®oTorpapuueckue H30OpaKeHHs

«Ha6op xouTpoasbix cs1BopoTok PreciControl Varia aas xonTpoas KauecTsa onpeaencHus
MHOARECTBEHHLIX AHAJATOB HMMYHOXEeMRIIOMERCCIEHTHBIM METO/I0M HA HMMYHOXHMHIECKHX
* anaqmsaTopax cobas e (PreciControl Varia Elecsys and cobas ¢ analyzers)»

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



KOHTPONIBHBIX ChIBOpOTOK PreciControl Varia ans koHTpons kauecTsa onpeaeneHns MHOXKECTBEHHLIX aHANHTOB
XEMITIOMHHECLICHTHEIM METOAOM HA HMMYHOXHMHYECKHX aHanm3atTopax cobas e (PreciControl Varia Elecsys and
e analyzers)
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0P KOHTPOJIbHbIX CbIBOPOTOK PreciControl Varia ONA KOHTPO/1A KayecTBa onpenesieHna MHOXXECTBEHHbIX aHa/INTOB

/HOXEMUTIOMWHECLLEHTHBIM METOA40M Ha MMMYHOXMMUYECKUX aHannsatopax cobas e (PreciControl Varia Elecsys and
e analyzers)

PreciControl Varia

Elecsys and H410
P273.P391
cobas e analyzers P501

Ir EFI 05618860190

Vi 2 X3.0mL
V2 2X3.0ml
COBAS. COBAS E,

PRECICONTROL and ELECSYS
are trademarks of Roche.

laJ Roche Diagnostics GmbH
Sandhoter Str. 116

0-68306 Mannheim
Oistnbution in USA by:

Roche Diagnostics, i mJC€o.N | .
fndianapotis, IN J M X H#

Made in Germany 03 i (ietoQ.rocn<.com |

/h MNyi nt:

cobas
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KOHTPOJbHbIX CbIBOPOTOK PreciControl Varia st KOHTPOAsi KayecTBa onpejeneHNst MHOXECTBEHHbIX aHa/IMTOB
FOXEMU/TIOMUHECLLEHTHBIM MeTO40M Ha UMMYHOXUMUYECKUX aHanmnsatopax cobas e (PreciControl Varia Elecsys and
e analyzers)

PreciControl Varia (240)05618860190
(10)69813802

Forusa: ELUBH 20241170

PC VI human serum 2023.03-02

PC V2 human serum
LLI M (01)04015630929733

«ie

Rx only
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Habop KOHTPONbHbLIX CbIBOPOTOK PreciControl Varia 4na KOHTPONA KayecTsa
onpeeneHna MHOXXEeCTBEHHbIX aHaNMUMTOB UMMYHOXEMUTKOMUHECLLEHTHbIM
METOA0M Ha MMMYHOXUMUYECKNX aHanmsatopax cobas e (PreciControl Varia

Elecsys and cobas e analyzers), B cocTaBe:

1 CbIBOpPOTKa KOHTponbHasa \ CPC V1), dnakoH, o6bem 3,0 M- 2 Wwr.,
2 CbiBOpOTKa KoHTponbHasa 2 (PC V2), cdnakoH, o6bem 3,0 Ma - 2 wr.,
3 KapTa co wTpux-kogom - 2 wWrt.;
4 J1BCT CO WTpUX-Ko4OM -1 wWT.,
5 ®nakoH nycTon - 4 WwT ;
6 JTukeTKa gns diakoHa - 20 wr.;
7 KACTPYKLMA N0 NPUMEHEHMIO;
t MacnopT NpUCBOEHHbIX 3HAYEHWIA
PermeTpawtonHoe ygoctosepeHue No P3H 2022/17809 ot 20.07.2022r,
Cpou rogHOCTM CM HaynakoBke
CaT« ~OlWBOACTBA CM Ha YyMNaKoBKe
TMBBCpaTypa XpaHeHUs1 CM. Ha YNaKOBKe
Homep notacm HaynakoBke
Mpem*exTeab:«1ncbe Diagnoatict GmbH» C’Pow AuarHoctuke MM6X**), Sandhofer Strasse 116,68305 Mannheim,
Ciram™|, 'epmaHua
YMMMeuneUeHHbI npeactaBuTtens NPOU3BOAUTENS Ha TEPPUTOPUN PD:0O6LWwEeCTBO C OrpaHUYEHHON OTATCTBEHHANTLIO «<Polu
SanwfiTBiLa Pyc» (OO0 «Pow AnarHoctuka Pyc»), 107031. MockBa, Tpy6Has nnowaae, A 2 Ten +7 4~ 229-"9'N | pakc -*"495
229-62-64 E'eiiat) moacow reception dia@roche com
IUr wmMmp056T60190
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NipOTKa KoHTponbHas 1 (PC V1), nakoH, 06bem 3,0 Ma - 2 wWr.
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~ponka KoHTponbHasa 2 (PC V2), thnakoH, o6bem 3,0 ma - 2 wr.
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iCO LUTPUX-KOAOM - 2 WIT

PCV1

Elecsys
and cobtt* analyzers

05618860
[1ot] 523446

<S> oL
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PCV2

Elacsys
aid cobete analyzers

05618860
523449

01
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cagns pnakoHa- 20 wr.

(~0
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byKLA M0 NPUMEHEHUIO

PreciControl Varia

{~05618860190

IE | 05618860922 (QCS)
056188601907 05618860922 (QCS) V 8
dialog.roche.com

.4x3.0ml

Oil
English

Precautions and warnings

Classit«l as bllo«s ia accordance «ah the
Regulation (EC) No. 1272/2008.

Warning

H410 Very toxic to aquatic life with long lasting eflects.

Prevention:

P273 Avoid release to the environment.

Response;

P391 Coliectspdiage.
Disposal:

P501 Dispose of contants/conk kw toan waste dlsposai
plant. HE
Pwrticf safety ibM BJ ~

Contact phone-. all countnes: +49-621*7590

All human material should be cortsidered potentially infectious. All products
derived from human blood are prepared exduswely from the blood of donors
tested individually and shown to be free from HBsAg and antibodies to HCV
and HIV. The testing methods used assays approved by the FDA or cleared in
compliance with the European Directive 98/73«C, Annex H. List A.

However, as no testing method can rule out the potential risk of infection with
absolute certaxity, the material should be handled with the same level of care
asa pati® specimeOi the event of exposure, the directives of the
responsible health authorities should be followed.

The controls may not be used after the expiration date.

ety iMBEMK

and controls).

Method Sheet download

X X c *Nh ihe

available, any later
¢ Apip | /.
Dwtsch
Vonlchtifflabnjhmen und Warnhinwelse
m-vjAi*gno8tikum.
D i~im Umgang mk Laborreagenzien Qbtichen VorsichtsmaBnahmen

B* enttiSB Bestandteile, die pemfiB der Verordnuno (EG)
Nr.1272ffi008wisfolgtklassiti2iertsM: '
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Wamung

H410
Prevention

P273 . W liii* n g in die Umweft vemwideo
Reaktion:

P391

VerK/uffrrti Uvigun eufnefaaan.
Entsorgung:

P01 Infnt~eMiiten

zufOfv».
foigtden inderEU gLl ps GHS-

Kittakf; Tel.-Nr. +49-621-7590 furalie linder

Hikmmateriel gilt als potenzieltin cite . Fur iUrgiiirfluim nliiiil
)Wen Produkte wird nur Bfut von einzefo geteitflten Tunriw i
iet.beidanen kern HBsAg und trniw iw kyargagk+HCY und HIV
ngphzuweisen sind. Bet den Tesfmeteedeo LI 0T feeteur Anwendung;.die
v G ~r US-Gesundheitsbehdnje (FDA) dto
/éiM fungm der Europ&ischen RichtiAta.37"9£Q, Aphangil, Lste A,

| Testoiethode mit abaolufor Sicherlieil eiiw pefcntMB
sfahr ausschfeBen kann, aolLle das Material nrt der giewhen
tndelt werden wie eine Patientenprobe. Im FeUeever P>|fiiwifiii
Iden Anweisungen der zustSndigen GesundheitobehMen

| (fos Verfallsdatums diiifen die Kontroten oicbr

Reagioatp uBA”stanartn {teben.
Jiden.

| MethodenbUttern

Textam BeoinndwDrt® enfeeHigmn M M -Q M
j dazugelifiiiQfrVefston

.jite zefot die hler referenzierte Version odw aber,
. eineebenfalis furdiwen Pro/T*-CJ1 ® *y .~ **?
i Sie Itoinen Intemetzugang feben. arttalen Se bei mrer Roche-
|das Ookumentkostei®

deroplol et mises tn gerde

M ii* * Mrrenin sunwte selQnll



AOPT NPUCBOEHHbIX 3HAUEHW

PreciControl Varla cobas

I ® 05618860190, 05618860922 520818 Ver.1 g 2022-02
«  Value sheet
PrectControl Verli level 1 PreciControl Virta level 2
@523446 @823449
Comoorwnt  Method Value 1 Ranoe 1 value 1 Ranoe I ien Unit
cobasiyMHanalyref
Etocsys VilaTan B12 11 i
ars 316-632 523
(ITR\Y 07212771 1w 1 235 467 86 1;7”1 E%‘f??f? 153 il 1
Tnt number UIO \ : - 13 pmaw. 1
Elecsysft- -
CROSSL CrossLap&semm 0.29 0.21-0.37 0.03 066 0.48-0N14 0.06 nGme.
11972308 290 212-368 2.1 660 482- 838 50.4 POt
Test number 670
Etecsys Ferritin
— 04491785 143 104-182 129 931 6»-1182 83.6 bl .
03737551 143 104-182 129 %L 6»-1182 818 pol
Test number 381
Etecsys Folate X -
FOL«l 075%392 424 2N13-6.15 0.64 n7 6.54-14.9 lik 1 ny»
Test number 1520 962 529-13.9 144 26.6 19.4-335 239 1 nmoll
Etecsys Cetcrtonin
boT o6a1es53 6.97 7.09-10.9 0.63 8256 65.3- 99.9 578 pgmL
Teel fimber 1050 262 207-3.17 0.B 24.2 191-29.3 1.69 pmotl
EtecsysCatoia*
hcT ogoogssss 9.90 7.51-11.5 0.67 8.5 87.5-103 5.99 POW.
Test rramber 2170 2.78 a 280-3.96 ~19 25.0 19.8-303 175 1 pmot
Etecsys H4AD Mo
OSTEOC Osteocrdcin b1 14.5- 27 183 920 699-114 7.36
12149133 191 14.5- 237 153 20 69.9-114 736
Testnumber 680
Etecsys PTH
PTH 11972103 s Pt ol 1% 148- 242 156 P94,
Test number 660 ) Rt - 27 15.7-217 166 pmoH.
I
Etecsys PTH (1-84)
05606546 4ra 31.0-53.8 3.82 125 95.0- 155 Jao i
PTHLS4  goo05757 449 3.285.70 040 133 10.1- 185 ﬁ?}'ﬁoH
Test number 930
Etecsys P7H STAT )
PTH-STAT 04802470 20 £ 44.1-76.7 544 183 139-227 ue pam. .
Test number 840 - 4.678.13 056 a 14.7-24.1 159 pton "
Etecsys tolel PINP
TPINP 03141071 3“8'2 230- 37.6 2482 222 169-275 176 ngtel
Test number 190 g 230-37.8 242 222 169- 275 17.6 «4.
Etecsys VilsminD total 173
vrro-T 06604913 e 11.6-23.0 190 %9 24.4-45.4 3.49
Test number 950 3 29.0- 57.6 476 67.3 61.1-113 $79
I
cobee a 601 anatyzer, cobee =«
e NS o s 15
17224 34 224- 444 827 504-1150 108
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Bcero npoHymepoBaHo,

MPOLLHYPOBaHO "

CKpenneHo nevyatbto
nucta (oB)

MO noBepeHHOCTH
ot 30.01.2023 .



