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1. MUC DiCH SU DUNG

Xét nghiém dinh luomg nong dé Total Triglycerides
(TG(T)) trong huyét thanh hojc huyét trong,

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

b. Chin dodn phai duge thure hién mét cich todn dign bing
cich két hop két qui xét nghi¢m véi tri¢u chimg lim
sing vi tham khao v kién bdc sT chuyén khoa.

c. Vige sirdung san pham iy phai win theo huréng » dan sir
dung di kém dé dam bao két qua chinh xic.

d. Néu sir dung miy phin tich ur dong. vui long doc ki
huéng din sir dyng.

TOM TAT CO BAN

Phin tir chit béo trung tinh (TG) bao gém mdt xwong song
glveerol dirgie este hda v ba axil béo, Triglyceride B thinh
phin chinh cii chit béo thyre viit vi dong vit trong ché dd
iin uong, vi li thinh plhm chinh trong kho dy trir chit béo
cia co the, Nong d¢ tong TG trong huyét !.hanh hoiic huyét
tremg ¢ thé duge xac dinh dé danh gid cic roi logn chuyén
hda, TGs khong hoa tan trong moi trirdng nude ela maw
Pé viin chuyr:u trong madu, chitng duge thyre hiégn bai cic hyt
dai phin tir goi 14 lipoprotein. Bé mit cia cic hat lipoprotein
duge 130 thinh e cdc protein, cholesterol wr do va
phospholipid, duge dinh hrdng dé cé the hoa tan trong
mrdc, va cac chat ky mrée nhur TG va cholesterol ester hoa
duegre mang trong 160 cha cic hat. Cac hat chylomicrons
(CM) va lipoprotein mat do rit thip (VLDL) I chit mang
TG chinh rong so cic logi lipoprotein khac nhau, trong khi
lipoprotein mdi d¢ thap (LDL) va lipoprotein mét d¢ cao
(HDL) chii véu tham gia vao qui trinh vin chuyén
cholesterol. Cic hat CM mang TG trong ché dé in uong tir
rudt dén cic mo ngoai gan nhur co va mé mé. Cic hat VLDL
mang TG duge tao ra trong gan dén cic md ngodi gan. Cic
trang thai benh khic nhau lam ting legng VLDL do gan 130
ra vil / hoje cin tro qud trinh thanh thii TG lién quan den
CM hofic VLDL khoi mau qua co vi‘hodc mo mé& hip thu.
Trong cic diéu kién thudn lgi cho qud trinh phin giai lipid,
cic axit béo chura duge hoa {NEFA} ¢o thé duge giai phong
khoi TG wong cac kho dir trit chil béo cua co thé vi dirge
sit dung dé sin xuit ning lwgng. NEFA duge huy ding dur
thira vurgt qué nhimg gi co the duge oxy héa dé tao ning

lugmg c6 thé duwge ti tinh ché thanh cic gh:m ur TG trong
gan. Sy tich ty TG du thia trong gan din dén tinh trang
nhiém m& & gan (gan nhlcm md). Gan ngya co higu qua
trong vigc hinh thanh vi tiet ra cac hat VLDL dé logi be TG
dir thira, nhumg cic roi loan din dén suy giam vigc loai bo
TG ngodi gan khoi cic hgt VLDL dé dian dén idng
triglycerid mau, & mirc cao hon 400 dén 500 mg / dL (4.52
- 5.65 mmol/L), giy ra chimg m& mdu.

3, VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nuréie mudi sinh 1y 0.9% hoijic muéce cit pha tiém.

- Micropipet vit dung cy phong thi nghig¢m co ban khic.

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

4. THANH PHAN THUOC THU VA CHUAN BI

- Thude thir R-1: LPL: POD; AOD: TOOS; N-gthyl-N-(2-
hydroxy-3-sulfopropyl)-3- methylaniling sodinm;
Adenosine-5"-Triphosphate,  Disodium  (ATP 2Na);
Glveerol Kinase (GE)

Thuoe thir R-1 sin sing dé sir dyng,

- Thudc thir R-2: GPO:
Aminoamtipyrine (4-AA)

Peroxidase (PODY, 4-

Thuoc thir R-2 sin sing d¢ sir dung.,

- Sau khi m&, Thudc thir duge lwu tri trén thiét bj sé on dinh
trong 30 ngay vai My phiin tich Hitachi 7180,

- Sir dung cho cic miy phén tich tr dong khac nhau.

- Chit chuan Lipids Calibrator (ban riéng): Cho 2 mL nurdec
ciit viio lo chat chuin (Lipids Calibrator), dé & nhiét dé
phong trong 120 phit v thinh thodng 1t nguge nhe 1o trude
khi sir dung. Sau khi hoin nguyén. cé thé sit dung chi
chudn ma khong can pha lodng.

- Vit ligu kiém soat Lipids Control (bin riéng): Cho 2 mL
nudre ¢t vao lo vt ligu kiém soat (Lipids Control); dé &
nhigt do phdng rong 120 phiit vi thinh thodng it nguge
nhe 1o trirde khi st dyng. Sau khi hoan nguyén, ¢6 thé sir
dyng kiem chuiin mi khéng cin pha lodng,
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- Vit ligu kiem soiat MEASURE Human Lyo L-1 va
MEASURE Human Lyo L-2 (ban riéng): cho chinh xic
5.0mL nude cit pha tiém vio 1o vit ligu kiém sodt va de &
nhiét dg phong 45 phit, dao nguge Io vit ligu kiem soat vii
lan cho déu trude khi sir dung. Sau khi hodn nguyén, san
phim c6 thé sir dung ngay méi khéng ¢in pha lodng.

5. CHUAN BI VA BAO QUAN MAU

- Huyéit thanh: Chiy c_hu dén khi mﬁ_u dong ty hoin toan, Lay
phiin noi phia trén dé Fm bénh phim

- Huyél trong: Lay mau sau 12 - 14 tiéng nhin an. X Iy
mau mau biing chit chong dong miu (Li - heparin vi K2 -
EDTA): dé vén trong 3 gior hoje ly tm véi t6e dd 2000
vong/phit trong 2 pht: liy 1ép huyét twomg (phin noi phia
trén) ding lim bénh pl'tftm.

- Phan tich mau ngay sau khi thu thip.
- B§ on dinh

o Hoird15-25°C

o dngiyo2-8°C

o  3lngayo=-20°C

- Tham khao muc yéu t6 dnh hudng dé biét thém théng tin
vé kha niing giy nhiéu miu.

6. NGUYEN LY PO

Glycerol ty do khéng bj loai b trong thuoc thir niy. Po
tong chil béo trung tinh, Ascorbare Oxidase trong Thude
thir-1 logi bo chit khir trong mau, Triglycerid trong cic méu
dirge thity phin bai lipoprotein lipase trong Thude thir-2.
Trong phan mg tiép theo, hydrogen peroxide durgc tao ra
bai glycerol kinase va glycerol-3-phosphate oxidase duai
sir hién dién cila ATP, Hydro peroxit ndy 1go ra sirngung
oxy héa giira 4-aminoantipyrin va TOOS, vi tgo ra sic 16
quinon mau tim do. C6 thé xic dinh nong d¢ triglycerid
trong méu bing cich do dé hip thy nay,

Plran vmg tlhir hat

glycerol triphosphate oxidase

Glycerol-3-phosphate + O3
Dihydroxyacetone phosphate + Hz04

Catnlase

H:0: ——— H.O0 + O

Pl teng thar hai
L
Triglycerides + H,0 —— Glycerol + Fany acid

i
Glycerol + ATP —— Glycerol riphosphate + ADP

B alycerol triphosphate oxidase
Glycerol triphosphate + O *

Dihydroxvacetone phosphate + H20:

. 'da
IH,0; + 4-AA + TOOS + H3Q® ———2F

Red-violel quinone pigment + 3H.0

{% max= 555 nm}

7. QUY TRINH TIEN HANH
San pham trong thich vdi nhiéu dong miy xét nghi¢m tyr

déng khic nhau. Dudi day la quy rinh tham khio.

3T

Mau +  Thuocthrl —5— Do Abs |
2.0pL 150uL { 346/800nm)
—  Thubctir2 —=—>  BDoAbsll
Sl (346/200nm)
——>  AADbs & 546/800nm —> Néng do TG(T)

Quy trinh tién hanh duge xiy dung wén dong miy xél
nghiém sinh hoa vy dong Hitachi. Tham khio mupe 12,
THONG SO CAl PAT CHO MAY TU PONG nhimng
thong sé cai diit trén mdy. Lién hé Cong ty TNHH San xuit
& Thweng mai Huma Medical cho quy trinh tién hanh trén
nhimg dong may khic.

8. TINH TOAN VA CHUYEN POI BON VI
Tinh todn

- Tinh AAbs cua mau va tiéu chudn so vai miu tring
- V& duimg chuin TG(T) = [{AAbs)

- Tinh néng d§ TG(T) wong bénh pham bing cich sir dung
duimg chuan (thye hign quy trinh trong wr doi véi vit li¢u
ki¢m sodt)

Chuyén dbi don vi

mg/dL x 0.0113 = mmol/'L

9, HIEU NANG VA TUONG QUAN
a, Khodng do

- Két qud xét nghi¢m tuyén tuyen tinh trong pham vi nong
do TG(THur 0,11 - 11.3 mmol/L.

- Néu nrf[ng d cia miu virgt qud pham vi xét nghiém, pha
lodng miu bing mréc mudi va Lip lai phép do.
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b. Gidgi han phdt hién
Limit of Blank {LoB) = 001 mmol/L

(.03 mmol/L

Limit of Detection (LoD)

Limit of Quantitation (LoQ) 0.0 1 mmol/L

Gia trj LoB. LoD, LoQ dugc xic dinh dya theo tiéu chuin
EP17-A2 cua CLSI.

Gid tri LoB 1i nong d6 Ch&l phin tich cao nhat dir kién durgre
tim thity khi chay Eip lai mau Lﬂnb LoB twong (g vii nong
dé mi dwdi gid trj do xdc sudt phat hién mau tring 1 95%.

Gm l.r1 LoD wic dinh dya trén LoB vi dq léch ciman cua
mau nong d thip. LoD wremg (mg vdi nong do thap nhit
chiit phin tich cé T.h:: dugce phit hién (gia trj nong do cao
hon LoB véi xdc suit 95%).

Giatrj LoQ la gid tr; néng do thip nhit cé thé do lwame duge
v sai 50 todn phan -:hu phép li 20%. LoQ duge xic dinh
bing cich chay miu ndng d§ thip.

o Higu ning

- B§ nhay: Sir dung nudie cit, sy thay doi dé hip thy 1 0.001
- 0.050; sir dung dung dlch wiglycerides toan phin chudn
1.13 mmol/L, sy thay déi dg hip thy 12 0.10 - 0,50.

- B{ chinh xac: khi do miu kiém sodt, két qui chénh léch
tromg khoang £10% so vai gid tri gian,

. D¢ cham (trén miy Biolis 301 / SK300)

Dir licu hi¢u ning vé do chum dai dién cho hé miy/dong
miy dirge dura ra dudi diy.

Két qui ¢o the khic nhau gitra ¢ic phong xét nghigm.

B¢ chum duge tinh toin sir dung miiu vt ligu kiém sodt
tudn theo tiéu chuan duge dp dung cua CLSIEPS-A2 vai dg
lap lai. do tii Kip va do chym todn phan (sir dung | mau
trong 1 lin chay, 2 lin chay trong ngiy vi chay trong vong
20 ngiy). Ket qui thu duge nhir dudi déy.

Ticu chi: B ldp lai (CV Within-run precision) nha hom
3% vit D) chum toan phin (CV Total precision) nhé hon
5%.

. ] Mean AT 8
D lp tai mnrol/L e/l %
Control Lyo L-1 0% .02 1.65
Conirol Lyo L-2 4,60 .04 0193

— Mean 50 cCH
Do tdi fap ol e/ L, ]
Control Lyo L-1 .08 003 250
Control Lyo L-2 4,60 007 |48
3 chume tein pim':r: Mean 5D cv

’ o/ mmed/d. e
Control Lyo L-1 |08 0.0 276
Control Lyo L-2 4,60 007 1.62

34

e. So sdnh twong quan
Ngu;{én tic do trong
Huyel thanh
Phwomg trinh hoi quy: ¥ =0.9692x - 2,50 (n=50)

; H¢ 56 trong quan: T =0.9992
Huyel trong
Phwong trinh hoi quy: y = 1.0210x - 1.00 (n= 50)

H¢ 50 tuomg quan: 1 = 0.9993

(v: gid tri thu dwge khi_ sir dung ﬂ]uﬁc thr cua UMA)
Tai ligu tham Ehde d8 higu chudn
ReCCS JCCRM 223

10. GIA TRI THAM CHIEU

- Mam 0.45 - 265 mmol/L

- Nit 0.34 - 1.33 mmol/L

Pham vi tham chiéu phii durgre thiét lip riéng cho moi co s
xét nghiém dya trén sir dinh gid 1odn dién coa cde két qua
¢ nghiém vil widu chimg ldm sang, cic ket qua do khic
ciing nhur diic diém sinh hoe din e khu vire do.

11, YEU TO ANH HUONG

- Hji chimg ving da: Nong dé bilirubin lién hop/te do lén
den 20 mg/dL khong anh hiréng ding ké.

- Tén huyét: Khong cé sir anh rémg dang ké cua nong do
hemoglobin lén dén 200 mg/dL.

- Acid ascorbic; Nong d@ acid ascorbic 1én dén 40 mg/dL
khong anh hurong 16 két qua.

- D6i véri myc dich chin doan, két qua phai luén duge dinh
gid cing vdi bénh sir, kham K sdng vi cie phit hién khic
ctia bénh nhin. Vui long sir dung cic phuong phdp khic néu
két qua bi anh ramg bé bit ky véu 16 nio.

12. THONG SO CAI DPAT CHO MAY TU DONG

% Cho ding may Hitachi

Plurong phap tinh toan Bo 2 di¢m
........................... N_I;‘gl_d‘}__ -
Miu 2.0
The tich (uL) Rl 150
R2 50
Chinh 546
Burdre Song (nm)
Phuy 800
Piém | 10
Bicm do (chu ky) Biém 2 16
Biém 3 34
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Dang duémg chuin Linear

Bom vi mg/dL

13. BAO QUAN, SU DUNG VA THA1 BO
Cim nim
. Mau bénh ph&m ¢ nguy co chira cic tic nhin truvén

nhiém nguy hiém nha HIV, HBY, HCV. Vui léng deo ging
tay vii kinh bao hd khi cim nim,

2. Néu thude thir riy vio mit, da hay nuul phii, rira sach vai
thét nhiéu nuwde va lién hé bic si néu cin thict,

3, Néu thuac_ thir bi 4_10, xa v thit nhiéu nude vi lau sach.
Néu miu pham bi do. xir i phin chat long véi con 80% vi
lau sach bing khiin gidy.

S dung

. Bdo quin thudc thir dudi diéu kién chi dinh. Khéng sir
dung thuge thir hét han.

2. Khong tdi sit dung chai lo va dung cy phy trgy ciia by thuoe
thir cho muc dich khac.

3. Khéng tron 1an thude thir khdc 16 san xuat,

4, Khéng thém thuoe thir méi vio thuoc thir dang sir dung
bat ké 16 san xudt.

Thii ba

1. Tat ca cic miu bénh phim ciing nhur dyng cy (vi du ong

lay mdu) phai dugc xir i theo s0 tay hrdng din sir dung véi
dung ¢y v e tai co s hode sar 1 theo cic cach sau:

= Hip wdt trong autoclave o nhigt 4o 121°C trong hon 20
phiitl. Khéng xir 1y hip wdt véi san pham cé chira natri
hypoclorit con dw.

+ Ngim trong dung dich nuge Javen it nhat | giér (ndng 4§
clo hoat déng toi thicu 1000ppm),

2. Thude thir co chira Natri Azit 0.05% lam chit bio quan.
Natri Azit ¢6 the phin img voi chi hojc dong tgo thinh vit
liéu o tinh nd cao. Khi thai bé nén tién hanh v lugmg lom
e,

14. HUONG DAN VA CANH BAO KHAC

- Kt qua cd the thay doi tiy thude vio 1i 18 mau/thuse thir,
Lién hé véi ki s vin hiinh dé diéu chinh thong so cii dit
cho cie dong may khie nhau.

- Tién hanh hi¢u chuin hing ngay trrde khi xé nghigm,
15. QUY CACH PONG GOI

Ma 5P Bang goi Test/Kit™ Test/Kit™
HITOI5A I x60ml.; 1x20ml. 3 540
1ITOI5A2  2x60ml.; 2x20ml. 6210 1080
HITO15A3  Ix60ml.; 3x20ml a30 1620

PITO3A4 dx60ml.; 4x20ml. 1240 2160
LITOO5A Sxf0ml; 5x20mL [ 550 2700
NT015A6  Gxd0ml; 6x20ml 1860 3240

L1Tals 1x90ml.; Ix30ml. 470 L4 11]
11T015-2 2x90ml; 2x30ml 940 1620

1HT005 Ax9tml.; 3x30ml 1410 2430
LIT15-4 4xU0mL; 4x30ml. LBRO 3240
11T015-3 Sx90ml.; Sx30ml 2350 4150

* Dinh cho may tr ddng cong sudtl trung binh; SK300; BS
series: BA200: BA400. Chemwell Series; Dirui Series:
Biolyzer series. HumanStar 300, Erba Series: Bioelab
Series. BX 3010; Pictus PS04, .

* Dinh cho may tu dong cong sudt lon: CAS00; CA400;
Randox Imola; Randox Modena+; BM 6010: BiolisS0i;
SKS00; AU Series; Pictus P7T00; C senes; Ci series;
HumanStar 600; Kenolab series

S6 lrgme test duge dé cip bén trén duge tinh todn dua trén
thong s6 k¥ thuit cia mai thiet bi. 56 ligu thyre 1€ ¢6 the cao
hom tinh toan.

S6 lugng test duoe dé cip bén trén di gém sir hao hut do
the tich chet cia lo hoa chat nhumg chira bao gom su hao
hyt cho chét chuan va chit hiéu chinh.

Pé nhin th:::m thong tin chi tiét, vui long lién hé vai cac dai
Iy phin phoi durge Gy quyén.

16. TAI LIEU THAM KHAO

l.. MARLYN 5, WHITNEY,
Advisor: The Horse, 2012

2. CLSINCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EPO5-A2, 2004

In Clinical Veterinary

3. CLSI EPI7T - 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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