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CD-CAL

HEMATOLOGY CALIBRATOR

INTENDED USE
CD-CAL is designed for use in the calibration of Abbott Cell-Dyn® 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 CD-CAL 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

CD-CAL 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

CD-CAL 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://www.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.
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¢ STABILITY AND STORAGE

Store CD-CAL 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 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, 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.

I:]ﬂ INSTRUCTIONS FOR USE
A. Mixing and handling directions:
1. Remove tubes 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 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 running
each sample.

3. After sampling:

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

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

4. Return tubes to refrigerator within 30 minutes of use.

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 possible
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 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.

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 CLS| 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 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.

All brands and products are trademarks or registered trademarks of their
respective companies.
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R&D SYSTEMS CD-CAL

Calip Huyét Hoc

Muc dich sir dung

CD-CAL 13 mét calip duoc thiét ké dé theo ddi cac gi tri trén may phan tich huyét hoc loai tré
khang ty dong va ban ty dong. N6 ciing c6 thé sir dung cho phuong phéap thu céng. Vui 1ong
tham khao bang khao nghiém cho cdc mo hinh thiét bi cu thé.

Tom tat va nguyén tac

Day 1a mot thi nghiém thuc hanh dugc thiét 1ap dé stir dung mot kiém soat 6n dinh dé theo ddi
hiéu suit ciia cac xét nghiém chan doan. Kiém soat nay bao gdm céc vat liéu on dinh cung cap
mot phuong tién theo ddi hiéu sudt ciia budng dém té bao mau huyét hoc. N6 duoc 14y mau theo
cach tuong tu nhu mau bénh nhan.

Thubc thir

CD-CAL 13 m6t thude thir chan doan bao gdm hong cau ciia ngudi, bach ciu mé phong, tiéu cau
ctia dong vat c6 v lo limg trong huyét twong nhu chat 10ng voi chat bao quan.

Phong ngura
CD-CAL 13 muc dich st dung cho chan doan in vitro chi bdi ngudi c6 chuyén mon
Canh bao

VAT LIEU SINH HQC NGUY HIEM. Diing cho chan doén invitro. Nguoi hién ting / don vi
ding trong sy chuan bi ciia san pham nay da kiém tra bai phuong phap chimg nhan Hoa Ky/
kiém tra va nhan thiy am tinh hodc khong phan g cho sy hién dién cta HbsAg, Anti — HCV,
NAT thir cho HIV-1, HCV(RNA) va HIV Y%. Pon vi khac ciing 4m tinh boi huyét thanh thir cho
Syphilis (RPR or STS). Bi vi khong co phuong phap nao c6 thé chic chin hoan thanh rang tac
nhan 1y nhiém 13 khong ton tai. VAt liéu nay phai dugc nghién ctru nhu kha ning 1ay nhidém. Khi
xir 1y hodc virt bo 1o thude, hily tuan thu cac bién phap phong ngira ddi voi bénh pham bénh nhan
dugc quy dinh trong mam bénh truyén mau OSHA (29 CFR part 1910, 1030) hodc quy trinh an
toan sinh hoc twong duong khac.

On dinh va bao quan

Béo quan CD-CAL thang ding ¢ nhiét do 2-8°C (35-46°F) khi khong str dung. Bao vé lg tranh
qua néng va déng bing. Lo chua mo phai dat 6n dinh cho dén ngay hét han. Lo d3 mé chi 6n
dinh trong 8 ngay, véi diéu kién 1a ho xtr 1y diing cach.



Dau hiéu xau di

Sau khi tron, san phdm phai c6 hinh dang twong tw nhur mau tuoi. Trong cac éng /lo khong tron
1an, phan noi phia trén c6 thé xuat hién duc va mau do, day la diéu binh thudng va khong phai la
su xAu di. Sy ddi mau khac, siéu mau do6 rit ddm hoac két qua khong dugc chép nhén ¢6 thé cho
thy sy xau di. Khong sir dung san phAm néu nghi ngo hw héng.

Huwéng din sir dung

1. Lay éng/ lo ra khoi tii lanh va dé 4m dén nhiét d6 phong (15 dén 30°C hoic 59 dén 86°F)
trong khoang 15 phut truge khi tron.
2. Dé tron, gitt mot 6ng / lo ndm ngang giita 10ng ban tay. Khéng trén truéc trén may
tron co hoc.
a) Lan dng/lo qua lai trong 20-20 gidy: thinh thoang d4o nguoc 6ng, lo. Tron manh mé,
nhung khong lic manh
b) Tiép tuc tron theo cach nay cho dén khi cac 6 mau do hoan toan lo limg. Ong/lo bao
quan trong mot thoi gian c6 thé tron thém néu can
¢) Nhe nhang dao nguoc dng/lo 8 — 10 1an ngay trudc khi ldy mau
3. Phan tich mau theo hudng dan trong phan Kiém soat chit lugng trong Huéng dan van
hanh cho thiét bi ctia ban.
4. Sau khi 1ay mau:
a) Néu 6ng /1o da dugc mo dé léy mau, hiy lam sach vat liéu con sot lai tir nép va vanh
6ng bang khan gidy khong tho. Thay thé nép chit.
b) Pua dng lo vio tu lanh trong vong 30 phiit sir dung

Han che

Céc bién phap kiém soat Hé thong R & D khong danh cho cac phuong phap thi cong dé phan
biét WBC. Trong kiém soat huyét hoc, bach cau

bét chude kich thude, nhung khong bit chude cac dau hiéu hinh thai cta cc yéu té mau. Chat
lwong ctia san pham chi dugc dam bao voi day du

tuan thu cac diéu kién van chuyén, bao quan va str dung. Khong sur dung kiém soat qué ngay hét
han cua 16!Pac diém hiéu suat

Két qua mong doi

Gia tri trung binh cho mdi tham s duoc tinh toan dua trén nhiéu thay di trong thiét bi d3 hiéu
chinh

méy phan tich va sir dung phuong phép tham chiéu thii cong. Céc gia tri hién thi trong bang da
duogc 1y bang cach sir dung



thude thir duge khuyén nghi bai nha san xuat may phan tich, va do do ¢ thé duoc sir dung dé
theo doi hoat dong cua may phan tich, nhung khong

1a vat li¢u dinh c& khong thé tranh céi. Pham vi la mot udc tinh ¢6 tinh dén ndi tai

su khong chac chan, sy bién doi sinh hoc du kién cia vt li¢u kiém soat va su khac biét c6 thé co
gitra

cac phong thi nghiém.

Céc nguyén tic va huéng dan luén néu 16 rang phong thi nghiém phai thiét 1ap gia tri trung binh
va

pham vi gia tri hop 1& cho mdi tham s6. Pong thoi, cac gia tri kiém soat trung binh ma phong thi
nghiém thu dugc phai 1a Kiém soat huyét hoc cua Hé thong R&D. Hudng dan st dung. Phién
ban tir 30/10/2019

nam trong pham vi céac gid tri c6 thé chap nhan dugc doi véi nd. Su khac biét vé gia tri gitra cac
phong thi nghiém la do hi¢u chuan.

may phan tich, cong ngh¢ bdo tri va van hanh cua ho.

Mbdi phong thi nghiém nén thiét 1ap cac gia tri trung binh va pham vi chip nhan duoc cua riéng
minh, va

cac chi sb duoc dua ra trong bang gia tri myc ti€u chi dugc sir dung nhu mot tai liéu tham khao.
Trung binh va khoang thoi gian

cac gia tri cho phép ddi v6i may phan tich khong duoc liét ké phai do nguoi dung tu dit. Khi tinh
toan trung binh

, nén thyc hién it nhat 10 phép do lién tiép cho mdi mirc trén may phan tich d hiéu chuan
Hb trg k§ thuit va dich vu khach hang

pé duogc hd tro giai quyét cac van dé khoi phuc kiém soat, vui long goi Dich vu k¥ thuat (800)
523-3395. Dé biét thém thong tin veR & D Systems, Inc. kiém soat huyét hoc va hiéu chuén,
hodc dé dit hang vui 1ong goi Dich vu khach hang (800) 428-4246.

Chuong trinh kiém soat chit lwgng

Dé biét thong tin vé CBC-Monitor, Chuong trinh kiém soat chat luong lién phong thi nghiém ciia
chung t61, hay goi (800) 523-3395

Tat ca cac nhan hi€u va san pham 1a nhan hi¢u hodc nhan hi¢u da dang ky cta cac cong ty tuong
ung.



