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R&D 3K RETIC

HEMATOLOGY CONTROLS

INTENDED USE

R&D 3K RETIC is a bi-level control for use in monitoring the performance
of Abbott Cell-Dyn hematology instruments. 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 which provide a means of monitoring the performance of
reticulocyte counting methods. It is sampled in the same manner as a
patient specimen.

'§ 'ﬁ REAGENTS

R&D 3K RETIC is an in vitro diagnostic reagent composed of human
erythrocytes and a reticulocyte surrogate suspended in a plasma-like fluid
with preservatives.
"
PRECAUTION

R&D 3K RETIC is intended for in vitro diagnostic use only by trained
personnel.

& 'c 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.
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2“"/#[ STABILITY AND STORAGE

Store R&D 3K RETIC 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 at least 16
days, provided they are handled properly. A stained sample is stable for
15 minutes after the minimum incubation time.

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:m 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. Prepare a stained sample of R&D 3K RETIC as described in the
CELL-DYN Reticulocyte Reagent insert except limit the staining time
to between 15 and 30 minutes. Analyze the sample as instructed in
the Quality Control section of the Operator's Manual for your
instrument.

4.  After sampling R&D 3K-Retic, carefully wipe the tube rim and cap
with lint-free tissue. Replace the cap tightly and return tubes to
refrigerator within 30 minutes.

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

R&D 3K-Retic is not suitable for manual microscopic counting methods.
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.

INSTRUMENT DATA ALERTS

If the instrument detects an atypical condition during specimen
processing, it will display a data alert message. There are six data alerts
that do not suppress results.

These three alerts invalidate whole blood results but do not invalidate
R& D 3K Retic results:

¢ Fragile RBCs
¢ Noise error
¢  Histogram shifted left

These three alerts invalidate both whole blood results and R&D 3K Retic
results:

¢  Setup error

¢  Sample degradation

¢ High RBC peak
Refer to the CELL-DYN System Operator's Manual for troubleshooting
assistance.

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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R&D 3K RETIC

Chit kiém soat huyét hoc (Hematology Control)

Muc dich sit dung INTENDED USE)

R&D 3K RETIC 1a chit kiém soat hai mirc (bi-level control), dung dé theo ddi hiéu
ndng cua cac may phan tich huyét hoc Abbott Cell-Dyn.
Vui long tham khao bang gié tri di kém cho tirng dong may cu thé

ISO3R00 Instruction sheet R&D 3...

Tém tit va nguyén Iy (SUMMARY AND PRINCIPLE)

Vi¢e dung chét kiém soat on dinh dé theo doi hiéu nang xét nghiém chan doan 12 mot
thong 18 chuan.

San pham duogc cau tao tur cac thanh phan 6n dinh, gitp theo dbi hiéu ning cua cac
phuong phéap dem héng cau luoi ty dong.

Pugc xtr Iy gidng nhw mau bénh phdm bénh nhan

ISO3R00 Instruction sheet R&D 3...

Thanh phan (REAGENTS)

Hong cau nguoi.
Chat thay thé hong cau ludi (reticulocyte surrogate).
Treo trong dung dich tuong tu huyét twong c6 chat bao quan

ISO3R00 Instruction sheet R&D 3...



Than trong (PRECAUTION)

e Chi dung cho chin doan in vitre, boi nhan vién duge dao tao.
« CANH BAO: Nguy co sinh hoc tiém tang.

o Cac mau mau ngudi dung san xuét san pham da duoc kiém tra bang phuong phap
FDA cép phép: HBsAg, Anti-HCV, NAT (HIV-1, HCV RNA, HIV-1/2) va giang
mai (RPR/STS). Két qua 4m tinh/khong phan tmg.

o Tuy nhién, khong c6 phuong phap nao loai trir hoan toan tac nhan gay bénh —
can xir Iy nhu miu bénh phiam cé kha ning lay nhiém, tuan thu OSHA
Bloodborne Pathogen Rule (29 CFR 1910.1030) hodc quy trinh an toan sinh hoc
tuong duong

ISO3R00 Instruction sheet R&D 3...

On dinh va bao quan (STABILITY AND STORAGE)

Béo quan Ong thing ding, nhiét do 2 — 8°C (35 — 46°F).
Tranh qua néng hodc dong lanh.

Ong chua mo: 6n dinh dén han dung ghi trén nhan.

Ong da mo: 6n dinh it nhit 16 ngay néu xir Iy dung.

Mau da nhudém: 6n dinh 15 phit sau khi hoan tat i ti thiéu

ISO3R00 Instruction sheet R&D 3...

Dau hi¢u hw héng AINDICATIONS OF DETERIORATION)

e Sau khi tron: phai giéng mau toan phan tuoi.

« Trong dng chua tron: dich ndi c6 thé duc, hoi d6 — binh thuong.

« Néu dich ndi d6 sam/nau, d6i mau bat thuong hodc két qua khong dat — nghi ngd hu
héng — khong st dung

ISO3R00 Instruction sheet R&D 3...



Huéng din sir dung INSTRUCTIONS FOR USE)

1. Lay 6ng ra khoi ti lanh, dé vé nhiét 6 phong (15 — 30°C) trong 15 phiit.
2. Tron:
o Cam dng ngang, ldn qua lai giita hai long ban tay 20 — 30 gidy, thinh thoang dao
nguoc.
o Khéng ding may lic co hoc.
o Tron manh nhung khong lac déc.
o Ong dé lau c6 thé can tron k¥ hon.
3. Trudc khi iy mau: dao ngugc 8 — 10 lan.
4. Chuéan bj mau nhudém theo huéng dan trong CELL-DYN Reticulocyte Reagent Insert,
nhung giéi han thoi gian nhudm 15 — 30 phat.
5. Phan tich theo phan Quallty Control trong Operator’s Manual cua may.
6. Sau khi 1dy mau: lau sach miéng va nap 6ng, day kin, dua lai vao ta lanh trong vong 30

phut

ISO3R00 Instruction sheet R&D 3...

Két qua mong dgi (EXPECTED RESULTS)

Dam bao s 16 trén dng khdp vai s6 16 trong bang QC.

Gia tri QC duoc xac 1ap trén may hiéu chuan dang, bao dudng tt, dung thudc thir
khuyén cdo.

Khac biét thude thir, thao tac, hidu chuén, bao dudng — co thé gay bién thién lién phong

ISO3R00 Instruction sheet R&D 3...

Dac tinh hi¢u nang (PERFORMANCE
CHARACTERISTICS)

Gia tri QC duoc :[hé hién dudi dang Trung binh (Mean) va Khoang (Range).

Mean: lay tir nhicu lan thw 1ap lai trén may van hanh dung. )

Range: udc tinh bién thién lién phong, tinh dén sai s6 phuong phép va bién thién sinh
hoc.

Khi ¢6 16 moi: phai xac nhan QC trudce khi dung thuong quy.

Phong xét nghiém c6 thé thiét 1ap mean va range riéng dé ting do nhay kiém soat



ISO3R00 Instruction sheet R&D 3...

Giéi han (LIMITATIONS)

« Khéng phii hgp cho phwong phap dém thii cong bang kinh hién vi.

 Hiéu nang chi dam bao khi bao quan va st dung ding hudng dan.

« Néu khong tron day du trude khi dung — ca mau lay ra va phan con lai déu khéng hop
1¢

ISO3R00 Instruction sheet R&D 3...

Canh bao dir liéu tir may (INSTRUMENT DATA ALERTYS)

e C6 6 loai canh bao khi xir Iy mau.
« 3 canh bao chi lam mit gia tri midu mau toan phin (khong anh hwéng R&D 3K
RETIC):
o Fragile RBCs
o Noise error
o Histogram shifted left
« 3 canh bao lam mit gi4 tri ¢ miu mau toan phin va R&D 3K RETIC:
o Setup error
o Sample degradation
o High RBC peak
Tham khao CELL-DYN Operator’s Manual dé xt 1y

ISO3R00 Instruction sheet R&D 3...

HJ tro k§ thuat (TECHNICAL ASSISTANCE)

o Lién hé nha phan phdi dia phuong.
e Hodc goi Bio-techne® Technical Service: +33 (0)2 99 3519 36
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Chuong trinh kiém soat chat lwong (QUALITY CONTROL
PROGRAM)

Thoéng tin vé Chwong trinh Kiém chuin Lién phong (Inter-Laboratory QC Program) co tai
dich vu CBC-Monitor cuia Bio-techne®



