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000 «CunmeHc 3gpaBooxpaHeHmne»

doTorpauueckme n3obpakeHnsa MeaguLMHCKOro n3aenns gnsa guarHocTuky in vitro

Habop peareHTOB Ansa onpegeneHnst MHTaKTHOro naparnpeougHoro ropmoHa (ADVIA Centaur® Intact
Parathyroid Hormone (ADVIA Centaur® PTH)) Ha aHannM3aTtopax UMMYHOXEMWUIKOMMUHECLLEHTHbIX CepuUin
ADVIA Centaur
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3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKWX H3ENHIA



PucyHok 1 Habop peareHToB 415 onpejeneHns MHTAKTHOro napartnmpeongHoro ropmoHa (ADVIA Centaur® Intact Parathyroid Hormone (ADVIA Centaur® PTH)) Ha aHanu3atopax
MMMYHOXEMUIKOMUHECLLEHTHbIX cepun ADVIA Centaur (dacoska 100 TectoB) (06wumin Bug ¢oto 1)
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PucyHok 2 Habop peareHTOB A5 onpeaeneHmns MHTaKTHOro napartnpeongHoro ropmoHa (ADVIA Centaur® Intact Parathyroid Hormone (ADVIA Centaur® PTH)) Ha aHanm3atopax
MMMYHOXeMUIKOMMHECLLEHTHbIX cepun ADVIA Centaur (®acoska 100 TectoB) (06wWwmin BUA GoTo 2)
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P»CVHOK 3 Habop peareHTa, 411 oNpeAeneHns MHTaKTHOro napatMpeoHaHoro ropkroHa (ADVIA CeTtaHr» Imact Parathyroid HorrHone (ADVIA Centaur* PTH)) Ha aHaniH3aTopax
MMMYHOXEMUIKOMUHECLLEHTHbIX cepum ADVIA Centaur (dPacoBka 100 TectoB) (06wmin Bug oto 3)
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PucyHok 4 Habop peareHTOB A5 onpeAeneHuns MHTakKTHOro napatnpeongHpro ropmoHa (ADVIA Centaur® Intact Parathyroid Hormone (ADVIA Centaur® PTH)) Ha aHanm3atopax
MMMYHOXEMUIKOMUHECLLEHTHbIX cepun ADVIA Centaur (®acoska 500 TecToB) (06wmin Bug ¢oto 1)
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PucyHok 5 Habop peareHTOB A5 onpegeneHns MHTaKTHOro napatnpeoungHoro ropmoHa (ADVIA Centaur® Intact Parathyroid Hormone (ADVIA Centaur® PTH)) Ha aHanmM3aTopax
MMMYHOXEMUAKOMUHECLLEHTHbIX cepun ADVIA Centaur (dacoska 500 TectoB) (06wWmin BUA hoTto 2)
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ADVIA Centaur*
For US RxOflly

CAL Ml 2x1.0mL [rB’C Forin vitro diagnostic use in the quantitative determination of intact
P H A9KLL A . parathyroid hormone (PTH) in human serum and plasma using the
I c-4 ADVIA Centaur systems.
CA 1 2x1.0mL Contains: PTH Solid Phase (biotinylated mouse monoclonal anti-human PTH
fiaSRIEM antibody bound to streptavidin-coated paramagnetic particles (-0.4 g/L) in

buffered saline with bovine gamma globulin ¢ bovine serum albumin «

preservatives!; PTH Lite Reagent [acridinium ester-labeled mouse monoclonal

ReadyPack’ anti-human PTH antibody (-0.6 mg/L) in buffered saline with mouse gamma
globulin < bovine serum albumin e preservatives); PTH Calibrator (intact PTH
synthetic peptide in buffered saline with human EDTA plasma (10%) «

NIND0 »F t t surfactants « preservatives).

PucyHok 6 Habop peareHTOB A5 onpeAeneHns MHTaKTHOro napatnpeongHoro ropmoHa (ADVIA Centaur® Intact Parathyroid Hormone (ADVIA Centaur® PTH)) Ha aHanmM3aTtopax
MMMYHOXeMUNKOMMHECLEHTHbIX cepun ADVIA Centaur (PacoBka 500 TectoB) (06wmin BuA ¢oto 3)
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PucyHok 7 Habop peareHTOB A5 onpeAeneHns MHTakKTHOro naparupeoungHoro ropmoHa (ADVIA Centaur® Intact Parathyroid Hormone (ADVIA Centaur® PTH)) Ha aHanm3atopax
MMMYHOXeMUAIOMUHECLLEHTHBIX cepum ADVIA Centaur (PacoBka 500 TectoB) (06wmin Bug oto 4)
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For US RxOnly
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For LUl vitro diagnostic use in the quantitative dr'termination ot intai t
parathyroid hormone (PTH) in human «*rum and plasma uvfw) the
ADVIA Centaur* iystems. Contains: PTH Solid Ucc.c [biofinyiaied m:.j m
monoclonal anti human PTH antil”*xh botmri to 4'iti>M’"id;r> loated
pararn.H5u‘tic particles ( 0.4 g'l ) in bufft‘tr>d vili;>m .Mth i- ~vin”™qair-nm
globulin « Ix v (e serum .jibum n « preferw-ala”\y: P!H | He Ri-aqiTit
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PrncyHok 8 OcHoBHble peareHTbl ADVIA Centaur PTH ReadyPack: - PeareHT Lite, 10,0 mn; - TBepaogasHbiii peareHT, 20,0 mn
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PucyHok 9 Kannbpatop ¢ HM3Koi koHueHTpaumeii PTH CAL L, 1,0 ma 1 Kanmbpatop ¢ HM3Koi KoHueHTpauuen PTH CAL L, 1,0 mn
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PucyHok 10 KapTa 3Ha4eHuin 1 3TUKETKN cO WTpux-kogamun ADVIA Centaur PTH
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PucyHok 11 Kapta atanoHHol kpusoii ADVIA Centaur PTH
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10699154 Habop peareHTOB A4ns onpefeneHns UHTaKTHOro
naparupeonagHoro ropmoHa (ADVIA Centaur® Intact Parathyroid

Hormone (ADVIA Centaur® PTH)) Ha aHanu3aTtopax
NMMYHOXeMUunroMnHecueHTHbIX cepun ADVIA Centaur: ®dacoBka

100 TecTOB

Hopmaymsa o nponssogutesnie n ctpaHe nponsBoacTBa: PerncrpauMoHHOEe yaAOCTOBEpPEHME:

CM. Ha YNEKoBKe Ne P3H 2021/15152 ot 20.08.2021

TONNIbBKO gna ANATHOCTUKIW IN VITRO

Koa napTtumn, CpoOK rogHoCTK, YCNOBUSA XpaHEHNA U Ap. CUMBO/Ibl YKa3aHbl Ha
OpPUrMHaIbHON YNaKoBKe

AHTUTena K BWY 1,2 n Bupycy renatuta C n HBSAg oTcyTCTBYIOT

CocTaB: yKasaH Ha OpUTrMHa/IbHOW ynakoBKe N B MHCTPYKUMW MO MPUMEHEHUIO
ABTOpPM30BaHHbI NpeacTaBUTENb MPOMN3BOAUTENSA Ha TeppuTtopun Poccuinckon depgepayunn:

000 «CumeHc 3apaBooxpaHeHue», 115093, MockBa, yn. yébuHuHckas, 96

PucyHok 12 MakeT pyccKosi3bl4HOM MapKMpoBKK (dacoBka 100 TecToB)
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10699155 Habop peareHTOB Ans onpeneneHnss MHTaKTHOMo
naparupeongHoro ropmoHa (ADVIA Centaur® Intact Parathyroid

Hormone (ADVIA Centaur® PTH)) Ha aHanmn3aTopax
NMMYHOXeMUTIOMUHeCUEHTHbIX cepun ADVIA Centaur:
dacoBka 500 TecToB

NHdopmayma o nponsBoguTesie U cTpaHe NponsBoACTBa: PerVICTpaLl,I/IOHHoe YOOCTOBEPEHUE!

CM. Ha ynakoBke Ne p3H 2021/15152 ot 20.08.2021

TOJIbKO ANd ANATHOCTUKWM IN VITRO

Kog naptum, CpoOK rogHoCTW, YCNOBUA XPaHEeHUA 1 Ap. CUMBOJIbl YKa3aHbl Ha
OPUIrMHa/IbHOW YraKoBKe

AHTUTEena K BUY 1,2 un Bupycy renatuta C n HBSAg OTCyTCTBYIOT

CocTaB: yKasaH Ha OpuUrMHasibHOM yrnakoBKe U B MHCTPYKUMK MO NPUMEHEHUIO
ABTOpPKU30BaHHbIW NpeacTaBUTENlb NPOU3BOANTENA Ha TeppuTopun Poccnincko degepaumnin:

000 «CumeHc 3apaBooxpaHeHne», 115093, MockBa, yn. ybuHuHcKas, 96

PucyHok 13 MakeT pyccKos3blYHOW MapKupoBKM (dacoBka 500 TecToB)
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Bcyo npownto v npoHyMepoBaHO
_ L3 _ nwucta (oB).

000 «CumeHc 3gpaBooxpaH
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