Maker MApPKHPOBKH HA MeHUHHCKOE H3e/IHe

-’

HaGop peareHToB AN9 KOAHYECTBCHHOTO ONpeAeNCHUA AHTHTE K
MOBEPXHOCTHOMY AHTHIeHY BHpPYCa renaTuta B
HMMYHOXeMHIOMHHECUCHTHBIM METOXOM

B CHIBOPOTKE M ILIa3Me KPOBH 4YeJI0BEKA
HA HMMYHOXHMH4YECKHX aHaan3aTopax Alinity i

«AnTn-HBs PeareHrn! (klinity i Anti-HBs Reagent Kit)»

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



MaKeT MapKUpPOBKN MeANLIMHCKOrO n3aennsa ans nonb3oBateneii Poccuiickoii degepaumnm
AHTN-HBs PeareHThbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpugxa rno 100 TecToB

07P8922
42) [ Ne IVD

Habop peareHToB /19 KONMYECTBEHHOIO OMPEeAENEHNS aHTUTEN K MOBEPXHOCTHOMY aHTUIeHY Bupyca
renatmTta B MMMYHOXeMUNHOMUHECLIEHTHBLIM METOL0M
B CbIBOPOTKE W NNa3Me KPOoBY YenoBeKa Ha MMMYHOXUMUYECKMX aHanm3aTopax Alinity i
«AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit)»

2 KapTpuaxa no 100 Tectos, B coctaBe: Mukpodactuubl (Alinity i Anti-HBs Microparticles) - 2 x 5,0 mn;
KoHbtorat (Alinity i Anti-HBs Conjugate) - 2 x 6,1 m; IHCTpYKUmWa no npuMeHeHnto / MpounssoauTens: 3660TT
Vpnanams OmarHoctuueckoe nogpasgeneHvie, Abbott Ireland Diagnostics Division, Finiskllin, Business
Park Sligo, Ireland / MecTo npoussoacTsa: Abbott Ireland Diagnostics Division, Finisklin, Business Park
Sligo, Ireland / CTtpaHa npouncxoxaeHus: VipnaHgms/ PY Ne / oT__. . | VIHCTpyKuus no
NMPUMEHEHUIO Ha PYCCKOM A3blke: Www.abbotldiagnostics.com/IFU / Cepusi, UCNonb30BaTh A0, YCNOBUSA XPaHEHUS!
YKa3aHbl B rpaMyecKnx CMBO/Iax. PactumMfpoBKy rpaiyeckux CMBOJIOB CM. B UHCTPYKLWN.
[JaHHoe n3fenune cofepXXmT NOMyYeHHbIe OT Yenoseka U/Mnm NOTEHLNaIbHO MH(EKLMOHHbIE KOMIMOHEHTI.
ABTOPU30BaHHbIA NPeACTaBUTENb M3rOTOBUTENSA HA TeppuTopun Poccum n apyrux ctpaH CHI:
000 «3660TT J1abopaTopus», 125171, Poccus, r. Mocksa, JIeHUHIpaacKoe Lwocce, 4. 16A, cTpoeHue |
Ten: +7 (495) 258 42 70 (80); dakc: +7 (495) 258 42 71 (81)

MapKnpoBka MeanuynHcKoro nsgennsa AHTuU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit),
2 KapTpugxa no 100 TecTtoB

Anti-HBs Alinity | Anti-HBs Reagent Kit "Abbott
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MapkunpoBKa KOMMOHEHTOB MeAULMHCKOro usgenna AHTU-HBs PeareHTol (Alinity i Anti-HBs
Reagent Kit), 2 kapTpugxa no 100 TecToB

Y1lukpodacTtuubl (Alinity i Anti-HBs Microparticles) - 2 x 5,0 mn

MKROPAIrCLES

9.0ml

G70551H01
CONTAM SiAKOL

7=

A880M
ACO Skgo. Ireland

Konbtorat (Alinity i Anti-HBs Conjugate) - 2 x 6,1 mn
- - -
] Alinity

QONJUOATB

91 ml
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MaKeT MapKMUpPOBKN MeAMLNHCKOro n3genunsa ansa nonb3oBatenein Poccuiickoii depepaymm
AHTKN-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpumka rno 600 Tectos

07P8932

IRIF IVD

Habop peareHTOB [/1 KOSIMYECTBEHHOI 0 OMpPeAeNeHNs aHTUTEN K NOBEPXHOCTHOMY aHTUIeHy Bupyca
renatmta B MIMMyHOXEMUIIOMUHECLEHTHBIM METOL0M
B CbIBOPOTKE W Nna3Me KPOBY YenoBeKa Ha MMMYHOXUMUYECKMX aHanm3atopax Alinity i
«AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit)»
2 KapTpumxka no 600 TecToB, B cocTaBe: MukpouacTuupl (Alinity i Anti-HBs Microparticles) - 2 x 19,9 mn;
Konbtorat (Alinity i Anti-HBs Conjugate) - 2 x 31,6 M1; VIHCTpyKUMS No nprMeHeHuto / MNpon3soauTens: 3660TT
WpnaHgma OumarHocTnyeckoe nogpasgeneHune, Abbott Ireland Diagnostics Division, Finisklin, Business
Park Sligo, Ireland / Mecto npoussogctea: Abbott Ireland Diagnostics Division, Finisklin, Business Park
Sligo, Ireland / CtpaHa nponcxoxaenus: VpnaHans/ PY Ne / oT__. . | VIHCTpyKUmA Mo
NPUMeHeHMIO Ha PYCCKOM si3bike: www.abbottdiagnostics.com/IFU / Cepusi, UCNOMb30BaTh 0, YCI0BUA XPaHeHWs
YKa3aHbl B rpagiMyeckyx CUMBO/Iax. PacLLM(poBKY rpagyecKmx CMBOJIOB CM. B UHCTPYKLWW.
[JaHHoe n3fenue cofepXuT NoMyYeHHbIE OT YenoBeka U/nnm NoTeHUMaIbHO UH(EKLUOHHBIE KOMMOHEHTHI.
ABTOPU30BaHHbI NPeCTaBUTESNb U3rOTOBUTENSA Ha TeppuTopun Poccum n apyrux ctpaH CHIT
000 «2660TT JTabopatopmns», 125171, Poccws, 1. Mocksa, JIeHUHrpaackoe Lwocce, [.16A, ctpoeHne 1
Ten: +7 (495) 258 42 70 (80); Pakc: +7 (495) 258 42 71 (81)

MapknpoBKa MeAuULNHCKOTo nusgenusa AHTu-HBs PearenTol (Alinity i Anti-HBs Reagent Kit),
2 KapTpugxa no 600 TectoB

Anti-HBs Alinity I Anti-HBs Reagent Kit 9 Abbott
re C iMbiiodfird W 2x 199mL
i MWuH 07P8932 ~  2x600 J [eonjufbd™ 2X 316 mL
q 6 ww iMiinntcsgrTiIFU
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MapKnpoBKa KOMMNOHEHTOB MeANLUHCKOr0o n3genua AHTU-HBS PeareHTbl (Alinity i Anti-HBs
Reagent Kit), 2 kapTpugxa no 600 TecToB

MukpouacTtuybl (Alinity i Anti-HBs Microparticles) - 2 x 19,9 mn

MICROPARTICLES |

19.g ml

e10552/101

S B I B

A880Tr
AIDO Stigo. belanij

KoHsbtorat (Alinity i Anti-HBs Conjugate) —2 x 31,6 mn

Alinity

CONJUOATE

31.6ml

A

CONTAINSt AZIDE
G70554H01
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MakeT MapKUpPOBKM MeANLIMHCKOIO U3fenns ana nonb3oBaTteneil Poccuinckoin degepaynm
AHTN-HBs PeareHThl (Alinity i Anti-HBs Reagent Kit), 2 kapTpugxa no 100 TecToB
(C BO3MOXHOCTbIO aBTOMAaTMYECKOro pa3BefeHuns)

CI) 07P8952 VD

Habop peareHTOB A/19 KO/IMYECTBEHHOMO OMNpeseNieHns aHTUTES K NOBEPXHOCTHOMY aHTUreHy Bupyca
renatuta B UMMyHOXeMUIIOMUHECLEHTHLIM METOLOM
B CbIBOPOTKE U M1a3Me KPOBW YenoBeKa Ha MMMYHOXMMUYECKUX aHanm3aTopax Alinity i
«AHTN-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit)»

2 KapTpumxa no 100 TecToB (C BO3MOXHOCTbIO aBTOMATMYECKOrO pasBefeHus), B cocTaBe: MyKpovacTUUbE
(Alinity i Anti-HBs Microparticles)—2 x 5,0 mn; KoHbtorar (Alinity i Anti-HBs Conjugate)- 2 x 6,1 mn; QunoeHT
o6pasuia (Alinity i Anti-HBs Specimen Diluent) - 2 x 5,9 mn; IHCTpyKLyS NO NPUMEHEHNIO /
MpoussoguTtens: 3660TT WpnaHgus [marHocTudeckoe nogpasgeneHue, Abbott Ireland Diagnostics
Division, Finisklin, Business Park Sligo, Ireland / Mecto npowussogctea: Abbott Ireland Diagnostics
Division, Finisklin, Business Park Sligo, Ireland / CtpaHa npoucxoxgeuus: WpnaHgus/ PY Ne

/ OT__. . | VHCTpyKuMs MO NPUMEHEHMIO Ha PYCCKOM A3blke: www.abbottdiagnostics.com/IFU /
Cepusi, UCMONMb30BATb [0, YCIOBUS XPaHEHMS YKasaHbl B rpadiMyeckmnxX cuvBonax. PaclumtpoBk)' rpaimyeckmx
CVMMBO/10B CM. B VHCTPYKLWN.
JaHHoe n3fenve cofepXuT NnoslyYeHHbIe OT YenoBeka U/unm noTeHuManbHO NHEKLMOHHBIE KOMIMOHEHTBI.
ABTOPU30BaHHbIN NpeACTaBUTESb U3TOTOBUTENA Ha TeppUTOopumn Poccum n apyrux ctpad CHI:
000 «3660TT JTabopatopus», 125171, Poccus, r. Mocksa, JleHUHrpafcKoe Lwocce, 4.16A, ctpoeHue 1
Ten: +7 (495) 258 42 70 (80); Pakc: +7 (495) 258 42 71 (81)

MapkupoBka MeguumHckoro nigenna AHTn-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit),
2 KapTpugxa no 100 TecToB (C BO3MOXHOCTbIO aBTOMaTMYECKOr0 pa3BefieHnsn)

Anti-HBs A|Inlty i Anti-HBs Reagent Kit P | Abbott
rc re 2% SOmL
J I OTPW52 2>x100 i 2x 61mL
2> 59mL
EG w*ijUMTiii7iNK$.ctntTi;
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MapKnpoBKa KOMMOHEHTOB MegNLMHCKOro nsgenna AHTU-HBS$ PeareHTbl (Alinity i Anti-HBs
Reagent Kit), 2 kapTpugxa no 100 TecToB (C BO3MOXHOCTbI aBTOMaTUYeCKOro passefeHuns)
e Mukpouactuubl (Alinity i Anti-HBs Microparticles)- 2 x 5,0 mn

MiCRomimclLEs

S.Oml

C70551M01
POETEE STt

rc

AB8OMN
AlOO Stigo. Ireland

KoHwbtorat (Alinity i Anti-HBs Conjugate) - 2 x 6,1 mn
IAI INnity

CONJUGATE

61mL

X

COITTAINSIAZIDE |
670,39 (1
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/

[vntoeHT o6pasua (Alinity i Anti-HBs Specimen Diluent) - 2 x 5,9 mn
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MakeT MapK1poBKM MeAMLMHCKOTO U3fenns Ans nonb3oBatenein Poccuiickoin deaepaymn
AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpnmka no 600 TecTos
(C BO3MOXHOCTbIO aBTOMATUYECKOTrO pa3BefeHns)

07P8957

(00 [ref IVD

Hab6op peareHTOB A/191 KOMIMYECTBEHHOIO ONpefeNeHns aHTUTeN K NOBEPXHOCTHOMY aHTUIeHy BMpYyca
renatmTta B MMMYHOXEMWUIHOMUHECLEHTHBIM METOL0M
B CbIBOPOTKE W NJia3Me KPoBY YenoBeKa Ha MMMYHOXUMUYECKMX aHam3aTopax Alinity i
«AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit)»

2 KapTpugxa no 600 TecToB (C BO3MOXHOCTbHHO aBTOMATUYECKOro pa3BefeHns), B cocTase: MMKpovacTuLbl
(Alinity i Anti-HBs Microparticles) —2 x 19,9 mn1; Konbtorat (Alinity i Anti-HBs Conjugate) - 2 x 31,6 mn;
[JuntoeHT 06pasua (Alinity i Anti-HBs Specimen Diluent) - 2 x 14,7 mi; HCTPyKUUA MO NPUMEHEHNIO /
MpousBoguTenb: 3660TT WpnaHams [uarHoctuueckoe nogpasgeneHune, Abbott Ireland Diagnostics
Division, Finisklin, Business Park Sligo, Ireland / Mecto npoussoacTtea: Abbott Ireland Diagnostics
Division, Finisklin, Business Park Sligo, Ireland / CtpaHa npoucxoxgeHus: WpnaHgusa/ PY Ne

/ oT__. . | VIHCTPYKUMSA MO NPUMEHEHNIO Ha PYCCKOM si3bike: wvw.abbottdiagnostics.com/IFU /
Cepusi, UCMONL30BATb [0, YC0BUS XpaHeHUs YKasaHbl B rpativueckux cMMBonax. PaclumpoBKy rpafmyeckux
CVIMBOJIOB CM. B MHCTPYKLMW.
[JaHHoe n3enne coaepXMT NOMYyYeHHbIe OT Yenoseka U/nan NoTeEHLNAIbHO UH(EKLIMOHHBIE KOMMOHEHTI.
ABTOPU30BaHHbIN NpeACTaBUTENb U3rOTOBUTENSA Ha TeppuTopun Poccum n gpyrux ctpaH CHI:
000 «3660TT J1abopatopus», 125171, Poccus, . Mocksa, JIeHUHrpazcKoe Lwocce, 4. 16A, cTpoeHve 1
Ten: +7 (495) 258 42 70 (80); dakc: +7(495) 258 42 71 (81)

MapKnpoBKka meguumHCKoro usgenus AHTU-HBs PeareHTsl (Alinity i Anti-HBs Reagent Kit),
2 KapTpumka no 600 TecToB (C BO3MOXXHOCTbHO aBTOMATMUYECKOr0 pa3BeeHuns)

AntbHBs A|Inlty I Anti-HBs Reagent Kit FH Abbott
re MiciioPMTieut 2x 19.0mL
J @ 07P8957 ~ 2x600 rc /1 ICOWJUHATg] 2x 31.6mL
=paci 2x 147 mL
CG «m "~Mtdatrosnci.cixn'IFU pacMtR wmunut
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Alinity
B
CONJUOATe

3L6nm

A

COITTAIPIStAZIDI:
GOBBAIQL
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o JInmoeat ofpasua (Alinity i Anti-HBs Specimen Diluent) -2 x 14,7 ma
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Bcero npownTo, npouymepod
¥ CKPENIeHO NevaTLio
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PoTtorpaduueckne n3obpaxenus obmero Buaa

MEAHOHHCKOIO H3RCe/THA

-’

HaGop pearenToB A KONHYECTBEHHOIO ONIPe/CICHRA AHTHTE K
NOBEPXHOCTHOMY S8HTHI'eHY BHpYca renatuta B
HMMYHOXeMHTIOMHHECHCHTHBIM METOAOM

B CHIBOPOTKE H IJIA3ME KPOBH €/I0OBEKA
A8 HMMYHOXHMHYeCKHX anaauzaTopax Alinity i

«AuTn-HBs Pearentni (Alinity i Anti-HBs Reagent Kit)»
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doTorpapunyeckoe nsobpaxeHne M NBLO AHTu-HBs PeareHTbl (Alinity 1 Anti-HBs Reagent Kit), 2 kapTpugxa no 100 TectoB, ynako”
BUJ CHapYXWn
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doTorpaduieckoe niobpawenne MU HBR Anru-HBs Pearenrn (Alinity i Anti-HBs Reagent Kit), 2 kaprpamxa no 100 Tecros, ynakonka,
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doTorpaumnyeckoe nsobpaxeHne MM NBL AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpuaxa no 100 TecTos, ynakKoBKa,
cocTaB
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doTorpaduyeckoe nsobpaxeHne M B Anth>HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), kapTpugx Ha 100 TecTtoB
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Dororpadmaeckoe miobpamenne MH HB/| Antr-HBs Pearentsi (Alinity i Anti-HBs Reagent Kit), 2 xapTpuxxa no 600 Tecros, ym
BHA CHA[ : "
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doTorpaumnyeckoe nsobpaxeHne M NBL AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpuaxa no 600 TecTos, ynakoBKa,
BUA U3HYTPYU

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



doTorpaumyeckoe nsobpaxeHme M B AHTu-HB$ PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpugxa no 600 TecToB, ynakoBKa,
cocTaB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



doTorpauyeckoe nsobpaxeHne M1 NB AHTu-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), kapTpuax Ha 600 TecToB

if

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



doTorpadmyeckoe nsobpaxeHme M B AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpugxa no 100 TecToB (c
BO3MOXHOCTbO aBTOMATUYECKOr0 pa3BefeHns), ynakoBKa, BU CHapyXu

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpadguueckoe nzobpaxeHne MM NBO AHTN-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpugxa no 100 TectoB (c
BO3MOXHOCTbIO aBTOMaTUYECKOr0o pa3BefeHuns), ynakoBKa, BU U3HYTpU

S/ ¢ &
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doTorpadguueckoe nodbpaxeHmne M B AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpugxa rno 100 TecToB (C
BO3MOXHOCTbK aBTOMaTUY€ECKOro pa3BefeHunst), ynakoBka, cocTas

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpadumyeckoe nzobpaxeHme M1 NB AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), kapTpugx Ha 100 TectoB (c
BO3MOXHOCTbIO aBTOMaTUYECKOr0 pa3BefeHns)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpauyeckoe nsobpaxenne M1 NBL AatH-HbB PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpuaxa no 600 TecTos (C
BO3MOXHOCTbIO aBTOMaTUYeCKOro pa3BefileHns), ynakoska, Bz cHa
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doTorpadguueckoe nzobpaxeHme M UBL AHTU-HBs PeareHTbl (Alinity i Anti-HBs Reagent Kit), 2 kapTpuaxa no 600 TecToB (c
BO3MOXXHOCTb aBTOMaTUYeCKOro pasBefeHns), ynakoBKa, BUj N3HYTPU
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doTorpagurueckoe noopaxeHme M B AHTu-HBs PeareHTbl (Alinity i Anti-HBs Reagent 2 KapTpuaxa no 600 TectoB (C
BO3MOXHOCTbI aBTOMAaTMYECKOro pa3BefeHuns), ynakoBKa, cocTas
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



BCero NPOWKTO, NPOHYMENORS
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