®oTtorpadpnueckHe uzobpaxennus

«PearenT BcnoMoraTe/bHbli reMOJH3HPYIOIIHI A0S KOJHYECTBEHNOTO
onpeje/ieHNs IIIOKO3bI HA AHANHIATOPAX H MOAY/IAX GHOXHMHYEcKHX cobas ¢
(Glucose Hemolyzing Reagent Gen.2 Roche systems), 6yTsuis, 1000 mu»

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHU# 1 PETHCTPALIMH MELMLMHCKUX U3REM



~eareHT BCMOMOraTesibHbIA FeMOAN3UPYHOLWNIA AN  KONUYECTBEHHOrO OMPEeAeneHns T[KOo3bl LW
Wanmusatopax n moaynsax 6moxmmmuyecknx cobas ¢ (Glucose Hemolyzing Reagent Gen.2 Roche systems)

gent Gen.2), 6>lbl!‘|b

IHWHHMHMMMBMU_1/Tnl_

IUib, 1000 mn, B cocTaBe:l
ik PeareHT BCI'IOMOFaTEJ'IbeII/I reMoIM3nNpPYyo LKA (Glucose Hemolyzmg Rea
. f -r..;K,<<Babmuu»blatcii

Mooo MY TT

i NPVMEHEHNIOLBLB"

refit

Glucose Hemolyzing
ReagentGenJ?

0507235

H317. prel, pror.
o) 1X
P382«P364, PLLI1

GLUC Hemolyzing Re;

ForglucoM mmy™* Inh*moly*«t«

LUE icontentl

05067235191 |QlucoMHemrtyzingReenjenlO*n.2 0000mL"

MaMrwM required (but not provided);

20767131322 Qhicoee HK (200 iMts)

05882096190 QkjcoMHK(500tMt8)
08106037190 GlucoM HK (700 tests)

657527190 Glucoee HK (4x100 tests)
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eareHT BCMOMOraTe/IbHbI/A FeMOMN3NPYHOLLNIA 4151 KOJTMYECTBEHHOIO OMNPeAeNeHNs TNH0KO3bl Ha aHanm3aTopax U Moaynsix
~omoxmmmndeckmx cobas ¢ (Glucose Hemolyzing Reagent Gen.2 Roche systems), 6yTbinb, 1000 mn

5Bt

cobas*
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TeareHT BCMOMOraTe/IbHbIA FeMOSIM3NPYIOLL WA AN51 KONIMYECTBEHHOTO ONPeAesIeHNs T/IHOKO3bl Ha aHa/I3aTopax U Moaynsax
"eroxummnyecknx cobas ¢ (Glucose Hemolyzing Reagent Gen.2 Roche systems), 6yTbisib, 1000 mn

1. PeareHT BCcnomoraTenbHbliiemonwmnErowmn **1ncose Hemol*zm~RE£agwt*"Gem2~
1000 mn

Glucose Hemolyzing
Reagent Gen™

08097236

IHEAGEWTT 1000 m|

ivD
T - e 1] ] ' mm

Jf 15fix

iLOTi 7St7301

H317.P261P272. XK
P20Q P333+P313
Pa62+P334, P01

>
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jareHT BcriomoraTenbHbIi reMosIM3NPYOLLUIA AN1S1 KONIMYECTBEHHOTO ONpPeAesieHNs TIHOKO3bl Ha aHa/IM3aTopax U Moaynsax
/enoxnmmnyeckmx cobas c (Glucose Hemolyzing Reagent Gen.2 Roche systems), 6yTbiib, 1000 mn

2.MHCTPYKLUUS N0 NPUMEHEHMIO

OW**5t001V20

«LUC Hemolyzing Reagent Gen.2 cobas™*
Arutgyza(t)mmmreagomp*d«t)mm

| Glucose Hemolyzing Reagent Gen.2 (1000 mL)
Materials required (but not provided):

20767131322 cobat ¢ 311, cobas ¢ 501/502, (X)BAS INTEGRA
400 plus
05862095190
08106037190 Glucose HK (500 tests) cobaac7015102
(700 tests) cobat ¢ 3(0, cobas ¢ 503

"04657527190" A .oceHK (4xl00tee”
cobatc 111

English

Intended use Storage w>d etabtlity

Shelf lifeat 15-25 *C See exiition da
on reegeni label

Stability after opening at 15-25°C 6wee)s

Reagents  working solutions Specimen collection and preparation

Terside0.08%apH7.2 For sp/imen collection and preparation only use suitable tubes or

" S arid collection container.

2*metnyl-2H-tsolhiaZolin-3*one <o 1 % Onlythe specimene listed below were tested and found acceptable.

Whole blood

Precautions and warnings

For in vitro diagnostic use for healtfi care professionals. Exercise the
normal precautions required for hancfling ail laboratory reagents,
infectious or microbial waste;

Hemolyze immediately after collection.
For further information please refer to the method sheets for the hemolysate
applications tor the relevant analyzers.

Warning: handle waste as potentially biohazardous material. Dispose of Materials provided
waste according to accepted laboratory instructions and procedure. See "Reagents - working solutions* section for reagents
Environmental hazards: } . .

Materials required (but not provided)

all relevant local (fisposai regulations to determine Nee safe disposal.
Safety cfata sheet available for professional user on request.
This kitcontains components classified as follows inaccordance with the

See "Order information’ section
General labcnatory equipment

Regulation (EC) No. 1272/2008: Assay
Hazardous components ~  Glucose Hemolyzing Reagent Gen.2 as specified inthe reievsil
mixture of. 5"loro*2-methyl-2H-i80lhia20iin-3*one and Method Sheets for the hemolysate applications.
2HTiethyF2H-isothiazolin-3-one For the cobas ¢ 111 analyzer, Nee MeNaod sheet fw hemolysate appkcation
isavadabie on request.
Please note;
<! >  For quality control of glucose assays on hemolysates, Ne reconstituted
control sera Precinorm U/Predpath Uand PrecControl CIrtChem Msf
Warni 1/2 must be diluted with destiUet\deiontzed water 1:26 (U25).
niny

"9 * Disposable capillary pipettes are recommended for precise bk)od
Ha17 Ma lelic ski i sampling.

. y cause an allelic skin reaction. Apoint (period/stop) isalways used inthis Method Sheet as the decicntf
Prevention; separator to mark the border between the integral and the trachonal parts of
Po6l . ) adedmai numeral. Separators for thousands are nc™ used.

Avoid breaking dusVfume/gas/mat/vapours/spray. Any serious incident that has occurred in relation to the device shall be
P272 i A reported to the manufacturer and the competent authority of the Member
Contaminated workc LLI 1y | | A 1noz be allowed out of inwhich the user and/or Nee patient is established.
the workplace.
P250 B Dﬁgﬂﬂicswahld-mw\ls ahd"jns toacbmto
Response: (toeitfinttte 1SO15231 (tor USA: see (BagTOdecomtr
P333+P3L3  ffekrr irrifabon or rash occurs Gat
advica/attention 'V
P362 + P64
Oispotai:
P501
3
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PeTreHT BCNOMOraTenbHblA FeMOIM3NPYIOLLHIA 171 KONMYECTBEHHOMO ONpeAeneHns F0KO3bl Ha aHanm3aTopax
n Moaynsax buoxummnyecknx cobas ¢ (Glucose Hemolyzing Reagent Gen.2 Roche systems), 6yTbiib, 1000 M/, B
cocTasBe:

1. PeareHT BcnoatorarensHbI remonusnpytowmii (G lucose Hemolyzing Reagent Gen.2X 6yTbinb, 1000 Mn

2. NIHCTpyKuma IMC NpYMEHeHnIo

PerunctpaunoHHoe ygoctosepeHue XI oT

Cpok rogHocTy G Ha yriaKoBke

TemnepaTypa XpaHeHUs CM Ha yrakoske

Homep floTa cm Ka ynakoBke

MpounssoanTenb «Roche Diagnostics GmbH» (*'Pow AunarHocttee MMeX* X Sandhofer Strasse 116,6830S
Mannheim, Germany, "epmaHus

W3pgenve npegHasHavyeHo TOMbKO .1 AAHAMHOCTUKILIN Vitro

Y NONHOMOYEHHbI NpeicTaBUTENb MPOU3BOAUTENS HA TeppuTopun P®: OBLLECTBO C OrpaHUYeHHOIA
OTBETCTBEHHOCTbLIO «Poun duarHocTrka Pyc» (OO0 «Poww AnarHocTmka Pyc»), 107031, Mocksa, TpybHas nnowiagp,
0.2 Ten: +7 495 229-69-99, hakc: +7 495 229-62-64. E-mail: m3Scow reception2_dia@roche.com

Kar. Homep 05067235191
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Bcero npoHymepoBaHo,

I.pCLLUHYMOBaHO U

CKpenneHp”reyaTbio
nucta (oB)

MO pnoBepeHHOCTH
ot 30.01.2023 r



