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1. MUC DiCH SU DUNG

Xét nghigm dinh lrgng hogt d6 Creatine Kinase lsozyme
(CK-MB) trong huyét thanh hodic huyét twong.

2. G101 THIEU CHUNG

a. Chi sir dung cho chin dodn In vifro

b. Chin dodn phai dugce thue hién mot cich todn dién bing
cach két hop k&t qua xét nghi¢m véi triéu chimg lim

sing vi tham khao y kién béc si chuyén khoa.

c. Viée sir dyng san pham ndy phai wan theo hudng din sie

dung di kém dé dam bao két qua chinh xic.

d. Néu sir dung miy phan tich ur dong, vui long doc ki
huréng din sir dung.

TOM TAT CO BAN

Creatinine Kinase MB Fraction (CK-MB) i mét diu dn
sinh hoc duge sir dyng rong rii cho chin thwong co tim.
CK-MB duge tim thiy véi ndng dd treng déi cao trong co
tim, nhimg nd cling ¢b trong co xwong vi cac md khac (Al-
Hadi vi Fox, 2009). Khoang 15 - 40% 1ong hogt ding
creating kinase (CK) cia tim i do CK-MB. S gia ting
nhanh chéng coa CK-MB sau 16n thiromg cor tim khién né
trér thiinh mot diu an sinh hoc dic bigt hiru ich trong viée
chin doin som AMI vi tdi nhoi mau. CK-MB duge giai
phéng trong vong | git sau chan thwong tim (Hinh 1),
Trong mt nghién ciru irén 202 bénh nhin cua W va cing
sir, nong dg CK-MB tang trong vong 1 - 6 gior sau chin
throng co tim ¢ 75% bénh nhin (Wu va cong sir, 1992).
Trong vong 7 - 12 gidr sau chan thiromg co tim, nong dé CK-
ME tdng 1én & 94% bénh nhin. Trong mt nghién ciru da
trung tim khic eia Zimmerman va edng sir, CK-MB 1a diu
hiéu sém nhay va diic hidu nhit doi vai AMI (dé nhay 91%
va dj dic hi¢u 89%). tiép theo la myoglobin (dd nhay 78%
va d§ dic hiéu 89%) (Zimmerman va cing s . 1999),

Trong nghién ciru nay, CK-MB ciing 1a mét du an sinh hoc
mudn dang tin cdy coa AMI, vaéi d§ nhay 96% vi d6 dic
higu 14 98%. Mic dit CK-MB 1a mét diu hi¢u sinh hge ban
diu c6 gid iri vé 1on thirong co tim, nhung né kém nhay vi
diic hi¢u hom troponin tim, va do dé nd di dwge thay thé
bing troponin lam tidu chuin ving dé chian doin AMI
{Saenger va Jalle, 2007),

3. VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nirde mudi sinh 1§ 0.9% hojic nuée cdt pha tiém.
- Micropipet vi dyng cy phéng thi nghi¢m co ban khac.

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

4. THANH PHAN THUOC THU YA CHUAN BI

- Thuoc thu R-1: Hexokinase; Glucose-6-phosphate
dehydrogenase (GOPDH): CR-MM antibody

Thuoe thir R-1 siin sing dé sir dyung.
- Thude thir R-2: Creatine phosphate
Thuoc thir R-2 sin sang dé sir dyng.

- Khi da ma nip, thude thir s¢ 6n dinh trong 30 ngay khi bao
quan trén may xénghiém Hitachi 7180

- Sir dung cho nhiéu dong may xét nghiém tir dong.

- Chéit chudn MEASURE Multi Calibrator (bin riéng): Cho
chinh xic 5.0mL nwéc cit pha tiém vio lo chit chuin
(MEASURE Multi Calibrator), dé & nhi¢1 do phong 45 phit,
dio nguge lo chit chuin vai lin cho déu triede khi sir dung,
Sau khi hoin nguyén, san phim c6 thé sir dung ngay mi
khéng cin pha lodng,

- Vit liéu kiém soit MEASURE Human Lyo L-1 va
MEASURE Human Lyo L-2 (bdn riéng): cho chinh xic
5.0mL nude cat pha tiém vio lo vit liéu kiém soit va dé &
nhiét do phong 45 phit, dio ngurge lo vit lidu kitm soat vii
lin cho déu trude khi sir dung. Sau khi hoan nguyén, sin
phiam ¢6 thé sir dyng ngay mé khéng cin pha loding,
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5. CHUAN BI VA BAO QUAN MAU

- Huyeét thanh: Ché cho dén khi mau dong w hoin toan. Lay
phin noi phia trén dé lam bénh phiam

- Huyét wromg: Xir 1y miu bing chit chong déng: Huyét
tiromg Li - Heparin, K2-EDTA; dé yén mdu trong 3 giér hoje
Iy tim vai toe dg 2000 vang/phit trong 2 phiit; Iy 16p huyét
twomg (phin ni phia trén) va ding lim bénh phim.

- CK-MB trong miu thir khong bén & nhiét dé cao. phin
tich miu ngay sau khi thu thip hodc bao quin miu 2 - 8°C
va phin tich cang som cang 161,

- D6 on dinh trong huyét thanh:
o Beibg 20 -25°C
o Bnpgayo2-8°C
o 28 nghv o< -20°C
- Tinh én dinh trong huyét tuong heparin:
s Hooiird20-25°C
s Spgay¢2-8°C
s Bngay o< 2000
- Tinh 6n dinh trong huyét wrong EDTA:
o Zugdy ¢ 20-25°C
o Tnghy &2 -8°C
o |ndmé=<-20°C
- Tham khao muc yeu t6 anh huang dé biét thém thong tin
vé khi niing giy nhiéu miu.
6. NGUYEN LY PO

Chi hogt dgng CK-MB dugc giir lai trong R-1. CK-MB niy
tao ra crealine vi ATP bing cich sir dung creatine
phosphate vi ADP lam chat nén. Tiép theo, ATP duge oxy
héa thinh G-phosphogluconate bdi ADP vl glucose-6-
phosphate dehydrogenase (GGPDH) bai tic dyng cua
hexokinase (HK) khi co mit glucose. Vi NADP + bj klur
thanh NADPH. hoat tinh cia CK-MB ¢ the dirge xde dinh
hiing cich do toc do ting do hap thy cia NADPH.,

Phan ime thir nhar

Phosphocreaiine +  ADP ey Creatine + ATP

ATP

+ Glucose

ADP + Glucose-6-phosphate

Pilrare trng thr i

GePDH
NADP ———

Glucose-6-phosphate  +
t-phosphogluconate + NADPH + H°

taing det frdp thy o beedc séng 340mm

7. QUY TRINH TIEN HANH

Siam pham twromg thich v nhiéu dong may xét nghi¢m
ding khic nhau, Dudi day 14 quy trinh tham khio.

Miu + Thubcthir] —5e—>  Thude thir2
8.0puL 160uL 40uL
—7TC 5> PoAbsl —">  DoAbsll
(340/405nm) (340/405nm)
——>  AAbs ¢ 3400405nm  —>  Hoat d¢ CK-MB

Quy trinh tién hinh duge xiy dymg rén dong méiy xél
nghigm sinh héa tw dong Hitachi, Tham khio muc 13.
THONG SO CAI PAT CHO MAY TU DPONG nhimg
thdmg 50 cai diit trén may. Lién hé Céng ty TNHH San xuﬁ
& Thwong mai Huma Medical cho quy trinh tién hinh trén
nhimg dong may khic.

8. TINH TOAN VA CHUYEN POI BON V]
Tinh todn

- Tinh AAbs ctia miu vA tiéu chuin so véi miu tring
- V& dudmg chuin CK-MB = f{AAbs)

- Tinh hogt dp CK-MB trong bénh phim bing cich sir dung
duromg chuin (thue hién quy trinh trong ty doi vl vit ligu
Kicm sodt)

Chuyin dii don vi

U/L x 0.0167 = pkat/L

9, HIEU NANG VA TUONG QUAN
a. Khodng do

- Két qua xét nghiém tuyén tuyén tinh rong pham vi hogt
do enzyme CK-MB tr 1 - 2000 /L.

- Néu hoat do cua miu virgt qua pham vi xét nghi¢m, pha
lodng miu bing mrdc mudi va 13p lai phép do.

b, Gidgi hgn phit hién

Limit of Blank (LoB) = 0 UL
Limit of Detection (LoD} = 1 U/L
Limit of Quantitation { Lo = | UL
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Gid trj LoB. LoD, LoQ duoc xic dinh dira theo tiéu chuin
EP17-A2 cua CLSI,

Gid tri LoB i nong d chat phin tich cao nhat di kien duge
tim thdy khi chay lip lai miu triing. LoB tuong img vai nong
do ma dudi gid tri d6 xdc sudt phat hién mau trfing 13 95%.

Gia trj LoD xic dinh dyra trén LoB va dd léch chuin ciia
mau nong dé thip, LoD nrong img véi nong do thip nhit
chit phin tich ¢6 thé duge phat hién (gid i nong d6 cao
hon LoB véi xdc suit 95%).

Gid 1ri LoQ 14 gid tri nong dé thap nhat ¢d thé do lwomg duoe
v sai 56 todn phin cho phép 1a 20%. LoQ duge xic dinh
biing cich chay miu ndng do thip.

c. Hiéu nang

- Dé nhay: Sir thay doi dé hip thy khi do mrde cit pha tiém
tir 0.001 - 0,003 Abs/phit vi khi do miu hogt dg 500 U/L
tir 0,025 - 0,100 Abs/phit.

- D6 chinh xdc: khi do mau kiém soat, kél qua chénh Igch
trong khodng =10% so vai gid tri gan.

. DG cham (1rén may Biolis 30i / SK300)

Dir ligu hi¢u ning vé do chum dai dién cho hé miy/dong
may duge dua ra dudi diy.

K¢t qua ¢6 the khic nhau gitra cic phong xét nghi¢m,

B¢ chym duge tinh todn sir dung mau vit liéu kiém sodt
tuin theo tién chuin duge ip dung cia CLSI EP5-A2 vai do
lip lai, d§ tai lp vi do chum 10dn phi"m {sir dyng 1 miu
trong 1 lin chay, 2 lin chay trong ngdy vé chay trong vong
20 ngay). Két qua thu duge nhir dirdi day.

Tiéu chi: B Lip lai (CV Within-run precision) nho hon
5% vi D{j chum toan phin (CV Total precision) nho hon
10%.

! ; Mean Ry R CV
Do lgp tai UL UL %
Control Lyo L-1 229 08 3.50
Control Lyo L-2 3.6 09 [.42

i Mean 50 cF
Hdtiop Ui, UL %
Control Lyo L-1 229 0.77 336
Control Lyo L-2 636 .74 274

. . i Mean 5D (S
B el todn phan L Ll o
Control Lyo L-1 229 (.95 4.17
Control Lyo L-2 63.6 1.6 192

34

e So sdnh tiwong quan

Phwong phip nguyén tic trong nr

Huyét thanh

Phwromg trinh hoi quy: v = 1.0106x - 0.7399 (n = 52)
H¢ 50 wrong quan: r = 01,9995

Huyét trong

Phuromg trinh hoi quy: y = 0.9942x - 0.5142 (n = 54)

Hé s6 wrong quan: = 0.9996

(y: gid tri thu dugre vir vige sir dung thude thir cia UMA)

10, GIA TRI THAM CHIEU
Nhé hem 25 U/L

Pham vi tham chiéu phai duge thiét lap riéng cho mdi co so
x€t nghigm dya trén sy dénh gid todn dién cia cie két qua
xét nghiém vi triéu chimg 1am sing, cic két qua do khic
ciing nhur dic diém sinh hoc din cur kha vyre do.

11. YEU TO ANH HUONG

- Hoi chimg ving da: Nong dé bilirubin lién hop vi bilirubin
tir do 1én den 40 mg/dL khong dnh romg ding ke,

- Tin huyét: Khong 6 sy anh huong déng ké cua nong do
hemoglobin trong cic miu tin huyét dén 15 mg/dL.

- Lipid huyét_ (Intralipid): Nong dg triglycerid khang giy
nhiéu ding ké 1én dén 3000 FTL.

- Acid ascorbic; E'\»!u:nrq. df acid ascorbic 1én dén 50 mg/dL
khéng anh hiong téi két qua.

- Béi voi mye dich chin dodn, ket qua ph-;u' ludn duge danh
gid cing vai bénh sir, khim Fm simg va cdc phit hig¢n khic
cta bénh nhin, Vui long sir dung cic phwong phip khic néu
két qui bi anh hrémg T:u:u bat ky véu 16 nio.

12, BAO QUAN, SU DUNG VA THAI BO

Céim niim

1. Mau bénh phim o nguy co chira cic the nhin truyén
nhiém nguy hiém nhe HIV, HBV, HCV. Vui long deo giing
tay vi kinh bao hé khi cim nim,

2. Néu thude thir iy viio mit, da hay nuot phai, nra sach véi
thiit nhiéu nwée va lién hé bic st néu can thiét.

3. Néu thude thir bi do, xa véi thit nhicu nude va lau sach.
Néu mau phim bi do, xir i phin chit 1ong véi con 80% vi
lan sach bing khin gidy.
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S dung

1. Bao quin thube thir dudi dicu ki¢n chi dinh. Khéng sir
dung thuée thir hét han.

2, Khong tdi sir dyng chai 1o va dung ey phy trg cia bg thuoe
ther cho mpe dich khide,

3. Khéng tron Ein thuoe thir khic 16 san xuwit,

4. Khong thém r;m-:‘::: thir mai vao thuoe thir dang sir dung
bat ké 16 san xuat.

Thai bo

1. Tai ca cac mau bénh phim ciing nhur d:,usb cu (vidy d ﬂnj,

ldy mau) phm duge xir 1i theo s0 tay nréng din sir dung véi
dung cy v 1e tai co so hofic xir I theo cic cich sau:

- Hiip wét trong autoclive & nhi¢t do 121°C trong hon 20
phit. Khong xir 1y hip wdt véi san pham cd chira natri
hypoclorit con dur.

- Ngam trong dung dich nude Javen it nhdt 1 gitr (nong do
clo hoat déng t6i thiéu 1000ppm).

2. Thudc thir co chira Natri Azit 0.05% lim chit biao quan.
Matri Azit c6 the phin ung vdi chi hojic dong tao thinh vit
liéu o tinh nd cao. Khi thai bo nén tién hanh v lugng lon
e,

13. THONG SO CAI PAT CHO MAY TU BONG
% Cho ding may Hitachi

Plurong phap tinh todn Bo t6c d§ phan (mg

Nhi¢i do 37°C

Mau R0

Thé tich (uL) RI 160
R2 41}

Chinh 340

Burdre Song (nm)
Phu 405
Diém | 10
Biém do (chu ki) BPiém 2 27
Biém 3 34
Dang dwémg chuin Linear

bon vi /L

14. HUONG DAN VA CANH BAO KHAC

- Két qui co thé thay déi tiy thuge vio ti l¢ mau/thude thir.
Lién hé vdi kv s vin hinh dé diéu chinh théng so cai dit
cho cic dong mdy khibe nhau.

- Tién hanh hi¢u chuan hing ngay trirde khi xét nghi¢m.

15. QUY CACH BONG GOI

Mi 5P Pong goi Test/Kit™  Test/Kit™
HCOI5A [x60mL; 1x15mL 280 540
HCMSAZ  2x60ml: 251 5ml. 56l [ 080
HICOISAS  3x60ml.; 3xl5mlL R40 1620
HCO15A4 4xoUml; 4x15mL 1120 2Llo0
FICHEA Sx60ml; Sxl3mi. 400 2700
LICOI5A6  6x60ml; 6xt5ml. | GED 3240

11C015 [x80ml.; 1x20mL IR0 720
LICO15-2 2xB0ml.; 2x20mL 760 1440

11Cons 3xB0ml: 3x20mL 1140 2160
11C015-4  4x80ml.: 4x20ml 1520 2880
L1C015-5 Sx&0ml.; 5x20ml. 1900 3600

* Danh cho may trr déng cong suat trung binh: SK300; BS
series; BA20G; BA400. Chemwell Series; Dimi 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: Biolis5S0:;
SK500: AU Serics; Pictus PT00; C series; Ci series;
HumanStar 600: Kenolab series

S0 lrong test duge dé cip bén trén duge tinh toin dya trén
thong so k¥ thuit cha moi thiet bi. 56 li¢u thye i€ ¢ thé cao
hom tinh todn.

S6 lirgng test drgre dé cip hcn trén di gom sy hao hat do
thé tich chét cua lo hoa chat 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. ¥. Xue, .. Navaid Igbal, in Reference Module in
Biomedical Sciences, 2014

2. CLSI/NCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EPOS-AZ, 2004

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

4. Téai licu ngi by, UMA Diagnostics

17. NHA SAN XUAT

UMA Cuo., 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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