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1. MUC DiCH SU DUNG

Xeét nghiém dinh hrong ndng do High density lipoprotetin
cholesterol (HDL-¢) rong huyél thanh hodic huyét trong.

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.

c. Viéc sir dung san phiam ndy phai tuin theo hirdmg 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

Nam  loai  lipoprotein khic nhav 1 chylomicrons,
lipoprotein ty trong rit thip (VLDL). lipoprotein ty trong
trung gian (IDL), lipoprotein tv trong thap (LDL) vi HDL.
Lipoprotein phin logi theo mét d va thinh phan cua chimg.
Lipoprotein Ii nhimg phin tr phire tap vin chuyén lipid,
chiing han nhwr phospholipid. triglycerid va cholesterol, giira
cic 1€ bio. HDL, theo ménh gid cia nd, 1 mit do cao nhit
cua lipoprotein, vai ty 1¢ protein trén lipid cao nhat. HDL
duge quan tam dic biét trong v hoe, vi nghién cira di chi ra
moi lién h¢ nghich gitra ndng d6 HDL cholesterol vi nguy
co xo vira déng mach.

HDL bao goém cholesterol, chit béo trung tinh vi cic
apolipoprotein khic nhau, Bc biét, thanh phin ciia HDL Ja
cac apolipoproiein Apo-Al, Apo-All, Apo-AIV, Apo-AV,
Apo-Cl1, Apo-CI1, Apo-CIII, vi Apo-E.

Chire ning chinh ctia HDL i viin chuyén cholesterol tir cic
mo ngoai vi dén gan, déng mot vai trd trong qua trinh phin
phéi sinh hoc cua lipid. HDL diwge biét dén véi dic tinh
chong xo vira va chong viém, nhar vio kha ning hap thu va
tré lgi cholesterol duge i trir trong cic 1¢ bio bot cia mang
xo vira déng mach dén gan. Do do, lim giam kich thirde cua
mang bam vi tinh rang viém lién quan cia no.

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.

- Lipids Calibrator va Lipids Control / MEASURE Human
Lyo L-1 va MEASURE Human Lyo L-2.

4, THANH PHAN THUOC THU VA CHUAN BI
- Thuoe thir R-1: ADPS: ascorbate oxidase, H:POy.
Thuoc thir R=1 sin sang dé sir dung.

- Thudc thir R-2: CHOD, Cholesterol Esterase (CHER);
Peroxidase (POD), 4-amincaniipyrine (4-A-A); sodium
azide

Thuoe thir R-2 sin sing dé sir dyng.

- Sau khi mé, Thude thir dwge Iuu trix trén thiét bi sé on dinh
trong 30 ngdy vii Mdy phin tich Hitachi 7180,

- Str dung cho cac may phin tich tr déng khic nhau.

- Chat chuan Lipids Calibrator (bin riéng): Cho 2 mL mréc
cit vio lp chat chuin (Lipids Calibrator), dé o nhiét d
phong trong 120 phit v thinh thodng 1§ ngwge nhe lo trede
khi sir dyng. Sau khi hoan nguyén, ¢6 thé s dung chit
chuin mi khong cin pha lodng.

- Vi liéu kiém soai Lipids Conirol (bin riéng): Cho 2 mL
mde it vio lg vit ligu kiém sodt (Lipids Control); dé o
nhi¢t d§ phong trong 120 phit va thinh thoang 181 ngirge
nhe lo trude khi sir dyng. Sau khi hodan nguyén, ¢6 the sir
dyng kiém chuin mi khéng cin phia lofing.

- Vit litu kiém soit MEASURE Human Lyo L-1 vi
MEASURE Human Lyo L-2 (bin riéng) cho chinh xic
5.0mL murde cit pha tiém vio lo vit ligu kiém sodl va dé &
nhiét do phong 45 phiit, dio nguge lo vat lidu kitm soat vii
lin cho déu trirde khi sir dung. Sau khi hodn nguyén, sin
phim cé thé sir dyng ngay ma khéng cin pha lodng.
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5. CHUAN BI VA BAO QUAN MAU

- Hl,l}fr:l thanh: Ché cho dén khi mau déng tn hodn todn, Liy
phin néi phia trén dé kim bénh phim

- Huyq tremg: Liy mau sau 12 - 14 giornhin dn, Xir 1y méu
miu bﬁng_chz‘lt chong déng mau (Li - heparin vi K2 -
EDTA). dé yén trong 3 gié hodic ly tim vdi t6c dj 2000
vong/phit trong 2 phit; lay 1op huyet nromg (phan noi phia
trén) dimg [dm bénh pham.

- Phin tich mau ngay sau khi thu thip,
- P6 6n dinh:

o Hoirg15-25°C

o dngiyd2-8°C

o 30 ngiyo<-20°C

- Tham khao muc y-::u 10 anh huong dé biét thém théng tin
ve kha ning giy nhicu mau.

6. NGUYEN LY PO

Phwromg phap nay chi cho phép xic dinh HDL Cholesterol
mt cich chon loc bin g cich ket hop cic hop chit im.ﬂ dong
bé mat, vd co va hiru co phdt pho c6 tic dung irc ché phan
img chéng lai LDL, VLDL vi chylomicron.

Trong phin img diu tién, LDL, VDL vi chylomicron ngogi
trir HDL-Cholesterol dm;rc lién két vai cic hop chit phot
pho hiru co. vé co va chit hoat dong. bé mit. Trong phin
imng thir 2. chi HDL-Cholesterol cé thé dirge xic dinh bing
cich thém CHER va CHOD md khong can phin dogn.

CHER, fsurfactant,
Organic/ inorganic compounds

HDL Cholesterol + H:0

Cholesteral + faity acid

o
Cholesterol + O ———— Cholestenon + H:0:

POD

2 HyO: + 4-AA + ADPS + H.0°

blue-violet quinone pigment + 5H:0

(s = 540 nm)

7. QUY TRINH TIEN HANH

San pham tremg thich véi nhiéu dong mdy xét nghiém r
déng khic nhau. Dudi day 1 quy trinh tham khio.

Min + Thuoe thir 1 —-Egi-—-r Bo Abs |
2.0uL I50ul (546/800nm}
e I . Ein
T? Thuoe thr 2 T} BPo Abs 1T
S0ul (546/800nm)

——3  AAbs ¢ 546/800um —>  Nong did HDL

Quy trinh tién hanh dugc xdy dyng trén dong miy xét
nghig¢m sinh hoa ty dong Hitachi. Tham khao muc 13.
THONG SO CAI PAT CHO MAY TU DONG nhimg
théng 56 ¢ai dit trén may. Lién hé Cong ty TNHH Sén xuit
& Thuwng mai Huma Medical cho quy trinh tién hinh trén
nhimg dong mdy khic.

8. TINH TOAN VA CHUYEN BOI DON VI

Tinh todn

- Tinh AAbs cia mdu vi tiéu chudn so véi miu tring

- V& duémg chuin HDL = f{AAbs)

- Tinh nong do HDL trong bénh phiam bing cich sir dyng
du_ﬁ‘ng chuin (thre hién quy trinh tromg tyr doi v vit ligu
kiem sodt)

Chuyén dbi don vi

mg/dL x 0.0259 = mmol/L

9, HIEU NANG VA TUONG QUAN
a. Khodng do

- Két qud xét nghiém tuyén tuyén tinh trong pham vi nong
dg HDL tir 0.13 = 3.1 mmol/L.

- Néu ndng d cia miu vugt qua pham vi xét nghiém, pha
loang miu bing mede mudi va lip lai phép do.

b. Gidgi han phit hign

Limit of Blank {LoB) 0,01 mmol/L

(.08 mmol/L

Limit of Detection (LoD)

Limit of Quantitation (LoQ) 0,13 mmol/L

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

Gidwj LoB la nﬁng dé chit phiin tich cao nhit dir kién dugie
tim thiy khi chay 13ip 1ai miu tring. LoB twong img véi nong
d6 ma dudi gid tri do xdc suat phat hién mdu triing 13 95%.

Gid tri LoD xic dinh dya trén LoB va dd léch chuin cia
méiu nong dé thip. LoD twong tmg vdi nong di thip nhit
chit phin tich co thé duge phat hign (gid irj uﬁng d¢ cao
hom LoB védi xic suit 95%).

Gid tri LoQ I gid tr nong dé thip nhit c6 thé do lwrémg durge
v&i sai 50 toan phin cho phép 1a 20%. LoQ duge xéic dinh
bing cich chay mau nong dé thip.
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c. Hiéu ndng

- B¢ nhay: Sir dung mudée cAt, sur thay doi dé hﬁp thu 1a 0.001
- 0.05; sur dyung dung dich HDL cholesterol chuan 1.295
mmol/L. sir thay doi d hap thy 1a 0.05 - 0.17.

- B chinh xac: khi do miu kiém sodt, két qua chénh léch
trong khodng +10% so voi gia tri gan.

d. D chym (irén méay Biolis 301/ SK300)

Dir lién hi¢u ning vé do chum dai dién cho hé may/dong
miy dirge dua ra duai diy.

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

Do chum duge tinh todn sir dung mau vit ligu kiém sodt
tudn theo tieu chuan dugce ap dung cia CLSIEPS-A2 vai dg
lap lai, do i Kip v d§ chum todn phan (sir dyng | miu
trong | lan chay. 2 lin chay trong ngay va chay trong vong
200 ngay). Két qua thu dwge nhir dudi day.

Tiéu chi: B 1dp lai (CV Within-run precision) nhd hon
3% vi D chum toan phin (CV Total precision) nhé hon
5%.

D6 liip lai Mean 50 C
o ol mimaold, b
Control Lyo L-1 [.44 001 1ot
Control Lyo L-2 17 002 1.17
T Mean YR CV
L) vatigp mmadl/L mmald %%
Conirol Lyo L-1 144 0,03 231
Control Lyo L-2 L7 (03 234
Ixé chume. todin pr'inﬁ Mean 5D cv
ol mmaol/L %5

Control Lyo L-1 144 0.03 233
Control Lyo L-2 117 0.03 265

e So sdnh tirong quan
Nguyén tiic do tuong ty
Phwrong trinh hoi quy: y = 1,002x - 0.9 (n = 90)

Hé sb tromg quan; T = 0,999
Cy: Gid ot thu duge e vige st dung phuromg phip niy)
Vit liéu tham chiéu cho chit higu chudn

ReCCS ICCRM 223

10. GIA TRI THAM CHIEU
- Mam 01,98 = 2,33 mmol/L
- Nir 1.24 - 2.75 mmol/L

Pham vi tham chicu phai dirgre thiet 1ip riéng cho mdi co s&
x¢ét nghiém dua trén sy danh gid toin dién cua cic két qui
xé1 nghi¢m va tridu chimg 1am sing, cic két qua do khic
cing nhar dic diém sinh hoc din cu khu vy do.

11. YEU TO ANH HUONG

- Hoi chimg ving da: Nong do bilirubin lién hop/tw do 1én
dén 20 mg/dL khong anh hweng ding ke.

- Tin Iulyif“t: Khong co s anh huéng ding ké ciia nong do
hemoglobin lén dén 500 mg/dL.,

- Lipid huyé! (Intralipid): Nong do triglycerid khéng giy
nhi¢u dang ké lén dén 3000 FTU,

- Acid ascorbic: Nong d¢ acid ascorbic 1én dén 50 mg/dL
khong anh hwrémg 16 két qui.

- Poi véi mye dich chin dodn, ket qua phai ludn duge dinh
2id cing voi bénh sir, khiam Eim sing va ¢ie phit hién khic
cia bénh nhin, Vui long sir dung cic phuong phip khic néu
két qua bi anh huwémg béi bat ky yéu 16 nio.

12. BAO QUAN, SU DUNG VA THAI BO
Céim nim

1. Ty_ﬁu bénh phim ¢d nguy co chira cic thc nhin truyén
nhiem nguy hiem nhua HIV, HBV, HCV. Vi long deo ging
tay vi kinh bio hé khi cim ndm.

2. Néu thude thir riy vio mit, da hay nudt phai, rira sach véi
thit nhicu nude v lién hé bic sinéu cin thiét,

3. Néu thuoe thir bj do. xa vai tht nhiu nude vi lau sach.
Néu miu pham bi do, xr i phin chat léng voi con 80% vi
lau sach bing khiin gidy.

S dung

1. Bao quin thude thir dusi diéu ki¢n chi dinh. Khong sir
dyng thudc thir hét han.

2. Khong tai sir dyng chai lg va dung cy phy trg cua bg thude
thir cho muc dich khic.

3. Khéng trén Kin thude thir khic 16 san xuat.

4. Khong them Ihu-:u: thir mdi vao thude thir dang sir dyng
bat ke 16 san xuar.

Thai b

1. Tat ca cic mau bénh pham ciing nhir dung cy (vi dy ong

Liy miu) phii duge xir li theo so tay hudng din st dung vii
dyng cy v 1¢ tai co s&v hodic xir 1i theo cic cach sau:

* Hip w61 trong autoclave & nhi¢t dg 121°C trong hon 20
phit, Khéng xir 1y hip wét véi san phim ¢ chira natri
hypoclorit con dir.

* Ngam trong dung dich nrée Taven it nhit 1 giér (ndng do
clo hoat ddng t6i thiéu 1000ppm).
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2, Thude thir ¢d chira Natri Azit 0.05% lim chit bao quén.
Natri Azit ¢6 thé phan (mg véi chi hofic dong tao thinh vit
ligu €6 tinh nd cao. Khi thii bo nén tien hinh véi hegng lém
TITERE.

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

Plurong phap tinh 1odn Po 2 diem
Nhigtdo 37°C
Miu 2.0
The tich (ul) R1 150
R2 30
Barde Séng (nm) Chinh -
Phy 800
Biém | 10
Piémdo (chuky)  BPiém2 16
Diém 3 34
Dang démg chuin Linear
Brorn vi myg/dL

14. HUONG DAN VA CANH BAO KHAC

- Két qua co thé thay ddi tay thuge vao ti 1§ mawthude thir.
Lién hé¢ vdi ki sir vin hanh dé dicu chinh thong so cii dit
cho cde dong miy khdc nhau.

- Tién hanh hi¢u chudn hang ngay trede khi xét nghié¢m,

15. QUY CACH PONG GOI

Mi SP Bing gii Test/Kit"  Test/Kit™
HTHO228 [x30mL.; 1% 10ml 160 250
1THO22A Ix60ml.; 1x20ml 30 540
THHD22A2  2x60ml: 2x20mlL 620 [ (r
1THO22A3  3x60ml; 3x20ml. 930 1620
IIHO22A4  4x60ml; 4x20ml. 1240 Xlo0
1TH032A  Sx60ml.; 5x20ml. I550 2700
TIHO22A6  6x60ml; 6x20ml. LBG0 3240

11H022 Ix90ml.: 1x30mL 470 L0
11HO22-2 2x90ml.; 2x30mlL 9410 1620

[ THO32 Fx%0ml.; 3x30mL 1410 2430
11HO22-4 Axml.: 4x30mL 1880 3240
1IHO22-5 Sx%0mi.; 3x30ml. 2350 4050

* Danh cho may tr dong cong suit trung binh: SK300; BS
series; BA200; BA400. Chemwell Series; Dirui Series;
Biolyzer series, HumanStar 300, Erba Serics; Bioclab
Series. BX 3010: Picwus P500;,..,

##* Danh cho méy ur dong cong sudt lén: CA800; CA400;
Randox Imola; Randox Modena+; BM 6010; Biolis50i;
SK500: AU Series; Pictus P700; C series: Ci series;
HumanStar 600: Kenolab series

50 lugmg test duge de cip bén trén dirge finh toan dira trén
thong so ky thuit cia moi thiét bj. S6 liéu thyre 1€ 6 thé cao
hom tinh todn,

So hugng test duge de cip bén trén di gom sy hao hut do
thé tich chét cua lp hoa chit nhimg chira bao gom sw hao
hgt cho chat chuin vii chat higu chinh,

Bé nhin thém théng tin chi tiet, vui long lién hé vi cic dai
Iy phin phoi duge ty quyén,
16. TAI LIEU THAM KHAO

1. Adrian Bailey; Shamim 5. Mohiuddin; Biochemistry,
High Density Lipoprotein; 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. In house data. 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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