®OTOIPAGHYECKHE H3OBPAXKEHHMA

HaGop KORTPOILEBIX MATEPHANOS LIS KORTPOIS KAYECTBR ONpeAeIeHAN SKTHBHOCTH
AHTHTPOMOHHA B IUIA3ME KPORH Y9€10BCKA HA RHANHIATOPAX H MOAYI9X OHoXHMEIeCKHAX cobas ¢,
cobas Integra (PreciChrom I/I1 Roche systems)

mapoussoacTea Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



Habop KOBTPO/bHbIX MATEPHAIOB 419 KOHTPONSA KayecTsBa onpefe/ieHNss akTUBHOCTU auTUTPOMOHHLL, B nnasme KpPOBW YesioBeKa Ha aHa/msatopax
O6EBX>KMKYeeks! cobas ¢, cabas Integra (PreciChrom 1/11 Roche systems),

BEOrraso;

L Mate”MBan KOHTPO/IbHBX PreciChrom I, hnakoH, o6bem 1,0 Mn—6 WiT.;

2- MunTt”*™ma.l KOHTpOonbHbIn PreciChrom 11, onakoH, 06bem 1,0 M1 —6 wwT.

3. DTMKETKaA CO WITPUX-KOAOM - 4 WT.;

4. VIHCTPYKBUA MO NMPUMEHEHMIO;

5. MacnopT NPUCBOEHHbIX 3LLUYEHWUIA
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Haoop koll1))().lbLbI\ Makpua-uLw bIH KOMiponM KadvectBa onpegeneHnss alCTHBHOCTH aHTUTPOMOMHA B M/iasme

6|lo\n\1lluecku\ cohas c, cobas Integra (PieciC'liroMi I/ IffRochc

PreciChrom W/

Roche systems
[LL] 11012002122

COBAS and PRECICHROM are

trademarks of Roche.

nJ Roche Diagnostics GmbH

™ San(»K)fer Strasse 116
D-68305 Mannheim

Dislribiition in USA by:

Roche Diagnostics, Inefian”is, IN

Made in Germany 02

<~Roch”
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® KOHTPOJIbHbIX MATEPUASIOB 4J19 KOHTPO/IA KayecTBa OMPefe/ieHHA aKTMBHOCTU |6vBa B nnasme T YesioBeKa Ba
LLOXHMHYeCKHX cobas ¢, cobas Integra (PreciChrom I/T1 Roche systems]

[ -

VS AU .I:E

For USA: 11012002 122 LW : a
W w a r v o
I Lyophilizate for control plasma (human)

H Lyophilizate for control plasma (human) 12
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1bMv)p KOLM|MMWwlli>a MaTCUM«A0B LT K<Hrltonl wycum napunescn”™ akTUBBOCTB

PreciChrom I/l

m (240)11012002122

(10)66927801
202&07-31

"y 2022-09-21

[+iti:i (01)04015630904143

04~"Rochen
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BBHaboOpU OANNNAAAYNUANNNNANTACOUTPONSA KayecTBa ONpeaesieHnUst akTUBHOCTM aHTHTPOMOMHA B N/iasMe KPOBW 4YefioBeka Ha aHann:NMA
oroxmmmyeckunx cobas c, cobas Integra (PreciChrom 1/l Roche systrats) j

K Habop KOTPO/IbHbIX MaTtepunanos an* *®*Tponsd kayecTea
onpeaeneHns akTUBMOCTH aHTUTPOMOMHA B M/1a:KC MPKHOM
Ye/I0BEKa Ha aHanmM3aTopax 1 Moayns* GMOXUMNYEOCHX
LLI cobas c, cobas Integra (PreciChrom I/I'1 Roche ~sterns), B

COCTaBe:
1. Marepuss lowpa)lblbii PredCbrom I, ¢hnakoH, 06bem 1,0 KK > 6 wT;

2. Matdpsasn It lpownsbiiiPreclCbroT b. donakoH, o6bem 1.0 mn - 6 tat-
3. JTaroakacowTi»1XY[ogml-4wwr,;

4. VIHCTPYKLLCA MO NPLUEHEHUIO;

5. MacnopT NPUCBOEHHbIX 3HAYEeHWI

PersctpalLHoHA0e yaocToBepeHune 4* oT

CpOK rofHoOCTM CM. Ha YraKkoBKe

Temn”xnypa XpaHeHUs1 CM. Ha yrnakoBKe

HoMag> noTa cM. Ha yrnakoBke

AHnrrena Kk BUY 1, 2 v B3hycy renatuta C n HBSAgQ oTcyTCTBYIOT

Mpunenhintnlst-ffnrhr IMagnostics GmbHx (""Pow AHarHocw ke MveX*'>, Sandhofcr Strasse
116,€8385 M MM bl T. CcnBuny. N'epmaHusa

Buksaune lp«KHANLLIUCBO TLILLIMO AN1A LHATHOCTHKA in Vitro

YHbILLOMOYMHbI OPeLCTalTC/b NPON3BOANTENS Ha TeppuTopumn Pd:O6LLecLl> ¢
opLwmnyaw B otaeTcracanoctblo «Powu narHoctrka Pyc» (OO0 «Pow Anarsoctmxa Pyc»X HO7031,
M oom. Tpybum wiowgas, .2 Ten: +7 495 2297°9-99. tpakc: +7 495 229-62-64. E-mail:
WWPWiWtjitfaaQj aa@tDcbe.coin

T T W T T BIT
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} KOHTPONbHbIX MaTeprasioB /11 KOTPOJIA KayecTBa OMpPeAeneunst akTUBHOCTU aHMNMr
tOXMMUYeCKLLKCObas ¢, cobas lategra (PredChrem I/11 Roche sy»tems)l
obbem 1,0 m n -6 WT

I"'reclChrom
0012002

Code 643551
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Habop KOHTPOMbHbIX MaTEPULLIIOB /11 KOHTPOS KayecTBa OHPCAeNIeHUst aKTaBUYyTU auTHTpoM6u™ g KPOBH
6roxmnmmyeckmx cobas c, cobas latcgra *tegCbrow 1/ Roche systems”™ N N
Marteprian KOHTPo/bHbIN PreciChrto.
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| IEOHIPO/IbHBIX MaTepuasioB A1 KOHTPO/SI KauvecTBa OMpPeAeneHVs akTUBHOCTU aHTUTPOMOHHA B

N KPOBU Ye/I0BEKA Ha aHanm3aTopax 1 Mogynsx broxmmMmyeckmx cobas c, cobas Inteera (PreciChrom 1/Q
/systems

Jenca co LWITpUX-Kogom - 4

PCHRO II
cob— 8000
Cod— 371 00371
00371002292643554 QC37164355400 00371002293643554
LLI ML 6keTB
m o <S>
PCHROI PCHRO\\
Control QChivBOOO Control cobnaooo
Codm 370 00370 Code» 370 00370
QC37064355100 QC37064355100
8
\ Vuyr\< ectan nw i

oot
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 KOHTPO/IbHbIX MaTepuasioB ANS KOHTPO/S KayecTBa OMpeaesieHMst aKTMBHOCTW aHTUTPOMOMHA B

KPOBW YefioBeKa Ha aHanmsaTopax U Moaynsx 6Moxmmmnyeckux cobas c, cobas Integra (PreciChrom 1/
Hesystems)

(bpyKUys MO NPUMEHEHMIKO

PreaChram Al f\ itio cobai*

@uo1002122

H3L1

Syftem IntonneUon
Forueeol PrecChromlon Ftoche/mi

analyzerslhe controlcodais 370

ForUS€o«predchrom llon Rochawitacn MOOUUNe

analyzersthe controlcode is 371

PrectCbrorm | ori COBAS INTEGRAarrtiyzeistMs y

0783

Foruse PreciChrom N10ftCoasysPlusCanalyzers.
Intended UM

Kgi

P w ciC to W!is used lorthe qudity coritrd d photofftitrioo o e g
essays.

Preclll)Tn iHis a lyophiized contrd based on human (teatM pktama,

The adjusted Goncentratens d tie controlcomporwntews InIM nxxmal
rw)aem Dxitroil and in the abnomvd rang*for Codid 1

Sorm meeiods speciisd inthe relevantraiue shed may nd be avaiiabie in
al countries.

Reagents > wortdng sduttons

Hurnan senen cheffiNtelarkffivee and materid d biological origin as
specified.
71» orfofod thebiokig” acWivee isas

Analy» Ofoin

AfittSQObintt®  -tem n

Noo-reactfw components:

PreservaftroandstablberB

The concentrseonsd ti» oonbd |

dnets.

The values are also encoded in the endosed control barcode ataets for
PocbellicM 1 I 1 M COBAStrTEGRA and Coaeya/ls C
analyzers.

Fort» cobas e anafyzers (exceptforthecobete 111a w M lie vduis,
areencodedn dec”ic Ll aed  0» cobu idriD i»enaiwsn i

Iﬁetvalues and rmgea

value specified e toe rrfediand dlvdeai
control range iscalculded as toe
stendafo deviation being toe vakie.
datorminationa). Reeulte etotelfae
WhetetoiyahoukiM totetei
outeide toe range

AcMcaNeinsi(tolficaddIfer4a«ayb™

Ofttoe vah» shed and the "
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12xImLContn!

idectiousorincrobialwaste:

Warning: handte waste as iwtaritially btohazarto

waste acoordng to accepted laboratoiyfoetructionsarx™
Environmenla}hazards:

Apply alrelevantlocd (teposd reguiotktf» to dderm iw fM
Safety date shad avaihbte forpideesiondusw””

TaT"MLLULLibY

deAwfrontherromtitoodaie.

Horravsue i~ S n g method canruteod W» pdenialifettd W adi»
wlih alwolde (»rtain® the rMtend é w W be handted w iftli» w s e toed

ofcare 811 pdientsp e c”. in theeventd |
reeponsUe health atrthoiitiesshould b e |

This kKoo to new ~oasnii riamiteri en fallowsin
Regulation (EC) No. 12725 Offi:

nai2 HandultoaqotielifBidMongladfirl
Preverrtlan:

P273 AvddreteasetolbserwconaW "' n
Disposal;

P501

Depose ofconteRtsfeadainertoaeapproiedwete
<lisl»»dpiant

CjBdactphone’aUceeirfes:.44M 2t-7SM})
Handling
Cig i~ Qpenimelotoeavtelingis

«f.CanhdydQea toebdlle. Baton
leottd teardlorX a M s
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d 24 *C yptotoe«ted



KOHTPO/IbHbIX MaTepuasioB A1 KOHTPONA KaudecTBa ONPeAesieHNsi aKTUBHOCTM aHTUTPOMOWHA B
Te KpPOoBM Ye/I0BEKA Ha aHanm3aTopax 1 Mogynsx buoxmmmnyeckmx cobas c, cobas Integra (PreciChrom I/
e systems)

icnopT MPUCBOEHHbIX 3HaueHWI

| PreciChrom I/l

| ® N2
Valussheet

Uwvell Botttelwr] 643551
COBAS INTEGRA 400 plus

.Short name/Component Method
Athatin

COBASINTEGRA 400 plus
LevellPCHRI

Control BaroodeVef.|

i W -
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