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1. MUC DiCH SU DUNG

Xét nghi¢m dinh hrgng nfmg d¢ Total Protein (TP) trong
huyét thanh hode huyét ureng,

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

Protein la khoi xdy dymg quan trong cia til ci cic té bao va
mé. Chiing rit quan trong doi vai sir 1ng tnromg, phat trién
vih sire khoe cia co the. Ching tao thanh phin ¢iu tric cia
hiu hét cic co quan va tgo nén cic enzym va hormone diéu
chinh cac chire ning cua co thé. Xeét nghiém niy do hrgmg
protein trong miu cua ban, Hai 1ép protein duge tim thiy
trong miiu, albumin va globulin.

Nhi cung cip dich vu chim soc siic khoe ¢é the thye hién
xét nghiém tong lugmg protein trong qui trinh kiém ira sirc
khoe dinh ky. Xét nghi¢m tong lugng protein do luegng
protein ¢o trong huyét thanh hodc mrée ticu.

Xét nghiém ong hrgng protein cd thé phat hién mirc protein
binh thirémg hogic bat thudmg, ¢6 theé gitp chin dodn cic tinh
trang v e, ching han nlur bénh thin va gan,

3. VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurdre mubi sinh 15 0.9% hojic mrée cit pha tiém.

- Micropipet vi dung cy phong thi nghi¢m co ban khic:

- MEASURE Mulii Calibrator vii MEASURE Human Lyo
L-1 vi MEASURE Human Lyo L-2.

4. THANH PHAN THUOC THU VA CHUAN BI

- Thudc thir R-1: Buffer solution
Thuoc thir R-1 siin sing d¢ sir dung.

- Thuic thir R-2: Copper(I1) Sulfaie Solution
Thubc thir R-2 siin sing dé sir dung.

- Khi dd ma ndp, thude thir sé on djnh trong 30 ngay khi bao
quan trén may xet nghigm Hitachi 7180,

- Sir dyng cho nhiéu dong may xét nghigm ty déng.

- Chat chuan MEASURE Multi Calibrator (ban riéng): Cho
5 mL mirdic cit vio Ip, dé & nhiét do phong trong 45 phiit va
thinh thoing I3t nguge nhe 1o tnede khi sir dung. Sau khi
hodn nguyén, co the sir dyng dé xiy dymg duomg chudn ma
khong cin pha lodng.

- Vit liéu kiem soat MEASURE Human Lyvo L-1 va
MEASURE Human Lyo L-2 (bin riéng): cho chinh xic
5.0mL murdc cit pha tiém vio 1o vit ligu kiem sodt vi de o
nhigt dg phong 45 phat. dio nguge lo vit ligu kiem soat vii
Iin_ cho deéu trroe khi sir dyng. Sau khi hoin nguyén, sin
phim cé thé sir dyng ngay ma khéng cin pha lodng.

5. CHUAN BI VA BAO QUAN MAU

- Huyét thanh: Ché cho dén khi miu déng ty hodn todn. Liy
phin noi phia trén dé lam bénh phim

- Huyét wrong: Xir 1y mau miu bing chit chong déng méu
(Li - heparin va K2 - EDTA): d¢ vén trong 3 gior hodc ly tim
v 16¢ do 2000 vong/phit trong 2 phut; iy lop huyét trong
{phdn noi phia trén) ding lim bénh phim,

- D én dinh trong huyér thanh / huyét nrong:
e  Ingivd 15-25°C
e Bngiyd2-8°C
o 28 nigdy 6<-20°C

- Tham khao muc yéu 16 anh huomg dé biét thém thang tin
veé khi niing giy nhiéu mau.

Revised 01,2024



Measure TP

6. NGUYEN LY PO

Protein trong cic miu lién két véi ion dung trong thudc thur
vi tao ra phitc mau tim. Néng dé 1ong so protein rong miu
co the thu dirge bing cach do dg hip thu cia phire dugce tao
i nay,

Protein + Copper lon (Cu®’) ——

Chelate Complex (purple)

7. QUY TRINH TIEN HANH

San pham twong thich véi nhiéu dong mdy xét nghiém ur
déng khac nhau, Dudi didy 14 quy trinh tham khio.

Miu + Thudcthil ———> Do Absl

4.0uL 150uL ( 346/ T00nm)

%} Thutc thir 2 %} Bo Abs 11
20pL (546/700nm)

——3  AAbs ¢ 546/700pm ——> Nong d§ TP

Quy trinh tién hinh duge xdy dyng trén dong mdy xét
nghi¢m sinh héa ur dong Hitachi. Tham khio myc 13.
THONG SO CAl PAT CHO MAY TU BPONG i'lhll!'l.’!i.
{hong 56 ci dit trén may. Lién h¢ Cong ty TNHH San xuit
& Thuong mai Huma Medical cho quy trinh tién hinh trén
nhimg dong miy khic.

8. TINH TOAN VA CHUYEN PO1 PON VI

Tinh todn

- Tinh AAbs ciia mau vi tiéu chuin so vdi miu tring

- V& duomg chuin TP = [{AAbs)

- Tinh nong dé TP trong bénh phim bing cich sir dung
duong chuiin (thyre hign quy trinh trong wr doi véi viit ligu
kigm sodit)

Chuyén dii don vi
gL x0.1=gdL

9, HIEU NANG VA TUONG QUAN
a. Khodng do

- Két qua xét nghiém tuyén tyén tinh trong pham vi |1{’fmg
d§ TP tir 1 - 150 g/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 hién

Limit of Blank { LoB) = .2gL
Limit of Detection (LoD) = L0 g/l
Limit of Omantitation {LoQ)) = 1.0g/L

Gid trj LoB, LoD, LoQ dirge xdc dinh dya theo tiéu chuin
EP17-A2 cua CLSI

Giatri LoB 1a ]lUI'lL dg chai phan tich cao nhit dir kién dec:
tim thiy khi chay 13p lai miu tring, LoB lrong {rng vivi nong
Ao ma dudi gid tri dé xac sudt phat hién mau tring 1a 95%.

Gia tri LoD xdc dinh dya wén LoB vi do 1éch chuin coa
miu nong dé thip. LoD trong {mg vii néng do thip nhit
chit phin tich ¢d thé dwoe phit hién (gid tri nong dé cao
hom LoB v xic sudl 95%).

Gia tri LoQ la gid trj nong do thap nhit cé thé do Iwémg dirge
Vil sai 50 1oin pl@ll cho phép 1a 20%. LoQ) duge xic dinh
biing cach chay miu ndng dé thip,

¢ Hidn ning

- B¢ nhay: Sir dung nude cat, su thay déi do hap thy 1a (-
0.25) - (-0.05), sir dung dung dich Total Protcin 40 g/L, su
thay déi dg hap thy I nr 0.08 - (.40 Abs.

- D chinh xéc: khi do mau kiém sodt. két qua chénh lgch
trong khodng £10% so voi gid 1] gin,

. Bg el (trén may Biolis 300 / SK300)

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

Ket qua co the khic nhau gitra cic phong xét nghigm.

B¢ chym duge tinh todn sir dung madu vit ligu kiem soil
tuiin theo tiéu chuin duge dp dyng cia CLSI EP5-A2 véi do
Lip lai, 46 t4i 1ap va do chum todn phin (sir dung 1 mau
trong 1 Lin chay, 2 lin chay wong ngiy va chay trong vong
20 ngay). Keét qua thu duge nhur dudi diy.

Tiéu chi: B§ lap lai (CV Within-run precision) nho hon
1% va B chym toan phin (CV Total precision) nhé hon
3%,

g ! Mean AT v
Do dde by ol el %
Control Lyo L-1 63,50 0.42 1,66
Control Lyo L-2 102.60 044 .48

L s Mean A4 v
B ariep o/l 2/l %
Control Lyo L-| 63.50 111 1.75
Control Lyo L-2 102.60 1.53 I.49

: . : Mean 50 CV
D el todan phidn o/l g/l Py
Conirol Lyo L-1 63.50 1.15 181
Control Lyo L-2 10260 1:57 1.53
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10. GIA TRI THAM CHIEU
66 - 81 g/l

Pham vi tham chiéu phai dwge thiét Lip riéng cho moi co s&
xét nghi¢m dya trén s danh gid 10idn dién cua cic ket qui
x¢ét nghiém va tri¢u chimg 1im sing, cic két qua do khic
ciing nhur diic diém sinh hoc din cir khu vire do.

1. YEU TO ANH HUONG

- Ving da: Khéng cé sy anh hwomg ding ké nong dé
bilirubin lién hop/tyr do 1én dén 20 mg/dL.,

- Tén huyét: Khong ¢é sir anh huémg dang ké cia nong d
hemoglobin 1én dén 500 mg/dL.

- Lipid huyét (Intralipid): Nong do triglycerid khéng giy
nhiéu dang ké 1én dén 3000 FTU,

- Acid ascorbic: Nong 46 acid ascorbic én dén 50 mg/dL
khong anh hudmg 16i két qua.

- Béi vi mye dich chan dodn, két qud phai luon duge dinh
gid cong vai bénh sir, kham lim sang vi cdc phat hign khac
cua bénh nhan, Vui léng sir dung cic phuong phip kliic néu
ket qua bi anh hadng béi bit ky yéu 16 nio.

12. BAO QUAN, SU DUNG VA THAI BO
Cim nim

I. Miu bénh phim c6 nguy co chira cic tic nhin truyén
nhiém nguy hiém nhr HIV, HBV, HCV. Vui long deo ging
Lay v kinh bao ho khi ciim niim,

2, Néu thude thir riy vio mit, da hay nuét phii, rira sach vai
thiit nhiéu nwde va lién hé bic sinéu cin thiée,

3. Néu thude thir bi dé, xa voi that nhiéu mrée vi lau sach.
Néu miu phim bj do, xir li phin chat long véi cdn 80% va
lau sgch bing khan gidy.

S dung

1. Biao quan thude thir dudi diéu kién chi dinh. Khéng sir
dung thude thir hét han.

2. Khéng tai sir dung chai lo va dyng cy phy trr cua bd thude
thir cho mye dich khic.

3. Khéng tron lin thude thir khic 16 san xuit.

4, Khong thém thude thir méi vao thude thir dang sir dung
bit ké 16 san xudl.

34

Thai bo

1. Tét ca cac mau bénh phim ciing nhur dyng en (vi dy ong
Liy mau) phai duge xit li theo sd tay hurdng din sir dyng voi
dung cy y 1¢ tai co so holic xir li theo cic cach sau;

» Hilp wét trong autoclave & nhiét do 121°C wong hon 20
phit, Khong xir I¥ hap w6t véi san pham co chira natri
hypoclorit con dur.

- Ngdm trong dung dich nwée Javen it nhit | gio (nong do
clo hoat déng t6i thiéu 1000ppm).

2. Thuoc thir ¢é chira Natri Azit 0.05% lam chit bao quan.
Natri Azit ¢6 thé phan (g véi chi hofic déng tao thanh vit

li¢u cb tinh nd cao. Khi thai bo nén tién hinh véi lugng lén

HLFCC.

13, THONG SO CAI PAT CHO MAY TU BONG

<+ Cho domg may Hitachi

Phwrong phip tinh 1odn Bo 2 diém
Miu 4.0
Thé tich (L) RI 150
R2 o0
Chinh 546
Burde Séng (nm)

Phy T00
Picm | 1]
Piém do (chu ky) Biém 2 16
Biém 3 34

Dang dwomg chuan Lingar

Bon vi mg/dL

14. HUONG DAN VA CANH BAO KHAC

- Két qua c6 thé thay déi tity thude vio ti 1& mawthude thr.
Lién h¢ véi k¥ s vin hinh dé dicu chinh thong s0 cii dit
cho cic dong miy khic nhau.

- Tién hanh higu chuin hiang ngay trrde khi xét nghiém.
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15. QUY CACH PONG GOI

M3i SP Paong ghi Test/Kit™  Test/Kit™
HTTal6A Ix30ml.; 1xi8mL 170 60
HITol6A2 2x30ml; 2x18mL 340 720
TITOI6AS  3x30ml; 3x18ml. S0 1080
HTOI6A4  4x30ml.; 4x18ml HR() 1440
FTTO06A 3x30ml.; Sx18ml 850 1800
| ITORGA lx50ml.; 1x30ml. 2RO GOy
HITo26A 4x50ml.; 4x30ml § el 2400
1TTO36AG6 6x30ml.; 6x30ml. 1630 3600

* Dinh cho may tr dong cong sual trung binh: SK300; BS
series; BAZ200; BA400, Chemwell Series; Dirui Series;
Biolvzer series, HumanStar 300, Erba Series; Bioelab
Series. BX 3010; Picwus P300:;. ..

£+ Dinh cho méy tr dong cong suat lim: CAR00D: CA400;
Randox Imola; Randox Modenat: BM 6010 Bioliss0i:
SK500; AU Series; Pictus PT00; C series: Ci series;
HumanStar 600; Kenolab series

S6 lirgng test dugre dé cap bén trén dirge tinh 1oan dia rén
théng s6 ki thudt cia mai thiét bi. $6 lidu thie 1€ c6 thé cao
hom tinh todn.

S0 lwgmg test duge deé cip bén trén di gﬁm sir hao hyt do
thé tich chét cia 1o héa chat nlumg chura bao gom sir hao
hut cho chét chudn va chit hiéu chinh.

B¢ nhin thém thong tin chi tict, vui long lién hé vai cic dai
ly phiin phoi durge uy quyen.
16. TAT LIEU THAM KHAO

. Y. Xue, ... Navaid Igbal, in Reference Module in
Biomedical Sciences, 2014

2. CLSUNCCLS Evaluation of Precision Performance of
Clinical Chemisiry Devices, EP05-A2, 2004

3. CLSI EPI7 - Evaluation of Detection Capability for
Clinical Laboratory Measurement Procedures, 2nd
Edition, 2017

4. Tai li¢u ngi b, UMA Diagnostics

17. NHA SAN XUAT
UMA Co., Lid.
2-19-6 Yokosuka, Matsudo City, Chiba

Prefectore 270-0031

TEL: 047-710-4871 (dial-in)

FAX: 047-T10-4872
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