HUONG DAN SU DUNG
Khay thir xét nghiém dinh tinh khang thé IgM, IgG khang vi riit Dengue
STANDARD™ Q Dengue IgM/IgG Test
M3 san phdm: QDENO1B

[TONG QUAN] Gi6i thiéu

Vi rat s6t xuat huyét, do mudi Aedes aegypti va Aedes albopictus truyén, phan bd rong khap
cac khu vuc nhiét d6i va cin nhiét d6i trén thé gidi. C6 bén typ huyét thanh khac nhau duoc
biét dén cuia vi rat sot xuat huyét (DEN-1, DEN-2, DEN-3 va DEN-4). Cac xét nghiém nhanh
chong va dang tin cdy cho nhiém vi rat sot xuat huyét nguyén phat va tht phat 13 rat can thiét
dé quan 1y bénh nhan. Mot ngudi nhidm bénh gip phai cac triéu chimg cip tinh cta sbt xuit
huyét khi c6 mirc d6 vi riit cao trong mau. Khi phan img mién dich chong lai nhiém vi rat sot

xuat huyét, cic t& bao B clia nguoi bit dau san xuét khang thé IgM va IgGs duoc giai phong

trong mau va dich bach huyét, noi chung xuat huyét va cac

san pham ci@ vi rat nh in khong cdu

[Muc dich sir dung]
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2G Test la
\NG chq
(

hch

[Nguyén ly xét nghiém]

STANDARD™ Q Dengue IgM/IgG Test Kit ¢6 vach chimg C va Vach thtr “M”, “G”. Khang
thé don dong IgM va IgG nguoi duoc ¢b dinh tai 2 vach thir twong Gmg (Vach thir M, G) trén
mang nitrocellulose. Vach thir IgM trong ctra s6 két qua gan voi giéng mau hon, tiép dén 1a
vach thtr IgG va vach ching C. Sau khi thém dung dich dém, vi rut sot xuat huyét bi bat hoat
trong dém khang nguyén va khang thé don dong sé lién hop va phan tng v6i IgM va IgG khang
Dengue trong mau bénh pham. Néu khang thé IgG hodc IgM khang Dengue ton tai trong huyét
thanh bénh nhan, vach thir M/G s& xuit hién trén ctra s6 két qua twong tng, cho biét két qua
duong tinh. Vach chimg C luén xuat hién néu xét nghiém duogc thuc hién ding. [Thanh phan
b0 xét nghiém]

- Khay tht
- Lo dung dich dém (4ml)

- Ong ldy mau STANDARD™ Ezi tube+ (10p1) :



- Hudng dan sir dung
BAO QUAN VA PQ ON PINH
Béao quan b dung cu ¢ nhiét do phong 2-40 ° C / 36-104 ° F, tranh 4nh sang mat troi truc tiép.
Bd dung cu on dinh cho dén ngay hét han dugc in bén ngoai hop. Khong bdo quan ¢ nhiét do
dong bang.
CANH BAO VA THAN TRONG

1. Khong tai st dung lai khay thu.

2. Khong st dung bo kit néu tai bi hong hodc con diu bi hong.

3. Khong st dung lo dung dich dém cua 16 khac.

4. Khéng hat thude, udng hoic an trong khi xir Iy miu.

5. Mang thiét bi bao vé c4 nhan, chang han nhu ging tay va 4o khoac phong thi nghiém khi
xu ly thudc thtr. Rua tay k¥ sau khi cac xét nghiém duoc thuc hién.
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10. Sili ; §an pham. Néu
mau hat silica gel chuyén tir mau vang sang mau xanh 14 cay, khay thur trong tai phai

duoc loai bo.
LAY MAU VA CHUAN BI MAU

[Huyét thanh]

1. Thu thap mau toan phan vao dng tron cé ban trén thi truong, KHONG chura chat chong
d6ng nhu heparin, EDTA hoic Natri citrate, bang cach 14y mau tinh mach va dé yén
trong 30 phiit cho qua trinh d6ng méau va sau d6 ldy mau ly tdm rdi 1y huyét thanh

2. Néu huyét thanh trong 6ng tron duoc bao quan trong ti lanh ¢ 2-8 ° C / 36-46 ° E, mau
thir ¢6 thé duoc sir dung dé xét nghiém nghiém trong vong 1 tuan sau khi ldy mau. Str
dung mau thir trong thoi gian dai hon 1 tudn c6 thé gy ra phan tng khong dic hiéu.

Dé luu trir mau dai hon, nén bao quan mau & nhiét 6 dudi -40 © C/ -40 ° F.

3. Nén dua b xét nghiém vé nhiét do phong trude khi s dung, I



[Huyét twong]

1. Thu thap méau tinh mach vao dng chira chat chong dong mau c6 ban trén thi truong nhur
heparin, EDTA hoic natri citrate bang cach 14y mau tinh mach va ly tim mau dé 1y mau
huyét tuong.

2. Néu huyét twong trong 6ng chéng dong dugc bao quan trong ti lanh & 2-8 © C / 36-46 °
F, mau thir c6 thé dugc st dung dé xét nghiém trong vong 1 tuan sau khi iy mau. Sir
dung mau thir sau thoi gian bao quan dai hon 1 tuan, c¢6 thé gdy ra phan ung khong dic
hiéu. Dé luu trir miu dai hon, nén bao quan mau ¢ nhiét d6 dudi -40° C /-40 ° F.

3. Nén dua b xét nghiém vé nhiét do phong trude khi s dung.

[Mzu toan phin tinh mach] M4u toan phan mao mach

1. Lay mau mau toan phin mao mach tir dau ngon tay.

Lam sach khu vuc can lay mau bang bong con.

Bop phan dau ngon tay va chich bang mot kim chich vé tring,
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sau khi thu thap.

3. Khong st dung miu mau tan huyét.
Théan trong!
« Thudc chéng déng mau nhu heparin, EDTA khong anh huong dén két qua xét nghiém.
« Céc chét tuong tac lién quan da biét nhu mau tan mau, mau c6 yéu t6 thip khép va bénh
md mau, mau vang da c6 thé dan dén lam giam hiéu qua chan doan.
* Su d,ung cac vat liéu dung mot lan riéng biét cho timg mau dé tranh nhidm chéo co6 thé gay
ra két qua sai.

QUY TRINH XET NGHIEM

[Chuén bi]
1. Poc k¥ huéng dan st dung trude khi sit dung STANDARD™ Q Dengue IgM/IgG Test.



2. Kiém tra han sir dung ¢ mit sau ctia tai nhom. Khong sir dung bo san phim d3 hét han st
dung.

3. Mo tai nhom, kiém tra khay thir va goi silica gel trong tii nhom.

[Quy trinh xét nghi¢m]

1. St dung 6ng ldy mdu STANDARD™ Ezi tube+ (10ul) dé thu thap 10ul huyét thanh, huyét
tuong hodc mau toan phan rdi chuyén vao giéng mau ciia khay thir.

2. Thém 3 giot (90ul) dung dich dém vao giéng nho dung dich dém cua khay th.

3. Poc két qua trong vong 15-20 phut. Khong doc két qua sau 20 phut.

GIOI HAN CUA XET NGHIEM

1. Quy trinh xét nghiém, bién phap phong ngtra va giai thich két qua cho xét nghiém nay phai
dugc tuan thu nghiém ngat.

2. Xét nghiém nay phat hién sy hién dién cta khang thé IgM va IgG khang Dengue trong mau

bénh pham va khong nén duoc sir dung lam tiéu chi duy nhat cho chan doan nhiém vi rat sot

Tong sb 437 ma
Dengue IgM/IgG Test.
Két qua nghién ctru cho thay, xét nghiém sir dung STANDARD™ Q Dengue IgM/IgG Test c6

méi twong quan cao v6i xét nghiém ELISA.

STANDARD™ Q Dengue IgM/IgG Test| )
Tham chiéu (IgM) Tong hop ket qua
Duong tinh Am tinh
ELISA | Duong tinh 77 2 79

Am tinh 12 346 358

Tong hop két qua 89 348 437
Do nhay: 77/79 (97.5%) Do
b6 nhay va B¢ dac hiéu dac hiéu: 346/358 (96.6%)




STANDARD™ Q Dengue IgM/IgG Test| )
Tham chiéu (IgG) Tong hop ket qua
Duong tinh Am tinh
ELISA | Duong tinh 140 4 144
Am tinh 11 282 293
Téng hop két qua 151 286 437
Do nhay: 140/144 (97.2%) Do
Do nhay va B¢ dac hiéu dac hiéu: 282/293 (96.2%)
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Nha san xuét: SD Biosensor, Inc.

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

Tru sé chinh: C-4" &5%, 16 Deogyeong-daero 1556 beon-gil, Yeongtong-gu, Suwon-si,
Gyeonggi-do, 16690. REPULIC OF KOREA

Email lién hé: sale@sdbiosensor.com

Phién ban: xxxx Ngay ban hanh: mm/yyyy l:




Pai dién dwoc iy quyén:

MT Promedt Consulting GmbH

bia chi: Ernst-Heckel-Strasse 7 66386 St. Ingbert Puc
Dién thoai: +49 6894 581020, Fax: +49 6894 581 021
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HUONG DAN XET NGHIEM NHANH
STANDARD™ Q Dengue IgM/IgG Test

Rispirest [ 3
Khay thwr Lo dung dich dém STANDARD™ Ezi Hudng dan st dung

(4ml) tube (10p1)

[Chuén bi]

1.Doc ki hudng dan sir dung cia STANDARD™ Q Dengue IgM/IgG Test
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3.M¢ thi nhom, kiém tra khay thir va géi hiat am silica gel bén trong tai nhom.
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[Quy trinh xé
1) Lay miu

Sir dung STANDARD™ Ezi tube (10ul), ldy 10 pl huyét thanh, huyét twong hodc mau toan phan toi

vach den cua ong.
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2. Nhé miu

Thém toan bo mau di 1ay vao giéng mau ciia khay thur.
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Thém 3 giot dung mdi (khoang 90ul) vao giéng nhé mau dung méi cua khay thir.

IgM/lgG

Dengue

3.Nho6 dung moi

Thén trong:

Khong doc két qua sau 20 phut vi c6 thé cho két qua sai.



Vach chirng

Vach thir 1gG :

Vach thir IgM

[Nhan dinh két qua]
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1. Mot vach mau s& xuit hién trén cing cua ctra s6 két qua, cho thdy xét nghiém duoc thuc hién
dang, d6 chinh 1a vach ching C.

2. Mot vach mau s& xuét hién & phia dudi trong cira s6 két qua, do 1a vach thir IgM/IgG (M, G).

3. Ngay ca khi vach thir mo, vach ching khong déng nhat, xét nghiém van dugc coi 1a thyc hién
dung va két qua duoc doc 1a duong tinh.

*Két qua duwong tinh nén dugc xem xét két hop vdi céc triéu ching 1am sang va dir liéu khac boi bac

S1.

Nha phén phoi chinh hing tai Viét Nam:
Cong ty TNHH thuong mai dich vu va TTBYT Phiut An




