dotorpaduieckne H3obpakeHHs MeAHIHHCKOTO H3/Ie/IHS

[aGop xannGpaTOpOB AJA KOJHYECTBEHHOrO ONpeeIeHHs pakoBoro anTurena 15-3 (CA 15-3)
B CHIBOPOTKE H IJIa3Me KPOBH HMMYHOXeMHIIOMHHECUCHTHBIM METOOM HA AaHA/IH3ATOpax H
mMoxyasix aMmyHnoxuMuvYeckux cobas e (CA 15-3 I CalSet Elecsys and cobas e analyzers)

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3REM



| 60Op OKMMOPOTOPOB ANSA KOMMYECTBEHHOrO OnpeaeneHnUs pakoBoro aHtureHa 15-3 (CA 15-3) B
CbIBOPOTKE M Mna3Me KPOBU MMMYHOXEMWUTIOMUHECLLEHTHLIM METOA0M Ha aHanmsaTopax U Mogynsax

[Mmn HoxMmmueckunx cobas e (CA 15-3 1l CalSet Elecsys and cobas e analyzers) (o6wuin BUn"% I
)
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téop KanubpaTopoB A/ KOMMYECTBEHHOro onpefeneHUss pakoBoro aHtureHa 15-3 (CA 15-3) B
[BOopoTKe M nnasme KPoOBM UMMYHOXEMWUTIIOMUHECLEHTHbLIM MeTOLOM Ha aHanusatopax U MOAynax
[MyHOXMMUueckmx cobas e (CA 15-311 CaiSet Elecsys and cobas e analyzers): Kanu6patop 1 (CA15-311

[all)*nakoH"6benN” 9 9

mrll
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Mitéop kanubpaTopoB AN KOMMYECTBEHHOrO onpefefieHWs pakoBoro aHtureHa 15-3 (CA 15-3) B
CbIBOPOTKE M MNasMe KPOBW MMMYHOXEMUMIOMUHECLLEHTHLIM METOJ0M Ha aHanusaTtopax W Moaynsx
HMMYHoxMMn4yeckmx cobas e (CA 15-311 CalSet Elecsys and cobas e analyzers): Kanmbpatop 2 (CA15-311

Col2). (hnakoH, o6bem 1,0 MK
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Lop KanubpaTopoB ANSA KO/MYECTBEHHOrO orpefeneHMa pakosoro aHtureHa 15-3 (CA 15-3) B
/aBIOPOTKE U nnasme KPOBU UMMYHOXeMW/TIOMUHECLUEHTHbIM MeTOAOM Ha aHanmMsatopax U MoAaynfax
noayHoxmmmueckmx cobas e (CA 15-3 Il CaiSet Elecsys and cobas e analyzers): KapTa co wtpux-kogon™

CA153II
CalSet

Elecsys
and cobat e analyzers

03045846 337
Ll 484771

ARodM~” 01
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,|abop KanunbpaTopoB ANS KONYECTBEHHOrO OnNpefenieHUA pakoBoro aHtureHa 15-3 (CA 15-3) B
{bIBOPOTKE U Nsa3me KpPoOBU MMMYHOXEMWU/TIOMUHECLEHTHbBIM METOLOM Ha aHanus3atopax U MoAynax
1Bununz™oxummyeckux cobas e (CA 15-3 11 CalSet Elecsys and cobas e analyzers): JINCT cO WUTPUX-KOAOM
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/)bbop KanubpaTopoB A/19 KO/IMYECTBEHHOro onpegeneHnUs pakoBoro aHtureHa 15-3 (CA 15-3) u
"\LIJCDpOTKe N nnasme KpPoBWM MMMYHOXEMW/IIOMUHECLEHTHbIM METOAOM Ha aHanms3aTopax U MOAY/Ho
miounoxnmuyecknx cobas e (CA 15-3 N CalSet Eiecsys and cobas e analyzers); 3TuKeTKu 414 (pa1akoHOB

CA53IGHL BYES6 B CAL3IGL @86 S CA3ICGIl (BEB6 5

S P13 LLI BH7I0L 8 PHILDA BTN

2 ZBVEDM BTO0LA d
1210437484771 1210436484771
lZlVV3949f;;;1210439 3331210437 3331270435

CAIS3NCIL  (BYEB6 B CAGIAL (BYERH S
CAIS3HAL  (BYERD 2

2 ZPHIEDM BH7OLN 8 APLILDM BF7IOLA
S MM BI7OLA - =

I I 1210!4484771

1210436484771

3331210436 3331210434

CA15-3liCal2 02045846 S

CA15-3HCal2 03045846 3 S 20211130 m 48477101 A

CA15-3lCal2 03045846 2 2 2021-11-30 m 48477101 ~

S 2021-11-30 W 4841101 ~

CAIM IlICaC 03045846 S

CA15-3lICal2 03045846 2 2 202M1-30 w 48477101
2 2021-11-30 m 48477101

CA15-3lICat2 03045846 2
2 2021-11-30 W 4841101 ~ !
1:38<61434771

3332238261
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MAPKHPOBKH MEHIMHCKOTO H3AE/INA HA PYCCKOM A3BIKE

p xansGpaTopoB AN KOIHTECTBENHONO OHpeAc/ieHns paxoporo anTurena 15-3 (CA 15-3) B cuiBopoTke W
€ KPOBE AMMYEOXEME/IIOMEHECHCHTELIM METOAOM HA AHANHIATOPAX N MOXY/ISX AMMYHOXHMEYECKEX cobas
¢ (CA 15-3 Il CalSet Elecsys and cobas ¢ analyzers)

Hatop xaanbpaTopos ANA KNINYECTBEHHOTO ONIPEACACHRS paKonoTo sHTHrena 15-3 (CA
/| 153) B CHIBOPOTKE H TASIME KPOBN MMMYHOXEMHAIOMHHECUEHTHLIM MCTONOM HA
/ SHARMIATOPAX W MORYASK MMMYMOXuMH4eckHX cobas e (CA 15-3 II CalSet Elecsys and

cobas ¢ anzlyzers), s cocrane:

KanuGparop | (CA15-3 11 Call), gnaxon, o6vem 1,0 Mn — 2 mir.;

Kaanbparop 2 (CA15-3 11 Cal2), naxon, o6uem 1,0 ma—2 wir,;

Kapra co wmpux-xoaoM — | wr.;

JIueT co nITpHx-KOAAMY ~ | IUT.;

ArexeTkn ana gaakoros - 12 wr.;

. HRCTpYyX1ma no npHMEHEHIIO,

Perucvpaunonnoe yaocronepenue MP3H 2022/17674 o

Cpok rogHOCTH CM. Ha YAAKOBKC

Temueparypa Xpasetiis CM. Ha yNaxoske

Homep xota cM. Ha ynakoske

Anturena x BUM 1, 2 u supycy renamivs C n HBsAg orcyrcTayor

Mpoussoaurenn: «Reche Disgnostics GmbH» ("Pom [Auarnocrmxe I'mOX"),
Sandhofer Strasse 116, D- 68305 Mannheim, Germany, Fepmanus

Hazexse DpeanasHAYEHO TOALKO ATR ANATHOCTHEKA in vitro

YnoaHomMoueHHMH  MPeACTABHTEIL  MPOMIBOAWTENN  HAa  Teppwropns PO
Ofwecteo ¢  orpaunucHHoll  oreercraensiocTsie  «Powr  [uarnoctuka  Pyo» (000
«Pom Jlmarnocruka Pycr), 107031, Mockea, Tpybuas wnowans, a2 Ten: +7 495
229-69-99, daxc: +7 495 229-62-64. E-mail: moscow.reception_dia@roche.com

SrhwLN=

Kar. nomep 03045846122
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'apKMPOBKa KaPTOHHOI YNaKoBKM MeAULMHCKOTO U3AeNNs

Ha6op KanubpaTopoB AN KONMYECTBEHHOIrO onpeAeneHns pakoBoro aHTureHa 15-3 (CA 15-3) B CbIBOPOTKe U1
nnasmMe KpoBv MMMYHOXEMWUKOMUHECLLEHTHbLIM METOLOM Ha aHanms3aTopax M MOAYNAX UMMYHOXUMUYECKUX
cobas e (CA 15-3 Il CalSet Elecsys and cobas e analyzers)

CA15-3ll CalSet

H317

Elecsys and P261.P272,P280 j
P501 ~
REF 03045846122 CONTENT A b
Call 2x1.0 m|
Cal2 2x1.0 ml ESS
COBAS. COBASE LLI
trademarks of Roche
Roche Diagnostics GmbH
Sandhofer Str. 116
D-68305 Mannheim
§ Distribution in USA by: C €
| Roche Diagnostics, IVD] 0123
| Indianapolis. IN , ‘
| Made in Germany 02 [P g dialog. roche.com
~Roche” cobas
BepxHAs CTOpOHa KapTOHHOM yNakKoBKM
CA 15-3Il CalSet I]'El (240)03045846132
fio fI (10)00000000
ForUSA: CONTENT 2 20004)141
Call CA 15-3 (human) ina human
serum matrix 20004)14)1
Cal2 CA 15-3 (human) in a human [c W (01)04015630918225
serum matrix
Rx only o4 "FOCHE"

BokoBasi CTOpoHa KapTOHHOI YNaKoBKM
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JapKnpoBka KOMMOHEHTOB MeULUMHCKOro 1U3genmsa

Habop KannbpaTopoB ANA KOMMYECTBEHHOIO onpeaeseHns pakoBoro aHTureHa 15-3 (CA 15-3) B CbIBOPOTKE U
nnasMe KpoBu MMMYHOXEMWTIOMUHECLEHTHBIM METOLOM Ha aHanM3atopax v Mogynsax UMMYHOXMMUYECKUX
cobas e (CA 15-3 |11 CalSet Elecsys and cobas e analyzers)

1. Kanubpatop 1 (CA15-3 Il Call), pnakoH, o6bem 1,0 M - 2 wr

a

2. Kannbpartop 2 (CA15-3 Il Cal2), pniakoH, o6bem 1,0 M - 2 Wt

01 oL
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Bcero npoHymepoBaHOo,
NPOWHYPOBAHO K
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