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“TIL[P Cobas S201

COIEPIKHUT 3aKOAMPOBAHHYIO HH(pOpMaLKIO [s eucTeMbl Cobas
s 201. TeCT CIy»KUT AT IPSAMOIO MYJIbTUILUIEKCHOTO
KauecTBEHHOTO OqHOBpeMeHHoro obHapyxkenus PHK Bupyca
ummynoneuumta denoseka tuna 1 (BUY-1) rpynmer M, PHK
BMY-1 rpynmsr O, PHK Bupyca mMMyHOAe()HLMTA YET0BEKA
tuma 2 (BUY-2), PHK supyca renatuta C (BI'C) u JTHK
Bupyca renatuta B (BI'B) B masme KpoBH 4eIoBeka in vitro
METOIOM MOJUMEPA3HO-IEMHON peakLuy. JJaHHbIi TeCT
npeaHA3HAYCH A1 CKPUHUHIA 00pa3LoB MiasMel OT
HHIUBHIYaJbHBIX JOHOPOB, BKJIIOUYass JOHOPOB LEIbHOW KPOBH,
KOMIIOHEHTOB KPOBH, TUTA3MBI M IPYTHX )KUBLIX JOHOPOB. I1pu
JOHAIIHM LEJBHOW KPOBH ¥ KOMIIOHEHTOB KPOBH 00Pa3Lbl
IUTa3MBI MOHO HCCNEN0BATh HHAMBHLYATIBHO MK B TTYJIaX.
Tlpwu uccnenoBaHUH MPOU3BOANTCA OMHOBPEMEHHOE
obnapysxkenue u pudpepernpamms BUY, BI'C u BI'B myrem
ABTOMATU3MPOBAHHOTO BbIICICHUSA HYKJIEUHOBBIX KHCIIOT U
pearn-taiim [TLIP. Habop cOCTOUT 13 MArHUTHBIX CTEKJIOYACTHIL,
JM3UPYIOLLETO PeareHTa, pacTBOpa MPOTeHHA3k!l, Oydepa s
3IIFOLMH, MACTEP MUKC PEareHTa, ¥ BHYTPEHHETO KOHTPOJIS s
MOHMTOPHHTA PA00YUX XaPAKTEPUCTHK METOIA MPH KaXKIOM
WHIUBHIYaIbHOM TECTHPOBAHUH, a Takke hepmenT AmpErase
JUISL CHMDKEHUSI PECKA KOHTAMUHALIMK paHee
aMITHGUIUPOBAHHBIM MAaTEPHAIOM (AMILTHKOHOM).
TToTeHUMABHBIN TIOCTABIIUK NPEAOCTABISICT OPraHu3aToOpy
3aKyTOK Haulexkame 0(OPMIICHHbIE 1OKYMEHTbI (B TOM YHCIIE
JOTOBOPA), MOATBEPIKAAIOIIME NPABO MOTEHLMATBHOTO
MIOCTABIIMKA HA peau3aluio ToBapa Ha Teppuropuu PK,
MpeNOCTaBICHHOTO YIOJTHOMOYEHHbIM TTPEACTABUTEIEM
NPOU3BPOM3BOIUTEII, CEPTH(PHUKAT IPOUCXOIKICHNAE TOBAPA,
BBIJIAHHEIMM KOMIIOHEHTHBIMU OPTaHAMM B CTPAHE 3KCIIOpTEepa
Cpox roguocty He Meree 70% oT 00IIero cpoka roAHOCTH .
Iocraska Tosapa ocymiecTsiseTcst IIoCTaBIMKOM B TEUICHHE
10 (mecsitn) nHEH, ¢ MOMEHTA MIEPENAYN EMY 3AABKH
2 OnHOpa3oBbIe MIACTHKOBBIE ITYOOKOMYHOUHbBIH IITAHILIET CO
CTIeIMATHHBIM [ITPUX-KOAOM utsi cucTemel . Cobas s201.
PacxomHbIl MaTepHan B BUAE [IyOOKOIYHYHOYHOTO IUIAHIIETA
Apxusnbie nnawkuPlate Deeepwell(Library) I A Gy
L P p—_————————— e ZOJITOBPEMEHHOTO XPaHEHHS KAK aPXHBHEIX 00pasnos
$201 TloTeHUMAIbHbIH MOCTABIIMK MIPEJOCTABIAET OPraHu3aToOPy

3aKyTIOK Hajutexkaile OQOPMIICHHBIE TOKYMEHTBI (B TOM YHCIE
JIOTOBOPA), MOATBEPIKAAIOLINE IPABO MOTEHLIHATBHOTO
MOCTABIINKA HA pealu3almio Tosapa Ha Teppuropun PK,
[PEAOCTABIIEHHOTO YIIOJHOMOYEHHBIM MPEACTABUTEIEM




[IPOHM3BPOU3BOIUTES, CEPTU(HUKAT MPOUCXOKICHHE TOBAPA,
BBLIAHHBIMY KOMIOHEHTHBIMU OPTaHAMH B CTPaHE 3KCTIOPTEpa
Cpoxk roasoctu He mexee 70% oT 0011Iero CpoKa rOAHOCTH .
Iocraska Tosapa ocyuecTsiseTcst [1oCTaBIIMKOM B TCHEHHE
10 (mecsiTH) [HEH, C MOMEHTA MEPENAN eMy 3AABKH

HaGop 0XHOPA30BbIX CHIEIMATBHBIX poOKpoOK
SPU 12%24 myst cuctemsl pean Taiim ITLP
Cobas S201

Habop 0AHOPa30BbIX MPOOUPOK A MOTHOCTBIO
ABTOMATH3MPOBAHHOM MOArOTOBKH 00pasLoB /Ul CHCTEMbI
Cobas s 201. TITToTeHUMATBHBINA OCTABLLIK MPEIOCTABIACT
OpraHM3aTOpy 3aKyIOK HAUIEAAINE OPOPMICHHBIE TOKYMEHTEI
(B TOM UKCIIe JOTOBOPA), MOATBEPK/IAIOIIIE MPABO
HOTEHLMAILHOTO MOCTABIIMKA Ha PEaIM3alkIO TOBapa Ha
tepputopuu PK, Ipe1oCTaBIeHHOrO YIOTHOMOICHHEIM
TIPECTaBHUTENIEM TPOU3BPOU3BOAUTEI, ceprudurar
IIPOMCXOYK/ICHHE TOBAPA, BbIJIAHHBIMH KOMIOHEHTHEIMH
OpraHaMH B CTPaHE 3KCIOPTEPA

Cpoxk ronsocty He Menee 70% ot 0011Ero CpoKa rOAHOCTH .
ITocraska Tosapa ocyuiecTsiaeTcs [I0CTaBIIMKOM B TEUCHHUE
10 (mecsATH) AHEH, C MOMEHTA MEPENAIN My 3aABKH

Ha60p 0ZHOPa30BBIX CIIELHATBHBIX
npobupok S-tubes 12*24 ms cucTeMsl pean
taiim TIL[P Cobas S201

Ha60op 0nHOPa3oBBIX MPOOUPOK I 00pa3uoB ¢ KIUICAMH, Ha
KOTOPBIX HAHECEHbI CTIENA(pUIHBIE TITPHX-KO/bL, KOTOPEIC
COZePIKAT 3aKOAMPOBAHHYIO HH(POPMALIHIO T CHCTEMbI Cobas
s 201. TToTeHIHAIbHBIY TOCTABIIUK MPEI0CTABIACT
OpPraHM3aTopy 3aKyNOK HAIJEIKAIIe 0()OPMJIEHHBIE JTOKYMEHTBI
(B TOM YHMCIIE JOTOBOPA), OATBEPIKAAIOLILIE MTPABO
[OTEHIMANBLHOTO TTOCTABIMKA HAa PEANH3ALMIO TOBapa Ha
tepputopuu PK, IIpeI0CTaBIeHHOTO YIOMHOMOUCHHbIM
[pEeACTaBUTENIEM TTPOM3BPOU3BOAUTENLL, ceprudukar
POKCXOKIEHAE TOBAPA, BBLIAHHBIMU KOMIIOHCHTHBIMA
OpraHamu B CTpaHe SKCIOpTepa

Cpoxk roasocty He menee 70% ot 001Iero cpoKa rOAHOCTH .
Mocraska Tosapa ocyuecTsisercs [10CTaBUIMKOM B TEUCHUE
10 (mecsATH) AHEH, C MOMEHTA MEPEAATH EMy 3AABKH

Habop 0AHOPa30BBIX CHELHATbHBIX
HakoHewHHKOB Tip-K12%*36 nyist CHCTEMbI
pean Taitm [TLIP  Cobas S201

Habop oun‘eﬁawBMX HAKOHEYHHKOB [JIs [IePeHOCa
aMIuTEUKAITMOHHON cMecu B K-IPOOHPKY, HCKIOUAIONIHE
BHEIIHIOK KOHTAMMHAITUIO JIJIs CHCTEMBI Cobas s 201.
[ToTeHIMAaTbHBIHM MOCTABIIMK IPEIOCTABIAET OPraHH3aTOPy
3aKyMOK HauIeKame O(QOPMICHHBIE NOKYMEHTBI (B TOM 4HCIIE
JOrOBOPA), TTOATBEPIKIAFOLIKE IPABO MOTEHLHATBLHOTO
MOCTABILIMKA HA PEATH3ALMIO TOBApa Ha TCPPUTOPHH PK,
IIPe0CTABIICHHOTO YNIOIHOMOUYCHHBIM MPRACTABUTEIEM
NPOM3BPOM3BOAMTENS, CEPTU(HKAT MPOUCXOKACHHE TOBAPA,
BBUIAHHBIMK KOMTIOHEHTHBIMH OpraHaMH B CTPAHE SKCIOPTEPa.
Cpox rogHocty He menee 70% or 0011ero Cpoka roHOCTH .
ITocraska Tosapa ocyuecTsiseTcs [I0CTaBIIMKOM B TCUCHUE
10 (mecsiTw) iHEH, C MOMEHTA MEPENAIN eMy 3aABKH
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HaGop 0QHOPA30BBIX CHeLHaIbHBIX
npo6upok Tube —K12%*96 st cucTeMbl pean
tajim [P Cobas S201

Ha6op 0HOPa30BBIX MPOOUPOK s amMruTH( MKALAK ISt
cuctembr Cobas s 201, [ToTeHIMATbHBIH TOCTABIIMK
[IPEOCTABJISET OPraHU3aTOPY 3aKyMOK HALMEKALIE
oopMIIeHHbIE TOKYMEHTBI (B TOM HHCIE [OT0BOPA),
[IOATBEPIKIAIOLIHAE PABO NOTEHIHATBHOrO MOCTABIIMKA Ha
peamu3almio ToBapa Ha TePPUTOPHI PK, npenocTaBIeHHOTO
YIIONTHOMOYEHHBIM TIPEACTABHTENIEM TIPOU3BPOU3BONUTEILA,
cepTH(hUKAT NPOUCXOKIECHHE TOBAPA, BBIIAHHBIMI
KOMIIOHEHTHBIMH OpTaHaMH B CTPAaHE IKCIOPTEepa

Cpox roasocTH He Menee 70% ot o01Iero cpoka roJHOCTH .
IMocraska Tosapa ocyuecTsaseTcs [10CTaBIIMKOM B TCHCHUE
10 (gecsity) AHEH, C MOMEHTA MEPEAAYM eMy 3AABKH |

KpbIKy A7 apXUBHbIX MITALIEK Sealing Mat
for Deeepwell plate.Set of 50 anst cucTembl
pean taitm [TL[P  Cobas S201

OnHOPA30Bble KPHIUIKH JUI APXMBHBIX TUIALICK 1A CUCTEMB
Cobas s 201. TTokpoBHBIE MAThI IPEAHA3HAYCHBL UIA
3aKphIBaHHs TIyOOKONIYHOUHBIX MTAHIIETOR [ToTeHIHATbHbIH
[OCTABILHK PEJOCTABIISIET OPTaHU3aTOPY 3aKyIOK HAIUTEHKALLE
ohopMIIEHHbIE JOKYMEHTHI (B TOM 9HCIC JOrOBOPA),
[OATBEPYKIAOLIUE TIPABO TIOTCHIMATBHOrO MOCTABINMKA Ha J




peau3almIo ToBapa Ha TEPPUTOPHH PK, nmpeaocTaBIeHHOTO
YIIOMTHOMOYEHHBIM TPEACTABUTENIEM NPOU3BPOM3BOANTENA,
cepTHhUKAT NPOUCXOIKACHHE TOBAPA, BBIIAHHBIMH
KOMIIOHEHTHBIMHU OpraHaMHM B CTpaHe SKCrnopTepa.

CpOK rOJHOCTH HE MEHEE 70% ot 0ob1Iero cpoka roXHOCTH .
ITocraska Tosapa ocyuecTsiaaeTcs [IoCTaBIIMKOM B TEUCHHUE
10 (mecATH) AHEH, C MOMEHTA MEPEAAYM CMy 3aABKH

TIpOMBIBOYHBIH peareHT Cobas TagScreen uist
cucremsl pean Taitv [TL[P  Cobas 5201

[Tnactukosas OyThiika o6bemom 5100 M (5,1 m), ¢
IPOMBIBOYHBIM PEAreHTOM, C HAHECEHHBIM CTIETHATBHRIM
LITPHX-KOZOM, KOTOPast COACPHKHT 3aKOTUPOBAHHYIO
unHpOPMALMIO I CUCTEMBI Cobas s 201. [TpoMBIBOUHBIH
peareHT y/laseT HeCBA3aBIIMECs BELLECTBA H IPUMECH, TaKue
KaK JIEHATyPUPOBAHHbIC OEIIKHU, KIETOUHbIH nedpuc u
noTeHHanbHbie tHruouTopsl TP (Takue Kak reMOTIO0UH 1
Ip.), @ TAKKE CHUKAET KOHIEHTPALIIIO coset. [TocTaBImuUKyY
HEOOXOMMNMO TIPENOCTABHTE COMYTCTBYIOIIUE JOKYMEHTRI Ha
IOCTABKY TOBApa: ABTOPU3AIMOHHOE THCHMO, KOITHIO I0r0BOPa
HUTH MHBIE JOKYMEHTBL, IPEICTABIISIeMbIE OCTABIIHKOM 1
[OATBEPIKIAIOLIHE Er0 CTATYC MPOU3BOAUTENA, 0(ULHATBEHOTO
JACTPHOBIOTA0pa MO0 OULIHATTEHOTO MPOU3BOFUTEIIA,
cepTHQHUKAT MPOUCXOIKIEHHE TOBAPA, BbIIAHHBIMU
KOMIOHEHTHBIMHA OPTaHAMHU B CTPAHE SKCIOPTEpa.

CpOox roHOCTH HE MEHEES 70% oT 00IIero cpoKa roJHOCTH .
Iocraeka Tosapa ocyuecTsnseTcst [IocTaBIMKOM B TEUCHHC
10 (mecsiTn) AHEH, C MOMEHTA MIEPEAYM eMy 3aABKH

HaGop xonrponeii Cobas TagScreen
MPXgepcus 2,0 715 CHCTEMbI peal TaliM
TILP Cobas S201

Habop KOHTpOEeH ¢ HAHECEHHBIMU ceu(UUHBIMY [ TPUX-
KOZAMHE Ha KasJI0M KOTPOJIe, KOTOpas COACPIKUT
3aKOIMPOBAHHYIO HH(POPMALIMIO 17k CHCTEMbI Cobas s 201.
KOHTpOMM Mpe/IHa3HAu€HbI OLEHKH BOCIPOM3BOANMOCTH TecTa
1 BBIBIEHIS CUCTEMHBIX aHATHTHUECKMX OTKJIOHCHHH MPH
KaueCTBEHHOM MYJIBTHILIEKCHOM OZHOBPCMEHHOM
onpeneneﬁna\f’HK BWY-1 rpynmet M, PHK BUY-1 rpynmsl O,

' PHK BUY-2, PHK BT'C u THK BT'B. 4 ¢naxona mo 1.6 mx

KOHTPOJIEH BKIIIOYAOT! MyJTBTHIIONIOXKHUTEBHBIH KOHTPOIb €
HeUHPEKIMOHHOU cunrernaeckoit PHK BUY-1 rpyrmst M,
JIHK BI'B, PHK BI'C; HOJOXKHUTENBHBIN KoHTpons BUY-1
rpyrmel O ¢ HeMH(EKUMOHHOH cunrerraeckor PHK BUY-1
rpymmbl O; NOJIOKHTENbHbIH KOHTPOIIL BUY-2 ¢
‘HerHQEKIMOHHON CHHTETHICCKOH PHK BUY-2;
OTpHIATENbHBIH KOHTPOIb. KOHTPOJIH ConepiaT HETaTUBHYIO
JeMOBEUECKYIO IUTa3My, HEPEAKTHBHYIO PH HCCICI0BAHNH
nunensupoanHbiMu FDA MeTOIaMH Ha aHTHTE]A K BEC;
aprurena k BUU-1/2, HBsAg, HBcAg u p24 Ag BUY u na
PHK BMU-1, PHK B1Y-2, PHK BI'C u IHK BI'B npu
uccnenosanun metonamu [P, koHcepBaHT ProClin® 300.
ToTeHUHAIbHBIN MOCTABLIMK MPEAOCTABIACT OpraHu3aTopy
3aKyTIOK HauteKame OGOpMIEHHbIE TOKYMEHTBI (B TOM gHCIE
JOTOBOPA), MOATBEPIKAAIOLLHE TIPABO NOTCHIHAEHOTO
MOCTABIIMKA HA PEATM3aLMIO TOBAaPa HA TCPPUTOPHH PK;
[PEIOCTABJICHHOTO YNOIHOMOUCHHBIM MPEACTABATEICM
NPOM3BPOU3BOAHUTENA, cepTHPUKAT TPOUCXOKAEHHE TOBAPA,
BBLIAHHBIMY KOMIIOHEHTHBIMH OPraHaMu B CTPAHE SKCIIOPTEPA.
Cpox roxsoctr He Meree 70% ot 006IIEro CPOKa TOTHOCTH .
ITocrapka Tosapa ocyiecTsaseTcs [1ocTaBlIMKOM B TCUEHHME
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OnHOpa3oBbie HaxoHeuHuky st Hamilton
Star

10 (mecsTH) AHEH, C MOMEHTA NIEPE/AYM eMy 3aABKH
OnHOpPA30BbIE TUIACTHKOBbIE HAKOHETHUKH C HAHCCCHHBIMU
crenrGEIHBIMA IITPUX-KONAMH, KOTOPBIE COnepIkar
3aKOMUPOBAHHYIO HH()OPMALHMIO I CHCTEMbI Cobas s 201.
OIHOPa30Bble HAKOHEYHHKH MPEIHA3HAICHBL UL
AMTMKBOTHPOBAHHUS JOHOBOPCKHMX 00pa3LOB B

rTyGOKOIIY HOUHbIH [TAHIIET W/WIH TS CTIeLHanbHON
BTOPUYHOM S-MPOOUPKH. TToTeHUMAaTbHBI I TOCTABILHMK

OpeaoCTaBIsicT opraHmaTopz 3aKYTIOK HaJiexaue J




O(opMIIEHHbIE TOKYMEHTHI (B TOM YHCIe JIOTOBOPA),
TOATBEPIKIAIOIIHE TPABO IOTEHIIHAIBHOTO MTOCTABIIMKA HA
peanuzaito Toeapa Ha Teppuropun PK, npenoctasiersoro
YHOJIHOMOY€EHHEIM IIPE/ACTABUTENIEM [IPOH3BPOU3BOIHTEILS,
CepTH(UKAT NPOHCXOXKACHHE TOBAPA, BHIAAHHBIMU
KOMIIOHCHTHBIMH OPTaHAMHE B CTPAHE SKCIOpTEPa

Cpoxk roxsoctu He Menee 70% OT 06IEro CpOKa FOJHOCTH .
Iocraska Tosapa ocywectsisercs [10CTaBIMKOM B TeueHMe
10 (zecaTw) aHei, ¢ MoMeHTa mepenayn EMY 3aABKHU
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