3akyn Ha JieKapCcTBeHHbIE CPeACTBA U MeIMIMHCKUe u3aeauss Ha 2021 roxa.
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BUY Ar/At Kom60 Pearentsr 200, 1000, 1200 (Alinity i
HIV Ag/Ab Combo Reagent Kit) (1 yi o 1200 tectoB)

Tect ¢ ucnonszoBanneM BUY Ar/At Komoo Pearentsi (Alinity i HIV Ag/Ab Combo Reagent Kit)
SIBJIACTCSA XEMHITIOMMHECIIEHTHBIM MIMMYHOaHaIM30M Ha Mukpodactiiax (CMIA) ms oqHOBpeMEHHOTO
KauyeCTBEHHOro onpezenenus anturena HIV p24 u antuten K BUpycy HMMyHOEDHIMTA YEIOBEKa THIIA

1 w/umn 2 (HIV-1/HIV-2) B CbIBOPOTKE MM IIa3Me KPOBH YEJIOBEKA, a TAKXKe 00pa3iax, 3a0paHHbIX
MOCMEPTHO (T10CJIe OCTAHOBKH cepjua) Ha aHanu3zatope Alinity i. Tect ¢ ucnons3oBannem BUY Ar/At
Kom6o Pearentsl (Alinity i HIV Ag/Ab Combo Reagent Kit) mpumMeHseTcs B kauecTBe
BCIIOMOTaTelIbHOro cpeicTBa Anarnoctuku uHdexunu HIV-1/HIV-2, a Taioke B kauecTBe
CKPHHHHTOBOT'O TECTa C LEJbI0 peaynpexacHus nepeaaun uudekimu HIV-1/HIV-2 perunuentam
KpOBH, €€ KOMIIOHEHTOB, a TAKXKe KIIETOK, TKaHeil 1 opraHoB. Pesynbrar Alinity i HIV Ag/Ab Combo e

MO3BOJISAET YTOYHHUTD, PEAKTUBHOCTD Ha KAKO M3 MEPEUHCICHHBIX MapKepOB BbIABIICHa: anTUreH HIV

p24, anturena x HIV-1 nmm antutena k HIV-2. MukpouacTuibi: MUKpOYaCTHIIBI,
ceHcnOumm3npoBanueie antureHoM HIV-1/HIV-2 (pexomOuHaHTHBIM) 1 anTHTenoM HIV p24
(MBILIMHBIM, MOHOKJIOHAJIBHBIM) B (pu3nonornyeckom pactsope ¢ TRIS-0ydepom. MunumanbHas
xonuentpanus: 0.07% tBepaoro BemectBa. KoncepBant: a3un Harpus. Kowblorar: AxpuanH-MedeHbIi
konblorat anturesa HIV-1 (pekoMOHHAHTHOr0), aKPUANH-MEUCHBIH KOHBIOTAT CHHTETUUECKUX

nentuaoB HIV-1/HIV-2 n akpunun-medenslit konsiorat antutena HIV p24 (mpnmmsoro,
MOHOKJIOHaJIbHOT0) B hocdaTHOM Oydepe ¢ npoTenHOBbIMU (ObIYbHME) U Cyp(haKTaHTHBIMU

crabuinszaropamu. MunnmanbHast kontentpanust: 0.05 pg/mL. KoHcepBaHT: a3ua HaTpHs.

Pas6aBurennb o6pasna: Jumoent tecta HIV Ag/Ab Combo, copepxamuii TRIS-6ydep. Koncepsanr:
asuJ| HaTpus. Bocnmpon3BoaumMocTh: ObLIO TPOBEJICHO HCCIIEIOBAHKE C HCTIoNb30BaHueM 3 cepuit BUU

Ar/At Kom6o Pearenros (Alinity i HIV Ag/Ab Combo Reagent Kit), 3 cepuit BUY Ar/At Kom60

KaymmGparopa (Alinity i HIV Ag/Ab Combo Calibrator) u 3 cepunit BUY Ar/At Kom60 KoHTpobHbIX
marepuainos (Alinity i HIV Ag/Ab Combo Controls) Ha 1 ananuszatope. Yetbipe KOHTpos 1 12 maneneit

IUIa3Mbl KPOBH YeJIOBEKa ObUIM IPOTECTHPOBAHBI HE MEHEE YeM B 2 OBTOpax 2 pasa B JICHb B TCUCHUE

20 aueit. YyBCTBHTEIBHOCTB: BCEro ObIIO MCCIen0BaHO 635 00pasios, monoxuTeabHbX Ha HIV-1
rpynmbl M (BKJIIO4ast ITOATHUIIBL), LUPKYIUpYoLHe pekoMbuHanTHbie popmsr HIV-1 (IIPD),
yHHKanbHble pekoMOuHanTHbie Gopmbl HIV-1 (YP®), HIV-1 rpynmnst O u anturena k HIV-2 ¢
ucnonb3oBanueM tecta Alinity i HIV Ag/Ab Combo u kommepueckoro tecra Ha HIV Ag/Ab.
YyscreutenpHocTs 100%. CiennduuHoCTb: Beero ObU10 MccneqoBaHo 5340 00pasoB JOHOPOB KPOBH
1 213 06pa31oB rocuTAIM3HPOBAHHBIX MALMEHTOB MpH oMo tecta Alinity i HIV Ag/Ab Combo.
Creundu4IHOCTD U1 JOHOPOB KPOBU — CBIBOPOTKA KpoBU 99.89%, miist 17151 JOHOPOB KPOBH — ILIa3Ma
kpoBHu 99.96%.

KonuenTtpupoBaHHsbIii mpoMbiBatoiuii 6ydep (Alinity i-
series Concentrated Wash Buffer)

Habop

968 760

85

82 344 600

ROHICATPAPOBARTE TIPOMEIB A0 OY(Pep ((PITAROR —O0GEMOM —ZL)-Fa0yPCPCHAEIT (POTATOM

(U3HOIOTHYECKHH PACTBOP C IIPOTHBOMHKPOOHBIMH Hpenaparamy. JlaHHBIA pacTBOp pPa3sBOIUTCS
cucremoii B coorHourennn 1:10 u mogaercst k 6J0KkaM NUIETTOPOB 0OPA3LOB U PEAarcHTOB, a TAKKE K|

MPOMBIBOYHBIM 30HaM, B XOJI€ BBINOJHEHUA aHaIN3a. Ilammﬁ PacTBOp XpaHUTCA NPH TEMIIEPATYpPE OT
1500 2000 20 iz

Habop

97 885

60

5873100




BUY Ar/At Kom6o Kanmubpatop (Alinity i HIV Ag/Ab
Combo Calibrator)

l\dJlMU]’alUpB BITT AI’AT KROMUOO Rmmllpalup Aty 1T TV AYrAD CUOIMPU - Ldadltoratdr)

HpeqHa3HAwYaeTcs Uil KanuOpoBku amammsaropa Alinity | mpu ogHOBpeMEHHOM KadeCTBEHHOM
onpexaenennn anturena HIV p24 w antuTen k BUpyCy UMMyHOAeHIIUTA YenoBeka THil 1 u/wim tam 2
(HIV-1/HIV-2) B CBIBOpOTKE WM IUTa3Me KPOBH YelIOBeKa. JIOMONHUTENbHYIO HHGOPMALHIO CM. B
uHCTpyKUMHK 1o npuMenennio Kk BUY Ar/At Kom6o Pearenram (Alinity i HIV Ag/Ab Combo Reagent|

| ZSTANENI » NIPNS

Habop

109086

327 258

BUY Ar/At Kom60o KonrponbHbie MaTepuans (Alinity i
HIV Ag/Ab Combo Controls)

Kontpomu BUY AT/AT KoM60 KonT]gt;ﬁ;l;;'lvb;é Nh;;’l?épllflrgﬂbl (Allnlt); H=1\Y Ag/Ab CombL:)"COntroIS)
NpEAHA3HAYCHbl UL OLHKH BOCIHPOU3BOAMMOCTH T€CTa M  BBIABICHHS CHUCTEMaTHYECKHX
aHAIMTUYECKHX OTKIOHCHMH B pabouyMX XapakTepucTukax aHammsaTtopa Alinity i mpu onHoBpeMeHHOM
Ka4yeCTBEHHOM ompejeneHu anturena HIV p24 u anturen k BUpyCy UMMyHOAE(HUIIMTA YEIOBEKA TUIIA
1 wwmm 2 (HIV-1/HIV-2) B chiBOpOTKE WM IUIa3Me KPOBHM 4esioBeKa. KOHTpPOJIb OTpHLATENbHBIIH,
KOHTPOJIb 1 TMOJOXUTEIbHBIH, KOHTPOIb 2 MOJOXKHUTEIbHBIH MOATOTOBICHBI B PEKAIbLUHHPOBAHHOM
ia3mMe KpoBu 4esoBeka. [1o10kuTenbHbIH KOHTPOJIb 1 (MHAKTHBUPOBAaHHbIN) peakTHBeH Ha aHTH-HIV-
1. TlonoxuTenbHbI KOHTPONb 2 (MHAKTHBHPOBaHHBIM) peakTuBeH Ha aHTU-HIV-2. Kontpoms 3
HOJIOKUTEIIbHBIN SIBJISCTCS OYMILEHHBIM BUPYCHBIM Jm3atoM HIV, noarorosnennsiM B TRIS-0ydepHom
(DU3MONIOTUYECKOM DAacTBOpPE C NPOTEHMHOBBIM (ObIYbMM) cTabunu3aTopoM. KoOHCEepBaHTBI I
QTDUIIATENRHOIO KOHTDOIS, TTOIQKUTENLHONO KOHTNDONA 1 W TIONQMKUTENLHOIO KOHTDOIA 2: a3U/I HATDUS

Habop

106967

427 868

Peaknuonusie siueiiky, 4000 wr./yn. (Reaction Vessels)

Peakunonnsie sueiiku (PS) mpencraBisior co0oil ogHOpa30BbIC KOHTEHHEPHI, B KOTOPBIX MPOTEKAET)
peakius XeMUIFOMHHECLIEHTHOr0 UMMYHOaHau3a Ha mukpodyactuiax (CMIA). PS xpaHsTcst HachIbio
B OyHkepe PS u aBTOMaTHyecku BBIIPYXKAIOTCS B PEaKIMOHHBINH Tpek npu HeoOxoxumoctu. Ha Gopry
MoseT xpanutbes 1o 1000 PSI. Oneparop MoxeT B 11000€ BpeMs IOMONHATS 3anac PSI cucrems.

Habop

10994

10

109 940

PactBop Tpurrepa (Trigger Solution) - 4 x
975 M.

PactBop Tpurrepa (¢nakon oobemom 1 L): PactBop ruapokcuna natpus (0.35N),
KOTOPBIII ~ HMCTONIB3yeTcsl JUId  3allycka  XEMIIIOMHHECLEHTHOM  peakiuy,
o0ecrieynBaroleldi KOHEUHOE CUNThIBaHUE. JIaHHBIA PACTBOD XPAHUTCS DU

Habop

42383

11

466 213

Konannuonupyromuii pactBop Aist Ui
(Probe Conditioning Solution) - 2 x 50
TECTOB

Konguimonupyromuil pacTBop AJsl UMV MPEACTaBIsAET cOOON pacTBOp Ha OCHOBE
peKaNbLMHIPOBAHHON ILIa3Mbl KPOBHU 4elloBeKa. B Xoz€e BBIIONHEHUS HEKOTOPBIX
HpoIeAyp TEXHHYECKOTO OOCHY)KHBAaHMS MHCIOIb30BaHUE JAHHOTO pPacTBOpPa
TpedyeTcs Iocie OYUCTKY IUIETTOpa UIJbl 00pa3la 1y KOHAUIMOHUPOBAHUS

Habop

211916

635748

Peaknuonnsie siuetiku, 4000 wmT./yr.
(Reaction Vessels)

Peakimonnsie sueiiku (PS) mpeacraBisitoT co0oil OAHOpPA30BbIE KOHTEHHEPHI, B
KOTOPBIX MPOTEKAET pEeaKiks XEMHUJIOMHUHECIEHTHOTO WMMYHOAHaIM3a Ha
MukpouacTuiax (CMIA). PS xpausatcst Hackinbio B OyHkepe PS 1 aBromMaTHuecku

Habop

109994

10

1099 940

Alinity ci-series Sample Cups

Yammeuky it 06pa3LoB NPEACTABIAIOT o001 0HOPa30BbIe KOHTEHHEPHI 00bEMOM
1400 pL mis xpanenust oOpasmoB. Mepubie pucku (125 pL, 500 pL u 1400 ul)
00€eCIeUrBalOT TOYHOCTh MUIETHPOBaHMs. YTOOI 00JETYUTh HACHTU(DUKALINIO

Habop

55501

166 503

10

Kprimku 3anacusie (Alinity Reagent
Replacement Caps)

3aMeHsieMble KPBIIIKK I pearenToB/oOpasmoB Alinity ci-series: 3amensioT
OPHUIMHAIIBHBIE KPBIKK (DJIAKOHOB, KOTOPBIE 3arPYKAlOTCS B CHCTEMY YIIPABJIECHHS
peareHTamMu W 00pasiamu. 3aMeHseMasi KpPBIIIKa TepPMETHYHO 3aKPBIBACT (PIAKOH
JUIsL TIPEJIOTBPAILECHHS IPOTEYEK, KOria (IIAKOH M3BJIEKAETCS U3 CHCTEMBI U

Habop

34310

102 930

11

PactBop mpe-tpurrepa (Pre-Trigger Solution)
-4x975 mn.

PactBop mpe-tpurrepa (¢uakon oosemom 1 L): PactBop mepokcuma Bomopozna
(1.32% wmacca/o6beM), KOTOpBI HCIONB3YeTCsS s OTACICHHS aKPUIAHOBOTO
KpacuTelsi OT KOHBIOraTa, CBA3aHHOTO C KOMIUIEKCOM MHUKPOYACTHIl. DTOT MPOLECcC
MOJrOTAaBIMBACT AKPUIMHOBBIA KpacUTeldb K JOOABICHUIO DPAaCcTBOpa TpPHUITEpA.
PacTrOD nhe-TnUrrena CRETOUVRCTRUTEIEH. XDAHUTCI IDKW TEMIIENATVNE OT 2 710

Habop

93848

469 240

12

Tecr-cucremMa uMMyHO(DEpMEHTHAS LIS
OJIHOBPEMEHHOTO BBIABIIEHUSI aHTUTEI K
BMY-1 n BUY-2, BUY-1 rpynnst O u
antureHa BIY-1 (p-24) B cbIBOpPOTKE U
I1a3Me KPOBH Y€JIOBEKA

Tect Ha 480 onpenenennu (96x5, CTpUNUPOBaHHBIN). JTUTEIHHOCTD aHANN3A HE
6osiee 85 muH. CTaOWIBHOCT IPUTOTOBICHHOTO PA00YEro MPOMBIBOYHOTO
pacTBOpa He MeHee 25 AHel Npu XpaHeHuu npH t +2-+8 rpaycoB, CTabUIbHOCTh
HPUTOTOBJIEHHOTO paboyero pacTBOpa KOHbBIOTaTa-

Habop

98 000

150

14 700 000
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3asBKE
MO
TCUYCHHU
e
151m€
H




PeareHT npumeHaeTca ANA KOMYECTBEHHOIO OnNpeaeneHns B yC10BUAX in vitro
KOHL,EHTPALMKN NNaKTaTAErMAPOreHasbl B CbIBOPOTKE, N1asme Ha bUoxummnyeckom
aHanmsatope CS-T180. Konnyectso TecToB B ynakoBke He meHee 587. PeareHTbl
MOCTaB/IAOTCA B O4HOPA30BOW 3aBOACKON ynaKoBKe (dnakoH). DnakoH umeet

13 |NakTaTgernaporeHasa / Lactate Dehydrogenase |MHAMBUMAYaNbHDIN WITPUX KOA, KOTOPbINA COAEPHKUT MHGOPMALMIO O HAUMEHOBAHMUM Habop 37957 189 785
peareHTa, TMN peareHTa, o6bem peareHTa, AaTe NPOU3BOACTBA PeareHTa, AaTe OKOHYaHUM
CpOKa roAHOCTU peareHTa. LLITPUX KoA dbnakoHa fonKeH BbiTb coBmecTM ¢ OC
aHanu3aTopa 1 cuctemoit 6e30nacHOCTU aHanmsatopa. He gonyckaeTca 3arpAsHeHUs 1
NOBPEXAEHUA WTPUX KOAA. PaccTosiHWe Mex Ay AHOM GIaKOHA U LTPUX KOLOM LO/IKHO
COOTBETCTBOBATb ANANa3oHy 15mm-25mm.
TecT-cucTema UMMYyHOGEPMEHTHAs! AJLS
OTpeiesIeHHs aHTUTEN K BUPYCY
Tecr-cucrema UMMyHO(EpPMEHTHAS [T OTIPEICIICHNs] aHTUTEN K BUPYCY
MMMyKOZeQHUHTa deoseka | Thma (BH-1, ummyHoae¢unuta yenoseka 1 tuna (BUY-1, BUU-1 rpymmer O) u 2 tuna (BUY-2)
14 | BWY-1 rpymmsr O) u 2 Tuna (BUY-2), B i : PYILEL ) )| mabop 230340 691 020
B CHIBOPOTKE MU IJIa3Me KpoBH denoseka "Murex HIV-1.2.0 " B kopobOxe u 480
CBIBOPOTKE WJIM IIa3Me KPOBU YeJIOBeKa ompenenermii Diasorin, Murrex 9E25-02
"Murex HIV-1.2.0 " B kopoOke Ha 480 P ’
onpeneNeHui
107 604 145

[Ipecenatens komuccuu

YJieHbl KOMHUCCH:

OKOHOMHUCT
IOpuct
Byxranrep no 3akymy

3aB. mabopaTopuu

cekperapb

b.3. XKy3zxacapoB

I'.Baiinnnbnaesa
A. Epkoxa
X. HypmetoB

K .Humranos

P.lapmeHoBa




