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MEASURE CRP

Thudc thir djnh hegng C-reactive protein

Matsudo, Chiba, Japan Phuong phéap Latex mién dich dj duc
i 2-8°C IVD  Chin dodn In vitro HE THONG QUAN LY CHAT LUQNG (BOI TUV)
% KHONG déng di £ 12 thing/irinh dnh sang ISO 13485:2016

1. MUC DICH SUDUNG

Xét nghi¢m dinh hrong ndng do C-reactive protein (CRP)
trong huyét thanh hojc huyét tuomg.

2. GIOI THIEU CHUNG
a. Chi sir dung cho chin dodn In vifre

b. Chan dodn phai duge thyre hién mgi cich todn dign hﬁug
cich két hop két qua xét nghiém voi trigu chimg lim
sing v tham khio v kién bic si chuyén khoa.

¢. Viée sirdung san phim nay phai tuin theo hirdmg din sir
dyng di kém dé dam bao két qua chinh xic.

d. Néu sir dung may phan tich ur déng, vui long doc ki
hurémg din sir dyng.

TOM TAT CO BAN

Xo vira dgng mgch I mdt tinh trang viém mén tinh duge
kich hoat bai sir thay déi oxy hoa ban diu ¢t lipoprotein
trong khong gian dgng mach. Protein phin img C (CRP) L
mdt diu an sinh hoe protein giy viém duge cho 1a dé dy
dodn nguy co bénh tim mach, Mic di urong doi it nghién
ciru ldm sang da kiém tra tinh trang viém phan {mg véi viée
tiéu thy sterol thye vit, nhumg phéu lém ¢ic nghién cimu nidy
dd khong nhdn thay 1dc dong cia lidu phip sterol thye vit
doi vai ndng do CRP va cic dau higu cip tinh khic cia viém
toan thin bao gom ca véu 16 hogi tir khoi u alpha (TNF -u)
va interleukin-6 (IL-6),

3, VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurde mudi sinh 1y 0.9% hojic mrée cit pha tiém.

- Micropipet v dung cy phong thi nghiém co ban khic.

- CRP Calibrator Set va CRP Conirol Set.

4. THANH PHAN THUOC THU VA CHUAN BI
- Thuoe thir R-1: Saline Buffer
Thuoc thir R=1 sin sang dé sir dyng.

- Thube thir R-2; anti-human CRP rabbit antibody-
sensitized latex

Thude thir R-2 sin sang dé sir dung

- Sau khi mé, Thude thir duwge luru trir trén thiét bj sé on dinh
trong 30 ngdy vai My phim tich Hitachi 7180,

- Str dung cho cic mdy phin tich tr ddng khiac nhau.

- Chit chuiin (ban riéng); Sin sing dé sir dung

- Vit li¢u kiém sodt mirc thap & Cao (bin riéng): Sin sing
dé sir dung.

5. CHUAN BI VA BAO QUAN MAU

- Huyét thanh; Ché cho dén khi miu déng ty hodn toin. Liy
phan noi phia trén dé lam bénh phim

- Huyét tong: Xir ly mau mau bing chit chong dong (huyét
tuwong Li-heparin va K2-EDTA); dé yén trong 3 giér hodic ly
Lim vai toc do 2000 véng/phit trong 2 phiit: lay 1ép huyet
twong (phan ndi phia trén) va dimg lim bénh pham.

- Phiin tich miu ngay sau khi thu thip. Trong tnromg hop
bao quan mdu 2 — 8°C, phén tich trong vong 3 ngiy.

- B on dinh:
o Bgidd15-25°C
»  3ngiyo2-8°C
s 0 thing ¢ <-20°C

- Tham khio myc yéu t6 dnh hiromg dé biét thém théng tin

ve kha ning gy nhiéu méu.
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6. NGUYEN LY BO

Khi thuoe thir latex duge tao ra dé phin img véi néiu vit,
CRP trong miu bénh phim vi latex nhay cam véi khing thé
khing CRP ciia the trong thude thir latex tgo ra phan img
khing nguyén-khang thé cy thé, din dén duc.

Vi mire dé dyc tv 1§ vai néng do CRP rong miu vit, dé duc
dirge do bing quang hoc dé xic dinh néng do CRP.

7. QUY TRINH TIEN HANH

San pham twong thich vai nhiéu dong médy xét nghiém nr
déng khic nhau, Dudi diy L quy trinh tham khio.

Miu +  Thuoe thir | —j‘;_%;-—# Thuoc thir 2
2.4uL 120uL 120uL
—7°> PoAbs] —=—>  DoAbsll

{ ST0/800mm) {STOR00mm)
——>  AAbs & 570/800mn  ——>  Nong d§ CRP

Quy frinh tién hanh duge xiy dyng trén dong iy xeét
nghi¢m sinh héa ty dong Hitachi. Tham khio myc 13.
THONG SO CAI PAT CHO MAY TV DONG nhimg
(thong 50 ¢ai diit trén may. Lién hé Cong ty TNHH Sén xuit
& Thuong mai Huma Medical cho quy trinh tién hinh trén
nhimg dong miy khic,

8. TINH TOAN VA CHUYEN POI BON VI

Tinh toin

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

- V& duimg chuin CRP = f{AAbs)

- Tinh néng d§ CRP trong bénh phim biing cich sir dung
dudmg chuin (thue hién quy trinh tuong ny doi vai viit licu
kidm soit)

Chuyién dii dom vi

mg/dL x 10 = mg/L

9. HIEU NANG VA TUONG QUAN
a. Khodng do

- Ké1 qua xét nghiém myén tuyén tinh rong pham vi nong
dg CRP.ir 0.1 - 320 mg/L,

- Néu nong dg ciia miu virgt qua pham vi xét nghiém, pha
lodng man bing nude mudi va 13p lai phép do.

b, Gidgi hgn phdt hién

Limit of Blank (LaB) = 0.0 ma/L
Limit of Detection (LoD) = 0.1 mg/L
Limit of Quantitation (LoQ) - 0.1 mg/L

Gii tri LoB, LoD, LoQ duge xic dinh dyra theo tiéu chuin
EP17-A2 cia CLSI,

Gid tri LoB la nong do chit phin tich cao nhit dir kién dirge
tim thiy khi chay Kip lai mau tring. LoB twomng g vai nong
d e dudi gid tri do xdc suat phat hién miu triing 13 95%.

Gia i LoD xic dinh dya wén LoB va dg 1§ch chu_::m cua
miu nong di thap. LoD wrong tmg vir nong do thip nhit
chit phan tich c6 the duge phat hién (gia i nong dé cao
hom LoB véi xic sudl 95%).

Gidi tri LoQ I gid tri nong dé thap nhat ¢6 the do luomg durge

vei sai s0 todn phin cho phép i 20%. LoQ duge xde dinh
bang cach chay méiu nong dé thip.

¢ Hign ning

- B nhay: Sir dung murdc cat, s thay doi do hﬁp thy nho
hom 0.015; sir dung dung dich miu CRP 10 mg/L, sir thay
doi g hap thy tir 0.02 - 0.12.

- B chinh xic: khi do méiu kiém sodt. két quit chénh Igch
trong khodng £10% so vai gid tri gin.

d. Dg clum (1rén may Biolis 30i / SK300)

Dnr ligu hi¢u nding ve do chum dai dién cho hé nyiv/dong
may dirge duwa ra dudi diy.

Keét qua ¢6 the khic nhau giira cac phong xét nghig¢m.

B6 chiym dirge tinh todn sir dung mau vl liéu kicm sodt
tuin theo tiéu chuin duge dp dung cua CLST EP5-A2 véi do
ip lai, d§ i lip va 4§ chym todn phﬁn {sir dung | miu
trong | lin chay, 2 lan chay trong ngiy va chay trong vong
20 ngay). Két qua thu duoe nhir dudi day.

Ticu chi: D) 1ap i (CV Within-run precision) nhi hon
2% vi D chum toan phiin (CV Total precision) nho hom
5%.

; Mean S0 i
Bgiide Iyl nngdl mgid, 5
CRP Control Low 113 012 104
CRP Control High 27.6 0,20 0.71

e Mean 5D [ i
6 1d i gL mg/l. %
CRP Control Low 1.3 031 2.7%
CRP Control High 76 067 244
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: . - Mean SD i
B chun todn phan mg/l. g/l %%
CRP Conirol Low 1.3 0.32 287
CRP Conirol High 216 0.6 249

Tii liéu tham khdo dé hidu chudn
IRMM ERM-DA474/IFCC

10, GIA TRI THAM CHIEU
Who hon 3 mg/L

Pham vi tham chiéu phii dirgie thiél liip riéng cho moi co 5
xét nghiém dya trén sy danh gid todn dién cia cac ket qui
x¢ét nghiém va triu chimg lim sing, cic két qua do khic
ciing nhwr diic diém sinh hoc dan cir khu vire dé.

11. YEU TO ANH HUONG

- Hji chimg vimg da: Nong do bilirubin lién hop vit bilirubin
tr do 1én dén 20 mg/dL khong dnh hudmg ding k.

- Tan huyét: Khong ¢6 sir anh irdmg ding ké cua nong do
hemoglobin 1én dén 500 mg/dL.

- Lipid huyét (Inralipid): Nong d wiglycerid khong gay
nhiéu ding ké 1én dén 3000 FTU.

- Acid ascorbic: Nong d acid ascorbic 1én dén 50 mg/dL
khong anh huremg 161 két qua.

- Poi véi myc dich chin doan, két qua phai luén duge dinh
gid cing vii bénh sir, khilim ldm sang v cac phat hign khdic

cua bénh nhan, Vui léong sir dyng cic phong phip khic néu
két qua bj anh huromg bai bit ki véu 16 nao.

12. BAO QUAN, SU DUNG VA THAI BO
Cim niim
1. Miu bénh phim c6 nguy co chira cdc tic nhin truyén

nhiém nguy hiém nhe HIV, HBV, HCV. Vui long deo ging
tay v kinh bio ho khi cim nim.

2, Néu thude thir riy vio mit, da hay nudt phai, nira sach véi
thét nhiéu nwrde va 1ién hé béc si néu can thiét.

3. Néu thuoe thir bi do, xa vai thit nhicu mede vi lau sach.
Néu miu phim bj do, xir li phin chat lang voi con 80% vi
lau sach bing khiin giay.

Sii dung

1. Bio quan thude thir dudi dicu kién chi dinh. Khong sir
dung thuée thir hét han.

2, Khéng tdi sir dung chai lo va dung cu phu trg ciia bd thude
thir cho mye dich khic.

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

4. Khong thém [huv:‘:c thir mdi vio thudc thir dang sir dyng
biit ké 16 sdn xuat.

Thdi bd

L TﬁI‘EH cac mdu bénh ph:im ciing nhwr dyng cu (vi dy F:u}g
Liy miu) phai duge xar 1i theo so tay hudng din sie dyng vii
dyng cy v 16 1ai co s& hodic xur li theo cic cach sau:

» Hip uét trong autockave & nhiét do 121°C trong hon 20
phit, Khéng xir Iy hip wét véi san phim co chir natri
hypoclorit con du.

* Ngim trong dung dich muede Javen it nhit | giér (nong do
clo hoat dgng toi thiéu 1000ppm),

2. Thude thir ¢é chira Natri Azit 0.05% Lim chat bao quan.
Matri Azit c6 the phan (mg vi chi hodic dong tao thinh vilt
ligu cb tinh no cao. Khi thai bo nén tién hinh vai lurgmg lém
T,

13. THONG SO CAI DAT CHO MAY TU BONG

< Cho ding may Hitachi

Phwrong phip tinh todn Bo 2 dicm
Miu 24
Thé tich (uL) Rl 120
R2 120
Chinh 570
Budce Song (nm)

Phy 200
Biém 1 10
Piémdo (chuky)  Piem2 19
Pi¢m 3 34

Dang duomg chuin Spline

Brom vi mg/dL

14. HUGNG DAN VA CANH BAO KHAC

- K¢t qua cé thé thay déi thy thude vao i 1& mawthudce thir,
Lién hé voi ki sir viin hanh dé diéu chinh théng so cai dat
cho cic dong miy khac nhau,

- Tién hanh higu chuin hang ngdy trrde khi xét nghiém.
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15. QUY CACH PONG GOI

Mi SP BPing gii Test/Kit™  Test/Kit™
H1COI4A [xo0ml.. | x60mlL 356 540
11001442 Zx60ml.; 2x60ml. 72 [0
THCO14A3 3xh0ml; 3x60mlL 1068 L G20
HC024A dx60ml.; 4x60ml. 1424 2io0
11C0T4A5  Sx60ml.; Sx6iml. 1780 2700
LICOl4A6 Gxbdml.; Gx6iml. 2136 1240

11C014 Ixml.; 1x9ml 530 B0
11C014-2 2x90mi.; 2x90ml. 1060 1620

11C024 IxS0ml.: 3xM0ml 1590 2430
11C014-4  4x90ml.; 4x90ml 2120 3240
1IC014-5 5x90ml.; Sx90ml. 2650 4050

* Danh cho miy tir dong cong suit trung binh; SK300; BS
series; BA200: BA4OD, Chemwell Series; Dirui Series;
Biolyrer series, HumanStar 300, Erba Serics; Bioclab
Serics, BX 3010; Pictus P500.....

*# Danh cho may tir dong cong suat lon: CASD0; CA400;
Randox Imola; Randox Modena+: BM 6010; Biolis30i;
SK500; AU Series: Pictus PT00; C series; Ci series;
HumanStar 600: Kenolab serics

So ligmg test dige dé cidp bén wen duge tinh todn dya rén
théng 50 k¥ thugit cia moi thiét bi. S0 ligu thyre 1€ ¢6 thé cao
o tinh rodn.

So lrgng test duge dé cip bén trén di gom sy hao hyt do
thé tich chét ciia 1o héa chit nhumg chura bao gom sy hao
hut cho chit chuin vi chat hi¢u chinh.

B¢ nhin thém théng tin chi tiét, vui long lién hé voi cie dai
I¥ phiin phoi duge Gy quyén.

16. TAI LIEU THAM KHAO

I. PIH  Jones, T.C. Rideourin Comprehensive
Biotechnology (Third Edition), 2011

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

3, CLSI EPIT7 ¢ Evaluation of Detection Capability for
Clinical Laboratory Measurement Procedures, 2nd
Edition. 2017

4, Tai ligu ndi bo, UMA Diagnostics

17. NHA SAN XUAT

UMA Co., Ltd,

2-19-6 Yokosuka, Matsude City, Chiba
Prefecture 270-0031

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

FAX: 047-710-4872
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