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1. MUC DiCH SU DUNG

Xét nghiém dinh hegng uéng do L'r:;a Mitrogen (LN trong
huyet thanh, huyét nrong vi mude ticu.

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

Uré, thirémg durgre goi 14 nite uré mau (BUN) khi do trong
méu, 13 san pham cia qud trinh chuyén hoa protein, BUN
dirgc coi la mot chit thii khéng co dam (NPN). Cic axit
amin cé ngudn goe tir su phin hiy protein digc khir amin
dé a0 ra amoniac. Amoniac sau do duge chuyén thinh uré
théng qua cic enzym gan. Do dé, nong do uré phy thude
vito lrgmg protein dn vio, kha ning di hoa protein cua co
thé vii syr bai tiét dé:r' di uré caa hé llu:‘mg thin.

Uré chiém phan 1ém (1én dén 80% - 90%) trong cic NPN
duge co thé bai tiét. Sir phy thudc cia co thé viio hé m-:"'mg
thin dé bai tiét uré 1am cho n6 (rér thanh mat chi phin tich
hiru ich dé danh gia chirc nang thin. Sy gia ting BUN ¢
thé 13 két qud cia ché dg an nhiéu protein hodc gidm bai tiét
qua thin.

Creatinine, ciing 1i mgt san pham thai NPN, dugc 130 ra tir
sy phin huy creatine va phosphocreatine va ciling co thé
dong vai ird nhor moi chat chi thi cho chire ning thin.2
Creatine dugce 10ng hop trong gan, tuyén tuy vi thin tir qui
trinh chuyén héa cic axit amin arginine, glycine , vi
methionine. Creatine sau do s& hru théng khiip co thé vi

dirge chuyén hoa thinh phosphocreatine nhor qui trinh
phospharyl hoa trong co xwong vi nio, Phin lén creatinine
dirge san xuat trong co. Két qua 1, nong d¢ creatinin huyét
tuomg bi anh hidmg boi khoi lugng co cia bénh nhin. So
véi BUN, creatinine it bj anh huong bai ché dé in udng va
phit hop hon nhw mét chi sd vé chire nang thin.

3, VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurée mudi sinh 1y 0.9% hojic muée cit pha tiém.
- Micropipet vit dung cy phong thi nghié¢m co ban khac.

- MEASURE Multi Calibrator vi MEASURE Human Lyo
L-1 vi MEASURE Human Lyo L-2.

4, THANH PHAN THUOC THU VA CHUAN BI

- Thudc thir R-1: Glwamate dehydrogenase (GLDH) a-
Ketoglutaric  acid  (o-KG);  [i-Micotinamide-adenine
dinucleotide phosphate (reduced form) sodium (i-NADPH)

Thudc thir R-1 sin sing dé sir dyng.
- Thuie thir R-2: Urease: a-Ketoglutaric acid (0-KG)
Thude thir R-2 sin sang dé sir dung,

- Khi di mo ndp, thude thir sé 6n dinh trong 30 ngay khi bao
quian rén miy xét nghigm Hitachi 7180,

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

- Chiit chuan MEASURE Multi Calibrator (ban riéng): Cho
5 mL mrde cit vio lo, dé o nhiét d6 phong trong 45 phiit va
thinh thoang It ngwge nhe 1o tede khi sir dung. Sau khi
hoin nguyén, ¢6 the sir dung dé xiy dymg dwomg chuin ma
khéng cin pha lodng.

- Vit liéu kiém soit MEASURE Human Lyo L-1 vi
MEASURE Human Lyo L-2 (bdn riéng): cho chinh xic
5.0mL nurde cit pha tém vio 1o vit ligu kiém soat va dé &
nhi¢t dd phong 45 phit, dido nguge 1o vit liéu kiem sodt vii
lin cho déu trirde khi sir dung. Sau khi hodn nguyén, sin
phim 6 thé sir dung ngay ma khong cin pha lodng.
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5. CHUAN BI VA BAO QUAN MAU

- Hlu:.rél‘ thanh: Chircho dén khi m"ilu dong ty hodn toan. Liy
phian noi phia trén dé lam bénh pham.

- Huyét twong: Xir Iy mau mau bing chit chong déng mau
(Li - heparin v K2 - EDTA); dé yén trong 3 giér hogc ly tam
v 1oc do 2000 vong/phut trong 2 phit: 1ay Iép huyét trong
(phan noi phia trén) dimg lim bénh pham,

- Phan tich mau ngay sau khi thu thip.
- B¢ on dinh trong huyét thanh / huyét trong;
o  3ngdy@l5-25°C
o Tnglya2-8°C
o | plima=-20°C
- Tham khao muc yéu to anh homg dé bict thém théng tin

ve khi nang giy nhiéu mau,

6. NGUYEN LY BO

Trong phan (mg diu tién (tién xir 1¥), amoniac ni sinh trong
huyét thanh b logi b, Trong phan tmg thir hai, urease a0
ra amoniac tir uré. Nito uré trong miau ¢6 thé durge xac dinh
biing cich do do hip thy cia NADP & bude soéng 340nm
durge chuyén doi bai axit a-Ketoglutaric va GLDH,

Phan tmg thie nher

GLOH
MNH: + o-ketoglutarate + p-NADPH ——

Glutamate + H:O + NADP

Phan ting thr e

Urease

Urea + 2H:0 ZNH: + COa

GLOH
NH: + - ketoglutarate + [-NADPH

Glhutamate + H0 + NADP

(Crieme €XLY, e A= 3460 nm)

7. QUY TRINH TIEN HANH

San phim trong thich véi nhicu dong méy xét nghiém wr
dgng khic nhau. Dudi diy 14 quy trinh tham khao.

79

Miu + Thudcthrl ———>  Thudc thir2
4.0uL 1 50ul S0ul
—TC 5> PoAbsl —a—>  DoAbsll

( 340/405nm) (340/405mm)
- AAbs & 340/405nm —>  Nong dé UN

Quy trinh tién hanh dugc xdy dyng trén dong miy xét
nghig¢m sinh hoa ty dong Hitachi. Tham khao muc 13.
THONG SO CAI PAT CHO MAY TU DONG nhimg
théng 56 ¢ai dit trén may. Lién hé Cong ty TNHH Sén xuit
& Thuwng mai Huma Medical cho quy trinh tién hinh trén
nhimg dong mdy khic.

8. TINH TOAN VA CHUYEN BOI DON VI

Tinh todn

- Tinh AAbs cia méiu vii tiéu chudn so véi miu tring

- V& dudmg chudan UN = [{AAbs)

- Tinh néng dé UN trong bénh phim bing cich sir dyung
diromng chudn (thue hién quy trinh trong 1y doi vt vt lidu
kiém sodt)

Chuyén déi don vi
mg/L x 10 =mg/dL
mg/dL x L3571 = mmol/L
mmol/L x 2.801 = mg/dL

mg/dL urea x 0.467 = mg/dL urea nitrogen

9, HIEU NANG VA TUONG QUAN
a. Khodng de

- Két qui xét nghi¢m tuyén tuyén tinh trong pham vi nong
do UN tir 0.36 - 71 .42 mmol/L.

- Néu ndng di cia miu vigt qua pham vi xét nghigm, pha
lodng mau bing mrde mudi va 13p lai phép do.

b. Gidi han phit hién

Limuit of Blank (LoB) 0,04 mmel/L

Limit of Detection (LoD) (.36 mmol/L

Limit of Quantitation (Lo()) 036 mmol/L

Gid trj LoB, LoD, LoQ duge xdic dinh dira theo tiéu chuin
EP17-A2 cua CLSI

Gii trj LoB 1i nong d6 chit phan tich cao nhit dir kien dugc
tim thay khi chay 1ip lai miu iring, LoB wrong img vai nong
dé mi dudi gid 1ri d6 xac sudt phar hién mau tring 13 95%.

Gid trj LoD xdic dinh dira trén LoB va do léch chuin cia
maiu nong dé thip. LoD wromg fmg véi nong dé thap nhér
chilt phin tich ¢d the dwge phat hién (gid tri nong dé cao
hon LoB véi xic suit 95%).
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Gid tri LoQ I3 gid tri nong dé thiip nhit ¢ the do heomg duge
v6i sai 50 toan phin cho phép 1a 20%. LoQ duge xic dinh
béing cich chay méau ndng di thip.

c. Hiéu nang

- g nhigy: S dung murde cit, sir thay doi di I!:'Ip thy 12 0,001
- 0.015; sir dung dung dich Urea Nitrogen chuin 17.86
mmol/L, sw thay doi dé hap thy 13 tir 0,002 - 0,200 Abs,

- Bé chinh xac: khi do miu kiém sodt, két qua chénh 1éch
trong khoang =10% so vai gid i gin.

d. D chum (irén may Biolis 301 / SK300)

Dir liéu hi¢u ning vé do chum dai dién cho h¢ miy/dong
miy dirgre dura ra duai diy.

Két qua co thé khic nhau gifa cic phong xét nghiém,

D§ chym duge tinh todn sir dyng mau vit ligu kiem sodt
tudn theo tidéu chuan duge dp dung coa CLSI EPS-A2 vai do
lap lai, 46 i lap va dé chym todn phin (sir dyng 1 mdu
trong 1 ldn chay, 2 lan chay trong ngay vi chay trong vong
20 ngiy). Ket qua thu dwge nhir didi day.

Tiéu chi: Bi Iip lai (CV Within-run precision) nhd hon

3% vi D chym toan phin (CV Total precision) nhé hon
5%.

D6 liip lgi Mean S50 CF
i mmol/L mmol/L %
Conirol Lyo L-1 475 0.12 246
Control Lyo L-2 12.52 015 100
A Mean 5D v
g udi lgp mimol/L mmal/L %4
Control Lyo L-1 4.75 011 222
Control Lyo L-2 12.52 018 [.43
* Y i

EXG clien roin phicin “;‘;f:;i:]. HH;EUL (%:
Control Lyo L-1 4,75 013 2.82
Conirol Lyo L-2 12.52 0,20 .6l

e. So sdnh twong quan
Nguyén tic do luomg twemg wy
Huyét thanh (n = 62)
Phiromg trinh hoi quy: v = 1.0019x - 0.0417
H¢ s6 twomg quan; r = 0.9999
Nurde ticu (n=67)
Plwrong trinh hoi quy: v = 1.0016x - 0.9782

H#é s0 twrong quan: r = (.9999

34

(y: gid trj thu durgre e vige sir dyng thuoe thir cia UMA)
Tai ligu tham khdo dé higu chuin

ReCCS JCCRM 521

10. GIA TRI THAM CHIEU
Gid tri binh thudmg

Huyét thanh/huyét tromg 2,86 - 7.14 mmol/L
Nirdre ticu 6.5 - 13.0 g/ngay

Pham vi tham chiéu phai diwgre thiét 1ip riéng cho mdi co s
xét nghiém dya trén su danh gid toin dién cia cic ket qui
xét nghiém vi triéu chimg lim sing, cic ket qui do khic
ciing nhur dic diém sinh hoe dan cw khu vire do.

11. YEU TO ANH HUONG

- Ving da; Khong ¢6 sy anh hudng dang ké nong do
bilirubin lién hgp/tr do Ién dén 20 mg/dL.

- Tén huyét: Khong c6 siranh hiréng déng ké cia ndng do
hemoglobin 1én dén S00 mg/dL.

- Lipid huyet (Intralipid): Nong do wriglycerid khong gy
nhiéu ding ké 1én dén 3000 FTU.

- Acid ascorbic: Nong d¢ acid ascorbic lén dén 50 mg/dL
khong anh mrémg 16i két qua,

- Poi véi myc dich chin dodn, két qua phai luén dirge dinh
gid cliing vai bénh sir, khdam ldm sing va cac phit hién khic
ctia bénh nhin. Vui long sir dung cic phuong phap khic néu
ket qua bi anh hwéng bai bat ky yéu 16 nao.

12. BAO QUAN, SU DUNG VA THAI BO

Ciim néim

1, Miu bénh phim ¢6 nguy co chira cic tic nhin truyén
nhiém nguy hiém nhr HIV, HBY, HCV. Vui long deo ging
tay va kinh bao hg khi cim nim,

2. Néu thude thir riy vio mit, da hay nuot phai, rira sach voi
thit nhi¢u medc vi lién hé bac s néu cin thiét.

3. Néu thude thir bi do. x4 vai thit nhiéu mrée vi lau sach.
Neu midu phiam bj do, xir 1i phan chat long vai con 80% va
lau sach bing khiin gidy.

S dung

1. Bao quan thude thir didi dicu kién chi dinh, Khéng st
dung thude thir hét han,

2. Khing tii sir dung chai lg v dung ey phu irg ciia b thuoe
thir cho muc dich khic.
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3. Khéng tron lin thuoe thir khdc 16 san xuit.

4, Khéng thém thude thir mdi vio thude thir dang sir dung
bat ké 16 san xut.

Thii ba

1. Tit ¢a cic mau bénh phim cing nlur dung cu (vi du ong

liy méu) phai dige xir i theo s6 tay hirémg din sir dung voi
dung cuy v 1€ tai co si hojic xir li theo cic cich sau:

« Hap wét trong autoclave & nhiét dé 121°C trong hon 20
phit. Khéng xir Iy hip wdt véi san phim cd chia natri
hypoclorit con dir.

= Ngam trong dung djch nuac Javen it nhat 1 gior (ndng do
clo hoat déng toi thiéu 1000ppm).

2. Thuoe thir ¢6 chira Natri Azit 0.05% lam chit bio quan.
MNairi Azit co thé phin img vai chi hojc dong tao thinh vit
li¢u ¢d tinh no cao. Khi thai bo nén tién hanh véi lugng lan
g,

13. THONG SO CAl PAT CHO MAY TU DONG

< Cho dong may Hitachi

15. QUY CACH PONG GOI

Ma Sp Pong goi Test/Kit™  Test/Kit™
FILIO13A [x60ml.; 1x20mL 30 540
UO13AZ  2x60ml.: 2520ml 620 [ 080
ILIOI3A3  3x60ml: 3x20mlL 930 1620
HUD13A4 4x60ml.; 4x20mL 12410 2Llo0
FUoD3A  Sx60ml; 5x20mi 1550 2700
HUDI3AG  6x60ml; 6x20ml. | 8ol 3240
11003 [x20ml; 1x30mL 470 10
L1U013-2 2x90ml.; 2x30mL G40 1620
1 TU003 Ix90ml.: 3x30mL 1410 2430
U034 4x90ml.: 4x30mL 1880 3240
L0135 Sx90ml.; Sx30mL 2350 4050

Pluromg phap tinh 1o:in Bo toc df phan img

Nhigt dg 7
Mau 40
Thé tich (uL) Rl 150
R2 30
Chinh 340
Burdre Song (nm)
Phy 405
Biém | 10
biémdo (chuky)  Diém2 22
Biem 3 34
Dang dirimg chugdn Linear
Bom vi mg/dL

14. HUGNG DAN VA CANH BAO KHAC

- Két qua co thé thay déi tiiy thude vio ti 18 miu/thude thir.
Lién hé v k¥ s vin hanh dé dicu chinh thong 50 cai dit
cho cic dong miy khac nhau.

- Tién hanh higu chuin hing ngiy trrdc khi xét nghiém.

* Danh cho may trr déng cong suat trung binh: SK300; BS
series; BA200; BA400. Chemwell Series; Dirui Series:
Biolyzer series, HumanStar 300, Erba Series; Bioelab
Series, BX 3010: Pictus PS00O:, .

#* Danh cho may tr dong cong suat lim: CAB00; CA400;
Randox Imola; Randox Modena+; BM GOI10: BiolisSO:;
SK300; AU Serics: Pictus PT00; C series; Ci serics;
HumanStar 600: Kenolab series

S0 lrong test duge dé cip bén rén durge tinh toan dya irén
thong s k¥ thuiit cia moi thiét bi. S6 lidu thye 1€ co thé cao
hom tinh todn.

S6 lirgng test drgre dé cip hcn trén di gom sur hao hat do
thé tich chét cuia lo héa chit nhimyg clurs bao gom sir hao
hyt cho chét chuin v chit hiéu chinh.

B¢ nhiin thém théng tin chi tiet, vui long lién hé vai cic dai
Iy phin phéi duge ty quyén,

16, TAI LIEU THAM KHAO
L. Y. Xue, .. Navaid Igbal. in Reference Module in
Biomedical Sciences, 2014

CLSINCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EPO5-A2, 2004

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

4. Tai ligu ngi bg, UMA Diagnostics

et

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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