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Thude thir dinh lirgng Albumin
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# KHONG ding da I 2 hdng/trdanh dnh sing IS0 13485:2016

1. MUC DiCH SU DUNG

Xét nghigm dinh hrong mf‘mg dé Albumin (ALB) trong
huyét thanh hode huyét urong,

2. GIOT THIEU CHUNG
a. Chi sir dung cho chin dodn In vifro

b. Chin dodn phai duoc thye hign mt cach todn dign bing
cach két hop két qua xé1 nghiém vai ri¢u chimg lim
sang vi tham khio ¥ kién bic si chuyén khoa.

¢. Vige sirdyng san phiim nay phai tin theo hurong din sir
dung di kém dé dam bao két qua chinh xic.

d. Néu sir dung méy phin tich tr déng, vui long doc ki
hwrdmg din sir dung.

TOM TAT CO BAN

Albumin 13 mét chit keo ty nhién cé nhiéu trong huyét
tremg (rong hegng phin e 69 kDa). Diém manh siin co trén
thj trirdrmg B 3.5% - 5%. Albumin hyperoncotic, 20% -25%,
ciling ¢6 sin & mot 56 ving. C6 su vin chuyén binh thuomg
cua albumin qua ndi moé dén ké va 60% albumin nim &
ngoai mach. Albumin duge vin clltlyén trev lai hé thi:rllg tuin
hodn qua hé thong bach huyét. Albumin 5% lam gidn né thé
tich huyét twomg bing 80% thé tich dich truvén; wuyén 10
mL/kg albumin 5% lim ting albumin huyét thanh 10%
trong 6 dén 8 gir. O nhimg bénh nhin ndng, su ro ri albumin
ting lén va vige bd sung nhi¢u albumin hon chi gép phin
giy ra phit ngoai bién (tirc 13 “bay albumin™). Mic dit hi¢u
qua m& rong the tich tuyét v cia albumin, cic thir nghiém
lim sdng ngau nhién khong tim thay uu (hé hon so véi dang
tinh the.

3. VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurde mudi sinh 1y 0,9% hodic mrée cit pha tiém.
- Micropipet vi dung cy phong thi nghié¢m co bin khic.

- MEASURE Muli Calibrator v MEASURE Human Lyo
L-1 vi MEASURE Human Lyo L-2

4. THANH PHAN THUOC THU VA CHUAN BI
- Thube thir 1: Bromocresol Green Sodium Salt.
Thube thir | sin sing dé sir dyng ngay

- Khi di mé néip, thude thir s& on dinh trong 30 ngiy khi bao
quin wén may xét nghig¢m Hitachi 7180,

- Sir dung cho nhiéu dong may xét nghiém tir déng.

- Chit chuin MEASURE Multi Calibrator (bdn rieng): Cho
chinh xac 5.0mL nudc cit pha tiém vio lo chit chuin
(MEASURE Multi Calibrator), dé & nhigt d§ phong 45 phut.
dao ngrge lp chit chudn vii lin cho déu trudc khi sir dung,
Sau khi hodn nguyén, san phim c6 thé sir dung ngay ma
khong cin pha lodng.

- Vil liéu kiém soit MEASURE Human Lyo L-1 v
MEASURE Human Lyo L-2 (bin riéng): cho chinh xic
5.0mL murde cit pha tiégm vio 1o vit liéu kiem sodl va dé &
nhiét do phong 45 phii, dio ngwge lo vat lidu kitm soat vii
lin cho déu trude khi sir dung. Sau khi hodn nguyén, san
phim co thé sir dyng ngay mé khong cin pha lodng.

5, CHUAN BI VA BAO QUAN MAU

- Huyét thanh: Chor cho dén khi miu déng t hoin todn. Liy
phin noi phia trén dé lm bénh phim

- Huyét twong: Xir I miu mau_bf:ng chat chong déng mdu
(Li - heparin v K2 - EDTA); dé yén trong 3 gir hodc ly tim
vir Itfnc dg 2000 yong/phit trong 2 phit; !‘-.Ity 16p huyét tromg
(phan noi phia trén) ding 1am bénh pham.

- Phén tich miu ngay sau khi thu thip. Trong truémg hop
bao quan mau 2 — 8°C, phin tich irong vong 7 ngdy.

- Sy an dinh
*  3Ingiyd 15-25°C
e Tngava2-8°C
o 6O thing & < -20°C

- Tham khao muc yéu t0 dnh hudng dé biét thém thong tin
vé khi niing giy nhiéu miu.
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6. NGUYEN LY BO

Albumin trong mau bénh pham lién két vai Bromocresol
Green (BCG) vi tgo ra phirc miu xanh lam. Nong d6
albumin trong mau bénh phim c6 thé duge xic dinh bing
cich do d6 hdp thy cia phite chit duge 120 ra.

Albumin  +  Bromocresol Green (BOG)

— Athumin Bromocresol Green Complex

7. QUY TRINH TIEN HANH

San pham tiremg thich véi nhi¢u dong mdy xét nghiém r
dong khdc nhau. Duedi ddy 1d quy trinh tham khio.

e

Miu + Thude thir | ———> Do Abs & 660/700nm

2.0pL 200pL

——> Nongdo ALB

Quy trinh 1ién hinh dwge xiy dyng wén dong miy xét
nghiém sinh hoa tr déng Hitachi. Tham khio mypc 13.
THONG SO CAI DAT CHO MAY TU DONG nhimg
théng s6 cai diit rén may. Lién hé Cong ty TNHH San xuit
& Thwong mai Huma Medical cho quy trinh tién hanh trén

nhimg dong miay khic.

8. TINH TOAN VA CHUYEN BOI BON VI
Tinh todn

- Tinh AAbs coa mau va tiéu chudn so vai man ring
- V& duémg chudn ALB = f{AAbs)

- Tinh ndng do ALB trong bénh phim bing cich sir dymg
dirdmg chuian (thire hién quy trinh trong tr doi vii vit liéu
kic¢m sodit)

Chuyén d6i don vi

gidl x 10 = g/L

9. HIEU NANG VA TUONG QUAN
i. Khoing do

- Két qua xét nghiém tuyén tinh trong pham vi nong do ALB
tr 1 -70 g/L.

- Néu llﬁllg di cia mau vugt qua pham vi xét nghiém, pha
lodng miu bing mudc mudi va Kip lai phép do.

b, Gidi han phdt hién

Limit of Blank {LoB) - 0.5¢gL
Limit of Detection (LoD) = L5g/L
Limit of Quantitation (Lo(Q) - 1.0 g/L

Gia trj LoB, LoD, LoQ duge xdc dinh dira theo tiéu chuin
EP17-A2 cia CLSIL

Gid iri LoB Id ndng dé chit phin tich cao nhit dy kién dugc
tim thiy khi chay 13ip lai mdu tring. LoB trong {img vdi nong
dé ma durdi gid 1ri d6 xac sudt phat hién miu tring 12 95%.

Gid trj LoD xdic dinh dira trén LoB va do léch chuin cia
miu nong dé thip. LoD twong fmg véi nong dé thap nhat
chilt phin tich o the dwoe phit hién (gid tri nong dé cao
hon LoB vdi xic swit 95%).

Gid tr] LoQ 1 gid tr nong dé thiip nhit ¢6 theé do lromg duge
vii sai 0 toan phin cho phép 1a 20%. LoQ dugc xic dinh
bing cach chay méu nong dé thip.

c. Hidn ndng

- D6 nhay: Sy thay doi d h.'ip thy khi do mrde eit pha tiém
dao dong tir 0,025 den (.125 vi khi do miu ALB nong dé
40 ¢/L dao déng tir 0.07 dén 0.35

- Bé chinh xic: khi do miu kiém sodt, két qua chénh léch
trong khodng +10% so vai gid tri gn.

d. D chum (1rén médy Biolis 30i / SK300)

Dir liéu higu ning ve di chum dgi dién cho hé mdy/dong
may durge dua ra duai diy.

K&t qua ¢d the khic nhau giita cac phong xét nghigm.

B¢ chum duge tinh todn sir dyng mian vat lidu kiém sodt
tudn theo tiéu chuan duge ap dung cua CLSLEPS-A2 vai do
I3p lai, do tdi Lip vt do chum todn phan (sir dyng | miu
trong 1 lin chay, 2 Lin chay trong ngily vi chay trong ving
20 ngay), Keét qua thu dige nhur dudi day.

Ticuw chi: P) Wap lai (CV Within-run precision) nho hom

1% va P chum toin phin (CV Total precision) nhé hon
3%,

B lap lai ‘i’;’;‘" ;ﬁf ;;’
Control Lvo L-1 4093 029 0.71
Conirol Lyo L-2 65.61 031 048

" 4 I
Do tai lap ‘*’if,}” ;;f [;;
Control Lyo L-1 4003 0.76 186
Control Lvo L-2 65.61 095 44
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4o ; 3 Mean R v
B ehum todn phan ol ol o
Control Lyo L-1 40,93 079 1.93
Control Lyo L-2 65.61 (.97 |48
10, GIA TRI THAM CHIELU

41-51g/L

Pham vi tham chiéu phai durge thiét Iip riéng cho méi co s¢
xé1 nghi¢m dyra trén sy dinh gid todn difn ¢ia cac két qui
xét nghiém va tri¢u chimg lim sing, cic két qui do khic
ciing nhwr diic diém sinh hoe din e khu vyre do.

11. YEU TO ANH HUONG
- Hoi ehimg vang da: Nong dé bilirubin lién hop vl bilirubin
tr do 1én dén 20 mg/dL khéng anh hirong ding ké.

- Tin huyet: Khong co sw anh huémg ding ké cia nong do
hemoglobin 1én dén 500 mg/dL.,

- Lipid huyet (Intralipid): Nong do triglyecerid khong gay
nhiéu ding ke [én dén 3000 FTU,

- Axil ascorbic: Khéng cé sir anh hréng ding ké cia néng
dé axit ascorbic 1én dén 50 mg/dL.

- Péi véi muyc dich chin dodn, két qua phai luén dge dinh
gid cung vai bénh s khim lim sing vi cdc phit hign khic
ciia bénh nhin. Vui léng sir dyng cic phirong phap khic néu
két qua bj anh hwong bai bit ki yéu 16 nao.

12. BAO QUAN. SU DUNG VA THAI BO

Ciim nim

1. Miu bénh pham pham c6 nguy co chira cic tic nhin
truyen nhiém nguy hiém nhu HIV, HBV, HCV. Vui long
deo ging tay vi kinh biio ho khi cim niam.

2, Néu thude thir iy vao mit, da hay nuét phii, nia sach vii
thit nhiéu nwde va lien hé bac s néu cin thiét.

3, Néu thude thir bj do, xa vai thit nhiéu mreée vi lau sach.
Néu miu pham bi do, xir 1i phin chit long véi con 80% va
lau sach bing khan gidy.

St dung

1. Bao quan thube thir dudi di¢u kién chi dinh. Khong sir
dung thude thir hét han.

2, Khong tii sir dung chai lo vi dyng cu phy trg cua b thuoe
thir cho muc dich khac.

3. Khong tron Ian thude thir khic 16 san xuir.

34

4. Khéng thém thuoc thir mdi vio thuoc thir dang sir dung
bat ké 16 san xuit,

Thi b

1. Tit i cic mau bénh pham ciing nlur dung cy (vi dy n‘mg

Eiy miu) phai duge xi li theo s6 tay hudng din st dung vii
dung cu v 1€ i co 5o hodic xir li theo cic cich sau:

» Hiip wét trong autoclave & nhiét do 121°C trong hom 20
phit. Khong xir Iy hip wot véi san phim co chira natri
hypoclorit con dir.

+ Ngim trong dung dich mrée Javen it nhit 1 gio (nong do
clo hoat dgng toi thiéu 1000ppm).

2. Thuoc thir ¢6 chira Natri Azit 0.05% lam chit bao quan.
Natri Azit ¢6 thé phan tmg véi chi hodc dong tao thanh vit
ligu cé tinh no cao. Khi thai bo nén tién hianh véi hegng lon
TIGRC.

13. THONG SO CAl1 PAT CHO MAY TU BONG
< Cho ding may Hitachi

Phuong phip tinh todn Do diém cudi
Miu 2.0
Thé tich (pL) Rl 200
Chinh i)
Burde Song (nm)
Phu 700
Biém | 10
Piémdo (chuky)  Piém2 34
Biém 3 -
Burémg chudn Linear
Bom vi g/dlL

14. HU'GNG DAN VA CANH BAO KHAC
- Két qui c6 thé thay doi tity thude vio ti 1é miwthude thir.
Lién hé v6i k¥ sir vin hanh dé diéu chinh thong s6 cai dint

cho cic dong may khac nhau.

- Tién hanh higu chuin hing ngay trwde khi xét nghiém.
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15. QUY CACH PONG GOI

Mi SP Bang ghi Test/Kit™  Test/Kit™
1TADIGA R1 2x60mL 600 Q00
ITAGGAZ R1 4x60mL 1200 1800
1TAOIGAR R1 6x60mL 1 800 2700
11AODGA R 8x60mL 2400 600

TLADLG R1 2x90mL Q00 1350
[ 1AG]6-2 Rl 4x90mL 1800 2700

11 ADDG R1 6x90hmL 2700 4050

# Dinh cho midy ty ddng cong suil trung binh: SK300; BS
series; BA200; BA400, Chemwell Series; Dirui Series;
Biolyzer series, HumanStar 300, Erba Scrics: Bioclab
Series, BX 3010: Picius P500.....

** Danh cho may tir dong cong suit lom: CAS00; CA400;
Randox Imola; Randox Modenat: BM 6010; Biolis30i;
SEs00; AU Series: Pictus P70, C series; Ci series;
HumanStar 600; Kenolab series

So lwgng test dwge de cip bén (rén duge tinh todn dyra trén
théng s6 k¥ thudt cia mdi thiét bi. $6 lidu thie & c6 thé cao
hom tinh todn.

S6 lugng test duge de cip bén wén di gom sw hao hwt do
the tich chél cia lo hoa chat numg chua bao gom sy hao
it cho chit chudn vi chiit hiéu chinh.

Dé nhin thém théng tin chi tict, vui long lién hé voi cac dai
I phin phai duge uy quyen.
16. TAI LIEU THAM KHAO

1. Christer Svensén, Peier Rodhe, in Pharmacology and
Physiology for Anesthesia, 2013

2. CLSINCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EP05-A2, 2004

Ak

CLSI EP17 + Evaluation of Detection Capability for
Clinical Laboratory Measurement Procedures, 2nd
Edition, 2017

4. Tailigu ngi by, UMA Diagnostics

17. NHA SAN XUAT

UMA Co., Ltd,

2-19-6 Yokosuka, Matsudo City, Chiba

Prefecture 270-0031

TEL: 047-710-4871 {dial-in) FAX: 047-710-4872
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