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Thuoe thir djnh luong C-reactive protein
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1. MUC DiCH SU DUNG

Xét nghiém dinh hrong ndng do C-reactive protein (CRP)
trong huyét thanh hodc huyét trong.

2, GIOT THIEU CHUNG
4. Chi sit dung cho chin doan fn vitro

b. Chin doan phai dirge thire hién mét edch toan dién bing
cich két hop két qua xét nghiém voi trigu chimg Kim
sing vi tham khio ¥ kién bac si chuyén khoa.

¢. Vige sirdung san phiam niy phai tuin theo hurdmg din sir
dung di kém dé dam bao két qua chinh xac.

d. Néu sir dung may phan tich wr dong, vui long doc ki
hirémg din sir dyng.

TOM TAT CO BAN

Xo vira dong mach I mgt tinh trang viém min tnh duge
kich hoat bai swr thay ddi oxy héa ban diu cia lipoprotein
trong khong gian dgng mgch. Protein phin img C (CRP) T4
mt diu an sinh hoe protein giy viém duge cho 1 dé dy
dodn nguy co bénh tim mach, Mic dit wrong doi it nghién
ciru 1am sing da kiém tra tinh trang viém phan {mg véi vige
tiéu thy sterol thyre vat, nhing phan 1én cic nghién ciru nay
da khong nhin thiy tic dong cua lidu phap sterol thyee vit
ddi véri ndng dg CRP va cdc ddu hiéu cip tinh khic cia viém
toan thin bao g6m ¢a véu 16 hoai tir khoi u alpha (TNF -a)
v interleukin-6 {1L-6),

3. VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurdre mudi sinh 1y 0.9% hojic mrde cat pha tiém,
- Micropipel vi dung cy phong thi nghig¢m co ban khic.

- CRP Calibrator Set vi CRP Control Set.

4. THANH PHAN THUOC THU VA CHUAN BI
- Thuoc thir R-1: Saline Buffer
Thudc thir R-1 sin sang dé sit dyung.

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

Thuoe thir R-2 sin sang dé sir dyng

- Sau khi mé, Thude thir duge hru tri trén thiét bj sé on dijnh
trong 30 ngdy voi May phin tich Hitachi 7180,

- Sir dyng cho cdc mdy phan tich 1y déng khic nhau.

- Chit chuan (bdn riéng); San sing dé sir dung

- Vit ligu kiém sodt mire thip & cao (bin riéng): Sin sing
dé sir dung.

5. CHUAN BI VA BAO QUAN MAU

- Huyet thanh: Ché cho dén khi miu déng ty hodn toin. Liy
phan noi phia trén dé lam bénh pham

- Huyet tromg: Xir Iy miu mau bing chit chong dong (huyés
tuomg Li-heparin va K2-EDTA); dé yén trong 3 gidr hodic ly
tim véi toc dé 2000 vong/phit trong 2 phiit; Liy 16p huyét
twong (phan noi phia trén) va ding lim bénh phim.

- Phin tich miu ngay sau khi thu thip. Trong trrémg hop
bdo quan miu 2 — 8°C, phan tich trong vong 3 ngiy.

- D6 on dinh:
o Rgiv@15-25°C
o 3ngaya2-8°C
«  §thing o <-20°0C

- Tham khio muc yéu t6 anh hwong dé biét thém théng tin

vé kha ning giy nhiéu miu.
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6. NGUYEN LY BO

Khi thude thir latex duge tao ra dé phin img véi miu vit,
CRP trong miu bénh pham vi latex nhay cam véi khing (he
kling CRP ciia tho trong thude thir latex tgo ra phin (mg
khing nguyén-khang thé cu thé, din dén duc.

Vi mire d dyc ty 1¢ véi nong do CRP rong mau viit, dé duc
duge do bing quang hoc dé xic dinh nong d6 CRP.

7. QUY TRINH TIEN HANH

San pham tueng thich vai nhicu dong may xét nghiém nr
dong khic nhaw, Dudi diy 1d quy trinh tham khio.

LT

Miu +  Thuocthe ]l —55—>  Thuoc thi2

24uL 1 80ul 60pul

—T5 3 PoAbsl —“>  DoAbsll
(STOR00mm) {3TO/800mm)

——>  AAbs & STOV800nm ——  Ning do CRP

Quy trinh tién hanh duge xdy dymg trén dong méiy xét
nghi¢m sinh héa vy déng Hitachi. Tham khao mype 13.
THONG SO CAI PAT CHO MAY TU DONG nhimg
théng s6 cai dit rén may. Lién hé Cong ty TNHH Sin xuit
& Thuong mai Huma Medical cho quy trinh tien hinh irén
nhimg dong may khic.

8. TINH TOAN VA CHUYEN POI PON VI
Tinh todn

- Tinh AAbs ciia mau vi tiéu chuin so vdi miu tring
- Vé& duomg chuin CRP = fiAAbs)

= Tinh nﬁng do CRP wong bénh phim bing cach sir dung
duromg chuan (thire hién quy trinh wrong nr doi viai vit ligu
kiem sodt)

Chuyén dbi den vi

mg/dL x 10=mg/L

9, HIEU NANG VA TUONG QUAN
a. Khodng do

- Két qua xét nghi¢m tuyén tuyén tinh trong pham vi nong
dg CRP tir 0.1 - 320 mg/L.

- Néu nong dé cia miu virgt qua pham vi xét nghiém, pha
lodng miu bing nude mudi v lip lai phép do.

b, Gidgi han phdt hién

Limit of Blank { LoB) = (.1 mg/L
Limit of Detection (LoD} = 0.1 mg/L
Limit of Omantitation {LoQ)) = 0.1 mg/L

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

Gidtr LoB la nﬁng do chit phan tich cao nhit di kién duge
tim thiy khi chay 13p lai ma utring, LoB trong (mg vii nong
di§ mi durdri gid tri do xdc suat phat hiégn mdu tring 13 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 dirge xdic dinh
biing cach chay miu ndng dé thip,

o Hidn ning

- Bj nhay: Sir dung mrde cat, sir thay doi do hip thy nho
hon 0.015: str dyng dung dich mau CRP 10 mg/L, sy thay
doi dd hap thy tr .02 - 012,

- D chinh xéc: khi do mau kiém sodt. két qua chénh léch
trong khoang =10% so voi gid i gan.

. Dg chum (irén nidy Biolis 30i / SK300)

Dir liéu hidu ning ve di chum dgi dién cho hé mdy/dong
may duge dua ra dudi diy.

Két qua cd thé khic nhau gitta cic phomg xét nghiém.

B4 chum duge tinh todn sir dung miu vit ligu kiém sodt
tuin theo tiéu chuan duge ap dung cua CLS1 EP5-A2 vai dg
lip lai, d§ i Kip vi do chum todn phian (sir dyng | mau
trong | lin chay, 2 lan chay rong ngiy vi chay trong vong
20 ngay). Ket qua thu duge nhur duwdi day:

Tiéu chiz: B Lp lai (CV Within-run precision) nho hon
2% va D chum toan phin (CV Total precision) nhé hon
5%,

Mean S CV
5 1 ot
D iep ot g/ mg/l, %%
CRP Control Low 1.7 0,10 0.83
CRP Control High 273 021 .78
Y Mean 5D .
Ny gl mgd, %
CRP Control Low 17 0,34 287
CRP Control High 273 072 265
o : 3 Mean 5D CV
L3 chum taan phidn W il Y
CRP Control Low 1,7 .34 292
CRP Control High 27.3 .74 270
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Tai ligu tham khdio dé hiéu chuin
IRMM ERM-DA474/IFCC

10. GIA TRI THAM CHIELU
Nho hon 3 mg/L

Pham vi tham chiéu phai duge thiét 1ip riéng cho mdi co s&
xél nghiém dira trén sir dinh gid wodn dién cua céc ket qui
xét nghiém va triéu chimg lim sing, cic két qua do khic

ciing nhir diic diém sinh hoc din cur khu vire d6.

11. YEU TO ANH HUONG
- Hoi chimg ving da: Nong dé bilirubin lién hop vil bilirubin
twr do 1én dén 20 mg/dL khéng anh hudng ding keé.

- Téan huyér: Khong ¢é sir anh huémg ding ké cia nong d
hemoglobin 1én dén 500 mg/dL.,

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

- Acid ascorbic: Nong dé acid ascorbic én dén 50 mg/dL

khang dnh hwdng 16 két qua,

- Poi viéi myc dich chin dodn, két qui phai luén dirge dinh
gid cong vai bénh sir, khim Lim sing va cic phat hién khdic
cua bénh nhan. Vui long sir dung cic phuong phip kliic néu
ket qua bj anh huemg boi bit ky véu 16 nio.

12. BAO QUAN, SU DUNG VA THAI BO

Cim nim

I, Miu bénh phim ¢6 nguy co chira cic tic nhin truvén
nhiém nguy hiém nhr HIV, HBV, HCV., Vui long deo ging

Lay vi kinh bao h¢ khi cim nim,

2, Néu thuoe thir riy vio mit, da hay nuot phii, rira sach véi

thét nhiéu nrde va lién hé bac st néu cin thiét.

3. Néu thude thir bi do. xi voi thiit nhiéu mrée va lau sach.
Néu mau pham bi do. xur li phin chit long véi con 80% vi

lau sach bing khan giay.

S dung

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

2. Khong tai sir dung chai lo va dung ey phu trg cia bo thude
thar cho muc dich khac.

34

3. Khéng tron Kin thude thir khic 16 sin xuat,

4. Khéng thém thude thir mdi vao thude thie dang sir dung
bt ke 16 san xudl,

Thai b

|. Tat ca cic miu bénh phiam ciing nhur dung cuy (vi du ﬁng
lay mau) phii duge xir 1i theo so tay hudng din sir dung voi
dung cu y té 1ai co s hode xir li theo cac cich sau:

« Hip w6t trong autoclave & nhiét dd 121°C trong hon 20
phit, Khéng xir 1y hip wét véi san phiam co chira natri
hypoclorit con dur.

- Ngim trong dung dich mréc Javen it nhat 1 gio (nong do
clo hoat dgng 16i thiéu 1000ppm).

2, Thuoe thir ¢ chita Natri Azit 0.05% lam chit bio quan,
Matri Azit co thé phin img vai chi hodc dong tgo thianh vii
li¢u cé tinh no cao. Khi thai bo nén tién hinh véi legng lén
i,

13. THONG S0 CAI DAT CHO MAY TU DONG
< Cho ddng may Hitachi

Phirong phip tinh todn Po 2 diem
Miu 24
Thé tich (L) RI 180
R2 (i)
Chinh 370
Bardre Séng (nm)

Pl 200
Picm | 10
Piémdo (chuky)  Biém 2 19
Diém 3 34

Dang dudmg chuin Spline

Bom vi mg/dL

14, HUONG DAN VA CANH BAO KHAC
- Két qué co thé thay doi tiy thude vio ti 1¢ miw/thude thir,

Lién hé vdi ki sir vin hanh dé diéu chinh théng 6 cai dat
cho cic dong may khic nhau,

- Tién hanh hi¢u chuan hang ngay mrde khi xét nghiém.
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15. QUY CACH PONG GOI

Mi 5P Ddng g6i Test/Kit™  Test/Kit™
L1C034A [x60ml. 1x20mL 310 SO0
11003442 2x60ml.; 2x20ml. 620 104
LICO34A3 Jxdbml; 3x20ml. 930 1620
11C034A4  4x60ml; 4x20ml 1240 260
11C044A  Sxobml.; 5x20ml. 1550 2700
LICO34A6 Gx60mE.; 6x20ml. LBG0 3240
TICO34A8  Bx60ml.: 8x30ml 2480 4000

11C034 I x90mE; 1x30ml. 470 KO0
11C034-2 2x90ml.: 2x30ml. 940 1620

11C044 3xS0ml.: 3x30mlL 1410 2400
11C034-4 4x90ml.; 4x30mL 1RO 3240
11C034-5 Sx%mL: Sx53tmL 2350 4050

* Danh cho miy tr dong cong suat trung binh: SK300; BS
serics: BA200: BA400, Chemwell Scries: Dirni Series:
Biolyecer serics, HumanStar 300, Erba Series: Bioclab
Series, BX 3010; Picwus P300;,. ..

£+ Danh cho méy ur dong céng suat lim: CAR00: CA400;
Randox Imola; Randox Modena+; BM 6010; Biolis30i:
SK500; AU Secries; Pictus PTiH:; C series; Ci series;
HumanStar 600; Kenolab series

S0 lugng test duge dé cdp bén wén dirgce tinh todn dyra irén
théng 5o k¥ thuat cia moi thicét bi, $6 ligu thye & ¢o thé cao
hom tinh todn.

SE-_ legmg test dirgie dé cip !:én irén di gom sir hao hyt do
the tich chet cita lo héa chit nhumg chira bao gom sy hao
hut cho eléit chudn vi chiit hiéu chinh.

Bé nhin thém thong tin chi tiét, vui long liégn hé vai cic dai
Iy phin phoi duge uy quyen.

16. TAI LIEU THAM KHAO
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