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1. MUC DiCH SU DUNG

Xét nghiém dinh lhegng nﬁng dg Total Bilirubin (T-Bil)
trong huyét thanh hojc huyét tromg.

2. GIO1 THIEU CHUNG
a. Chi sir dung cho chan dodn fi vitro

b. Chin dodn phai dugc thyc hi¢n mét edch toan dign bing
cich két hop két qua xét nghi¢m voi irigu chimg lam
sing vi tham khao v kien bic sT chuyén khoa.

c. Vige sir dung sin phim nay phai tuin theo huéng dan sir
dung di kém dé dam bio két qua chinh xic.

d. Néu sir dyng miy phan tich ur dong, vui long doc ki
lurdmg dan sir dung.

TOM TAT CO BAN

Nhur d thio ludn véi qui trinh trao doi chat binh thirémg,
bilirubin li san pham cia qua trinh phin hiay heme. No tén
tai & dgng lién hop (hoa tan trong mede) va khong lien hgp
(hoa tan lmng lipid), dugre bio cio khong chinh xic Ia cic
phin tryrc tiép va giin tiép. Em]rﬂg imng. Bilirubin hu:.rel thanh
tharémg durdi 1 mg/dL va chit yéu khong lién hop. Nong d
huyét thanh ting cao xdy ra trong hiu hét cic bénh gan
nghiém trong; mire do tAng trong quan vai lién lugng trong
xo gan mit nguyén phat, viém gan do nrgu va suy gan toi
cip. Sir xuat hign cna bilirubin lién hop trong mau duge cho
i do trao nguoe tir 1€ bio gan, nhung diéu nay khong phin
biét dirge nguyén nhan tic nghén va nhu ma. Cic nguyén
nhin khic giy ting bilirubin bao gom hdi chimg Gilbert,
tiing san xuit (vi dy, tAn huyét, tao hong ciu kém hiéu qua,
tai hdp thu mau ) vi réi loan viin chuyén bilirubin di
truyeén.

3. VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurde mudi sinh 1y 0.9% hodic mréc cit pha tiém,
= Micropipet va dung cu phong thi nghiém co ban khic.

- BIL Calibrator vi MEASURE Human Lyo L-1 v
MEASURE Human Lyo L-2,

4. THANH PHAN THUOC THU VA CHUAN BI

- Thudc thir R-1: Cholic acid; Ascorbate oxidase
Thuoe thir R-1 sin sang dé sir dyung,

- Thuiic thir R-2; Tartaric Acid, Bilirubin Oxidase (BOD)
Thudc thir R-2 sin sang dé sir dyng.

- Khi da mé nip, thude thir s& on dinh trong 30 ngiy khi bao
quan trén mdy xét nghi¢m Hitachi 7180,

- Sir dyng cho nhiéu dong miy xét nghigm ty dong.

- :’C‘hﬂi chuﬁp BIL Calibrator (ban riéng): Cho 2 mL mrdc
cil vio g, dé o nhig¢t d¢ phong trong 20 phiit v thinh thoang
lit ngwrge nhe Ip trude khi sir dyng. Sau khi hoin nguyén,

ED thé sir dyng dé xiy dymg dwdmg chuan ngay ma khong
¢in pha loing.

- Vit liéu kiem soat MEASURE Human Lvo L-1 va
MEASURE Human Lyo L-2 (bin riéng): cho chinh xic
5.0mL mrée cat pha tiém vao lo vt ligu kiém sodt v dé &
nhigt dg phong 45 phat, dio nguge lo vt liéu kiem sodt vai
lin cho déu trude khi sir dyung. Sau khi hoan nguyén, sin
phiim ¢6 thé sir dung ngay ma khéng cin pha loing.

5. CHUAN BI VA BAO QUAN MAU

- Huyét thanh: Ché cho dén khi mau déng ty hodin toin. Ly
phén néi phia trén dé lam bénh phim

- Huyet tuomg: Xir ¥ miu mau bing chit chong déng (huyét
twomg Li-heparin va K2-EDTA); dé yén trong 3 gitr hojc ly
tim voi e dd 2000 vong/phit trong 2 phiit: lay Iép huyét
tremg (phan noi phia wrén) vi ding lim bénh phim.

- Phin tich mau ngay sau khi thu thip.
- D6 on dinh:

¢ |ngava 15-25°C

o  Tagiyd2-8°C

e Gthing o <-20°C

- Tham khdo myc véu 10 anh hudmg dé bict thém théng tin
vé kha niing giy nhiéu mau.
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6. NGUYEN LY BO

Bilirubin toan phin bi oxy héa bai Bilirubin oxidase (BOD)
vi d6 hip thu Bilirubin sé gidm xuong. Tong lwong
Bilirubin cé thé thu dwgc bing cich do dé hip thy giam.

Total Billirubin + 1/20, —2% 5 Biliverdin + H.0

7. QUY TRINH TIEN HANH

San phim trong thich véi nhiéu dong mdy xét nghiém nr
dong khac nhau. Dudi day 14 quy trinh tham khao.

e

Miu + Thuocthirl —55—> Do Absl

5.0uL 135uL (450/600mm)

—TE5 s Thubethii2 —=“>  PoAbsll
45uL (450/600nm)

—>  AAbs ¢450/600nm —> Nong d¢ T-Bil

Quy trinh tién hinh dwoe xiy dymg trén dong miy xét
nghi¢m sinh héa tr dong Hitachi. Tham khio myc 13.
THONG SO CAI DAT CHO MAY TU DONG nhimg
thong s6 cai djit rén may. Lién hé Cong ty TNHH San xuit
& Thuwong mai Huma Medical cho quy trinh tién hinh trén
nhimg dong may khic.

8. TINH TOAN VA CHUYEN POI PON VI

Tinh todn

- Tinh AAbs ciia midu vi tiéu chuin so vai miu tring

- Vé duong chuin T-Bil = fiAAbs)

- Tinh nong do T-Bil trong bénh phim bang cich su dung
durimg chudan (thyre hign quy trinh tuong e doi v vit ligu
ki¢m soat)

Chuyén dii dom vi

mg/dL x 17.1 = pmol/L.

9, HIEU NANG VA TUONG QUAN
a. Khodng do

- Ké1 qua xé nghiém wyén myén tinh trong pham vi nong
dg T-Bil nhd hon 513 pmol/L.

- Néu nong dg ctia mau vugt qua pham vi xét nghi¢m, pha
lodng miu bing nude muoi va lip lai phép do.

b. Gidi han phdt hign

Limit of Blank {LoB) (.15 pmol/L

Limit of Detection (LoD} 0.75 pmol/L

Limit of Quantitation (LoQ) =

Gié tri LoB, LoD, LoQ duge xdc dinh dya theo tiéu chuin
EP17-A2 caa CLSI

(.75 pmol/L

Gid irj LoB 14 nong d§ chit phén tich cao nhit dyr kién dwrge
tim thay khi chay 13p lai miu tring. LoB tuong {mg vii nong
A6 ma dudi gid tri do xdc suat phat hign mau tring 13 95%.

Gid trj LoD xic dinh dya trén LoB va dg Igch chuin ciia
mau nong dé thip. LoD wrong img vai nong dg thip nhit
chat phén tich cé thc dirge phit hign {gia trj nong dg cao
hon LoB véi xdc suit 95%).

Gidtrj LoQ) 1a gia Lr; nung di Ihdp nhit 6 thé do luimg durgre
Vol sai 50 [odn lel cho phep li 20%. LoQ) duge xic dinh
bing cich chay mau nong dé thip.

o Hign ndng

- B nhay: Sir dung nurdre cat, s thay doi do hap thy 13 0.001
- 0.050; sir dyng dung dich Total Billirubin 171 pmol/L., sie
thay doi d¢ hip thy tir -0,25 dén -0.04 Abs.

- D& chinh xdc: khi do mdu kiém sodt, két qua chénh léch
trong khodng £+15% so voi gid trj gan.

d. D chym (trén may Biolis 301 / SK300)

Dir ligu hi¢u ning vé dé chum dai dién cho hé miy/dong
mity durge dura ra duoi diy.

Kél qua co thé khic nhau gitra cic phong xét nghigm.

D6 chym duge tinh toan sir dung mau vii liéu kiém sodt
tudn theo tiéu chuan dirge ap dung cia CLSI EP3-A2 vii do
Lip lai, d6 i 13p vi do chum todn phan (sir dyng 1 miu
trong | lan chay, 2 lan chay trong ngdy va chay trong vong
20 ngay). Két qua thu duge nhur dudi day.

Tiéu chiz: B§ Lip lai (CV Within-run precision) nho hon
5% va Bj chum toan phin (CV Total precision) nhé hon
8%.

Mean 5D C¥

D Idp foi pmol /L pmol /L %
Control Lyo L-1 16.88 0.29 170
Control Lvo L-2 7043 0.78 {198
it Mean AYB] '
gl pmal /L pmol /L L
Control Lyo L-] 16.5% 0.47 280
Conirel Lyo L-2 1943 1.38 1.74
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P chum todn ;:Jniln Meay 50 ¥

o pmal /L umaol /L g
Control Lyo L-1 16.58 0.51 305
Control Lyo L-2 T 43 1.49 187

e. 8o sanh arong quan
Nguyén tie do trong tr (n = 100)
Phirong trinh hoi quy: v = 1.049x + 0.443
Hé 50 twong quan: r = 0,9999
{y: gid rj thu duge tir phuremg phip nay)
Tai li¢u tham khdo dé higu chudn
NIST SRM916

10, GIA TRI THAM CHIEU
34-17.1 pmol/L

Pham vi tham chi¢u phai duge thiét lip riéng cho mdi co s¢
xét nghigm dya rén sie dinh gid todn digén cua cic ket qua
xét nghiém va tri¢u chimg lim sing, cac két qua do khac
cling nhr diic diém sinh hoe din cir khu vire do.

11. YEU TO ANH HUONG

- Tan huyeét: Khong ¢6 sir anh huwong ding ké cia nong do
hemoglobin trong mau tan huyét 1én dén 180 mg/dL.

- Lipid huyét (Intralipid): Nong do triglycerid khong giy
nhiéu ding ké 1én dén 3000 FTU.

- Acid ascorbic: Nong do acid ascorbic 1én dén 50 mg/dL
khéng anh hwong 161 két qua.

- P6i viéi myc dich chan dodn, két qua phii luén duge dinh
gid cing vdi bénh sir, khitm lam sing vi cde phit hién ke
ciia bénh nhin, Vui long sir dyng cic phuong phap khic néu
két qud bj anh huomg bai bit ki yéu 16 nio.

12. BAO QUAN, SU DUNG VA THAI BO

Ciim néim

I. Miu bénh phim cé nguy co chira cic tic nhin truyén
nhiém nguy hiém nha HIV, HBY, HCV. Vui long deo ging
tay vi kinh bio hé khi cim ndm.

2, Néu thuoe thir iy viio miit, da hay nuot phai, ria sach véi
thit nhiéu nuwde va lién hé bic si néu cin thict.

34

3. Néu thudc thir bj d6, xa vai thit nhidu nirée vi lau sach.
Néu mau pham bi dé, xir 1 phin chit 1ong véi con 80% va
lau sach bing khiin gidy.

St dung

I. Bio quan thude thir dudi dicu ki¢n chi dinh. Khong str
dung thude thir hét han.

2. Khéng tai sir dung chai o va dung cu phu trg ¢ia bd thuoe
thir cho muyc dich khic.

3, Khong tron lin thude thir khic 16 san xudt.

4. Khéng thém thudc thir méi vio thude thir dang sit dung
bat ké 16 san xual.

Thdi bo

1. Tit ¢a cic miu bénh phfnm ciing nhir dung cy (vi dy Ebng
Liy miu) phii duge xir 1i theo s6 tay hudng din sir dung véi
dung cu v 1€ 13i co s& hode xir li theo cic cach sau:

* Hap wét trong autoclave & nhigt do 121°C trong hon 20
phit, Khéng xir Iy hip wét véi san phim co chira natri
hypoclorit con dur.

» Ngam trong dung dich mrée Javen it nhit | giér (nong do
clo hoat dgng 16i thiéu 1000ppm).

2. Thude thir co chira Natri Azit 0.05% lim chit bao quan.
Natri Azit co thé phan tmg vén chi hodic dong tao thanh vit
liéu 6 tinh no cao. Khi thi bo nén tién hinh véi hrgng lon
e,

13. THONG SO CAI PAT CHO MAY TU PONG

< Cho dong may Hitachi

Phuromg phip tinh 1o0dn Bo 2 diém
Mau 5

Thé tich (uL) RI 135
R2 45
N, Chinh 450
Budc Song (nm) Ph o
Bicm | 10
Pitmdo (chuky)  Biem 2 16
Piém 3 34

Diang dwémg chuin Linear

Brom vy mg/dL

Revised 01,2024



Measure T-Bil

14. HUONG DAN VA CANH BAO KHAC
- Két qua co thé thay doi tiy thude vio ti 1§ miwthude thir.
Lién hé véi ki sir vin hanh dé diéu chinh théng s6 cai djit

cho cic dong may khac nhau.

- Tién hinh higu chuin hing ngay tnrde khi xét nghigm.

15. QUY CACH PONG GO1

Ma SP DBéng poi Test/Kit®  Test/Kit™
I 1BOT2A Ix6ml; 1x20ml. 30 540
11BO12A2 2x60ml.; 2x20ml. 620 L0y
LIBO12AS Ixtdml.; 3x20mL 930 1620
TIBOT2A4  4x60ml.; 4x20ml. 1240 2160
FIBOO2A Sxbiml.; 5x20ml. 1550 2700
HBOI2AG  6Gxo0ml.. 6x20mlL | 860 1240

11BO12 1x90ml.; 1x30ml. 470 %10
11B012-2 2x90ml.; 2x30ml. 240 1620

11Bo02 Ax90ml.; 3x30ml. 1410 2430
11B012-4 4x90ml.; 4x30ml. | BED i240
11B012-5 5x90mL; 5x30ml 2350 4050

* Danh cho may tr dong céng suat trung binh; SK300; BS
zeries; BA20O; BA4OD, Chemwell Series; Dirui Series;
Biolyzer serics, HumanSwar 300, Erba Serics: Bioelab
Series, BX 3010; Picius P500:, .

## Dinh cho may tir dong cang suat lém: CARO0; CA400;
Randox Imola: Randox Modena+: BM 6010: Bioliss0i;
SES00; AL Series: Pictus P7T00; C series; Ci series;
HumanStar 600: Kenolab series

56 lrgmg test durge dé cip bén trén duge tinh todn dya trén
thong so ki thudt cia moi thiét bi. S6 liéu thyre 18 ¢6 the cao
hom tinh todn,

So hugng test duge dé cip bén trén di gom sy hao hyt do
the tich chet cia lo héa chit nhumg chua bao gom sir hao
hut cho chét chudn va chit higu chinh.

B¢ nhan thém thong tin chi tiér. vui long lién hé vai cac dai
Iy phin phoi duge by quyén.
16. TAI LIEU THAM KHAO

1. Anahat Dhillon MD, Randolph H. Steadman MD. in
Anesthesia and Uncommon Diseases (Sixth Edition),
2012

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

[ ]

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

4. In house data, 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-T10-4872
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