Vcheck

CPV Ag o P

CANINE PARVO VIRUS

For veterinary use only

INTENDED USE

The Vcheck CPV Ag Test Kit is an in vitro diagnostic test kit for the
qualitative detection of Canine Parvovirus antigen in canine feces. The
Vicheck CPV Ag is designed to be used only by veterinarians.

PRINCIPLE

The Vcheck CPV Ag Test Kit is a chromatographic immunoassay for
the qualitative detection of Canine Parvovirus antigen in canine feces.
Test line and control line in the result window are not visible before
applying any samples. The control line is a reference line which
indicates the test is performing properly. The control line has to
appear every time when the test has performed. If the CPV antigens
are present in sample, a purple test line would appear in the result
window. The highly selective antibodies to CPV are used as a capture
and detector in the assay. These antibodies are capable of detecting
CPV antigens in canine feces with high accuracy. The Vcheck Analyzer
reads the presence of CPV antigen in canine feces.

MATERIALS PROVIDED

Reagent 10 Tests/Kit
@ Vcheck CPV Ag Test device 10
@ Assay diluent tube 10
3 Disposable swab 10
@ Pipette tip 10
® Instructions for use 1

MATERIALS REQUIRED, BUT NOT PROVIDED

1. Timer
2. BIONOTE Vcheck Analyzer
3. 100 pf pipette

STORAGE AND STABILITY

1. Store the test kit at 2~30°C. DO NOT FREEZE.

2. Do not store the test kit in the direct sunlight.

3. The test kit is stable within the expiration date that marked on the
package label.

PRECAUTIONS

1. The test kit is for canine use only. Do not use for other animals.

2. The test device is sensitive to humidity as well as heat. Perform

the test immediately after removing the test device from the foil

pouch.

Do not reuse test components.

Apply the sample using pipette vertically.

Do not touch the membrane in the result window of test device.

Do not use the test kit beyond the stated expiration date marked

on the package label.

Do not use the test kit if the pouch is damaged or the seal is

broken.

8. Do not mix components from different lot numbers because
the components in this kit have been quality control tested as
standard batch unit.

9. All samples should be handled as being potentially infectious.
Wear protective gloves while handling samples. Wash hands
thoroughly afterwards.

10. Decontaminate and dispose of all samples, reaction kits and
potentially contaminated materials safely in accordance with
national and local regulations.
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COLLECTION AND PREPARATION OF SAMPLE

1. Canine feces swab should be used for this test.
2. The samples should be tested immediately after collection.

3. If samples are not tested immediately, they should be stored at
2~8°C for 24 hours. For longer storage, freeze at -20°C or below.
Frozen samples should be brought to room temperature (15~30°C)

prior to use.

4. The amount of feces on the swab may affect results. The correct
amount of feces is indicated in the picture below. An excessive
amount of feces may cause a false positive result and slow sample

migration.

Not enough Too much

TEST PROCEDURE

[Collect the samples]

* All reagents must be at room temperature (15~30°C) before use.
1. Collect feces samples using a swab.
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2. Insert the swab into the assay diluent
tube and mix the swab until the
sample has been dissolved into the
assay diluent (Approximately 10sec).

3. Wait for 1 minute to settle down the
large particles.
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[Using a V200 Analyzer]
“Standard Test” mode

1. Turn on V200 Analyzer and select
“Standard Test” on the analyzer's
screen.

2. Remove the test device from the foil
pouch.

3. Once the “Insert Device” is displayed
in the screen, insert the test device
into the V200 Analyzer.

4. Use a 100 p? pipette to mix the
sample with diluent well and add
100 pl of mixed sample into the
sample hole, and press [START] to
initiate testing.

5. Read the result on the display after
10 minutes.

6. The V200 analyzer will automatically
display the test result on the screen.

7. Remove the test device.

“Read Only” mode

Remove the test device from the foil
pouch and place it on a flat and dry
surface.

Use a 100 pf pipette to mix the
sample with diluent well and add
100 pf of mixed sample into the
sample hole.

Leave the test device for 10 minutes.

Turn on V200 Analyzer and select
“Read Only” on the analyzer's
screen.

Insert the test device to the V200
Analyzer.

The analyzer will automatically
display the test result on the screen.
Remove the test device.

INTERPRETATION OF THE RESULT
[v200]
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is calculated that a mesured signal is divided by an appropriate

cutoff value.

- Test results of a COI= 1.00 are considered positive for CPV
Antigen.

- Test results of a COI< 1.00 are considered negative for CPV
Antigen.

The analyzer test result of a sample is given as Positive(+)/
% Pos(+) or Negative(-)/Neg(-) with a COI (cutoff index) value. COI

LIMITATIONS OF THE TEST

~ L
Note that the test device should not 1 0
be left more than 13 minutes. min.

Although the Vcheck CPV Ag Test kit is very accurate in detecting
Canine Parvovirus antigen, a low incidence of false results can be
occurred. Other clinically or laboratory tests might be required
if questionable results are obtained. As other diagnostic tests, a
definitive clinical diagnosis should not be based on the result of
a single test, but should be diagnosed by the veterinarian after all
clinical and laboratory findings have been evaluated.

Neither the quantitative value nor the rate of CPV Ag concentration
can be determined by this qualitative test.

The reading window may show a light pink background coloration;
this will not affect the accuracy of the results.

BioNote and its distributors cannot be held responsible for the
consequences of misuse or misinterpretation of the results given
by the test.

SCREEN MESSAGE AND TROUBLE SHOOTING
[V200]

Error message

Error description

Contaminated

The test device is damaged or inserted improperly.
Solution: Discard the test device and retest with a

Negative

The negative result indicate
the absence of CPV antigen.

Device : .
new test device and a new specimen.
An insufficient amount of blood has been applied.
Insufficient Solution: Retest with a new test device with
sample enough specimen, ensuring that blood is placed in

to the narrow channel in the top edge of the test
device.

The test devices are expired.

Expired Device | Solution: Retest with a new test device that is not

expired.

Positive

The environmental temperature is above or below
the operating range of the analyzer.

the presence of CPV antigen.

Temperature | Solution: Move to an area in the acceptable
Error temperature range for the analyzer and perform
the test. Do not heat or cool the analyzer
artificially.
Printer The communication between analyzer and
Connection barcode or printer has failed.
Fail Solution: Reconnect the analyzer and external

The positive result indicate

Barcode Error

device. If the error continues after turning ON/OFF
the analyzer, please contact BioNote, Inc.

The measured total hemoglobin is out of the range
of 7 to 23g/dL.

Extremely Total | Solution: This error occurs when a specimen has

Invalid

The result might be
considered invalid. The
sample should be retested.

hemoglobin a total hemoglobin in the abnormal range. If the
error continues after turning ON/OFF the analyzer,
please contact BioNote, Inc.
The test is invalid.
. Solution: Retest with a new test device and a
Result: ) ) -
Invalid new patient specimen. If the error continues
after turning ON/OFF the analyzer, please contact
BioNote, Inc.
Calibration The ca.llib-ration is overdue. _ '
Overdue Solution: If the error continues after turning ON/

OFF the analyzer, please contact BioNote, Inc.

NOTE

Test results can be read by using test device only, but the
results are unreliable. For more accuracy of test results, reading

Loading a test device that is not supported by the

Not Supported | analyzer.

Device Solution: Check whether the test device is
manufactured by BioNote, Inc.

1. Only control ("C") line in the result window indicate

A the results using V200 analyzer is recommended.
ﬁ “Negative”.

2. Test ("T") line and control ("C") line within the result

window indicate “Positive”.

Internal error has occurred.
EEE Solution: If the error continues after turning ON/
OFF the analyzer, please contact BioNote, Inc.

3. If the control ("C") line does not appear, the result might be
considered invalid. The sample should be retested.

Manufactured by BjoNote, Inc.

BIONO ' 22 Samsunglro 4-gil, Hwaseong-si, Gyeonggi-do 18449, Republic of Korea

TEL: 82-31-211-0516 | FAX: 82-31-8003-0618 | www.bionote.co.kr



Vcheck

CPV Ag

M= 5 : 10 . 20 . 50 . 100'

Tests/Kit Tests/Kit Tests/Kit Tests/Kit Tests/Kit
AALE ClHio|A 5 10 20 50 100
ZAK| 5] Aol 5 10 20 50 100
AX [HFE HE 5 10 20 50 100
oo gl 5 10 20 50 100
AHE HHA 1 1 1 1 1

A 25
o .|
HAIZ0tE T Y2|E 0|85t0] 7ol 2HoAf mH2Hlo|2A S FMEMOR HAlst
= BXTI|E
AE W
[ZnIz=H] Y M)
1) AH(2H) ¥ 8 HEs A8t 2H AR S2 F2 L) 28S ’F/ghct
2) 128 M MF 8 HES 0|85t0] MES MF 3t =0i| HtE ZALE TdeH{of gLich
3) HH= M3 = HIE AFSSHH, B2 AMSOHX| obS ZR 2~8°COllM 24412t ERSIH, O
Q@ 7|7t B2 -20°C O[5t M 52 EatefL|ct

[ZAF M Z=H|AFE]

1)

2)
3)
4)
5)

YA ClHIO| A= &7(0f RIZFSIEZ Al AlZE ZH0|| =Y THRX|of| A 7 LI
YA ClHio| A9 oMol Wzl 2 %HIS*LIEF
YA ClHio| A0 HAE2 £02 QHX|X| ghELICH

ZAE CH0| A7} BRS(0QlE 5 TI2AP} 24EUS 2
7|ES| FY=S THE B =85t0] AFZSIX| LI

4R AR LI

[HAr2tE]

®

@
®

e
o 2 HHE 2 KIS

Hol &Lt

HES ALE3t0] AT 7 HA slMol SoRUA= Y

&
'

BIONOTE 20|32 27| [Standard Test] 22} [Read Only] 2E F JkX|2| 2t7|
A

Stan
CHE HAlbE S Sdff 21t ks 28Y + UsLch

e

@O HHM7t gl LHZ BO[Z AT 23|
FEE = UAZE HISS 0] FLICL

#ES of 1270 FAINTLICH

o=o=

HT

BIONOTE H0[4|3 247 %8

Calibration

"Standard Test" mode

BIONOTE E0[X|3 247|9] Hag #m “A
ENCIE E|AE"E MEHSHL|CE

e h=]

£ 7H55P0=| YA CIHO|AS A
IZI f £ 717)0 &Jgfuict.

@ 100 pt TZE AMESIY HEE=E
#ef Clsfol 29| ZA| FxEof
HAAS “A|Z"S S| HAE

> DZ‘. IIOF

@ 102 2, 77| BEAIFO| BAE HA 22HE o
ol gLict.
£Ho| A=EH, ASHE A
71704l A HIHE.”—IEL

{A+E ClHIO|IAE

"Read Only" mode
* 5 0| MO HAIE SAl0f AL mf, Al8S HEELICH

© =Y XS JHS5to] AL ClHO|AE A
=, WS AXot BiEofl SOHSLICH
100 pt TZS AFBSI HE=FHS o
o 2 HolE =, HE2 100 WiE F6l T
Hpo| 20| HA| M Zol A efLict

® M Fx = o7t 2 watx] 102 7ICHy
Lick. 1

*1320| HO{7HX| gt E F L.

Standard
Test
@ BIONOTE E0[x3 2A7]9f MY

7| 5}Ho| "Read Only"E +2
AE HABLCH

A1
, Elbt

ot mio
O HI

(® BIONOTE E0|X|2 47| otHoi| EAIE &
ANZIE olgh|ct.

® ZH0| AZEH, ASHUH &
71710l A x1|71zw|tr.

AR ClHo|AE

* M B S AZES CHEA 2 F2 A e E + Ue8R
(108)2 XA AIH 3FEE°”—IEL

S0l

[v200]

faHX| 2
717] EAIE| Invalid7t EAIEE 22 (HAIR)
[v100]

12-10  AM10:31

o

rID:

Q| ITHYALI ,
Dewvice Chser

jural Control: Invalid

OK

0 COI (Cutoff Index)= ZHE Mzt

N g
col gtol
noTe | d=E

AHE Al FolAre

S cut off 292 LIF0] AAtEl 2t
gHlo| Zxsts Ao,
SHRl0| ZXHSHX| Y= Zio2

40| 1.00 0f&fel Z< A HFEH}OIﬂ
1.00 Oj2tel Z< 7 DhEHfo[2A
ct.

1) Mol xQ|zlct o 2ot AbgetL Tt

2) B2 &0l EIHfolé
S, NS =
3) BIEA] 2 ?QHIDHZF

4) ZAL ClHfo| Aol ALK L HERols &

F&710] =25 MF2 450] Mote = /282, AR ZTo|

0= OfLhofl A fLICH

E19| 13|18 TYES AFERLIC

Fsre 0j& & QIaL|Ch

Sco=

5) ZMat B A2 E4OX| ofS B, 2HE tEE £ glELIt

6) At 7[Zto] Zatet AJoF2 AHESIA| QELICE

7) AH= OIX|2 HolHALE M7 HHERUOZAMO| 2IE4E LZstn YoBZ FFof| Fo
Sto, 29 7hsst 22 F3 Alol= Yalg HYS A8t Fg T &2 TR0 UE
Lck

8) "e'%“)ﬂ *f s I'_°4 111|7| 121°C01|*1 152 0ld 0 57| B g AYSIH, =7t E=

i)

NS{OZA ZHHEFD L4T WO 2018
AN 2 Aol K0|S HY 2 2

10) BIEA] B2 29lA17
fl=s

5tof 2 F

FArgstof st, = MZ2| 2t & THE HARZ e a0 27

2 Lh2foF gfLict

R
24
7171 EAIEOf COI 22k M Negative (-)'2t 0 21t £= HL

[v100] [v200]

12-10  AM10:31

Patient D:
CPY hqg :
:Negl-)
CoI=0.000

(), €01=0.18

Print

o4
717] TAIEOI COI 243t &M * Positive (+)'212 27} e 22

[v100] [v200]

12-10  AM10:31

CPY Ag
iPos(+)
CoI=1.234

24 A e ofg w3 2 M8JZ  H3
oHE ST 230C YR 244E  SNE
e w2t ol . ESYNS
e 2E230°C Y% 24742 e
258/ 44o4
e w2t ol . ESVNE
CHAPIES BERHA YEE Fo
* 27) 98 WAL, 29l U FA| AR
[v100]
o= WA T
HAEJ SEeH 9g
ID”E“;”‘I"EIED EA| AR M2E ClHH0|A 22 M2 ZHE 0|28t0] HA
% 17| ChAl ARt
A4 ClBjO|A AFR 5 SEES Clbjo|A Aol
CONTAMINATED  cx) aret: 22 Clutol A2 o|3t0l ChAl ZAL
SAMPLE HOT P=bsspsE TS
DETECTED  ZX| AR : W22 Clufo|A0] 2o oto| ZHE Hg
Clbto|~ S [8to] Xt
EXPIRED | ZA| AW m7/80 AILEX| 22 A CIBIO|AS 0| 83t0f ChAl
2t
7171 B2 Cleto| 29 255 2 LI £ HS
TEMPERATURE | ZA| AR : 717] 22 Clbl0|AE A2 HEAIZH 217 H[o| et
s 2t
71717t Clstol 2 HIES 9ix| 28t
BARCODE 2 apat : 717) chal Wit
_— 71717t Clsto| A ZXIBHR| 28t
ZX| AFEH: CIHFO|A CEA| &4 8l 7]7] CRA] A|ZH
o 71717t PCE ZXIstR 28t
K| AR : PC ChA| 912 % 717] ChAl ARt

PRINTER 71717t /8 Z2IHE AX[SHK| Rt
ZX| A o mRIE CHA| HZ 9 7|7 CHA AR}
LHE AJAE 25|
EEE ZK| AFSE: 7]7] CRA] AJZE
[v200]
QRF HAIX| 2101 81 K| Arst

Contaminated | &4 C|HO[A AL 3! £XFSH C|HI0|A ¢
Device XK A MZR ClHIOIA Z2 MEZR ZKS 0|86t0] CHA| A
Insufficient a4 HH 25
Sample TR AR ZESH o] K| Z M C|HIO|AS 0| 88t0d CEA| ZA

Expired Device

ZX| Afet: R= 7|30 XILX| gk Af ClHO|AS

0|-85t0f ChA| HAE

7|17| 22 C|Hto|AQ| 2ZTt IR WLt &2 FR
Temperature | i argt: ]| 22 Clso| A2 420 HBAIZ ROl &
Error .
L
Printer 71717} @& TRIEE ZX[SHA| et
Connection Fail | Zx| AFS}: Q& Z2IEf X{HZ 9! 7|7| CHA] A|Z}
71717} HIZEE X 28t
Barcode Error K| ARBE: 717] CHA AJE
ZHE £ o232 2819| £X|7t 7g/dL 0|4 23g/dL 0|3t HeIS &
Extremely Total 01|_o}b o = & &
hemoglobin - o
0PI xxi ap ol CHA A
HAET R5SHA &2
Result: o - o - =
. ZX| ArE M2 ClHIO|A 22 MER2 HHME 0|85t AL &
Invalid
717| CRA] A2
Calibration AuH 7|5t0| X'
Overdue K| AFEH: 77| CRA] A}
Not Supported | 7|7|7t X|{5HX| b= ClHfO|A
Device ZX| Argt: BIONOTEO| A A=l ClHtO|AQIX| =l
Lj& A|AE] 22X
EEE 5 Al dl
ZX| AFSH: 7|7] CHAL Al
EMHS IF112-3E/K
M UR P 2019. 10. 25

BIONOTE |

Z)HIO| Q W E 18449 A7|% SHMA| AbMIZ 42 22
TEL:031-211-0516 | FAX:031-8003-0618 | www.bionote.co.kr



