®dotorpadmaeckne nsobpaxenna MU:

«HaGop xanubpaTopos A8 KOJHZECTBEHHOTO ONpPeAeIeHHS PeBMATOHAHOr0 GaKkTopa
(RF-1I) B ¢co1BOpOTKE H MJIA3Me KPOBH HA AHAJRIATOPAX H MOAYJIAAX GHOXHMHYMECKHX
Cobas Integra n cobas ¢ (Preciset RF Roche/Hitachi)»

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



[a6op KannbpaTopoB 4151 KONMYECTBEHHOrO onpeaeneHnsa peematonaHoro gpaktopa (RF-11) B cbiIBOPOTKe 1 nna3me KPoBHN
la aHay3un3aTopax U moaynsax bnoxmmuudeckmnx Cobas Integra u cobas ¢ (Preciset RF Roche/Hitachi), B cocTaBe:
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Habop kanubpaTtopoB ANA KOMMYECTBEHHOro onpeaeneHmns peematongHoro aktopa (RF-11) B cbiBOpoTKe U
nnasme KpOBM Ha aHa/imsatopax W MoAynax ouoxummyeckux Cobas
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Habop KannbpaTopoB ANS KOMYECTBEHHOro onpegesieHnsa pesmartoungHoro gakrtopa (RF-11) B cbiBOpOTKe

niasme KpOBM Ha aHaims3artopax M mMoaynsax ouoxmmuyeckux Cobas Integra m cobas c¢ (Precise! RF
Roche/Hitachi)

Ha6op Kanm6paTopoB Ast KONMYECTBEHHOTO ONpeAeneHus *

(RF-11) B cbIBOPOT!» M Nna3me KPOBM Ha aHasim3aTopax 1 Moaynsax 6MoXMmMmMYecKmnx
Cobas Integra u cobas c (Preciset RF Roche/HlItachi), B cocTaBe.
1 K»JDt6petopl(PrecitetRFI),4>n«eK. 06bem 1,0 M1

2 Kanubpatop 2 (Preciset RF 2). gpnak>x, o6bem 1.0 mn

3 Kanubpatop 3 (Preciset RF 3), ¢hnaxon, 06bem 1.0 mn

4 Kanubpatop 4 (Preciset RF 4), hnakoH, 06bem 1,0 Mn

5. Kanmbparop 5 (Preciset RF 5), hnakoH, 06bem 1,0 M/1

6. 9TMKeTKa COo WTPKY-Koacaa-10 wr.

7. MacnopT NPUCBOEHHbIX 3HAYEHUS

B. THCTpyKUKa no NpyMeHeHuto,
PermcTtpawmxkioeyascToBepewae/ik P3H 2021/15453 or.
Cpok MYHOCTA «bl.xXynuoBee

FeMnepBTYpPAn XPBACAKSA ot wyrat *»

P®- O6WecTBO C OrpaHNYeHHOl OTBETCTBEHHOCTU «Pow Aunto cTio a

tnoicow.receptioiiz_dii@ roche.cccn

Kit. Homep 1217282H022
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Nanubpatop 1 (Preciset Ne ij, pnakoH, 06bem 1™ mn

Preciset
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Kanunépatop 2 (Preciset RF 21 nakoH, o6bem 1,0 mn
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Hdannopartop 3 (Preciset RF 3), (hnakoH, 06bem 1,0 mn.

20244)1-31
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Kannépatop 4 (Preciset RF 4y, hnakoH, 06bem 1,0 mn
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Kanuépatop 5 (Preciset RF 5), onakoH, 06bem 1,0 mn
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OTUKETKa CO WTpux-Kogom - 10 .

RF1 SRF1 PSRF2
CddM 79 bLU&fg) (éﬂ,ﬂ?s 0(337:3";‘) Coant o
B8 ~B8
Ln LKL (i
<S>
PSRF4 PSBF4
coOws000
CodM 720 00731 CodM 730
] <3>
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<S> [LL$> <g>
PSRF5 PSRF5
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CodM 730 00729 CodM 720 00779
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,/acnopT NPMCBOEHHbIX 3HAYEHWUI

Preciset RF C(O)bas®

®12172828322 not] 707006 el 202401
Value sheet

COBAS INTEGRA 400 phis

Shortnam / Component  Method TesiHO Std. Calibration Value
RF-li mvmmohKbidimetnc - sarum. plasma 0757  Bolls5<St. 1 120 WM
RewunuMidiK ion Bottle 4 > Std. 2 783 U/mL

Botte 3> Sid. 3 mimL

Bollle2 >SM.4 hiM |

400
20] )

BoMel-Std5 l J IWnt
-

COBAS INTEGRA 400 plus
Calibralor Barcode Ver. 1
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VHCTPYKUMS NO NPUMEHEHUIO

Preciset RF

@ 12172828322

English

System Intormition

For use on FlocheHitacht MODULAR analyzers and cobes c analyzers the

c”brator codesare 725-729.

5 x 1 mL Cabbrator

Foruseon CMA'S INTEGRA analyzers tite system 10 is07 7995 4.

Intended use

FTeciset RF e lonise in the calbration bl quantitative Roche methods on
Roche dinicslcherniciry analyzersas specM n the value sheets.

Summary

Pracnel RF consists o( S ligiMd leady-tor-use cabbralMS based ona bovne

senrm abumm matrix.

The concentrahons o<the caMKstor components have been ac’usted to
ensure o ptm | cahbrahon o(the appmpnate Roche methods on cknical

chemetiyanalyzeis.

Some methods specbed to the relevantvalue sheet may not be available in

allcountnee.

Resgents - working solutions
Reacmm components:

RF in human serum
Non-reachve ctm porm ts:

HEPES buffer, bovne serum aixann. sodum chlonde, preservative

The coocentrrtioos of ffie components are lol-specic. The exact cabbrator

vaiuas are given in the etoctroncally available orendoaed value eheets.

The values are also encoded in the enclosed calbrator barcode sheets kk

RocheMtachi MODULAR and COBAS INTEGRA m lyzert.

Forthe cobes c analyzers (eoeptforthe cobes citf analyzer) the values

are encoded in electnonic Ales sentvia die cobat Ink to theanslym .

Ceitbnlor vafuM

Ibe caMiratoivakw vwe deieimm Iy at *» [Mthedstaled IP fiw
6hKW *i»y a v ti** orenctoeed vakiew eek Determnilonewere

POTlorTTwd under 8trk % $lu_|«1Br?qu6 coniMione on Roche walyzers using

Roche sryslem reagents and the Roche master calbralor.

The calbrator values wsre obtained via angle detsrmnations performed h
ddterenllaboralonee. h several separate rune. The cabbratorvalue

specified is the median o(Id valuesoManed

Tracetixtty idormation lagiven in the relevantMethod Sheets for the

astern reagents.
Precautions and warnings

For bivitro diagnostic usetorheaNe care professionals. Exercise the
normal precautions requssd for handbng all laboratory reagents,

bitectioue or microbiBi waste;

Warrung: 1w{fiB waste as potentially biohazardous malentL Dispose of
waste according b>accepted iBboralory instruchone and pnx»duiea.

Environments hazards:

Apply airetevant tocal (ispoeaire g u iM irteiaiw ieew
data sheetavaffable lor proteseionel useron!B  »

safe depoea:

AHroduas

B gSSsSiSS

However, aano tseing method can ruiexnetoeiiateniwt —
witoabaouecenarty, thematera)

i

c<care as a pabentspecimen. In lhsevert«eBw n».e *d rS i”

leaponitteheUiheoihotities shouldbe
Handling

The product IS ready-tor-uss. U >carefuly cwigre uae.
oftoam.

2022-11, V10XI Engiwh
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Tk Kk Kk kg

eielBTM |

cobas’

Theeoctosedbarcodedlabetsareintendedexclosivelyfor

RocheAinachi MODULAR automated »JcorNrstem sto
identify the calbrator. Attach”~  barcoded W »ls to the tubes carrying the
etsnpie cups containing the calibraiof matenal.

Storage and stability

Store at 2-8 *C.
Criterion lorthe stateKy data slated by Roche:

Recovery withm + 10 % of miMi vakie.

StabiUy:
iinopaned: up to the stated expiration date el 2-8 *C.
After opening: 24 hours aM5-25*Cor30 daysat 2-8 *C.

provided that dispeneng of the calbraior occurs
wAhoutmicrobial contammaiion, e g. by pouring
out.

Donot Ireeze.

Stem cabbrators fighUy capped when not in use.

Materiels provided

+ See Ttoegents- working solutions* section

m Barcoded tobeis

Materials required (but notprovided)

* Roche system reagents end dnical chemistry anelyzets

+ Qenerallaboratory equipment

Assay

Use Preciset RF as specified in the relevant Method Sheet for the systwn

reagents.

Refsrencee _
1  Oo««Mkmiu andHeeim Stentecds'IPoSb”
(29 CFR Pan 19tai030). Fed. Regeter.

2 Oirectwe 2000/54°0 of the European Pariementand CouncSot

18 September2000 on the protection of workers Irom liaks rsMed to

exposuretobsrfo~lage” atwork.
A pomj (period”~top) i always used h the Method Sheet as the decimal
seper” torw k thaborderbetween #» integral and the frecfiona partsit
a decimal nunteral. Separators forthousands are not

) Qtnuad mrateliewtotead m x sM be

g P " to” wariutecteraranw B nm teiwtamyu, atteeMawber
StMe n which the MOTandterthep atiaaSM aM i”

Symboli

Rochet

lhoaei

dafiBitianrPody tyMNuad): "
CaafMtectkil

Ti FORI

neahe OtagnoiHoiw iw M i



Bcero npoHymepoBaHo,

MPOLUHYPOBAHO U

CKpeneHo nevarbo
/“nucTa (oB)
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