SIEMENS .. MOATBEPK A
H ealth | neers PYKOBOAWTENb FPYMMbl MO PerucTpaLum

npoAyKUuun Ans in vitro AnarHocTuKK,
MUMMYHOXUMWSI, TEMaTON0Ms U reMocTas

doTorpadmueckme N3o6paXkeHns MeaULIMHCKOro U3fenus Ans AnarHocTUKK in vitro

Habop peareHToB An1a onpegeneHnsa NOBEPXHOCTHOIO aHTMreHa supyca renatmta B ADVIA Centaur® HBsAgIl
(ADVIA Centaur® HBsll) gna aHannsatopos MMMyHoxeMutoMuHecLeHTHbIX ADVIA Centaur® CP,
npomussoactea Siemens Healthcare Diagnostics Inc., CLLUA

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKWX H3ENHIA
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PucyHok 1. Habop peareHTOB A8 OnNpeaeneHuss MOBEPXHOCTHOTO aHTUreHa Bupyca renatuta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) gna aHanuzatopos
NMMYHOXeMUIIOMUHecLeHTHbIX ADVIA Centaur® CP O6wwii Bug, (doTo 1)
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PucyHoK 2. Habop peareHTOB A1 ONpeaeneHunss MOBEPXHOCTHOrO aHTureHa Bupyca renatuta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) gnsa aHanuzatopos
NMMYHOXeMUIIOMUHecLEeHTHbIX ADVIA Centaur® CP O6wwii Bug, (doTo 2)
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PucyHok 3. Habop peareHTOB [A1d OnNpeAeneHuss MOBEPXHOCTHOTO aHTureHa Bupyca renatmta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) ansa aHannsatopos
NMMYHOXeMUIIOMUHecLEeHTHbIX ADVIA Centaur® CP O6wwii Bug, (hoto 3)
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PucyHok 4. Habop peareHTOB And ONpeAeneHns MOBEPXHOCTHOTO aHTureHa Bupyca renatmta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) gnsa aHannsatopos
UMMYHOXeMUIOMUHeCLEHTHbIX ADVIA Centaur® CP O6wyuii Bug, (hoTo 4)
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ADVIA Centaur rc Forin vitro diagnostic use in the qualitative
detennination ot HteAg in human serum and
piKma using the ADVIA Centaur* systems.
Cor/lblnk Lite Reagenta o mU Solid Phase21.0 mL
ReadyPaclc*
{iim i itenoala me.
Voo 1 iR
S I E M E N S Pvdl «BaaTaaa Qi]siemens he3lthineers.comieilu
RxOnly
ADVIA Centaur* For i vitro diaarrstic use in the qualitative determination of HESAG in ure
rc Forin vitro diagrxrstic use in the qualitative determination of HBsAg in hur~n
serum and plasma using the ADVIA Centaur' systems Contains: HBsll Solid
re Phase [streptavtdin coated magnetic latex particles 60 mgML bovine serum
albumin (BSA) goalserum bovine gamma globulin esurfactant NaNj- 0 14
lc*i IH12x2.5mL preservatives!; HBsll Lite Reagent [anti HBsAg monaclonal mouse - 0.6 pgfmL
HBsAqtl BaakEM X BSA bovine gamma globulin goat serum mousr*Ir|G surfactant NaN,-
Y 0.1% piesefvativt>s|; HBsll Ancillary Reagent (anti HBsAg monotJorul mouse
lcaL 11 12x2.SmL antibodies - 2.0 pg/mL anti HBsAg mono loo.il mouse 0.t pgimL BSA
ReedyPad} aaanxs bovine gamma globolin egoat serum mouse IgG 1surfartant NaNj*0.1%
1acl preservatives), HBsll Calibrator High Ipurifie.1 human HBsAg buffer BSA
Ix 25.0mL M NaN,. 0.14], HBsll CalibratOf Low Buffer BSA [NaN, =0.1%)

PrcyHoK 5. Habop peareHToB A1 onpeaeneHnst MOBEPXHOCTHOMO aHTureHa Bupyca renatmta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) ans aHanmsaTopos
UMMYHOXeMUNOMUHecLeHTHbIX ADVIA Centaur® CP: OcHoBHoW peareHT HBsAgIl (HBsll)
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ADVIA Centaur® FUS o RxOnly
Forin vitm diagnostic use in the qualitative determination of HBsAg in hurnan
[rre serum and plasma using the ADVIA Centaur” systems. Contairts; HBsll Solid
rcl Phase Istreptavidin<oated magnetic latex particles 60 ntgWL bovine serum
albumin (BSA) 1goat serum bovine gamma globulin esurfactant «Mabl3 <0.1%
| CLI| iHI 2x2.5itiL A 1 preservatives); HBsll Lite Reagent [anti-HBsAg monoclonal mouse - 0.6 pg/mL
HBSAQ" 4 BSA bovine gammaglobulin goat serum mouse IgG esurfactant 1 MaHs <
0.1% preservatives); HBsll Ancillary Reagent [anti-HBsAg monoclonal mouse
| CLl_h | 2x2.5mL antibodies - 2.0 pg/mL anti HBsAg monoclonal mouse - 0.3 pg/mL BSA
ReadyPack' uaeiEM bovine gamma globulin egoat serum 1 mouse IgG esurfactant HaM3<0.1%
Ix 25.0 mL preservatives); HBsll Calibrator High Ipurified human HBsAg buffer BSA
5 . X c.Um N NaN 3< 0.1%); HBsll Calibrator Low Buffer 1 BSA -)HaM3<0.1%] .

PrcyHoK 6. Habop peareHToB A/ onpeaeneHns NOBEPXHOCTHOMO aHTUreHa Bupyca renatmta B ADVIA Centaur® HBsAgll (ADVIA Centaur® HBsll) ans aHanvsatopoB
UMMYyHOXeMuIrMUHecLeHTHbIX ADVIA Centaur® CP; JlononHutensHblin peareHT HBsAgIl (HBsIl ANC), 25 mn
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For US RxOnly

Forin vitro diagrxKtic use in the qualitative determination of HBsAg in human
serum and plasma using the ADVIA Centaur* systems. Contains: HBsll Solid
Phase |streptavidin<oated magnetic latex particles 60 mg/dL <bovine serum
albumin (BSA) goat serum <bovine gamma globulin surfactant NaNj<0.1%
mreservatives); HBsll Lite Reagent (anti-HBsAg monoclonal mouse - 0.6 pg/mL
<BSA <bovine gamma globulin myoat serum emouse IgG =surfactant - NaNj <
0.1% =preservatives), HBsll Ancillary Reagent (anti-HBsAg monoclortal moose
antibodies ~ 2.0 pg/mL <anti-HBsAg monoclonal mouse -0.3 pg/mL BSA
bovine gamma globulin goat serum mouse IgG msurfactant NaN< <0, 1%-
preservatives]; HBsll Calibrator High {purified human HBsAg buffer - BSA

MaH3 < Q.1%1; HBsll Calibrator Low Buffer BBSA {NaN? < 0.1%).

PyicyHOK 7. Habop peareHTOB A1 OnpeesieHns rnoBepxHOCTHOTO aHTureHa Bupyca renatuita B ADVIA Centaur® HBsAgIl (ADVIA Centaur® HBsll) gns aHasmsatopos

MMYHOXEMUIIOMUHECLEHTHBIX ADVIA Centaur® CP: Kanmbparopbl
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10994742 Habop peareHTOB A/19 onpeaeneHns NOBEPXHOCTHOIO
aHTuUreHa supyca renatuta B ADVIA Centaur® HBsAgll
(ADVIA Centaur® HBsll) ana aHann3atopos
NnMMyHoxemunonnnHecueHTHblX ADVIA Centaur® CP

WHpopmaums o npoussoauTtene 1 ctpaHe npomssoactea:  PErMCTpalMOHHOE yA0CTOBEPEHUE:

CM. Ha yrnakoBKe Ne p3H 2020/11465 ot 28.07.2020

TONbKO Ana ANATHOCTUKW INVITRO

Ko, napTun, CPOK rogHOCTK, YCNOBUA XPaHEHNSA U AP. CUMBOJIbI YKa3aHbl Ha
OpUrMHasIbHOW yraKoBKe

AHTUTEeNna K BUY 1,2 n Bupycy renatmuta C v HBSAg OTCYyTCTBYHOT

CocTaB: yKasaH Ha OpUrnMHasibHOW YrNakoBKe W B UHCTPYKLUUKX MO NPUMEHEHUIO
ABTOPW30BaHHbIN NpeacTaBuUTENb NMPOU3BOANTENA Ha TeppuTopun Poccuiickon denepaunm:
000 «CumeHc 3apaBooxpaHeHune», 115093, Mocksa, yn. y6uHuHcKas, 96

PricyHoK 8. MakeT MapKMpoBKu ansa Poccuiickoin degepaupm MeguLMHCKOro nsgenus «Habop peareHToB A1t onpeaeneHns noBepXHOCTHOIO aHTMreHa Bupyca renaruta BADVIA
Centaur® HBsAgIl (ADVIA Centaur® HBsll) gns aHanvM3aTtopoB MMMyHOXeMUIOMUHECLEHTHbIX ADVIA Centaur® CP»
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Bcero npownTto n npoHymepa
nucta (oB).

000 «CumeHc 3apaBoox]
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