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1. MUC DiCH SU DUNG

Xeét nghigm dnh Iugng hoat d§ Lactate Dehydropenase
(LDH) trong huyéi thanh hodc huyétl tromg.

2. GIO1 THIEU CHUNG
a. Chi sir dung cho chan dodn fi vitro

b. Chin dodn phai dugc thyc hi¢n mét edch toan dign bing
cich két hop két qua xét nghi¢m voi irigu chimg lam
sing vi tham khao v kien bic sT chuyén khoa.

c. Vige sir dung sin phim nay phai tuin theo huéng dan sir
dung di kém dé dam bio két qua chinh xic.

d. Néu sir dyng miy phan tich ur dong, vui long doc ki
lurdmg dan sir dung.

TOM TAT CO BAN

Laciaie dehydrogenase (LDH} 13 mi enzym quan trong cua
con duomg chuyen hoa ky khi, N6 thude vé logi san pham
oxy héa, véi so uy nhi¢m enzym EC 1.1.1.27. Chirc niing
ciia enzyme 13 xtc tic cho qud trinh chuyen doi thuin
nghich lactate thinh pyruvate voi qua irinh khir NAD +
thanh NADH vi nguge lal, Enzyme cd trong nhiéu logi sinh
vat, bao gom ¢ thue vit vi dong v N6 cé mit & khiip noi
trong Lt ci cic md va dong vai trd nhir mot diém kiém tra
quan trong cia qua trinh tao gluconeogenes vi chuyén hoa
DNA. Phan tich LDH trén toan lodi cho thiy cu tric duge
bio ton 16t ciia néd chi véi mot so thay ddi trong trinh ty axit
amin gitra cic lodi. Sy wrong déng vé ciu tric véi nhimg
thay d6i nho cia axit amin cung cap nén tang hop 1y dé thiét
ké cdc phan tir chite nfing nhim dicu chinh dién thé xic tic
va su bicu hién ciia enzym. Trong bii viét nay, ching 16i sé
tap trung sir chit ¥ vito chire ning sinh hoa, phiong phip thi
nghié¢m va mirc d§ lién quan 1dm siang cua enzym LDH.

3, VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nuge mudi sinh 1§ 0.9% hodc mréc cit pha tiém.
- Micropipel vi dung cu phong thi nghiém co ban khic,

- MEASURE Multi Calibrator va MEASURE Human Lyo
L-1 vi MEASURE Human Lvo L-2,

4. THANH PHAN THUOC THU VA CHUAN BI

- Thute thir R-1: Lithium L-Lactate, Dicthanolamine buffer
Thude thir R-1 siin sing dé sir dung.
- Thudc thir R-2: Nicotinamide Adenine Dinucleotide
(NADY
Thude thir R-2 sin sing dé sir dung.
- Khi da mé mip, thude thir s¢ on dinh trong 30 ngiy khi bio
quan rén may %€t nghiém Hitachi 7180,

- Sir dyung cho nhiéu dong may xét nghié¢m tr dong.

- Chat chudn MEASURE Mulii Calibrator (bin riéng): Cho
chinh xic 5.0mL mrée cit pha tiém vio lo chit chuin
(MEASURE Multi Calibrator), dé & nhi¢t dé phong 45 phit.
dio ngwree fo chit chuan vii lan cho déu trude khi sir dung,
Sau khi hoan nguyén, san phim cd thé sir dung ngay ma
khéng cin pha lodng.

- Vit liéu kiém soit MEASURE Human Lyo L-1 vi
MEASURE Human Lyo L-2 (bin niéng): cho chinh xic
5.0mL nrde cit pha tiém vio lo vat ligu kiém soat va dé &
nhi¢t do phong 45 phit, dio nguge lg vt lidu kiem sodat vai
lan cho déu trude khi sir dung. Sau khi hoan nguyén, sin
phiam 6 thé sir dung ngay ma khong cin pha lodng.

5. CHUAN BI VA BAO QUAN MAU

- Huym thanh: Chis cho dén khi mau déng ty hodn toan, Liy
phin noi phia trén dé 1am bénh pham

- Huyét wrong; Xir Iy mau méu biing chit chéng dong miu
(Li - heparin vi K2 - EDTA): dé yén trong 3 gitr hodc Iy tim

Vi 10¢ dd 2000 vong/phit trong 2 pht; lay lop huyét trong
(phin noi phia trén) dung 1am bénh pham.

- Phin tich miu ngay sau khi thu thip. Trong mromg hop
bito quan maw 2 - 8°C, phiin tich trong vong 7 ngdy.

- Sir 6n dinh
*  3nghyd 15-25°C
o Togayd2-8°C
o Othang & <-20°C

- Tham khao myc ycu 10 anh hudmg dé biét thém thong tin
v kha ning giy nhiéu mau.
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6. NGUYEN LY BO

Lactate Dehydrogenase (LDH) trong miu duge chuyén
thinh L-Lactate Pyruvic Acid dudi sy ©on 13i cua
MNicotinamide Adenine Dinucleotide (NADY. Tha dirge hoat
tinh Lactate Dehydrogenase biing cich do tv 1¢ ting quang
hoc cua dgng giam Nicotinamide Adenine Dinucleotide
{(NADH} duwgc 130 ra boi phan img nay.

. : LI
Lactic Acid + NAD! ——

Pyruvic acid + NADH + H'

téng de hd"p thi o buecre sang 340nm

7. QUY TRINH TIEN HANH

San pham twong thich voi nhicu dong médy xét nghiém wr
déng khidc nhau, Dudi diy 13 quy trinh tham khio.

e

Miu +  Thuoe thir | - Thude thir 2
4.0uL 1 60pl 40uL
—TC 5 PoAbsl —LE>  PoAbsll

(340/405nm) {340/405mm)

——3  AAbs o 340/405nm  ——>  Hoatdd LDH

Quy trinh tién hinh duge xiy dyng rén dong miy xét
nghi¢gm sinh héa 1 dong Hitachi, Tham khao muc 13,
THONG SO CAI PAT CHO MAY TU PONG nhimg
théng sd cai dit trén may. Lién hé Cong ty TNHH Sin xuit
& Thuong mai Huma Medical cho quy trinh tién hanh trén
nhimg dong may khic.

8. TINH TOAN VA CHUYEN BOI DON VI
Tinh todn

- Tinh AAbs cia mau vi tiéu chudn so vdi miu tring
- V& dudmg chuan LDH = fiAAbs)

- Tinh hoat do LDH trong bénh phim bing cich sir dyng
dudmng chudn (thire hién quy trinh trong tr déi véi vit ligu
kiém soit)

Chuyén dbi don vi

U/L x 0.0167 = prkavL,

9. HIEU NANG VA TUONG QUAN
a. Khodng de

- Két qua xét nghig¢m tuyen tuyen tinh trong pham vi hoat
dg enzyme LDH tir 3 - 1000 U/L.

- Néu hoat d6 ena miu virgt qud pham vi xét nghiém, pha
lodng miu bing mréc mudi va Lip lai phép do.

b. Gidi fran phdt hién

Limit of Blank (LoB) = 1.5U/L
Limit of Detection (LoD) = 3.0UML
Limit of Quantitation (Lo = 3.0U/L

Gii tri LoB. LoD, LoQ duge xic dinh dya theo tiéu chuin
EP17-A2 cua CLSL

Gid tri LoB i ndng do chat phan tich cao nhat dir kién dugc
tim thay khi chay 13p lyi mdu tring. LoB twong img véi nong
dd ma dudi gid tri dé xdc suit phat hién mdu triing 13 95%.

Gid trj LoD xdc dinh da trén LoB vii d§ lgch chuan cia
mau nong dé thip. LoD twong img véi nong d thap nhit
chit phin tich ¢é thé dwge phit hién (gid tri nong dé cao
hom LoB v xdc sudl 95%).

Gid tri LoQ 1 gid tri nong dé thap nhit ¢é thé do lwamg dirge
v sai $0 tin phin cho phép i 20%. LoQ duge xic dinh
bing cich chay miu nong dé thip.

c. Hién ndng

- B¢ ohay: Sy thay doi do Il:ip thy khi do mrdc cit pha tiém
nho hom 0.01 Abs/phiat vi khi do mau hoat dé 500 U/L dao
déng tir 0.03 dén 0.07 Abs/phi,

- D6 chinh xac: khi do mau kiém sodt, két qua chénh 1gch
trong khodng £10% so voi gid tri gdn.

d. Dg chym (irén may Biolis 30i / SK300)

Dir ligu hiéu ning vé do chum dai dién cho hé may/dong
mdy durgre dura ra dudi diy.

Kél qua co the khic nhau gitra cic phong xét nghiém.

B§ chum dugce tinh todn sir dung man vil ligu kiem sodl
tudn theo tiéu chuan dirge 4p dung cia CLS1EPS-A2 viri d
kip lai. do 1ai lip va do chum todn phin (sir dyng 1 miu
trong | lin chay. 2 lin chay trong ngiy va chay trong vong
20 ngay). Két qua thu duge nhur dudi day,

Tiéu chi: B§ Lip lai (CV Within-run precision) nho hon
3% vi P chum toin phin (CV Total precision) nho hon
5%,
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3 , Mean 5D ¥
£ lap I i i %
Control Lyo L-1 148.3 1.57 1.06
Control Lyo L-2 07 8 145 047

AT Mean YR Cr
Lij tatigp UL L %
Control Lyo L-1 [48.3 533 3.60
Control Lyo L-2 378 .14 232

. : Mean 50 (i
D el todn plin I L 9
Control Lyo L-1 1453 546 1.6%
Conirol Lyvo L-2 3078 1.20 234

e. So sinh tirong quan
Huyét thanh (n = 68)
Phwromg trinh hoi quy v = 1.01x + 1,50

Hé so trong quan t = 0,999
Huyét nromg (n = 73)
Phwromg trinh hoi quy y=1.01x - 1.61

Hé s6 twong quan r = 1.000
Vit liéu tham chiéu cho chit higu chudn

ReCCS ICCLS CRM-001

10. GIA TRI THAM CHIEU
124 - 222 UL

Pham vi tham chiéu phai dwge thiét lip riéng cho moi co s
xét nghi¢m dya trén sy dénh gid wan dién cia cic két qua
Xét nghiém va triéu chimg lam sing, cic két qua do khac
ciing nhur diic diém sinh hoc din e khu vire do.

11. YEU TO ANH HUONG

- Héi chimg ving da: Nong dd bilirubin lién hep/tr do lén
dén 40 mg/dL khéng anh hiémg ding ké.

- Tén huyét: Khéng c6 syranh hrémg ding ké coa nong do
hemoglobin trong miu tin huyét 1én dén 18 mg/dL.

- Lipid huyét_ (Intralipid): Néng dé triglycerid khong giy
nhiéu ding ké 1én dén 3000 FTU.

- Acid ascorbic: Néng do acid ascorbic 1én dén 50 mg/dL
khong anh hirdng 16 két qua.

34

- Péi véi myc dich chin dodn, két qua phai ludn dirge dénh
gid cting vi bénh sir, khim ldm sing vi cic phit hién khic
ciia bénh nhin. Vui long sir dyng cic phrong phip khic néu
két qui bj anh hudmg boi bt ki véu 16 nio.

12. BAO QUAN, SUDUNG VA THAI BO

Céim niim

1. Miu bénh phim ¢6 nguy ¢o chira cic tic nhin truyén
nhiém nguy hiém nha HIV, HBY, HCV. Vui long deo ging
tay vii kinh bao hé khi cim nim,

2. Néu thute thir riy viao mit, da hay nudt phai, nra sach vai
thit nhidu nwée vi lién hé bic si néu can thict

3, Neu thuoe thir bj do, xd vai that nhiéu nude v lan sach,
Néu mau pham bi do, xir i phin chat long véi can 80% vi
lau sach bing khiin giay.

S dung

1. Bao quin thuoc thir dudi diéu kién chi dinh, Khéng sir
dung thude thir hét han,

2. Khong tai sir dung chai lo va dung cy phy trg cia bg th uoe
thir cho muc dich khic,

3. Khong trén lan thude thir khic 16 san xudt.

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

Thai b
1. Tat ca cic miu bénh phiam ciing nhr dung cu (vi du ong
Eiy miu) phai dugc xir 1i theo 56 tay hwdng dan sir dung véi

dung cu y té tai co s hode xir li theo cac cich sau:

« Hip 16t trong autoclave & nhiét do 121°C trong hon 20
phit, Khong xir 1§ hip wét voi san phim co chira natri
hypoclorit con dir.

« Ngiam trong dung dich mrée Javen it nhit | gio (nong do
clo hoat déng 16i thiéu 1000ppm).
2. Thuoe thir ¢ chira Natri Azit 0.05% Jam chit bao quan.
Natri Azit ¢6 the phin img véi chi hodic dong tao thinh vit

liéu co tinh nd cao. Khi thai bo nén tién hanh véi lugng lan
nude,
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13. THONG SO CAI PAT CHO MAY TU BONG
% Cho ding may Hitachi

Phurong phip tinh todn Do t6c do phan img

Nhigtdo 37
Miu 4.0
Thé tich (uL) RI 160
R2 40
Chinh 340
Burde Séng (nn)
Phy 405
Biém | 10
Piemdo (chuky)  Biém2 21
Biém 3 28
Dang dirémg chudn Linear
Bom vj U/L

14. HUONG DAN VA CANH BAO KHAC

- Két qua co thé thay d6i tiy thuge vio ti 1§ mﬁmih}lﬁc thir.
Lién hé véi ki swr vin hanh dé diéu chinh thong so cdi djt
cho cie dong mdy khie nhau.

- Tién hanh hi¢u chuin hing ngay tnrde khi xét nghiém.

15. QUY CACH PONG GOI

Mi SP Ding gii Test/Kit®  Test/Kit™
11LO16A Ix6G0mL: Tx15ml 280 540
LILOTGA2 2x60mL: 2x15ml 560 i)
TILOT6AS  3x60ml: 3x15mL 540 1620
HHLOL6A4  4x60mls: 4x]5mL 1120 2160
HLoocA Sx60mI: 5x15mlL 1400 2700
THLOT6AG  ox6Oml; Gxl3ml [ 6&0) 3240

1LOLG Ix80mL; [x20mlL IR0 750
LO16-2  2x80ml, 2x20ml T60) 1500

FTLO0G 3xB0ml.; 3x20mlL L140 2250
F1LO16-4 4xB0ml.; 4x20mlL 1520 3000
L1L06-5 SxE0ml., 3x20ml. [0 AT50

* Dinh cho may tu déng cong suit trung binh; SK300; BS
series: BA200: BA400. Chemwell Series: Dirui Series:
Biolyzer series, HumanSiar 300, Erba Secrics; Bioelab
Series, BX 3010; Pictus P500;....

** Diinh cho mdy ty dong cong suat ldm: CAB00; CA400;
Randox Imola; Randox Modena+; BM 6010; Biolis50i;
SK300: AU Serics; Pictus P700; C series: Ci series:
HumanStar 600; Kenolab series

50 lugmg test duge de cip bén trén dirge tinh toan dira trén
thong s6 ky thuit cia moi thiét bi. So léu thyre 1€ ¢d thé cao
hom tinh todn,

S0 hugng test duge de cip bén trén di gom sy hao hut do
the tich ch:él cia lo hoa E:hﬁt nhimg chira bao gom sir hao
hut cho ehét chudn va chit higu chinh.

P& nhin thém théng tin chi tiét, vui long lién hé vidi cic dai
Iv phiin phoi duge uy quyen,
16. TAI LIEU THAM KHAO

1. Aisha Farhana; Sarah L. Lappin., Biochemisiry,
Lactaie Dehydrogenase, 2020

2. CLSI/NCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EP05-A2, 2004

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

4. Tailiéu ngi by, 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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