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A raped text for the quaiitanive detection of Heparitis 8 Swrface Ansigen
(i BsAgh, Hepatitis B Surface Ansibody (HBsAb, Hepaitis B Envelope
Antigen (HBe-Ag). Heprtitis 8 Envelope Amsbody (H8e Al and Hepotitis

Corg Awishocky (HECAb) in fasman sevam or i,

Fior profasiongl in viiro digamitic ue ol

The HEV Combo Ripid Tess Cimssette s
y fix Lhe guaalistive d

HBeAb and HBcAb in serum or plasimn

HBsAg. HBsAb, HBeAR,

Chiromic hepatins B s a senous. debilfaning iliness that can cawse cithasis
ofthe lver, Iver cancer and death: Chronie hepatitis B is the main case
ofliver cancer und the teanth leading comse of death worldwide, wil
400,000,000 people infected with e virs, Every v, one milun peopk:
workhwide ane expected 1o die from this mfection

Mot people fight off the mfecton temsdves, but approxmately 51
percent of those infected with the virus become carmicrs. and an sdditional
3-10) pereers of those infectod each vear will progress to chonic Iver
discase, crrhest and possibly liver cancer

The HEV Combo Rapid Test Cassette | Serum/Flasis) is a rapid test o
qualitisvely detect the presence of HHsAg, M:Ab, HBeAg, HHsAh anel
HEBCAB i serum or plassia witho the us: of an imstramet

NCIPLE

HBsAg and HBeAs

The HBsAg ond HBeA g tess eee qual sative, two-site sandwc h

I assiys for the deection of HEsAg o HBeAR i seram or plusma
The membrure i pre-costed with anti-HBsAg or aei-File Ag artibodies

e st B megion of the sirip. During lesting, e seram ar plasis
specimen reacts with the paricle coated with @t i-HBaAp o ani-HBaAg
mbibod s The midure mogrates upward on the membrane
chromutographically by cap by sction to rea with anti-HBs Ag o
mh-HBeAg antibodies on the membnme and generate o colooed Ine. The

presence of this colored Yine in the test line region indicates o positive
result, while #5 sbsence sulicales 4 negaive reuk

Hiisab

Hepatitis B surBice Antibody | HBSAR) & also kaown s anti-Hepatits B
surfiee Antigen (mnti-HBs) This test is u gualitative, beral fow
immunoassay for the detectson of HHsAb in serum or
membrine &5 pre-comed with HBsAg on the test line region of the strip
During testig, the senum or pilasma specimen reoct with
codted with HBsAg, The muxture sugates upward on the membeane
chinmabiggnphically by capilkey action to e with HEA on the
membaa e and generse o colored line. The presence of this codored line m
the et line region indicotes @ positive result, while s ahsence indicates o
pative resul

HBieAb und HEcAL

Heputitis B emvelope Antibody (1BeAb) & also known o anti-Hopatius B
emvelape Antigen {antiHiBe), Hepalitis B core Antibody (HRCAR) & also
en |t i-HI B}, These tests are
immunoassays based on the principle of competitive binding

During testng. he mistuee migrates upward on the membrane
chromutggraphically by cop sy sction. The membrurs & pre-coated with
HEBeAg or HBeAyg on the e Line
senliHiBe aridady ot mu-HBC mtibody, (f present o the specimen, will
compuie with particle costed anti-HBe antibody or ant-HBe antibody for
limited omount of HeAg or HBeAg o0 the membrane, md no lne will
foarm in thie test ling region, mdicaung @ postive resul. A visible colored
Iime will fwrm inthe tess line region ifthese is no unti-HBe amibody or

s, The

particle

kencwm as ast-Hepatitia B core An

in af the srip Dhiring Lesting,

stiH: annibody in the specimen becauss all the antibody coated
particles will he captised by the antigen coated m the 1est line rigion

To serve a¢ o procedural control, o endored line will always sppear in the

conteol bine regon mdicating thal proper volume of specimen has bom
added ond membrane wickine bas ocurred

REAGENTS

The lest eemssette contains anti-HBsA g particles, HBsA g particles
mnti-HBe Ag partickes, HBcAg particles respectively and anti-HBsAE
HBsAg, 5 , Antic e Ag 4

membone

Flease read ull the information in this package insert befone
perfarming the fest.

I, For professional in vitro dugnostic use only. Do ot use after the

expirmion date.

Do not e, drimik or smoke m the area where the specimen

hamnficy]

Hanel all spescirnens i i1
Blished agnirest i vl

orkits e

conlin mfect s agents. Chserve

eesting and follow the standard procedures for proper disposal of

specimens.

Wear prtective chothing such as laborarory conts, deposable gloves
P specimens are berg teded

Store as packaged ot mom empersture or refriger fed
et is stable through e expiration dase prnted on the sealed pouch
The test must remain in the sealed pouchuntil use. DO NOT FREEZE
[3a not

®The HEV
serum or plasma
@ Sepurate
Ieannlysis. Use only clear, non-hemolyred specimens

b Bigrid Tesl it can be peformed wsing either
st o plasirms B blood s soon as possibe 1o wyoid

®Tistig should be perfisrmed immedintedy fles specimen eollection, T

it leave the specimens at roce tenperutuse for prolanged periods

Serum and plasma speceners sy be gored a1 2-8 °C R up 1o 3 days.
For kong term stoenge. specimens should be kepe below -2 *C
poice 1o Lesting, F
st be completedy thawed md mixed well por o esting Specimens
should ot be Fozen and thawed repeatediy
[ specimens are o be shipped, they should be packed in compliance

®Biring spocimens W 1oom

he HEBV Cambo Rapid Test Casseme will only indicate the presence
of HBs A, HBsAb, HBeAg, HbcAb snd HBcAb w the specimen and
skl ot be used i thee soke critesia fi the dingnosis of Hepetis B

veal infection
A with all diagrosiic tesis, all resulks must be consid ered with ather

ef Jef 1ef |ef ¢ S -
'D‘[H:H:H:[ >
. lBeAn HEcAb

5000000 cH He

The HAV Conho Ragud Test Cassette (Serum/Plasma) was compared with
ke i comivire ial EIARIA HBsAg, HBsAb, HBeAgz, HBeAb, HBcAb
fests, the results show ihat the HBY Combo Rapid Test Canserie
(Serum/Plasma) ias a high sensitvity snd specificity

HExA,
[Method 1A Resalt
o ot indirpeet sl § tests with the sume crerion. Carafully Thehg Rapid Teat astive_[Negaiive s
Eillow the daechives below et e pa1 £ 43
sy, JBs fSerimm Plasmal | 150 59
FOSTTIVE:* Twa colared lines appear. One colored line should be in Votal Results m I i
the comtrol region {Ch and ancthe colored Yine showld be i the test region Rickmive Sonsivity. =90 9% (45501 08 8% | 0084y

I-.l . Relative Specificmy 99 4% (35001 98 0% 1008
*NOTE The miensity of the color in the test line region (T} wall vary Accurmey 90 T (S50 0 B | 008 *Confidenee freenvak
depmding wn the conveiration of HBsAg, HEsAb, HBeAg prosail in the HBsAb

specimen. Therefine. any shade of color m the wstregon (1) shoukd be
comstdered poatt v,

NEGATIVE: Cne colored line appears i the control reghan (C1N0
colored line appears in the test regaon (T)

INVALID: Control line faiki to appear. [nsufficiest specenen volume o

1A [rotat
TRsAb Raphl Test [esuits ositive  Peganve  Besults
“ussette Fositive 124 b {8
Serwm/Plasmn)

i o1
Fotal Results bio | I
Rikadrve Sensiivity. 96 5% (93901 01050865}

Relative Specificity: 97 8% (95%01% 43 %99 (%)

Accumey: 97.3% | 9554017 -l A% *Confidercel mervals

it procedural techmigues are the mast [kely reison foe control line
fuifure. Review the procedure and repest the tee with a new res cosseste
I the problem perssls, discostmue using the test kil enmedistedy und

contact voar beeal dstrbutos

HBeA
N e
NEGATIVE:* Fwo colered lires appear. Dne coloréd line hould be in et [Ria [rom

e comtenl segmon () and another colored line shoukl be w1 the 15t region 1BeAz Rapid Test flesulls Fosive etive _[Results
(L “umsette rditive 154 p 163
*NOTE The micnsty of the coloe i the test line segon (T} msry vary Serwmy/ Plasman) s 3 = k

But it shoald be considered negarive whenesver there iseven o fiing pink el Hesulis. |l (X1} |
bire Relstave Sensitivily. 96, 93T

Pasttive; One colored line appears in ihe control reglon (€ No colored

with bacal lut
MATERIALS
Materiabs pravided
* Test cassoties

covermg the by of tiologic agent

« Dxappers
* Package imsen

Muteriak required hat nat provided
* Spocimen collection containers

» Certrifie

= Tirtwr

| Remove the test eassatie from the seaked fol pouch amd ]
possible. Best results will be obtained if the assay & performed wathin

00 18

e hir

Plsce the lest Grsette on clean and level surface. Habd the dropper
vertically.and sransfir 3 full drops of serum or phesma (spprox TEpL)
1o cach sample well of the test cassetie respectively, and then sart the
taner Avoud trapping aw bubbles in the specimen well. See the
iflustragion bebow

Wail for the red Bne i appes The result should be read a1 15
minutes. Do nal irerpret the reaults after 20 mmuges
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pers i the lest region(T)h doree Inervals

INVALID: Cuntrul line faib to appear. knsulliciens specemen volune os

mcerreet pricedual techmigues are the most likeds o fos contrd lme Method (2K [T otal
Fuilure. Review the procedus ard repest the tes with o new tess cosete TBeAb Raphl Test flesulls Positive it esues
If the problem persists, discontinue using the test kit immedistely and o T 146 0 153

comtact your bocal distriuios

A procedura carered is included in the test. A red line appearing in the
comirol lire negaon (C) & the nesml procedural cortrol. B confems
sufficiont specime
Control standerds are not supplied with this ki, however. it is
recommenided (hat posnve and negtive o
labaratory practice to coafirm the test procedure and to verifyy proper fest

Sermny/Plasina) egative [ 25 k2]
Votal Results 150 38 il

Rebsrve Senstivite: 97.3% (59017 93.3%-09 Fap
Relamve Speificry 97 9% (95%01% 45 8%-99 )
Acturncy: 97. 7% (95519 U6 (Pe-BE.9%5) *anfidence Inervals

B did coerect procedural techingue

[Method m frotat
TBCAD Rapid Test Fsults Postne ez [Resulis

v mare : -
ussetie positive 358 A =

SerumPlsma) __ Negiive B 157 E.‘
Redative Senstivity. 97.8% (95%CT°. 95.7%- 99, 1%)

Rebive Specificiny
Aceurncy: 9782 (95510 06 %08 R0
*Coafidence Intervals

1 The HBY Combo Rapid Tet Casselte i for professicand i viee
dingnestic wse only. The Lest shoukd be used for the detection of
HHsap, HB=Ab, HReAg, HEeAband HBoAb in serum os plasma
specimen. Neither the guant tutive val ue nor the mte of HBsAg,

HBsAb, HBeAg HBEeAh HBCAD concentration can b determined by
this uuldative fest
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170422 Richarts Sireal
Varaae BC, VB8 224, Canada
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Frecision
Intra-Assay

Withm-run precmon has beon determned by wiing 15 rephicates of throe
aive, low positive, high positive of HBsAg,

Inter-Asay
Hetwer-run procsion bas bon determmed by using the

e throe

specimens of negative, low positive, high pozitive of ARs A HBsAD,

HBeAg HBeAb, HBcAb in15 mbeperdent assns Thnee differert s of

the HBY Combo Rapid Test Cassetze (SerunvPlasmabes been tested oves

100 days period sty negntive, low posttive and bigh pusitive specmens

The specimens were corectly identified 95%4 o Fthe tme

Crms-resctivity

“The HBV Combo Rapid Test Cansetie | Scrum/Plasma) bas been tesied by

HAMA, Rheumatoid factor (RF), HAY, Syplulis. HIV, # Pulart, MONG,

MV, Rubedla and TOXO positive specimens. The results showed no

croms-renctivity

Interfering Substances

The HBY Combo Rap

possible terference fiom vis

interference was otserved

In addsien, no interference wis abserved in specimers contsming up b

2,000 egfdl. Hemoglobin, 1000 mefdL Bilwabin, and 2000 s/l fuenan

sern Albumin
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setie | SerumPlasma) has been tested for
v hemolysed and lipemic specimens. Mo

In witre diagnostic medical device

Temperature Hmt

Do mot wse iF packaee s domoged and
consult mstrisctions for use

Catalogue number

Contams sufficient for <n> tests

Use-by date

Batch code

Ml facturer

Do nat re-use

Consult instructions for use or consult
electronic instructions for use

Caution
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INTERNATIONAL CERTIFICATION

ESNAS

*
Reg. No. 672/Q-084 ‘:

CERTIFICATE

This is to certify that the Quality management system for medical devices of the company

CiTEST DIAGNOSTICS INC.
170-422, RICHARDS ST, VANCOUVER, BC V6B 274, CANADA

has been found in compliance with requirements of the standard

ISO 13485: 2016/
EN ISO 13485: 2016 + A11: 2021

for the following scope:

Design and Development, Production and Distribution of In Vitro Diagnostic
Reagents,Control Material and Instruments for Clinical Chemistry, Immunochemistry
(Immunology),Haemostasis, Infectious Diseases and Immunohaematology, including

Professional Laboratory Use, Near Patient and Self Testing
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Certificate no.: QMS-13-001-2022/A Date of issue: 07/04/2025
Initial certificate issue: 12/04/2022 Valid from: 12/04/2025

On condition that the organisation will maintain an effective quality management system for medical devices, this certificate
remains valid until 11/04/2028.

Procedo

INTERNATIONAL CERTIFICATION
.
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WVVV Certification Body
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Lubica Skrovanova
Head of Certification Body

Procedo International Certification s.r.o, ul. Svornosti 42, 821 06 Bratislava, Slovakia, www.procedo.sk, Tel. :+421 907734958,

ICO: 52327230
CE13 v.04 102021 EN
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