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SPINREACT C€ KALB-TURBI
Microalbumin-turbilatex
Latex turbidimetry
Xac dinh ham lwgng microAlbumin (LALB) trong IVD 5. Thém vao méu/ calib:
Luu trir: 2 ~ 8°C Blank Calibrator /Sample
NaCl 9 g/L (uL) 7.0 -
NGUYEN LY PO Calibrator or sample (L) - 7,0

Microalbumin-turbilatex 1& mot xét nghiém turbidimetric dé xac dinh ham
lwong ciia microalbumin (LALB) trong nu6c tiéu ciia con ngudi.

Céc phan tir latex phu khang thé dac hiéu albumin con nguoi sé lién két
khi tron véi mau chira pALB. Cac ngung két ndy la nguyén nhan lam thay
dbi @6 héap thy, phu thudc vao ndng dé ALB cia mau bénh nhan, dinh
lwong bing céch so sénh véi mot ndng d6 calibrator pALB da biét trdc.

DAU HIEU LAM SANG

Microalbumin niéu dwoc x4c dinh hién tai nhu téc d6 bai tiét albumin tir
20 dén 200 mg/L, ma no tht sur cao hon gia tri binh thuong nhung van con
thdp hon gia tri nhin thay & nhitng bénh nhan véi protein ni¢u "man tinh".
Microalbumin niéu 14 diu hiéu ting nguy co bénh tim mach ciing nhu bénh
tiéu dudng & bénh nhan phu thudc insulin dai thao duong ciing nhu véi
bénh nhan dai thio duong khong phu thudc insulin. Gin diy hon,
microalbumin ni¢u ciling tim théiy dugc voi bénh tim mach trong nhém
nguoi khong bi bénh dai thdo duong. Trong thuc té, microalbumin niéu c6
thé hién thi 12 mot yéu td nguy co bénh tim mach & nhimg nguoi khoe
manh.

HOA CHAT
Diluent (R1) | Glycine buffer 100 mmol/L, pH 10,0. Preservative.
Latex (R2) Particles coated goat IgG with anti -human albumin, pH
8.2. Preservative.
Liquid Calibrator. Microalbumin concentration is stated on
WALB-CAL the vial label.
Optional Ref.:1107073 Microalbumin control.
THAN TRONG

Céc thanh phan nay ¢6 ngudn géc tir ngudi da duoc kiém tra va tim thiy
am tinh véi HBsAg, HCV va khéang thé HIV (1/2). Tuy nhién phai than
trong tranh 1ay nhiém.

CALIBRATION .
Gid tri nong do cua lo Calib nay da dugc chuan hoa theo International
Reference Material CRM 470/RPPHS

CHUAN Bl X
Hoa chat va calibrator san sang sir dung

LUU TRU VA ON PINH

Khi chua mé nip, hoa chét s& dugc s dung dén het han st dung khi luu
trit & nhiét d6 2~8°C. Trong khi st dung, tranh tiép xuc truc tiép véi anh
sang va gy nhiém.

Khéng sir dung hoa chét d hét han sir dung

Déu hiéu nhén biét hoa chét hu:

- Xuét hién hat va duc

THIET Bl YEU CAU

- Méy phan tich quang phé hodc do mau ¢ 540 nm
- Cuvettes duong dan sang 1,0 cm

- Dyng cu phong xég nghiém

MAU

Mu nude tiéu 24 gid hodc / miu nudce tiéu budi sang. Khuyén cao dé diéu
chinh pH dén 7,0 bang NaOH / HCI 1 mol/L. DB én dinh 7 ngay & 2-8°C
Khi natri azit 1 g/l dugc thém forhindre 6 nhiém.

Nude tidu nén ly tim trude khi thir nghiém

QuUY TRINH PO

1. bidu kién xét nghiem:

- Budc song: 540nm (530-550)

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

2. Diéu chinh dung cu dén gia tri zero bing nudc cét.
3. HGt mau cho vao cuvette

Blank
R1: Diluent (mL) 0.8
R2. Latex _(mL) 0,2

4. Tron va doc hér sé hap thu (Blank reagent)

6. Tron va doc hé s6 hap thu ngay (A1) va doc sau 2 phit (A2)
TINH TOAN

(Az-A1 )sample

(Az2-Ad)caiibrator

x Calibrator concentration = mg/L albumin

KIEM SOAT CHAT LUQNG )
Huyeét thanh mau chuan duoc khuyén cao theo doi hiéu suat cua xét nghiém:
SPINTROL Microalbumin (Ref. 1107073).

GIA TRI THAM KHAO

Gia tri binh thucmg 1én dén 30 mg/ mAu nudc tiéu 24 gio va 20 mg/L trong mau
nudc tiéu lay vao budi sang som.

Gié tri nay chi c6 tinh tham khao, mdi phong xét nghiém nén thiét I4p riéng cho
minh.

PAC TINH HIEU SUAT

1. Giéi han tuyén tinh: Lén dén 150 mg/L, theo cac didu kién khao nghiém dugc
mo ta.

M3u vé6i ndng do cao hon s& pha loang 1/5 véi NaCl 9 g/L va kiém tra lai mot I4n
nita. Gisi han tuyén tinh phu thugc vao tyle thudc thar mau, phan tich duoc sir
dung. N6 s€ cao hon bang céch giam khéi hrgng mau, mic dun do nhay cua thir
nghiém sé duogc Giam can xing.

2. Gi6i han phat hién: gi4 tri < 2 mg/L s& khong cho ra két qua (két qua = 0).

3. Anh huéng prozone: Khéng anh huéng béi prozone phat hién Ién dén 1000

mg/L

4. B nhai: A 3,8 mA. Mg/L

Do chinh xac:
EP5 CV (%)

+/- 10,36 mg/L +/- 16,95 mg/L +/- 57,33 mg/L

Total 4.5% 3.1% 2.5%
Within Run 1,9% 1,4% 1,1%
Between Run 41% 2,7% 2.3%
Between Day 0.0% 0.0% 0,0%

D¢ chinh xac: Cac két qua dat dugc khi sr dung hoa chit SPINREACT (y) da
khong cho thiy su sai khac hé théng khi so sénh vai cac hoa chit thirong mai khéc
(x).

Két qua dat dwoc khi khao sét 49 miu nhu sau:

Hé s6 tuong quan (r): 0.99.

Phuong trinh tuyén tinh: y = 0,424x + 10,55

Céc két qua cua dat tinh hiéu suit phu thugc vao méy xét nghiém sinh hoa duoc sir
dung.

NHIEU KET QUA

Glucose (2 g/L), hemoglobine (10 g/L) va creatinine (3 g/L), khdng bi anh huéng.
Urea > 1g/L va bilirubin > 10 mg/dL s& bi anh huong.

Danh séch cac thudc va céc chat nén gay nhidu khac vui long tham khao muc 6.

CACLUUY ]

Chan doan 1am sing nén khong duoc thyc hi¢n trén nhiing phat hién cua két qua
xét nghiém duy nhat, nhung c6 nén tich hop dit liéu Ca hai I1am sang va phong thi
nghiém.
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PONG GOI

Ref: 1107170 A1. Diluent: 1 x 40 mL
Cont. R2 Latex:1x 10 mL

HALB-CAL: 1 x1mL
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