doTorpaduryeckme n3obpaxeHns

TecT Ha myTaumm cobas PLK3CA Mutation Test a/19 Ka4eCTBEHHOI0 0OHapY>XeHUS n
naeHTUMKaumm 17 mytaumii B ak3oHax 2,5, 8,10 1 21 reHa KaTanMTUYeCKOi
cyobeanHMLbI anbda pocho-nHo3nTNA-3-knHasbl (PIK3CA) B AHK metogom MLP B
peasibHOM BPEMEHW ANA UCMOoJsib30BaHMA B cucTeme cobas 4800 ona anarHoOCTUKM in
vitro, B cocTase

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Tecr im myTaummn cobas PIK3CA Mutation Test and KaueCTBEHHOro O6HapyXeHus n uaeHTugpukauum 17
M\ laum'i a x30Hax 2, 5. 8, 10 n 21 reHa KaratHTHVECKOH cy6beanHunubl anbda (hocho-nHO3NTUA-3-KNHa3bI
(Pru3( A) B AHK metogom TLIP B peasbHOM BpeMeHW AN1A UCMONb30BaHUA B cucTteme cobas 4800 ans

[/LMoe lvku in vitro, B cocTaBe (06WuiA BMa)

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



MacTtepmukc PIK3CA MMX-1 Bo (hriakoHe, 06bem 0,48 mn, 2 Wwr.

I~ numn.,:L

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



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



MacTtepmnkc PLK3CA MMX>1 Bo (hnakoHe, 06bem 0,48 mn, 2 Wr.
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M | VH>
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MacTtepmukc PIK3CA MMX-2 Bo (hnakoHe, 06bem 0,48 mn, 2 L.

19003327001
AMM X2

“ane®

O
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MacTtepmukc P1K3CJ/1 MMX-2 Bo (hnakoHe, 06bem 0,48 mn, 2 .
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MacTtepmukc PIK3CA MMX-3 Bo (hnakoHe, 06bem 0,48 mn, 2 T
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MacTtepmukc PIKOCA MMX-3 Bo (hnakoHe, 06bem 0,48 mn, 2 WT
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MacTtepmukc PIK3CA MMX-3 Bo (hnakoHe, 06bem 0,48 mn, 2 WT
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f[ Auetat marHns MGAC Bo (hnakoHe, 06bem 0,20 M, 6 L.
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Aunerar marana MGAC Bo dnaxone, 06seM 0,20 M, 6 mrT.
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-fj MyTaHTHbI KOHTPONb PIK3CA MC Bo hnakoHe, 06bem 0,10 mn, 6 wr.
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MyTaHTHbI KOHTponb PIK3CA MC Bo thnakoHe, 06beM 0,10 m#, 6 L.

‘camc

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



MyTaHTHbIN KOHTpPoNb PIK3CA MC Bo thnakoHe, 06bem 0,10 mn, 6 wr.
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VHhopmaLynoHHaa KapToyka, 1 wr.

a7

HiAi
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cobas* PIK3CA Mutation Tt
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cobas® PIK3CA Mutation Test

PIK3CA

ctobas*

TecT Ha myTauum cobas PIK3CA Mutation Test agns Ka4yecTBEHHOr0 OOHapPYXXeHus U naeHTUuKaumm 17
MyTauuii B ak3oHax 2, 5, 8, 10 n 21 reHa KaTaMTUYECKON CyObeanHULbI anbta Poctho-nHO3NTUA-3-K1Ha3sbl

(PIK3CA) B AHK wmeTogom TLP B peanbHOM BpeMeHW NS WCMOJSib30BaHUA B cucTeme cobas 4800 ans
[LMarHoCTUKM in vitro, B cocTaBe (MapKMpoBKa)
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PIKSCA MMX-1 2x048 mL

PIK3CA MMX-2 2x048 mL
PIK3CA MMX-3 2x048 mL
MGAC 6x0.20 mL
PIK3CA MC 6x0.10mL
DNA SD 2x35mL

TecT Ha myTauum cobas PIK3CA Mutation Test And KayeCTBEHHOro OGHapy>XeHUs U ugeHTUgukaymm 17
MyTaumii B 9K30Hax 2, 5, 8, 10 1 21 reHa KaTa/IMTUYeCKON Ccy6befMHMLbl anbda Pocho-NHO3UTUA-3-KUHA3bI

(PIK3CA) B AHK wmeTogom TLP B peanbHOM BpemMeHW AN UCMO/b30BaHMA B cucteme cobas 4800 ang
[AMarHoCcTUKM in vitro, B cocTaBe (MapKNpOBKa)
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P/N: 07003986190

TecT iia myTaumm cobas PIK3CA-Mutation Test onsi Ka4eCTBEHHOr0 06HapyXXeHuUs U uaeHTudmKauun 17
MyTauuii B 3k30Hax 2,'5, 8, 10 1 21 reHa KaTaMTUYECKO cyobeanHULbI anbha Poctho-MHO3NTUA-3-KNHA3bI

(P1K3CA) B AHK wmeTogom TLP B peasbHOM BpeMeHW AN WMCMOJSib30BaHMA B cucTeme cobas 4800 ang
[AMarHoCTMKM in vitro, B cocTaBe XMapK1MpoBKa)®
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Roche Dmgnoetics ~chweix) AG Roche Diagnostics Roche Diagnostics

tndustriestraeee 7 2, Avenue du Vercors 9115 Hague Road

6343 Rotkreuz, Switzerland 38240 Meytan, France Indianapolis. IN 46250-0457 USA

Roche D«grK)«ics GmbH Distributore in Italia: (ForTechr/]\lcaI Assetsnce cal the
- - Roche Re”xmae Cemar

SendhoferStruee 116 Roche Diegnoatics S.pA toll-free: 1-800-526-1247}

68305 Mannheim, Germany 18eleG. B.ShJcchi 110 ;

Roche Dgnoatics. SL 20052 Monza. Milano, Italy

Avda. Generaktat. 17M73 Qistilbuidor em Portugal;

E-oei74 Sant C u” del Vaitte Roche Siatemas de Diagnbsticos Lda

Barcelona. Spain Estrada Nacionel, 240-1

Roche DiagiKtsbcs 2720-413 Amedora. Portugal

201. boulewd Armand*Frapp<er Roche Diagnostica Brasil Ltda.
H7V 4A2 Laval Cblbec. Canada 4*_ Engenheiro BiUmgs, 1729
(For TedvRcal Assistance cat. Jaguar”. Building 10

Pour touie assistance techniQue. 06S1-010SA0 Paulo. SP Brazil
appeier le 1-677*273-3433)

COBASiiatradeTiiaituMRoche. w2017Roche Moiecutar~"tems, Inc

TecT Ha myTauum cobas PJK3CA Mutation Test gna KaueCTBEHHOT0 O6GHAPYXeHUs U maeHTUmMKaummn 17
M>Tauuii B ak30Hax 2, 5, 8, 10 n 21 reHa KaTannTuM4eckol cybbeanHULbl anbda Pocdo-nHo3nTLL-3-KnHa3bI
(PIK3CA) B AHK meTtogom TLLP B peanbHOM BpeMeHM ANs WUCMONb30BaHUS B cucTeme cobas 4800 gns
AMarHoCTUKM in vitro, B cocTaBe (MapKUpOBKa)
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LA v an--r>nln e elint

locT Ha myTaumm cobas PIK3CA Mutation Test g1 KayeCTBEHHOr0 O6GHapyXeHUs U uAeHTupuKaumm 17
M>Tauuid B 3k30Hax 2. 5, 8, 10 1 21 reHa KaTtaMTUYeCKOn CybbeanHMLbl anbda Poctho-MHO3UTUL-3-KNHA3bI
(PIK3CA) B AHK meTogom TLP B peanbHOM BpemMeHW ANsi UCMOMb30BaHWA B cucTteme cobas 4800 ans
[OMarHoCTMKM in vitro, B cocTaBe (MapKuMpoBKa)
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Bcero npoHymepoBaHo,

NPOWHYPOBAHO U

CKpenneHo neyatblo
nuncta (oB)

1o J0BEPEHHOCTM
0t 04.02.2021
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