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Pearenrsl B KacceTe AJisi KOJIHIECTBEHHOIO ONpeAejieHHs] KOHNEHTPANuKR oS1ero npocrarocneni¢puIecKkoro AHTHreHa
(06IICA) AMMYBOXEMHIIOMHHECHICHTHBIM METOAOM B CHIBOPOTKe (MJIa3Me) KPOBH HAa AHAJH3ATOPAX H MOAYJIdAX
HMMYHoxHMAYecKHX cobas e (Elecsys total PSA / Elecsys toltal PSA cobas e analyzers/TPSA), B BApHAHTAX KCIIO/IHEHHSA

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AENM



torcHTbi B  KacceTe [  KO/IMYECTBEHHOrO  OMpefenieHnss  KOHLUEHTpauuu  06Luero
npocraTtocneunpunyeckoro aHTureHa (06rNMCA) MMMYyHOXeMUTIOMUHECLEHTHBLIM METOL0M B CbIBOPOTKE
(nna3me) KpoBM Ha aHasIM3aTopPax MU MOAY/IAX MMMYHOXMMUYECKUX cobas e (Elecsys total PSA / Elecsys
total PSA cobas e analyzers/TPSA), BapuaHT ucnosiHeHns 100 TECTOB - MapKMpPOBKa KOPOOKMN
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PeareHTbl B  KacceTe A1 KO/MYECTBEHHOro  OMnpejefieHNss  KOHUeHTpauuu  obuiero
npocTatocneungmryeckoro aHTureHa (06MNMCA) UMMyHOXeMUTIOMUHECLLEHTHBIM METOLOM B CbIBOPOTKE
(nnasme) KpoBM Ha aHanM3aTopax 1 Moaynsax MMMyHoxnmmnueckumx cobas e (Elecsys total PSA / Elecsys
total PSA cobas e analyzers/TPSA), BapyaHT ucnosiHeHns 100 TeCTOB - MapKMpOBKa Ha PYCCKOM fI3bIKe

PeareHTbl B KacceTe /11 KOMIMYECTBEHHOrO OMPEJesieHNs  KOHUEHTpaUMmM  O6LLEro
npocTatocreumpmyeckoro aHtureHa (06MNCA) MMMYHOXEMUIFOMUHECLIEHTHLIM METO0M B
CbIBOPOTKE (M/1a3Me) KpPOBW Ha aHa/m3atopax M MoaynsiX WMMMYHOXUMMYECKMX cobas e
(Elecsys total PSA / Elecsys total PSA cobas e analyzers/TPSA), BapuaHT mcrnonHeHns 100
TecToB

PervctpaupmoHHoe ygoctoBepeHme Ne P3H 2020/10075 oT

CpOoK rofiHoCTV CM. Ha YTIAaKOBKe

TemnepaTypa XpaHeH A CM. Ha YTaKoBKe

Homep /ioTa CM. Ha yTiakoBKe

MpousBoguTenb: «Roche Diagnostics GmbH» (""Pow AuarHoctuke MvioX”), Sandhofer
Strasse 116, 68305 Mannheim, Germany, 'epMaHns

V3nenvie npefHazHaueHo TOMbKO 418 AMarHOCTUKNA in Vitro

YrOMHOMOYEHHBIN  NpeaCcTaBUTeNlb  NMPOM3BOAUTENA Ha Tepputopum Pd:  OG6LLECTBO C
OrPaHM4eHHO OTBETCTBEHHOCTLIO «PoLl [yarHocTnka Pyc» (OO0 «Polu [yarHocTvka Pyc»),
107031, Mocksa, TpybHas nowgap, 4,2 Ten: +7 495 229-69-99, dakc: +7 495 229-62-64. E-mail:
moscow.reception2  dia@roche.com

Kar. Howmep 08791686190
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peareHTbl B KacceTe  Ans  KO/IMYECTBEHHOr0  OMnpefeneHMss  KOHUEHTpauum  06Liero
npoctaTocneungmyeckoro aHTureHa (06MNMCA) UMMYHOXeMUTIOMUHECLEHTHBIM METOA0M B CbIBOPOTKE
(nnasme) KPoBKM Ha aHanM3aTopax 1 Moaynsax MMMyHoxXnmmndeckux cobas e (Elecsys total PSA / Elecsys
total PSA cobas e analyzers/TPSA), BapuaHT ucnonHeHns 100 TeCTOB- MapKMPOBKa KacceTbl
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peareHTbl B KacceTe  [/19  KO/MIMYECTBEHHOr0  OMNpefefieHns  KOHUEHTpauuu  06LLero

K npocTaTocneumpuyeckoro aHTureHa (06MNMCA) UMMYHOXeMUIIOMUHECLEHTHBIM METOLOM B CbIBOPOTKE
(nna3mMe) KPoBW Ha aHaIM3aTopax 1 MoAynaxX MMMYHOXMMUYecKnx cobas e (Elecsys total PSA / Elecsys
total PSA cobas e analyzers/TPSA), BapyaHT ncrnonHeHms 200 TeCTOB - MapKMPOBKa KOPOOKU
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PeareHTbl B KacceTe A1 KO/IMYECTBEHHOrO  OMpefesieHns  KOHUeHTpauuwn  obLuero
npocTarocneunduyeckoro aHtureHa (06NMCA) NMMyHOXeMUTIOMUHECLEHTHBIM MeTOA0M B CbIBOPOTKE
(nnasme) KpoBM Ha aHa/IM3aTopax 1 Mogynax MMMyHoxumMmmnyeckmnx cobas e (Elecsys total PSA / Elecsys
total PSA cobas e analyzers/TPSA), BapnaHT ncnonHeHnsa 200 TeCTOB - MapKUPOBKa Ha PYCCKOM Si3blKe

PeareHTbl B KacceTe [/11 KO/IMYECTBEHHOrO OMPeJeSieHNs KOHLEHTpaLUMM OBLLEero
npocTarocreLmgmyeckoro aHTureHa (06INCA) NMMYHOXEMWTFOMUHECLIEHTHBLIM METOLOM
B CbIBOPOTKE (M/1a3Me) KPOBW Ha aHa/ImM3aTopax U MOLysaX UMMYyHOXUMUYECKIMX cobas e
(Elecsys total PSA / Elecsys total PSA cobas e analyzers/TPSA), BapuaHT mcrosiHeHus 200
TecToB

PervctpaupmoHHoe yaoctoepeHme Ne P3H 2020/10075 oT

CpOK rofHOCTM CM. Ha YTIAKOBKE

Temneparypa XpaHeHA CM. Ha YTIaKOBKE
Howmep noTa cM. Ha yriakoBke

MpousBoguTenb: «Roche Diagnostics GmbH» (*'Polu AnarHoctnke MvoX'), Sandhofer
Strasse 116, 68305 Mannheim, Germany, I"'epmaHus

Vi3penve npeaHasHaYveHo To/bKO /151 ANarHOCTUKMK in vitro

YMOMHOMOYEHHBIN MpeaCcTaBUTENb MPOM3BOAUTENA Ha TeppuTopyn P®: OBLLECTBO C
OrpaHNYEHHO OTBETCTBEHHOCTLIO «PoLLl AyarHocTuka Pyc» (OO0 «PoLu yiarHocTvka Pyc»),
107031, Mockea, Tpy6Has rviollpab, 4.2 Ten; +7 495 229-69-99, dke: +7 495 229-62-64. E-
mail: moscow.reception2 dia@roche.com

Kar. Howvep 08791716190

PeareHTbl B  KacceTe [  KO/MYECTBEHHOrO  OMpefefieHUss  KOHLEHTpauun  06LLero
npocraTtocneungpunyeckoro aHtureHa (06NMCA) UMMyHOXeMUTFOMUHECLIEHTHLIM METOZOM B CbIBOPOTKE

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



f11a3Me) KpOBH Ha aHaJIM3aTopax U MOAYJIAX HMMYHOXHMHUECKHX cobas e (Elecsys total PSA / Elecsys
total PSA cobas e analyzers/TPSA), BapuanT ucnonteHus 200 TeCTOB — MApKHPOBKA KaCCEThI
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PeareHTbl B  KacceTe A1 KOJ/IMYECTBEHHOro  OMNpefesieHUs  KOHUeHTpauum  o6Luiero

.17 npocraTtocneynpuyeckoro aHtureHa (06NMCA) MMMYHOXEMUTFOMUHECLLEHTHBIM METOOM B CbIBOPOTKE
(nnasme) KpoBM Ha MOAYSIX UMMYHOXMMMYeCcKKX cobas e (Elecsys total PSA / Elecsys total PSA cobas
e analyzers/TPSA), BapuaHT ucnosnHeHms 300 TeCTOB - MapKMpPOBKa KOPOOKM
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For USA. icoNTENTi

M Streptavidin-coated microparticles 0.72 mg/mL

R Biotinylated monoclonal anti-PSA antibody (mouse)
15m~n

R Monoclonal anti'PSA antibody (mouse)

labeled with ruthenium complex 1.0
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PeareHTbl B KacceTe  [/1I1  KOJ/INYECTBEHHOIrO  OMpefesieHnsl  KOHUeHTpauuu  o6Luero
npocraTtocneynpunyeckoro aHtureHa (06NMCA) MMMYHOXeEMUIFOMUHECLLEHTHBIM METOAOM B CbIBOPOTKE
(nnasme) KpoBM Ha MOaysiX UMMYHOXMMMYecKux cobas e (Elecsys total PSA / Elecsys total PSA cobas
e analyzers/TPSA), BapnaHT ucnosiHeHns 300 TeCTOB - MapKMPOBKa Ha PYCCKOM A3bIKe
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j PeareHTbl B KacceTe [/ KOMMYECTBEHHOIO OMPEAesieHNs KOHLIEHTpaLMm  06LLEro
npocTarocreundmyeckoro aHtureHa (06MNCA) NMMyHOXeMUTIKOMUHECLIEHTHBIM METOLOM
B CbIBOPOTKE (N/1a3Me) KPOoBM Ha MOAY/ISIX MMMYHOXMMNYECKIMX cobas e (Elecsys total PSA
/ Elecsys total PSA cobas e analyzers/TPSA), BapvaHT ucronHeHrs 300 TecToB

PervctpaumoHHoe yaoctoBepeHme Ne P3H 2020/10075 oT

CpoK rooHO I CM. Ha YTIaKOBKe

Temrepartypa XpaHeH!s CM. Ha YriakoBKe

Homep rioTa cM. Ha yTiakoBKe

MpounssoauTenb: «Roche Diagnostics GmbH» (*'Powu AuarHoctnke MvieX'™), Sandhofer
Strasse 116, 68305 IMannheim, Germany, NepmaHus

Vi3penve npeaHasHayveHo To/bKO /151 AMarHOCTUKM in vitro

YMOMHOMOYEHHbIA MPeAcTaBUTENb NPOM3BOANTENS Ha TeppuTtopum P®: OGLLIECTBO C
OrpaHM4eHHOI OTBETCTBEHHOCTBLHO «PoLLl [yarHocTuka Pyc» (OO0 «Powu [yarHocTvka Pyc),
107031, MockBa, TpybHas rviolgap, 4.2 Ten: +7 495 229-69-99, dewc: +7 495 229-62-64. E-
meil: moscow.reception2 dia@roche.com

Kar. Homep 08791732190

PeareHTbl B KacceTe 1A  KO/IMYECTBEHHOrO  OnpefefieHNss  KOHUEHTpauuu  06Lero
npocraTtocneunpunyeckoro aHtureHa (06NCA) UMMyHOXeMUTFOMUHECLIEHTHLIM METOZOM B CbIBOPOTKE
(nnasme) KpoBW Ha MOAYNAX UMMYHOXMMMUYeCcKuX cobas e (Elecsys total PSA / Elecsys total PSA cobas
e analyzers/TPSA), BapuaHT ucnosnHeHnsa 300 TeCTOB - MapKUPOBKa KacceTbl
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