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XET NGHIEM NHANH KHANG NGHUYEN COVID-19

VTRUST COVID-19 Antigen Rapid Test
Model: TD-4531
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MUC LUC

VTRUST COVID-19 Antigen Rapid Test
Muc dich st dung

Nguyén ly

B6 xét nghiém bao gom

Quy trinh xét nghiém

Giai thich két qua

Két qua nghién ciu lam sang
ctia VTRUST COVID-19
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VTRUST COVID-19 Antigen Rapid Test

T6 chuic Y t€ Thé gisi (WHO) cong b6 COVID-19 la dai dich toan cau. Cac triéu chiing cua
COVID-19 rat da dang, thudng bao gébm mét mdi, sét, ho, mat khiu,mat vi giac va khé
tha... Cac triéu chiing cia COVID-19 bat dau xuat hién trong khoang thai gian tu 1 dén 14
ngay sau khi phai nhiém véi virus. Mdc du xét nghiém phan t& (RT-PCR) da tr& thanh
phuong phap tiéu chuan dé chan doan bénh nay, rat nhiéu hé théng phong kham can cac
phuong phap don gian va thuan tién hon do mot s6 han ché ctia xét nghiém phan tu.

VTRUST COVID-19 la mét bo xét nghiém sac ky mién dich dé phat hién dinh tinh khang
nguyén protein nucleocapsid ti SARS-CoV-2 trong mau dich ty hau cia nguai. B6 dung cu
nay chi dugc sir dung dé phat hién vi rit SARS-CoV-2. Uu diém chat lugng theo tiéu chuan
Chau Au va dugc cap gidy luu hanh san pham tai Chau Au. D6 nhay va dé dac hiéu cao (P6
nhay 93,1% - D6 ddc hiéu 99.6%), cho két qua xét nghiém chi sau 15 phut, trong khi gia
thanh b6 xét nghiém ré.




MUC PicH

SU DUNG

Xét nghiém nhanh khang nguyén VTRUST COVID-19 la xét nghiém sac ky mién dich nham
phat hién dinh tinh khang nguyén protein nucleocapsid ti SARS-CoV-2 c6 trong mau dich
ty hau truc tiép ti nhiing ca nhan nghi ngé mac COVID-19.




NGUYEN LY

Xét nghiém nhanh khang nguyén VTRUST COVID 19 la mét phuong phap xét
nghiém sac ky mién dich dong bén khang SARS -CoV-2, thiét ké dang khay véi nhiéu
|6p c6 gan chat chi thi mau. Xét nghiém nhanh khang nguyén VTRUST COVID 19 rat
hiiu ich dé phat hién khang nguyén SARS -CoV-2 trong mau bénh pham ty hiu cla
ngudi nghi nhiém SARS-CoV-2.




BO XET NGHIEM VTRUST COVID-19 BAO GOM

Khay thr dugc déng goi riéng biét.
Ong dung dich dém chiét.

Tam bong 1dy mau vo trung.
Hudng dan st dung.

Hudéng dan si dung nhanh.
THIET Bl YEU CAU DUNG KEM

NHUNG KHONG BAO GOM TRONG BO XET NGHIEM

Khdu trang y té va gang tay y té

Péng ho bam gis



s -
XET NGHIEM : :

hoac quét ma QR dé xem video HDSD

PHUGNG PHAP LAY MAU DICH TY HAU

1. St dung tam béng vé trung dugc chuan bi sdn trong bd xét nghiém.
Nghiéng dau bénh nhan ra sau khodng 70 dé. Can than cho dau tam
béng vao 16 mii cia bénh nhan. Xoay nhe nhang, dua dau tam bong vao
dén ty hau (khong hudng lén trén) cho dén khi gap phai su can tra.

2. Nhe nhang xoay tam bong vai vong |én bé mat clia vom hong sau.
3. TU tU vira xoay va rut tam béng ra khoi mii ciia bénh nhan.


https://www.youtube.com/watch?v=h5uN-ofxHiU

XU LY MAU

t

M& nap 6ng dung dich
dém chiét.

12

10;—20
lan

Nhung tém béng da lay mau
vao 6ng dung dich dém chiét,
xoay 10-20 lan.

Dé yén tam béng i bop
lay mau trong éng cho thanh day 6ng ép vao dau
dung dich dém tam béng lay mau, trudc khi

chiét 30 giay. loai bo que 1dy mau vao tui xi

ly rac thai y té.

<

Doéng chat 6ng dung dich

dém chiét c6 chita mau
\ bang ndp nhé giot.

(6]

=

Nho 3-5 giot dung dich vao
6 chiia mau clia khay tht.

0 Két qua sé hién thi trong vong 15-20 phat. Doi
khi c6 thé cho két qua sém hon.
b o

15-20 Phut

Luuy:

1. Néu qua 20 phut khong danh gia két qua. Vi co thé cho
két qua khéng chinh xac.

2. Ban nén dadm bao dat khay xét nghiém trén ban phéng)




GIAI THiCH

KET QUA

Khong hop lé

Duong tinh




Két qua am tinh: Chi c6 mét vach mau dé xuat hién la vach kiém
soat (C), chira rang chua phat hién thay khang nguyén SARS-CoV-2.

Két qua duong tinh: Hai vach mau xuat hién & vach kiém tra (T) va vach
kiém soat (C), chi ra rang da phat hién thay khang nguyén SARS-CoV-2.

Két qua khéng hop 1&: Néu dai mau dé khéng xuat hién tai vach

kiém soat (C) sau 20 phut, két qua dugc coi la khéng hop 1é bat ké mau
nao clia vach kiém tra xuat hién. Néu xét nghiém khéng hap 1€, xét ng-
hiém mdai nén dugc thuc hién véi mau dich ty hau maéi va thiét bi xét
nghiém mdi. ’




KET QUA NGHIEN cUU

LAM SANG CUA
VTRUST COVID-19

Nghién cu 1dam sang ctia VTRUST COVID-19 dugc xac dinh bdi 316 mau dich ty
hau uét (Tai Dai Loan, My va Bosnia). MGi mau sau dé dugc xét nghiém khang
nguyén trén VTRUST COVID-19 va xét nghiém PCR song song. Bang tom tat két

qua nghién ctu lam sang dudi day:

Két qua xét nghiém bang PCR
Dwong tinh Am tinh Téng
Xét nghiém nhanh khang nguyén|p;ong tinh 67 1 68
YT'?USTRCOV'DM Am tinh 5 243 248
(Ma san pham: TD-4531) .
Téng 72 244 316
. 931%
Do nhay (95%Cl: 83.0%-97.2%)
e in 99.6%
Do dac hieu (95%CI: 97.7%-99.9%)

Hiéu nang lam sang cla xét nghiém nhanh khang nguyén VTRUST COVID-19
dugc xac dinh bang xét nghiém 72 mau duong tinh va 244 mau am tinh véi khang
nguyén SARS CoV-2 (Ag) cé:

D6 nhay 93,1% (KTC 95%: 83,0% -97,2%)
Pé dic hiéu 99,6% (KTC 95%: 97,7% -99,9 %)




THAN TRONG

DPoc ky hudng dan trudc khi st dung. Khéng tai st
dung khay th{, dung dich dém chiét va tam bong
lay mau.

Khéng st dung san pham khi da hét han.

D6 dm c6 thé lam gidm do 6n dinh clia chat tha. Do
vay, vui long thuc hién xét nghiém ngay sau khi
thao khay thtr ra khoi giay bac.

Cac mau bénh pham phai dugc chuan bi dung theo
huéng dan trong phan “Thu thap mau va bao
quan”.

Mang b xét nghiém va dung dich chiét dém chiét
G nhiét d6 phong (15-30°C) trudc khi xét nghiém
(15-30 pht).




THONG TIN

SAN PHAM

Tén san pham:
Ma san pham:
boéng goi:

S6 hép/1 thung:

Trong luong/1 thung:

Kich thuéc thung:

VTRUST COVID-19 Antigen Rapid Test.
TD-4531.

20 Test kit / hop.

15 hop.

7.15 kg.

55.6(L) x 28.2 (W) x 46.2 (H) cm.



CHUNG CHi
CHAT LUONG

Chung nhan ISO -13485
Ching nhan tiéu chuan In Vitro

Chuing nhan CE ctia Chau Au

Chuing nhan luu hanh tu do tai Chau Au
Chidng nhan luu hanh tu do tai Pai Loan

Chuing nhan kiém nghiém tai Viét Nam

Gidy phép nhap khiu ctia Bo Y Té Viét Nam (cung cap
theo yéu cau)



(paas

Akkrediterungsstelle
D-IM-11321-01-00

Certificate

No. Q5 052126 0062 Rev. 04

i - ENISO 13485:2016
Appl led Standard(s} " Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN IS0 13485:2016

HH 2 . TaiDoc Technology Corporation
Facility(ies): B1-7F, No. 127, Wugong 2nd Road, Wugu Dist., 24888 New Taipei City,
TAIWAN

Wugu factory:

Design and development, Production and Distribution

of Blood Glucose Monitoring System, Blood Glucose

Plus Blood Pressure Monitoring System, Blood Glucose
Meter, Blood Glucose Plus Blood Pressure Meter,
Thermometer, Blood Pressure Meter, Blood pressure
Monitoring System, Blood Pressure Monitor, Blood Glucose
Test Strip, Blood Glucose Control Solution, Lancing Device
with Sterile Blood Lancet, Sterile Blood Lancet, Lancing
Device, Vital Signs Monitor, Pregnancy Test and Test
Strip, Digital Pregnancy Test, Pulse Oximeter, Nebulizer,
TeleHealth Gateway, Lens Filter, Scale Plus Body Fat
Monitor, Ovulation Test System, Digital Ovulation Test,
Owvulation Test and Test Strip, ECG Recorder, Thermal
Printer for Medical Monitoring Device, Hemoglobin Alc
Analyzer, Hemoglobin A1c Reagent Cartridge, R-Ketone
Test Strip, Sp02 Sensor, Blood Glucose Plus B-Ketone
Meter, Blood Glucose Plus - Ketone Monitoring System,
-Ketone Meter, B-Ketone Monitoring System, Blood
glucose Plus B-Ketone Control Solution, Blood glucose,
total cholesterol and uric acid mulii-Meter, Blood glucose,
total cholestercl and uric acid multi-Monitoring system,
Total Cholesterol control solution, Uric acid control
solution, Total Cholesterol Test Strip, Uric Acid Test

Strip, Hemoglobin Afc control solution, Pen Needle,
Temperature Monitor, Multi-dose Delivery Device,
Multi-functional Monitoring System, B-Ketone control
solution, Hemoglobin Monitoring System, Hemoglobin
Mater, Hemoglobin Test Strip, Lactate Monitoring

System, Lactate Meter, Lactate Test Strip,

Lactate Control Solution, Safety Pen Needle,

Electronic Masal Aspirator, Electric Breast Pump,

Manual Breast Pump, Uric Acid Monitoring System,
Medical Information Management Application (for mobile devices),
Telehealth System, Nebulizer Accessory, Reusable NIBP Cuff,
Blood Glucose Sensor Module and Rapid test

{colloidal gold method) for infectious diseases.
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TaiDoc Technology Corporation
1F & 2F & 3F, No. 12, Lane 5, Sec. 2, Nanshan Rd., Lujhu District, 33852
Tacyuan City, TAIWAN

Taoyuan factory :
Design and Development, Production and Distribution of Blood Glucose
Monitoring System, Blood Glucose Plus Blood Pressure Monitoring

System, Blood Glucose Test Strip, Blood Glucose Control Sab

@
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ZERTIFIKAT & CERTIFICATE




Your European Authorized Representative MEt‘ ET
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CERTIFICATE OF REGISTRATION

MedNet EC-REP GmbH
BorkstralRe 10
48163 Munster
Germany

in its function of the European Authorized Representative, in accordance with the
In Vitro Diagnostic Directive 98/79/EC, hereby confirms the registration of the following in
vitro diagnostic medical device(s) into the German DIMDI data base

VTRUST TD-4531 COVID-19 Antigen Rapid Test
FORA TD-4531 COVID-19 Antigen Rapid Test
Class: Other devices
DIMDI Registration Number: DE/CA22/1311-381.1-IVD

on behalf of

TaiDoc Technology Corporation
B1-7F, No. 127, Wugong 2nd Road, Wugu Dist.
24888 New Taipei City, Taiwan

according to the directive 98/79/EC of the European Parliament and of the Council of the
European Union relating to in vitro diagnostic medical devices.

Mdinster, 07.12.2020

-

on behalf of MedNet EC-REP GmbH % EC-KEF

3 3 &
MadNet EC-REP GmbH A
Borkstrosse 10, 48142 Muenster, Germcay

er, VI
Phone: +4% 251 527 44-41
-B:fep@mea‘nnbu:a'rm_cmn WA r:'.:;,{fr'.ﬂi'-.':urr.l': com

MeadMet EC-REP GmbH | Borksirasse 10 | 48143 Musnster | Garmany

Phone +4% 251 32284-48) | Fax +4% 251 322484-22 | &mail ecrn-p@merjnur!urnpe com | w'w’wrnzclnef'eurep I
Lecal Reg. Mumber HRB 17791 | Managing Director: David Thaler

Bonk Account: IBAMN: DESO 4014 0050 1010 4554 00 | BIC: GENODEM1MSC



Bezirksregierung Miinster

Bescheinigung der Verkehrsfihigkeit
nach § 34 Abs. 1

der gegenw&rﬁg gdltigen Fassung des
Medizinproduktegesetzes (MPG)

zur Vorlage bei den zustandigen Behdrden / Stellen von

Es wird bescheinigt, dass die nachfolgend genahhten
Medizinprodukie

= in Deutschland,

> inden Mitgliedstaaten der Européischen Union und

° in den anderen Verragsstaaten des Abkommens
uber den Européischen Wirtschaftsraum
uneingeschranki verkehrsféhig sind.

Produkt / Produkte:

VTRUST COVID-19 Antigen-Schnefitest
Modell: TD-4531

Hersteller:

TaiDoc Technology Corporation

B1-7F, No. 127, Wugong 2nd Road, Wugu Dist.
24888 New Taipei City

Taiwan

Der flr das erstmalige Inverkehrbringen auf dem EWG
Markt Verantwortliche:

MedNet EC-REP GmbH
Borkstrasse 10

48163 Minster
Deutschliand

Es wird auch beéchéinigt, dass der Hersteller durch das CE-
Kennzsichen zum Ausdruck bringt, dass das Medizinprodukt
die Grundlegenden Anforderungen der :

Richtlinie des Européischen Parlamentes
und des Rates vom 27.10.1998
98/79/EG

in der gegenwéartig giliigen Fassung erfillen und das
vorgeschriebene  Konformitdtsbewertungsverfahren  durchge-
fihrt wurde, '

Certificate of Marketability
according to § 34 (1)

of the Medical Devices Law (MPG)
in the current valid versicn

for presentation to the competent authorities / bodies of

It is certified that the following medical devices can be marketed
without restriction within

o Germany, .

= the member states of the European Union and

> the other states having a contractual agreement with
the European Economic Area.

Product { Products:

VTRUST COVID-19 Antigen Rapid test
Model: TD-4531 )

Manufacturer:

TaiDoc Technology Corporation

B1-7F, Ne. 127, Wugong 2nd Road, Wugu Dist.
24888 New Taipei City

Taiwan

Those responsible for first placing the product on the EEA
market: : :

MedNet EC-REP GmbH
Borkstrasse 10

48163 Miinster
Germany

it ié also certified that the manufacturer with the CE-mark
confirns that the medical devices fulfil the essential
requirernents of the

- Directive of the European Parliament and the
Council of 27 Cctober 1998
98/79/EC

in the current valid version and that the required conformity
assessment has been completed. ‘
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 052126 0042 Rev. 01

Manufacturer: TaiDoc Technology Corporation
B1-7F, No. 127, Wugong 2nd Road, Wugu Dist.
24888 New Taipei City
TAIWAN

CHppn MedNet GmbH
EC-Representative: Borkstrasse 10, 48163 Muenster, GERMANY

Product Cataggryﬂgs): Products for self testing as listed in the attachment

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. See
also notes overleaf,

Report no.; TW1801153
Valid from: 2019-08-22

Valid until: 2024-08-21

Date, 2018-03-22

[ oo

Stefan Preil

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV 80D Product Service GmbH + Certification Body + Ridlerstrale 65 + 80339 Munich * Germany
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A% *1\-* Benannt durch/Designated by

b i  Zentralstelle der Lender &
f firGesuncheiisschuiz £

* bai Arzneimittedn und

*® f * Medizinpredukten

¥ #* ZLG-B5-245.10.07

EC Certificate

Full Quality Assurance System

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

(List A and B and devices for self-testing)

No. V1 052126 0042 Rev. 01

Model(s): 1. Blood Glucose Measuring Systems For Self-Testing:
{ ) Blood Glucose Monitoring System

TD-41XX, TD-42XX (X=0-9, A-Z or blank), MEDISAFE EX

Bleod Glucose Meter
TD-41XX, TD-42XX (X=0-9, A-Z or blank),
Blood Glucose Plus Blood Pressure Monitoring System
TD-32XX (X=0-9, A-Z or blank), MD-300,
Blood Glucose Plus Blood Pressure Meter
TD-32XX (X=0-9, A-Z or blank), MD-300,
Blood Glucose Test Strip
TD-43XX (X=0-9, A-Z or blank),
Blood Glucose Control Solution
TD-49XX (X=0-9, A-Z or blank),
2. Pregnancy Test Systems:
Digital Pregnancy Test
TD-52XY (X=0-4, Y=0-8, A-Z or blank),
Pregnancy Test and Test Strip
TD-53XY (X=0-4, Y=0-3, A-Z or blank),
TD-45XY (X=0-4, Y=0-9, A-Z or blank),
3. Ovulation Test Systems:
Digital Ovulation Test
TD-52XY (X=5-9, Y=0-8, A-Z or blank),
Ovulation Test and Test Strip
TD-45XY (X=5-9, Y=0-9, A-Z or blank),
TD-53XY (X=5-9, Y=0-9, A-Z or blank),
4. B-Ketone Test Strip:
TD-463X (X=0-9, A-Z or blank),
5. Blood Glucose Plus B-Ketone Monitoring System:
TD-41XX, TD-42XX (X=0-9, A-Z or blank)
Blood Glucose Plus R-Ketone Meter
TD-41XX, TD-42XX (X=0-9, A-Z or blank)
6. B-Ketone Monitoring System
TD-41XX, TD-42XX (X=0-8, A-Z or blank)
R-Ketone Meter
TD-41XX, TD-42XX (X=0-9, A-Z or blank)
7. Blood glucose Plus R-Ketone control solution:
TD-49XX (X=0-8, A-Z or blank)
8. Blood glucose, total cholesterol and uric acid
multi-Manitoring system:
TD-41XX, TD-42XX (X=0-9, A-Z or blank)
Blood glucose, total cholesterol and uric acid
multi Meter
TD-41XX, TD-42XX (X=0-9, A-Z or blank)
8. Total Cholesterol Test Strip:
TD-484X (X=0-9, A-Z or blank)
10.Uric Acid Test Strip:
TD-465X (X=0-9, A-Z or blank)
11.Total Cholesterol control solution
TD-49XX (X=0-9, A-Z or blank)
12.Uric acid control solution

Page 2 of 3
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH + Certification Body - Ridlerstraile 65 » 80339 Munich » Gemany



A4 § 07 AT

—
= o
(=
™
e
(=
. b
o
7S
§ ©
(]
<
o
™
[ -
{ S
(S|
L]
] &
—
<L
=
=
=
-
a.
Lid
1
£
T
i

ZERT-Ii:IKAT 0 CERTIFICATE e

[y
if=

=il =

A

. *'ﬁ:‘* Bznannt durch/Designated by

fa gt Tamaee
* * ]
w e ¥ Hﬁhlnmuﬂd _E

w *** ZLG-B5-245.10.07

EC Certificate

Full Quality Assurance System

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 8)
(List A and B and devices for self-testing)

No. V1 052126 0042 Rev. 01
TD-49XX (X=0-9, A-Z or blank)

For the product category (jes):

Blood glucose measuring systems for self testing,
Pregnancy and Ovulation test system, B-Ketone

Test Strip, Blood Glucose Plus -Ketone Meter,

Blood Glucose Plus B-Ketone Monitoring System,
B-Ketone Meter, R-Ketone Monitoring System, Blood
glucose Plus B-Ketone Control solution, Blood glucose,
total cholesterol and uric acid multi-Meter, Blood glucose,
total cholesterol and uric acid multi-Monitoring system,
Total Cholesterol control solution, Uric acid control
solution, Total Cholesterol Test Strip, Uric Acid Test Strip.

Facility(ies): TaiDoc Technology Corporation

1F & 2F & 3F, No. 12, Lane 5, Sec. 2, Nanshan Rd., Lujhu District,

33852 Taoyuan City, TAIWAN

TaiDoc Technology Corporation

B1-7F, No. 127, Wugong 2nd Road, Wugu Dist., 24888 New
Taipei City, TAIWAN

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SOD Product Service GmbH « Certification Body - Ridlerstraiie 65 « 80339 Munich + Germany




Po#E R OB M o4 A Ao
MINISTRY OF HEALTH AND WELFARE, REPUBLIC OF CHINA
Date: DEC 1672020

& B F
Certificate

E 0 Tl R AR AR R AP TR A 482 R
AREFEOAEMERFFE - R TEMAKS -

Ministry of Health and Welfare, Republic of China {Taiwan) hereby certifies
that according to Article 48-2 of the Pharmaceutical AfTairs Act for responiding
1o the necessity of emergency public health circumstances, the medical device
as described below is legally approved in the Republic of China (Taiwan) and
may be manufactured, exported, and freely sold.

Wit &6 - MM REL)ERE
Manufacturer : _TaiDoc Technology Comporation Wugu Factory

(TAIWAN)
N, 081113

ik Ren mi.fiu-mﬁ:._u 127 % BI-T &
Manufacturing Plant Location @ _B 2 2001

B R AR ¢ A A R AR A i B R 2
Device Name © _YTRUST COVID-19 (SARS-CoV-2) Antigen Rapid Test

A (AR ) 2 TD-4531
Model ( Type) @ _TD-4531

HERE AR R AN ER 1096034342 &
Approval Mumber @ Cace-Specific Approval of Disease Conirol for Manufaciure Mo, 1096034342

Haassam N0 FEI2A3AE
Expiry Date ¢ Dee. 31, 2021

KRS FRHEEREET R 1096034342 3ia o S P9 S HE
Please refer to the content of Approval Letter Mo, 1096034342 for other matters (o be complied with.

Signed by

Director General
Food and Drug Administration

for Shih-Chung Chen, D.D.S.
Minister

Ministry of Health and Welfare,

Republic of China (Taiwan)

S



VIEN KIEM BINH QUOC GIA VAC XIN VA SINH PHAM Y TE, BO Y TE, VIET NAM
NATIONAL INSTITUTE FOR CONTROL OF VACCINE AMD BIOLOGICALS, MOH,VIET NAM

Dai Kim, Hoang Mai, Ha Noi, Viet Nam
Tel: (84.4) 38553148 - (84.4) 35595236 * Fax: (84.4) 38554816 * Emall: contact@nicvb.org.vn * Website: http:iinicvb.org.vn

GIAY CHUNG NHAN KIEM NGHIEM
TRANG THIET BI Y TE CHAN POAN IN VITRO
Sé: 03021/TTBYT- PK
) (Chirng nhdn nay chi cé gia tri ding ky)
Tén thwong mai: VTRUST COVID-19 Antigen |

Rapid Test
Tén chung: Bd xét nghiém nhanh dinh tinh khang
nguyén COVID-19

Ma NICVB: 03821/NICVB - bK

S6 16 (trén test): 21E1042 S6 16 (trén vé hip): 21E1042 |
Ngay sin xuit: 04/07/2021 Han dung: 24/07/2022

Dang déng goi: 20 test/ hop

Pon vi giti miu: Cong ty Cé phan Céng
Nha sin xuat: TaiDoc,- Dai Loan LT
nghé Y té Sao Bong Duong

Két ludin: Trang thiét b y t& chan doan in vitro, 16 s 21E1042, han ding 24/07/2022 do TaiDoc,-
Pai Loan sin xuat dat yéu ciu vé d nhay lam sang, d9 dic hiéu 14m sang theo tiéu chuén ctia nha
san Xuat,

226 thing 07 nim 2021
RUONG

7 Y
[ /\iEnEMDI
of  QOCGA
-_s:k“.:'u': NHYR Sl'[#ﬁ rHHﬁ,' ™

Poan Hiru Thién



Vién Kiém dinh Quéc gia Viie xin va Sinh phiim Y té (NICVB)
-18-F. Lan siva; 00 Trang ...

PHIEU KET QUA PHAN TiCH

(Kém theo “Gidy chimg nhin kidm nghiém trang thiét bi y 1é ehin dodn in vitro™
Sd: 03021/TTBYT - DK elp ngay 26/07/2021)

Tén trang thiét bi y 1€ chin doan in vitro: VTRUST COVID-19 Antigen Rapid Test

Lash: 21E1042 Han ding: 24/07/2022 Mi 56 NICVB: 0382 I/NICYB-DK
Nhi san xuit: TaiDoc,- Déai Loan

Ban vi giri méu (néu c6); Cong ty Co phiin Céng nghé Y 1é Sao Péng Duremg

Két qua NICVB
STT | Tén thir nghigm Tiéu chufin ciia Nhiv | Phwong phip | Két qua thir nghiém trén b miu chuin Pinh
sin xudt ciia NICVB gid
" 100 %
| | Donhay lim sang |— R B OOICL<2) f o op 323 Dat
> 80 % (véi Ct < 30) it
2 | PO d";':g“ lim >97% SOP: SP 03-23 100 % Dat
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NHUNG CAU HOI THUGNG GAP

Téi c6 thé mua VTRUST COVID-19 & dau?

Cong ty CP CN Y Té FACARE Quoc Té la dai dién
phan phéi chinh thic cia sdn pham xét nghiém
nhanh khang nguyén VTRUST COVID-19 tai thi
trudng Viét Nam. Dugc cap phép nhap khau cua
B6 Y Té. Chung tbéi cung cap cho cac doanh
nghiép, co quan, doan thé, ca nhan c6 nhu cau
dé c6 thé chu dong tién hanh viéc kiém tra
nhanh tinh trang duong tinh dé c6 thé dam bao
coéng tac hoat ddng, san xuat, sinh hoat, ciing
nhu st dung dé xét nghiém khi c6 dau hiéu dich
bénh phc tap.

Vui long lién hé hotline (+84) 379 596 899
hodc email info@facare.com.vn dé dugc tu van.

Lam test nay cé dau ko?

Khéng. Khi dugc thuc hién dung cach sé khéng
gay dau dan. Tuy nhién khi ldy mau dich ty hau
phai c6 thé sé gay khé chiu cho nguai dugc lay
mau.

Su khac nhau gitta xét nghiém nhanh khang
nguyén va xét nghiém RT-PCR trong chan doan
COVID-19 la gi?

Xét nghiém nhanh khang nguyén la xét nghiém
chdn doan nhanh RDT (Rapid diagnostic test)
giup phat hién sy hién dién protein dac hiéu cla
virus (hay con goi la khang nguyén) COVID-19 c6
trong mau dich ty hau hoac dich tiét dudng ho
hdp. Cac khang nguyén sé dugc phat hién khi
virus SARS-CoV-2 dang nhan |én véi s6 lugng
nhat dinh.

Muc d6 hiéu qud cda xét nghiém nhanh khang
nguyén phu thuéc mot s6 yéu té nhu thaoi gian
tu khi phat bénh, néng dé virus trong mau bénh
pham, ky thuat 1dy mau bénh pham, chat lugng
cla thudc thir trong que thi...Do d9, viéc thuc
hién test nhanh khang nguyén cé thé gap phai
moét s6 trudng hop ngudi bénh mdi mac
COVID-19, lugng virus chua nhan lén véi so
lugng 16n, dan téi két qua test nhanh am tinh
trong khi ho da mac bénh.

Xét nghiém sinh hoc phan t& RT-PCR phuang
phdp xét nghiém xac dinh su hién dién cua virus
théng qua phat hién vat liéu di truyén cla virus
SARS-CoV-2. Phuong phap nay dugc chi dinh
cho ngudi bi phai nhiém trong 21 ngay hoac
dung theo doéi qua trinh diéu tri cdc bénh nhan
da nhiém Covid-19.

Két qua Duang tinh c6 nghia la téi da bi nhiém
virus SARS-CoV-2?

Theo khuyén cdo clia nha san xuat, két qua
Duong tinh c6 thé la do qua kha hodc hién tai
nhiém céc chdng nhu la Coronavirus HKU1 va
SAR-CoV. Luc nay, can kiém tra lai bang chan
doan phan ti dé co két luan chinh thuc.

Chinh vi thé ngudi kiém tra can binh tinh, khéng
nén hoang loan khi thay két qua Duong tinh va
thong bao ngay cho co quan y té khu vuc dé co
huéng giai quyét hap ly.

San pham c6 han st dung trong bao lau va diéu
kién bao nhu thé nao?

San phdm xét nghiém nhanh khang nguyén
VTRUTS COVID-19 han st dung trong vong 12
thang ké tir ngay san xuat vai diéu kién bao quan
ly tudng 2~30°C (36~86°F).

Moi thac mac lién quan tGi san
pham xét nghiém nhanh khang
nguyén VTRUTS COVID-19 do
FACARE phan phéi, vui long lién

hé truc tiép dé duoc giai dap.




LIEN HE VOI CHUNG TOI

Nha phan phdi tai Viét Nam

CONG TY TNHH SAN XUAT VA DICH VU HONG MINH
\ VPGD: S6 209 BN1 - CT3 Khu db thi Van Khé, Quan Ha
—-E pong. Tp Ha Noi.
. Phone: (+84)2435 666 876 — Hotline: (+84)936 336 501

AN BB y
HONGMINHPSCO0.COM | Email: hongminhpscofa gmail.com.
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