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B thudc thir Kit-2 xét nghiém dinh lwong GLU-OX
(Phwong phap GOD-POD)
GLU-OX Reagent Kit-2 (GOD-POD Method)

M4 tham chiéu: CC1040

TEN SAN PHAM
GLU-OX Reagent Kit-2 (GOD-POD Method)

QUY CACH PONG GOI

R1: 1x20 mL R2: 1x10 mL R1: 1x40 mL R2: 1x20 mL
R1: 1x60 mL R2: 1x30 mL R1: 2x60 mL R2: 2x30 mL
R1: 2x30 mL R2: 2x15 mL R1: 2x40 mL R2: 2x20 mL
R1: 2x50 mL R2: 1x50 mL R1: 2x60 mL R2: 1x60 mL
R1: 2x60 mL R2: 3x20 mL R1: 2x65 mL R2: 1x65 mL
R1: 2x65 mL R2: 1x70 mL R1: 2x80 mL R2: 1x80 mL
R1: 2x120 mL R2: 2x60 mL R1: 3x20 mL R2: 3x10 mL
R1: 3x40 mL R2: 3x20 mL R1: 4x40 mL R2: 4x20 mL
R1: 4x50 mL R2: 2x50 mL R1: 4x55 mL R2: 2x55 mL
R1: 4x60 mL R2: 2x60 mL R1: 4x60 mL R2: 4x30 mL
R1: 4x60 mL R2: 6x20 mL R1: 4x65 mL R2: 2x65 mL
R1: 4x65 mL R2: 2x70 mL R1: 4x100 mL R2: 2x100 mL
12x72 T (R1: 12x16,8 mL R2: 12x8,4 mL)

Chét chuan (tiy chon):1 x 1 mL

MUC PiCH SU DUNG
Dung dé dinh luong ndng do glucose trong huyét thanh va huyét tuong ngudi trong 6ng nghiém.
Chu yéu duoc sir dung trong 1am sang dé danh gia mtrc dudng huyét. Chi sir dung cho muc dich
chuyén nghiép va trong phong thi nghiém.
NGUYEN TAC XET NGHIEM
Glucose + O, + H,O _GOD , Axit gluconic + H,0,
H,O, + 4-AAP + Phenol POD , Quinone imide + 4H,0
C6 thé tinh toan nong d6 GLU bang phuong phap do mau & budc song 505nm.
THANH PHAN CHINH

Thanh phan b Kit Céc thanh phan trong thuéc thir Ham Lwong
Thuée thir 1 Dung dich dém phosphat (pH 7,0) 10 g/L
Phenol 2g/L
Glucose oxidase 40 KU/L
Thudc thir 2 Peroxidase 3 KU/L
4-Aminoantipyrine 0,3 g/L
Chét chuan (tiy chon) Glucose, dung dich nén 5-6 mmol/L

Céc thanh phan trong cac 16 khac nhau cua b kit da thanh phan khong the thay thé cho nhau.
Kha nang truy xuat nguon gbc chat chuan: Co thé truy xuat nguon gbc dén Vat Liéu Tham
Chiéu Québc Gia GBW (E) 090544.

BAO QUAN VA HAN SU DUNG

Thudc thir chwa mé nén dugc bao quan & 2°C-8°C tranh &nh sang, véi han st dung la 18 thang.
Thudc thir d@ mo 6n dinh trong 42 ngay khi dugc bao quan & 2°C-8°C.

Vui long tham khao nhan trén bo kit thudc thir dé biét ngay san xuét va ngay hét han.

THIET BI AP DUNG



Bo kit 4p dung cho cé4c thiét bi sau: May xét nghiém sinh hda tu dong hoan toan cuaa Hitachi
High-Tech (Shanghai) International Trading Co., Ltd., cA&c Model: 7100, 7170, 7180, 7600,
LABOSPECT 008 AS, 3100, 3500; May xét nghiém sinh héa tu dong hoan toan cua Beckman
Coulter Commercial Enterprise (China) Co., Ltd., cac Model: DXC800, AU480, AU680,
AU5800; May xét nghiém sinh hoa tu dong hoan toan caa Canon Medical Systems (China) Co.,
Ltd., cA&c Model: TBA-120FR, TBA-2000FR, TBA-FX8; May xét nghiém sinh hda tu dong
hoan toan cua Shenzhen Mindray Bio-Medical Electronics Co., Ltd., cac Model: BS-420, BS-
490, BS-600, BS-800, BS-820, BS-2000; May xét nghiém sinh hoa tu dong hoan toan cua Dirui
Industrial Co., Ltd., cAc Model: CS-400, CS-600B, CS-1200; May xét nghiém sinh héa tu dong
hoan toan cua Siemens Healthineers Diagnostics (Shanghai) Co. Ltd., cac Model: 1800, 2400,
ADVIA Chemistry XPT; May xét nghiém sinh hoa tu dong hoan toan cua Roche Diagnostics
(shanghai) Co., Ltd., cAc Model: cobas 6000 ¢ 501, cobas 8000 ¢ 502, 701, 702; May xét nghiém
hoa hoc l1am sang cua Getein Biotech, Inc, cdc Model: CM-400, CM-430, CM-480, CM-600,
CM-630, CM-680, CM-800, CM-830, CM-880, CM-2000, CM-1600, CM-1200, CM-1000;
May xét nghiém sinh hoa tu dong cua Changchun Blaser Medical Technology Co., Ltd, cac
Model: BBA-400, BBA-300, BBA-480. Vui long lién hé cong ty ching t6i dé duoc cung cap
thong sé ky thuat ciia cac may xét nghiém hda sinh tu dong.

YEU CAU MAU

Nén sir dung huyét trong chéng dong bang kali oxalat va natri clorua, c6 kha nang tc ché su
phan hay glucose. Két qua xét nghiém huyét thanh va huyét tuong khong thay doi trong vong
7 ngay ¢ 15-25°C, 7 ngay ¢ 2-8°C va 1 nam ¢ -20°C.

QUY TRINH XET NGHIEM

1. Chuan bi thudc tht: Thude thir da sin sang dé sir dung ma khdng can chuan bi gi thém.

2. biéu kién xét nghiém: (C6 thé yéu cau cac thong so tai khac nhau tly theo ting thiét bi xét
nghiém)

Buwéc song  so | 505 nm/600 nm Loai hiéu chuan Tinh tuyén tinh
cap/thir cap
MAau/R1/R2 3/200/100 pL Thai gian trén huyét | 1-5 phat
thanh + R1

Phuong phap Phép thir diém cudi hai | Thoi gian phan wng | 5 phit

diém sau khi thém R2
Phwong phép hiéu | Higu chuén hai diém Hwéng phan #ng Hudéng Ién trén
chuan

Quy trinh van hanh:
Thao tc vai thuoc tha kép:

Mau 3uL
Thudc thir 1 (R1) 200 pL
Tron déu, u & 37°C tir 1-5 phut

Thubc thi 2 (R2) | 100 pL

Tron déu, u & 37°C trong 8 phit, do do hap thu A.
3. Quy trinh hiéu chuan: Khuyén nghi str dung chat hiéu chuan cua Getein; ciing c6 thé sir dung
huyét thanh hiéu chuan cua Randox.
4. Quy trinh kiém soat chit luong: Lya chon huyét thanh kiém soat chat luong cua Randox, va
gia tri do dugc phai nam trong pham vi ghi trén nhan. Néu két qua nam ngoai pham vi cho phép,
xac dinh nguyén nhén theo cac budc sau:
4.1 Kiém tra xem céc thiét lap thdng s6 va ngudn séng cé chinh xac hay khéng.
4.2 Kiém tra xem cac Cuvet va dau ldy mau cé sach hay khong.
4.3 Kiém tra xem nuéc ¢ bi 6 nhiém hay khong; vi sy phat trién cua vi khuan s& din dén
két qua khong chinh xéc.
4.4 Kiém tra nhiét do phan ang.
4.5 Kiém tra han st dung cua bo dung cu.
5. Tinh toan két qua:




Nong d6 GLU (mmol/L) = Néng dé vat liéu chuan tham chiéu GLU (SRM) x AAAAhm—“ht“
KHOANG THAM CHIEU
Khoang tham chiéu: 3,89-6,11 mmol/L (70-110 mg/dL)
Khoang tham chiéu nay chi mang tinh chat tham khao. Khuyén nghi mdi phong xét nghiém tu
xay dung khoang tham chiéu riéng caa minh.
GIAI THICH KET QUA
V1 hién twong tan mau gay can tré qua trinh xac dinh, nén can tranh tbi da hién twong nay trong
qué trinh thuc hién. Thoi gian bao quan mau ciing ¢6 anh hudng dén phép thu.
GIGI HAN
Viéc do Iuong khéng bi anh huong khi hemoglobin < 200 mg/dL, axit ascorbic <5 mg/dL,
bilirubin < 20 mg/dL va triglycerid < 500 mg/dL.
PAC TINH HIEU SUAT
1. Trang théi hoa chat
Thudc thir 1 trong b kit 1a chat long trong suét khéng mau hoic hoi vang, c¢6 thé chira mot sé
hat nho li ti khdng anh huong dén viéc xac dinh. Thudc thir 2 1a chét long trong sudt mau vang,
c6 thé chira mot sb hat nho li ti khéng anh hudng dén viéc xac dinh.
2. Do hap thu cia mau trang thudc thir
Do hap thy mau trang thudc thir: Asosnm | < 0,200.
3. Su chinh xac
Khi nong do < 4,16 mmol/L, do Iéch gitra gia tri thuc té va gi trj chi dinh khong duoc vuot qua
+0,833 mmol/L. Khi nong d6 > 4,16 mmol/L, d¢ léch twong dbi khong dwoc nam ngoai pham
Vi £20%
4. Pham vi tuyén tinh
Do tuyén tinh cua thudc thir; [0,3, 25] mmol/L
a) Hé sb tuong quan tuyén tinh (r) khéng duoc nho hon 0,9900;
b) D6 léch so vai dudng tuyén tinh khong duge nam ngoai pham vi £0,2 mmol/L khi thir nghiém
trong khoang tuyén tinh [0,3, 1] mmol/L; Do léch so véi tinh tuyén tinh khong duoc vuot qué
pham vi £10% khi thir nghiém trong pham vi tuyén tinh [1, 25] mmol/L.
5. Bo nhay phén tich
Khi miu c6 nong d6 0,5 mmol/L, chénh léch d6 hap thy phai < 0,037.
6. D6 chinh xac
6.1 Do chinh xac trong mot 1an chay
Do chinh xac trong cuing l1an chay khong duoc vuot qua 5,0%.
6.2 Do chinh xac giita cac lan chay
Do chinh xac gitra cac lan chay khong dugc vuot qua 10,0%.
THAN TRONG
1. Bién phap phong ngtra chung
1.1 San pham nay chi diing cho chan doan trong éng nghiém.
1.2 Bdi véi chan doan 1am sang, vui 1ong dua ra danh gia tong hop dua trén két qua do, triéu
chirng 1&m sang va cac phat hién khéc.
1.3 Vui long str dung san pham nay theo Huéng dan st dung (IFU).
2. Than trong khi thao tac
2.1 Vui long xir ly cac mau nhu cac chat nguy hiém c6 thé nhiém HIV, HBV, HCV.... Hay
sir dung ging tay ding mot lan dé tranh hodc giam nguy co lay nhiém lién quan.
2.2 Néu thudc thtr ban vao mat hoic miéng, hoac tiép xtc véi da, can rira nhanh va ki bang
nuéc, va nhan diéu tri y té tir bac si khi can thiét.
3. Than trong khi st dung
3.1 Vui long bao quan thudc thir theo phuong phap bao quan quy dinh va tranh dong bing.
Khong sir dung thudc thir da bi déng bang vi chat lwong c6 thé bi thay doi.
3.2 Khong sir dung thudc thir da hét han vi két qua xét nghiém c6 thé khong chinh xac.



3.3 Khéng bd sung thubc thi gitra chirng trong qua trinh xét nghiém.
3.4 Tréanh &nh ning tryc tiép trong qua trinh thao tac.
3.5 Khéng duoc sir dung thube ther néu thude thir b duc.
4. Than trong trong xir Iy chét thai
Mau, chat thai l6ng... c6 kha nang bi nhidm ban sinh hoc. Ngudi thao tac phai tuan tha quy
trinh van hanh tiéu chuan (SOP) vé an toan phong thi nghiém va xt Iy chit thai long theo
cac quy dinh dia phuong vé chét thai y té, chat thai 1y nhiém, chat thai cong nghiép....
5. Céc bién phéap phong ngura khéac
5.1 Trén may xét nghiém sinh héa tu dong, khoang tuyén tinh c6 lién quan dén ty I¢ gita
lugng mau va luong thuoc thir cling nhu thoi diém do.
5.2 Luong thudc ther va mau c6 thé dugc thay ddi theo ty 1& trong tng tly theo yéu cau cua
cac thiét bi khac nhau.
5.3 Khéng sir dung chai thudc thir cho cac muc dich khac.
5.4 Két qua duoc tinh todn bang gia tri k khong dang tin cay bang két qua thu dugc khi sir
dung SRM (chét chuan).
5.5 Khong tron 13n thudc thir thudc cac 16 khéac nhau.
TAI LIEU THAM KHAO
Shang Hong va cong su. Quy Trinh Van Hanh Xét Nghiém Lam Sang Qudc Gia (An ban tha
4). Nha xuat ban Y té Nhan dan. 2015:230-233.
MO TA CAC KY HIEU SU DUNG
Céc ky hiéu do hoa sau day duoc sir dung trong hoc in trén Bo thude thir GLU-OX-2 (Phuong
phap GOD-POD) la nhiing ky hiéu thuong gap nhat trén thiét bi y té va bao bi ciia ching. Céc
ky hiéu nay duoc giai thich chi tiét hon trong Tiéu chuan Chau Au EN ISO 15223-1:2021.
Cac ky hiéu dwec sir dung
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“ Getein Biotech, Inc. ’
bia chi: S6 9, buong Bofu, Quan Luhe, Nam Kinh (211505), Trung Quoc

DT: +86-25-68568508
Fax: +86-25-68568500
Email: tech@getein.com.cn
overseas@getein.com.cn
Website: www.getein.com
[ EU [REP] CMC Medical Devices & Drugs S.L.
bia chi: C/ Horacio Lengo N° 18, CP 29006, Malaga, Tay Ban Nha.
DT: +34951214054
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