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1. MUC DiCH SU DUNG

XNétnghig¢m dinh legmg hoat dd Creatine Kinase (CK) trong
huyét thanh hode huyét ureng.

2. GIOT THIEU CHUNG
a. Chi sir dung cho chin dodn In vifro

b. Chin doin phii dugc thye hign mit cich toin dién bing
cich két hop két qua xét nghigm vai triéu chimg lim
sing vi tham khio ¥ kién bac si chuyén khoa.

¢. Viéc sir dung san phim ndy phai twan theo hirdng din sir
dung di kém dé dam bio ket qua chinh xic.

d. Néu sir dung miy phin tich tr dong, vui long doc ki
lurdng din sir dung.

TOM TAT CO BAN

CK xiic tic 1ong hgp ATP vi PCr trong phén img Lohmann
thuin nghich. Cic phit hién cho thiy EDL co bip nhanh cé
hoat dong CK 16i da, tiép theo li co hoinh, véi mire thip
nhat trong SOL. Sy phin tich dign di cua isoenzyme CK o
ci ba co cho thity sy 16n 1gi cia isoenzyme CK-MM duy
nhit. Viéc vich thém isoenzyme CK-MM cho cic dang con
chi cho thiy CK-MM3 trong ¢ ba co. So vdi co biip, huyét
thanh 6 rat it hoat dong CK; ty nhién, CK bao gom ba
isoeneyme riéng bigt CK-BB (15.3%), CK-MB (3.9%) v
CRE-MM (80,8%). Dién di thém cua iscenzyme CR-MM
lmyél thanh cho 1I1fty sir hién digén cua ba dang con: CK-
MMIL (6,3%), CK-MM2 (24%), vi CE-MM3 (69.7%)
(Gupta va u.’mg sir, 1994). Nhicu 3 lidu cho thiy diang con
CK-MM3 tiét ra tir co vao huyét trong, noi ndé chuyén doi
thinh dang con MM2 va MM béi carboxypeptidase-MN2.

Trong vong | giér sau khi tiép xtic véi carbofuran (1.5
mg/kg, s.c.), hoat tinh CK giam déng ké trong SOL, trong
khi né ting 1én & co hoinh. Pong thii, hoat dong ciia CK
v cd ba isoenzyme CK ting 1én dang ké trong huyér thanh,
Mot phat hién quan trong 13 carboluran hojdc methyl
parathion giy ra sy thay doi dang phu CK-MM huyét thanh;
tire 1a. chuyen doi tudin tr cao hon cia dang con CK-MM3
thanh CK-MM2 vi CK-MM2 thanh CK-MM. c6 thé do
hoat tinh carboxypeptidase-N2 ting curdmng.

3. VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nirde mudi sinh 1§ 0.9% hojic nue 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 VA CHUAN BI

- Thudc thir R-1: Imidazsole; adenosine-di-
phosphate{ ADP) (HK 1

nicotinamide  adenine dinucleotide phosphate (NADP)

D-Glucose, Hexokinase

Glucose-6-phosphate dehydrogenase (GGPDH)
Thudc thir R-1 sin sang dé sit dyng.

- Thude thir R-2: Phosphocreatine
Thuoe thir R-2 siin sing dé sir dyng.

- Khi da mé mip, thude thir s¢ on dinh trong 30 ngdy khi bio
quin trén may xét nghigm Hitachi 7180,

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

- Chit chuan MEASURE Multi Calibrator (bén riéng): Cho
chinh xdc 5.0mL mréc cit pha tiém vio lo chit chuin
(MEASURE Multi Calibrator), dé & nhiét dé phong 45 phit,
dao ngiroe lo chit chuin vii lan cho déu triede khi sir dung.
Sau khi hoin nguyén, sin phim ¢o thé sir dung ngay ma

khong cin pha lodng.

- Vit liéu kiém soit MEASURE Human Lyo L-1 va
MEASURE Human Lyo L-2 (bin riéng): cho chinh xic
5.0mL nude cit pha tiém vio lo vit ligu kiém sodt va dé ¢
nhi¢t d¢ phong 45 phil, dao nguge lo vt lidu kiém sodt vii
lin cho déu trudc khi sir dung. Sau khi hoan nguyén, san

phim ¢é thé sir dung ngay mi khéong cin pha loang.
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5. CHUAN BI VA BAO QUAN MAU

- Huyét thanh: Ché cho dén khi miu dong i hodn todn, Liy
phén noi phia trén dé lam bénh pham

- Huyét twong: Xir 1¥ mau mau bing chit chéng déng mdu
(Li - heparin vii K2 - EDTA); dé vén trong 3 gig hode ly tam
véi toe dé 2000 vong/phit trong 2 phiit; liy Iép huyét irong
(phén noi phia trén) dimg lim bénh phiam.

- Phan tich mau ngay sau khi thu thip.
- B on dinh:
e Boioal5-25°C
s Sngiyol-8°C
e 6 thing & < -20°C
- Tham khao myc yéu to anh hrong dé biét thém théng tin

vé kha niing giy nhiéu miu.

6. NGUYEN LY PO

CK trong huyét thanh tao ra Creatine vi ATP bai
Phosphocreatine vi ADP lim chat nén. Sau dé, ATP dugc
bién doi thinh ADP vi Glucose-6-phosphate nhér hogt déng
cua Hexokinase (HK) 1on tai dudi Glucose.

Glucose-6-phosphate’ ndy dwge oxy hoa thanh  6-
phosphogluconate bi Glucose-6-phosphate dehydrogenase
(G6PDH). Tai thoi diém nay, NADP dong théi bi khir thinh
NADPH vi hoat tinh CK ¢6 thé thu duge bing cich do toc
dé ting dé hap thy cia NADPH.

1 reaction
' {:K 3
Phosphocreatine + ADP —— Creatine + ATP

HE
ATP + Glucose —— ADP + Glucose-6-phosphate
2" reaction

G
Glucose-6-phosphate + NADP  ————

G-phosphogluconate + NADPH + H'

ting d hip thy d bece sdng 340mm

7. QUY TRINH TIEN HANH

San pham tremg thich véi nhicu dong may xét nghiém ur

dong khic nhaw. Dirdi day 14 quy trinh tham khao.

v

Miu +  Thudcthr | —S5—>  Thuoc thir2

4.0uL latul 40pL

—>  PoAbsI  —  DoAbsll
(340/405mm) (340/405nm)

— AAbs @ 340/405nm —  Hogt do CK

Quy trinh tién hinh duge xiy ding rén dong may xél
nghié¢m sinh hoa vy déng Hitachi. Tham khio muc 13,
THONG SO CAI PAT CHO MAY TU DONG nhing
théng s6 cai djit trén may. Lién hé Cong ty TNHH Sin xuit
& Thwong mai Huma Medical cho quy trinh tién hanh trén
nhimg dong mdy khic.

8. TINH TOAN VA CHUYEN POI DON VI

Tinh todn

- Tinh AAbs cia miu vi tiéu chuin so véi miu tring

- V& duomg chudn CK = f{AAbs)

- Tinh hogt d§ CK trong binh pham bing cich sir dung
durdmg chuan (thyre hign quy trinh trong v doi voi vt ligu
kiem sodt)

Chuyén dii don vi

U/L x 0.0167 = pkavL

9. HIEU NANG VA TUONG QUAN
a. Khodng do

- Két qua xét nghiém tuyén tuyen tinh trong pham vi hoat
dé enzyme CK ur 10 - 2000 U/L,

- Néu hoat dé ciia miu vurgt qui pham vi xé nghiém, pha
lodng miu bing medc mudi va lip lai phép do.

b. Gidi han pht hién

Limit of Blank { LoB) = 1.0UL
Limit of Detection (LoD) = 1.5 1LVL
Limit of Quantitation (LoQ) = 10 U/L

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

Gidwrj LoB la nﬁng dd chit phiin tich cao nhit dir kién duge
tim thiy khi chay 13ip 1ai mdu tring. LoB twong img véi nong
d6 mi dudi gid tri d6 xdac suat phat hign miu tring 14 95%.
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Gia trj LoD xdc dinh dua trén LoB va do léch chuan cua
mau nong dg thip. LoD nrong {mg véi nong dé thap nhit
chit phan tich ¢o thé duge phat hién (gia tri nong dd cao
hon LoB véi xdc sudt 95%).

Gid tri LoQ 13 gid tri nong dé thip nhitco thé do leémg duge
v sai 56 toan phin cho phép i 20%. LoQ duge xic dinh
biing cich chay miu nong do thap.

c. Hiéu ning

- Do nhay: Sur thay doi dd hap thy khi do mrde cat pha tiém
tir 0.001 - 0.003 Abs/phiit v khi do mau hoat dj 500 U/L
lém hom 0,047 Abs/phit,

- B chinh xac: khi do miu kiém sodt, két qua chénh léch
trong khodng £10% so val gid tri gan,

d. i el (irén miy Biolis 301 / SK300)

Dir liu hiéu ning vé do chum dai dién cho hé miv/dong
miy dirgre dra ra dudi diy,

Két qua co thé khac nhau giira cic phong xét nghiém.

D6 chum dwge tinh toan sir dyng méu vit liéu kiém sodit
tudn theo tiéu chuin dirge dp dung cua CLSI EP3-A2 vdi do
ip lad, d§ a1 Bp va 4o chyum 1odn ph?m (str dyng | mau
trong | lan chay, 2 lin chay trong ngiy vi chay trong vong
20 ngay). Két qua thu dwge nhir dudi diy.

Titu chi: P lap lai (CV Within-run precision) nhd hom
3% va D{ chum todn phin (CV Total precision) nho hon
5%.

; ; Mean a0 v
Doigp ta Ui Ui %
Control Lyo L-1 8.9 1.25 181
Control Lyo L-2 264.2 262 1194

I Mean 8D c¥V
Dtk ap L L %
Control Lyo L-1 68.9 291 4.22
Control Lyo L-2 2642 739 280

2 o Mean SD cr
I3 chym fodn phéan o L 0%
Control Lyo L-1 65,9 304 441
Control Lyo L-2 2642 761 28K

e. So sdnft tromg guan
Huyét thanh
Plwrong trinh hoi quy: v = 0.9989x + 1,0499 (n = 52)

Hé s0 trong quan: r = 0.9987

Huyét trong
Phuromg trinh hoi quy; vy = 1.0006x + 06420
Hé s6 twong quan: r= 1,000
{v: 2id tri lr phuromg phip nay)
Vit ligu tham chiéu cho hi¢u chuin
ReCCS JCCLS CRM-001]

10. GIA TR] THAM CHIEU

- MNam: 59 - 248 U/L

-Nirm 41-153 UL

Pham vi tham chicu phai dwge thict lip riéng cho mdi co sé
x€l nghi¢m dyra trén s dinh gia odn dién cua cac ket qul

xét nghiém v iridu chimg 1im sang, cic ket qua do khic
ciing nhu diic diém sinh hoe dan ¢ khu vyre dé.

11. YEU TO ANH HUONG

- Hoi chimg ving da: Nong d bilirubin lién hop vi bilirubin
tir do 1én dén 40 mg/dL khéng anh huimg déng ké.

- Tan huyét: Khéng ¢o sw anh hueng dang ké cia nong do
hemoglobin 1én dén 500 mg/dL.

- Lipid huyét (Intralipid): Nong do triglycerid khéng gay
nhiéu ding ké 1én dén 3000 FTU.

- Acid ascorbic; Nong dé acid ascorbic 1én dén 50 mg/dL
khang danh hirémeg 16 két qui.

- Péi véi myc dich chin dodn, két qua phai ludn dirge dinh
£id cung voi bénh sir, kham lam sing va cac phat hign khac
ciia bénh nhan. Vui long sir dung cic phwrong phip khic néu
ket qua bi anh hiromg b bét ky véu 16 ndo.

12. BAO QUAN, SUDUNG VA THAI BO
Cim nim

1. Mau bénh phim cé nguy co chira cic tic nhin truyen
nhiém nguy hiém nhy HIV, HBY, HCV. Vui long deo ging
tay vi kinh bao hé khi cim nim,

2. Néu thude thir rdy vio mit, da hay nuot phai, nira sach vai
thit nhiéu nude vi lién hé bic st néu cin thiét,

3. Néu thude thir bj do, x4 vai thit nhidu nwde vi lau sach,
Néu mdu phim b do, xir i phin chil long véi con 80% v
lau sach bing khiin giay.
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S dung
1. Bao quin thude thir dudi diéu kién chi dinh. Khéng sir
dung thuoc thir het hgn.

2, Khang tdi sir dung chai lo va dung cy phu trg ciia b thuoe
thir cho mupe dich khiae.

3. Khéng 1tron Fin thude thir khéc 16 san xuit.

4. Khong thém trhuﬁc thir mdi vio thude thir dang sir dyng
bit ké 16 san xudt.

Thai b

1. Tit ca cde miu bénh phim ciing nhur dung cu (vi du dng
lay mdu) phai duge xir 1i theo o tay hwéng din sir dyng véi
dung cu v 1€ i cosd hojic xir H theo cic cach sau:

« Hip wén trong autoclave & nhiét do 121°C trong hon 20
phit. Khong xir 1y hip wét véi san phim cd chira nawri
hypoclorit con dur.

« Ngim trong dung dich nuéc Javen it nhat | gior (nong do
clo hoat dgng 1oi thicu 1000ppm).

2. Thude thir co chira Natri Azil 0.05% lim chit bio quan,
Natri Azit co the phin img viéi chi hojic dong tao thinh vit
liéu cd tinh nd cao. Khi thai bo nén tién hanh véi lugng lén
nmrde.

13. THONG SO CAI PAT CHO MAY TU PONG

< Cho diong miay Hitachi

Pluromg phap tinh todn Bo 16¢ do phin {mg

Nhié¢t dg 3rec

Mau 4.0

The tich (ul) RI 160
R2 40

Chinh 340

Burge Song (nm) Pl i
Biem | 10
Piémdo (chuky)  Biém2 27
Diém 3 34

Dang diremg chudn Linear

Bom vi U/L

14. HUONG DAN VA CANH BAO KHAC

- Két qua 6 the thay dai tiry thude vao ii 1§ mau/thuoc thir.
Lién h¢ vai ky sir vin hanh dé diéu chinh thong so cai dit
cho cic déng miy khac nhau.

- Tién hanh hi¢u chuan hang ngay trede khi xé nghiém,

15. QUY CACH BONG GOI

Mi 5P Pong goi Test/Kit™  Test/Kit™
HCO31A [x60mL; 1x15mL 280 540
HCO31A2  2x60ml; 251 5ml. S0 [ 080
HICOR1AS  3x60ml.: 3xl5mlL R40 1620
HCD31A4  4xoUml; 4x15mL 1120 2Llo0
FICOIA Sx60ml; Sxl3mi. 400 2700
HICO3IA6  6x60ml; 6xt5ml. LGE 3240

L1C031 I x80ml., 1x20mL IR0 720
11C031-2 2xB0ml.; 2x20mL 760 1440

1can 3xB0ml: 3x20mL 1140 2160
11C031-4  4x80ml.: 4x20mlL 1520 2880
L11C031-5 Sx&0ml.; 5x20ml. 1900 3600

* Dimh cho midy ty déng cong sudt trung binh: SK300: BS
series; BA200; BA400, Chemwell Serigs; Dirui Series;
Biolyzer series. HumanStar 300, Erba Series: Bioelab
Series, BX 3010; Pictus P500;,..,

** Danh cho mdy tr déng cdng sudt lén: CAS00; CA400;
Randox Imola; Randox Modena+; BM 6010; Biolis50i;
SK300; AL Series; Pictus PT700; C senies; Ci series;
HumanSiar 600; Kenolab series

S6 lrgng test dirge dé ciip bén trén duge tinh todn dya trén
thong s0 kv thudt ciia mai thiét bi. S6 ligu thire 1€ c6 thé cao
hom tinh 1odn.

Sfi lirgmg test duge deé cip bén wrén di gﬁm sir hao hyt do
the tich chet cia lp hoa chat nhumg chwra bao gom sy hao
hut cho chat chuin vi chat hiéu chinh,

B¢ nlin thém thong tin chi tiet, vui long lién hé véi cic dpi
Iv phiin phdi duge Gy quyen,

16. TAI LIEU THAM KHAO

1. Ramesh C. Gupta, ... Jitendra K. Malik. in Handbook
ol Toxicology of Chemical Warfare Agents (Second
Edition), 2015

2. CLSINCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EPO3-A2 2004

3. CLSI EP1T : Evalnation of Detection Capability for
Clinical Laboratory Measurement Procedures, 2nd
Edition. 2017

4. Tdi ligu ndi bo, UMA Diagnostics
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-T10-4872
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