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B thudc thir xét nghiém dinh lwong ALB (Phwong phap
do mau BCG)
ALB Reagent Kit

M4 tham chiéu: CC1004

TEN SAN PHAM
ALB Reagent Kit (BCG Colorimetric Method)

QUY CACH PONG GOI
R:1x10 mL R:1x20 mL R:1x50 mL R:2x30 mL
R:2x35 mL R:2x40 mL R:2x45 mL R:2x50 mL
R:2x55 mL R:2x60 mL R:4x20 mL R:4x30 mL
R:4x35 mL R:4x40 mL R:4x45 mL R:4x50 mL
R:4x55 mL R:4x60 mL R:5x20 mL R:5x120 mL
R:6x20 mL R:6x30 mL R:6x35 mL R:6x40 mL
R:6x45 mL R:6x50 mL R:6x55 mL R:6x60 mL
R:6x100 mL R:8x20 mL R:10x20 mL R:4x1000 mL
R:2x2000 mL R:2x300T (2x100 mL)
R:12x72 T (12x25 mL) | Chat chuan (tlly chon):1x1 mL
MUC PiCH SU DUNG

Pugc sir dung dé dinh luong Albumin (ALB) trong huyét thanh va huyét tuong ¢ nguoi. Chi
yéu duoc sir dung trong 1am sang dé hd tro danh gia chirc ning gan va danh gia dinh dudng.
Chi str dung cho muc dich chuyén nghiép va trong phong thi nghiém.

NGUYEN TAC XET NGHIEM

Thudc thir nay dugc pha ché theo phuong phap Bromocresol Green (BCG) dugc T6 chirc Y té
Thé giéi (WHO) khuyén nghi.

Nguyén tac nhu sau: Trong dung dich axit (pH 4,15), albumin va BCG tao thanh phirc chat mau
xanh lyc, c6 do hap thu & 600 nm ty Ié thuan véi nong do albumin, va ham lugng cua nd co thé
duoc do so vai chat chuén.

THANH PHAN CHINH

Thanh Phan bé Kit Céc thanh phan trong thuéc thir Ham Luwong
Dung dich dém Succinate (pH 4,15) 10 g/L
Thudc thir Polyoxyethylene (23) Lauryl Ether 2,5g/L
Bromocresol green 0,3g/L
Chat chuan (tly chon) Albumin, ma tran dang nudc 30-50 g/L

Céc thanh phan trong cac 16 khac nhau cua b¢ kit da thanh phan khong the thay thé cho nhau.
Kha nang truy xudt ngudn gdc chat chuan: C6 thé truy xuat nguon gbc dén Vat Liéu Tham
Chiéu Quéc Gia GBW (E) 090619.

BAO QUAN VA HAN SU DUNG

Thudc thir chwa mé nén dugc bao quan & 2°C-8°C tranh anh sang, véi han sir dung la 18 thang.
Thudc thir 43 mo 6n dinh trong 42 ngay khi dwoc bao quan & 2°C-8°C.

Vui long tham khao nhan trén bo kit thude thir d€ biét ngay san xuét va ngay hét han.

THIET BI AP DUNG

Bo kit &p dung cho cac thiét bi sau: May phan tich sinh hoa ty dong caa Hitachi High-Tech
(Shanghai) International Trading Co., Ltd., cac Model: 7100, 7170, 7180, 7600, LABOSPECT
008 AS, 3100, 3500; May phan tich sinh hoa tu dong cua Beckman Coulter Commercial
Enterprise (China) Co., Ltd., c&c Model: DXC800, AU480, AU680, AU5800; May phén tich
sinh hoa tu dong cua Canon Medical Systems (China) Co., Ltd., cac Model: TBA-120FR, TBA-
2000FR, TBA-FX8; May phan tich sinh héa tu dong cua Shenzhen Mindray Bio-Medical



Electronics Co., Ltd., cac Model: BS-420, BS-490, BS-600, BS-800, BS-820, BS-2000; May
phén tich sinh hoa ty dong cua Dirui Industrial Co., Ltd., c&c Model: CS-400, CS-600B, CS-
1200; May phan tich sinh hda tu dong cua Siemens Healthineers Diagnostics (Shanghai) Co.,
Ltd., cAc Model: 1800, 2400, ADVIA Chemistry XPT; May phan tich sinh hoa ty dong cua
Roche Diagnostics (Shanghai) Co., Ltd., cAc Model: cobas 6000 ¢ 501, cobas 8000 ¢ 502, 701,
702; May phan tich hoéa sinh 1am sang cua Getein Biotech, Inc., cA&c 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 phéan tich sinh hoa tu dong caa Changchun Blaser Medical Technology
Co., LTD, cac Model: BBA-400, BBA-300, BBA-480. VVui long lién hé cong ty chung t6i dé
duoc cung cap thong s6 ky thuat cua cac méy xét nghiém hoa sinh ty dong.

YEU CAU MAU

Huyét thanh va huyét twong chdng dong bang heparin phai duoc tach ngay sau khi lay mau dé
tranh tan huyét; huyét thanh va huyét twong c6 thé 6n dinh ¢ 15-25°C trong 7 ngay, & 2-8°C
trong 1 thang va ¢ -20°C trong 4 thang.

QUY TRINH XET NGHIEM

1. Chuan bi thudc thu: Str dung tryc tiép.

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

Bwéc song  so | 600 nm/700 nm Loai hiéu chuan Tinh tuyén tinh
cAp/thir cap
MAau/Thuéc thir 2/300 pL Thoi gian tron huyét | 1 phat
thanh + R1

Phuong phap Phép thir diém cudi mot | Tong thei gian phan | 1 phit

diém ng
Phwong phép hi¢u | Higu chuan hai diem Hwéng phan ing Huéng I1én trén
chuin

(b0 hap thu (A) dugc do bé‘mg thiét bi = ABusc séng so cip — ABusc song thi cép)
Quy trinh van hanh: )
Thao tac vai mét thuoc thir duy nhat

Chit thém vao Ong xét nghiém Ong chuan Ong rong
Thudc thir 300 pL 300 pL 300 pL

Mau 2 uL - -

Dung dich chuin - 2 uL -

Nuéc cit - - 2 uL

Tron giéu, 11 & 37°C trong 1 phut, sau d6 hiéu chuan bang 6ng trang va doc d6 hap thy A cua
tung ong.

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 ung.
4.5 Kiém tra han st dung cta bo dung cu.
5. Tinh toan két qua:
Nong do ALB (g/L) = Nong d6 vat liéu chuan tham chiéu ALB (SRM) X AAmiu thi / Asrwm
KHOANG THAM CHIEU
Muc phu hop: 40-55 g/L



Khoang tham chiéu nay chi mang tinh chat tham khao. Khuyén nghi mdi phong xét nghiém tu
xay dung khoang tham chiéu riéng ciia 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
qua trinh thuc hién. Thoi gian mau dugc dé yén ciing c6 anh hudng dén phép thu.
GIGI HAN
Viéc do luong khong bi anh hudng khi hemoglobin < 400 mg/dL, axit ascorbic < 30 mg/dL,
bilirubin < 40 mg/dL va triglycerid < 500 mg/dL.
PAC TINH HIEU SUAT
1. Trang thai hoa chat
Thudc thir trong bo kit 1a chat long trong sudt, mau vang luc nhat, c6 thé chira mot luong nho
cac hat dudi ngudng quan sat, khong anh huong dén viéc xac dinh.
2. D6 hap thu cia mau trang thudc thir
Do hap thu mau trang thude ther: | Asoonm | < 0,500.
3. Su chinh xac
Sy sai léch twong ddi khong duoc vuot qua pham vi + 6,0%.
4. Pham vi tuyén tinh
Déi voi xét nghiém mau huyet thanh trong khoang tuyén tinh cia thudc thu [3, 60,0] g/L:
a) Hé s twong quan tuyén tinh (r) khong dugc nho hon 0,990;
b) Do léch so véi dudng tuyén tinh khong dugc vuot qua + 2,5 g/L khi xét nghiém trong khodng
tuyén tinh [3, 8] g/L; do léch khoi tuyén tinh khong duoc vuot qua + 10,0% khi xét nghiém
trong khoang tuyén tinh (8, 60] g/L.
5. Do nhay phan tich
Khi mau c6 nong do 40 g/L, chénh léch d6 hap thy phai < 0,800.
6. D6 chinh xac lap lai
6.1 D6 lap lai
Do lap lai (hé sb bién thién, CV) cua két qua xét nghiém lap lai ddi véi huyét thanh ¢ nong do
(40 £ 5) g/L khong duoc vuot qué 2,0%.
6.2 Do chinh xac giita cac lan chay
Do bién thién gitra cac 1an xét nghiém cua huyét thanh c6 nong do (40 * 5) g/L khong dugc
vuot qué 5,0%.
THAN TRONG
1. Bién phap phong ngtra chung
1.1 San pham nay chi diing cho chan doan trong 6ng nghiém.
1.2 B4i véi chan doan 1am sang, vui 10ng dua ra danh gia tong hop dua trén két qua do, triéu
chiing 1am sang va céc phat hién khéc.
1.3 Vui long st dung san pham nay theo Hudéng dan str dung (IFV).
1.4 Thubc thir cua cac nha san xuat khac nhau khi ding dé xét nghiém cuing mot mau c6 thé
cho két qua khéac nhau; can xem xét két hop vai cac phat hién 1am sang.
2. Than trong khi thao tac
2.1 Vui long xir Iy cac mau nhu cac chat nguy hiém c6 thé nhiém HIV, HBV, HCV.... Hay
sir dung gang tay dung mot lan dé tranh hoic giam nguy co 1ay nhiém lién quan.
2.2 Néu thudc thtr ban vao mét hoac miéng, hoic tiép xdc véi da, can rira nhanh va ki bang
nudc, 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 phép bdo quan quy dinh va tranh dong bang.
Khéng st dung thudc thir da bi d6ng bang vi chat luong c6 thé bi thay doi.
3.2 Khéng sir dung thudc thir da hét han vi két qua xét nghiém c6 thé khdng chinh xéc.
3.3 Khong bé sung thuéc thir gitra ching trong qua trinh xét nghiém.
3.4 Tranh anh nang tryc tiép trong qué trinh thao tac.
3.5 Khong duoc sir dung thude thir néu thude thir bi duc.



3.6 Huyét thanh, huyét twong chdng dong bang heparin phai dugc tach ngay sau khi lay mau
dé tranh tan huyét; khong st dung mau bi tan huyét.
4. Than trong trong xtr Iy chat thai
Mau, chét thai l6ng. .. ¢6 kha ning bi nhidm ban sinh hoc. Nguoi thao tac phai tuan tha quy
trinh van hanh tiéu chuan (SOP) vé an toan phong thi nghiém va xt Iy chét thai long theo
cac quy dinh dja phuwong vé chét thai y té, chat thai Iy nhidm, chit thai cong nghiép...
5. Céac bién phap phong ngtra khac
5.1 Trén may phan tich sinh hda tu dong, khoang tuyén tinh c6 lién quan dén ty Ié gitra
lwong mau va luong thudce thir cling nhu thoi diém do.
5.2 Luong thudc thir va mau c6 thé dugc thay doi theo ty Ié twong ung tly theo yéu cau cua
cac thiét bi khac nhau.
5.3 Khéng str dung chai thudc thir cho cac muc dich khac.
5.4 Két qua dugc tinh toan bang gia tri k khong dang tin cdy bang két qua thu duoc khi sir
dung SRM (chét chuan).
5.5 Khéng tron 1an thudc thir thude cac 16 khéac nhau.
TAI LIEU THAM KHAO
Shang Hong va cong su. Quy trinh van hanh xét nghiém 1am sang quéc gia (An ban tht 4). Nha
xuét ban Y té Nhan dan. 2015:279-280.
MO TA CAC KY HIEU SU DUNG
Cac ky hiéu d6 hoa sau day duoc sir dung trong hoic in trén Bo thudc thir ALB (Phuong phap
do mau BCG) 1a nhitng ky hiéu thuong gap nhat trén thiét b y té va bao bi cua ching. Céc ky
hiéu nay duoc giai thich chi tiét hon trong Tiéu chuan Chau Au EN 1SO 15223-1:2021.
Céc ky hiéu dwoc sir dung
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