HUONG DAN SU DUNG
Khay thir xét nghiém dinh tinh khang nguyén NS1, khang thé IgM, IgG ciia
vi rut Dengue
STANDARD™ Q DENGUE DUO TEST
M3 san pham: QDENO1D

[TONG QUAN] [Gi6i thiéu]

Vi it s6t xuat huyét, do mudi Aedes aegypti va Aedes albopictus truyén, phan bd rong khip
céc khu vuc nhiét d6i va can nhiét doi trén thé gioi. Co bon typ huyét thanh khac nhau duoc
biét dén cua vi rat sdt xuat huyét (DEN-1, DEN-2, DEN-3 va DEN-4). C4c xét nghiém nhanh
chong va dang tin cdy cho nhiém vi rat sot xuat huyét nguyén phat va tht phat 1a rat can thiét
dé quan 1y bénh nhan. Mot ngudi nhiém bénh gip phai céc triéu ching cap tinh ciia sot xuat
huyét khi c6 muc d6 vi rit cao trong mau. Khi phan tmg mién dich chong lai nhiém vi rat sét

xuat huyét, cacité bao B cua nguoi bat da oidi phong

trong mau va dich ba: i chiing n ‘ C san
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trong mau huyet thanh, huyet tuong hoac

pham cua vi rat nhu

dung trong chan doan in vitro cho muc dich chuyén mon.
[Nguyén ly xét nghiém]

STANDARD™ Q Dengue Duo Test Kit ¢6 hai khay thir gan lién nhau: khay NS1 va khay
IgM/IgG. Pdi véi khay thir xét nghiém khang nguyén NS1, mang thir nghiém dugc phi boi
mot 16p khang thé khang Dengue NS1 & vach thr. Mau dugc nho tryc tiép vao giéng mau va
tuong tac voi cong hop vang - khang thé don dong khang Dengue NSI c6 trong miéng dém
lién hop. Phirc hop nay s& di chuyén doc theo mang dé phan tmg v6i khang thé khang NS1 &
vach thir. Néu khang nguyén NS1 t6n tai trong mau, vach thir mau do s& xuat hién trong cira s6
két qua.

Dbi voi khay thir xét nghiém IgM/IgG, khang thé don dong khang IgM va IgG ngudi dugc cd
dinh tai 2 vach thir M va G tuong ung trén mang. Sau khi thém dung dich dém, vi rat sét xuat
huyét bi bat hoat trong dém khang nguyén, khang thé don dong khang Dengue s& lién hop va
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phan tmg voi IgM va IgG khang Dengue trong mau bénh pham. Néu khang thé IgG hoic IgM
khang Dengue ton tai trong huyét thanh bénh nhan, vach thir M/G mau d6 s& xuét hién trén cira
s0 két qua twong tmg, cho biét két qua duong tinh.
Vach chimg C ludn xuat hién néu xét nghiém duoc thyc hién ding. [Thanh
phén b xét nghiém]

(1) Khay thur

(2) Lo dung dich dém (2ml)

(3) Ong ldy mau [STANDARD™ Ezi tube+ (10ul)]

(4) Ong ldy mau [nho giot ding mot 1an(100pu1)]

(5) Huéng dan st dung

BAO QUAN VA PQ ON PINH

Bao quan bo dung

1.

2.

3.

4.  Khong hut thude, ubng hodc an trong khi xtr Iy mau.

5. Mang thiét bi bao vé c4 nhén, chang han nhu ging tay va 4o khoac phong thi nghiém khi
xtr Iy thudc thir. Rira tay k¥ sau khi cac xét nghiém duoc thuc hién.

6. Lam sach bang cach sir dung chat khir tring thich hop.

X 1y tat ca cac mau nhu cac tac nhan truyén nhidm.
Tuén thu cc bién phap phong ngira dugc thiét 1ap chdng lai cac mbi nguy vi sinh trong
sudt qua trinh xét nghiém.

9.  Loai bo tit ca cac mau vat va vat liéu d3 sir dung trong qua trinh xét nghiém dudi dang

chat thai nguy hai sinh hoc. Chat thai hoa hoc va chat thai sinh hoc trong phong thi

nghiém phai dugc xir 1y va loai bo theo tit ca cac quy dinh cua dia phuong.



10. Silica gel trong tGi nhom 13 @& hat 4m va tranh do 4m anh hudng dén san phim. Néu
mau hat silica gel chuyén tir mau vang sang mau xanh 14 cdy, khay thir trong tdi phai
duoc loai bo.

LAY MAU VA CHUAN Bl MAU

[Huyét thanh]

1. Néu huyét thanh trong dng tron dugc bao quan trong ta lanh ¢ 2-8 °© C / 36-46 ° F, mau
thir c6 thé dugc sir dung dé xét nghiém nghiém trong vong 1 tuan sau khi ldy miu. Sir
dung mau thir trong thoi gian dai hon 1 tuan co thé giy ra phan ung khong dic hiéu. Dé
luu trit mau dai hon, nén bao quan mau & nhiét d6 dudi -40 ° C /-40 ° F.

2. Nén dua b xét nghiém vé nhiét do phong trude khi st dung.

[Huyét twong]
1. Néu huyét tuong trong ong chong dong dugc bao quan trong tu lanh & 2 8 ° C/3646°F,

mau thir ¢6 thé X& in say khi iy mau. Sir dung

dac hiéu.

. Lay 10 ul mau ay to1 vach den cta 6ng).

e

Mau toan phan mao mach phai dugc xét nghiém ngay sau khi 1ay mau.
Mau toan phan tinh mach
1. Néu méu toan phan tinh mach trong 6ng chtta chéng dong mau duoc bao quan trong tu

lanh & 2-8 ° C / 36-46° F, mau c6 thé dugc sir dung dé xét nghiém trong vong 1-2 ngay

sau khi thu thap.
2. Khéng st dung mau mau tan huyét.
Than trong!
. Thudc chdng d6ng mau nhu Heparin, EDTA khong anh huong dén két qua xét
nghi¢m.
. Nhitng can thiép c6 lién quan di biét, mau tan mau, miu c6 yéu té thap khép va

bénh m& mau, mau vang da c6 thé dan dén lam gidm hi€u qua chan doan.
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. Str dung céc vat liéu dung mat lan riéng biét cho timg mau dé tranh nhiém chéo

c6 thé gy ra két qua sai.
QUI TRINH XET NGHIEM

[Chuén bi]
1. Poc ki huéng dan sir dung trude khi st dung STANDARD™ Q Dengue Duo Test.
2. Kiém tra han str dung & mit sau cua tii nhom. Khong st dung bo san pham da hét han
su dung.
3. M6 tai nhom, kiém tra khay thir va goi silica gel trong tui nhom.
[Quy trinh xét nghiém| Khay thir Dengue IgM/IgG
1. St dung 6ng 1dy mdu STANDARD™ Ezi tube+ dé thu thap 10ul huyét thanh, huyét twong

hodc mau toan phan va chuyén vao giéng mau cua khay thtr.

phai dug

2. Xét nghiém nay phat hién sy hién dién cua khang nguyén Dengue NS1, khang thé IgM
va IgG khéng Dengue trong mau bénh pham va khong nén duoc sir dung lam tiéu chi duy
nhit cho chan doan nhiém vi rat sot xuat huyét.

3. Két qua xét nghiém phai duoc xem xét v6i cac dit lidéu 1am sang khac c6 san boi béac si.

4. Dé chinh x4c hon vé tinh trang mién dich, nén thir nghiém theo ddi thém bang cac phuong
phap chan doan khéc.

5. Khong thé xac dinh gia tri dinh luong cling nhu ndng do khang nguyén NS1, khang thé
IgG, IgM bang xét nghiém dinh tinh nay.

6. Viéc khong tuan thi quy trinh kiém tra va giai thich két qua kiém tra c6 thé anh huong

xau dén hiéu qua chan doan va / hodc tao ra két qua khong hop 18.
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PAC TINH HIEU NANG

D) nhay va d§ dic hiéu cia STANDARD™ Q Dengue Duo Test
Tong 860 mau duong tinh hodc am tinh v&i vi rit sét xuat huyét duoc str dung danh gia vé do
nhay va do dac hiéu cia STANDARD™ Q Dengue Duo Test.

Két qua nghién ctru cho thay, xét nghiém sir dung STANDARD™ Q Dengue Duo Test c6 mbi

tuong quan cao voi cac xét nghiém tham chiéu (ELISA hodc RT-PCR).

STANDARD™ Q Dengue Duo Test

Tham chiéu (NS1 Ag) Tong hop ket qua
Duong tinh Am tinh
RT-PCR Duong tinh 183 15 198
Am tinh 3 222 225

L

Am tinh 12 346 358
Tong hop két qua 89 348 437
Do nhay: 77/79 (97.5%) Do
Do nhay va D¢ dac hicu didc hiéu: 346/358 (96.6%)
STANDARD™ Q Dengue Duo Test . .
Tham chiéu (12G) Tong hop két qua
Duong tinh Am tinh
ELISA | Duong tinh 140 4 144
Am tinh 11 282 293
Tong hop két qua 151 286 437




\ e D6 nhay: 140/144 (97.2%) Do
B0 nhay va Do ddc hiéu ddc hidu: 282/293 (96.2%)

HIEU NANG PHAN TiCH
= Phan tng chéo

Dbi véi khay thir Dengue NS1 Ag ciia STANDARD™ Q Dengue Duo Test, khong xay ra phan
ung chéo voi vi rut Zika, vi vt Chikungunya, Streptococcus pneumonia, Streptococcus
pyvogenes, Legionella pneumophila, Malaria plasmodium falciparum, Malaria plasmodium
vivax, Influenza A (HINI), Influenza A (H3N2), Influenza B, E.coli (k99), Salmonella (Typhi),
Rotavirus typ 1, Rotavirus typ 11, Rotavirus typ 111, Rotavirus typ IV, mau duong tinh v6i khang
nguyén HBV, mau duong tinh voi CMV Ab, mau tir ngudi di tiém phong vi rat s6t vang, vi rit
viém nao Nhat Ban, vi rt viém gan A, vi rat Rubella.

Déi voi khay thir Dengue IgM/IgG ctia STANDARD™ Q Dengue Duo Test, khong xay ra phan

ung chéo véi

()

virat West Nile
Quy cach dong goi: Hop 10 test.
Tudi tho: 24 thang ké tir ngay san xuat
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Nha san xuat: SD Biosensor, Inc.

bia chi: 74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si,
Chungcheongbuk-do, 28161, REPULIC OF KOREA.

Tru s& chinh: C-4" &5%, 16 Deogyeong-daero 1556 beon-gil, Yeongtong-gu, Suwon-si,
Gyeonggi-do

Email lié

bién thoai: +4

Cic ki higu

REF M3 tham chiéu Han st dung g

Pai dién duoc uy quyén tai Tham [:E] khdung 40 hudng dan sir chau Au

LOT

IVD
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Thiét bi y té chan doan in S
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4% Bao quin noi kho rdo Nha san xuat

& Than trong Ngdy san xuat

dEE

IR/ G161 han nhiét 3 Téng s6 <n> xét nghiém

€3 ‘

| ung cac yéu cau cua hudng hong

San phaxlmdﬁrx1 98/ 7,9/ EC _Vé thiét bi y t& nay hoan toan dap Khong
St dungChan doén in vitro néu bao bi bi

® Khong tai sir dung Tranh anh sang truc ﬁ;% tiép

HUONG DAN SU DUNG NHANH

®

Biapia rest

1an(100p)] Ezi tube+ (10ul)]

Chuin bi
1. Poc k§ huéng dan sir dung STANDARD™ Q Dengue Duo Test.

Dengue Duo

2. Kiém tra han st dung & mit sau ctia tGi nhom. Khong sir dung bo kit néu da qué han sir dung.
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3. M0 thi nhom, va kiém tra khay thir va goi hat am bén trong tai nhom.

: : H : Vang
Dengue
§ " mm‘ e Xanh
- O -4 12 l <A (1)Clra s6 két qua
,é : : .1 (2) Giéng mau Vang: Hop 18
= @ eeolll

mot 1an (100p ng mau cua
khay thtr.

Khay thir Dengue IgM/IgG

1-1 Nhé miu (huyét thanh/huyét twong/mau toan phan): St dung 6ng 1dy mau STANDARD™ Ezi
tube+ dé thu thap 10ul huyét thanh, huyét twong hodc mau toan phan va chuyén vao giéng mau cua
khay thtr.
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Khéng doc
Sau 20 phut
15 phat
Khéng doc két qua sau 20 phut.
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[Nhén dinh két qua]

Dengue NS1
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Dengue IgM/1gG Dengue IgM
Am tinh Duemg tinh

Dengue IgG
Duong tinh

Dengue IgM/IgG
Duong tinh

Kidm tra Lai voi test thit mdi

1. Mot vach mau s€ xuat hién trén cung cua cua so két qua, cho thay xét nghiém dugc thuc hién

dang, d6 chinh 1a vach chung C.

2. Mot vach mau s& xuit hién & phia dudi trong ctra s6 két qua, do 1a vach thtr NS1 (T) hoac vach

thir [gM/IgG (M, G).

3. Ngay ca khi vach thtr mo, vach chirng khong déng nhat, xét nghiém van duoc coi 1a thuc hién

dung va két qua dugc doc 1a duong tinh.

*Két qua duong tinh nén duoc xem xét két hop véi cac triéu ching 1am sang va dit liéu khac

boi bac si.
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Nha phén phéi chinh hang tai Viét Nam:
Cong ty TNHH thwong mai dich vu va TTBYT Phu An
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