Vcheck
cProgesterone

CANINE PROGESTERONE

For veterinary use only

INTENDED USE

The Vcheck Canine Progesterone is an in vitro diagnostic test kit
for the quantitative measurement of progesterone concentration in
canine serum. Progesterone is a hormone produced by the ovaries and
placenta that helps prepare and maintain the uterus for pregnancy.
In non-pregnant dogs, the concentration of progesterone is low in
their serum. Progesterone levels begin to rise around the time of LH
(Luteinizing Hormone) surge. Thus, the production of progesterone
starts prior to ovulation at the end of proestrus and reaches increased
levels at the time of ovulation. The measurement of Progesterone can
be used to determine optimal breeding dates, predict parturition dates
or time a Cesarean section and detect reproductive disorders. This is
designed to be used only by veterinarians.

PRINCIPLE

The Vcheck Canine Progesterone Test Kit is based on competitive
immunoassay method for the quantitative measurement of canine
progesterone concentration. When the specimen is delivered to the
sample hole of the test device, progesterone in the specimen and
the colloidal gold-labeled anti-progesterone monoclonal antibody
in conjugate pad migrate along the nitrocellulose membrane. They
react with progesterone-BSA coated on the membrane. Here, the non-
binding gold-labeled antibody binds to progesterone-BSA on the
membrane. The density of the test line is inversely proportional to the
canine progesterone concentration in canine serum. The BIONOTE
Vcheck Analyzer reads the density of the test line and calculates
the progesterone concentration from the calibration curve data.
The control line is a reference line that indicates the test has been
performed correctly.

MATERIALS PROVIDED

Reagent 10 Tests/Kit
@ Vcheck cProgesterone Test device 10
@ Assay diluent tube 10
(3 Disposable pipette tip 20
@ Instructions for use 1

MATERIALS REQUIRED, BUT NOT PROVIDED

1. BIONOTE Vcheck Analyzer
2. 50 pl pipette
3. 100 pf pipette

STORAGE AND STABILITY

1. Store the test kit at 2~8°C. DO NOT FREEZE.

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

3. The test kit is stable until the expiry date that is 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 and heat. Perform the test
immediately after removing the test device from the foil pouch.

3. Do not reuse test components.

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

5. Do not use the test kit beyond the stated expiry date marked on

the label.

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

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

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

o

9. Decontaminate and dispose of all samples, used kits and
potentially contaminated materials safely in accordance with
national and local regulations.

10. Hemolyzed samples or serum with precipitate such as fibrin may
give erroneous results.

COLLECTION AND PREPARATION OF SAMPLE

1. Canine serum should be used with this test. A method for
preparing the serum is as follows.

2. [Serum] Collect the whole blood into a blood collection tube
containing NO anticoagulant. Leave to settle for 30 minutes
for blood coagulation and then centrifuge to obtain the serum
supernatant.

3. If serum samples are not tested immediately, they should be
refrigerated at 2~8°C and used within 7 days. For longer storage,
serum can be frozen (-20°C or colder). Frozen samples should be
brought to room temperature (15~30°C) prior to use.

TEST PROCEDURE

All reagents and samples must be at room temperature (15~30°C)
before use.

[Coding]

1.  Turn on V200 Analyzer and select
“Standard Test".

2. Remove the test device from the foil
pouch. Once the “insert device” is
displayed in the screen, insert the test
device.

[Dilution of sample & Measurement]

1. Use a 50 pl pipette to draw 50 p¢
of the sample and add to the assay
diluent tube (100 pf).

2. Use a 50 ul pipette to mix the sample
with diluent by pipetting for 5~6 times.

3. Add 100 p? of mixture in the sample
hole of test device using 100 pf pipette
and press START.

3. The V200 analyzer will display the test
result on the screen after 15 minutes.
4. Remove the test device.

2.

3.

4.

INTERPRETATION OF THE RESULT

1. Read the concentration value of canine Progesterone appearing on

the display of the BIONOTE Vcheck Analyzer.(1~30 ng/ml)

If "<1 ng/ml" appears on the display, it means the concentration of

canine progesterone the specimen is less than 1 ng/ml.

If ">30 ng/ml" appears on the display, it means the concentration

of canine progesterone the specimen is greater than 30 ng/ml.

1 ng/mlis equal to 3.18 nmol/L

REFERENCE RANGE

< 1.0 ng/ml
1.0-1.99 ng/ml
2.0-2.99 ng/ml
3.0-4.99 ng/ml
5.0-12.0 ng/ml
>12.0 ng/ml

Anestrus or proestrus

Pre-LH surge

LH surge

Post-LH surge, Pre-ovulation

Ovulation (It may vary with breed and size)
Diestrus

[v200]

SCREEN MESSAGES AND TROUBLE SHOOTING

Error message

Error description

Contaminated
Device

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

Insufficient
Sample

An insufficient amount of blood has been applied.
Solution: Retest with a new test device with
enough specimen, ensuring that blood is placed in
to the narrow channel in the top edge of the test
device.

Expired Device

The test devices are expired.
Solution: Retest with a new test device that is not
expired.

Temperature
Error

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

Solution: Move to an area in the acceptable
temperature range for the analyzer and perform
the test. Do not heat or cool the analyzer
artificially.

Printer
Connection
Fail

Barcode Error

The communication between analyzer and
barcode or printer has failed.

Solution: Reconnect the analyzer and external
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 7to 23 g/dL.

Extremely Total = Solution: This error occurs when a specimen has
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: : A -
Invalid new patlgnt specimen. If the error continues
after turning ON/OFF the analyzer, please contact
BioNote, Inc.
Calibration The cglibration is overdue. ' .
Overdue Solution: If the error continues after turning ON/
OFF the analyzer, please contact BioNote, Inc.
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.
Internal error has occurred.
EEE Solution: If the error continues after turning ON/

OFF the analyzer, please contact BioNote, Inc.

Manufactured by BioNote, Inc.

‘BIONOT]

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
cProgesterone

Vcheck cProgesterone

HEe| 1483 X 27 e

THE 5 Tests/Kit 10 Tests/Kit
ZALS ClatolA 5 10
Lz Ao 5 10
mtol5l g 10 20
ArE dEA 1 1

Mg 25
Vcheck cProgesterone2 712 @H0i|A Canine Progester neg #9
LHYOR HUots 28 QT 2478 AdCR S2HY Y HEYE

7| 2Ol MEE ALS ZHSBILICH (YL ALE £71)

Al Hi
o od
[(AxIzy] L MELH]
el gHg HHZ AHstH, A ZH]
=} &

U

2) H20 & 3022 Lxls) S
dHe 2elAYLC.

3) 228 EHE 2~8°COlM Al 137t AH8ILSTI, 77| 20| Tast
2 -20°C O[3loil M EF E2HLCt

TN RS ZEIE|X| b2 H2 HAELO| Jes & - ULER

HHZEHof FoloteS gLt

e
<
I
H‘|
Jhu
rot
ot
40
o>
HI
o
=2
10
o
0
0%
lo

4

=

* 2~8°C Z2 -20°CO[stoflA] E2E HA= HEA 420 =EAMZ =
ArgeiLct.

[HAH folArd]
1) A8 CHojAE 25 9 &7(0f UHSIEE U njeX|o] ZHE ez
H20 302 HEAIZ = Al of = Tt X|of A HRHLICE
2) ZALS ClH0|AL] HAFE2 £OZ BIX|X| ob&LICh
3) AE CiHO| AT ZetE|0{UE =Y LRXA7F 2HEQAS 22 AFTIX|
2sLch
4) 7|EQ| M ES [t2 ZEQ} ER3}0] AFRSIX| otALICH.
[HM.'IPH]
DE 7IS THED Fil= Al Hol =K HR(5-30°00 Ha 308 BE
EAl (i 9— Aro l:tLll:I'-

ClHto|A ol

(@ BIONOTE Eo0[H|3 2AM7|9] HyS
7|11 Standard ModeE +ELICt.

@ =Y HeAE NS5 2
ClHFOIAE AL, 7|710 &
71717} ClHIO|AQ| HIFEES
= AEE U

o OX

|
=

A
mo ok >
1o 2 oo

U ERE R

@ 50 p TS o|23to] Ealst B 50
2 Fsh|ct,

@ MFst HHE A5 HH(100 pL)ol
Soj9s M EHO 22 &
SE26| MY £ AEZE 50 pl ]1|11+I9§
5~6'H A0{ELICH

100 @08 2AX Hx Helof Fx
St

@ 71719] ‘START HE(H8l HE)2
S HAFE A|EFSiL|C

® 158 Z, 7|7] EAIEO| HA|E B3E
stolgiLct.

©® £FO0| #=cH, ASYUH HAE
ClHIO|AE 7170l A M| AHgfLICt

CI2H & 32 A" gF2 & + 8=
)3'- *I’*(15--)E II91 MESH=R Lot

*

-

E-
o
#2
re
0lo
=
= r
2 mjo

[Z 3tk
1) Canine Progesterone sk 20l 7|7 A3t &ofl s=7t FAIECH(1~30
ng/ml)
2) <1 ng/mlO] L}2CHH HMs =7t 1 ng/ml Oj2HALICY,
3) >30 ng/mlo| LH2EHH HKXl= =7t 30 ng/ml £3pLIC
4) 1 ng/mlE 3.18 nmol/LYILICH

AL A| FolAfet
1) 7He HeFeee
2) B AU 2~8° cow HEo| st HECE, AR Al 7|E0 ZEE
_|+2<§_)\| 2 Al §§3| 10)\|9| 71“2 IloH O}EE ol>|_||:|-

3) HE Ol C|HO|AT} &7 |01| izEIEﬂ HMEQ Ms0| Mot 4 deoz
AM2 ZIHo|| e, e £ o|LHof Ar2fLIC

4) BFEA| 2} AHopch el 12|% ?’8%2 ArgstLCt,

5) ZAFC|HIO|AQ] HAIA L} HEEole 208 TiX|E S0
ZAL Zojol| FE2 O] £ QAL

6) AMo| ERI} HorUH Lt 8Ho| LoiLt HKl= et ARt LIE 4
ACCZ 7{R0| B2|E HHT AFRSIEE BiL|C.

7) AR50 p) W HHSAIZH152)S diY AFRWHUE X7 ¢

AlZ

Eygst 2ot LIS £+ JAODZ AN 8 BtSA|

ru
>
M
=2

bal
bl
bl
o
12}
I#
rlo

St & it
8) AR 71ZH0| ZatBt Aok2 AMESIX| QELIC
9) AHlE= DIXQ HIO[MALL M7 ZFEHCRMO IFME LRt QloBR
F IOIBPD#, dg Tttt 22 Fg M= 228 HES A8%ta
Fg = &8 Mol ASLC
10) Mol At8% 1Y H7|E2 121°COlA 158 o|4 net 57| B0
o 7| gL Ch.

11) 2 HMHME 7§ Progesteron0i 2ot 7H0| M SHOZ HOHE A% =2
HHSHD A&ot o2 ADS Hg 4 UOLY, HOF HUB 2|2 1otE

28 4
A HS U= POIA X0 HY & A
12) HE AOA} 2 B AT U 12 HA
515 ZIEHS Lf{oF BiLICY,

13) BIONOTE HOX 3 47| 15~30°COlM At S HERILICH

R ha s o =2 xA A8zt H 3

= k=3 ~Q° =) 2| =

7'|A|'9- |:|H|'0|A D|7Ho ._EZ 8C, E'Eo 12 7HE QL}X'HE
e 23 ot - BEAME

= f=3 ~Q°C ol& <2 QL H| =

?:‘IX‘“§|A—-||O—’|‘ D|7Ho |_52 8C, =2 12 7HE JH'E
e 27 ot - BAAE

% HATIEE YSEEHT AEE F9.

* Y1) 2F HAK], el % =X Al

[vio00]
Q& HiAX| 2101 5 Z K| ARSt
HAEJ S@otx| 22
Teeme A A® M2 CluolA 22 Mze ANE
0185104 THZIAL B 7|7] ChA] ALt
Ul CIH0I A AL 9 REES Cufol2 )
CONTANIBATED | 25 At M= Clufol A8 0lgato] Chal 2At
SAMPLE HOT PP PSES e
DETECTED K| AFSt : M2 C|HIO|AO] ot2 oFo| HHE M
CHfo|A Sz 7[8to] x|t
EXPIRED T At D @z 7IsH0] X|LEX| F2 M ClHIO|A S
0185104 ThA| ZA}
717] 22 ClHto|AS| 257} IS WILF 52 AL
TEMFPERATURE xﬂ A|'°F 717| 28 C|HIO|AE A0 MH™A|IZE
oIFH|0| M3t = ZA}
71717} ClHfol A BIREE K| 28t
BaRCODE ESY A|-°F 17| CHAl AJEF
7|7|7} C|H}O|AZE ZEX|SFR| 28k
DEVICE 1717} ElEto| A8 2XIotR| 2
ZK| AR CIHEO|A CHA| 12 81 7|7] ChA| AR
o 71717} PCE ZXISHK| 23
EK| A8 PC CHA| 12 2 717] CRA] AR
71717} 9l mRIE|Z X6 2t
FRINTER RA| AR Q|5 m2IE] CHA| G1Z 2 7|7] CHA| AR
EEE H|:| )\|AE1I E'x-"
RA| AFS: 7|7] CHA] A
[v200]
Q& HAX TEES R
. A A% CIHO|A ALS U RE{E3H ClHfo|A At
Contaminated | 1 \pat : W22 Clufols S2 MES AHE 012210}
CHA] ZiAF
20 B 25
Insufficient . " .
pa TR AR E28 %o| HHZ M CIHO|AS 0|5t

CEAL ZAF

ClHpO|A S22 718t XE
ZX AME D R=7I0] XILEX] g2 MY CIHIO|AS
0| 230] ChAl A

Expired Device

T ¢ 717| Z2 C|6I0|AS 257 O§ WLt =2 o
emperature o . .
Error ZX| g D017 B2 rlutolag Yo AP

QIFH|O|HB = HAt

O

Printer 71717} 2| ZRIHE AX|SHR| 2t
Connection Fail | Tk| AFgt: @& Z2IE| MHZ Gl 7|7| CFA| A|RF

71717t BIZEE x| 2

Barcode Error | A 7|7 ChA| AR

ZHE B S22 2819 £X[7H 7 g/dL o4 23 g/dL
Extremely Total O[3} HOIZ HOjLI= B

hemoglobin .
i Z| AFSH: 717] ChA] AJE!

It HAETL R2otR 83
fivpier ZA| A M2 2 ClHto]A 22 M2 ZH S olgstol
THZIAF 3 717] ChA] Al

Calibration AuH 7|8to| X'
Overdue TK| AFgh: 7|7| CHA] A2
Not Supported | 7|7|7} X[@SIX| gt= CIHO|A
Device ZX| Abe: BIONOTEOIAM ®| =&l C|HtO|AQIX] 2ol
LHE A AE1| 25
EEE HE AlA dl

K| A 717] CHAL Al

(BIONOTE

T IF122-3E/K
:2020. 03. 09

_"PO

(@HIO| R\ E 18449 7|z 3t4A| AM12 42 22
TEL: 031-211-0516 | FAX:031-8003-0618 | www.bionote.co.kr



