®dororpadrieckne n3oOpaxeHus

«Habop xaaubpaTopoB A4 KOJHYECTBEHHOrO onpeAeieHHs
¢ocoprrapoBanHoro Tay-fenka B cnnuaoMolronoit xuaxoctu (CMIXK)
Ye/I0BeKa HMMYBOXEMHAIIOMHEHECHICHTHLIM METOAOM HA AHAH3ATOPAX H MOAYJISX
EMMyHOXEMEYECKHX cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e

analyzers)»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Habop kannbpaTopoB A5 KONNYeCTBEHHOI0 onpejeneHus pocthopunmpoBaHHOro Tay-6enka B
CNMHHOMO3roBol Xugkoctn (CMXK) yenoBeka MMMYHOXEMUIOMUHECLEHTHLIM METOAOM Ha
aHanmnsaTopax 1 Mogynsax uMMyHoxnmnyeckux cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e
analyzers)

M T—

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



Habop KannbpaTopos A/1s1 KONIMYECTBEHHOI0 onpeaeneHns pochopmuanpoBaHHoro Tay-6eska B

CMMHHOMO3r0BOW XNAKOCTU (CM)‘K) yesioBeKa MMMYHOXEMUTIOMUNECLLEHTHBIM METOAOM Ha

aHanmsaTopax u Mogynsax UMMYHOXHMUYeCKHX cobas e (CalSet Phospho-Tau (181P) Elecsys and
cobas e analyzers)

e
Elecsys and P80, POF LTI O
cobas e analyzers
[ 07357M4190 looHEH
call’ 2X1L.0ml

QCBAS CORASE caiz  2x1.0ml
andeIfCSYSare
trrforreite of Rodre
~.) RodeDegoeticGriH
0 D-68305Manrhehn Lu e e

6 Digvbueonin BAy.

| FeceOToeie

1,
T Hiimy @ 7 R

cabas*
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Hab6op KanubpaTopoB A4/15 KONNMUYEeCTBEHHOI0 onpejeneHms hocthopunnmpoBaHHoOro Tay-6enka B
CMUHHOMO3r0BOW Xungkoctn (CMXK) yenoBeka MMMYHOXEMUTIOMUHECLUEHTHBIM METOA0M Ha
aHanusaropax u Mogyssax UMMYyHoOXnmMnyeckux cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e

analyzei®™)
CalSel Phospho-Tau (181P) 07357044190
Forll™: E1x o0
5580H1
Call pT7NinatJiiNer™hiatnx
Cal2 pTauinabifffered rretrix & 2022-08-31
>
2021-07-06
07613336149850
Rxonly 03 hocm
LA
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Habop KannbpaTopoB AN KO/IMYECTBEHHOIO onpegesieHnsa pochopmnanpoBaHHOro Tay-6eska B
CMUHHOMO3roBo Xngkoctn (CMXK) yenoseka UMMYHOXeMUTIOMUHECLEHTHBIM METOAOM Ha aHanmsaTopax
1 MOAYSAX UMMYHOXMMUYeCKMX cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e analyzers)

mL!

Habop KarnH6parropos am n>nn4yecTBeHB01T) onpegesesaun
thoco(»mMpoBanltoro Tuy-6enM B CTLUHOMO3roaok >XHABoCTA (CMXK)
YyeflOBHa WUMMYVNOXEMUAIOUNHOCLIEATHbLL METOAOM BB BHA/ILLIETOPBX B
bloJYNAX UMMYHOXMMUYeckux coblu e (CalSet Ptxwpho-Tau (I81FI Elecsya
and cobas e analyzers), B cocTaBe;

H31«. H334, 1. Kanubpatop 1 (pTau Call), pnakoH, oCbem 1.0MA - 2 WT,

H402.P304* 2: KanH6psTop2(pTanCal2).dpnakoH, o6bem 1,0mMn-2w;
PMO0.P342 ¢ 3 KapTa O LiNpUX-KOAOM - 10T,
PJ11 4. ®natoH nycToB - 4 nrr;
5.

JIHCTCONNpUX-Ko4om - 11,
6- OTukeTka M hnakoHa-12 nn.;
7-  AMCTPYKHWA MO NPUMEHEHMIO

Parsctpaanmlun*c ygocravepeHue J1
CpOoK rofiHOCTU OM. Ba YMakoBKe
Temoeparypa XpableHLL CM. Ha ynakorne
Homep nota cM HayLukoaxe
MpasTnoTuTna- «Raefae Dia”sHn GmbH» ("PBw AuarnacTwme MmeX"), Saadbafer
StruM 11«, 64305 Manabdai, Cenwwy, Mepnasus

Muc<we opcsBasaaysiaB 1«.lIcA ANB 4BarBBCTBKB 1BVitra

YMmnoamyeBBblB BpcACTABBTeNa BP«BMM,LWTCNB Ha TeppBTApBB P®: Ll6LiecTBo C
OrpaHNyYeHHON L-BETCTBEHMOCTHIO «Poww Jl«urHocTuka Pyc» (OOO «Pora [marHoctuka

Pyc»), 107031. Mockw. Tpy6Has nnowanp, 4.2 Ten: +7 495 229-69-99, dakc; +7 495 229-62-
(1 P-nw/T nM»cow.reception2_dia'alroche com

at

Kar HoMcp0735704419(J
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Habop xaaufpaTopos Ans K0IESCCTBEBEOFO OBpelesieHEs $ocPopuInpopanuoroe Tay-feaxa s
cnNHHOMOTOBOH xmaKocTE (CMK) wenopexa BMMYBOXEMIIOMHHECHCHTRLIM METOAOM HA
ARAANISTOPAX B MORYAAX HMMYBOXNMUTeCKEX cobas ¢ (CalSet Phospho-Tau (181P) Elecsys and cobas ¢

anslyzers)
1. Kaaubpartop 1 (pTau Call), daaxon, obnem 1,0 ma
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Hab6op KannbpaTopoB Ans KoANYeCTBEHHOIo onpefeneHns hochopuanmpoBaHHOro Tay-6enka B
CMUHHOMO3r0BOM XnakocTn (CMXK) yenoseka MMMYHOXeMUTIOMUHECLLEHTHLIM METOA0M Ha
aHasmsaTopax U Mogynsax UMMyHoxnmMmnyeckmnx cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e
analyzers)

2. Kanu6patop 2 (pTau Cal2), hnakoH, o6bem 1,0 mn
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Hab6op KannbpaTopos A5 KONMYECTBEHHOI0 onpejeneHns gochopunmpoBaHHoro Tay-6enka B
CNUHHOMO3roBoi xungkoctn (CMXK) yenoBeka MUMMYHOXeEMUNHOMUHECLEHTHBIM METOA0M Ha
aHanmsaTopax U Moaynsix UMMyHoXxnmmnyecknx cobas e (CalSet Pho$pho-Tau (181P) Elecsys and cobas e

analyzers)

3. KapTa co WTpunx-Kogom

pTau

CalSet

Elecsys
and cobas eanalyzefs

07357044 1670
l10e] 558062

01
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Habop kannbpaTopos 415 KONUYECTBEHHOI 0 onpeaeneHns gocopunnmpoBaHHoro Tay-6enka B
CMUHHOMO3roBOW XunakocTn (CMXK) yenoseka MMMYHOXEMUTIOMUHECLLEHTHBIM MeTOLOM Ha
aHanmusaTopax u Mogynsax uMmMmyHoxmmmnyeckmnx cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e
analyzers)

4. dnakoH nycToi
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Habop KannbpaTopoB AN18 KO/IMYECTBEHHOIO onpeaesieHnsa pochopuInpoBaHHOro Tay-6enka B
CMMHHOMO3roBol Xnakoctn (CM>XK) yenoseka UMMYHOXEMUIKOMUHECLEHTHBLIM MEeTOLOM Ha
aHasmsaTopax u Mogynsax uMMmyHoxummyeckunx cobas e (CalSet Phospho-Tau (181P) Elecsys and

cobas e analyzers)

4. dnakoH nycToi
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Habop KannbpaTopoB A1s KOJIMYECTBEHHOIO onpefesieHns (ochopuampoBaHHOro Tay-6efka B
CMMHHOMO3roBo Xugkoctn (CMXK) venoseka MMMYHOXEMUTIOMHHECLLEHTHBIM MeTOLOM Ha
aHanmusaTopax U MOAynsiXx MMMYHOXMMH4YeCKHX cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e
analyzers)

5. lnct COWTPUX-KOLOM

VMK

CalSet Phospho-Tau (181P) cobas’

VeBZ«y

Ha1t SHVANUIDoOMVHOL

93 NBwiA iV
LIM/IMK 'Dm

P3M«N41 SZEMEtenuis WdtlI3bH<neW6gBate
*>3» elMy(r2bl.MciimblAaM M 1k«*|

FB0 * mtw!\/\ﬁyNgiiG.tatibCihtiI|im‘tl{1/| AzonMifaiars N
iLIJdmcau&R}qmm .

NinaUii ugW\Peeetthi*twiiiic <=7 ) -
Ry L MeﬁmmEQ n6natoSKMifasto
A?«6miluetortoat %%m UNUOIatDk]I]‘,@ mlan Meftinir
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Habop KannbpaTopoB AN KOIMYECTBEHHOIO onpegeneHnsa pochopuanpoBaHHOro Tay-6enka B
CMMHHOMO3roBoi Xxungkoctn (CM>K) yenoBeka UMMYHOXEMUMKOMUHECUEHTHBLIM METOAOM Ha
aHanmsaTopax U Mogynsax UMMyHoOXumMmnyeckux cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e

analyzers)

6. ""OTUKeTKa Ana hyiakoHa

pTwCtfi 0T3TM a pTmCal 07/M/IDM a pTiuCitl BMBTH* S
gN224i4i tmmmm SavMMi BLLILLILLIM aBNMT
pTauCm enpoM a pTwCiH msrm s pTtuCaii ornpom a
BiKHM i usmmBau B »»”~ mmmn

B mcmmi BDiemni

pTauCie awm s,

plmch PIPOMS.
BLIM141 W1

0 ies
PTtUCH PM70M 9 N pTiuCaa P3POM > FaM  peAM
BxoMi-ji CDHVEi N8amMml ol MMM
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Habop KannbpaTopoB A4/1s1 KONMUYeCTBEHHOMO onpeaeneHmst hocopuanpoBaHHOro Tay-6eka B
CMIMHHOMO3r0BO XunaKocTn (CMXK) YenoBeka HMMYHOXEMUIIOMUHECLLEHTHBIM METOZOM Ha

aHanmsatopax u Mogyssax uMMyHoxnmmnyeckmnx cobas e (CalSet Phospho-Tau (181P) Elecsys and cobas e
analyzers)

7. MHCTpYKLUMA N0 NPUMEHEHUIO

SiiSet Phospho-Tau (181P) cobas""

WumwT >411J1
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Bcero npoHymepoBaHo,
C:0NlMHYpPOBaHO "
Cl<penneHo nevatbto

J3 nucta (oB)

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



