POTOIMPADNYECKUME N3OBPAXEHWA

Habop peareHTOB /19 KO/INYECTBEHHOTIO ONpejeneHNa ayToaHTUTeN K
peuenTopy TTI B CbIBOPOTKE KPOBU UMMYHOXEMUTHOMUHECLLEHTHBIM MeTOL0M
ANA aHann3aTopoB N Mofyiet UMMYHoXnMudeckunx cobas e (Elecsys Anti-TSHR
cobas e analyzers/ATSHR), BapuaHTbl ucnonHeHna 100,300 TecToB

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



Habop peareHTOB A5 KONNMYECTBEHHOTO ONpefeneHns ayToaHTuTen K peuentopy TTI B CbIBOPOTKE KPOBM MMMYHOXEMUIKOMUHECLEHTHBIM METOLOM
na aHanmnsatopos Mimogyneli nmmyHoxmummyeckmx cobas e (Eiecsys Anti-TSHR cobas e analyzers/ATSHR), BapuaHT ncnonHeHus 100 TectoB (06wwynii
BUA).,

] Vi
-- tl.

Eiecsys Anti-TSHR

cobas «analyzers  |.qareiT X
CBAgdtti B Xex
i g Imomin sy <>

Snil\07SI3EEMYD E 7at :

\m\ vk ]

2 aasovai

4l
MIBE: e

CSVS Iﬁré tK4QirI
m452: "N peem
®

ovall M*C
5=S=

cobas*

BiGCsys Anti-TSHR

190

~too
06496609190 V 2
i cm dialog,roche.com
nmaiim
Prromuikinmimod wimrtnom
f=0rtn ¥<teodtagnostiG use torhoaHh cam proTerstonahi. C»eda*eoA»»aun”
pracmutioas raquiead tor barkMkyg aN laboratory rm(JnnT~
totodious ormicm biai
W

aming: handte u/LLla as potontely btohazaitlous mIBiW> Ditpoee bl

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



Habop peareHTOB A1 KOMYECTBEHHOI0 OMNpeeneHns ayToaHTUTeN K peuenTopy TTI B CbIBOPOTKE KPOBK
UMMYHOXEMUIOMUHECLLEHTHBIM METO0M [1 aHaNM3aToOpPOB M MOoAy el MMMYHOXMMUYECKNX cobas e
(Elecsys Anti-TSHR cobas e analyzers/ATSHR), BapuaHT ucnosiHeHns 100 TecToB
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Habop peareHTOB /19 KONMYECTBEHHOIO OnpejesieHNs ayToaHTuTen K peuentopy TTI B CbIBOPOTKE KPOBU
NMMYHOXEMU/TIOMUHECLLEHTHBIM METOO0M [/19 aHa/IM3aToOpoB U MoAyneli UMMYHOXMMUYECKNX cobas e
(Elecsys Anti-TSHR cobas e analyzers/ATSHR), BapnaHT nucrnonHeHus 100 TecToB
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HaGop peareHTOB A1 KONMYECTBEHHOTO ONPeaeneHns ayToaHTUTeN K pelientopy TTI B CbIBOPOTKe KPOBM

NMMYHOXEMMWTIOMUHECLIEHTHBIM METOLOM /19 aHaIM3aTopPoB U Mogyneit UMMyHoxummyeckux cobas e (Elecsys Anti
TSHR cobas e analyzers/ATSHR), BapuaHT ncnonHenms 100 TecToB

Elecsys Anti-TSHR

“V5:
W W 08496609190
ForUSA:  |cowTEHTi
M

Stf8ptevkjin4X)ated microparticles 0.72 mg™mL
R1 Phosphate buffer 20 mmol/L

R2 Monodotralanti-TSHR antibody M22 (human)
labeled with mtheniun complex approx. 0.3 m »
PN Pretreatment buffer solution

PT2 Empty bottle for PTR reconstituted with PTB

PTR Pretreatment reagent, pTSHR-anti-pTSHR-Ab-btotin complex
PTB Pretreatment buffer

Rxonly 002
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ANA aHann3atopoB U MoAaynen MUMMYHOXNMUYECKNXCOOaxX €DIeCSysl AINU-1 - N4CUKWab C ViblANncumn W1
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47"Byd u» gna npagupuTw “bHOA oBpasarn» (AT8HR P A 1.

S MHcTpykyma I'Drp\B—B—Mt

PewcTtpaunoHHo* ygocromp«Hu« NO P3H 2020/12060 or 07.10./21
CpOK rogHocT1 CM. Ha yrakoBKe

TemnepaTypa XpaHeHWs CM. Ha YrakoBKe

Homep nota cM. Ha yrakoBke

MpounssoanTens: «Roche Diagnostics Qmbi™ (T ow VB mmico tyffOC}
Sandhofer Strasse 116. 68305 Mannheim, Ocmneny. 'epmaBuB
M3penve npegHasHaveHo TONbKO A1 AVarHoOr ki iy Mino
YNOMHOMOYEHHbI NPeAcTBBUTE b Npom3Boalrrens Ha T \Bnapuii Po:

C OrpaHNYeHHO 0TBETCTBEHHOCTLIO «PoLu [yarHocTmka Pyc» (OO0 cPpu
JuarHoctmka Pyc»), 107031, Mocksa, TpybHas si0luagp. 4.2 Ten: #7 499
229-69-99, hakc: +7 495 229-62-64.

E-mall: moscow.receptlon dia<giroche.com

Kar. Homep 06496609190

o Elecsys
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Ha6op peareHTOB A1 KOSIMUYECTBEHHOTO ONpefeNieHUst ayToaHTUTEN K pelienTopy TTI B CbIBOPOTKE KPOBU
VMMYHOXEMU/IOMUHECLIEHTHBIM METOLOM ANs aHaNM3aTOPOB U1 Moay el UMMYHOXMMUYECKUX cobas e (Elecsys Anti-

TSHR cobas e analyzers/ATSHR), BapmaHT ncrnonHeHus 100 TecToB, B COCTaBe:

1 KacceTa ¢ OCHOBHbIMW peareHTaMun HaTpwW oTheneHns (nakoHa): M, R1, R2, 1T, B ynakoBke
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Ha6op peareHToB A/19 KONMYECTBEHHOI O ONpeAeneHns ayToaHTuTen K peuentopy TTI B CbIBOPOTKE KPOBM
NMMYHOXEMUIFIOMUHECLIEHTHBIM METOAOM [N aHanM3aTopPOoB 1 MoAy el UMMyHOXMMMYeckux cobas e (Elecsys
Anti-TSHR cobas e analyzers/ATSHR), BapnaHT ncnonHeHns 100 TecToB, B COCTaBe:

1 KacceTa C OCHOBHbIMW peareHTamMu Ha Tpu otgeneHuns (nakoHa): M, R1, R2, 1wT. B ynakoBke
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/51860p peareHToB 419 KONMYECTBEHHOMO ONpeaeneHns ayToaHTuTen K peuenTtopy TTI B CbIBOPOTKE KPOBY
/ HMMYHOXEMMW/TIOMUHECLIEHTHBIM METOZOM A1 aHa/IM3aTOPOB U MOAY e UMMYyHOXUMUYecKux cobas e (Elecsys
Anti-TSHR cobas e analyzers/ATSHR), BapuaHT ncnosHenms 100 TecToB, B COCTaBe:

2. KacceTta c peareHTamu s npegsapuTensHoii 06paboTku Ha aga oTgeneHns (nakoHa): PT1, PT2,1wrt. B
YNaKoBKe;
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Habop peareHTOB A1 KO/IMYECTBEHHOIO OMpefeneHns ayToaHTUTeN K peuentopy TTI B CbIBOPOTKE KPOBY
NMMYHOXEMUTIOMUHECLIEHTHBIM METOA0M /151 aHa/IM3aTOPOB U MOAY/EN MMMYHOXUMMYECKMX cobas e (Elecsys Anti-

TSHR cobas e analyzers/ATSHR), BapuaHT ucnosnHeHns 100 TecToB, B COCTaBe:

2. KacceTa ¢ peareHTamu 415 NpefBapuTensHO 06paboTKy Ha fABa oTAaeneHns (hnakoHa): PT1,
PT2,1wWT. B ynakoBKe;

“'Ww n T

ATSHR

PO 4mL
PT2 -»4mL

0201
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Alabop peareHTOB [4/19 KONMYECTBEHHOTO OMNpPeAeneHns ayToaHTUTen K peuentopy TTI B CbIBOPOTKE KPOBYU
/ IMMYHOXEMWUIIOMUHECLIEHTHBIM METOAOM AN aHaNM3aTopoB M MoAyNeli MMMYHOXMMKYeckux cobas e (Elecsys
" Anti-TSHR cobas e analyzers/ATSHR), BapuaHT ncnonHexnmsi 100 TecToB, B COCTaBe:

3. PeareHT ansa npeaBaputensbHoii 06paboTkn (ATSHR PTR), dhnakoH, 06bem 4,0 M- 1wt
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"Habop peareHTOB A1 KOSIMUYECTBEHHOTO ONpPeAeeHNs ayToaHTUTenN K pelentopy TTI B CbIBOPOTKE KPOBY
VMMYHOXEMUIOMUHECLIEHTHLIM METOLOM AN aHanM3aTopPoB 1 MOAYNein MMMyHOXMMuyecknx cobas e (Elecsys
Anti-TSHR cobas e analyzers/ATSHR), BapuaHT ncnonHexums 100 TecToB, B COCTaBe:

4. bythep ansa npegBaputensHoii 06paboTkn (ATSHR PTB), thnakoH, o6bem 5,0 M- 1wt

HifJ n
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1CtV/Vip py/uw I\NVA= vV th 14 | ¥YH/mn, 72111 AT U VLELHUMPpV/1IVV IVEXJDEL ritviivi:. nAJ/W iVl - ftvivin hiccdoecwum 1

€TOAOM [N aHaNM3aTopoB M MoAy nein nMMmyHoxmummueckmx cobas e (Elecsys Anti-TSHR cobas e analyzers/ATSHR), BapnaHT ncnonxHeHus 300
ecToB (06Lwuii BUA)

Elecsys Anti-TSHR

cobas B aralyzers HELH
W\ 08496633190 o %FQB
E& 2oml o
H a g 07613336160329 13911 %‘m%( B
W ] 67519102 sl 124mL
2 202403 W e3mL
CO8AS, COBASE m  -gmL
ndaSCSYSM PTR  2x4.0mL
PTB 2X5.0mL
N 0«3D5i4Mein
I gerheoninUSAbf
rragr
iMtdiinQwnwiy 04
<@> cobas'

Awrw Wi
—VY*  CXB-»»BN»3r;HKa V A

/SAONE *7205Y- VBT 4#»0 O e nmwrles

cNalog.fOChe.oom
njfdetot.jaf T
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)P peareHToOB A1 KOIMYECTBEHHOIO ONpefesieHNs ayToaHTUTen K peuenTtopy TTI B CbIBOPOTKE KPOBU
YKYHOXEMUMHOMUHECLLEHTHBIM METOA0M A/11 aHa/IM3aTOPOB 1 MOAY el UMMYHOXMMUYecKnx cobas e (Elecsys Anti-
SHR cobas e analyzers/ATSHR), BapuaHT ncnosnHeHus 300 TecToB

Elecsys Anti-TSHR

cobas e analyzers H317H412
P261.P273
I3 08496633190 P280
n1  120ml paonipos
LLI ' 07613336160329 R2 139 mL  P3e2+P364
67519102 M 124mL D%
2 2024-03-31 Pf? 6.3 mL
COBAS, COBAS E PT2. -»8mL
and ELECSYS are PTR  -¢2x4.0 mL

trademarks of Roche. PTB 2%5.0mL

m J Roche Diagnostics GmbH

v Sandhofer”. ii6
v n D-68305 Mannh”™m
g Disiribution in USA bv: [1w \E
I Diagnostics,'” € 0123
| IfKianapolis, IN
i Madein Germany |Q ]t) dialoo.foche.com

<o > cobas*
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[abop peareHTOB A4NS KONWMYECTBEHHOTO ONpejeneHns ayToaHTuTen K petentopy TTI B CbIBOPOTKE
CPOBY MMMYHOXEMUIIOMUHECLLEHTHBIM METOAOM [/19 aHANIN3aTOPOB U MOAYNE MMMYHOXMMUYECKUX
tobas e (Eleesys Anti-TSHR cobas e analyzers/ATSHR), BapuaHT ncnonHeHms 300 Tectos

TW

Eleesys Antl-TSHR

08496633190 A lWE

For USA;

M  Strefrtaviclin-coated microparticles 0.72 mg/mL
R1 Phosphate buffer20 mmol/L
R2 Monoclonal anti-TSHR antibody M22 (human)
labeled with ruthenium complex approx. 0.3 mg/L =
PM Pr~reatment buffer solution
PT2 Empty bottle for PTR reconstituted with PTB

M Pretreatment reagent. pTSHRanti-pTSHR-Ab”xotin complex
PTB Pretreatment buffer

Rxonly 001 RodM
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Ha6op peareHTOB 19 KONMYECTBEHHOIO ONpefeNeHns ayToaHTuTen K peuentopy TTI B CbIBOPOTKE KPOBU MMMYHOXEMUTIOMUHECLLEHTHBIM|
METOAOM A/ aHaNM3aTopoB U MOy el UMMyHoXMMUYeckux cobas e (Elecsys Anti-TSHR cobas e anaiyzers/ATSHR), BapuaHT ucnonHeHuns 3(

TECTOB r

MakeT MapK1pOoBK/ Ha PYCCKOM si3bIke
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2. Habop peareHTOB Ans KO/MMYECTBEHHOrO OMNpefefieHUs ayTtoaHTMTen K peuentopy TTI B CbIBOPOTKE  KPOBU
MMMYHOXEMMWIIOMUHECLIEHTHBIM METOAOM /15 aHa/IM3aTOPOB ¥ MOAYNe MMMYHOXMMUYEeCKMX cobas e (Elecsys Anti-TSHR cobas e
analyzers/ATSHR), BapuaHT ucnonHexnums 300 TeCTOB, B COCTaBe:

1, KacceTa c OCHOBHbIMMW peareHTamy HaTpw oTaeneHuns (nakoHa): M, R1, R2, 1 WT. B ynakoBKe.
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Habop peareHTOB [Ans  KOMIMYECTBEHHOrO OMpefeneHWst ayToaHTMTeN K peuentopy TTI B CbIBOPOTKE  KPOBWU
NYHOXEMUIFOMUHECLLEHTHBIM METOAOM A/ aHa/IM3aTOPoB M MoLy/eil MMyHoxmmuyeckux cobas e (Elecsys Anti-TSHR cobas e
jelyzers/ATSHR), BapuaHT ucnonHeHns 300 TeCTOB, B COCTaBe:

l. KacceTa ¢ OCHOBHbIMW peareHTaMun Ha Tpu oTaeneHuns (pnakoHa): M, R1, R2, 1 WwT. B ynakoBke
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/Habop peareHTOB [19 KOAMYECTBEHHOrO OMpedeneHMs ayToaHTUTen K peuentopy TTI B CbIBOPOTKE KPOBM
(YHOXEMUTIOMUHECLEHTHLIM METOAOM ANS aHaM3aToOpPoB U MOAyneil MMyHoxumMmnyeckux cobas e (Elecsys Anti-TSHR cobas e

Malyzers/ATSHR), BapuaHT ncnonHexnms 300 TeCcTOB, B COCTaBe:
|

I. KacceTta Cc OCHOBHbIMUW peareHTamy Ha Tpy OTAeneHUs (hnakoHa): M, R1, R2, 1T, B ynakoBke

Elecsys
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maegnt

2. Habop peareHTOB 4151 KONMYECTBEHHOIO OMNpeaeneHns ayToaHTUTen K peuentopy TTI B CbIBOPOTKE KPOBM
NMMYHOXEMMWTIOMUHECLIEHTHBIM METOLOM AJ11 aHa/IM3aTOPOB U MOAYNen MMMyHoxummyeckmx cobas e (Elecsys Anti-TSHR cobas e
analyzers/ATSHR), BapuaHT ucnonHeHus 300 TecToB, B COCTaBe:

NS2. KacceTa ¢ peareHTamu gna npegaputensHoi 06paboTku: PT1N PT2, 1wT. B ynakoBke

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



ATSHR

2-8 X

Roche

,2. Habop peareHTOB f/19 KONMYECTBEHHOIO ONpe/e/ieHns ayToaHTuTeN K peuentopy TTI B CbIBOPOTKE KPOBM
UMMYHOXEMBAOMUHECLIEHTHbIM METOAOM A/19 aHaNn3aTopoB 1 MoAynei ummyHoxummnyeckux cobas e (Elecsys Anti-TSHR cobas
analyzers/AT"HR), BapuaHT ncnosnHeHns 300 TecToB, B COCTaBe:

2. KacceTa ¢ peareHTamMu ansa npegsapuTensHoi 06paboTku: PT1, PT2, 1 WT. B yNakoBke
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j60p peareHTOB AN KONMYECTBEHHOTO OMpPeAeNieHns ayToaHTUTen K peuenTtopy TTI B CbIBOPOTKe KPOBU
(YHOXEMUMIOMUHECLIEHTHBIM METOAOM [/151 aHANIM3aTOPOB U MOAY el MMMyHoxmmmyeckux cobas e (Elecsys Anti-TSHR cobas e
ieiyzers/ATSHR), BapuaHT ucnosnHeHus 300 TeCcToB, B COCTaBe:

KacceTa c peareHTamMun Ansi npeasaputenbHoii 06paboTkn: PT1, PT2, 1wwT. B yNakoBke
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460p peareHTOB [/19 KO/IMYECTBEHHOrO ONpeseNieHns ayToaHTuTen K pelentopy TTI B CbIBOPOTKe KpPoBY
AMYHOXEMUMFOMUHECLIEHTHBIM METOAOM ANS aHanM3aTopoB 1M MOAy el MMMYHOXnMUYeckmx cobas e (Elecsys Anti-TSHR cobas e
Nyzers/ATSHR), BapnaHT ucnosnHeHus 300 TeCToB, B COCTaBe:

| PeareHT ana npeasaputensHoli 06paboTkn (ATSHR PTR), thnakoH, 06bem 4,0 Mn - 2 Wr.;

" ATSHR PTB
1

40mL
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,BOp peareHToB 19 KONMYECTBEHHOMO OMpeAeNieHns ayToaHTUTen K pelentopy TTI B CbIBOPOTKE KPOBU
/MYHOXEMUMFOMUHECLIEHTHBIM METOZOM A1 aHA/IM3aTOPOB U MOy el MMMYHOXMMUYeckux cobas e (Elecsys Anti-TSHR cobas e
Jalyzers/ATSHR), BapunaHT ncnonHeHms 300 TecToB, B COCTaBe:

i. PeareHT ans npegsapuTensHoii 06paboTkn (ATSHR* PTR), dhnakoH, 06bem 4,0 Ma- 2 Wwr.;

P "
" LW f>
VvV . ,
hil Lor
\,f L]
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iop peareHTOB AN KOMMYEeCTBEHHOMO OMpefeneHns ayToaHTUTen K peLentopy TTI B CbIBOPOTKE KPOBU
/YHOXEMUIOMUHECLIEHTHBIM METOLOM [/ aHa/IM3aTOPOB U MOAYNen nMMyHoxummnyecknx cobas e (Elecsys Anti-TSHR cobas e
ilyzers/ATSHR), BapuaHT ncnonHeHus 300 TeCToB, B COCTaBe:

byep ana npegsaputesnbHoli 06paboTkn (ATSHR PTB), (nakoH, 06bem 5,0 ma- 2 wrt.;
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7fa60p peareHToB ANA KOIMYECTBEHHOIO OMpeJeNieHns ayToaHTUTen K petientopy TTI B CbIBOPOTKE KPOBM
JIMYHOXEMUOMUHECLIEHTHBIM METOLOM [/ aHaIM3aTOPOB M MOAYyNein nMMyHoxuMmnyeckmx cobas e (Elecsys Anti-TSHR cobas e
analyzers/ATSHR), BapuaHT ncnosnHeHus 300 TecToB, B COCTaBe:

4 bydep ans npeasapuTensHoi 06paboTkn (ATSHR PTB), dinakoH, 06bem 5,0 mn - 2 wr.;
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Bcero npoHymepoBaHo,

MPOLLHYPO[3aHO K

CKpern/eHo nevarbio
ANAucTa (oB)
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