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CBC-3D®

HEMATOLOGY CONTROLS
CONTROL

INTENDED USE

CBC-3D is a control designed to monitor values on automated and
semi-automated impedance type hematology analyzers. It can also
be used for manual methods. Please refer to the assay table for
specific instrument models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stabie control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS

CBC-3D is an in vitro diagnostic reagent composed of human
erythrocytes, simulated leukocytes, and mammalian platelets
suspended in a plasma-like fluid with preservatives.

A\ recavmon
CBC-3D is intended for in vitro diagnostic use only by trained
personnel.

& WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic
use. Each human donor/unit used in the preparation of this product
has been tested and yielded non-reactive / negative results for all
conditions referenced in 21 CFR 610.40 (a) (b), as required by the
FDA. Testing was conducted using FDA-licensed tests. Additional
details can be found at:

http/iwww . rndheme.com/Technicallnformation.aspx.

No test method can offer complete assurance that infectious agents
are absent; therefore, this material should be handled as potentially
infectious. When handling or disposing of tubes follow precautions
for patient specimens as specified in the OSHA Bloodborne
Pathogen Rule (29 CFR Part 1910, 1030) or other equivalent
biosafety procedures.

8°C
2°°JH/ STABILITY AND STORAGE
Store CBC-3D upright at 2-8°C (35-46°F) when not in use.
Protect tubes from overheating and freezing. Unopened tubes are
stable through the expiration date. Opened tubes are stable for 14
days, provided they are handled properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes, the supernatant may appear cloudy and
reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

EE] INSTRUCTIONS FOR USE

1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.

2. To mix, hold a tube horizontally between the palms of the hands.

Do not pre-mix on a mechanical mixer.

a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.

b) Continue to mix in this manner until the red cells are
completely suspended. Tubes stored for a long time may
require extra mixing.

c) Gently invert the tube 8 - 10 times immediately before
sampling.
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3. Analyze the sample as instructed in the Quality Control section
of the Operator's Manual for your instrument.
4.  After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly

b) Return tubes to refrigerator within 30 minutes of use.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation.

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be confirmed before the
new lot is put into routine use. Test the new lot when the instrument
is in good working order and quality control results on the old lot are
acceptable. The laboratory’s recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range, The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call Bio-techne®
Technical Service at 33 (0)2 99 35 19 36.

QUALITY CONTROL PROGRAM
For information on the Inter-Laboratory Quality Control Program,
please call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36.

All brands and products are trademarks or registered trademarks of their
respective companies.
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"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3ZHAYEHUE
CBC-3D — 3T0 aneMeHT ynpaBieHHs, IpeAHa3HaueHHbIH 11 MOHUTOPHUHIAa 3HAU€HUH aBTOMaTUYECKUX U
IMOJTYyaBTOMATUYCCKUX I'EMATOJIOT'MYCCKUX aHAJIN3aTOPOB UMIICAAHCHOTO THIIA. OH TaKKe MOXKET OBITh UCIIOIL30BaH JJIA
pyuHbIx MeTomoB. [Toxanmyiicta, 0OpaTuTech K TaONHIle aHATH30B I KOHKPETHBIX MOJIeIIeH TPrOOpOB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI
CBC-3D npezcraisier co00ii peareHT st IMarHOCTUKH in Vitro, COCTOSIINIL U3 3PUTPOIIMTOB YEIOBEKA, UMHTAIIUU
JICWKOILIUTOB ¥ TPOMOOIIMTOB MJICKOIIUTAIOLIHUX, CYCIIEHAMPOBAaHHbIX B IIa3MOMNOI00HO XKHUKOCTH C KOHCEPBAHTAMHU.

IMPEJOCTEPEXEHUE
CBC-3D npenHa3Ha4deH Al TMATHOCTHUKH in Vitro TOJIBKO 00yYEeHHBIM ITEPCOHATIOM.

[IPEYTIPEXJIEHUE: [TIOTEHLIMAJILHO OITACHBII MATEPHAJL

JIjist TMarHOCTHKY in Vvitro ncrnosb3oBark. Kaxplil yenoBeuecKuid JOHOP/eJMHUIIA, HCIIOIBb30BaHHbIA PU
MPUTOTOBJICHUN 3TOTO NPOAYKTa, OBII IPOTECTUPOBAH U Jajl HepeaKTHBHBIE/OTPHILIATEIbHBIE PE3YIBTAThI ISl BCEX
cocrostHni, ykazaHHbIX B 21 CFR 610.40 (a) (b), B coorBetrcTBHHM ¢ TpeboBanusiMu FDA. TectipoBaHue pOBOANIOCH C
HCTIONB30BaHUEM TECTOB, JTHIEH3UPOBaHHEIX FDA. JlomomHNTEenpHY 0 HHPOPMAIIIIO MOXKHO HalTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu oguu MeTon TecTupoBaHus HE MOXKET JAaTh MOJTHON TapaHTHH TOTO,
YTO MH(EKLIHUOHHBIE areHThl OTCYTCTBYIOT; IOATOMY C THM MaT€pPHUAJIOM CIIeAyeT 00pallaThCs Kak ¢ MOTSHIMAIBHO
3apa3Hblid. [Ipu oOpaieHny ¢ npodupKaMy WIIM MX yTUIIM3AIMU COOJIOaliTe MEpPhI IPEI0CTOPOXKHOCTH. [UIsi 00pa31oB
MaIMeHTOB, Kak ykazaHo B OSHA Bloodborne ITpasuno marorenos (29 CFR Part 1910, 1030) wmu npyroe
9KBUBAJICHTHOE ITPOLIEAYPHI OM00E30IIaCHOCTH.

CTABUJIBHOCTb U XPAHEHUE

Xpanute CBC-3D B BepTHKaIBHOM MOJIOXKEHUH NpH Temreparype 2—8° C (35—-46° F), korna oH HEe UCTIONB3YyeTCs.
3amuaiite mpoOUpPKH OT Meperpesa u 3amep3anusi. He oTKpbIThie TyObl CTa0MIIBHBI B TEUSHHE BCEIO CPOKA TOAHOCTH.
OTKpBITHIE TPOOUPKHU cTaOWIILHBI B TedeHUe 14 THEl MpH yCIIOBHU MPAaBMIIBHOTO 00paIieH s C HUMH.

MMPU3HAKU YXVAIIEHNA COCTOAHUA

[Nocie cMemmBaHUs IPOLYKT AOJDKEH OBITH IIOX0X Ha CBEXKYIO LICNbHYIO KPOBb. B HecMeIaHHbIX MpoGHpKax
CYIEpHATaHT MOXKET OBITH MyTHBIM M KPaCHOBAaTHIM; 3TO HOPMAJILHO U He yKa3bIBaeT Ha yXynueHue. Jpyroe
obeclBeurBaHKe, OUCHb TEMHO-KPACHBIN CyIIEPHATAHT WM HEPHUEMIIEMbIE PE3yJIbTaThl MOTYT CBUAETEILCTBOBATH 00
YXYIILEHUU COCTOsTHUS. He ncnob3yliTe NpoayKT, €Clii [003PEBAETe €ro yXyAlleHUe.

MHCTPYKUHNU 1O MIPUMEHEHUIO 1. Jloctanbre mpoOUpPKH U3 XOJIOAWIBHUKA M JAWTE MM HATPETHCS JI0
KoMHaTHOU Temriepatypsl (oT 15 mo 30 °C wim ot 59 1o 86 °F) B Teuenne 15 MuHyT nepen nepemeniuBanuem. 2. YToOb
CMeEIaTh, IEPKUTE TIOOUK TOPU30HTANBHO MEXy J1anoHAMu. He cmemmBaiite npeaBapuTeIbHO HA MEXaHUIECKOM
Mmukcepe. a) [lokaraiite TpyOKy Bniepea-nazan B TeueHue 20-30 cexyH; BpeMs OT BpeMEHU MepeBEPHYTh TPYOKY.
OHepruyHo nepemMelnaiire, Ho He BcTpsixupaite. 0) [IpogoirkaiiTe nepeMeIuBaTh TakKUM 00pa3oM, IIOKa SPUTPOLIUTHI
MIOJTHOCTBIO He pacTBopsaTcs. [IpoOupky, XpaHsIuecs B TeUCHUE JUTUTEIHLHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTENBHOTO NepeMeninBanus. B) OCTOpOXKHO nepeBepHnTe NpoOupKy 8—10 pa3 HemocpeaCcTBEHHO Tepen

3. Ilpoananu3upyiite 0Opaser B COOTBETCTBUH C HHCTPYKIMAMH B pazzaene «KoHTponb kadecTBa» pyKOBOACTBA IO
IKCIUTyaTaluu Bamiero npuodopa. 4. ITocie otdopa mpo6: a) Eciau npobupka Obliia OTKpeITa 711 0TOOpa Mpoo, ynaaure
OCTaTKM MaTepHaa ¢ KpbIILKU 1 000712 TpoOupKy 0€3BOPCOBOI TKaHbIO. 3aMEHHUTH KPBILIKA MIIOTHO. 0) BepHute
NPOOUPKH B XOJOIMIBHUK B TedeHHe 30 MUHYT ITOCIIE HCTIOJIB30BAHMS.

OXUAAEMBIE PE3YJIbTATHI

Y6enutech, 9T0 HOMEP NApTHH Ha TPOOHPKE COOTBETCTBYET HOMEPY MAapTHUH B TaOJHIIe 3HAYCHUN aHaN3a. SHAYCHUS
aHaJIN3a OIPEEeIIOTCA Ha XOPOIIO 00CITyKHUBaeMbIX, JOJDKHBIM 00pa3oM OTKaIHMOpPOBaHHBIX IPUOOpax ¢
HCIOJb30BAHUEM PCArcHTOB, PEKOMEHIOBAHHLIX ITPOU3BOJUTCIIEM npn60pa. Paznuuus B pcearcHrax, TCXHU4€CKoe
o0ciy)XKMBaHNE, TEXHUKA pabOTHl M KAJIMOPOBKa MOT'YT CIIOCOOCTBOBATh MexJ1abopaTopHas Bapuanusi.

SKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

[IprcBoeHHbIE 3HAYEHHS PEICTABICHBI B BUE CPEHETO 3HAUCHHUS U Anana3oHa. CpegHee 3HaUCHHE MOIYIEHO B
pe3ysbTare MOBTOPHBIX HCIBITAHUN Ha IPHOOpax, SKCIUTyaTHPYEMBIX U OOCITYy>KUBAEMBIX B COOTBETCTBUH C
MHCTPYKIUSMH IPOU3BOAMTENS. [{Mara3oH sSBISETCS OLEHKON pa3inuuii MeK/1y J1a00paTopHsiMH, a TAKXKE YIUTHIBAET
MPUCYILYIO0 METOY HETOYHOCTh M OXKHIAAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJILHOTO Marepraia. 3Ha4eHus
KOJIMYECTBEHHOTO aHAJIM3a HOBOM MapTHH KOHTPOJIS TOJKHBI OBITH MOATBEP)KICHBI 10 TOTO, KaK HOBas MapTHs OyneT
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CBC-3D
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
BBEJICHA B PYTHHHOE HCIIONB30BaHue. TecTupyiTe HOBYIO IapTHIO, KOTJa MPUOOP HaXOIUTCA B XOPOIIEM pabodeM
COCTOSIHUH, & PE3yJIbTaThl KOHTPOJIS KauecTBa CTapoil naprtuu npuemieMsl. CpeiHee 3Ha4eHHE, TOIy4EHHOE
nabopaTopueid, TOIDKHO OBITH B IpejeNiax Juana3oH aHanusa. [ 6obiuei 4yBCTBUTEIBHOCTH KOHTPOJIS KaKaas
JabopaTopysl JOJKHA YCTAaHOBUTH CBOE COOCTBEHHOE CpeHEee 3HAYCHUE U JIOITYCTUMBIN THaIia30H U IePHOJMIECKH
MIepEOIICHUBATh CpeiHee 3HaueHue. JJabopaTopHBIi qrana3oH MOXKET BKIIIOYATh 3HAUCHNUS, HE BXOJSIINE B aHAIIU3
nuana3oH. ITonp30BaTenb MOXKET YCTAHOBUTH 3HAUCHHUS aHAJIN3a, HE yKa3aHHbIE B JIUCT, ecM KOHTPOJIb MOAXOIUT AJIs
METOA.
OI'PAHUYEHNM A
D¢ PeKTUBHOCTD JAHHOTO NPOAYKTA TapaHTHPYETCsI TONBKO B TOM CIIydae, €CJIM OH IPaBHIBHO XPaHUTCS U
UCTIONIb3YETCs, KaK OIMCAaHO B 9TOM BKIazplme. HermoxHoe nepeMemmBanue mpoOHpKH Iepest HCIONb30BaHUEM JICJIAeT
HENIEHCTBUTENBEHBIM KaK B3ATHIA 00pasell, Tak U II000H OCTaBIIMICS MaTeprall B IPOOUPKE.

TEXHUYECKAS ITOAAEPXKKA 1 OBCJITY X XMBAHUE KIIMEHTOB

Jist mony4eHus TEXHHYECKOM MOMOIIY MIIH MOMTYUYEeHHUs IOTIOJHUTEIbHON HH(OPMAIUH, MToXKaIyiicTa, IO3BOHUTE B
JIMJIEp WJIM MECTHBIN AuCTpuObIoTop. Ecii HeT, BB MOXeTe 103BOHHTH B Bio-techne® TexHuueckas ciryx0a 1mo
tenedony 33 (0)2 99 35 19 36.

[MPOT'PAMMA KOHTPOJIS1 KAYUECTBA

Wudopmariuio o [IporpamMmme Mex1abopaTOpHOTO KOHTPOJIS Ka4eCTBa CM. IO3BOHUTE B ciryk0y CBC-Monitor
komranuu Bio-techne® no Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! ¥ IPOAYKTHI SBISIOTCS TOBAPHBIMU 3HAKAMHU
WK 3apETUCTPUPOBAHHBIME TOBAPHBIMU 3HAKAMH COOTBETCTBYIONIMX KOMITAHUI.
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CBC-3K

HEMATOLOGY CONTROLS

INTENDED USE

CBC-3K is an assayed whole blood control designed to monitor
values on multi parameter hematology cell counter. Please refer to
the assay table for specific instrument models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS

CBC-3K is an in vitro diagnostic reagent composed of human
erythrocytes, mammalian leukocytes, and mammalian platelets
suspended in a plasma-like fluid with preservatives.

A\ precaution
CBC-3K is intended for in vitro diagnostic use only by trained
personnel.

@ WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic
use. Each human donor/unit used in the preparation of this product
has been tested and yielded non-reactive / negative results for all
conditions referenced in 21 CFR 610.40 (a) (b), as required by the
FDA. Testing was conducted using FDA-licensed tests. Additional
details can be found at:
http:Awww.rndheme.com/Technicallnformation.aspx.

No test method can offer complete assurance that infectious agents
are absent; therefore, this material should be handled as potentially
infectious. When handling or disposing of vials follow precautions for
patient specimens as specified in the OSHA Bloodborne Pathogen
Rule (29 CFR Part 1910, 1030) or other equivalent biosafety

procedures.
8°C

Ll STABILITY AND STORAGE

Store CBC-3K upright at 2-8°C (35-46°F) when not in use.
Protect tubes from overheating and freezing. Unopened tubes are
stable through the expiration date. Opened product is stable for 8 or
15 days (depending to your analyzer, refer to the assay sheet) or
15 pierces, whichever comes first, provided they are handled
properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes, the supernatant may appear cloudy and
reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

EE INSTRUCTIONS FOR USE
1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.
2. To mix, hold a tube horizontally between the palms of the hands.
Do not pre-mix on a mechanical mixer.
a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.
b) Continue to mix in this manner until the red cells are
completely suspended. Tubes stored for a long time may
require extra mixing.
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c) Gently invert the tube 8 - 10 times immediately before
sampling.
3. Analyze the sample as instructed in the Quality Control section
of the Operator's Manual for your instrument.

4. After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly.

b) Return tubes to refrigerator within 30 minutes of use.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation.

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be confirmed before the
new lot is put into routine use. Test the new lot when the instrument
is in good working order and quality control results on the old lot are
acceptable. The laboratory’s recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range. The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call Bio-techne®
Technical Service at 33 (0)2 99 35 19 36,

QUALITY CONTROL PROGRAM
For information on the Inter-Laboratory Quality Control Program,
please call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36.

All brands and products are trademarks or registered trademarks of their
respective companies.
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"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3ZHAYEHUE
CBC-3K — 3T0 aneMeHT ynpaBieHHs, IpeAHa3HaueHHbIH 11 MOHUTOPHUHIAa 3HAU€HUH aBTOMaTUYECKUX U
IMOJTYyaBTOMATUYCCKUX I'EMATOJIOT'MYCCKUX aHAJIN3aTOPOB UMIICAAHCHOTO THIIA. OH TaKKe MOXKET OBITh UCIIOIL30BaH JJIA
pyuHbIx MeTomoB. [Toxanmyiicta, 0OpaTuTech K TaONHIle aHATH30B I KOHKPETHBIX MOJIeIIeH TPrOOpOB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI
CBC-3K npezcrasisier co00ii peareHT st IMarHOCTUKH in Vitro, COCTOSIINIT U3 3PUTPOIIMTOB YEJIOBEKA, UMHUTAIIUU
JICWKOILIUTOB ¥ TPOMOOIIMTOB MJICKOIIUTAIOLIHUX, CYCIIEHAMPOBAaHHbIX B IIa3MOMNOI00HO XKHUKOCTH C KOHCEPBAHTAMHU.

IMPEJOCTEPEXEHUE
CBC-3K npemHa3HadeH Al TMATHOCTHKH in Vitro TOJIBKO 00yYEeHHBIM ITEPCOHATIOM.

[IPEYTIPEXJIEHUE: [TIOTEHLIMAJILHO OITACHBII MATEPHAJL

JIjist TMarHOCTHKY in Vvitro ncrnosb3oBark. Kaxplil yenoBeuecKuid JOHOP/eJMHUIIA, HCIIOIBb30BaHHbIA PU
MPUTOTOBJICHUN 3TOTO NPOAYKTa, OBII IPOTECTUPOBAH U Jajl HepeaKTHBHBIE/OTPHILIATEIbHBIE PE3YIBTAThI ISl BCEX
cocrostHni, ykazaHHbIX B 21 CFR 610.40 (a) (b), B coorBetrcTBHHM ¢ TpeboBanusiMu FDA. TectipoBaHue pOBOANIOCH C
HCTIONB30BaHUEM TECTOB, JTHIEH3UPOBaHHEIX FDA. JlomomHNTEenpHY 0 HHPOPMAIIIIO MOXKHO HalTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu oguu MeTon TecTupoBaHus HE MOXKET JAaTh MOJTHON TapaHTHH TOTO,
YTO MH(EKLIHUOHHBIE areHThl OTCYTCTBYIOT; IOATOMY C THM MaT€pPHUAJIOM CIIeAyeT 00pallaThCs Kak ¢ MOTSHIMAIBHO
3apa3Hblid. [Ipu oOpaieHny ¢ npodupKaMy WIIM MX yTUIIM3AIMU COOJIOaliTe MEpPhI IPEI0CTOPOXKHOCTH. [UIsi 00pa31oB
MaIMeHTOB, Kak ykazaHo B OSHA Bloodborne ITpasuno marorenos (29 CFR Part 1910, 1030) wmu npyroe
9KBUBAJICHTHOE ITPOLIEAYPHI OM00E30IIaCHOCTH.

CTABUJIBHOCTb U XPAHEHUE

Xpanute CBC-3K B BepTHKaIBHOM NONIOXKEHUH NpH Temreparype 2—8° C (35—-46° F), korna oH HE UCTIONB3yeTCs.
3amuaiite mpoOUpPKH OT Meperpesa u 3amep3anusi. He oTKpbIThie TyObl CTa0MIIBHBI B TEUSHHE BCEIO CPOKA TOAHOCTH.
OTKpBITHIE TPOOUPKHU cTaOWIILHBI B TedeHUe 14 THEl MpH yCIIOBHU MPAaBMIIBHOTO 00paIieH s C HUMH.

MMPU3HAKU YXVAIIEHNA COCTOAHUA

[Nocie cMemmBaHUs IPOLYKT AOJDKEH OBITH IIOX0X Ha CBEXKYIO LICNbHYIO KPOBb. B HecMeIaHHbIX MpoGHpKax
CYIEpHATaHT MOXKET OBITH MyTHBIM M KPaCHOBAaTHIM; 3TO HOPMAJILHO U He yKa3bIBaeT Ha yXynueHue. Jpyroe
obeclBeurBaHKe, OUCHb TEMHO-KPACHBIN CyIIEPHATAHT WM HEPHUEMIIEMbIE PE3yJIbTaThl MOTYT CBUAETEILCTBOBATH 00
YXYIILEHUU COCTOsTHUS. He ncnob3yliTe NpoayKT, €Clii [003PEBAETe €ro yXyAlleHUe.

MHCTPYKUHNU 1O MIPUMEHEHUIO 1. Jloctanbre mpoOUpPKH U3 XOJIOAWIBHUKA M JAWTE MM HATPETHCS JI0
KoMHaTHOU Temriepatypsl (oT 15 mo 30 °C wim ot 59 1o 86 °F) B Teuenne 15 MuHyT nepen nepemeniuBanuem. 2. YToOb
CMeEIaTh, IEPKUTE TIOOUK TOPU30HTANBHO MEXy J1anoHAMu. He cmemmBaiite npeaBapuTeIbHO HA MEXaHUIECKOM
Mmukcepe. a) [lokaraiite TpyOKy Bniepea-nazan B TeueHue 20-30 cexyH; BpeMs OT BpeMEHU MepeBEPHYTh TPYOKY.
OHepruyHo nepemMelnaiire, Ho He BcTpsixupaite. 0) [IpogoirkaiiTe nepeMeIuBaTh TakKUM 00pa3oM, IIOKa SPUTPOLIUTHI
MIOJTHOCTBIO He pacTBopsaTcs. [IpoOupky, XpaHsIuecs B TeUCHUE JUTUTEIHLHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTENBHOTO NepeMeninBanus. B) OCTOpOXKHO nepeBepHnTe NpoOupKy 8—10 pa3 HemocpeaCcTBEHHO Tepen

3. Ilpoananu3upyiite 0Opaser B COOTBETCTBUH C HHCTPYKIMAMH B pazzaene «KoHTponb kadecTBa» pyKOBOACTBA IO
IKCIUTyaTaluu Bamiero npuodopa. 4. ITocie otdopa mpo6: a) Eciau npobupka Obliia OTKpeITa 711 0TOOpa Mpoo, ynaaure
OCTaTKM MaTepHaa ¢ KpbIILKU 1 000712 TpoOupKy 0€3BOPCOBOI TKaHbIO. 3aMEHHUTH KPBILIKA MIIOTHO. 0) BepHute
NPOOUPKH B XOJOIMIBHUK B TedeHHe 30 MUHYT ITOCIIE HCTIOJIB30BAHMS.

OXUAAEMBIE PE3YJIbTATHI

Y6enutech, 9T0 HOMEP NApTHH Ha TPOOHPKE COOTBETCTBYET HOMEPY MAapTHUH B TaOJHIIe 3HAYCHUN aHaN3a. SHAYCHUS
aHaJIN3a OIPEEeIIOTCA Ha XOPOIIO 00CITyKHUBaeMbIX, JOJDKHBIM 00pa3oM OTKaIHMOpPOBaHHBIX IPUOOpax ¢
HCIOJb30BAHUEM PCArcHTOB, PEKOMEHIOBAHHLIX ITPOU3BOJUTCIIEM npn60pa. Paznuuus B pcearcHrax, TCXHU4€CKoe
o0ciy)XKMBaHNE, TEXHUKA pabOTHl M KAJIMOPOBKa MOT'YT CIIOCOOCTBOBATh MexJ1abopaTopHas Bapuanusi.

SKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

[IprcBoeHHbIE 3HAYEHHS PEICTABICHBI B BUE CPEHETO 3HAUCHHUS U Anana3oHa. CpegHee 3HaUCHHE MOIYIEHO B
pe3ysbTare MOBTOPHBIX HCIBITAHUN Ha IPHOOpax, SKCIUTyaTHPYEMBIX U OOCITYy>KUBAEMBIX B COOTBETCTBUH C
MHCTPYKIUSMH IPOU3BOAMTENS. [{Mara3oH sSBISETCS OLEHKON pa3inuuii MeK/1y J1a00paTopHsiMH, a TAKXKE YIUTHIBAET
MPUCYILYIO0 METOY HETOYHOCTh M OXKHIAAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJILHOTO Marepraia. 3Ha4eHus
KOJIMYECTBEHHOTO aHAJIM3a HOBOM MapTHH KOHTPOJIS TOJKHBI OBITH MOATBEP)KICHBI 10 TOTO, KaK HOBas MapTHs OyneT
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CBC-3K
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
BBEJICHA B PYTHHHOE HCIIONB30BaHue. TecTupyiTe HOBYIO IapTHIO, KOTJa MPUOOP HaXOIUTCA B XOPOIIEM pabodeM
COCTOSIHUH, & PE3yJIbTaThl KOHTPOJIS KauecTBa CTapoil naprtuu npuemieMsl. CpeiHee 3Ha4eHHE, TOIy4EHHOE
nabopaTopueid, TOIDKHO OBITH B IpejeNiax Juana3oH aHanusa. [ 6obiuei 4yBCTBUTEIBHOCTH KOHTPOJIS KaKaas
JabopaTopysl JOJKHA YCTAaHOBUTH CBOE COOCTBEHHOE CpeHEee 3HAYCHUE U JIOITYCTUMBIN THaIia30H U IePHOJMIECKH
MIepEOIICHUBATh CpeiHee 3HaueHue. JJabopaTopHBIi qrana3oH MOXKET BKIIIOYATh 3HAUCHNUS, HE BXOJSIINE B aHAIIU3
nuana3oH. ITonp30BaTenb MOXKET YCTAHOBUTH 3HAUCHHUS aHAJIN3a, HE yKa3aHHbIE B JIUCT, ecM KOHTPOJIb MOAXOIUT AJIs
METOA.
OI'PAHUYEHNM A
D¢ PeKTUBHOCTD JAHHOTO NPOAYKTA TapaHTHPYETCsI TONBKO B TOM CIIydae, €CJIM OH IPaBHIBHO XPaHUTCS U
UCTIONIb3YETCs, KaK OIMCAaHO B 9TOM BKIazplme. HermoxHoe nepeMemmBanue mpoOHpKH Iepest HCIONb30BaHUEM JICJIAeT
HENIEHCTBUTENBEHBIM KaK B3ATHIA 00pasell, Tak U II000H OCTaBIIMICS MaTeprall B IPOOUPKE.

TEXHUYECKAS ITOAAEPXKKA 1 OBCJITY X XMBAHUE KIIMEHTOB

Jist mony4eHus TEXHHYECKOM MOMOIIY MIIH MOMTYUYEeHHUs IOTIOJHUTEIbHON HH(OPMAIUH, MToXKaIyiicTa, IO3BOHUTE B
JIMJIEp WJIM MECTHBIN AuCTpuObIoTop. Ecii HeT, BB MOXeTe 103BOHHTH B Bio-techne® TexHuueckas ciryx0a 1mo
tenedony 33 (0)2 99 35 19 36.

[MPOT'PAMMA KOHTPOJIS1 KAYUECTBA

Wudopmariuio o [IporpamMmme Mex1abopaTOpHOTO KOHTPOJIS Ka4eCTBa CM. IO3BOHUTE B ciryk0y CBC-Monitor
komranuu Bio-techne® no Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! ¥ IPOAYKTHI SBISIOTCS TOBAPHBIMU 3HAKAMHU
WK 3apETUCTPUPOBAHHBIME TOBAPHBIMU 3HAKAMH COOTBETCTBYIONIMX KOMITAHUI.

CEIVD

Buo-Texne CAC

19 Pro JIyn Jlenopmens

CS 49228 35230 NOYAL CHATILLON SUR SEICHE-FRANCE Ten. +33 2 99 35 19 35-®akc +33 2 99 35 33 82
DOnekrponHas mouta: Diagnostics.emea@bio-techne.com SIRET 451 276 281 00024-TVA Intracom. ®pannus 49 451
276 281

TTommuce/
ITegats/ R&D Systems, Inc. 614 McKinley Place NE Minneapolis, MN USA 55413 IS012-012 Pen. 08/17 buorexue®
1S03000-V10 10/2019 POIT EC 19 Rue Louis Delourmel 35230 Noyal Chatillon/Seiche ®panuus
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CBC-5D®

HEMATOLOGY CONTROLS

CONTROL

INTENDED USE

CBC-5D is a control designed to monitor values on Beckman Coulter
hematology analyzers. Please refer to the assay table for specific
instrument models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to monitor
the performance of diagnostic tests. This control is composed of stable
materials that provide a means of monitoring the performance of
hematology blood cell counters. It is sampled in the same manner as a
patient specimen.

REAGENTS

CBC-5D is an in vitro diagnostic reagent composed of human
erythrocytes, simulated teukocytes, and mammalian platelets suspended
in a plasma-like fluid with preservatives.

A PRECAUTION

CBC-5D is intended for in vitro diagnostic use only by trained
personnel.

@ WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic use.
Each human donor/unit used in the preparation of this product has been
tested, and yielded non-reactive/ negative resuits for all conditions
referenced in 21 CFR 610.40 (a) (b), as required by the FDA. Testing was
conducted using FDA-licensed tests. Additional details can be found at:
http:wvww. rndheme.com/Technicallnformation. aspx

No test method can offer complete assurance that infectious agents are
absent; therefore, this material should be handled as potentially
infectious. When handling or disposing of vials follow precautions for
patient specimens as specified in the OSHA Bloodborne Pathogen Rule
(29 CFR Part 1910, 1030) or other equivalent biosafety procedures.

8°C
Z"CJH/ STABILITY AND STORAGE
Store CBC-5D upright at 2 - 8° C (35 - 46° F) when not in use. Protect
tubes from overheating and freezing. Unopened tubes are stable
through the expiration date. Opened tubes are stable for 14 days or 14
thermal cycles (uses), whichever comes first, when handled properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes/vials, the supernatant may appear cloudy and
reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

[:E INSTRUCTIONS FOR USE

1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before mixing.

2, To mix, hold a tube horizontally between the palms of the hands. Do
not pre-mix on a mechanical mixer

a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.

b) Continue to mix in this manner until the red cells are completely
suspended. Tubes stored for a long time may require extra
mixing.

c) Gently invert the tube 8 - 10 times immediately before sampling.

3. Prime instrument with whole blood before control analysis.

4. Analyze the sample as instructed in the Quality Control section of
the Operator's Manual for your instrument.

5. After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the cap
tightly.

b) Return tubes to refrigerator within 30 minutes of use

QC FILE SETUP PROCEDURE FOR BECKMAN COULTER DxH 800:

2 DIMENSIONAL BARCODE SETUP:

1. At the workstation, select Menu, Set Up, and then Quality Control.
Select New Control From Bar Code tab, A dialog box appears that
reads “Waiting for 2D bar code to be scanned from assay sheet..."

2. Scan the 2D barcode using the hand help scanner. The scanned lot
numbers will appear. Click on Select All and OK.

QC FILE SETUP PROCEDURE FOR BECKMAN COULTER LH 700 Series

& LH 500:

2 DIMENSIONAL BARCODE SETUP: Upload CBC/Diff Assay and

Expected Range Values

1. At the Command Center, select System Set Up.

2. Select the Quality Assurance icon. Select Controls tab and click on
New Control Folder icon.

3. Select the following: Source — BCI or Coulter; Type — 5C Series;
Level — All levels.

4. Select Setup New Lot icon. “Load 5C Series Cell Control Reference
Values” dialog box appears. Using the hand help scanner, scan the
appropriate 2D barcode. Click on Close icon

5. The assay information will be transmitted to the QC CBC/DIFF files.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-maintained,
properly calibrated instruments using the instrument manufacturer's
recommended reagents. Reagent differences, maintenance, operating
technique, and calibration may contribute to inter-laboratory variation,

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and maintained
according to the manufacturer's instructions. The Range is an estimate of
variation between laboratories and also takes into account inherent
imprecision of the method and expected biological variability of the
control material.

Assay values on a new lot of control should be confirmed before the new
lot is put into routine use. Test the new lot when the instrument is in good
working order and quality control results on the old lot are acceptable
The laboratory's recovered mean should be within the assay range.

For greater control sensitivity each laboratory should establish its own
mean and acceptable range and periodically reevaluate the mean. The
laboratory range may include values outside of the assay range. The user
may establish assay values not listed on the Assay Sheet, if the control is
suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored and
used as described in this insert. Incomplete mixing of a tube prior to use
invalidates both the sample withdrawn and any remaining materiai in the
tube

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your dealer
or local distributor. If there is no, you may call Bio-techne® Technical
Service at 33 (0)2 99 35 19 36

QUALITY CONTROL PROGRAM

For information on the Inter-Laboratory Quality Control Program, please
call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36.

All brands and products are trademarks or registered trademarks of their
respective companies

R &D Systems, Inc. IS037-018 Rev 08/17

614 McKinley Place NE
Minneapolis, MN USA 55413

1S05D00-V16 11/2019
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a bietechne brand CBC-5D

"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3ZHAYEHUE
CBC-5D — 370 aneMeHT ynpaBiieHus], IpeAHa3HaueHHbIH 11 MOHUTOPHUHIAa 3HAU€HUH aBTOMaTUYECKUX U
IMOJTYyaBTOMATUYCCKUX I'EMATOJIOT'MYCCKUX aHAJIN3aTOPOB UMIICAAHCHOTO THIIA. OH TaKKe MOXKET OBITh UCIIOIL30BaH JJIA
pyuHbIx MeTomoB. [Toxanmyiicta, 0OpaTuTech K TaONHIle aHATH30B I KOHKPETHBIX MOJIeIIeH TPrOOpOB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI
CBC-5D npezcraisier co00ii peareHT st IMarHOCTUKH in Vitro, COCTOSIINIL U3 3PUTPOIIMTOB YEIOBEKA, UMHUTAIIUU
JICWKOILIUTOB ¥ TPOMOOIIMTOB MJICKOIIUTAIOLIHUX, CYCIIEHAMPOBAaHHbIX B IIa3MOMNOI00HO XKHUKOCTH C KOHCEPBAHTAMHU.

IMPEJOCTEPEXEHUE
CBC-5D npemna3HadeH Al TMATHOCTHKH in Vitro TOJIBKO 00yYEeHHBIM ITEPCOHATIOM.

[IPEYTIPEXJIEHUE: [TIOTEHLIMAJILHO OITACHBII MATEPHAJL

JIjist TMarHOCTHKY in Vvitro ncrnosb3oBark. Kaxplil yenoBeuecKuid JOHOP/eJMHUIIA, HCIIOIBb30BaHHbIA PU
MPUTOTOBJICHUN 3TOTO NPOAYKTa, OBII IPOTECTUPOBAH U Jajl HepeaKTHBHBIE/OTPHILIATEIbHBIE PE3YIBTAThI ISl BCEX
cocrostHni, ykazaHHbIX B 21 CFR 610.40 (a) (b), B coorBetrcTBHHM ¢ TpeboBanusiMu FDA. TectipoBaHue pOBOANIOCH C
HCTIONB30BaHUEM TECTOB, JTHIEH3UPOBaHHEIX FDA. JlomomHNTEenpHY 0 HHPOPMAIIIIO MOXKHO HalTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu oguu MeTon TecTupoBaHus HE MOXKET JAaTh MOJTHON TapaHTHH TOTO,
YTO MH(EKLIHUOHHBIE areHThl OTCYTCTBYIOT; IOATOMY C THM MaT€pPHUAJIOM CIIeAyeT 00pallaThCs Kak ¢ MOTSHIMAIBHO
3apa3Hblid. [Ipu oOpaieHny ¢ npodupKaMy WIIM MX yTUIIM3AIMU COOJIOaliTe MEpPhI IPEI0CTOPOXKHOCTH. [UIsi 00pa31oB
MaIMeHTOB, Kak ykazaHo B OSHA Bloodborne ITpasuno marorenos (29 CFR Part 1910, 1030) wmu npyroe
9KBUBAJICHTHOE ITPOLIEAYPHI OM00E30IIaCHOCTH.

CTABUJIBHOCTb U XPAHEHUE

Xpanute CBC-5D B BepTHKaIBHOM MOJIOKEHUH NpH Temreparype 2—8° C (35—-46° F), korna oH HEe UCTIONB3yeTCs.
3amuaiite mpoOUpPKH OT Meperpesa u 3amep3anusi. He oTKpbIThie TyObl CTa0MIIBHBI B TEUSHHE BCEIO CPOKA TOAHOCTH.
OTKpBITHIE TPOOUPKHU cTaOWIILHBI B TedeHUe 14 THEl MpH yCIIOBHU MPAaBMIIBHOTO 00paIieH s C HUMH.

MMPU3HAKU YXVAIIEHNA COCTOAHUA

[Nocie cMemmBaHUs IPOLYKT AOJDKEH OBITH IIOX0X Ha CBEXKYIO LICNbHYIO KPOBb. B HecMeIaHHbIX MpoGHpKax
CYIEpHATaHT MOXKET OBITH MyTHBIM M KPaCHOBAaTHIM; 3TO HOPMAJILHO U He yKa3bIBaeT Ha yXynueHue. Jpyroe
obeclBeurBaHKe, OUCHb TEMHO-KPACHBIN CyIIEPHATAHT WM HEPHUEMIIEMbIE PE3yJIbTaThl MOTYT CBUAETEILCTBOBATH 00
YXYIILEHUU COCTOsTHUS. He ncnob3yliTe NpoayKT, €Clii [003PEBAETe €ro yXyAlleHUe.

MHCTPYKUHNU 1O MIPUMEHEHUIO 1. Jloctanbre mpoOUpPKH U3 XOJIOAWIBHUKA M JAWTE MM HATPETHCS JI0
KoMHaTHOU Temriepatypsl (oT 15 mo 30 °C wim ot 59 1o 86 °F) B Teuenne 15 MuHyT nepen nepemeniuBanuem. 2. YToOb
CMeEIaTh, IEPKUTE TIOOUK TOPU30HTANBHO MEXy J1anoHAMu. He cmemmBaiite npeaBapuTeIbHO HA MEXaHUIECKOM
Mmukcepe. a) [lokaraiite TpyOKy Bniepea-nazan B TeueHue 20-30 cexyH; BpeMs OT BpeMEHU MepeBEPHYTh TPYOKY.
OHepruyHo nepemMelnaiire, Ho He BcTpsixupaite. 0) [IpogoirkaiiTe nepeMeIuBaTh TakKUM 00pa3oM, IIOKa SPUTPOLIUTHI
MIOJTHOCTBIO He pacTBopsaTcs. [IpoOupky, XpaHsIuecs B TeUCHUE JUTUTEIHLHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTENBHOTO NepeMeninBanus. B) OCTOpOXKHO nepeBepHnTe NpoOupKy 8—10 pa3 HemocpeaCcTBEHHO Tepen

3. Ilpoananu3upyiite 0Opaser B COOTBETCTBUH C HHCTPYKIMAMH B pazzaene «KoHTponb kadecTBa» pyKOBOACTBA IO
IKCIUTyaTaluu Bamiero npuodopa. 4. ITocie otdopa mpo6: a) Eciau npobupka Obliia OTKpeITa 711 0TOOpa Mpoo, ynaaure
OCTaTKM MaTepHaa ¢ KpbIILKU 1 000712 TpoOupKy 0€3BOPCOBOI TKaHbIO. 3aMEHHUTH KPBILIKA MIIOTHO. 0) BepHute
NPOOUPKH B XOJOIMIBHUK B TedeHHe 30 MUHYT ITOCIIE HCTIOJIB30BAHMS.

OXUAAEMBIE PE3YJIbTATHI

Y6enutech, 9T0 HOMEP NApTHH Ha TPOOHPKE COOTBETCTBYET HOMEPY MAapTHUH B TaOJHIIe 3HAYCHUN aHaN3a. SHAYCHUS
aHaJIN3a OIPEEeIIOTCA Ha XOPOIIO 00CITyKHUBaeMbIX, JOJDKHBIM 00pa3oM OTKaIHMOpPOBaHHBIX IPUOOpax ¢
HCIOJb30BAHUEM PCArcHTOB, PEKOMEHIOBAHHLIX ITPOU3BOJUTCIIEM npn60pa. Paznuuus B pcearcHrax, TCXHU4€CKoe
o0ciy)XKMBaHNE, TEXHUKA pabOTHl M KAJIMOPOBKa MOT'YT CIIOCOOCTBOBATh MexJ1abopaTopHas Bapuanusi.

SKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

[IprcBoeHHbIE 3HAYEHHS PEICTABICHBI B BUE CPEHETO 3HAUCHHUS U Anana3oHa. CpegHee 3HaUCHHE MOIYIEHO B
pe3ysbTare MOBTOPHBIX HCIBITAHUN Ha IPHOOpax, SKCIUTyaTHPYEMBIX U OOCITYy>KUBAEMBIX B COOTBETCTBUH C
MHCTPYKIUSMH IPOU3BOAMTENS. [{Mara3oH sSBISETCS OLEHKON pa3inuuii MeK/1y J1a00paTopHsiMH, a TAKXKE YIUTHIBAET
MPUCYILYIO0 METOY HETOYHOCTh M OXKHIAAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJILHOTO Marepraia. 3Ha4eHus
KOJIMYECTBEHHOTO aHAJIM3a HOBOM MapTHH KOHTPOJIS TOJKHBI OBITH MOATBEP)KICHBI 10 TOTO, KaK HOBas MapTHs OyneT
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CBC-5D
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
BBEJICHA B PYTHHHOE HCIIONB30BaHue. TecTupyiTe HOBYIO IapTHIO, KOTJa MPUOOP HaXOIUTCA B XOPOIIEM pabodeM
COCTOSIHUH, & PE3yJIbTaThl KOHTPOJIS KauecTBa CTapoil naprtuu npuemieMsl. CpeiHee 3Ha4eHHE, TOIy4EHHOE
nabopaTopueid, TOIDKHO OBITH B IpejeNiax Juana3oH aHanusa. [ 6obiuei 4yBCTBUTEIBHOCTH KOHTPOJIS KaKaas
JabopaTopysl JOJKHA YCTAaHOBUTH CBOE COOCTBEHHOE CpeHEee 3HAYCHUE U JIOITYCTUMBIN THaIia30H U IePHOJMIECKH
MIepEOIICHUBATh CpeiHee 3HaueHue. JJabopaTopHBIi qrana3oH MOXKET BKIIIOYATh 3HAUCHNUS, HE BXOJSIINE B aHAIIU3
nuana3oH. ITonp30BaTenb MOXKET YCTAHOBUTH 3HAUCHHUS aHAJIN3a, HE yKa3aHHbIE B JIUCT, ecM KOHTPOJIb MOAXOIUT AJIs
METOA.
OI'PAHUYEHNM A
D¢ PeKTUBHOCTD JAHHOTO NPOAYKTA TapaHTHPYETCsI TONBKO B TOM CIIydae, €CJIM OH IPaBHIBHO XPaHUTCS U
UCTIONIb3YETCs, KaK OIMCAaHO B 9TOM BKIazplme. HermoxHoe nepeMemmBanue mpoOHpKH Iepest HCIONb30BaHUEM JICJIAeT
HENIEHCTBUTENBEHBIM KaK B3ATHIA 00pasell, Tak U II000H OCTaBIIMICS MaTeprall B IPOOUPKE.

TEXHUYECKAS ITOAAEPXKKA 1 OBCJITY X XMBAHUE KIIMEHTOB

Jist mony4eHus TEXHHYECKOM MOMOIIY MIIH MOMTYUYEeHHUs IOTIOJHUTEIbHON HH(OPMAIUH, MToXKaIyiicTa, IO3BOHUTE B
JIMJIEp WJIM MECTHBIN AuCTpuObIoTop. Ecii HeT, BB MOXeTe 103BOHHTH B Bio-techne® TexHuueckas ciryx0a 1mo
tenedony 33 (0)2 99 35 19 36.

[MPOT'PAMMA KOHTPOJIS1 KAYUECTBA

Wudopmariuio o [IporpamMmme Mex1abopaTOpHOTO KOHTPOJIS Ka4eCTBa CM. IO3BOHUTE B ciryk0y CBC-Monitor
komranuu Bio-techne® no Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! ¥ IPOAYKTHI SBISIOTCS TOBAPHBIMU 3HAKAMHU
WK 3apETUCTPUPOBAHHBIME TOBAPHBIMU 3HAKAMH COOTBETCTBYIONIMX KOMITAHUI.
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CBC-5DMR

HEMATOLOGY CONTROLS

INTENDED USE

CBC-5DMR is an assayed whole blood control designed to monitor
values on multi parameter hematology cell counters. Please refer to
the assay table for specific instrument models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS

CBC-5DMR is an in vitro diagnostic reagent composed of human
erythrocytes and mammalian leukocytes and platelets suspended in
a plasma-like fluid with preservatives.

I e
CBC-5DMR is intended for in vitro diagnostic use only by trained
personnel.

& WARNING:

POTENTIALLY BIOHAZARDOUS MATERIAL.

For in vitro diagnostic use. Each human donor/unit used in the
preparation of this product has been tested, and yielded non-reactive/
negative results for all conditions referenced in 21 CFR 610.40 (a)
(b), as required by the FDA. Testing was conducted using FDA-
licensed tests. Additional details can be found at
hitpAAwww. mdheme. com/Technicallinformation.aspx

No test method can offer complete assurance that infectious agents
are absent; therefore, this material should be handled as potentially
infectious. When handling or disposing of vials follow precautions for
patient specimens as specified in the OSHA Bloodborne Pathogen
Rule (29 CFR Part 1910, 1030) or other equivalent biosafety
procedures.

8°C
2°°/H[ STABILITY AND STORAGE
Store CBC-5DMR upright at 2° - 8° C (35° - 46° F) when not in use.
Protect tubes from overheating and freezing. Unopened tubes are
stable through the expiration date. Opened tubes are stable for 14
days, provided they are handled properly

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes/vials, the supernatant may appear cloudy
and reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

[:-E] INSTRUCTIONS FOR USE
1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.
2. To mix, hold a tube horizontally between the palms of the hands.
Do not pre-mix on a mechanical mixer.
a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake
b) Continue to mix in this manner until the red cells are
completely suspended. Tubes stored for a iong time may
require extra mixing.
c) Gently invert the tube 8 - 10 times immediately before
sampling.
3. Prime instrument with whole blood before control analysis.

Perucrparua MU e PocagpaBragzope
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4. Analyze the sample as instructed in the Quality Control section
of the Operator's Manual for your instrument.
5. After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly.

b) Return tubes to refrigerator within 30 minutes of use.

EXPECTED RESULTS

Verify that the lot number on the tube matches the iot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation.

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be confirmed before the
new lot is put into routine use. Test the new lot when the instrument
is in good working order and quality control results on the old lot are
acceptable. The laboratory’s recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range. The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call Bio-techne®
Technical Service at 33 (0)2 99 35 19 36.

QUALITY CONTROL PROGRAM
For information on the Inter-Laboratory Quality Control Program,
please call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36.

All brands and products are trademarks or registered trademarks of
their respective companies.

R&D Systems, Inc. 1S136-004 Rev 08/17
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Minneapolis, MN USA 55413
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a bietechne brand CBC-5DMR

"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3HAYEHUE
CBC-5DMR — 3710 3neMeHT ynpaBieHUs, IpeAHAa3HAYeHHbIH 11 MOHUTOPHUHIa 3HaUCHUH aBTOMAaTUYECKUX U
MOJTyaBTOMaTH4YE€CKUX TeMATOJIOTMYECKUX aHAJIM3aTOPOB UMITEAaHCHOTO TuMa. OH TakKe MOXKET ObITh HCIONB30BaH JUIs
py4HBIX MeTo0B. [loxkanyiicra, oOparnTech K TabIMIIE aHATM30B JUIsI KOHKPETHBIX MOZIeIel IPHOOPOB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI

CBC-5DMR mnpencrapisier co00i peareHT Jyisi AMArHOCTHKH in Vitro, COCTOSIIMIA U3 SPUTPOLIUTOB YelOBeKa,
MMHTAIMH JIEUKOLIUTOB U TPOMOOIIMTOB MIICKOIIUTAIOLIHUX, CYCIIEHANPOBAHHBIX B IJ1a3MONOI00HOM KHUKOCTH C
KOHCEpBaHTaMH.

MNPEJOCTEPEXXEHUE
CBC-5DMR npegHa3Ha4eH AJsl THaTHOCTUKH in Vitro TOJIBKO 00y4EHHBIM ITEPCOHATIOM.

MMPEAYITPEXJIEHUE: IIOTEHIWAJIBHO OITACHBIN MATEPUAJL.

JIyist TMarHOCTHKY in Vitro ncrmonbs3oBarh. Kaxplil yenoBedyecKuid JOHOP/eJMHNIIA, HCIIOIBb30BaHHbBIA IPU
NPUTOTOBJICHUH TOTO MPOAYKTA, OBUT IPOTECTUPOBAH U JaJl HEPEaKTUBHBIC/OTPHIATEIbHBIC PE3YIBTAThI ISl BCEX
cocrosHui, yka3aHHbIX B 21 CFR 610.40 (a) (b), B coorBeTcTBHH ¢ TpeboBanusmu FDA. TectupoBaHue mpoBOAUIOCE C
WCTIONB30BaHUEM TECTOB, JTUIIEH3UPOBaHHEIX FDA. JlomomHuTenpHY0 HHPOPMAIIIO MOXKHO HaTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu ogun MeTon TecTHpOBaHHUS HE MOXET JIaTh IOJIHOM rapaHTHH TOTO,
4TO MH(MEKIMOHHBIE areHThl OTCYTCTBYIOT; II03TOMY C 3TUM MaTepUalioM CJIeAyeT 00pamarbcs Kak ¢ OTeHIIHAIBHO
3apa3sblid. [Ipn obpaieHny ¢ mpodupKaMy WM UX yTUIIN3AIMN cOOII0IaliTe MEphl IPEIOCTOPOXKHOCTH. JUIsl 00pas3IioB
ManueHToB, kak ykazaHo B OSHA Bloodborne [Tpasuio narorenos (29 CFR Part 1910, 1030) nm npyroe
SKBHBAJICHTHOE MPOLEAYyPHl OM00E30MaCHOCTH.

CTABMJIBHOCTH M XPAHEHUE

Xpanute CBC-5DMR B BepTUKaNbHOM MONIOKEHUH 1ipu Temreparype 2—8° C (35-46° F), korna oH He UCTIOb3yeTCs.
Samumaiite npoOUpPKH OT eperpesa u 3amep3anus. He OTKpBIThIC TYOBI CTa0IBHBI B TCUEHUE BCETO CPOKA TOJHOCTH.
OTKpEITEIE TPOOUPKHU CTAOMITBHBI B TeUeHUE 14 THEH MPH YCIIOBUH MPAaBWIBHOTO OOPAICHUS C HUMHU.

MMPU3HAKU YXVAUIEHUS COCTOSHUA

IMocne cMemMBaHus IPOAYKT JIOJKEH OBITh MIOX0XK Ha CBEXYIO LENbHYIO KPOBb. B HecMeIlIaHHbIX MPOOUpKax
CYIIEPHATAHT MOXKET OBITH MYTHBIM M KPACHOBATHIM; 3TO HOPMAJIBHO M HE YKa3bIBaeT Ha yxyaieHue. Jpyroe
00eCI[BeUMBAHUE, OUCHh TEMHO-KPACHBIN CyIIePHATAHT WA HEPHUEMJIEMbIC PE3YJIbTaThl MOT'YT CBHICTEIBCTBOBATE 00
YXYIIICHUU COCTOSHUS. He Ncnonb3yiiTe IpoayKT, €ClIi IOI03PEBacTe ero YXY/IIICHUE.

MHCTPYKINU 1O TIPUMEHEHUIO 1. Jloctansre mpoOUpKH U3 XOJIOAWIBHUKA F JAWTE M HATPETHCS 10
koMHaTHOU Temiiepatypsl (oT 15 1o 30 °C wm ot 59 no 86 °F) B Teuenne 15 MuHyT nepen nepememniuBanuem. 2. YToOb
CMECIIATh, ACPKUTE TIOOMK TOPU3O0HTAJIBHO MECXKIY JIaTOHAMU. He cmemmBariTe IpeaABApUTEIILHO HA MEXaHNYCCKOM
mukcepe. a) [Tokaraiite TpyOKy Brepen-uaszan B reueHue 20-30 cekyH; BpeMsi OT BpEMEHHU IePEBEPHYTh TPYOKY.
OHepruyHo nepemMennaire, Ho He BeTpsixusaiite. 0) [IpogoikaiiTe nepeMemMBaTh TaKUM 00pa3oM, OKa SPUTPOLIUTHI
MOJTHOCTBIO HE pacTBOpATCA. [IpoOupkw, XpaHsIIrecs B TCUCHHE JITUTEIHHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTEIHHOTO TiepeMeInnBanus. B) OCTOPOXKHO IepeBepHUTE MpoOupKy 8—10 pa3 HEmOCpeACTBEHHO Tepe

3. Ilpoananu3upyiite 06pasel B COOTBETCTBHH C HHCTPYKIHMSIMH B pasneiie «KoHTposb kauecTBa» pyKOBOICTBA 110
JKCIUTyaTaluy Bamero mpudopa. 4. ITocie orbopa mpo6: a) Eciu npobupka Oblia OTKpPhITA [J1s1 0TOOpa Mpo0, yAaIuTe
OCTaTKK MaTepHaia ¢ KPbIIKU 1 000/1a MPOOUpPKU OE3BOPCOBOM TKaHBIO. 3aMEHUTH KPBINIKA MIOTHO. 0) Bepaute
TPOOUPKH B XOJNIOAMIBHUK B TeueHre 30 MHHYT MOCIIE HCTIOIb30BaHMS.

OXUNIOAEMBIE PE3YJIBTATBI

Ybeautech, 4T0 HOMEP NMAPTUH HA IPOOUPKE COOTBETCTBYET HOMEPY MAPTHH B TaOIUIlE 3HAUCHUH aHaIn3a. 3HAYCHUS
aHaJIM3a OIPEIENSIOTCS Ha XOPOIIO 00CIY)KUBAEMBIX, JOJDKHBIM 00pa3oM OTKaJIHMOPOBaHHBIX MPHOOpax ¢
UCTIONIb30BaHUEM PEareHTOB, PEKOMEH/I0OBaHHBIX MPOM3BONTEIEM ITprOOpa. Paznnuns B peareHTax, TEXHUYECKOE
o0cCITy’)KMBaHHE, TEXHUKA paOOTHI M KaJTHOPOBKA MOTYT CITOCOOCTBOBATH MEXKIIA00paTOpHAs BapHAIIHS.

OKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

IIprcBoeHHBIEC 3HAUCHUS MIPEACTABICHBI B BUAE CPEAHET0 3HAYCHUS U Auana3zoHa. CpefHee 3HaYCHUE MOTyYeHO B
pe3yJbTare MOBTOPHBIX UCTIBITAHUN Ha MPUOOPaX, IKCIUTyaTUPYEMbIX H 00CITYKHBAaEMbIX B COOTBETCTBHH C
MHCTPYKIMSMH IPOU3BOAMTENS. [{Marma3oH sSBIsETCsl OLEHKON pa3uuuii MeK/1y 1a00paTopHsiMH, a TAKXKE YIUTHIBACT
MPUCYILYI0 METOY HETOYHOCTh M OXKHUIAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJIILHOTO MaTepuaia. 3HadeHus
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CBC-5DMR
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
KOJIMYECTBEHHOI'O aHAJIM3a HOBOM TapTUH KOHTPOJIA OOJIKHBI OBITh MOATBEPKACHBI 10 TOI'0, KaK HOBasA MapTust 6y£[eT
BBEJ/ICHA B PyTHHHOE MCIOJIb30BaHKe. TecTUPYHTE HOBYIO MAapTHIO, KOIJa IPUOOp HAXOAMUTCS B XOpOILEeM padouem
COCTOSIHMH, a pe3yJIbTaThl KOHTPOJISI KaYeCTBA CTapoi mapTuu npuemiieMbl. CpeHee 3Ha4eHHe, OJyYeHHOe
Jaboparopuel, JOJDKHO OBITh B IIpefienax Auana3oH aHanusa. st Gonbhieil 4yBCTBUTEIBHOCTH KOHTPOIIS Kaxaast
JTabopaTopyst JOJDKHA YCTAaHOBHUTH CBOE COOCTBEHHOE Cpe/iHEee 3HAYCHHE U JOITYCTUMBIH THAIla30H U IIePUOIUYECKH
IIePEeOLICHUBATh CpeaHee 3HaueHue. JIabopaTopHbIi Auana3oH MOXKeT BKIIIOYaTh 3HAYCHHs, He BXOIAIIHE B aHAIU3
JHara3oH. Ilonp30BaTenns MOKET YCTaAaHOBUTH 3HAUYCHHUA aHAIN3a, HC YKa3aHHbIC B .HI/ICT, €CJIM KOHTPOJIb MOAXOAUT IJIA
MeTozia.
OI'PAHUYEHUA
D¢ deKTHBHOCTE TAaHHOTO NPOLYKTA TapaHTHPYETCs TOIBKO B TOM CiIydyae, €CJIM OH NPAaBUIbHO XPaHUTCS U
UCIIONB3YETCs], KaK OIMCAHO B 9TOM BKJIa[bIe. HemonHoe nepemMenBaHie npoOHPKH IIepe]l HCIIOJIb30BaHHEM JENAeT
HENIeHCTBUTENBHBIM KaK B3ATHIA 00pasell, Tak U JII000H OCTaBIIMICS MaTepHal B IPOOUPKE.

TEXHUYECKAS ITIOAAEPXKKA 1 OBCJTY > XMBAHUE KIIMEHTOB

J1st monmyv4eHus TEXHHIECKOH MOMOIIHY WIIH MOTYUYESHHUS IOTIOJTHUTEIbHON HH(OPMAIH, MoXKaTyiicTa, IO3BOHNTE B
JMJIEp WM MECTHBIM aucTpuoObioTop. Eciu Het, BB MoXeTe 103BOHHTH B Bio-techne® Texnuueckas ciryx0a 1o
tenedony 33 (0)2 99 35 19 36.

[TPOTPAMMA KOHTPOJIS1 KAUECTBA

Hudopmanuro o [Tporpamme mMexiabopatopHOro KOHTPOJISI Ka4uecTBa cM. 103BOHKTE B ciiyk0y CBC-Monitor
kommanuu Bio-techne® mno Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! M IPOAYKTHI SIBISIOTCS TOBAPHBIMU 3HAKAMHU
WJIN 3apETHCTPUPOBAHHBIMH TOBAPHBIMU 3HAKAMH COOTBETCTBYIOIIMX KOMIIAHUH.
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CBC-XE

HEMATOLOGY CONTROLS

INTENDED USE

CBC-XE is a control designed to monitor values on hematology
analyzers. Please refer to the assay table for specific instrument
models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS
CBC-XE is an in vitro diagnostic reagent composed of human and
porcine cells in a plasma-like fluid with preservatives.

A\ precaumion
CBC-XE is intended for in vitro diagnostic use only by trained
personnel

& WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic
use. Each human donor/unit used in the preparation of this product
has been tested by a FDA licensed method/test and found to be
negative or non-reactive for the presence of HBsAg, Anti-HCV, NAT
testing for HIV-1, HCV (RNA) and HIV-1/2. Each unit is also negative
by a serological test for Syphilis (RPR or STS). Because no test
method can offer complete assurance that infectious agents are
absent, this material should be handled as potentially infectious.
When handling or disposing of vials follow precautions for patient
specimens as specified in the OSHA Bloodborne Pathogen Rule (29
CFR Part 1910, 1030) or other equivalent biosafety procedures.

8°C
2°°/#/- STABILITY AND STORAGE
Store CBC-XE upright at 2-8°C (35-46°F) when not in use.
Protect tubes from overheating and freezing. Unopened tubes are
stable through the expiration date. Opened product is stable for 15
days or 15 pierces, whichever comes first, provided they are handied

properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes, the supernatant may appear cloudy and
reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

[:]E] INSTRUCTIONS FOR USE
Note: Before starting a new lot of control, see the instructions for
preparing Quality Control Files on the Instruction Disk.

1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.

2. To mix, hold a tube horizontally between the palms of the hands.
Do not pre-mix on a mechanical mixer.

a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.

b) Continue to mix in this manner until the red cells are
completely suspended. Tubes stored for a long time may
require extra mixing.

c) Gently invert the tube 8 - 10 times immediately before
sampling
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3. Analyze the sample as instructed in the Quality Control section of
the Operator's Manual for your instrument.
4, After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly

b) Return tubes to refrigerator within 30 minutes of use.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation.

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions, The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be confirmed before the
new lot is put into routine use. Test the new lot when the instrument
is in good working order and quality control results on the old tot are
acceptable. The laboratory’s recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range. The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call Bio-techne®
Technical Service at 33 (0)2 99 35 19 36.

QUALITY CONTROL PROGRAM
For information on the Inter-Laboratory Quality Control Program,
please call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36

All brands and products are trademarks or registered trademarks of their
respective companies.

R&D Systems, Inc. 15148-003 Rev 03/15
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a bietechne brand CBC-XE

"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3ZHAYEHUE
CBC-XE — 370 371€MeHT yIpaBieHus, IpeqHa3HaueHHbIH TSI MOHUTOPUHIA 3HaYE€HUH aBTOMAaTHUECKUX U
IMOJTYyaBTOMATUYCCKUX I'EMATOJIOT'MYCCKUX aHAJIN3aTOPOB UMIICAAHCHOTO THIIA. OH TaKKe MOXKET OBITh UCIIOIL30BaH JJIA
pyuHbIx MeTomoB. [Toxanmyiicta, 0OpaTuTech K TaONHIle aHATH30B I KOHKPETHBIX MOJIeIIeH TPrOOpOB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI
CBC-XE npencrasisieT co00it peareHT AJisl JUarHOCTUKY in Vitro, COCTOSIIMN U3 SPUTPOLIMUTOB YEIOBEKa, UMUTAIN
JICWKOILIUTOB ¥ TPOMOOIIMTOB MJICKOIIUTAIOLIHUX, CYCIIEHAMPOBAaHHbIX B IIa3MOMNOI00HO XKHUKOCTH C KOHCEPBAHTAMHU.

MPEJOCTEPEXEHUE
CBC-XE npenna3zHaueH Uil AUATHOCTHKH in Vitro TOIBKO OOYIEHHBIM IIEPCOHAIIOM.

[IPEYTIPEXJIEHUE: [TIOTEHLIMAJILHO OITACHBII MATEPHAJL

JIjist TMarHOCTHKY in Vvitro ncrnosb3oBark. Kaxplil yenoBeuecKuid JOHOP/eJMHUIIA, HCIIOIBb30BaHHbIA PU
MPUTOTOBJICHUN 3TOTO NPOAYKTa, OBII IPOTECTUPOBAH U Jajl HepeaKTHBHBIE/OTPHILIATEIbHBIE PE3YIBTAThI ISl BCEX
cocrostHni, ykazaHHbIX B 21 CFR 610.40 (a) (b), B coorBetrcTBHHM ¢ TpeboBanusiMu FDA. TectipoBaHue pOBOANIOCH C
HCTIONB30BaHUEM TECTOB, JTHIEH3UPOBaHHEIX FDA. JlomomHNTEenpHY 0 HHPOPMAIIIIO MOXKHO HalTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu oguu MeTon TecTupoBaHus HE MOXKET JAaTh MOJTHON TapaHTHH TOTO,
YTO MH(EKLIHUOHHBIE areHThl OTCYTCTBYIOT; IOATOMY C THM MaT€pPHUAJIOM CIIeAyeT 00pallaThCs Kak ¢ MOTSHIMAIBHO
3apa3Hblid. [Ipu oOpaieHny ¢ npodupKaMy WIIM MX yTUIIM3AIMU COOJIOaliTe MEpPhI IPEI0CTOPOXKHOCTH. [UIsi 00pa31oB
MaIMeHTOB, Kak ykazaHo B OSHA Bloodborne ITpasuno marorenos (29 CFR Part 1910, 1030) wmu npyroe
9KBUBAJICHTHOE ITPOLIEAYPHI OM00E30IIaCHOCTH.

CTABUJIBHOCTH U XPAHEHUE

Xpanute CBC-XE B BepTUKanbHOM MONIOKEeHUH 1pu Temmeparype 2—8° C (35-46° F), koria oH He UCTIONb3YeTCs.
Samuiaiite npoOUpKH OT eperpesa u 3amep3anusi. He OTKphIThIC TYObI CTa0WIBHBI B TCUEHUE BCETO CPOKA TOJJHOCTH.
OTKpBITBIC IPOOUPKHU CTAOWIBHBI B TeUCHUE 14 MHEH P YCIIOBUH MPABUIBHOTO OOPAICHUS C HUMHU.

MMPU3HAKHN YXVYAIEHUA COCTOSAHUA

IMocne cMelMBaHus MPOAYKT JOKEH OBITh MIOX0XK HA CBEXKYIO LEbHYIO KPOBb. B HeCMEIIaHHBIX MPOOUpPKax
CYNEepHATaHT MOXET OBbITh MYTHBIM U KPACHOBAThIM; 3TO HOPMAJIbHO U HE YKa3bIBaeT Ha yxysalieHue. JIpyroe
00eCI[BCYMBAHNE, OUCHh TEMHO-KPACHBIN CylIepHATAHT WIIK HEPHEMJICMbIC PE3YJIbTaThl MOT'YT CBHICTEIBCTBOBATE 00
YXYIIICHUU COCTOsIHMS. He MConb3yiiTe IpoayKT, €ClIK M0I03PEBacTe ero yXy/IIIeHue.

MHCTPYKUHNU 1O MIPUMEHEHUIO 1. Jloctanbre mpoOUpPKH U3 XOJIOAWIBHUKA M JAWTE MM HATPETHCS JI0
KoMHaTHOU Temriepatypsl (oT 15 mo 30 °C wim ot 59 1o 86 °F) B Teuenne 15 MuHyT nepen nepemeniuBanuem. 2. YToOb
CMeEIaTh, IEPKUTE TIOOUK TOPU30HTANBHO MEXy J1anoHAMu. He cmemmBaiite npeaBapuTeIbHO HA MEXaHUIECKOM
Mmukcepe. a) [lokaraiite TpyOKy Bniepea-nazan B TeueHue 20-30 cexyH; BpeMs OT BpeMEHU MepeBEPHYTh TPYOKY.
OHepruyHo nepemMelnaiire, Ho He BcTpsixupaite. 0) [IpogoirkaiiTe nepeMeIuBaTh TakKUM 00pa3oM, IIOKa SPUTPOLIUTHI
MIOJTHOCTBIO He pacTBopsaTcs. [IpoOupky, XpaHsIuecs B TeUCHUE JUTUTEIHLHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTENBHOTO NepeMeninBanus. B) OCTOpOXKHO nepeBepHnTe NpoOupKy 8—10 pa3 HemocpeaCcTBEHHO Tepen

3. Ilpoananu3upyiite 0Opaser B COOTBETCTBUH C HHCTPYKIMAMH B pazzaene «KoHTponb kadecTBa» pyKOBOACTBA IO
IKCIUTyaTaluu Bamiero npuodopa. 4. ITocie otdopa mpo6: a) Eciau npobupka Obliia OTKpeITa 711 0TOOpa Mpoo, ynaaure
OCTaTKM MaTepHaa ¢ KpbIILKU 1 000712 TpoOupKy 0€3BOPCOBOI TKaHbIO. 3aMEHHUTH KPBILIKA MIIOTHO. 0) BepHute
NPOOUPKH B XOJOIMIBHUK B TedeHHe 30 MUHYT ITOCIIE HCTIOJIB30BAHMS.

OXUAAEMBIE PE3YJIbTATHI

Y6enutech, 9T0 HOMEP NApTHH Ha TPOOHPKE COOTBETCTBYET HOMEPY MAapTHUH B TaOJHIIe 3HAYCHUN aHaN3a. SHAYCHUS
aHaJIN3a OIPEEeIIOTCA Ha XOPOIIO 00CITyKHUBaeMbIX, JOJDKHBIM 00pa3oM OTKaIHMOpPOBaHHBIX IPUOOpax ¢
HCIOJb30BAHUEM PCArcHTOB, PEKOMEHIOBAHHLIX ITPOU3BOJUTCIIEM npn60pa. Paznuuus B pcearcHrax, TCXHU4€CKoe
o0ciy)XKMBaHNE, TEXHUKA pabOTHl M KAJIMOPOBKa MOT'YT CIIOCOOCTBOBATh MexJ1abopaTopHas Bapuanusi.

SKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

[IprcBoeHHbIE 3HAYEHHS PEICTABICHBI B BUE CPEHETO 3HAUCHHUS U Anana3oHa. CpegHee 3HaUCHHE MOIYIEHO B
pe3ysbTare MOBTOPHBIX HCIBITAHUN Ha IPHOOpax, SKCIUTyaTHPYEMBIX U OOCITYy>KUBAEMBIX B COOTBETCTBUH C
MHCTPYKIUSMH IPOU3BOAMTENS. [{Mara3oH sSBISETCS OLEHKON pa3inuuii MeK/1y J1a00paTopHsiMH, a TAKXKE YIUTHIBAET
MPUCYILYIO0 METOY HETOYHOCTh M OXKHIAAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJILHOTO Marepraia. 3Ha4eHus
KOJIMYECTBEHHOTO aHAJIM3a HOBOM MapTHH KOHTPOJIS TOJKHBI OBITH MOATBEP)KICHBI 10 TOTO, KaK HOBas MapTHs OyneT

Perucrpamua MH B PocagpaBragzope
www.nevacert.ru | info@nevacert.ru



CBC-XE
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
BBEJICHA B PYTHHHOE HCIIONB30BaHue. TecTupyiTe HOBYIO IapTHIO, KOTJa MPUOOP HaXOIUTCA B XOPOIIEM pabodeM
COCTOSIHUH, & PE3yJIbTaThl KOHTPOJIS KauecTBa CTapoil naprtuu npuemieMsl. CpeiHee 3Ha4eHHE, TOIy4EHHOE
nabopaTopueid, TOIDKHO OBITH B IpejeNiax Juana3oH aHanusa. [ 6obiuei 4yBCTBUTEIBHOCTH KOHTPOJIS KaKaas
JabopaTopysl JOJKHA YCTAaHOBUTH CBOE COOCTBEHHOE CpeHEee 3HAYCHUE U JIOITYCTUMBIN THaIia30H U IePHOJMIECKH
MIepEOIICHUBATh CpeiHee 3HaueHue. JJabopaTopHBIi qrana3oH MOXKET BKIIIOYATh 3HAUCHNUS, HE BXOJSIINE B aHAIIU3
nuana3oH. ITonp30BaTenb MOXKET YCTAHOBUTH 3HAUCHHUS aHAJIN3a, HE yKa3aHHbIE B JIUCT, ecM KOHTPOJIb MOAXOIUT AJIs
METOA.
OI'PAHUYEHNM A
D¢ PeKTUBHOCTD JAHHOTO NPOAYKTA TapaHTHPYETCsI TONBKO B TOM CIIydae, €CJIM OH IPaBHIBHO XPaHUTCS U
UCTIONIb3YETCs, KaK OIMCAaHO B 9TOM BKIazplme. HermoxHoe nepeMemmBanue mpoOHpKH Iepest HCIONb30BaHUEM JICJIAeT
HENIEHCTBUTENBEHBIM KaK B3ATHIA 00pasell, Tak U II000H OCTaBIIMICS MaTeprall B IPOOUPKE.

TEXHUYECKAS ITOAAEPXKKA 1 OBCJITY X XMBAHUE KIIMEHTOB

Jist mony4eHus TEXHHYECKOM MOMOIIY MIIH MOMTYUYEeHHUs IOTIOJHUTEIbHON HH(OPMAIUH, MToXKaIyiicTa, IO3BOHUTE B
JIMJIEp WJIM MECTHBIN AuCTpuObIoTop. Ecii HeT, BB MOXeTe 103BOHHTH B Bio-techne® TexHuueckas ciryx0a 1mo
tenedony 33 (0)2 99 35 19 36.

[MPOT'PAMMA KOHTPOJIS1 KAYUECTBA

Wudopmariuio o [IporpamMmme Mex1abopaTOpHOTO KOHTPOJIS Ka4eCTBa CM. IO3BOHUTE B ciryk0y CBC-Monitor
komranuu Bio-techne® no Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! ¥ IPOAYKTHI SBISIOTCS TOBAPHBIMU 3HAKAMHU
WK 3apETUCTPUPOBAHHBIME TOBAPHBIMU 3HAKAMH COOTBETCTBYIONIMX KOMITAHUI.

CEIVD

Buo-Texne CAC

19 Pro JIyn Jlenopmens

CS 49228 35230 NOYAL CHATILLON SUR SEICHE-FRANCE Ten. +33 2 99 35 19 35-®akc +33 2 99 35 33 82
DOnekrponHas mouta: Diagnostics.emea@bio-techne.com SIRET 451 276 281 00024-TVA Intracom. ®pannus 49 451
276 281
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RadD systems EUR®CELL
a bietechne brand

CBC-CAL Plus

HEMATOLOGY CALIBRATOR
CAL

INTENDED USE
CBC-CAL Plus is designed for use in the calibration of hematology analyzers
Please refer to the assay table for specific instrument models

SUMMARY AND PRINCIPLE

Hematology analyzers require periodic calibration in order to generate
accurate patient results. This calibrator is a stable, whole blood preparation
that can be used to verify and adjust calibration of select hematology
instruments

Calibrator values for CBC-CAL Plus are derived from replicate testing on
instruments operated and maintained according to the manufacturer's
instructions.  Instruments are calibrated with whole blood using values
determined by reference methods

REAGENTS

CBC-CAL Plus is an invitro diagnostic reagent composed of human
erythrocytes, mammalian leukocytes and mammalian platelets suspended in
a plasma-like fluid with preservatives.

A PRECAUTION

CBC-CAL Plus is intended for in vitro diagnostic use only by trained
personnel

&' WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic use
Each human donor/unit used in the preparation of this product has been
tested and yielded non-reactive / negative results for all conditions referenced
in 21 CFR 610.40 (a) (b), as required by the FDA. Testing was conducted
using FDA-licensed tests. Additional details can be found at:

hitp A rdheme com/Technicallnformalion aspx

No test method can offer complete assurance that infectious agents are
absent; therefore, this material should be handled as potentially infectious
When handling or disposing of vials follow precautions for patient specimens
as specified in the OSHA Bloodborne Pathogen Rule (29 CFR Part 1910,
1030) or other equivalent biosafety procedures

e

46 STABILITY AND STORAGE

Store CBC-CAL Plus upright at 2 - 8° C (35 - 46° F) when not in use. Protect
tubes/vials from overheating and freezing. Unopened tubes/vials are
stable through the expiration date. Opened tubes/vials are stable for 7 days,
provided they are handled properly

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole blood. In
unmixed tubes/vials, the supernatant may appear cloudy and reddish; this is
normal and does not indicate deterioration. Other discoloration, very dark red
supernatant or unacceptable results may indicate deterioration. Do not use
the product if deterioration is suspected.

Em INSTRUCTIONS FOR USE
A. Mixing and handling directions:
1. Remove tubes/vials from the refrigerator and allow to warm at room
temperature (15 - 30°C or 59 - 86°F) for 15 minutes before mixing
2. To mix, hold a tubefvial horizontally between the palms of the hands

Do not pre-mix on a mechanical mixer.

a) Roll the tubelfvial back and forth for 20 - 30 seconds;
occasionally invert the tube/vial Mix vigorously but do not
shake

b) Continue to mix in this manner until the red cells are completely
suspended. Tubes/vials stored for a long time may require extra
mixing

c) Gently invert the tube/vial 8 - 10 times immediately before
running each sample.

3. After sampling:

a) Automatic Sample Handling: Remove the tube from the sample
handier immediately after sampling

b) Manual Sample Handling: Carefully wipe the tubefvial rim and
cap with a lint-free tissue and replace the cap

4. Return tubes to refrigerator within 30 minutes of use

Perucrparua MU e PocagpaBragzope
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B. Analyze Calibrator:

1. Prime the instrument once by aspirating calibrator sample. Discard
the result

2. Analyze calibrator according to the calibration procedure in the
Operator's Manual for your instrument

3. Compare the mean value for each parameter to the assigned value
a) If the difference is within the Acceptable Range, calibration is

optional.
b) If the difference is not within the Acceptable Range, calibration
may be needed.

4. Ranges given on the assay sheet are intended as guidelines for
evaluating instrument calibration. Acceptable calibration should be
established by each laboratory. If the calibrator recovered data is
outside the range found on the assay sheet with stable control
results, interlaboratory QC and/or Proficiency Testing reports that
have excellent peer group agreement, this may indicate possibie
product damage. Do not use the product if deterioration is
suspected.

C. Adjust instrument calibration and verify results:

1. Calibrate the instrument by using the calibration adjustment
procedures described in the Operator's Manual for your instrument

2. Verify calibration by analyzing calibrator and repeat step 3 under
"Analyze Calibrator”.

3. Confirm calibration by running quality control material

EXPECTED RESULTS
Verify that the lot number on the tube/vial matches the Iot number on the
table of assay values. Assay values are determined on weli-maintained,
properly calibrated instruments using the instrument manufacturer's
recommended reagents

REFERENCE METHODS

1. WBC: A series of 1:500 dilutions are made with calibrated glassware
Counting is performed on a Coulter Counter Z series instrument. All
counts are corrected for coincidence

2. RBC: A series of 1:50,000 dilutions are made with calibrated glassware
Counting is performed on a Coulter Counter Z series instrument. All
counts are corrected for coincidence

3. HGB: Hemoglobin value is determined by spectrophotometric procedure
according to CLSI Standard H15-A3 and is traceable to ICSH/WHO
International Haemoglobincyanide Standard.

4. HCT: Packed cell volume (PCV) is measured by the microhematocrit
procedure according to CLSI Standard H7-A3. No correction is made for
trapped plasma

5. PLT: A series of 1:126 dilutions are made using calibrated glassware in
1% ammonium oxalate. Platelets are counted using a hemocytometer
and phase contrast microscopy

LIMITATIONS

The performance of this product is assured only if it is properly stored and
used as described in this insert. Incomplete mixing of a tube/vial prior to use
invalidates both the sample withdrawn and any remaining material in the
tubelvial

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your dealer or
local distributor. If there is no, you may call Bio-techne® Technical Service at
33 (0)2 99 35 19 36

All brands and products are trademarks or registered trademarks of their respective
companies

R&D Systems, Inc. 1S018-014 Rev 08/17

614 McKinley Place NE
Minneapolis, MN USA 55413

ISOCP00-V15 12/2019
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a bietechne brand CBC-CAL Plus

"emaTonorndyecknn Kanmbparop

Kannbpatop
HA3HAYEHUE
CBC-CAL Plus — 370 3j1€eMEHT ylpaBieHus1, IpeHa3HaueHHbIN /111 MOHUTOPHHTA 3HAYEHUI aBTOMAaTHYECKHUX U
MOJTyaBTOMaTH4YE€CKUX TeMATOJIOTMYECKUX aHAJIM3aTOPOB UMITEAaHCHOTO TuMa. OH TakKe MOXKET ObITh HCIONB30BaH JUIs
py4HBIX MeTonO0B. [loxkayiicta, oOpaTuTech K TabJIULE aHAJIU30B U KOHKPETHBIX MoJesIell mpuOopoB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH IUArHOCTHYECKHUX TeCTOB. DTOT Kanmnbparop coCcTOUT U3 CTaOMIIBHBIX MarepuaioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI

CBC-CAL Plus npezcragisier co00ii peareHt st IMarHOCTUKH in Vitro, COCTOSIINI U3 SPUTPOLIMTOB YEIOBEKa,
MMHTAIMH JIEUKOLIUTOB U TPOMOOIIMTOB MIICKOIIUTAIOLIHUX, CYCIIEHANPOBAHHBIX B IJ1a3MONOI00HOM KHUKOCTH C
KOHCEpBaHTaMH.

MNPEJOCTEPEXXEHUE
CBC-CAL Plus npeanazHaueH [ AMArHOCTHKH in Vitro TOIEKO 00y9eHHBIM IEPCOHAIOM.

MMPEAYITPEXJIEHUE: IIOTEHIWAJIBHO OITACHBIN MATEPUAJL.

JIyist TMarHOCTHKY in Vitro ncrmonbs3oBarh. Kaxplil yenoBedyecKuid JOHOP/eJMHNIIA, HCIIOIBb30BaHHbBIA IPU
NPUTOTOBJICHUH TOTO MPOAYKTA, OBUT IPOTECTUPOBAH U JaJl HEPEaKTUBHBIC/OTPHIATEIbHBIC PE3YIBTAThI ISl BCEX
cocrosHui, yka3aHHbIX B 21 CFR 610.40 (a) (b), B coorBeTcTBHH ¢ TpeboBanusmu FDA. TectupoBaHue mpoBOAUIOCE C
WCTIONB30BaHUEM TECTOB, JTUIIEH3UPOBaHHEIX FDA. JlomomHuTenpHY0 HHPOPMAIIIO MOXKHO HaTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu ogun MeTon TecTHpOBaHHUS HE MOXET JIaTh IOJIHOM rapaHTHH TOTO,
4TO MH(MEKIMOHHBIE areHThl OTCYTCTBYIOT; II03TOMY C 3TUM MaTepUalioM CJIeAyeT 00pamarbcs Kak ¢ OTeHIIHAIBHO
3apa3sblid. [Ipn obpaieHny ¢ mpodupKaMy WM UX yTUIIN3AIMN cOOII0IaliTe MEphl IPEIOCTOPOXKHOCTH. JUIsl 00pas3IioB
ManueHToB, kak ykazaHo B OSHA Bloodborne [Tpasuio narorenos (29 CFR Part 1910, 1030) nm npyroe
SKBHBAJICHTHOE MPOLEAYyPHl OM00E30MaCHOCTH.

CTABMJIBHOCTH M XPAHEHUE

Xpanute CBC-CAL Plus B BepTukanbHOM nojiokeHnu mpu Temmeparype 2—8° C (35-46° F), korna oH He
UCTIONB3YETCs. 3allUIIaiTe MPOOUPKH OT Ieperpesa u 3aMep3anus. He oTKphIThIC TyOBI CTAOWIIBHBI B TEYCHHUE BCETO
cpoka rogHoCcTH. OTKPBITEIC IPOOMPKY CTAOMIBHEI B TeUeHHE 14 MTHEH MpH yCIOBUH MPABIIIFHOTO OOpAICHIS C HIMHU.
MMPU3HAKU YXVAUIEHUS COCTOSHUA

IMocne cMemMBaHus IPOAYKT JIOJKEH OBITh MIOX0XK Ha CBEXYIO LENbHYIO KPOBb. B HecMeIlIaHHbIX MPOOUpKax
CYIIEPHATAHT MOXKET OBITH MYTHBIM M KPACHOBATHIM; 3TO HOPMAJIBHO M HE YKa3bIBaeT Ha yxyaieHue. Jpyroe
00eCI[BeUMBAHUE, OUCHh TEMHO-KPACHBIN CyIIePHATAHT WA HEPHUEMJIEMbIC PE3YJIbTaThl MOT'YT CBHICTEIBCTBOBATE 00
YXYIIICHUU COCTOSHUS. He Ncnonb3yiiTe IpoayKT, €ClIi IOI03PEBacTe ero YXY/IIICHUE.

MHCTPYKINU 1O TIPUMEHEHUIO 1. Jloctansre mpoOUpKH U3 XOJIOAWIBHUKA F JAWTE M HATPETHCS 10
koMHaTHOU Temiiepatypsl (oT 15 1o 30 °C wm ot 59 no 86 °F) B Teuenne 15 MuHyT nepen nepememniuBanuem. 2. YToOb
CMECIIATh, ACPKUTE TIOOMK TOPU3O0HTAJIBHO MECXKIY JIaTOHAMU. He cmemmBariTe IpeaABApUTEIILHO HA MEXaHNYCCKOM
mukcepe. a) [Tokaraiite TpyOKy Brepen-uaszan B reueHue 20-30 cekyH; BpeMsi OT BpEMEHHU IePEBEPHYTh TPYOKY.
OHepruyHo nepemMennaire, Ho He BeTpsixusaiite. 0) [IpogoikaiiTe nepeMemMBaTh TaKUM 00pa3oM, OKa SPUTPOLIUTHI
MOJTHOCTBIO HE pacTBOpATCA. [IpoOupkw, XpaHsIIrecs B TCUCHHE JITUTEIHHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTEIHHOTO TiepeMeInnBanus. B) OCTOPOXKHO IepeBepHUTE MpoOupKy 8—10 pa3 HEmOCpeACTBEHHO Tepe

3. Ilpoananu3upyiTe 0Opa3el] B COOTBETCTBUH ¢ HHCTPYKLUAMHE B pasnene «KamuOpatop kauecTBa» pyKOBOACTBA 110
JKCIUTyaTaluy Bamero mpudopa. 4. ITocie orbopa mpo6: a) Eciu npobupka Oblia OTKpPhITA [J1s1 0TOOpa Mpo0, yAaIuTe
OCTaTKM MaTepHaa ¢ KpbIIKA 1 000/1a TpoOupky 0€3BOPCOBOI TKaHbIO. 3aMEHHUTH KPBIIKA IIIOTHO. 0) Bepaute
MpOOMPKH B XOJOIMIBHUK B TedeHHe 30 MUHYT ITOCIIE HCTIOIB30BAHMS.

OXUNIOAEMBIE PE3YJIBTATBI

Ybeautech, 4T0 HOMEP NMAPTUH HA IPOOUPKE COOTBETCTBYET HOMEPY MAPTHH B TaOIUIlE 3HAUCHUH aHaIn3a. 3HAYCHUS
aHaJIM3a OIPEIENSIOTCS Ha XOPOIIO 00CIY)KUBAEMBIX, JOJDKHBIM 00pa3oM OTKaJIHMOPOBaHHBIX MPHOOpax ¢
UCTIONIb30BaHUEM PEareHTOB, PEKOMEH/I0OBaHHBIX MPOM3BONTEIEM ITprOOpa. Paznnuns B peareHTax, TEXHUYECKOE
o0cCITy’)KMBaHHE, TEXHUKA paOOTHI M KaJTHOPOBKA MOTYT CITOCOOCTBOBATH MEXKIIA00paTOpHAs BapHAIIHS.

OKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

IIprcBoeHHBIEC 3HAUCHUS MIPEACTABICHBI B BUAE CPEAHET0 3HAYCHUS U Auana3zoHa. CpefHee 3HaYCHUE MOTyYeHO B
pe3yJbTare MOBTOPHBIX UCTIBITAHUN Ha MPUOOPaX, IKCIUTyaTUPYEMbIX H 00CITYKHBAaEMbIX B COOTBETCTBHH C
MHCTPYKIMSMH IPOU3BOAMTENS. [{Marma3oH sSBIsETCsl OLEHKON pa3uuuii MeK/1y 1a00paTopHsiMH, a TAKXKE YIUTHIBACT
MPHUCYILYIO0 METOy HETOYHOCTh M OXKHIAEMYI0 OHOIOTHUECKYI0 M3MEeHUYMBOCTh KanmbparopHoro marepuana. 3HadeHUs

Perucrpamua MH B PocagpaBragzope
www.nevacert.ru | info@nevacert.ru



CBC-CAL Plus
"emaTonorndyecknn Kanmbparop
Kannbpatop

KOJIMYECTBEHHOTO aHaJIM3a HOBOM MapTHH KOHTPOJIS TOJKHBI OBITH MOATBEPIKICHBI 10 TOTO, KaK HOBas MapTHst OyneT
BBEJ/ICHA B PyTHHHOE MCIOJIb30BaHKe. TecTUPYHTE HOBYIO MAapTHIO, KOIJa IPUOOp HAXOAMUTCS B XOpOILEeM padouem
COCTOSIHMH, a pe3yJIbTaThl KOHTPOJISI KaYeCTBA CTapoi mapTuu npuemiieMbl. CpeHee 3Ha4eHHe, OJyYeHHOe
JTabopaTopueid, TOIDKHO OBITH B IIpeeNiax Iuana3oH aHanu3a. s 6obiei 4yBCTBUTEIBHOCTH KOHTPOIIS KayKaast
TabopaTopysl JOJKHA YCTAaHOBUTH CBOE COOCTBEHHOE CpEHEee 3HAUCHHUE U JIOMYCTHMBIN THaIa30H U IePHOJHIECKH
MIEPEOIICHUBATH CpeiHEE 3HaUeHUE. JJabopaTopHBIil qrana3oH MOXKET BKIIIOUATh 3HAUCHNUS, HE BXOJSIIIE B aHAIIN3
nuarasoH. [lorp30BaTens MOXKET yCTaHOBUTH 3HAYCHUS aHAJM3a, He yka3zaHHbIe B Jluct, ecnu Kanubparop nmomxoaur
JUL METoJa.

OI'PAHUYEHN A

D¢ HeKTUBHOCTD JAHHOTO NPOAYKTA TapaHTUPYETCsI TONBKO B TOM CIIydae, €CII OH IPaBUIBHO XPAaHUTCS U
UCTIONB3YETCs, KaK OIMCAaHO B 9TOM BKiazplme. HermonHoe nepeMemnBanue NpoOHPKH MEpest HCIONb30BAHUEM JIEJIAeT
HENIeHCTBUTENBHBIM KaK B3ATHIA 00pasell, Tak U JII000H OCTaBIIMICS MaTepHal B IPOOUPKE.

TEXHUYECKAS ITIOAAEPXKKA 1 OBCJTY > XMBAHUE KIIMEHTOB

J1st monmyv4eHus TEXHHIECKOH MOMOIIHY WIIH MOTYUYESHHUS IOTIOJTHUTEIbHON HH(OPMAIH, MoXKaTyiicTa, IO3BOHNTE B
JMJIEp WM MECTHBIM aucTpuoObioTop. Eciu Het, BB MoXeTe 103BOHHTH B Bio-techne® Texnuueckas ciryx0a 1o
tenedony 33 (0)2 99 35 19 36.

[TPOTPAMMA KOHTPOJIS1 KAUECTBA

Hudopmanuro o [Tporpamme mMexiabopatopHOro KOHTPOJISI Ka4uecTBa cM. 103BOHKTE B ciiyk0y CBC-Monitor
kommanuu Bio-techne® mno Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! M IPOAYKTHI SIBISIOTCS TOBAPHBIMU 3HAKAMHU
WJIN 3apETHCTPUPOBAHHBIMH TOBAPHBIMU 3HAKAMH COOTBETCTBYIOIIMX KOMIIAHUH.
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R&D systems EUR@CELL
a bietechne brand Dingrostics

CBC-DH

HEMATOLOGY CONTROLS
CONTROL.

INTENDED USE

CBC-DH is an assayed whole biood control designed to monitor
values on multi parameter hematology cell counters. Please refer to
the assay table for specific instrument models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS

CBC-DH is an in vitro diagnostic reagent composed of human
erythrocytes and mammalian leukocytes and platelets suspended in
a plasma-like fluid with preservatives.

AN\ erecauion
CBC-DH is intended for in vitro diagnostic use only by trained
personnel.

'ﬁ,\ WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic use.
Each human donor/unit used in the preparation of this product has
been tested and yielded non-reactive / negative results for all
conditions referenced in 21 CFR 610.40 (a) (b), as required by the
FDA. Testing was conducted using FDA-licensed tests. Additional
details can be found at:
http:/fiwww.rndheme.com/Technicallnformation.aspx

No test method can offer complete assurance that infectious agents
are absent; therefore, this material should be handled as potentially
infectious. When handling or disposing of vials follow precautions for
patient specimens as specified in the OSHA Bloodborne Pathogen
Rule (29 CFR Part 1910, 1030) or other equivalent biosafety
procedures.

8°C
2""* STABILITY AND STORAGE
Store CBC-DH upright at 2° - 8° C (35° - 46° F) when not in use. Protect
tubes from overheating and freezing. Unopened tubes are stable
through the expiration date. Opened tubes are stable for 14 days,
provided they are handled properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes, the supernatant may appear cloudy and
reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

E[ﬂ INSTRUCTIONS FOR USE

1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.

2. To mix, hold a tube horizontally between the palms of the hands.

Do not pre-mix on a mechanical mixer.

a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.

b) Continue to mix in this manner until the red cells are
compietely suspended. Tubes stored for a long time may
require extra mixing.

c) Gently invert the tube 8 - 10 times immediately before
sampling.

Perucrparua MU e PocagpaBragzope
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3. Analyze the sample as instructed in the Quality Control section
of the Operator's Manual for your instrument.
After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly.

b) Return tubes to refrigerator within 30 minutes of use.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation,

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be confirmed before the
new lot is put into routine use. Test the new lot when the instrument
is in good working order and guality control results on the old lot are
acceptable. The laboratory's recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range. The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call Bio-techne®
Technical Service at 33 (0)2 99 35 19 36

QUALITY CONTROL PROGRAM
For information on the Inter-Laboratory Quality Control Program,
please call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36.

All brands and products are trademarks or registered trademarks of
their respective companies.
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a bietechne brand CBC-DH

"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3ZHAYEHUE
CBC-DH — 3710 3n1eMeHT ynpaBieHus, peJHa3sHaYeHHbIN 17151 MOHUTOPUHTA 3HAYEHUI aBTOMaTH4ECKUX U
IMOJTYyaBTOMATUYCCKUX I'EMATOJIOT'MYCCKUX aHAJIN3aTOPOB UMIICAAHCHOTO THIIA. OH TaKKe MOXKET OBITh UCIIOIL30BaH JJIA
pyuHbIx MeTomoB. [Toxanmyiicta, 0OpaTuTech K TaONHIle aHATH30B I KOHKPETHBIX MOJIeIIeH TPrOOpOB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI
CBC-DH npencrasnser co00i peareHT [Jisi THarHOCTHUKH in Vitro, COCTOSIIMN U3 SPUTPOLIUTOB YEIOBEKa, UIMUTAIHH
JICWKOILIUTOB ¥ TPOMOOIIMTOB MJICKOIIUTAIOLIHUX, CYCIIEHAMPOBAaHHbIX B IIa3MOMNOI00HO XKHUKOCTH C KOHCEPBAHTAMHU.

IMPEJOCTEPEXEHUE
CBC-DH npepnHazHaueH [ AMATHOCTHKH in Vitro TOIEKO 00YYeHHBIM IIEPCOHAIOM.

[IPEYTIPEXJIEHUE: [TIOTEHLIMAJILHO OITACHBII MATEPHAJL

JIjist TMarHOCTHKY in Vvitro ncrnosb3oBark. Kaxplil yenoBeuecKuid JOHOP/eJMHUIIA, HCIIOIBb30BaHHbIA PU
MPUTOTOBJICHUN 3TOTO NPOAYKTa, OBII IPOTECTUPOBAH U Jajl HepeaKTHBHBIE/OTPHILIATEIbHBIE PE3YIBTAThI ISl BCEX
cocrostHni, ykazaHHbIX B 21 CFR 610.40 (a) (b), B coorBetrcTBHHM ¢ TpeboBanusiMu FDA. TectipoBaHue pOBOANIOCH C
HCTIONB30BaHUEM TECTOB, JTHIEH3UPOBaHHEIX FDA. JlomomHNTEenpHY 0 HHPOPMAIIIIO MOXKHO HalTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu oguu MeTon TecTupoBaHus HE MOXKET JAaTh MOJTHON TapaHTHH TOTO,
YTO MH(EKLIHUOHHBIE areHThl OTCYTCTBYIOT; IOATOMY C THM MaT€pPHUAJIOM CIIeAyeT 00pallaThCs Kak ¢ MOTSHIMAIBHO
3apa3Hblid. [Ipu oOpaieHny ¢ npodupKaMy WIIM MX yTUIIM3AIMU COOJIOaliTe MEpPhI IPEI0CTOPOXKHOCTH. [UIsi 00pa31oB
MaIMeHTOB, Kak ykazaHo B OSHA Bloodborne ITpasuno marorenos (29 CFR Part 1910, 1030) wmu npyroe
9KBUBAJICHTHOE ITPOLIEAYPHI OM00E30IIaCHOCTH.

CTABUJIBHOCTH U XPAHEHUE

Xpanute CBC-DH B BepTHKaIbHOM MONOXKEeHNH Tpu Temnepatype 2—8° C (35-46° F), korJa oH He UCIIONb3yeTCsl.
Samuiaiite npoOUpKH OT eperpesa u 3amep3anusi. He OTKphIThIC TYObI CTa0WIBHBI B TCUEHUE BCETO CPOKA TOJJHOCTH.
OTKpBITBIC IPOOUPKHU CTAOWIBHBI B TeUCHUE 14 MHEH P YCIIOBUH MPABUIBHOTO OOPAICHUS C HUMHU.

MMPU3HAKHN YXVYAIEHUA COCTOSAHUA

IMocne cMelMBaHus MPOAYKT JOKEH OBITh MIOX0XK HA CBEXKYIO LEbHYIO KPOBb. B HeCMEIIaHHBIX MPOOUpPKax
CYNEepHATaHT MOXET OBbITh MYTHBIM U KPACHOBAThIM; 3TO HOPMAJIbHO U HE YKa3bIBaeT Ha yxysalieHue. JIpyroe
00eCI[BCYMBAHNE, OUCHh TEMHO-KPACHBIN CylIepHATAHT WIIK HEPHEMJICMbIC PE3YJIbTaThl MOT'YT CBHICTEIBCTBOBATE 00
YXYIIICHUU COCTOsIHMS. He MConb3yiiTe IpoayKT, €ClIK M0I03PEBacTe ero yXy/IIIeHue.

MHCTPYKUHNU 1O MIPUMEHEHUIO 1. Jloctanbre mpoOUpPKH U3 XOJIOAWIBHUKA M JAWTE MM HATPETHCS JI0
KoMHaTHOU Temriepatypsl (oT 15 mo 30 °C wim ot 59 1o 86 °F) B Teuenne 15 MuHyT nepen nepemeniuBanuem. 2. YToOb
CMeEIaTh, IEPKUTE TIOOUK TOPU30HTANBHO MEXy J1anoHAMu. He cmemmBaiite npeaBapuTeIbHO HA MEXaHUIECKOM
Mmukcepe. a) [lokaraiite TpyOKy Bniepea-nazan B TeueHue 20-30 cexyH; BpeMs OT BpeMEHU MepeBEPHYTh TPYOKY.
OHepruyHo nepemMelnaiire, Ho He BcTpsixupaite. 0) [IpogoirkaiiTe nepeMeIuBaTh TakKUM 00pa3oM, IIOKa SPUTPOLIUTHI
MIOJTHOCTBIO He pacTBopsaTcs. [IpoOupky, XpaHsIuecs B TeUCHUE JUTUTEIHLHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTENBHOTO NepeMeninBanus. B) OCTOpOXKHO nepeBepHnTe NpoOupKy 8—10 pa3 HemocpeaCcTBEHHO Tepen

3. Ilpoananu3upyiite 0Opaser B COOTBETCTBUH C HHCTPYKIMAMH B pazzaene «KoHTponb kadecTBa» pyKOBOACTBA IO
IKCIUTyaTaluu Bamiero npuodopa. 4. ITocie otdopa mpo6: a) Eciau npobupka Obliia OTKpeITa 711 0TOOpa Mpoo, ynaaure
OCTaTKM MaTepHaa ¢ KpbIILKU 1 000712 TpoOupKy 0€3BOPCOBOI TKaHbIO. 3aMEHHUTH KPBILIKA MIIOTHO. 0) BepHute
NPOOUPKH B XOJOIMIBHUK B TedeHHe 30 MUHYT ITOCIIE HCTIOJIB30BAHMS.

OXUAAEMBIE PE3YJIbTATHI

Y6enutech, 9T0 HOMEP NApTHH Ha TPOOHPKE COOTBETCTBYET HOMEPY MAapTHUH B TaOJHIIe 3HAYCHUN aHaN3a. SHAYCHUS
aHaJIN3a OIPEEeIIOTCA Ha XOPOIIO 00CITyKHUBaeMbIX, JOJDKHBIM 00pa3oM OTKaIHMOpPOBaHHBIX IPUOOpax ¢
HCIOJb30BAHUEM PCArcHTOB, PEKOMEHIOBAHHLIX ITPOU3BOJUTCIIEM npn60pa. Paznuuus B pcearcHrax, TCXHU4€CKoe
o0ciy)XKMBaHNE, TEXHUKA pabOTHl M KAJIMOPOBKa MOT'YT CIIOCOOCTBOBATh MexJ1abopaTopHas Bapuanusi.

SKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

[IprcBoeHHbIE 3HAYEHHS PEICTABICHBI B BUE CPEHETO 3HAUCHHUS U Anana3oHa. CpegHee 3HaUCHHE MOIYIEHO B
pe3ysbTare MOBTOPHBIX HCIBITAHUN Ha IPHOOpax, SKCIUTyaTHPYEMBIX U OOCITYy>KUBAEMBIX B COOTBETCTBUH C
MHCTPYKIUSMH IPOU3BOAMTENS. [{Mara3oH sSBISETCS OLEHKON pa3inuuii MeK/1y J1a00paTopHsiMH, a TAKXKE YIUTHIBAET
MPUCYILYIO0 METOY HETOYHOCTh M OXKHIAAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJILHOTO Marepraia. 3Ha4eHus
KOJIMYECTBEHHOTO aHAJIM3a HOBOM MapTHH KOHTPOJIS TOJKHBI OBITH MOATBEP)KICHBI 10 TOTO, KaK HOBas MapTHs OyneT
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CBC-DH
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
BBEJICHA B PYTHHHOE HCIIONB30BaHue. TecTupyiTe HOBYIO IapTHIO, KOTJa MPUOOP HaXOIUTCA B XOPOIIEM pabodeM
COCTOSIHUH, & PE3yJIbTaThl KOHTPOJIS KauecTBa CTapoil naprtuu npuemieMsl. CpeiHee 3Ha4eHHE, TOIy4EHHOE
nabopaTopueid, TOIDKHO OBITH B IpejeNiax Juana3oH aHanusa. [ 6obiuei 4yBCTBUTEIBHOCTH KOHTPOJIS KaKaas
JabopaTopysl JOJKHA YCTAaHOBUTH CBOE COOCTBEHHOE CpeHEee 3HAYCHUE U JIOITYCTUMBIN THaIia30H U IePHOJMIECKH
MIepEOIICHUBATh CpeiHee 3HaueHue. JJabopaTopHBIi qrana3oH MOXKET BKIIIOYATh 3HAUCHNUS, HE BXOJSIINE B aHAIIU3
nuana3oH. ITonp30BaTenb MOXKET YCTAHOBUTH 3HAUCHHUS aHAJIN3a, HE yKa3aHHbIE B JIUCT, ecM KOHTPOJIb MOAXOIUT AJIs
METOA.
OI'PAHUYEHNM A
D¢ PeKTUBHOCTD JAHHOTO NPOAYKTA TapaHTHPYETCsI TONBKO B TOM CIIydae, €CJIM OH IPaBHIBHO XPaHUTCS U
UCTIONIb3YETCs, KaK OIMCAaHO B 9TOM BKIazplme. HermoxHoe nepeMemmBanue mpoOHpKH Iepest HCIONb30BaHUEM JICJIAeT
HENIEHCTBUTENBEHBIM KaK B3ATHIA 00pasell, Tak U II000H OCTaBIIMICS MaTeprall B IPOOUPKE.

TEXHUYECKAS ITOAAEPXKKA 1 OBCJITY X XMBAHUE KIIMEHTOB

Jist mony4eHus TEXHHYECKOM MOMOIIY MIIH MOMTYUYEeHHUs IOTIOJHUTEIbHON HH(OPMAIUH, MToXKaIyiicTa, IO3BOHUTE B
JIMJIEp WJIM MECTHBIN AuCTpuObIoTop. Ecii HeT, BB MOXeTe 103BOHHTH B Bio-techne® TexHuueckas ciryx0a 1mo
tenedony 33 (0)2 99 35 19 36.

[MPOT'PAMMA KOHTPOJIS1 KAYUECTBA

Wudopmariuio o [IporpamMmme Mex1abopaTOpHOTO KOHTPOJIS Ka4eCTBa CM. IO3BOHUTE B ciryk0y CBC-Monitor
komranuu Bio-techne® no Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! ¥ IPOAYKTHI SBISIOTCS TOBAPHBIMU 3HAKAMHU
WK 3apETUCTPUPOBAHHBIME TOBAPHBIMU 3HAKAMH COOTBETCTBYIONIMX KOMITAHUI.
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CBC-SYS

HEMATOLOGY CONTROLS
CONTRQL

INTENDED USE

CBC-SYS is a control designed to monitor values on hematology
analyzers. Please refer to the assay table for specific instrument
models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS

CBC-SYS is an in vitro diagnostic reagent composed of human
erythrocytes, mammalian leukocytes, and mammalian platelets
suspended in a plasma-like fluid with preservatives

N\ erecaumion
CBC-SYS is intended for in vitro diagnostic use only by trained
personnel.

& WARNING:

POTENTIALLY BIOHAZARDOUS MATERIAL.

For in vifro diagnostic use. Each human donor/unit used in the
preparation of this product has been tested, and yielded non-reactive/
negative results for all conditions referenced in 21 CFR 610.40 (a)
(b), as required by the FDA. Testing was conducted using FDA-
licensed tests.Additional details can be  found at:
http:/Awww. mdheme.com/Technicallnformation. aspx

No test method can offer complete assurance that infectious agents
are absent; therefore, this material should be handled as potentially
infectious. When handling or disposing of vials follow precautions for
patient specimens as specified in the OSHA Bloodborne Pathogen
Rule (29 CFR Part 1910, 1030) or other equivalent biosafety
procedures.

8°C
2"’/#/ STABILITY AND STORAGE
Store CBC-SYS upright at 2-8°C (35-46°F) when not in use.
Protect tubes from overheating and freezing. Unopened tubes are
stable through the expiration date. Opened tubes are stable for 14
days, provided they are handled properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes, the supernatant may appear cloudy and
reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

EE INSTRUCTIONS FOR USE

1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.

2. To mix, hold a tube horizontally between the palms of the hands.

Do not pre-mix on a mechanical mixer.

a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.

b) Continue to mix in this manner until the red cells are
completely suspended. Tubes stored for a long time may
require extra mixing.

c) Gently invert the tube 8 - 10 times immediately before
sampling.

Perucrparua MU e Pocagpasragzope
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3. Analyze the sample as instructed in the Quality Control section
of the Operator's Manual for your instrument,
4. After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly.

b) Return tubes to refrigerator within 30 minutes of use

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation,

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be confirmed before the
new lot is put into routine use. Test the new lot when the instrument
is in good working order and quality control results on the old lot are
acceptable. The laboratory’s recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range. The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call Bio-techne®
Technical Service at 33 (0)2 99 35 19 36.

QUALITY CONTROL PROGRAM
For information on the Inter-Laboratory Quality Control Program,
please call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36.

All brands and products are trademarks or registered trademarks of their
respective companies.

R&D Systems, Inc. 1S081-006 Rev 08/17

614 McKinley Place NE
Minneapolis, MN USA 55413

IS0SY00-V09 10/2019

C€ [ivp]

Bio-techne®

19 Rue Louis Delourmel
35230 Noyal Chétillon / Seiche
France

[ EC | REP |

Bio-Techne SAS
19 Rue Louis Delourmel
549228
35230 NOYAL CHATILLON SUR SEICHE - FRANCE
Tél. +33 299351936 - Fax+33 299 353382
Email : diagnostics.emea@bio-techne.com
SIRET 451 276 281 00024 - TVA Intracom. FR 49 451276 281




R systems

a bietechne brand CBC-SYS

"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3HAYEHUE
CBC-SYS — 370 aneMeHT ynpasieHHs, IpeHa3HaYeHHbIN 111 MOHUTOPUHTA 3HAYCHUH aBTOMAaTHYECKUX U
MOJTyaBTOMaTH4YE€CKUX TeMATOJIOTMYECKUX aHAJIM3aTOPOB UMITEAaHCHOTO TuMa. OH TakKe MOXKET ObITh HCIONB30BaH JUIs
py4HBIX MeTonO0B. [loxkayiicta, oOpaTuTech K TabJIULE aHAJIU30B U KOHKPETHBIX MoJesIell mpuOopoB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI
CBC-SYS npencrapisier co00i peareHT [Uisi IMarHOCTHKY in Vitro, COCTOSIIMIA 13 SPUTPOLIUTOB YEJIOBEKa, HMMUTALIUH
JICWKOILIUTOB ¥ TPOMOOIIMTOB MJICKOIIUTAIOLIHUX, CYCIIEHAMPOBAaHHbIX B IIa3MOMNOI00HO XKHUKOCTH C KOHCEPBAHTAMHU.

IMPEJOCTEPEXEHUE
CBC-SYS npenna3nadeH UIsi JUATHOCTUKH in Vitro TONEKO 00YYEHHBIM IEPCOHAIOM.

[IPEYTIPEXJIEHUE: [TIOTEHLIMAJILHO OITACHBII MATEPHAJL

JIjist TMarHOCTHKY in Vvitro ncrnosb3oBark. Kaxplil yenoBeuecKuid JOHOP/eJMHUIIA, HCIIOIBb30BaHHbIA PU
MPUTOTOBJICHUN 3TOTO NPOAYKTa, OBII IPOTECTUPOBAH U Jajl HepeaKTHBHBIE/OTPHILIATEIbHBIE PE3YIBTAThI ISl BCEX
cocrostHni, ykazaHHbIX B 21 CFR 610.40 (a) (b), B coorBetrcTBHHM ¢ TpeboBanusiMu FDA. TectipoBaHue pOBOANIOCH C
HCTIONB30BaHUEM TECTOB, JTHIEH3UPOBaHHEIX FDA. JlomomHNTEenpHY 0 HHPOPMAIIIIO MOXKHO HalTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu oguu MeTon TecTupoBaHus HE MOXKET JAaTh MOJTHON TapaHTHH TOTO,
YTO MH(EKLIHUOHHBIE areHThl OTCYTCTBYIOT; IOATOMY C THM MaT€pPHUAJIOM CIIeAyeT 00pallaThCs Kak ¢ MOTSHIMAIBHO
3apa3Hblid. [Ipu oOpaieHny ¢ npodupKaMy WIIM MX yTUIIM3AIMU COOJIOaliTe MEpPhI IPEI0CTOPOXKHOCTH. [UIsi 00pa31oB
MaIMeHTOB, Kak ykazaHo B OSHA Bloodborne ITpasuno marorenos (29 CFR Part 1910, 1030) wmu npyroe
9KBUBAJICHTHOE ITPOLIEAYPHI OM00E30IIaCHOCTH.

CTABUJIBHOCTH U XPAHEHUE

Xpanute CBC-SYS B BepTHKaIbHOM NOJ0KeHUU Tipu Temmeparype 2—8° C (35—46° F), korja oH He HCIIONIb3yeTCsl.
Samuiaiite npoOUpKH OT eperpesa u 3amep3anusi. He OTKphIThIC TYObI CTa0WIBHBI B TCUEHUE BCETO CPOKA TOJJHOCTH.
OTKpBITBIC IPOOUPKHU CTAOWIBHBI B TeUCHUE 14 MHEH P YCIIOBUH MPABUIBHOTO OOPAICHUS C HUMHU.

MMPU3HAKHN YXVYAIEHUA COCTOSAHUA

IMocne cMelMBaHus MPOAYKT JOKEH OBITh MIOX0XK HA CBEXKYIO LEbHYIO KPOBb. B HeCMEIIaHHBIX MPOOUpPKax
CYNEepHATaHT MOXET OBbITh MYTHBIM U KPACHOBAThIM; 3TO HOPMAJIbHO U HE YKa3bIBaeT Ha yxysalieHue. JIpyroe
00eCI[BCYMBAHNE, OUCHh TEMHO-KPACHBIN CylIepHATAHT WIIK HEPHEMJICMbIC PE3YJIbTaThl MOT'YT CBHICTEIBCTBOBATE 00
YXYIIICHUU COCTOsIHMS. He MConb3yiiTe IpoayKT, €ClIK M0I03PEBacTe ero yXy/IIIeHue.

MHCTPYKUHNU 1O MIPUMEHEHUIO 1. Jloctanbre mpoOUpPKH U3 XOJIOAWIBHUKA M JAWTE MM HATPETHCS JI0
KoMHaTHOU Temriepatypsl (oT 15 mo 30 °C wim ot 59 1o 86 °F) B Teuenne 15 MuHyT nepen nepemeniuBanuem. 2. YToOb
CMeEIaTh, IEPKUTE TIOOUK TOPU30HTANBHO MEXy J1anoHAMu. He cmemmBaiite npeaBapuTeIbHO HA MEXaHUIECKOM
Mmukcepe. a) [lokaraiite TpyOKy Bniepea-nazan B TeueHue 20-30 cexyH; BpeMs OT BpeMEHU MepeBEPHYTh TPYOKY.
OHepruyHo nepemMelnaiire, Ho He BcTpsixupaite. 0) [IpogoirkaiiTe nepeMeIuBaTh TakKUM 00pa3oM, IIOKa SPUTPOLIUTHI
MIOJTHOCTBIO He pacTBopsaTcs. [IpoOupky, XpaHsIuecs B TeUCHUE JUTUTEIHLHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTENBHOTO NepeMeninBanus. B) OCTOpOXKHO nepeBepHnTe NpoOupKy 8—10 pa3 HemocpeaCcTBEHHO Tepen

3. Ilpoananu3upyiite 0Opaser B COOTBETCTBUH C HHCTPYKIMAMH B pazzaene «KoHTponb kadecTBa» pyKOBOACTBA IO
IKCIUTyaTaluu Bamiero npuodopa. 4. ITocie otdopa mpo6: a) Eciau npobupka Obliia OTKpeITa 711 0TOOpa Mpoo, ynaaure
OCTaTKM MaTepHaa ¢ KpbIILKU 1 000712 TpoOupKy 0€3BOPCOBOI TKaHbIO. 3aMEHHUTH KPBILIKA MIIOTHO. 0) BepHute
NPOOUPKH B XOJOIMIBHUK B TedeHHe 30 MUHYT ITOCIIE HCTIOJIB30BAHMS.

OXUAAEMBIE PE3YJIbTATHI

Y6enutech, 9T0 HOMEP NApTHH Ha TPOOHPKE COOTBETCTBYET HOMEPY MAapTHUH B TaOJHIIe 3HAYCHUN aHaN3a. SHAYCHUS
aHaJIN3a OIPEEeIIOTCA Ha XOPOIIO 00CITyKHUBaeMbIX, JOJDKHBIM 00pa3oM OTKaIHMOpPOBaHHBIX IPUOOpax ¢
HCIOJb30BAHUEM PCArcHTOB, PEKOMEHIOBAHHLIX ITPOU3BOJUTCIIEM npn60pa. Paznuuus B pcearcHrax, TCXHU4€CKoe
o0ciy)XKMBaHNE, TEXHUKA pabOTHl M KAJIMOPOBKa MOT'YT CIIOCOOCTBOBATh MexJ1abopaTopHas Bapuanusi.

SKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

[IprcBoeHHbIE 3HAYEHHS PEICTABICHBI B BUE CPEHETO 3HAUCHHUS U Anana3oHa. CpegHee 3HaUCHHE MOIYIEHO B
pe3ysbTare MOBTOPHBIX HCIBITAHUN Ha IPHOOpax, SKCIUTyaTHPYEMBIX U OOCITYy>KUBAEMBIX B COOTBETCTBUH C
MHCTPYKIUSMH IPOU3BOAMTENS. [{Mara3oH sSBISETCS OLEHKON pa3inuuii MeK/1y J1a00paTopHsiMH, a TAKXKE YIUTHIBAET
MPUCYILYIO0 METOY HETOYHOCTh M OXKHIAAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJILHOTO Marepraia. 3Ha4eHus
KOJIMYECTBEHHOTO aHAJIM3a HOBOM MapTHH KOHTPOJIS TOJKHBI OBITH MOATBEP)KICHBI 10 TOTO, KaK HOBas MapTHs OyneT
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CBC-SYS
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
BBEJICHA B PYTHHHOE HCIIONB30BaHue. TecTupyiTe HOBYIO IapTHIO, KOTJa MPUOOP HaXOIUTCA B XOPOIIEM pabodeM
COCTOSIHUH, & PE3yJIbTaThl KOHTPOJIS KauecTBa CTapoil naprtuu npuemieMsl. CpeiHee 3Ha4eHHE, TOIy4EHHOE
nabopaTopueid, TOIDKHO OBITH B IpejeNiax Juana3oH aHanusa. [ 6obiuei 4yBCTBUTEIBHOCTH KOHTPOJIS KaKaas
JabopaTopysl JOJKHA YCTAaHOBUTH CBOE COOCTBEHHOE CpeHEee 3HAYCHUE U JIOITYCTUMBIN THaIia30H U IePHOJMIECKH
MIepEOIICHUBATh CpeiHee 3HaueHue. JJabopaTopHBIi qrana3oH MOXKET BKIIIOYATh 3HAUCHNUS, HE BXOJSIINE B aHAIIU3
nuana3oH. ITonp30BaTenb MOXKET YCTAHOBUTH 3HAUCHHUS aHAJIN3a, HE yKa3aHHbIE B JIUCT, ecM KOHTPOJIb MOAXOIUT AJIs
METOA.
OI'PAHUYEHNM A
D¢ PeKTUBHOCTD JAHHOTO NPOAYKTA TapaHTHPYETCsI TONBKO B TOM CIIydae, €CJIM OH IPaBHIBHO XPaHUTCS U
UCTIONIb3YETCs, KaK OIMCAaHO B 9TOM BKIazplme. HermoxHoe nepeMemmBanue mpoOHpKH Iepest HCIONb30BaHUEM JICJIAeT
HENIEHCTBUTENBEHBIM KaK B3ATHIA 00pasell, Tak U II000H OCTaBIIMICS MaTeprall B IPOOUPKE.

TEXHUYECKAS ITOAAEPXKKA 1 OBCJITY X XMBAHUE KIIMEHTOB

Jist mony4eHus TEXHHYECKOM MOMOIIY MIIH MOMTYUYEeHHUs IOTIOJHUTEIbHON HH(OPMAIUH, MToXKaIyiicTa, IO3BOHUTE B
JIMJIEp WJIM MECTHBIN AuCTpuObIoTop. Ecii HeT, BB MOXeTe 103BOHHTH B Bio-techne® TexHuueckas ciryx0a 1mo
tenedony 33 (0)2 99 35 19 36.

[MPOT'PAMMA KOHTPOJIS1 KAYUECTBA

Wudopmariuio o [IporpamMmme Mex1abopaTOpHOTO KOHTPOJIS Ka4eCTBa CM. IO3BOHUTE B ciryk0y CBC-Monitor
komranuu Bio-techne® no Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! ¥ IPOAYKTHI SBISIOTCS TOBAPHBIMU 3HAKAMHU
WK 3apETUCTPUPOBAHHBIME TOBAPHBIMU 3HAKAMH COOTBETCTBYIONIMX KOMITAHUI.

CEIVD

Buo-Texne CAC

19 Pro JIyn Jlenopmens

CS 49228 35230 NOYAL CHATILLON SUR SEICHE-FRANCE Ten. +33 2 99 35 19 35-®akc +33 2 99 35 33 82
DOnekrponHas mouta: Diagnostics.emea@bio-techne.com SIRET 451 276 281 00024-TVA Intracom. ®pannus 49 451
276 281

TTommuce/
ITegats/ R&D Systems, Inc. 614 McKinley Place NE Minneapolis, MN USA 55413 IS012-012 Pen. 08/17 buorexue®
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Perucrpamua MH B PocagpaBragzope
www.nevacert.ru | info@nevacert.ru



RsdD systems EUR@CELL
a bi@‘teChne brand Diagnostics

CBC-ST Plus

HEMATOLOGY CONTROLS

INTENDED USE

CBC-ST Plus is a control designed to monitor values on automated
and semi-automated impedance type hematology analyzers. It can
also be used for manual methods, Please refer to the assay table for
specific instrument models.

SUMMARY AND PRINCIPLE

It is an established laboratory practice to use a stable control to
monitor the performance of diagnostic tests. This control is
composed of stable materials that provide a means of monitoring the
performance of hematology blood cell counters. It is sampled in the
same manner as a patient specimen.

REAGENTS

CBC-ST Plus is an in vitro diagnostic reagent composed of human
erythrocytes, simulated leukocytes, and mammalian platelets
suspended in a plasma-like fluid with preservatives.

N\ erecaumion
CBC-ST Plus is intended for in vitro diagnostic use only by trained
personnel.

& WARNING:

POTENTIAL BIOHAZARDOUS MATERIAL. For in vitro diagnostic
use. Each human donor/unit used in the preparation of this product
has been tested, and yielded non-reactive/ negative results for all
conditions referenced in 21 CFR 610.40 (a) (b), as required by the
FDA. Testing was conducted using FDA-licensed tests. Additional
details can be found at:

hitp://www. mdheme.com/Technicallnformation.aspx

No test method can offer complete assurance that infectious agents
are absent; therefore, this material should be handled as potentially
infectious. When handling or disposing of vials foltow precautions for
patient specimens as specified in the OSHA Bloodborne Pathogen
Rule (29 CFR Part 1910, 1030) or other equivalent biosafety
procedures

8°C
2°°/ﬂ/ STABILITY AND STORAGE
Store CBC-ST Plus upright at 2 - 8° C (35 - 46° F) when not in use.
Protect tubes from overheating and freezing. Unopened tubes are
stable through the expiration date. Opened tubes are stable for 14
days, provided they are handled properly.

INDICATIONS OF DETERIORATION

After mixing, product should be similar in appearance to fresh whole
blood. In unmixed tubes/tubes, the supernatant may appear cloudy
and reddish; this is normal and does not indicate deterioration. Other
discoloration, very dark red supernatant or unacceptable results may
indicate deterioration. Do not use the product if deterioration is
suspected.

EE] INSTRUCTIONS FOR USE

1. Remove tubes from the refrigerator and allow to warm to room
temperature (15 to 30°C or 59 to 86°F) for 15 minutes before
mixing.

2. To mix, hold a tube horizontally between the palms of the hands.

Do not pre-mix on a mechanical mixer.

a) Roll the tube back and forth for 20 - 30 seconds; occasionally
invert the tube. Mix vigorously, but do not shake.

b) Continue to mix in this manner until the red celis are
completely suspended. Tubes stored for a long time may
require extra mixing.

c) Gently invert the tube 8 - 10 times immediately before
sampling.

Perucrparua MU e PocagpaBragzope
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3. Analyze the sample as instructed in the Quality Control section
of the Operator's Manual for your instrument.
4. After sampling:

a) If tube has been opened for sampling, clean residual material
from the cap and tube rim with a lint-free tissue. Replace the
cap tightly.

b) Return tubes to refrigerator within 30 minutes of use.

EXPECTED RESULTS

Verify that the lot number on the tube matches the lot number on the
table of assay values. Assay values are determined on well-
maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences,
maintenance, operating technique, and calibration may contribute to
inter-laboratory variation.

PERFORMANCE CHARACTERISTICS

Assigned values are presented as a Mean and Range. The Mean is
derived from replicate testing on instruments operated and
maintained according to the manufacturer's instructions. The Range
is an estimate of variation between laboratories and also takes into
account inherent imprecision of the method and expected biological
variability of the control material.

Assay values on a new lot of control should be confirmed before the
new lot is put into routine use. Test the new lot when the instrument
is in good working order and quality contro! results on the old lot are
acceptable. The laboratory’s recovered mean should be within the
assay range.

For greater control sensitivity each laboratory should establish its
own mean and acceptable range and periodically reevaluate the
mean. The laboratory range may include values outside of the assay
range. The user may establish assay values not listed on the Assay
Sheet, if the control is suitable for the method.

LIMITATIONS

The performance of this product is assured only if it is properly stored
and used as described in this insert. Incomplete mixing of a tube prior
to use invalidates both the sample withdrawn and any remaining
material in the tube.

TECHNICAL ASSISTANCE AND CUSTOMER SERVICE

For technical assistance or additional information, please call your
dealer or local distributor. If there is no, you may call Bio-techne®
Technical Service at 33 (0)2 99 35 19 36,

QUALITY CONTROL PROGRAM
For information on the Inter-Laboratory Quality Control Program,
please call Bio-techne® CBC-Monitor Service at 33 (0)2 99 35 19 36.

All brands and products are trademarks or registered trademarks of their
respective companies.

R&D Systems, Inc. 1S066-009 Rev 08/17

614 McKinley Place NE
Minneapolis, MN USA 55413

ISOST00-V09 11/2019
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"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
HA3ZHAYEHUE
CBC-ST Plus — 370 35ieMeHT yIipaBieHus, peHa3Haq9eHHbIi 111 MOHUTOPUHTa 3HAYEHU I aBTOMaTHYECKUX U
IMOJTYyaBTOMATUYCCKUX I'EMATOJIOT'MYCCKUX aHAJIN3aTOPOB UMIICAAHCHOTO THIIA. OH TaKKe MOXKET OBITh UCIIOIL30BaH JJIA
pyuHbIx MeTomoB. [Toxanmyiicta, 0OpaTuTech K TaONHIle aHATH30B I KOHKPETHBIX MOJIeIIeH TPrOOpOB.

PE3IOME U INPUHIUIT

YcTaHoBneHHOMH 1a00paTOPHON IPAKTHKOH SIBJISETCS UCMOIB30BAaHUE CTAOMIBHOTO KOHTPOJISI JIJIsl MOHUTOPHHTA
3¢ PEKTUBHOCTH TUArHOCTHYECKHUX TECTOB. DTOT KOHTPOJIb COCTOUT U3 CTAOMIIBHBIX MarepualioB, KOTOPbIE
00€eCTIeunBalOT CPEACTBO MOHUTOPHHTA ITPOU3BOIUTEIEHOCTH T€MaTOJIOTHUECKIX CYETYMKOB KJIETOK KpoBU. OH
Oepercs TakuM Ke 00pa3oM, Kak U 00pasell alnueHTa.

PEAT'EHTBHI

CBC-ST Plus npencrasnsier co0oit peareHT sl JUarHOCTUKH in Vitro, COCTOSIIMI U3 S)PUTPOLIMTOB YEIOBEKa,
MMHTAIMH JIEUKOLIUTOB U TPOMOOIIMTOB MIICKOIIUTAIOLIHUX, CYCIIEHANPOBAHHBIX B IJ1a3MONOI00HOM KHUKOCTH C
KOHCEpBaHTaMH.

MNPEJOCTEPEXXEHUE
CBC-ST Plus mpenra3sadeH st THATHOCTUKH in Vitro TOIBKO 00yYeHHBIM MEPCOHAIIOM.

MMPEAYITPEXJIEHUE: IIOTEHIWAJIBHO OITACHBIN MATEPUAJL.

JIyist TMarHOCTHKY in Vitro ncrmonbs3oBarh. Kaxplil yenoBedyecKuid JOHOP/eJMHNIIA, HCIIOIBb30BaHHbBIA IPU
NPUTOTOBJICHUH TOTO MPOAYKTA, OBUT IPOTECTUPOBAH U JaJl HEPEaKTUBHBIC/OTPHIATEIbHBIC PE3YIBTAThI ISl BCEX
cocrosHui, yka3aHHbIX B 21 CFR 610.40 (a) (b), B coorBeTcTBHH ¢ TpeboBanusmu FDA. TectupoBaHue mpoBOAUIOCE C
WCTIONB30BaHUEM TECTOB, JTUIIEH3UPOBaHHEIX FDA. JlomomHuTenpHY0 HHPOPMAIIIO MOXKHO HaTH Ha http://
www.rndheme.com/Technicallnformation.aspx. Hu ogun MeTon TecTHpOBaHHUS HE MOXET JIaTh IOJIHOM rapaHTHH TOTO,
4TO MH(MEKIMOHHBIE areHThl OTCYTCTBYIOT; II03TOMY C 3TUM MaTepUalioM CJIeAyeT 00pamarbcs Kak ¢ OTeHIIHAIBHO
3apa3sblid. [Ipn obpaieHny ¢ mpodupKaMy WM UX yTUIIN3AIMN cOOII0IaliTe MEphl IPEIOCTOPOXKHOCTH. JUIsl 00pas3IioB
ManueHToB, kak ykazaHo B OSHA Bloodborne [Tpasuio narorenos (29 CFR Part 1910, 1030) nm npyroe
SKBHBAJICHTHOE MPOLEAYyPHl OM00E30MaCHOCTH.

CTABMJIBHOCTH M XPAHEHUE

Xpanute CBC-ST Plus B BepTukanpHOM mojiokeHuu mpu Temmeparype 2—8° C (35-46° F), kora OH He UCIOIb3yeTCsl.
Samumaiite npoOUpPKH OT eperpesa u 3amep3anus. He OTKpBIThIC TYOBI CTa0IBHBI B TCUEHUE BCETO CPOKA TOJHOCTH.
OTKpEITEIE TPOOUPKHU CTAOMITBHBI B TeUeHUE 14 THEH MPH YCIIOBUH MPAaBWIBHOTO OOPAICHUS C HUMHU.

MMPU3HAKU YXVAUIEHUS COCTOSHUA

IMocne cMemMBaHus IPOAYKT JIOJKEH OBITh MIOX0XK Ha CBEXYIO LENbHYIO KPOBb. B HecMeIlIaHHbIX MPOOUpKax
CYIIEPHATAHT MOXKET OBITH MYTHBIM M KPACHOBATHIM; 3TO HOPMAJIBHO M HE YKa3bIBaeT Ha yxyaieHue. Jpyroe
00eCI[BeUMBAHUE, OUCHh TEMHO-KPACHBIN CyIIePHATAHT WA HEPHUEMJIEMbIC PE3YJIbTaThl MOT'YT CBHICTEIBCTBOBATE 00
YXYIIICHUU COCTOSHUS. He Ncnonb3yiiTe IpoayKT, €ClIi IOI03PEBacTe ero YXY/IIICHUE.

MHCTPYKINU 1O TIPUMEHEHUIO 1. Jloctansre mpoOUpKH U3 XOJIOAWIBHUKA F JAWTE M HATPETHCS 10
koMHaTHOU Temiiepatypsl (oT 15 1o 30 °C wm ot 59 no 86 °F) B Teuenne 15 MuHyT nepen nepememniuBanuem. 2. YToOb
CMECIIATh, ACPKUTE TIOOMK TOPU3O0HTAJIBHO MECXKIY JIaTOHAMU. He cmemmBariTe IpeaABApUTEIILHO HA MEXaHNYCCKOM
mukcepe. a) [Tokaraiite TpyOKy Brepen-uaszan B reueHue 20-30 cekyH; BpeMsi OT BpEMEHHU IePEBEPHYTh TPYOKY.
OHepruyHo nepemMennaire, Ho He BeTpsixusaiite. 0) [IpogoikaiiTe nepeMemMBaTh TaKUM 00pa3oM, OKa SPUTPOLIUTHI
MOJTHOCTBIO HE pacTBOpATCA. [IpoOupkw, XpaHsIIrecs B TCUCHHE JITUTEIHHOTO BPEMEHH, MOTYT TPEOYIOT
JIOTIOTHUTEIHHOTO TiepeMeInnBanus. B) OCTOPOXKHO IepeBepHUTE MpoOupKy 8—10 pa3 HEmOCpeACTBEHHO Tepe

3. Ilpoananu3upyiite 06pasel B COOTBETCTBHH C HHCTPYKIHMSIMH B pasneiie «KoHTposb kauecTBa» pyKOBOICTBA 110
JKCIUTyaTaluy Bamero mpudopa. 4. ITocie orbopa mpo6: a) Eciu npobupka Oblia OTKpPhITA [J1s1 0TOOpa Mpo0, yAaIuTe
OCTaTKK MaTepHaia ¢ KPbIIKU 1 000/1a MPOOUpPKU OE3BOPCOBOM TKaHBIO. 3aMEHUTH KPBINIKA MIOTHO. 0) Bepaute
TPOOUPKH B XOJNIOAMIBHUK B TeueHre 30 MHHYT MOCIIE HCTIOIb30BaHMS.

OXUNIOAEMBIE PE3YJIBTATBI

Ybeautech, 4T0 HOMEP NMAPTUH HA IPOOUPKE COOTBETCTBYET HOMEPY MAPTHH B TaOIUIlE 3HAUCHUH aHaIn3a. 3HAYCHUS
aHaJIM3a OIPEIENSIOTCS Ha XOPOIIO 00CIY)KUBAEMBIX, JOJDKHBIM 00pa3oM OTKaJIHMOPOBaHHBIX MPHOOpax ¢
UCTIONIb30BaHUEM PEareHTOB, PEKOMEH/I0OBaHHBIX MPOM3BONTEIEM ITprOOpa. Paznnuns B peareHTax, TEXHUYECKOE
o0cCITy’)KMBaHHE, TEXHUKA paOOTHI M KaJTHOPOBKA MOTYT CITOCOOCTBOBATH MEXKIIA00paTOpHAs BapHAIIHS.

OKCIUIYATALIMOHHBIE XAPAKTEPUCTUKHN

IIprcBoeHHBIEC 3HAUCHUS MIPEACTABICHBI B BUAE CPEAHET0 3HAYCHUS U Auana3zoHa. CpefHee 3HaYCHUE MOTyYeHO B
pe3yJbTare MOBTOPHBIX UCTIBITAHUN Ha MPUOOPaX, IKCIUTyaTUPYEMbIX H 00CITYKHBAaEMbIX B COOTBETCTBHH C
MHCTPYKIMSMH IPOU3BOAMTENS. [{Marma3oH sSBIsETCsl OLEHKON pa3uuuii MeK/1y 1a00paTopHsiMH, a TAKXKE YIUTHIBACT
MPUCYILYI0 METOY HETOYHOCTh M OXKHUIAEMYI0 OHOIOTHUECKYI0 H3MEHUYMBOCTD KOHTPOJIILHOTO MaTepuaia. 3HadeHus
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CBC-ST Plus
"[emMaTonorn4ecKknin KOHTPOIb

KoHTponb
KOJIMYECTBEHHOI'O aHAJIM3a HOBOM TapTUH KOHTPOJIA OOJIKHBI OBITh MOATBEPKACHBI 10 TOI'0, KaK HOBasA MapTust 6y£[eT
BBEJ/ICHA B PyTHHHOE MCIOJIb30BaHKe. TecTUPYHTE HOBYIO MAapTHIO, KOIJa IPUOOp HAXOAMUTCS B XOpOILEeM padouem
COCTOSIHMH, a pe3yJIbTaThl KOHTPOJISI KaYeCTBA CTapoi mapTuu npuemiieMbl. CpeHee 3Ha4eHHe, OJyYeHHOe
Jaboparopuel, JOJDKHO OBITh B IIpefienax Auana3oH aHanusa. st Gonbhieil 4yBCTBUTEIBHOCTH KOHTPOIIS Kaxaast
JTabopaTopyst JOJDKHA YCTAaHOBHUTH CBOE COOCTBEHHOE Cpe/iHEee 3HAYCHHE U JOITYCTUMBIH THAIla30H U IIePUOIUYECKH
IIePEeOLICHUBATh CpeaHee 3HaueHue. JIabopaTopHbIi Auana3oH MOXKeT BKIIIOYaTh 3HAYCHHs, He BXOIAIIHE B aHAIU3
JHara3oH. Ilonp30BaTenns MOKET YCTaAaHOBUTH 3HAUYCHHUA aHAIN3a, HC YKa3aHHbIC B .HI/ICT, €CJIM KOHTPOJIb MOAXOAUT IJIA
MeTozia.
OI'PAHUYEHUA
D¢ deKTHBHOCTE TAaHHOTO NPOLYKTA TapaHTHPYETCs TOIBKO B TOM CiIydyae, €CJIM OH NPAaBUIbHO XPaHUTCS U
UCIIONB3YETCs], KaK OIMCAHO B 9TOM BKJIa[bIe. HemonHoe nepemMenBaHie npoOHPKH IIepe]l HCIIOJIb30BaHHEM JENAeT
HENIeHCTBUTENBHBIM KaK B3ATHIA 00pasell, Tak U JII000H OCTaBIIMICS MaTepHal B IPOOUPKE.

TEXHUYECKAS ITIOAAEPXKKA 1 OBCJTY > XMBAHUE KIIMEHTOB

J1st monmyv4eHus TEXHHIECKOH MOMOIIHY WIIH MOTYUYESHHUS IOTIOJTHUTEIbHON HH(OPMAIH, MoXKaTyiicTa, IO3BOHNTE B
JMJIEp WM MECTHBIM aucTpuoObioTop. Eciu Het, BB MoXeTe 103BOHHTH B Bio-techne® Texnuueckas ciryx0a 1o
tenedony 33 (0)2 99 35 19 36.

[TPOTPAMMA KOHTPOJIS1 KAUECTBA

Hudopmanuro o [Tporpamme mMexiabopatopHOro KOHTPOJISI Ka4uecTBa cM. 103BOHKTE B ciiyk0y CBC-Monitor
kommanuu Bio-techne® mno Tenedony 33 (0)2 99 35 19 36. Bce OpeHb! M IPOAYKTHI SIBISIOTCS TOBAPHBIMU 3HAKAMHU
WJIN 3apETHCTPUPOBAHHBIMH TOBAPHBIMU 3HAKAMH COOTBETCTBYIOIIMX KOMIIAHUH.
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