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«Habop KanmbpaTopoB A1 KOSIMYECTBEHHOIO OMpeaeneHns 06LWwmux aHTUTen
IgA/IgM/1gG K SARS-CoV-2 B CbIBOPOTKE U M1asmMe KpoBu
NMMYHOXEMUTIOMUHECLEHTHBIM METOA0M Ha aHanm3aTopax U Mogynsax
NMMYHOXMMUYeCcKUux cobas e (CalSet Anti-SARS-CoV-2 S cobas e analyzers)»

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHIA



Habop kannbpatopoBs Ans KOANYeCTBEHHOrO onpegeneHns obuwinx aHtuten IgA/IgM/IgG kK SARS-CoV-2 B CbIBOPOTKE
nnasve KpoBM MMMYHOXEMWIHOMUHECLEHTHLIM METOLOM Ha aHanu3aTopax v MogynsaxX UMMYHOXUMMYECKMX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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Habop KanmbpaTopoB A5t KoNIMYecTBEHHOr 0 onpegeneHns obwnx aHtuten IgA71gM/IgG K SARS-CoV-2 B CbIBOPOTKE U
nnasmMe KpoBuM MMMYHOXEMUTIOMUHECLLEHTHBIM METOLOM Ha aHanmsatTopax U Moaynsax MMMYHOXMMUYECKMX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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Habop KanmbpaTopoB Anst KoSIMYecTBEHHOr0 onpeaeneHns obwunx aHtuten IgA/IgM/1gG K SARS-CoV-2 B CbIBOPOTKE U
nnasMe KpoBu MMMYHOXEMUTIOMUHECLLEHTHLIM METOAOM Ha aHasm3aTopax U Mogynisax MMMYHOXUMUYeECKKX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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Habop KanmbpaTopoB 471 KONIMYECTBEHHOr 0 onpegeneHns obwimx aHtuten 1IgA/IgM/1gG kK SARS-CoV-2 B CbIBOPOTKE U
nnasmMe KpoBM UMMYHOXEMUTIOMUHECLLEHTHLIM METOAOM Ha aHa/iM3aTopax U MOAYNAX UMMYHOXMMUYECKUX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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ACOV2S Cal2 09289291 S
g 2022-10"1 Wl 62268801
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KapTa co wrpmx-Kogom - 1.
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versiooni. mis on samuti S in

Lietuviq

Atsargumo priemones Irjtpijim al
phijjejiaudcrtiin vitro diagnostikai

bCtiny dirbam su visais teborator"os

Nr. 2000/1272

Ispejimas

H317 Gall sukeW aiergin; odos reakci”.

Prevenc’r

p261 Stengtis nejkvdpti dulioo/dwng/d"t"Wko/gani/aero®
p272 U2t8rSt4 “"g'bo drabuily nega&na iinsii i5 dartjo veioe.
P200 Minr*b apsaugines ptrStines.

\Efkanbl Aurgreikh W »:
P333+ P313  JelBU SLPcfirginama oda arba H fSheria: krelptts j gydyloj”.

PSS2V/PhS4  Nusivtk» utierSius drabutiua ir i&skabli prioA vOf apsNeihant.
odlyfre

P50A (thnA pyW ftpitli (iISmesli) j patviriirt| atlieky Salinimo

ProduW4 sauQumo tymjimas parengtes vadovaujantis ES GHS gaifbmis,

17428-S7 JAV:
\M&* brogaus GRUIDATwdiaaa tari biNolaikoma DotencelBi
PartMias praer'to
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Atbrivojoties no atkrttumiOTi, jdievdro vietgjie noteikumi.
Pdc pleprasliuma profesiondliem liatotijiem ir piaejama drodibas datu lapa.

ASV: Uzmanibu! saskapS ar fedordlajiem tissibu aktiem Soiarfci i atfauts
mm-|jpjjg yg) Of*g{2 itkoumu.

iar Raguki (EK)

Bridinjums
Ha17 VarizraM | alargitku Adaa raakciu.
Noviriana:
P261 lzvainbea ieeipot
pLakud ysL1ue/bitn]LLe/ 12 narojmvalarmii(bria)aron.
p272 Piaairt; dart» apdSrbu neiznaat Arpus darba (elpam.
P280 tzmantol aizsargctmdua.
Raat(cla;
P333+P313  ja rodas &daa iekaisume vai izaitulW; ludziat mediku
paRctzlbu.
P362 + P364

. piesinjoto apiiérbu un pittr» atkirtotas liatoSartas
izmezgat

Atbrivoiartia no atkritum iaffi:
P501 A f'"fy»satufaltvertrw apstiprinataalkn”
izmcinaSanas ia k Irtl

Produkta (froSibes markerume atbilsrES GHS ptasibim .

Kontakttinjrus' vis&m vawnv, +A»"2[1-75b0. AS': VV S y*S 61Z*

Via» no ahreka fiem ti paraugiir uzskaiamiparpoleno&iirtetooziem . Vei
matenakK, kas ie " ti no citvNe asintm, ir sagatavotilkainoindm duaiaii*A
parbauditu donoru asinim, kas tika testetas, un tesla rezuHSti  negatWi
atlieciba pretHBs” un HCV un HIV antivietim . TestSSanasmetodas
izmantotas analizes. kuras irapstipnn”si FDA (ASV Fadetild zSju a“enl&ra)
vai kuras etbilst A saratetam Eiropas (“kttvas 98/79CK HApieikumi.
Anti-SARS-CoV-2 saturoSais serums, ko izmarrto kS kaibratofa maferiSfu, tika
inaktivdta, 30 minutes karsAjot56 *C /ench eralll .

16 ka neviena inaktiveSanas vat testSSanas melode nevarplnigi izsargit no
infekc” riska, armateriSKem j*rb o ja s tikpatuzmant” kd ar peknenk!
paraugiem. NoptOdes gac*umijfiseko viet#} vesaibas iestUu
noradijumiem.

Nepiejai*at putu veidoJanoa nakfida veida re errios un paraugos (paraugos,
kaibratoros un kontrolmateridlos).

Metodas tapaa lejupieiide
RSmili 5idokumenta augSpusS ir norSdits produWa kods kopiaraltiecigl

W ISeK S *S o dokumentu, todzu,apmaW *v i* cftalog.ro*.com.
Viatne ir norSdita Sait radzam$ varsija va ad. ja tSda ir

produkia kodam atbiteto§a raunSka v, - te j
pycckuii
NpeAoCTOPOXKHOCTY U NPaaynpPMILOHHSA
niM f) vitro auarHocTukw.

00bl4HbIE Mepbl npasocropomocm Heo6XoAMMble npu padote
Co06;"K"ropHbl MU peeren”

10rmySnpocy,
nuMnunB: dege

TO/1bIKO EPEHOM WK MO »0 YKa3aHWHO. FAMAGXY AEHHOTO

cobMm ¢ enalyzen



Habop KanmbpaTopoB AN KOAMYeCcTBEHHOr0 onpegenieHnsa obwmnx aHtuten IgA/IgM/1gG kK SARS-CoV-2 B CbIBOPOTKE U
nnasMe KpoBuM MMMYHOXEMUTIIOMUHECLLEHTHLIM MeTOA0M Ha aHasm3aTopax U MoAy/IsaX MMMYHOXMMUYECKNX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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Habop KanmbpaTopoB Anst KoiMyecTBEHHOro onpegeneHns obwnx aHtuten IgA/IgM/IgG K SARS-CoV-2 B CbIBOPOTKE U
naasme KpoBM MMMYHOXEMUTIOMUHECLEHTHLIM METOAOM Ha aHanm3aTopax U Mogy/IaX MMMYHOXMMUYECKMX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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Habop KanmbpaTopoB AN KoMYecTBEHHOr0 onpeaeneHns obwmx aHtnten IgA/IgM/1gG K SARS-CoV-2 B CbIBOPOTKE U

naasme KpoBM MMMYHOXEMUIOMUHECLEHTHLIM METOAOM Ha aHa/mM3aTopax U MoLy/IaX MMMYHOXMMUYECKNX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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Habop kambpaTopoB 4151 KONNMYECTBEHHOr0 onpeaeneHns obwmnx aHtuten IgA/IgM/IgG kK SARS-CoV-2 B CbIBOPOTKE U
nnasMe KpoBv MMMYHOXEMWIIOMUHECLEHTHBIM METOAOM Ha aHa/im3aTopax U Mogysiax MMMYHOXMMUYeCKMX cobas e
(CalSet Anti-SARS-CoV-2 S cobas e analyzers)
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Kanunépatop 1 (ACOV2S Call), ¢nakoH, 06bem 1,0 ma- 2 wWwr.
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Kanmbpatop 2 (ACOV2S Cal2), hnakoH, 06bem 1,0 M- 2 wr.
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KapTa co WwTpmnx-Kogom - 1 L.
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