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TIEU CHUAN CO SO

TCCS 11:2022/LABONE

TEN SAN PHAM: TraceTest™ Thir nghiém phat hién nhanh urease ciia Helicobacter pylori

Ma séan pham: TT0122.050

Nguoi soan thao: Dodn Dirc Pai
Nguaoi phé duyét: Huynh Thanh Luu
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CONG HOA XA HOI CHU NGHIA VIET NAM

Déc lgp — Ty do — Hanh phiic
***000***

QUYET PINH

V/v: Cong bb tiéu chuan co sé ap dung

CONG TY TNHH THIET BI KHOA HQC LABONE

- Céin cit Ludt Tiéu Chudn va Quy chudn kj thudt ngeay 29/06/2006;
- Cén cit Nghj dinh $6 127/2007/NP-CP ngay 01/08/2007 ctia Chinh Phit quy dinh chi tiét
vé viée thi hanh Ludt Tiéu chudn va Quy chudn Ky thudt ngay 29/06/2006;
- Cdin cir Théng tie s6 21/2007/TT-BKHCN ngay 28/09/2007 Ctia Bé trirdng Bé Khoa hoc
v Céng nghé vé viéc Hirdng ddn xay dung va dp dung tiéu chudn.
- Cén cif vao nhu cdu san xudt va kinh doanh ciia Cong ty TNHH THIET BI KHOA HOC
LABONE.

QUYET DINH:
Didu 1: Ban hanh Tiéu chudn co s&: TCCS 11:2022/LABONE ap dung cho sin phim
TraceTest™ Thir nghiém phat hi¢n nhanh urease ciia Helicobacter pylori do Cong ty
TNHH Thiét bj Khoa hoc LABone san xuat.
Ma san pham: TT0122.050
Diéu 2: Cac bd phén lién quan chju trach nhi€ém thi hanh quyét dinh nay.
bicu 3: Quyét dinh ndy c6 hi¢u lyc thi hanh ké tir ngay ky.

Tp. Ho Chi Minh, ngay 14 thang 07 ném 2022
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1.

TIfU CHUAN CO SO
TRACETEST™ THU NGHIEM PHAT HIEN NHANH UREASE
CUA HELICOBACTER PYLORI

Pham vi ap dyng:

Tiéu chuén nay 4p dung cho san pham TraceTest™ Thir nghi¢m phat hi¢n nhanh
urease ciia Helicobacter pylori, M sin phdm: TT0122.050, stt dung trong linh vyc y té
do CONG TY TNHH THIET BI KHHOA HQOC LABONE séan xuét.

2. Taili¢u tham khao:
- 1S0O 9001:2015: Hé théng quéan 1y chét lugng — Céc yéu cau, 2015,
- ISO 13485:2016: Thiét b y té — [1& théng Quén ly chit lrgng — yéu cau doi véi cac
muc dich phép ly.
- Duge dién Viét Nam V —2017.
3. Yéu ciu vé chét lwong séan pham:
STT | CHIi TIEU CHAT LUQNG TIRU CHUAN KET QUA
01 | Vo tring Khong nhiém vi khuén va nim Dat
02 | Cam quan Trong, khong 14n tap chét, c6 mau vang Dat
03 | Ph Trong khoang gidi han 6,8 + 0,2 Dat
Thoi gian dwong tinh véi dung ‘2‘:\\\;\;
dich urease theo nong do: o 5‘: 22
- 14 Sl @
04 + 100 [U/ml i ’jz‘t 4 Dat =21[ Al
* 20 1U/ml — < Phu i !
* 4 [U/ml 10 — 15 phut e T ;
rl‘;sz’:.;g
N A o 2 ‘n
4. Thanh phan san pham:

e Agar

e Urea

e Phenol Red

o Nudc cit vo tring
e Sodium azide

e K)HPO4

e KH>PO4

e [Ethanol

Cong dung va hwéng din siv dung sin pham:

4.1 Muc dich/ Chi dinh sir dung:

pylori duge ding trong xét nghiém y té nham phat hién va tam sodat vi khuan H. pylori

Test nhanh TraceTest™ Thit nghiém phat hién nhanh urease ciia Helicobacter




trong da day dua vao kha nidng sinh enzyme urease va phan tng thily phén urea cua vi
khudn nay.
4.2 Hwéng din siv dung:

Trude khi sir dung, tube TraceTest'™ Thir nghiém phat hién nhanh urease cia
Helicobacter pylori cin duogc 14y ra khoi ti bao quan va dé 6n dinh & nhiét do phong
(RT) trong khoang thoi gian tir 15 — 20 phat.

Bwée 1: Dung viét ghi tén mau thiy, thoi gian 1én tube va md nip tube TraceTest™ Thik

t'l‘l\ 1

nghi¢m phat hién nhanh urease cia Helicobacter pylori.

Buwée 2: Dung kep gip miu bénh pham cho vao tube TraceTest™ Thir nghiém phat

hién nhanh urease ctia Helicobacter pylori (Néu thye hién thir nghidm trén vi khuén

thi dung gidy loc c6 kich thude 5x3 mm dé quét vi khuan cho vao tube TraceTest™

Thit nghi¢m phat hi¢n nhanh urease cia Helicobacter pylori)

Buwée 3: Vin chit ndp tube TraceTest™ Thir nghi¢ém phat hi¢n nhanh urease ciia

Helicobacter pylori & nhiét do phong (Tuy@t doi khong lic ong tube sau khi di cho

mau bénh phim vio) ‘

Bwée 4: Trong vong 60 phit doc két qua bang cach quan sat sy thay dbi mau sic cia

tube TraceTest™ Thit nghiém phat hién nhanh urease ciia Helicobacter pylori.

Giai thich két qua:

o Két qua (+): Trong tube TraceTest™ Thir nghi¢m phat hién nhanh urease

ciia Helicobacter pylori c6 xuét hién mau hdng trong vong 1 gio. Néu két qua
d6i mau hong sau 1 gior c6 thé két qua (+) gia do urease sinh ra 1a ctia cc vi
khuén khac nhu Proteus, Klebsiella...

M Thit nghi¢m phat hién nhanh urease

o Két qua (-): Trong tube TraceTest"
ciia Helicobacter pylori khong c6 sy ddi mau,

5. Bao géi va ghi nhan:
5.1 Bao goi:
- San pham dyng trong tube trit lanh cryotube, chét liéu Poly Propylen (nhya PP) tinh
khiét chiu duge nhiéu loai dung mdi, ndp lam tir nhua HDPE c6 d§ kin cao, khong 1o ri
va duge tiét trung, ding duge, 6 ron. Tem dan dang chuan, ding vi tri.
- Quy cach dong goi:

Tén san phim M3 sin phim Quy cich dong goi

Helicobacter pylori

TraceTest™ Thir nghi¢m phat
hi¢n nhanh  urease ciia TT0122.050 0,8ml/ tube (50 tube/hdp)

5.2 Ghi nhin:
Ghi nhan hang hoa theo Nghi dinh 43/2017/ND-CP ngay 14/04/2017 vé nhan hang
héa. Nhitng ndi dung chinh bao gom:
- Nhan hiéu
- Tén, quy cach san pham,
- 86 tiéu chuéin quéan ly chit lugng.
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6.

S6 dang ky du diéu kién san xuat.

S6 dang ky luu hanh cia san pham.

Tiéu chuén k§ thuat.

Ngay san xudt, han sir dung,

Tén va dia chi cong ty.

Théng tin canh bao, huéng dan str dung, huéng dan bao quan.
Han sit dung, biio quan va vin chuyén:

6.1 Han si¥ dung:

12 thang ké tir ngay san xuét.

6.2 Bao quan:

Bao quan nhiét do 2 — 8°C

6.3 Van chuyén:

San pham duoc bao quan lanh trong suot qua trinh van chuyén, trdnh anh sang
mat troi.

Ve A
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