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PeareHTbl B KacceTe A/19 KO/IMYECTBEHHOI0 OnpeAesieHNs aHTUTeN K
TUpeonepokcuaase MMMYHOXeMUNIOMUHECLLEHTHBIM METOAOM B CbIBOPOTKE
N Na3Me KPoBM Ha aHanmsaTopax U Mofy/iaxX MMMYHOXUMUYECKNX cobas e

(Elecsys Anti-TPO), B BapnaHTax ucrnonHeHusa Ha 100,300 TecTtoB
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'MIeHTbl B KacceTe [ANSA KOJIMYECTBEHHOrO OnpejesnieHNsa aHTUTen K TUpeonepoKcupaase
EMMMYHOXEMUTIOMUHECLLEHTHBLIM METO0M B CbIBOPOTKE U MasmMe KPOBM Ha aHanmsatTopax u Moaynsx
NMMYHOXUMUUeckunx cobas e (Elecsys Anti-TPO), B BapmaHTax ucnosiHeHnsa Ha 100,300 TecToB:

N PeareHTbl B KacceTe [ANA KOJIMYECTBEHHOr0 OMpefesieHnUs aHTUTen K Tupeonepokcupase
AMMMYHOXEMUTIOMUHECLEHTHBIM METOA0M B CbIBOPOTKE U N/1a3Me KPOBU Ha aHanmsaTopax u Mogynsx
"MMMyHOXxummnyeckux cobas e (Elecsys Anti-TPO Elecsys and cobas e analyzers/A-TPO), BapuaHT
"mcnonHeHuna Ha 100 tecto”™

Elecsys Anti-TPO

Elecsys and CUE

cobMtanalym re€ um

M

PeareHTbl B KacceTe 4119 KOIMYECTBEHHOI0 ONpejenieHna aHTUTeN K TUpeonepokcuiam
(MMYHOXEMUTIOMUHECLLEHTHBIM METOAOM B CbIBOPOTrKe U Mnsia3Me KPOBM Ha aHasm3aTopax
AYNAX UMMYyHOXumMmnyeckmnx cobas e (Elecsys Anti-TPO cobas e analyzcrs/ATPO), Bapunalu

[cnonHeHnA Ha 300
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LU
1 PeareHTbl B KacceTe A/ KOJIMYECTBEHHOro onpefesieHUa aHTUTen K THpeOI'IepOKCVI,L'J,aS(

MMMYHOXEMH/TIOMWHECUEH THbIM METOAOM B CbIBOPOTKE U MNj1iasMme KpOBW Ha aHa/lllaTtopax n Mmoayn4a:

[nMmmyHOxnMmnuecknx cobas e (Elecsys Anti-TPO Elecsys and cobas e analyzcrs/A-TPO), Bapua!
ncnonHeHns Ha 100 TecToB

Elecsys Antl-TPd

Elecsys and ICOWTENTI XK
cobas e analyzers |, s5m
IrEFl 06368590190 RL 9mL
R2  9mL
COBAS. COBASE
and ELECSYS are
trademarks of Roche
j Roche Diagnoetics GrmbH .
Mi SaalholerStr. 116 ||Vd|C€ >|’\2€X
0 XK 05 Mannheim
S Dietribubon in USA by, .
8 Roche Diagnoelcs. Ww:
| \Wibwyodr, IN 06368590190
I MadeinGemieny 002
]
cobas
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1 PeareHTbl B KacceTe A/ KOJIMYECTBEHHOro OMNpejesieHUA aHTUTeN K TUpeornepokcupase<
MMMYHOXEMU/TOMUHECLUEHTHBIM METOAOM B CbIBOPOTKE U MN1asMe KPOBU Ha aHa/IU3aTopax N MOoaynsax;

MMMyHOxuMndecknx cobas e (Elecsys Anti-TPO Elecs”~san”™”™oba”~""naljzersM-TPO), BapunaHT|
;ucnosiHeHnA Ha 100 TecToB

A-TPO

1, ] 06368590190

g~
04015630929702

54394101

S 202240371

(WJ] 2021-047
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N oL PeareHTbl B KacceTe [/ KO/MYECTBEHHOro OMNpeAesieHMs aHTUTeN K Tupeonepokcmnaas<
ANYMMYHOXCMUTIOMUHECLLEHTHBIM METOZOM B CbIBOPOTKE M N1a3Me KPOBM Ha aHanm3aTopax U Moaynss
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1. PeareHTbl B KacceTe ANs KO/IMYECTBEHHOrO OMpeAeneHns aHTUTeN K TUpeornepokKcupjase.
NMMYHOXEMUTOMUHECLEHTHBLIM METOIOM B CbIBOPOTKE M MNJla3Me KPOBWU Ha aHanmM3aTopax u Mogynsx,
nMmmMmyHoxmmmueckmnx cobas e (Elecsys Anti-TPO Elecsys and cobas e analyzers/A-TPQ), BapuaHTy

ncnonHeHma Ha 100 TecToB Ti
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P«ar*mTbl « Kacctre 19 KOMMYECTMHHOTO ONP«A«IAHNA BHTUTBA KTMP*ONsAPO«CMA*M
MMMYMPKAMMIFOMUHACUAKTMbBIM METOA0M a CbIBOPOTK™ U1 Nna3ma KpoBu Ha
aHanksaropax U Moaynsix HMMYbOXHMHYeCKHX cobas a (Eiactyi Anti-TPO Electyt and
coba» a analyzars/A-TPO). aapHaHT ncnonHeHusa Ha 100 TectoB

PerunctpauunoHHoe ygoctoBapaHe Ne P3H 2011/0170 ot

CpOK raguocTu Cbl Ha yrakoske

TemMnapATypa XpaHeHVs CM. Ha yrakoBKe

Homep rkrra cm. Ha ynakoeke

NpoTtaoaunTtens: «Mocbe Olagnosttca OwbW» (“Poww InarHoctnke Mm6X’ 1 Sandhofer
fttraaee 110, 40308 Mannheim, Oerttmny, lepmaHus

WNagenHe npegHa3HayvyeHo TONbKO ANS1 AUATHOCTUKMN B> VHro

YNONHOMOYEHHbI NpeAcTaaHTeNb NPON3BOAUTENSA Ha TeppuTopun P®;
O0v«ecTeo ¢ orpMMUeHHOA oTeeTcTaeHMOCTbM cPolu [inarHoctka P> (00O cPouu
~bdMiocTnka P A t), 107031. Mockaa, TpybHas nno(uagp. 4 2

Ten «7 4B5 229-6B-90. hakc *7 496 229-82-84

E-taa moecow recaplion2.diaOroche com

Kart. Homep 0434M001M
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PeareHTbl B KacceTe AN KO/IMYECTBEHHOIr0 OMpeAesieHns aHTUTeN K TUpeornepokcuaase
[MMMYHOXeMUTIOMUHECLLEHTHLIM METOLOM B CbIBOPOTKE U Ma3Me KPOBM Ha aHanm3aTopax n Mogynax
(ummyHoxummyecknx cobas e (Elecsys Anti-TPO Elecsys and cobas e analyzers/A-TPO), BapuaHT

EcnonHeHusa Ha 100 TecToB

A-TPO
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1. PeareHTbl B KacceTe [ANs KOMMYECTBEHHOr0 OMpeAeneHUss aHTUTEN K Tupeonepokcupaase
NMMYHOXEMUTIOMUHECLEHTHBIM METOLOM B CbIBOPOTKE M MJla3Me KPOBU Ha aHanm3aTopax U Mogynsax
nMmmyHoxmmmudeckumnx cobas e (Elecsys Anti-TPO Elecsys and cobas e analyzers/A-TPO), BapuaHT
ncnonHeHns Ha 100 TecToB
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]. PeareHTbl B KacceTe ANs KOJIMYECTBEHHOIr0 OMNpefesieHNs aHTUTeN K Tupeonepokcupjase|
{MMMYHOXEMNNIOMWUHECLLEHTHBIM METOAO0M B CbIBOPOTKE W MNJia3Me KPOBWU Ha aHanm3aTopax U MOAy/s:
[MMyHOXumMmuecknx cobas e (Elecsys Anti-TPO Elecsys and cobas e analyzers/A-TPQ), Bapua)

blcnonHeHna Ha 100 TecToB

Sft'- m

AB&: -j'wi
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Il. PeareHTbl B KacceTe [ANS KOJIMYECTBEHHOrO OMNpefefieHNna aHTUTeN K Tupeonepokcmnpaas<

(MMYHOXEMUTIIOMUHECLLEHTHBIM MeTOLOM B CbIBOPOTKE U M1a3Me KPOBW Ha aHannm3atopax v Mogynsm
[nmMmyHOXuMnyeckux cobas e (Elecsys Anti-TPO Elecsys and cobas e analyzers/A-TPO), Bapua]
lncnonHeHna Ha 100 TecToB
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PeareHTbl B KacceTe AN KO/IMYECTBEHHOT 0 ONpeAeieHNs aHTUTeN K TUPeonepoKcmnaas<
(MMYHOXeMUTIOMUHECLLEHTHBIM MeTO/0M B CbIBOPOTKE M Ma3Me KPOBU Ha aHanmsaTopax Ly

aynNax uMMyHoxnmmnydeckumnx cobas e (Elecsys Anti-TPO cobas e analyzers/ATPO), BapuaHl
1nclionHeHns Ha 300 TecToB)

llia 1 «ll

Elecsys Antl-TPO

cobas eanalyzers "7
P261.P272.P280
P313fP333
P362+P384.P501

I rEFI1 07026935190
EWNVN Ao

51 18.8 mL
COBAS. COBASE and R2 197 mL
ELECSYS are liademarks M 132 mL
of Roche.
j_ Roche Diagnoelice GmbH

L g%néjghggel{/l Sir. %1'6

- annheim
OisMbution in USA by: mvdl C €
Roche Diagnostics.
indanapous, IN |]]  d8oQrodie.coni
Made InGermany 02 ]

~Bech” cobas*
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I-I-|| 2. PeareHTbl B KacceTe 4N KOJIMYECTBEHHOI 0 OnpeaeneHna aHTUTeN K TUpeonepokcuaase
MMMYHOXEMUNTIOMWHECLUEHTHBIM METOAOM B CbIBOPOTKE U NasMe KPOBM Ha aHa/in3aTopax n

MoAyNAX UMMyHoxnmMmnyecknx cobas e (Elecsys Anti-TPO col”s e analyzers/ATPO), BapnaHT
ncnosiHeHna Ha 300 TecToB)

%

CO
CO
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2.

PeareHTbl B KacceTe 4719 KOJIMYECTBEHHOI 0 ONpejeneHnsa aHTUTeN K TUpeonepokcuiass
MMMYHOXEMUJTIOMUHECLUEHTHBIM METOAOM B CbIBOPOTKE U N1asMe KPOBU Ha aHa/in3aTopax l/I[~

MoAyNnAX UMMyHoxnmMnyecknx cobas e (Elecsys Anti-TPO cobas e analyzers/ATPO), BapunaH!
fucnonHeHuns Ha 300 TecToB)

Elecsys Anti-TPO

Ll \ 07026935190

For USA: IicoOMTENTi

R1 Polyclonal anti-TPO antibody (sheep) labeled
with ruthenium complex 1.0 m ~

R2 Biotinylated TPO (recombinant) 0.15 mg/L

M Streptavidin4X>ated microparticles 0.72 mg/hiL

RxonTy

001
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PeareHTbl B KacceTe 4151 KO/IMYECTBEHHOIO OrNpejesieHNss aHTUTEeN K TUPeonepokcmas
HUMYHOXeMU/TIOMUHECLEHTHBIM METOA0M B CbIBOPOTKE U MNnasMe KPOBY Ha aHanusaTtopax ul
AYNAX UMMYHOXUMUYecKnx cobas e (Elecsys Anti-TPO cobas e analyzers/ATPO), Bapu”
1CnonHeHns Ha 300 TecToB)

ATPO

\LLI \ 07026935190

04015630939626

, 55287201

2 2022412-28

2021-0M9

o

03
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PeareHTbl B KacceTe /19 KO/IMYECTBEHHOI0 onpefeneHsa aHTUTeN K TUPeonepoKcmnias<
IMMYHOXEMUTIOMUHECLEHTHLIM METOAOM B CbIBOPOTKE U MNa3Me KPOBM Ha aHanmsaTopax _
Imogynax HMMy'HOXHMH4ecKi«MANNgcsy™AntirPA oba™nalwm/ATPO)Mapiwir

—«  MYyL» *
n " oK

P*«r«kTbl m KKCtTe 4N KONHY*CTAKHHOIO OonpefeneHns aHTuTen K TmpeonepokeHaem
HMMYHOXEMWIMMWHECLLEHTHBIM ~ MeTOAOM B  CbIBOPOTKE W nNna3Me KpoBU Ha
aHanmMsaTopax U mMogynax MMMmyHoxumuudeckux cobas e (Eleesys Anti-TPO cobai a
analyzera/ATPO), BapnaHT ucnonHeHus Ha 300 TectoB
PermeTpaunoHHoe ygoctoBepeHne Ne
CpOK rofiHOCTU CM. Ha yraKoBKe
Temne(ATypa XpaHeH!sl CM. Ha yriakoBke
Homep nota cm. Ha yriaxkoeke

1% MNMpoussogutens: «Roche Oiagnoitka OTbH> ("Pow AuarHoctuke Twm6X"), Saodhofer
Strasse 119,91308 Mannhetnv Oermany, lepmaHus
Pasy. M3penve npegHeaHayveHo TONbKO ANSA ANArHOCTUKM In vttro
' YNOAHOMOYEHHbI PeCTeBHTENMb NPON3BOAUTENS Ha TeppuTopun Po:

O6LUeCTBO C OrpaHvMyeHHoli OTBeTCTeemMmMocTbio «Poll AvBrHoctvxa Pyc» (000  «Polu
[OvarHoctvke Pyc»), 107031, Mockea, TpyBHas niowagp, 4 2

Ten »7 4952297-99. dpakc: *7 495 229-02-64

E-TaK moecow rao”>Hon2_dieQrocne com

Kar. Homep 07029939190

oT
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f 2. PeareHTbl B KacceTe A5 KO/IMYEeCTBEHHOIO ONpeAeneHns aHTUTeN K TUpeonepokcnaase
NMMYHOXEMUTKOMUHECLEHTHBIM METOAOM B CbIBOPOTKE W Ma3Me KPOBU Ha aHanmMsaTopax u
AMOLYNAX UMMYHOXMMUYeckux cobas e (Eiecsys Anti-TPO coba™”™nal”~zers/ATPO/

1ncnonHeHna Ha 300 TecToB)

Elecsys

| t
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2. PeareHTbl B KacceTe /19 KOJIMYECTBEHHOI0 ONpefenieHNsA aHTUTeN K TUPeonepoKCugEse|
NMMYHOXEMUTOMUHECLEHTHLIM METOLOM B CbIBOPOTKE U Njia3Me KPOBWU Ha aHanm3aTopax v
MOLYNAX UMMYHOXUMnydeckux cobas e (Elecsys Anti-TPO cobas e anaiyzers/ATPO), BAnam-/i
ncnonHeHust Ha 300 TecToB)

ATPO
07026935190

rT

T a

DEO

55287201

S M

2022-02<28

01
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2. PeareHTbl B KacceTe A1 KO/IMYeCTBEHHOI0 OnpeaesieHNa aHTUTeN K rupeonepokcmaase|
NMMYHOXEMUTIOMUHECLEHTHLIM MeTO/J0M B CbIBOPOTKE W N/ia3Me KPOBM Ha aHanmsaTopax M1

MOLYAX UMMYHOXUMUYecKnx cobas e (Elecsys Anti-TPO cobas e analyzers/ATPO), BapuaHT!
ncnosiHeHUA Ha 300 TecToB) S

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



2. PeareHTbl B KacceTe A/11 KO/IMYECTBEHHOT0 ONpeaeNieHNss aHTUTEN K TUPEONepoKcmaas<
MMMYHOXEMUNIOMUHECLLEHTHLIM METOOM B CbIBOPOTKE U Ma3Me KPOBM Ha aHanuM3aTopax

MOAYNAX UMMYyHOXMnyecknx cobas e (Elecsys Anti-TPO cobas e analyzers/ATPO), BapuaH!
ncnonHeHusa Ha 300 TecToB) nool-
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No J0BepeHH'
0T 04.02.2021

Bcero npoHymepos
NPOWHYPOBAHO U >
CKpenneHo neyaTb..

A nucta (o))



