dororpadputeckne K300paxenns

«Habop xanuGpaTopos Ajis KONHIECTBEHHOro ONpefeIeHUN PaKoBore anTurena 125 (CA
125) aMMyROXeMHAIIOMHHECIICHTHLIM METO/IOM B CHIBOPOTKE H HJIa3Me KPOBH Ha
AHANH3ATOPAX H MOAYISX HMMyHOXHMH4YecKHX cobas e (CA 125 IT CalSet II Elecsys and
cobas e analyzers)»

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHIA



[lanbpaTopoB  ANA  KOIMYECTBEHHOrO  OMpefenieHnss  pakoBoro aHTureHa 125 (CA  125)
AMAKeMUTIOMUHECLIEHTHBIM - METOOM B CbIBOPOTKE W TM1a3Me KPOBW Ha aHa/imMsatopax U Mogynsax
yiinyHoxmmmdeckmx cobas e (CA 125 11 CalSet 1l Elecsys and cobas e analyzers)
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IHOpaTopoB I8 KOJMYECTBEHHOrO  OnpejeNieHHs pakoBoro aHtureHa 125 (CA  125)
AMOXCMHITIOMHHECHICHTHBIM METOJOM B CBIBOPOTKE M fula3Me KPOBH Ha aHAIM3aToOpaX H MOAYJAX
goxHMHueckux cobas e (CA 125 11 CalSet 11 Elecsys and cobas e analyzers)
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MN[TA0paTOpoB A1 KOJIMYECTBEHHOrO  OnpefesieHMs  pakoBoro aHTtureHa 125 (CA  125)
;E?XEMWTIOMMHECLIEHTHBIM - METOZIOM B CbIBOPOTKE M M/ia3Me KpPOBWM Ha aHa/msartopax W MOAYNsx
~soxmummnyeckmx cobas e (CA 125 1l CalSet 1l Elecsys and cobas e analyzers)
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A0paTopoB  A4/11  KOJ/IMYECTBEHHOIO  OMpejesieHns  pakoBoro aHTureHa 125 (CA  125)
Y MUWTIOMUHECLIEHTHBIM  MEeTOLOM B CbIBOPOTKE M TMJla3Me KPOBW Ha aHa/iv3aTopax W  MOLYNSAX
~Axummnyeckux cobas e (CA 125 Il CalSet Il Elecsys and cobas e analyzers)
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papatop 1(CA125 Il Cal I1l), ¢pnakoH o6bem 1,0 Mmn (2 wrT.)

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



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

KK



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

w T TN\T

10899rB8LL K-ro-ertwo”™
loroeold uivoiiszivo



LI ASAVARS

CA12StICaUi2 07030207 S
820234)2-23 LLI5078e501 *

AN lwTWwTa m

f

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



a co wrpux-kogom (12 wr.)
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fKLI,I/IFI no NPpUMEHEHNIO

[0,%:73(e0 2%

CA 1251 CalSet I

npoGu B cnyyait Ha N(»K KOHTaKr, cnassaiiTa AWpBKTaBUre Ha OTTOBOPHWUTE
30paBHM arlacTM.

TO3M [JOKYMEHT NoKa3sa kofia Ha Npo/yKTa 3aafHo
CbC CLOTBBTTWA BBP<""Y ?2 11?2 na u3tatute 1031 JOKYMEHT.

Mona, oTMaeTe Ha 1Ma TakaBa, HUKost
CaiiTbT nokassa Ko/, Ha NpoAyKTa. AKO HHMaTB

3a 4a NoyMTe J0KyMEHTa BB3r/Bmvo.

Eeitkeel
Ettevaatusablndud {aholatused

In vitro Keigi
“avaatusabin6usicl.
Infeklsioossedv6imikfDbiotoogilisediddtrned:
Hoetus! Kasitseoe iaatmekj potenlsiaalseK btokxMiltsett ohthku nraterialina.
jaatmete Mvitamisei ffirgige heaks kidetud laborijuhiseid |e -protseduure.
Ksekkooneohud*
Ohutu hfivitamise tagamiseks jfirgige kSki kohalikke asjakohaseid
futrnekdillusnducteid.
Prolessionaalsetele kasutajaleie on telimisel kSttesaadavad
ohutusser*kaaM.
USA jacks: Ettevaatust FocJeraalseaduse alusel on selle toole muOk lubalud
ainutt aiati poott v6i arsti korraldusei.
tOynblel sisaWab komponente. mida klassifitseeritakse kooakWw Euroopa
Parlamendija nduko®J m adrus” (EU) nr 1272/2008 jargmieek:

<t>

OALB
H307 Vbib priustada allergilist nabareaktsiooni.
H412 Otitkk veeorganismidete, pikaajaline toime.
Ennatamina:
P261 Vattda tolmu/5uitsu/gaasiiudu/auruMujgtittud aine
p273 Vahida sattumist teskkonda.
P28Q Kanda kaitsekindaid.

Reageertmine:

P3334P313  Hhe’nrtuse\6i ibSoe tedTted: plorAirfa
PX%2+P364 \Qtai

K&rvaMamine:

ANTMAN ¢ MR) rbhealkekidktudi

Toote ohutusmargetus jarg i EL-i GHS iuhiseld N
aktteie kxi: kok nigid; +47°1-7590. USA; 1

medrtsmttMaOny"M iuavafcli®
Kuna Okalite stirnism eew 272?558 S~ A

ettevaatusabmOud nagu patsiendiproovtiToSTruS
tuieb iirgida vaetutavate
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GO)es'

tekwWmisi kftkide reaWivide ja proovimatafpli tiupKle puhiri
kalt*orid |a kontrolid).
JJwtodltoleh*! atlalaadimtna
WNaeBaBn *ir "
®V® aadimiB

i(uvab kak
N

ks MiMBEpciin aadrei«>ftdatog. TOd».ttm .
A4 viimaluse koffal niiBarow
on samuti kg Wit LU 6LLI LLI /T jaoks. tatemebuhaa ~ _
pll Hoe iDtiiB itkumnnrtisaamiseks Roche purtondfiku

Uetuvhj

Ataargumo prikknon4tir 18p6))Tal
Skirtss naudoti in vHro (bagnostikat frrniirnloi priilifirmnii ipirialhiarm

ataanjunopmonH), butinfMLwa >x¥eax tatrfiinrtirw

Infekcinte ir mtkrobiologinee atiiekos:

Ispbjimes: su auietomw dKbkna kach eu potangiaiiaiNirilmiMitBi va y ¢ 4 oava
mediiagotna. Atkekas H

proceduras.

PavojusapSnkar s s
EBiiiMiiiwnmu

saugij elinini*

Saugosduomem”

Skirts MY;0EM£810 :

gydytojui arba gydy«i»eisynmu.

Siame rinkinyje yiu lyaiilaM wai(. kune pegai raglatony (EB)Mr.20BBH2E

sWrstomiiSiaa

<>

Ypdymea

H317 Qalisukaiti aiegB%odos reata%

HA12 Keraeanga vandens opaaneTassnliia
pBLUrnG.

PremncQa:

P261 Stangtisn e jlw ip IH ~g W in ju iliijijfiillii* p i# *

po73 Seugoti KBV i

P280

Veikermel, kuriq relkla Intla:
P333tP3I3  Jtipmlii3inam«=d««6Hv6"
P362 +P3W  NuswMWi uiferiins dratwii** eskafcfi phed
SaHninat: icHKAD
P50L Toapythl? apw

ESO

Sewiept!!I"5t

«uMiaiymo.

Elecsya and cobm * anal)a«e



Bcero npoHyMepoBaHo,
MPOLLHYPOBAHO W
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