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Chi st dung cho ch&n doan in vitro
MUC DiCH SU' DUNG
Strep A Rapid Test Dipstick a3 mot xét nghiém mién dich séc ky
nhanh dé dinh tinh khang nguyén Strep A tir m3u ngody hong
dé ho tro chan doédn nhiém lién cau khudn nhom A
D0l TUONG SU DUNG
Hiéu suit cda xét nghiém chi gidi han cho st dung cla céc
chuyén gia trong phong thi nghiém
TOM TAT
Lién cau khuan nhém A (Group A streptococcus) la mot méi de
doa quan trong d6i vdi strc khde cdng déng, gdy ra cac bénh
nhu viém hong lién ciu khudn, s6t tinh hong nhiét, chéc 18,
viém can hoai tl, viém mo té€ bao, hdi chirng sdc doc té lién cau
khuan, sét thap khép, viém cau than sau nhiém lién cau, va la
nguyén nhan hang dau gdy ra bénh tim méac phai. Lién cau
khuan nhém A (GAS) 1a m6t mam bénh dic thu & ngudi va co
mutrc d6 phd bién cao trén toan cau, gy ra khoang 750 triéu ca
nhiém mdi ndm. Ty |& t& vong trong cac trwong hop nhiém
trung xam |1an do lién cau khuan rat cao, dao déng tir khoang 20%

ddi véi viem can hoai tlr d€n gan nhuw 100% d6i véi viém co.

Chan dodan nhiém lién cau khuin nhém A trong phong
thi nghiém van cht yéu dua vao viéc nudi cay vi khuan
tlr cdc mau bénh pham Iam sang. Qué trinh ndy mat it
nhat 18 dén 48 gitr dé c6 két qua chinh xac.
B6 dung cu xét nghiém khang nguyén lién cau khuan
nhom A NOVAtest® cung cap két qud trong thoi gian
ngan véi d6 nhay va do dic hiéu chan doén cao, va chi
déc hiéu cho nhdm A ma khéng cé phan (rng chéo véi
céc nhom lién cau khuén khéc.
NGUYEN LY
B6 Dung Cu Xét Nghiém Khang Nguyén Lién Cau
Khudn Nhém A NOVAtest® Ia mot xét nghiém mién
dich s dung phuong phép sandwich khang thé kép
dé phét hién dinh tinh lién ciu khuan nhém A trong
cac mau ngody hong. Khang thé dic hiéu va khang
thé kiém soat dugc cd dinh trén moét mang dudi
dang hai vach riéng biét va két hop vdi céc vat liéu
khac dé tao thanh mot que thr.
Né&u khang nguyén muc tiéu céd mat, né sé di chuyén
trén mang, dén khu vyc thlr nghiém va bj khang thé
dac hiéu bat gilt, tao thanh mét phirc hop, két qua la
xuat hién vach d6 c6 thé nhin thidy & vach thl
nghiém (vach T). N&u vach kiém soat chat lugng
(vach C) khéng xuat hién, diéu d6 cé nghta la két qua
xét nghiém khong hop & va mau thir nay can duoc

xét nghiém lai.
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6) Bé mat hap thu
VAT LIEU CUNG CAP

o  Khay thir (25x)

e T&m bong |8y mau dung mot [an (25x)

«  Ongnhd giot chiét xuat dung mét 3n (25x)

. Dung dich pha lodng xét nghiém (1x) [7mL/lo]

e Huéng dan sir dung (1x)
VAT LIEU CAN €O NHUNG KHONG CUNG CAP

e«  DPoéng hd bdm gid/ddng ho deo tay

o  Dung cy, thiét bj va vat chira dé thu mau

e  Thiét bi bao hd ca nhan nhu gang tay bdo hd, khiu trang
y té, kinh b3o ho va do khodc phong thi nghiém

e  Thung chira chat thai nguy hai sinh hoc va céc chat khir

trung thich hop
CANH BAO

1.  Chidanh cho st dung chan doan in vitro chuyén nghiép.
2. DEé tranh két qua sai léch, mau th&r phai dwoc xtr ly theo

huéng dan trong phan HWONG DAN SU’ DUNG.



3. Khéng cham vao bat ky khu vic nao cla que thir, ngoai
trir phan tay cam.

4. Khéng st dung que thir sau ngay hét han.

5. Khéng st dung que thi* néu bao bi bi thing hodc khéng
duwgc niém phong dung cach.

6. Viéc thyc hién xét nghiém nén dugc thyc hién bdi nhan
vién dad dugc dao tao chuyén nghiép lam viéc tai cac

phong thi nghiém hodc phong kham dugc chirng nhan.

7. Que thi chi s&r dung mét Ian. Khéng tai str dung que thir.

8. K&t qua xét nghiém nén duoc bac si gidi thich clung véi
cdc triéu chirng 1Am sang va két qua xét nghiém khac.

9. XU ly tat cd mau nhu thé ching chira tdc nhan lay nhiém.
Vit bo thiét bj va cac vat dung ti€p xic véi mau nhu chat
thai y t& sau khi st dung.

10. Khdng dugc dong lanh thiét bj hodc bat ky hoa chat nao.

11. DE xa tam tay tré em khi stir dung va bdo quan.

THU THAP MAU

Bong Lay Mau Hong

S dung béng 1y mau dugc cung cip. Bong thay thé cé thé
khéng tuwong thich v&i xét nghiém ndy do kich thuéc dau
bong nhoé. Thu thap miu bong hong bing cic phuong phap

lIam sang tiéu chuan.

Buwdc 1: An ludi xudng bing que dé ludi hodc thia. Can than
khéng cham vao ludi, cac bén hodc phin trén clia miéng bang

bong 18y mau.

Buwdc 2: Cha bdng vao phia sau hong, vao amidan, va vao bat

ky khu vic ndo cé dé, viem hodc mda.

Tham khdo cédc quy trinh tiéu chuidn nhu phuong
phap thu thap dwoc mé ta bai Facklam.

QUY TRINH XET NGHIEM

Trudce khi xét nghiém, hay doc ki huéng dan trong bo
kit va tuan theo ching mot cach nghiém ngat.

Dam bao réng mau thlr va bo xét nghiém duoc thuc
hién & nhiét d6 phong.

»
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(1) Nhd chinh xic 3 giot miu thlr vao bang
cassette.
(2) Gilr 6ng nho giot thang dirng va nho vao vlung
mau c6 ky hiéu chir S
Bwdrc 1: Vin nap 8ng nho giot chiét xuat va dung dich
xét nghiém.
Bwdc 2: Nhé 6 giot (khodng 300puL) dung dich xét

nghiém vao &ng nhé giot chiét xuit dung mot lan.

Bwdc 3: Ngay lap tirc nhing bong 18y m3u hong vao
6ng nho giot chiét xuat, xoay va bdp béng it nhat 5

[an

Chu y: Virt bé béng d3 sir dung ding cach nhuw chat thai y té.

Bwdc 5: Day nap, tron dung dich véi mau thir va dé trén bé mat
phang trong 1 pht.

Bwdc 6: Chuyén 3 giot mau d3 x& ly vao vung miu cla bing
cassette (ky hiéu S).

Bwdrc 7: Dit bang cassette trén bé méit sach va phang & nhiét
dé phong trong 10 phut, sau dé doc két qua xét nghiém.

Canh bao: K&t qua phai dwoc dién gidi trong vong 20 phut sau

khi hoan thanh quy trinh xét nghiém.

DIEN GIAI KET QUA

Positive Negative Invalid
C C Cc
T T

Positive (Dwong tinh): Hai vach dd, vach xét nghiém (vach T)
va vach kiém sodt chat lwgng (vach C) déu céd mau. Canh bao:
Cac vach xét nghiém cé thé duoc coi 1a dwong tinh, ngay ca
khi mé&. K&t qua duong tinh cho thdy khing nguyén
Streptococcus nhém A d3 duoc phat hién, cho thdy cé nhiém

GAS.

Negative (Am tinh): Mot vach dd, chi cé vach kiém soat chat
lwong (vach C) c6 mau. K& qua dm tinh cho thdy khang
nguyén Streptococcus nhém A khéng dugc phat hién trong

mau.



Invalid (Khéng hop 18): Khéng cé mau xuat hién & vi tri cla
vach kiém sodt chat lwgng (vach C) trong khu virc xét nghiém,
cho th3y xét nghiém nay khéng hop 1& va can phai thuc hién

lai.
HAN CHE

1. Cac thanh phan cla bé dung cu nay chi duogc sir dung dé

phat hién dinh tinh lién cau khuan nhém A tir miu ngody hong.

2. S dung tdm bdng 18y mau hong di kém trong bd dung cu.
Viéc sir dung tdm béng khac c6 thé anh hudng xau dén hiéu
suat xét nghiém va/hodc I1am cho két qua xét nghiém khéng
hop I8.

3. Xét nghiém nay khong phan biét duoc gilta nguwdi mang
mam bénh va ngudi bj nhiém bénh.

4. Viéc khéng tuan thd quy trinh xét nghiém c6 thé dnh hudng
xau dén hiéu suat xét nghiém va/hodc ldam cho k&t qua xét
nghiém khéng hop lé.

5. K&t qud xét nghiém phai dwoc danh gid cung vdi céc dit liéu
|am sang khac ma bac st cé san.

6. K&t qua am tinh cé thé xay ra do thu thap mau khong day
da hodc mirc do khang nguyén dudi ngudng phat hién cla xét
nghiém. Khuyén nghi thuc hién thém cac xét nghiém theo dai
bang phuong phap nudi cay.

7. K&t qua am tinh khéng loai trir kha niang nhiém cac tac nhan
gay bénh khac.

8. K&t qua duong tinh khéng loai trir kha ndng déng nhiém véi
cac tac nhan gay bénh khac.

9. K&t qua am tinh gid c6 thé xay ra khi tdm bdng duoc van

chuyén trong VTM hodc UTM khac, cé thé lam lo3ng
hodc Iam tan vi khuan.

CHAT HIEU CHUAN VA KIEM SOAT

Khéng c6 chudn hiéu chuin ndo ap dung cho xét
nghiém nay.

Mot kiém soat quy trinh dugc bao gdbm trong xét
nghiém. M&t vach mau xuat hién trong khu vuc kiém
soat (vach C) duogc coi la kiEm soat quy trinh ndi bo.
Vach kiém soat luén phai xuat hién néu quy trinh xét
nghiém dugc thuc hién ding cach va céc thudce thir
cla vach kiém soat dang hoat déng. N6 xac nhan
rang khoi lwong miu dd, mang cé kha ning tham
nudc tot va ki thuat quy trinh ddng. Khéng cé kiém
soat bén ngoai nao duwoc cung cidp kém theo xét
nghiém nay.

BAO QUAN VA PO ON DINH

B& xét nghiém (bao gém thiét bj va céc thanh phan)
nén duoc lwu trit & nhiét do tlr 2~30°C trong bao bi
foil kin, tranh dnh nang va d6 dm. Thoi gian hiéu lyc

14 24 thang. Ngay hét han dugc in trén bao bi.

Cac hda chat va thiét bj phai dugc sit dung & nhiét d6
phong (15~25°C). Thiét bi chwa niém phong cé hiéu
Iwe trong 1 gid. Khuyén nghj st dung xét nghiém ngay
sau khi mé&, dic biét & nhitng khu vwc cé d6 am
twong ddi cao trén 60%, nhu vung nhiét ddi va cac

thanh phd& ven bién

Su’ ON DINH CUA MAU THU

Khuyé&n nghi sir dung mA3u bong I8y thir twoi. Bong cé thé duoc
bdo quan trong 24 gi & nhiét d6 2~8°C. N&u can bdo quan lau
hon, bdng cé thé duoc déng lanh & -20°C. Badm bao rang mau

thir dat dén nhiét dé phong trudce khi thuc hién xét nghiém.
MO TA HOA CHAT VA HAN CHE

T4t ca céc thanh phan cla xét nghiém déu chi duwoc sir dung
mot 1an cho BO dung cu xét nghiém Dinh tinh khang nguyén
Streptococcus Nhdm A. Xét nghiém chra cac vat liéu protein.
Nén s dung & nhiét d6 phong (15~30°C). Thiét bi chwa dwoc

dong géi nén dugc str dung trong vong 1 gid.

Dung dich pha lodng chira chat hoat déng bé mat va dém PBS,
va nén duoc sir dung ngay sau khi mé. Dung dich pha san
khéng dwoc ubng. Trong treong hop ti€p xtc véi mat hodc

niém mac, hay rira ngay bang nudc sach.

DAC TiNH HIEU SUAT

Hiéu suat Idm sang

Mot danh gia |am sang d3 duoc tién hanh trén 314 mau tim
bong (bao gdbm 103 mau dwong tinh va 211 mau am tinh) so
sanh két qua thu duoc bang cach st dung B dung cu xét
nghiém Dinh tinh khang nguyén Streptococcus Nhom A
NOVAtest® vGi xét nghiém nudi cdy trén dia thach huyét clru

tham chiéu khac. Két qua nhu sau:

Nudi cdy trén | NOVAtest® Group A Téng




dia thach Streptococcus Antigen Test Kit

huyét Duong tinh | Am tinh

Duong tinh 96 7 103
Am tinh 7 204 211
Téng 103 211 312

D6 nhay twong déi:

96/(96+7)x100%=93.20%, 95% Cl (86.63%-96.67%)

D6 dic hiéu tuong déi:

204/(204+7)x100%=96.68%, 95% Cl (93.31%-98.38%)
Sy déng thuan téng thé:
(96+204)/314x100%=95.54%, 95% Cl (92.66%-97.33%)

Mat dd nudi cay Xét nghiém bang B6 dung cu
xét nghiém Dinh tinh khang
nguyén Streptococcus

Nhém A NOVAtest®

Hiéu suat phan tich

Do nhay phan tich (Gidi han phat hién, LoD)

Gidi han phat hién (LoD) clia B6 dung cu xét nghiém
Pinh tinh khang nguyén Streptococcus Nhém A
NOVAtest® duoc xac dinh bang cach st dung nudi
cdy lién cau khudn nhém A (ATCC 20159). Mot thir
nghiém pha lo3ng lién ti€p cho thdy LoD la 1.1x10"5
CFU/mL.

Do dac hiéu phan tich (Phan &ng chéo va Can thiép
vi sinh)

Kha ndng phan (rng chéo cla céc tac nhan gy bénh
trong B6 dung cu xét nghiém Dinh tinh khang nguyén
Streptococcus Nhém A NOVAtest® da dugc danh gia
bang cach thlr nghiém cac tac nhan gay bénh duworc

liét ké trong bang dudi day.

Tac nhan gay bénh Nong dé

4+ (tang trudng chiém

uwu thé

35/35 (100%)

3+ (>50 cum vi khuan)

40/42(95.2%)

2+(11-50 cum vi
khuan)

19/22(86.4%)

1+(<10 cum vi khuan)

2/4(50.0%)

Am tinh

204/211(96.68%)

Sy déng thuan téng
thé

300/314(95.54%)

Bordetella pertussis

1.0x107 CFU/mL

Branhamella catarrhalis

1.0x107 CFU/mL

Candida albicans

1.0x107 CFU/mL

Corynebacterium

diptheria

1.0x107 CFU/mL

Enterococcus faecalis

1.0x107 CFU/mL

Escherichia coli

1.0x107 CFU/mL

Group B Streptococcus

1.0x107 CFU/mL

Group C Streptococcus

1.0x107 CFU/mL

Group D Streptococcus

1.0x107 CFU/mL

Group F Streptococcus

1.0x107 CFU/mL

Group G Streptococcus

1.0x107 CFU/mL

Hemophilus influenza

1.0x107 CFU/mL

Klebsiella pneumoniae

1.0x107 CFU/mL

Neisseria meningitidis

1.0x107 CFU/mL

Neisseria gonorrhoeae

1.0x107 CFU/mL

Neisseria sicca

1.0x107 CFU/mL

Neisseria subflava

1.0x107 CFU/mL

Pseudomonas aeruginosa

1.0x107 CFU/mL

Serratia marcescens

1.0x107 CFU/mL

Staphylococcus aureus 1.0x107 CFU/mL
Staphylococcus 1.0x107 CFU/mL
epidermidis

Streptococcus mutans

1.0x107 CFU/mL

Streptococcus

lbneumoniae

1.0x107 CFU/mL

Streptococcus sanguis

1.0x107 CFU/mL

Thir nghiém dwoc thue hién ba [an.

K&t qua xét nghiém cho thay khdng cé tac nhan gay bénh nao
trong danh sach trén khi thir nghiém v&i Bd dung cu xét

nghiém Dinh tinh khang nguyén Streptococcus Nhém A

NOVAtest® c6 phan t&rng chéo hodc gy can thiép.




Chat gay can thiép

Céc chat gy can thiép tiém nang sau day da duoc thém vao

cac mAu 4m tinh va dwong tinh véi tc nhan gay bénh.

Céac chat nodi sinh Nong do
Acetaminophen 20 mg/dL
Acetylsalicylic acid 20 mg/dL
Endogenous substances 2,000mg/dL
Albumin 20 mg/dL
Atropine 10 mg/dL
Benzoylecgonine 1,000mg/dL
Bilirubin 20 mg/dL
Caffeine 10 mg/dL
Cannabinol 80 mg/dL
EDTA 1%
Ethanol 20 mg/dL
Chat Gentesic acid 2,000mg/dL
phén Glucose 1,000mg/dL
tich
Hemoglobin 1%
Methanol 20 mg/dL
Phenylpropanolamine 20 mg/dL
Salicylic acid 50 mg/dL
Triglyceride 6mmol/L
Total cholesterol 20 mg/dL

Cac chat ngoai sinh Néng do
Afrin® Original nasal spray| 2-5mg/mL
®

Cepacol 5 x 106
(benzocaine/ cells/mL
menthol lozenges)
Chloraseptic® Sore Throat 15% v/v
spray/solution

Khac
Crest mouthwash 5% v/v
Flonase“allergy relief 20 mg/dL
(Fluticasone furoate)
Mupirocin 10% v/v
Nicotine 5% v/v
Tobramycin 500 ng/mL
Toothpaste (Colgate®) 3 mg/mL
Zicam® cold remedy 0.03 mg/mL

K&t qua xét nghiém cho thay khéng c¢6 chat ndi sinh

hoéc ngoai sinh ndo trong danh sach trén khi thir

nghiém B0 dung cu xét nghiém Dinh tinh khang

nguyén Streptococcus Nhém A NOVAtest®cé phan

trng chéo hoac gay can thiép.

PHAM VI DO

Cac két qua cho thay pham vi do tir 1.1x105 dén

10710 CFU/mL. Khéng cé hiéu irng méc (hook effect)

nao dugc quan sat cho dén khi ndng dd ting |én 10710

CFU/mL.
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Tranh dnh sang mat troi

Atlas Link Technology Co., Ltd

Gu’an South Industry Zone, 065500 Lan
gfang City, Hebei Province, the People's
Republic of China

TEL:
FAX: +86-10-8890 9115

+86-10-8890 9113

E-mail: generalrequest@atlas-link.com
WEB: www.atlas-link.com/english
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Gidi han nhiét d6 t 2~30°C
(36™~86°F)

Chtra du cho <n> xét nghiém

Khong tai st dung
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Tham khao huéng dan st dung

MT Promedt Consulting GmbH
Ernst-Heckel-Strafle7,66386,

St.Ingbert, Germany
Email: ear@mt-procons.com

Throat Swab

JINAN BABIO BIOTECHNOLOGY
CO., LTD

303, Building 5 of SME
industrialization Base

of Biomedical Park, 1777 Dazhe
ng road, High-Tech Zone, Jinan
City,250102, Shandong
province, China

MedPath GmbH

EC
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Mies van der Rohe Strasse 8,

80807 Munich, Germany

HO tro ki thuat

Xin vui long lién hé véi generalrequest@atlas-link.com dé

duoc hd tro k§ thuat.

Théng tin phién ban

S6 kiém soat: IVDR-B04-0040

Phién ban & Ngay phat
hanh

NGi dung

Al, 2023-10-15

Diéu chinh tuan tha quy
dinh
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