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C€ HbAic

Glycated Hemoglobin

Latex turbidimetry

Xac dinh ham lugng cua glycated hemoglobin (HbAlc) trong mau nguoi - IVD
Luu trir: 2 ~ 8°C

NGUYEN LY PO

Phuong phap nay st dung su tuong tac caa khang nguyén va khang thé dé xac
dinh tryc tiép HbALc trong mau toan phan. Téng sé hemoglobin va HbAB1c co
cung ty 1¢ hap thu ty I8 véi phan tir latex. Khi khéng thé don dong HbABlc
chudt chéng khang ngudi ngudi (R2) duoc tiém vao, thi Latex HbALc chudt va
khang thé HbAlc cia nguoi dugc két hop. Ngung két duoc hinh thanh khi
khang thé dé chéng chuot IgG khang thé da dong lién két véi khang thé don
dong. Tong SO clia ngung ket 4 ty 1& thuan vai luong HbALc hip thu vao bé
mat cua céc hat latex. Téng s6 ngung két dugc do do hap thu. Gia tri HbAB1c
duoc I3y tir mot dwong cong hiéu chuan.

DAU HIEU LAM SANG

Trong subt cudc séng cua té bao hdng cau, HbAlc duoc tao ra lién tuc bang
céch thém vao glucose véi tiép gidp N trén chudi Hemoglobin beta.

HbALc la mét trong nhitng thanh phén cAu tao nén hdng cau cia méu, HbAlc
nhan nhiém vy van chuyén oxy trong méu. HbAlc dugc xem nhu la mot chi s6
cta sy gan két cia _duong trén Hb(Hemoglobin) héng ciu. HbAlc dugc xét
nghiém trén mot mau méu nhoé va dwoc thuc hién xét nghiém dua trén nhiéu
phuong phéap khéc nhau. Két qua duoc dua trén ti 16 phan traim hemoglobin cua
mau.

Dugc danh gia la mot trong nhiing xét nghiém tbt nhét dé kiém soat duong huyét
trong co thé, xét nghiém HbA1c cho biét muc duong huyét cua bénh nhan trong
khoang 2-3 thang vira qua. Xét nghiém gitip bac si c6 danh gia tong quat qua
trinh kiém soat luong duong trong khoang 2-3 thang vira qua nhim c6 nhing
didu chinh thich hop hay can thiép sau hon véo qua trinh diéu tri.

2. bidu chinh thiét bi vé zero véi nudc cit.
3. Cho vao cutette:

R1 (uL) 360
Calibrator or sample (pL) 10

4. Tron vau 5 phat.
5. Cho vao cuvette:

Ro () - ‘ 120

6. Tron va doc he sb hap thu A sau 5 phut

TINH TOAN
% HbA ¢ dugc tinh todn dya vao duong cong Calib (Calib 4 mirc)

KIEM SOAT CHAT LUQNG

HbA1c Control (Ref: 43106) nén sir dung dé theo ddi trén méy sinh hda ban tu dong, tu
dong. Control can phai ly gidi sau khi da ra dong.

M3i phong Xét nghiém nén thiét lap ké hoach kiém soét chit luong riéng va phuong an
higu chinh néu gié tri kiém chuan khong nim trong dai cho phép.

GIA TRI THAM KHAO

- Gi tri mong mudn: < 6% khong bi tiéu duong. < 7% ngudng kiém soat duong huyét
cta ngudi bénh tiéu duong.

Gié tri nay chi c6 tinh tham khao, m&i phong xét nghiém nén thiét 1ap riéng cho minh.

PAC TINH HIEU SUAT ) )
Dai do: Tur giGi han phat hién 2% dén gisi han tuyen tinh 16%.

HOA CHAT B¢ chinh xac:
R1 Latex 0,13%, Buffer, stabilizer.
Mouse anti-human HbAsc monoclonal antibody 0,05mg/ml,
R2 goat anti-mouse IgG polyclonal antibody 0,08mg/dl, Buffer,
stabilizers. Intra-assay (n=20) Inter-assay (n=20)
R3 (Hemolysis reagent) Water and stabilizers Mean (%) 9,95 12,15 5,97 12,21
| Optional Ref: 43105 HbA,c CALIBRATOR. (4 levels). SD S 0.19 018 014 0.15
P Ref: 43106 HbA.c CONTROL. (2 levels). SS3 L) S - L S N F. 7 N U M- 1 N E— oL
Ke'[ qua dat duo’C khl khao sat 50 mau nhu sau:
THAN TRONG HE s6 twong quan (r): 0.995

TAt c4 cAc mAu VAt con ngudi da duge danh gi 1a ¢6 kha nang nguy hlem sinh
hoc. Do do, phdi that Than trong trong khi xir Iy mau (mang gang tay, quin 4o
phong thi nghiém, tranh tiép xtc véi mau).

CHUAN BI
Hoa chat R1, R2 va R3 s&n sang sir dung.
Tron déu trudce khi s dung.

LUU TRU VA ON PINH

Khi chua mé nip, héa chit s& duoc sir dung dén hét han sir dung khi luu trit &
nhiét do 2~80C. Trong khi sir dung, tranh tiép xdc truc tiép v6i anh sang va gay
nhiém.

R1 va R2 6n dinh it nhét 1 thang khi m& nép khi huu trit & 2~80C.

Khéng sir dung hda chat da hét han s dung.

DAu hiéu nhan biét héa chat hu:

Su thay ddi vé& mat vat ly caa cAc chét phan tng hozc cac gia tri cia QC ndm
bén ngoai pham vi chap nhan ciia nha san xuit cé thé [a mot dau hiéu cua su bat
4n thuéc thir.

THIET BI YEU CAU

- Méy phan tich quang phd hoiic do mau ¢ 660 nm
- Cuvettes duong dan sang 1,0 cm

- Dung cu phong xég nghiém

MAU

- Thu thép méu tinh mach véi EDTA Str dung K§ thuat vo trang. HbAB1c trong
méu toan phan duoc thu I thap véi EDTA 6n dinh trong mét tudn 62 - 8°C.

Dé Xac dinh HbAlc, mau trudc tién phai duoc ly giai:

1. Cho 1 ml héa chit vao éng dén nhén: Calibrator, Control, bénh nhan, vv Luu
y: nhya hoac éng kinh kich thuéc - phd hop déu dwoc chép nhan.

2. Cho 20 ul méu toan phan vao éng chira hda chét ly giai dan nhén thich hop.
Tron déu

3. Bé én dinh trong 5 phat hogic cho dén khi qué trinh ly giai hoan thanh. Mau
d3 ly giai lwu trix 16n dén 10 ngay & 2-8 °C.

QUY TRIiNH PO

1. Bidu kién xét nghiém:

- Budc séng: 660 nm

- Cuvette: duong dan sang 1cm
- Nhiét do: 37°C

Phuong trinh tuyén tinh: y = 0, 985x - 0,047
Céc két qua cua dat tinh hiéu suit phu thugc vao méy xét nghiém sinh hoa duoc sir dung.

NHIEU KET QUA

Bilirubin ~ 50 mg/dL, ascorbic acid ~ 50 mg/dL, triglycerides ~ 2000 mg/dL, )
carbamylated Hb ~ 7,5 mmol/L va acetylated Hb ~ 5,0 mmol/L khdng anh huéng den
két qua.

Danh séch céc thudc va cac chat nén gay nhidm khéc ddi véi viée xac dinh bilirubin da
dugc béo cdo boi Young et. al.

CACLUUY

1. Sir dung cac meo lam sach pipet ding mét 1an cho ky ciia né

2. SPINREACT c6 tai liéu hudng dan cho mot vai May xét nghiém sinh hda tu dong. Tai
ligu hudng dan nhidu hon vé chung ciing ¢6 sn néu dugc yéu cau.
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PONG GOI
Cont. Ref. 43099 Ref: 43100 Ref: 43101
R1: 1%15 mL 1x30mL 1 x5890 mL
R2: 1x5 mL 1x10mL 1x30 mL
R3: 1x60 mL 1x125mL 4x125mL
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