynpexaerns nepenayun nadexmu HIV-1/HIV-2 petmnienTam KpoBH, €€
KOMITOHEHTOB, a TaKXKe KIETOK, TkaHe u opranos. Tect ARCHITECT HIV
Ag/Ab Combo He MO3BOJLIET YTOYHUTH, PEAKTHBHOCTh Ha KAKOH K3
IepednCIeHHbIX MApKEPOB BhlsiBIeHa: Ha anTured HIV p24, anturena x HIV-1
nin arrarena x HIV-2. Tlepen nposenenneM aHamusa B cuctemy ARCHITECT
i System Heob6xommmo 3arpy3uts daiin recta ARCHITECT HIV Ag/Ab
Combo ¢ xommaxt-mucka ARCHITECT i System Assay CD-ROM.
Muxkpouactuust: 1 um 4 draxon(a) (6,6 M ua 100 Tectos/27,0 M Ha 500
TECTOB) MUKPOYACTHL: MUKPOYACTHIIBI, CEHCUOHIN3UPOBAHHBIE AHTUICHOM
HIV-1/HIV-2 (pexoMGuHaHTHBIM) B aHTUTenoM K HIV p24 (MpimmHOE,
MOHOKIIOHANBHOE) B husuonorudeckoM pactsope ¢ TRIS Gydepom.
MunumansHas konuenTpauest: 0,07% cyxux semecTs. KoncepsaHt: asun
matpus. KonnstoraT: 1 wiu 4 dnaxon(a) (5,9 Mn Ha 100 TecTos/26,3 M Ha 500
TECTOB) KOHBIOTATa: AKPUAMH-MeueHbIe anTurensl HIV-1 (pekomMOyHaHTHBLE),
AKpHIMH-MedeHble cuHTeTHYeckne nenTuas HIV-1/HIV-2 n akpuaus-
medenoe antuteno k HIV p24 (MpumuHOE, MOHOKJIOHANBHOE) B ocdarHom
Gydepe ¢ npoTerHOBEIMH (OBMBHMM) K TOBEPXHOCTHO-AKTHBHBIM
crabuwinsatopamu. MunnmanbHas konuenTpams: 0,05 mxr/mi. Koncepsanrt:
asun HaTpus. Pas6asurens obpasua: 1 miu 4 dnaxon(a) (5,9 ma Ha 100
TecToB/26,3 Mx Ha 500 TecTOB) pasbaBuTelis aHaNM3a: pa3baBUTENb aHANK32
HIV Ag/Ab Combo, conepxamuii TRIS 6ydep. Konceppa#rt: asun HaTpu.
Bocnpoussoaumocts: Tect ARCHITECT HIV Ag/Ab Combo
JEMOHCTPHpYET MOrpemHocTb <14% s 06pasiios, 3Ha9EHUS KOTOPBIX B 3
Pa3a MPeBbICKIA IOPOrOBOE 3HAYEHHE IIPH TECTUPOBAHUH TPEX Cepuit
KanuOparopa, Tpex cepui KOHTPOJIA U TIRHENM U3 YEThIPEX PEaKTHBHEIX
06pasioB. AHaquTHuecKas d4yBcTBHTENsHOCTh Tecta ARCHITECT HIV
Ag/Ab Combo x anturedy HIV-1 p24 Ag coctasmia <50 nr/mu. [JaHHbIA
Pe3yNETAT HOMYYEH € MOMOILBIO TeCTHpOBanua manenn HIV-Ag 2003
AFSSAPS ¢ ncrnione3opanuem Tpex cepuii pearerrop ARCHITECT HIV
Ag/Ab Combo. CornacHo 0IyqeHHbM JaHHBIM, CPEAHSs 1yBCTBUTEIBHOCTD
K aHTureny HIV-1 p24 Ag cocrasuna 18,06 nr/mn. Tect na BUY nomkex
BBIIBUTE B 00pasie kposu antures p24 BUU-1 u arturena k BUY-1, B ToM
yncite rpynmel O u M u BUU-2. Crietmduunocts Tecta ma ARCHITECT HIV
Ag/Ab Combo nomxaa GbiTs He MeHee 99,85% a1 06pa3ios KpoBU JOHOPOB.
Bce JKUIKHE NPHHALICKHOCTH, KATUOPATOPEL H KOHTPOIN TOJDKHEI OITh B




TOTOBOM K MCIOJIB30BAHUIO BUAE, MCKIIOYAsI Y€IOBEUECKHI (akTOD MpH
npurotosieHur (6e3 Kakux-J1n00 KOCBEHHBIX ASHCTBHH, MEpP MM
KOPPEKTHPOBOK MEAMLIMHCKOTO MEPCOHANA), KOTOPHIE He TOIEKAT
muodunzanmy. CtabunbHOCTh Ha 60PTY PEaKTHBOB MOCHE IOMEMEHUS B
aHaM3aTop KODKHA ObITh He MeHee 30 aueit. OcTaToUHBIH CPOK TOAHOCTH Ha
MOCTABJIAEMBIi TOBAp HA NaTy MOCTABKH IS PEareHTOB, KOHTPOJBHBIX
MaTepualioB U KaTMOPaTOPOB JIOJDKEH COCTABIIATE HE MEHEE TIATHAECATH
NPOLEHTOB 0T YKA3aHHOTO CPOKa FOJHOCTH Ha YIAaKOBKe (TIPH CPOKE TOAHOCTH
MeHee ABYX JIET); He MeHee NBEHAILATH MECAILIEB OT YKa3aHHOIO CPOKa
TOZHOCTH Ha yIakoBKe (IPH CPOKE TOMHOCTHU ABa roaa u Gonee). B caywae
TIOCTABKH TOBAPOB, MAPKUPOBAHHEIX TOBapDHEIMH 3HakamMy, [JocTapmux oo
3anpocy 3akazunka 00sS3yeTcs NPefoCTaBUTh I0CIeIHEMY JOKYMEHTEI,
noATBep kHalomue (aKT BBe€HH B PAKIAHCKUI 060pPOT HAa TEPPUTOPHU
PecryOus Kazaxcra MOCTaBISEMBIX TOBApPOB HEMOCPEICTBEHHO
npaBoobnanaTeneM TOBAPHOIO 3HAKA, Pa3MELIEHHOr0 Ha TOBape, MK C ero
cornacus. JIOKyMeHTaMH, IOATBEPIKNAIOLIMMH YKa3aHHEIH (akT MOTYT GBITh
JIMIEH3HOHHBIE cOoralneHust [1ocTaBIyKa ¢ npaBoodnajaresiMy,
TaMO>eHHBIE JeKIapaluy, I1CkMa NIpaBo0dIanaTeNeil i IMIeH3naTa,
JOTOBOPHI C JHUIEH3WATOM MITH C €70 KOHTPAareHTaMF, 'Ha IOCTaBKY
MEIULIUHCKIX U3AENHUH. o

[MoTeHUMANBHEIN TOCTABIINK IPEAOCTABILET OPTaHU3aTOPY 3aKYTIOK
Hazexanie 0QOpMIIeHHbIE IOKYMEHTHI (B TOM YUC/Ie JOr0BOpa), *
MOATBEPKAAIOLIKE IIPABO MOTEHIUATHPHOrO MOCTABIIMKA HA PEATM3alHIO
ToBapa Ha TeppuTopuu PK, mpenocTaBieHHOro ynonHOMOYEHHEIM
MpeCTaBUTENIEM IIPOU3BOAUTENS, CePTHHHKAT IPOUCXOXKAEHUE TOBAPa,
BBIIAHHBIMH KOMIIOHEHTHBIMH OpPIaHaMH B CTPaHE 3KCIOpTepa.
TMocraska Tosapa ocymmecTsisiercs [TocrapmukoM B TedeHne 10 (necatu) qHel,
C MOMEHTA Nepeaayy eMy 3a1BKU
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Kontposu ARCHITECT HBsAg Qualitative I1 Controls npennasnadeHs!
JUTSL OLICHKH BOCHIPOM3BOAMMOCTH TECTA H BBLABJIEHUA CHCTEMATHYECKHX
ananuTiaeckux otknonenuit cuctembsl ARCHITECT i System npu
KaYeCTBEHHOM OIPEACNIEHNH 1 MOATBEPKACHUH HAUYHSA TOBEPXHOCTHOTO
anTureHa supyca renaruta B (HBsAg) B CBIBOPOTKe M IUIa3Me KPOBH YETIOBEKA
¢ ucnons3osadueM HaGopos pearenroB ARCHITECT HBsAg Qualitative I n
HBsAg Qualitative II Confirmatory. 2 dnaxona (o 8,0 M) KOHTpONeH
ARCHITECT HBsAg Qualitative II Contrlos. OTpunarensHelii KOHTPOJIb
COJIEPIKHUT PEKaNbIIMHUPOBAHHYIO MJ1a3My KPOBH denoBeka. KoHcepBaHThI:
ProClin 950 u asun Hatpus. [TonoxUTENBHEIR KOHTPOIb COREPKUT
WHAKTHBUPOBAHHEI ouninenHbii HBsAg uenosexa (moxtunst ad/ay) B
docdarrom Gydepe ¢ mrasmoit KpoBu YenoBexa U IPOTEHHOBEIME (TE0YMHH
CBHIBOPOTKH ObIubeii kposu) crabunmusaropamu. Koxcepsantsl: ProClin 300 u
ProClin 950. Bce xuaxue npuHaIIeXXHOCTH, KaTHOPAaTOPBI M KOHTPOIH
JOJDKHBI OBITH B TOTOBOM K MCIIOJIG30BAHMIO BUAE, HCKITIOYAd 4eOBEYECKUH
tbaxrop npu npurotosieHu (6e3 kakux-1100 KOCBEeHHBIX AHCTBUM, Mep MU
KOPPEKTHPOBOK MEJULIMHCKOIO [IePCOHaNa), KOTOPBIE He TIOJUIEKAT
muodmmsanuu. OCcTaTo4YHEIH CPOK FOTHOCTH Ha ITOCTABILAEMBIN TOBAp Ha JaTy
[OCTABKH JJI PEAreHTOB, KOHTPOJIBHEIX MAaTEPHAIOB U KATHOPAaTOPOB JOIDKEH
COCTABIIATH HE MEHee IATUAECATH IPOLEHTOB OT YKa3aHHOI'O CPOKa FOJHOCTH
Ha yrnakoBKe (MpH CPOKEe TOAHOCTH MEHee IBYX JIeT); He MeHee ABEHANATU
MeCSILIEB OT YKa3aHHOIO CPOKA TOAHOCTH Ha YIIaKOBKe (IIPU CpPOKe FOXHOCTH
nBa rona u 6onee). B cnyuyae NOCTaBKM TOBapOB, MAPKUPOBAHHBIX TOBAPHBIMHU
3HaKamu, [TocTaBUIMK [0 3anpocy 3aka3duka 00A3yeTcs NpefoCTaBUTh
MOCNEAHEMY JOKYMEHTHI, TIOATBEp K Aatoue (akT BBeAeHHs B IPOKAAHCKHI
o6opot Ha TeppuTopuu PecyOnuku KazaxcraHn nocTapiieMbiXx TOBapOB
HEMOCPEACTBEHHO NPaBOOOIafaTeNneM TOBapHOTro 3HaKa, Pa3MEIEHHOTO Ha
TOBape, WIH C ero cornacusi, JoXyMeHTaMu, TONTBEPKAAIOMIME yKa3aHHBIH
daxt MoryT OBITH JIMLIEH3UOHHEIE cornamenus [TocTapimuka ¢
paBoobanaTensiMHi, TaMOXKeHHEIE NeKTapalny, IHChMa IIpaBoobnanarenel u
JIALIEH3HATa, ZOTOBOPHI C MULUEH3HATOM HJIH € €70 KOHTPAreHTaMH Ha MOCTABKY
MEAUITMHCKUX U3ACHHIH,

Jlor Ne§

JIOTA

Kpurepun

Onucanue




HaunmeHoeanue

Ipomeiatomuii 6ydep (Wash Buffer (1Lx4) for 920 test)

IpenrasHayen i NPOMBIBKU PaGOYMX eMKOCTEH, STUeEK U COEMMHUTENTBHBIX
Tpybok ananusatopa. [IpomsiBatomuii Gydep npencrapiser coboil coneBoit
pactsop pocarnoro Oydepa. KoHcepeaHTbl aHTUMUKPOBHBIE aTeHTEL
XpauuTh npu Temnepatype 2-8°C. Bee xunkue NpUHANIEIKHOCTH,
KaTHOPaTOPEI M KOHTPOJIH JOKHEL OBITH B TOTOBOM K HCTIONE30BAHHIO BHIE,
UCKIII0Yas Jea0Bedecku paxrop npu npurorosnienuu (6e3 kakux-m6o
KOCBEHHBIX AEHCTBHH, MEP MJIM KOPPEKTHPOBOK MEIULITHCKOrO NIEPCOHANA),
KOTOpbIE He NOANeKaT THOGHAR3AIHY,
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Tect ARCHITECT HBsAg Qualitative II sBisercs XeMITIOMHHECLIEHTHEIM
HMMYHOAHaIH30M Ha MUKpodactuiax (CMIA) st kauecTBEHHOro
ONpeneNeH s MOBEPXHOCTHOTO aHTUreHa Bupyca renarura B (HBsAg) B
CBIBOPOTKE U IIIa3Me KPOBH Ue/IOBEKa, a TakoKe o0pasiax, 3a0paHHbX
TIOCMEPTHO (MOC/E OCTAHOBKY cepaua). Mukpouactuus:: 1 unm 4 dprakona
(mo 6,6 M dnaxon ms 100 Tectos/27,0 M duakon mus SU0 Tecros)
MUKPOYACTHI, CECHCUOUTN3UPOBAHHBIX aHTUTeNamMu k HBs (MpimmHEe,
MOHOKNIOHanbHbE, IgM, 1gG) B MEC-6ydepe ¢ mpoTemHOBEIMI
crabumsaropamu. MurnManbHas koHUeHTpauus: 0,08% cyXiX BemecTs.
Konceprantsi: ProClin 300 u ProClin 950. Konwtorat: 1 v 4 dwiaxora (5,9
M1 Ha 100 TecT0B/26,3 M1 Ha 500 TecToB) KoHbrorara: antu-HBs (ko3en, IgG)
AKPUIUH-MEYEHOr0 KOHbIorara aHTHTeN K HBsS (MBIIUHBX, MOHOKIIOHANBHBIX,
IgG) n anTuren x HBs (ko3bix, IgG) B hocdarroM Oydepe ¢ mrazmoii kposu
4eJI0BEKa ¥ NPOTEeHHOBEIMH cTabmmu3aTopamu (ans0yMuH GBIYbEl CHIBOPOTKH
KpoBH, (eTanbHas Obrubs CHIBOPOTKA KPOBH, K036 IgG, Memmuusre IgG).
MunumaneHas koHneHTpanys: 0,35 mxr/mit. Konceppants:: ProClin 300 u
ProClin 950. Pas6aBuTenn o6pasna: 1 wiu 4 dnaxona ($aaxon 5,9 M Ha 100
TecToB/pnakon 26,3 Mn Ha 500 TECTOB) AOMOMHATENLHOTO TIPOMBIBOYHOTO
Oybepa, conepxamero MEC-Gydep. Koncepsantsr: ProClin 300 u ProClin
950. Jlo nposesienus TecTupoBatus Ha cucreme ARCHITECT i System
Heobxoaumo yctaHoBMTS aitn Tecta ARCHITECT HBsAg Qualitative I1.
Bocnpoussoaumocets: Tecr ARCHITECT HBsAg Qualitative II paspaGoran
TakuM 00pasoM, uTo6r! morpemmHocTs cocrasuna < 10% (o6mero) KB srRyTpu
71aG0PAaTOPHH JIsl IIOJIOKHUTENBHOTO KOHTPONISA M HU3KOIH MOIOXUTEIbHOM
TIaHeNH, a craHzaptHoe oTkaoHeHue (CKO) I BEICOKO# OTpHUATENbHOM
masenu < 0,10 S/CO. Tecr ARCHITECT HBsAg Qualitative 11 pazpaGoran
TakuM 00pa3oM, YTOOBI MIMETh BBIABIEHHYIO CneuUpHUHOCTD > 99,5% 1
06pa3uos, NoMyIeHHBIX U3 KpoBH Z0HOPOB. Tect ARCHITECT HBsAg
Qualitative II paspaGoran Takim 06pasom, 4TOGE UYBCTBUTENBHOCTL Gbia
oIbLIe WK PaBHA HIDKHEMy Npeery 95% I0BepHUTENEHOTO HHTepRaia
KOMMEPYECKH JOCTYIIHOTO TecTa Ha HBsAg nuii To# ke momyssiimu o6pasnos,
nonoxurenbHbx Ha HBsAg, Ilpu ncenenosannu 402 06pasuos,
MONOXUTEMbHBIX Ha HBSAg, Momy4eHHBIX OT MAIMEHTOB ¢ HEU3BECTHBIM
cTaTycoM 3a00/EBaHNA, HIDKHHIT pefen 95% AOBEPUTENFHOTO HHTEPBANA B
koMMepueckoM Tecte HBsAg 651 99,09%. B naHHOM HcCleJOBAHAR
q9yBcTBUTEIBHOCTE TecTa ARCHITECT HBsAg Qualitative 11 coctasmna
100,00% (402/402). AnanuTHueckas JyBCTBATENBHOCTE TecTa Ha HBsAg
cornacHo 2-My crannapry BO3 (00/588) nomksa GBITE paBHA MITH MEHBIIIE
0,022 ME / M. Tect Ha HBsAg no/bkeH BEIABUTE HanboTee
PacnpoCTpaHEHHbIE MyTaHTEL, Takue kak G145R, U moaTBepauTh 310 ¢
TIOMOIIBIO TECTOBOX BCTABKH. Bee IIKne MPUHAIENHOCTH, KATHOPaTOph! 1
KOHTPOJIK IOJDKHBI OBITH B TOTOBOM K UCIIONB30BAHMIO BUJE, UCKITIOYast
uenoBeyeckuit GaxTop mpu npuroroBneHun (6e3 KakuX-I1ub0 KOCBEHHBIX
IeHCTBUMA, Mep MK KOPPEKTHPOBOK MEIMLIMHCKOTO [IEPCOHANA), KOTOPBIE He
noznexar mnodummsanny. CtabGunsHOCTb Ha GOPTY PeaKTHBOB MOCIe
TIOMCIICHH B AHAU3ATOP NOKHA ObITh He MeHee 30 nHeil. OCTaTOUHBIN Chok
TOJTHOCTH HA MOCTABJIAEMBIH TOBAP Ha Ty IIOCTABKH MJIA PEAreHTOB,
KOHTDOJIBHBIX MAaTEPUAJIOB M KAJTMOPATOPOB NOJDKEH COCTABIATE HE MEHEE
IATUAECATH MPOLIEHTOB OT YKA3aHHOTO CPOKa FOAHOCTH Ha yIAKOBKe (TIpH
CPOKE FOJIHOCTH MEHEE ABYX JIET); HE MEHee NBEHANLATH MECSILEB OT
YKa3aHHOT'O CPOKA FOAHOCTU Ha yIaKoBKe (IpX CPOKe FOAHOCTH ABa IOAA U
Bonee). B ciyuae nocrasku TOBapOB, MAPKHPOBAHHEIX TOBAPHEIMHU 3HAKAMH,
Tocramyk mo 3anpocy 3akasuuka 06s3yeTCs NPEAOCTABUT MTOCTETHEMY
JOKYMEHTBI, IOATBEPXAAIOIHE (paKT BBEJCHHI B IPAXKIAHCKUN 060pPOT Ha
Teppuropuu Pecrybmmkn KazaxcTan mocTasnseMsx TOBapoB
HeNOCPEACTBEHHO NMPaBo0bIanaTeNneM TOBAPHOTO 3HAKA, PA3MEIIEHHOTO Ha
TOBApe, WK C ero coriacus. JOKyMeHTaMy, TOATBEPKNAIOIIMME YKA3aHHBIH




(axt MOTyT OBITH TMUEH3UOHHBIE Coryamenus ITocTaBimuka ¢
npapooOranaTenIMy, TaMOKEHHBIE AeK/IapaluH, MMChMa paBoobianateneii u
NUIEH3NAaTa, JOTOBOPEI ¢ IMIIEH3UaTOM WM C €70 KOHTPAreHTaMHU Ha MOCTABKY
METUILHUHCKHUX H3MEIIHH.

JloT Ne7

Kputepun

Onucanne

Hanmenosanue

Pacxonuelii Marepuan (Septums) mpexOXpaHHUTENbHBIE KPBIIEYKH Septums B
xopobke 200 mrt. KpHIKE MOMENAIOTCs HA OTKPHITHIE OYTHIIKH PEeareHTOB
nepen 3arpyskoif OyTeuiodek B oOpabarThlBaromuii MOIYAb aHAIM3aTOpPa

ARCHITECT 11000.

JloT Ne8

Kpuvtepun

Onucaume

Haumenosanue

Pacteop npe-rpurrepa (ARCHITECTi Pre-Trigget Solution)
Ilpennasnauer A OTINETIIEHHs aKpPHOHHOBOM METKH OT KOMIUIEKCA AHTHIEH-
aHTHTEeNno. PacTeop mpe-TpHITEpa COCTOMT M3 OHIAVMCTHIIIMPOBAHHON BOMIBI
(99,88%), conepxkarneil nepeKUch BOAOPOAA B KOHLEHTpauuu 1.32%.
Xpaunte npu Temnepartype 2-8°C. Bee sxuakue TIPHHAIEKHOCTI, ‘
KannbpaTopsl ¥ KOHTPOMNH JOJIKHEL GBITE B FOTOBOM K HCIIOJIb30BAHHIO BHUIE,
HCKJIIOYAs 4eI0BeYeCKiil GakTop Npu NpurotoBieHun (6e3 Kakux-moo
KOCBEHHBIX NefiCTBHH, MEP HIH KOPPEKTHPOBOK MEAULIMHCKOTO MEPCOHATA),
KOTOPHIE HE MOAIEKAT IO N3N,

Jlot Ne9

Kpurtepuu

Onucaune

Haumernosanue

Pacteop Tpurrepa (ARCHITECTi Trigger Solution)

IpexnasHayeH U1 HHUMHAANME PEAKITHN XeMUTIOMUHECLIEHIUH MOJIEKY IO
axpunuHryMa. PerBop Tpurrepa COCTOMT U3 GUANCTUINPOAHHOM BOIBI
(99,6%), comepyxamieit rTHAPOKCUA HaTPHA B KOHUEHTpaumu 1,4% (1o mMacce).
Xpanutb npu Temnepatype 2-8°C. Bee xuaxne NpuHanIexxHOCTH,
kanuOpaTopsl B KOHTPOIM IO/DKHBI OBITH B TOTOBOM K MCIIOJB30BAaHHUIO BHIE,
HCKIIOYas 4enoBedeckuil GakTop npu npurotoieHun (63 Kakux-1uto
KOCBEHHBIX JeHCTBUiA, Mep WIIH KOPPEKTHPOBOK MEIULIHHCKOTO MePCOHana),
KOTODBIE He noiexar tiodumsatmm.

Jlot Nel0

JIoTa

Kputepun

Onncanue
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Haumenosauue

Tect ARCHITECT Syphilis TP sBuserca XeMHUIIOMHUHECLIEHTHBIM
MMMYHOQHanu30M Ha Mukpogactunax (CMIA) and  xadecTBEHHOro
onpenenenus anturen k Treponema pallidum (TP) B CBIBOPOTKE U IL1a3Me KPOBU
4eJ0BeKa, a Talke oOpa3umax, 3a0paHHBIX MOCMEPTHO (TIOCNE OCTAHOBKH
cepana). Tect ARCHITECT Syphilis

TP ucnone3yercs B Ka4eCTBE BCIIOMOTATeIbHOTO CPEACTBA AUATHOCTAPOBAHHS
cuduinca, a Takxe B Ka4eCTBe CKPUHHHTOBOIO TECTA C LIEbIO
nmpeaynpexaeHus nepegasu Treponema pallidum penunuentam KpoBu u ee
KOMIIOHEHTOB, @ Taloke KJIETOK, TkaHe# 1 opraHoB. MMKPO4aCTHIbI,
ceHcubunmsnpopanusie anTureHaMu TP (E.coli, pexomOunanTHeIME), B MES
Oydepe. MunnMansras konnentpaumst: 0,08% TBepIoOro BemecTBa.
KoHcepBaHTHI: a3ua HaTPHA ¥ APYTHE IPOTUBOMHKPOOHEIE MpenapaThL.
Konsiorar, cogepxanuit MeueHHbIe aKpUAAHOM MBILIMHbIE aHTHTENA K
IgG/IgM uenoseka B MES Gydepe ¢ npoTenHOBBIM (CbI4b1M)
crabunusaropoM. MuHHMabHaA KOHLEHTpalws: (autu-1gG) 26,6 Hr/mu /
(anTn-IgM) 1,34 Hr/Mn. KoHcepBaHTHI: a3uz HATPHA U APYTHE
TIPOTHBOMUKpPOOHBIE ipenapatsl. Pas6asurerns Tecra Syphilis TP Assay
Diluent, conepxatuit MES Gydep. KoHcepBaHTBI: a3 HATPHUS U APYTUe
IPOTUBOMEKPOOHBIE Ipenapartsl. Ilepen NpOBEACHNEM TECTa Ha CHCTEME
ARCHITECT iSystem Heobxonumo ycranosuth daiin recra ARCHITECT
Syphilis TP ¢ qucka ARCHITECT iSystem Assay CD-ROM. Ilpu ananuse
MOATBEPKIEHHBIX HCTHHHO NOJIOKUTENBHEIX 00pasnos Tect ARCHITECT
Syphilis TP nponeMOHCTPHPOBaI 4YyBCTBHTENBHOCTE >99,0%.
Bocnpouspoaumocts pesynpraros Tecta ARCHITECT Syphilis TP ns
TMONOXKUTENBHOr0 KOHTPOMA cocTasiier < 15%. Bocnpoussoaumocts 6puta
ONpezeneHa B COOTBETCTBUM ¢ NPOTOKOJIOM EP5-A2 MHCTUTYTA KIMHMYECKHX




u naboparophsix crannaptos (CLSI). Tect ARCHITECT Syphilis TP
pazpaboraH Tak, 9T00bI uMeTh 06IyTo crieruguIHOCTS > 99,5% B
TECTUPOBAHWH MO IALUK JoHOpoB KpoBH ([IK) u > 99,0% B nomynsumu
rOCHMTANIM3UPOBAHHEIX/aMOY TaTOPHEIX MAaleHTOB, Bee xunkue
NPUHAUIEXKHOCTH, KaTu6paTophl U KOHTPOIH KOJDKHEL OBITE B TOTOBOM K
HCTIONB30BAHUIO BUIE, UCKITFOUAs YENIOBEYECKUH (PaKTOp NP NPUTOTOBIeHIN
(6e3 xaxux-nmbo KOCBEHHBIX ASHCTBMIA, Mep M KOPPEKTHPOBOK
MEIUIMHCKOTO [IEPCOHANA), KOTOPBIE HE MOANEXAT IMO(UIH3AHNH.
CrabumpHOCTE Ha 6OPTY PEAKTHBOB MOCIIE IIOMEIIEHNS B aHAIU3ATOP JOJUKHA
ObTh He MeHee 30 gHeli. OcTaTOIHEIA CPOK FOXHOCTH Ha IIOCTABJISEMEIL TOBAp
Ha J]aTy TIOCTABKH JUI PEareHTOB, KOHTPOJIBHBIX MATEPHUATIOB U KANMHOPATOPOB
JOJDKEH COCTABJIATh HE MEHee IATHACSCATH IPOLEHTOB OT YKa3aHHOTO CPOKA
TOIHOCTH HA YMaKoBKe (IIpH CPOKe FOJHOCTH MEHEe ABYX JIET); HE MEHEES
nsenannari MeCALEB OT yKa3aHHOTO CPOKa rOJIHOCTH Ha YIAKoBKe (IPH CPOKe
TOZAHOCTH [iBa rona u 6onee). B cirydae mocrasku TOBApOB, MAPKUPOBAHHEIX
TOBAPHBIMHU 3HaKamy, IT0CTaBINMK 1O 3anpocy 3akasz4uka obA3yercs
NPEAOCTABUTH TIOCIENAHEMY JOKYMEHTBI, IOATBEPKAAOIME (aKT BBEAEHHUS B
rpaxaaHckuii 060poT Ha Tepputopun PecmyOmuxu Kagaxcran nocrasnseMprx
TOBApOB HEMIOCPEACTBEHHO PaBOOONaNaTeIeM TOBAPHOTO 3HAKA,
Pa3sMENLIEHHOTO Ha TOBape, WM C eTo cornacus. JJoKyMeHTaMH,
MOATBEPKAAIOIMMH yKa3aHHEINA PakT MOTyT OBITh JMIEH3UOHHBIE
cornantenus [Tocrapmuka ¢ mpasoobafaTesiMy, TAMOXKEHHBIE AEKIADALMH,
MKCBMa PaBooOIaIaTe Nl 1 INLEeH3HUaTa, AOTOBOPSI ¢ THief3uaToM mwiu ¢ ero
KOHTPareHTaMM Ha IIOCTaBKY MEJULIMHCKAX U3/EITHI.

INoTeRUMANbHENA TOCTABIMK NPEAOCTARISIET OPTaHU3ATOPY 3aKYIIOK
Haayexame 0pOpPMIICHHBIE JOKYMEHTH! (B TOM YHCTE JOrOBOpPa),
MOATBEPXKAA0IME TPABO NOTEHLHANBHOIO MOCTABIIUKA HA PEaTU3aIHIO
TOBapa Ha TeppuTopru PK, npesocTaBieHHOro ymonHOMOYEHHBIM
TPEJCTABUTENIEM IPOU3BOJMTENS, CepTH(UKAT IPOUCXOXKIEHHE TOBAPA,
BBIJAHHBIMU KOMIIOHEHTHBIMH OPI'aHAMH B CTPaHe 3KCIIOPTEpa.

ITocraska Tosapa ocymecrsisercs [loctasiukom B Tedenne 10 (necaTn) gueit,
C MOMEHTA Nepefad eMy 3aMBKH

Jlor Nell

JioTa

Kpurepun

Onucanne
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Haumenosanue

Kontpomn ARCHITECT Syphilis TP Controls npenHazHadeHs! 1Jis IpoBEpKH
xanubposku cucreMsl ARCHITECT iSystem npu kauecTBEHHOM OTIpeCICHHN
axruren K Treponema pallidum (TP) B ceIBOpoTKe 1 masme KPOBH YeoBeKka. 2
dmaxona (8 mnm kaxaeri) xourponeit ARCHITECT Syphilis TP Controls:
OTpHLIaTENbHBIH KOHTPOJIb u TIOJIOXKUTENBHBIN KOHTPOIIb B
PEKATBLIMHUPOBAHHOM IIa3Me KPOBHU YENOBEKa.

[MonoxuTenpHEI KOHTPOIB (HHAKTUBIPOBAHHBIN) PEaKTHBEH Ha aHTH-TP.
KoncepsanTsi: a3k HATpHs ¥ APyrHe MPOTHBOMUKPOOHEIE Mpenapatsl, Bee
MHUAKUE MPUHAIEKHOCTH, KaTUOPATOPHI M KOHTPOIIM JODKHEI OBITE B
FOTOBOM K MCIOJNIb30BAHKIO BUAE, MCIUTFOYAd YeI0BEYECKUi (aKTop mpH
OpUroTOBJIEHHH (6€3 KaKiX-TUO0 KOCBEHHbIX IEHCTBUI, Mep MM
KOPPEKTUPOBOK MEMIMHCKOTO EPCOHANA), KOTOPBIE He ITOIIEKAT
muo¢umsayy. OCTATOYHEIN CPOK FOAHOCTH HA [IOCTABJIAEMBIH TOBAp HA ATy
TIOCTABKH AJI1 PEAreHTOB, KOHTPONBHBIX MATEPHUANIOB H KATHOPATOPOB NOMKEH
COCTABIATh HE MEHEE IATHAESCSITH IIPOLEHTOB OT YKa3aHHOIO CPOKA FOIHOCTH
Ha yrakoBKe (IPH CPOKe TOJHOCTH MEHEE ABYX JIET); He MEHEE IBEHANLATH
MECALEB OT yKa3aHHOrO CPOKA FOJIHOCTH Ha YIAKOBKe (IIPH CPOKE IOMHOCTH
IBa roaa u bonee). B ciydyae mocTaBKi TOBAPOB, MAPKHPOBAHHEIX TOBAPHBIMU
3Hakamu, [TocTaBmyk 1o 3anpocy 3axasynka 00s13yeTcs NpenoCTaBUTh
HOCIeAHEMY JOKYMEHTHI, OATBEPKIAIOHE HaKT BBEACHHA B IPAXAAHCKHEL
o0opot Ha Tepputopun Pecrry6mukn KazaxcraH mocTasiseMex ToBapos
HETIOCPEACTBEHHO NPaBoodIanaTeieM TOBAPHOTO 3HAKA, PAa3MEIEHHOTO Ha
TOBape, UM C €ro cornacus. JJoKyMeHTaMu, TOATBEPKARIOIUAMY YKA3aHHBIH
¢axT MoryT OBITH IMLEH3MOHHbIE cornamenus [locTaBmuka ¢
paBo06IanaTe MY, TAMOXKEHHBIC IeKJIapalyi, MUChMa NpaBoolnanareneti u
JHUEH3UATa, JOTOBOPEI C THIIEH3UATOM MIIM C r0 KOHTPAreéHTaMU Ha IOCTABKY
MEAMIMHCKMX W3AETHH,

IToTeHUMANEHBIH TOCTABINVK IPEAOCTABISET OPraHU3ATOPY 3aKYIIOK
Haziexalne oGopMICHHbIE NOKYMEHTEHI (B TOM HHC/IE JOTOBODA),
MOATBEPKIAMOIME NPABO MOTEHIUAIBHOTO IIOCTABINHMKA HA PEaTH3ALHAIO
ToBapa Ha TeppuTopuH PK, IpenocTaBieHHOr0 ynoJIHOMOYEHHBIM




PEACTABUTEINEM NIPOU3BOANTENA, CEPTHHHUKAT TPOUCXOXKAEHUE TOBAPA,
BBEJAHHBIMK KOMIIOHEHTHBIMH OPTaHaMH B CTpaHe SKCIIOpTepa.

Iocraska Tosapa ocymectsasercs [locTaBiukoM B Teuenue 10 (necaTy) aHeH,
C MOMEHTa TIepeaayi eMy 3asBKH

Jlor Nel2

Kputepuu

Onucanne

Hanmenosanne

KourpormARCHITECT HIV Ag/Ab Combo Controls npeanasHadeHsi o
OLEHKH BOCTIPOM3BOAUMOCTH TECTA U BEIABICHNA CUCTEMHBIX AHAJTUTIIECKAX
otknonenuit cucremsl ARCHITECT i npu 0mHOBpEMEHHOM Ka4eCTBEHHOM
ompenenenuy anturena HIV p24 u aHTHTEN K BUPYCY UMMYHONeUIMTA
yenosexa Tgos | wiwm 2 (HIV-1/HIV-2) B CEIBOPOTKE Ml ILTA3ME KPOBHU
genoseka. 4 ¢raxona (no 8 mut kaxnsiit) koutposreit ARCHITECT HIV Ag/Ab
Combo: OTpHLATENBHEIH KOHTPOIb, ITOJI0KUTEIBHEI KOHTPOIE | 1
TIOJIOKHUTE/BHEIR KOHTPOJIb 2 IPUTOTOBICHHBIE B PEKATBIMHIPOBAHHON
IIa3Me KPOBH 4enoBeka. I1onosxuTeNbHpIi KOHTPOIS 1 (MHAKTABUPOBAHHEIN)
peakruBeH Ha aHTH-HIV-1. TToN0XUTENBHBIH KOHTPOJR2
(MHAKTUBUPOBAHHBIN) peakTHBeH Ha anTH-HIV-2. TlosfoxxuTenbHbIi KOHTPOIB
3 sABNAETCS OYMIIEHHBIM BUpYCHBIM srzarom HIV, npurotosnentsm B TPHUC-
6yhepHOoM DUIUOTOTHYECKOM PACTBOPE C IPOTEHHOBEIM (OEIYBLM)
crabunnzaropoM. KoHCepBaHTEI A1 OTPHLATEILHOTO I(OHTpOJ;Ui,
TMOJIOYKUTENBHOTO KOHTPONA | U NONOXKHTENBHOTO KOHTPOJIA 2: a3 HATPUA U
NMPOTUBOMUKPOOHBIH mpernapat. KoHcepBaHT 11 MONOXUTENIRHOIO0 KOHTPOJLT
3: asux Harpus. OTpUUATENBHBIA KOHTPOb: AUAITa30H 3HAYEHUH KOHTPOA
(S/CO) 0,00 - 0,50, MONOKUTENBHEI KOHTPOJIE 1: IMAaNa3oH 3HAYCHUMN
koHTpossi (S/CO) 1,20 - 11,50, monoXKUTENBHEIA KOHTPOIB 2: AUANA30H
3nadeHuit koutpois (S/CO) 1,52 - 8,30, monoxuTenpHelil KOHTPOTb 3.
JMana3oH 3HaueHuit xonrpons (S/CO) 1,87 - 4,59. Bee »umaxue
NPYHALIEKHOCTH, KATMOPATOPBI X KOHTPOJIH XOJDKHEI OBITH B TOTOBOM K
KCTIOJIB30BAHMIO BHIE, HCKIIIOYas YeJIoBeueckuii PaxTop mpy IpUroTOBIEHUN
(6e3 kaxnx-mub0 KOCBEHHBIX AEHCTBUH, MEp MM KOPPEKTHPOBOK
MEIUIMHCKOTO MEPCOHANA), KOTOPHIE He MOMIEKAT THODUITH3AIHN.
OcTaTo4HbIi CPOK FOAHOCTH Ha IIOCTABIIIEMBIN TOBAP Ha JATy IOCTABKY JJIs
pEeareHToB, KOHTPOIBHBIX MATEPUATIOB U KATHOPATOPOB JOIDKEH COCTABIIATE HE
MeHee [ATHAECSTH IPOLIEHTOB OT YKa3aHHOT'O CPOKA FOJHOCTH Ha yIaKOBKe
(TipH cpoKe rOOHOCTH MEHee ABYX JIET); He MeHee JBEHaILATH MECALEB OT
YKa3aHHOTO CPOKa TOJIHOCTH Ha YMaKOBKeE (IIpy CPOKe TOAHOCTH [Ba FoNa 1
Gonee). B cny4ae nocraBki TOBapOB, MAPKMPOBAHHBIX TOBAPHBIMHU 3HAKAMH,
TMocTaBWKK 1O 3anpocy 3aka3unka 00sA3yeTcs IPEeROCTABUTD IIOCIEIHEMY
LIOKYMEHTBI, IOATBepxKaaromune GakT BBEACHNS B IpaxTaHCKUH 060poT Ha
Tepputopun PecrryGmixu KazaxcraH MocTaBiseMbIX TOBapOB
HEMOCPEACTBEHHO NPaBo0bIafaTesieM TOBAPHOTO 3HAKA, Pa3MENIEHHOTO HA
TOBape, UM C €ro cornacus. JoKyMeHTaMH, MOATBEPKAAOIIIMHU yKA3aHHbIH
¢axt MoryT OBITH NMULIEH3NOHHEIE cornameHns [locTasmuka ¢
MPaBOOOIanATEIIMH, TAMOYKEHHEIE NEKIapalyy, HCckMa IIpasoobnagareneit u
JHLEH3MATA, JOTOBOPEIL C IMLEH3NATOM MM C €r0 KOHTPAareHTaMH Ha IOCTaBKy
MEIUIUHCKHX U3IETHH.
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Kanu6parop ARCHITECT Syphilis TP Calibrator npeanassaden s
xam6posku cuctemsl ARCHITECT iSystem npu kauecTBEHHOM OIIPEJeICHUH
anturen k Treponema pallidum (TP) B cbIBOpOTKe M Iu1a3Me KpoBH denobeka. 1
¢makoH (4 M) kamubparopa ARCHITECT Sy;/)hilis TP Calibrator B
peKaBIIMHUPOBAHHON ILIAIMe KPOBH HeI0BEKa (HHAKTUBHPOBAHHOM), -
peaxTuBHO#M Ha aHTH-TP. KOHCepBaHThI: a3ua HATPUA U APYrue
TPOTHBOMUKPOGHBIE nipenapats!. [1py UCIIoap30BaHHMM OLHOM ¥ TOH )K€ MAPTHH
WM YIIAKOBKU PEAreHTOB B TedeHre 28 aHel kanuOpoBka peareHToB He
tpebyercs. Bee sxunkue npuHagIeXHOCTH, KaTMOpaTOPEL U KOHTPOIM JOJDKHEI
OBITH B TOTOBOM K HCTIONB30BAHUIO BHAE, UCKIIOUAs 9€/I0BeIecKHil hakTop
IIpY IPHTroTOBJIeHNH (6e3 KakuX-mub0o KOCBEHHEIX JEHCTBUM, MED HITH
KOPPEKTHPOBOK MENULIMHCKOIO NIEPCOHANA), KOTOPEIE HE IOAMEXAT
nrodunuzaimi. OCTaTO4YHbIM CPOK FOJHOCTH HA MOCTABILIEMEIH TOBAP HA OATY
MOCTABKH JJIS PEAreHTOB, KOHTPOJIBHBIX MATEPUATIOB M KAIHOPaTOpOB DOMKEH
COCTABJIATh HE MEHEE MSITHAECSTH IIPOLIEHTOB OT YKa3aHHOTO CPOKA FOJHOCTH
Ha YIaKoBKe (IIpH CPOKe FOXHOCTH MEHee ABYX JIET); He MEHee ABEHANIATH
MECSLIEB OT YKa3aHHOTO CPOKA TOAHOCTH Ha YHAKOBKE (IIPH CPOKE TOXHOCTH




nBa roga ¥ 0onee). B ciiydae moCTaBKU TOBApPOB, MADKHPOBAHHEIX TOBAPHEIMH
3Hakamy, [TOCTABIINK IO 3ampocy 3akaszuuka obA3yeTcs NpeloCTaBUTh
THOCITEIHEMY JOKYMEHTDI, TIOTBEPIKAAIOMHE (PaKT BBEISHNA B IPAKIAHCKHH
obopor Ha Teppuropur PecmyGnukyu Kazaxcrad MocTap/iseMBIX TOBapOB
HETIOCPEICTBEHHO [IPaBo00IanareieM TOBAPHOTO 3HAKA, PA3MELICHHOTO Ha
TOBape, WK C ero coracks. JIOKyMEHTaMH, IOATBEPX AAIOMMMH yKa3aHHBIH
daxT MOTYT GBITH MULEH3NOHHBIE cornamenys [Tocrapmyka ¢
npasoolanaTensiMy, TAMOXKEHHBIE IeKIapaliy, TAChMa npasoobnagarenei u
JIMLEH31aTa, JOTOBOPHI ¢ JMLIEH3HATOM HIIU C €T0 KOHTPareHTaMu Ha MOCTaBKy
MEAULIMHCKHIX U3/ETHH. )

» Jlor Neld

Kputepun

Onucanue

HaumenoBanue

Kam6parop ARCHITECT HIV Ag/Ab Combo npennasHaden i
kanmubposku cucremst ARCHITECT i npu 0#ROBPEMEHHOM Ka4eCTBEHHOM
onpeaenernn anturera HIV p24 u anturen x Bnpycy umwuo.ttedmmrra
genosexa THNOB | wumm 2 (HIV-1/HIV-2) B chIBOPOTKE HIH T/123ME KPOBH
yenoBeKa. JOmoMHUTETBHYI0 HHPOPMAIMIO CM. BO BKJIAJBIIIE K PEAreHTY
ARCHITECT HIV Ag/Ab Combo. 1 $maxon (4 M) kambparopa 1
ARCHITECT HIV Ag/Ab Combo (CAL 1): ounIIeHHbIH BUBYCHBIH 1H3aT
HIV B TPUC-6ybeproM $HU3MONOrHIECKOM PacTBOPE € MPOTEMHOBBIM
(Gurusnm) crabunusatopom. KorcepsanT: asua Hatpus. [na obecredenns
cToiiKoil uyBcTBHTEMbHOCTH K antureny HIV-1 p24 na yposue < 50 /M
KoHueHTpauus auTurena HIV-1 p24 B kamuGparope ARCHITECT HIV Ag/Ab
Combo cooTHeceHa ¢ MeKIYHAPOIHOM namensio cTanaapros Agence francaise
de securite sanitaire de sante (QpaHIy3CKOro areHTCTBA CAHUTAPHOH
6e30MaCHOCTH TPOTYKLIMK MEAULHHCKOr0 HasHayeHns). [Ipu HConb30BaHHH
OZHOM ¥ TOI ke TTAPTUN MU YNIAKOBKY PeareHTOB B TedeHue 28 aHeit
KanubpOBKA peareHToB He TpedyeTca. Bee jKuaKie NPHHAIIEKHOCTH,
KAMMOPATOPHI X KOHTPOJIH JOJDKHEI OBITH B TOTOBOM K HCITONb30BAHHUIO BUAE,
HCKTIOYas YenoBedeckuii gakrop npu mprHroToreHnu (6es xakux-mbo
KOCBEHHBIX AeliCTBHIA, MEp HITH KOPPEKTHPOBOK MEIUIMHCKOTO IEPCOHANA),
KOTOpHIE He MofuIexaT Muodmm3amyu. OCTaTOYHBLHA CPOK TOTHOCTY HA
IIOCTABNIAEMBIN TOBAP HA AATY MOCTABKHU JJIs PEAreHTOB, KOHTPOIBHBIX
MaTEPHANOB H KaNUOPATOPOB NOJDKEH COCTABILITH HE MEHEe MATHAECATH
IIPOLIEHTOB OT YKA3aHHOTO CPOKA TONHOCTH Ha yNakOBKe (TIPH CPOKe TOMHOCTH
MeHee JBYX JIeT); He MeHee JBEHANIATH MECALEB OT YKa3aHHOro CpoKa
FOZHOCTH HA yTaKoBKe (Ipy CPOKE FOAHOCTH ABa roxa u Oonee). B caydae
[IOCTABKH TOBAPOB, MAPKMPOBAHHBIX TOBAPHBIMU 3HaKaMu, [10CTaBIMK 1O
3ampocy 3axazumka 00s3yeTCs MPeIOCTaBUTE IOC/IEAHEMY TOKYMEHTBI,
noaTeepxkaaronie GaKT BBEAEHNS B TPaXIaHCKUi 000pOT Ha TEPPUTOPHH
Pecny6nuxu Kasaxcran MocTapiieMbIX TOBApOB HEIIOCPENCTBEHHO
npaBoo6anaTeneM TOBAPHOrO 3HAKA, PA3MEMIEHHOTO Ha TOBape, IWH C €ro
cornacust. JIOKyMEHTaMH, TIOATBEPKAAIOIMMA YKa3aHHEIH HakT MOryT ObITh
JINLEH3MOHHBIE corarmenus [TocTasinika ¢ mpaBoobnanaTensmMu,
TaMO>KEHHEIE IEKApAIHH, THChMa PaBoo0IanaTene U IULeH3naTa,
JIOTOBODHI C JIKLIEH3NATOM MM € €TO KOHTPAreHTaMH Ha MOCTaBKy
MEIULMHCKIX H3IETHH.
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HavmMmeHnoBaHue

Kanu6patopst ARCHITECT HBsAg Qualitative II Calibrators
npeHasHaueHs 1is kanubposku cucremsl ARCHITECT i System npu
Ka4eCTBEHHOM OINpPEAENIEHIHU 1 IOATBEPIKASHNY HAMIHS [IOBEPXHOCTHOTO
anturena (HBsAg) renatita B B CBIBOPOTKE M IJIa3Me KPOBH Y€NIOBEKA C
ncrnons3osanueM HaGopos pearentos ARCHITECT HBsAg Qualitative 11
Reagent Kit u HBsAg Qualitative II Confirmatory Reagent Kit. 2 dmaxona (o
4,0 mx1) kanubparopos ARCHITECT HBsAg Qualitative IT Calibrators.
Kamu6paTop 1 coiepikuT NHAKTHBUPOBAHHEIH ognuilleH bl HBSAg denobexa
(moarun ad) 8 pocdarHoM Bydepe ¢ MIasMoil KPOBH HeJI0BEKA H
TIPOTEHHOBEMH (ATBGYMHH CBIBOPOTKH GBIubel KpoBU) CTaCHI3ATOPAMH.
Koncepeantst: ProClin 300 u ProClin 950. Kanubparop 2 coaepiur
peKabLIHNPOBAHHYIO MAA3MY KPOBH Yenosexa. KoHcepsaHTs: ProClin 950 u
asuz narpus. B Tectax ARCHITECT HBsAg Qualitative 11 n HBsAg
Qualitative II Confirmatory Kanufparop 1 u Kaqubparop 2 ©enonb3yores 1




OLICHKH TIPABUIIBHOCTH KaJTUOPOBKM H pacieTa NOPOTOBbIX 3HAYEHHIA TecTa. B
tecte ARCHITECT HBsAg Qualitative II Confirmatory Kanu6patop 2
HCNOsB3yeTcs And pacyera % HelTpanusamui. CTabUIbHOCTE KAMMODOBKU
JOMKHA OBITH JUTHTEIBHOM, ¥ KannOPOBKA AOXHA TPeBOBATHCA TONBKO B TOM
Clly4ae, eciu NapTud U3MEHAETCs AT KaKI0ro napamerpa. [lpu
HCIOJIB30BAHMM OHOH M TOH K€ NAPTHU KM YIIAKOBKY PEArEHTOB B TEYEHHE
28 nHelt kanubpoBKa peareHToB He TpeGyercs. Bee wukue MpHHAIITEKHOCTH,
KanuOpaTophl U KOHTPOIIH ZOJDKHEI GBITH B TOTOBOM K HCIIOIB30BAHHIO BHIE,
HCKITI04as YeIOBEIeCKHi (haKTOD NPH MPUrOTOBNEHHH (6¢3 KaKux-11b0
KOCBEHHBIX NeHCTBHH, MEp UK KOPPEKTHPOBOK MEAMLIMHCKOrO IEPCOHANA),
KOTOpEIe He noanexar muodumsaipn. OCTaTo4HbIi CPOK TOTHOCTH Ha
TI0CTaBJIIEMbIN TOBAP Ha ATy MOCTaBKH [l PEAreHTOB, KOHTPOJIbHBIX
MaTepHATIOn 1 KanubpaTopoB JOJDKEH COCTABJIITE HE MEHEE TITHASCATH
HPOLICHTOB OT YKa3aHHOTO CPOKA FOJHOCTH Ha YIIAKOBKe (TIPH CPOKE TOAHOCTH
MEHee IBYX JIET); HE MEHEE JBEHANLATH MECALEB OT YKA3aHHOTO CPOKa
FOZHOCTH Ha yNakoBKe (TIPH CPOKE FONHOCTH ABa roza M Gonee). B criyuae
TIOCTaBKH TOBAPOB, MAPKUPOBAHHBIX TOBAPHBIMY 3HAKAMH, [10CTABIIUK 1O
3ampocy 3akasduka 0653yeTcs NPeAOCTABUT IIOCTEAHEMY TOKYMEHTEL,
TIOATBEPXKAaroLKe (hakT BBeCHUA B TpakaaHCKuit 06opor Ha TeppuTOpHU
Pecrry6nuxn Kaszaxcran NoCTaBIIEMBIX TOBAPOB HEMOCPEICTBEHHO
npaBoofnanarenem TOBAPHOTO 3HAKA, PA3MELUEHHOTO Ha TOBAPE, WM C €r0
cornacust. JIOKyMeHTaMH, NOATBEPKAAIOIMMH YKa3aHHbIN (GaxT MOLYT OBITE  *
NMUEH3HOHHBIE coTNamenus [TocTaBIuMKa ¢ IPaBoOGIaAaTENIMH,
TaMOXKEHHBIE IIEKIApaLiy, IMChMa NpaBoobnagareneil ¥ MHIEH3MATA,
JIOTOBOPBI C JIMLIEH3UATOM MJIH C €T0 KOHTPATEHTAMY HA IIOCTABKY
MEIUIMHCKNX U3AETHH.

Jlor Nel6
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Konrpomu ARCHITECT Anti-HCV Controls npennazaadens! st
Bepuduraruy kambposku cucremst ARCHITECT iSystem mpu
Ka4eCTBEHHOM OIPEAENIeH!UH aHTHTEN K BUpycy rematuta C (antu-HCV) B
CBIBOPOTKE H IIa3Me KPOBH YejiOBeka. 2 diaxoHa (8 M Kaxkablif) KOHTponeit
ARCHITECT Anti-HCV Controls, mOATOTOBNEHHBIX B PEKATBIHHHPOBAHHOM
I1a3Me KPOBHU 4enoBeka (MHAKTHBHPOBAHHOM). T0N0XUTe TBHETH KOHTPOE
peakruBen Ha auTH-HCV. KoncepsauT: asun Harpus. Konrponu umetor
CNenyIomue KOHUEHTpaluK: KOHTPOJE OTpHLIATENbHELA: HATYPATbHEII,
nuarnazoH kourpons S/CO < 0,60. Kontpons nmo3urus: romy6oil, quanazox
kortpons S/CO 1,71 - 5,13. Bee s®HUAKHE IPHHAIEKHOCTH, KATAGPATOPH! I
KOHTPOJIH JOJDKHEI OBITH B FOTOBOM K MCMOJIB30BAHHUIO BUJE, HCKIIOUAS
yenoBeueckuit Gaktop mpu npurorosnernn (663 KaKUX-IT60 KOCBEHHBIX
ICHCTBUI, MEP MM KOPPEKTUPOBOK MENHUIMHCKOIO MEPCOHANA), KOTOPEIE He
noanexar muodunn3auuy. OCTaTOYHBINA CPOK TOAHOCTH HA MOCTABIIEMBII
TOBAp HA JaTy MOCTABKH JI1 PEAreHTOB, KOHTPOJIBHBIX MATEPHAIOB H
KanuOpaTopOB AOIKEH COCTABILITh HE MEHEE IATUECATH NPOLEHTOB OT
YKa3aHHOTO CpOKa FOAHOCTH Ha yNaKoBKe (IIPH CPOKE FOAHOCTH MEHEE ABYX
JIET); HE MEHEe IBEHAILATH MECSLIEB OT yKa3aHHOTO CPOKA FOXHOCTH Ha
yNakoBKe (TIpy CPOKE FOAHOCTH ABa roja 1 Gonee). B ciydae mocTaBku
TOBApOB, MAPKUPOBAHHBIX TOBAPHBIMHU 3HaKaMH, I10CTaBIIUK 1O 3aIpOCy
3axasurka 00A3yeTCA NPENOCTABUTH OCTEAHEMY JOKYMEHTEI,
TIOATBEPIAAIOIME (AKT BBEACHIS B IPKIAHCKUHA 000POT Ha TEPPUTOPHH
Pecnybnuku KasaxcraH nocTaBiseMBIX TOBAPOB HEMOCPEICTBEHHO
1pasoofnanareseM TOBAPHOrO IHAKA, PA3MEIEHHOTO HA TOBAPE, WIH C €TI0
cornmacus. JIoKyMeHTaMH, IOATBEPKAAIOIIEMH YKa3aHHbIN QaKT MOTYT GBITE
JMIEH3UOHHbIE cornamenus [JocTaBmuyka ¢ mpaBooGaanaTenIMuy,
TaMOXXeHHbIE NEKIApaliy, IMChMa NpaBoobaanarenel n IMIEH3MATA,
JIOTOBOPEI C JIMLEH3UATOM HJIM C €T0 KOHTPAreHTaMHM Ha IIOCTABKY
MEIULMHCKUX U3ETHH,

IToreHunanbHEIH TOCTABIIMK MPEAOCTABIIET OPrAHU3ATOPY 3aKYTIOK
Ha/uIexKame 0QOpMIEHHBIE TOKYMEHTHI (B TOM YHCNe JOrOBOPA),
MOATBEPIKAAFOINNE MPABO NOTEHIHAIBHOTO NOCTABIIMKA Ha PEATU3ALINIO
TOBapa Ha Tepputophu PK, npenocTaBneHHOro yrnojaHoMOYeHHBIM
IPEACTABUTENEM NPOU3BOAKTENLS, CEPTU(HKAT TPOUCXOXKAEHHE TOBAPA,
BBIUIAHHBIMK KOMIIOHEHTHBIMU OPTaHaMH B CTPaHe 3KCIIOpTEpa.

[Tocraeka Torapa ocymecrsisiercs [TocraBmukom B Teuenne 10 (mecsatu) nued,
€ MOMEHTA IEPEaiu eMy 3a1BKU




Jlot Nel7

Kpurepuu

Onucauue

Haumenosanne

Pacxonmert marepuan (Reaction Vessels) peaximonmsie sdeiiku Reaction
Vessels B kopobxe 2000 mr. TTpo3padHEIe IIACTHKOBbIE SITEIKH, OPUTHHATLHORM
dopmer (ABBOTT DIAGNOSTICS), ucronb3yeMele B XeMHIIOMHHHCLIEHTHOM
HMMyHOaHamu3e Ha MHKpodactunax (XWAM) ¢ m[OMOMIBIO CHCTEMEI

ARCHITECT i. Bamunuposanst misa HCroNB30BaHusA Ha 6OpTy aHammsaTopa
ARCHITECT 11000. '
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