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1. MUC DiCH SU DUNG

Xét nghiém dinh hegng hoat d§ y-glutamyl-transpeptidase
{y-GT) trong huyét thanh hojc huyét tuomg.

2, GIOT THIEU CHUNG
4. Chi sit dung cho chin doan fn vitro

b. Chén doan phai dugce thye hign mét cach toan dién bing
cich két hop két qua xét nghiém vai rigu chimg lim
sing v tham khio ¥ kién bic si chuyén khoa.

c. Vigesirdyng sin pham ity phai tudn theo nréng din sir
dung di kém dé dam bao két qua chinh xic.

d. Néu sir dung may phan tich tr djng, vui long doc ki
lnrémg din sir dung.

TOM TAT CO BAN

Gamma-gluiamyhransferase (GGT) la mdt logi enzym o
1rm1g mang bé mt 1€ bao cia nhiéu mé. Chi ¢é dang dong

dgng cia GGT hi¢n dign trong gan duge phit hi¢én wong
huyet thanh. N6 xiic tic viée chuyen nhém gamma-gluamyl
cua glutathione thinh peptit, axit amin hodc mrée dé wo
thanh glutamat. Bing cich diéu chinh mirc glutathione,
phan img nay c6 thé lién quan dén viée bao vé chong lai
siress oxy hoa (vi dy, gdy ra bm sir chuyén hoa ciia ethanol).
Can tiéu thy hiing ngay tir 80 dén 200 g ctanol trong khoin
thai gian vai wan dé éng hoat dong GGT (do b&ua huyet
thanh). Thiri gian ban thai cua GGT 14 ur 14 dén 26 ngay.
Gia trj GGT binh thirdng dwge bio cdo trong vong 2 - 5 tuin
sau khi ngimg uong nrgu (Rose, 2008). GGT ting cao co
the do uong qui nhiéu nrgu, niwmg cing duge thay trong
cic treong hop ton thuong gan do & mit, va ton thuong
tuyen tuy hojc thin, vi béo phi, v.v. Gidi han tham chi¢u
trén [4 36 va 61 U/L doi véi nir va nam gidi.

3. VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurére mudi sinh 1y 0.9% hodic mrée cit pha tiém.
- Micropipet va dyung cu phong thi nghi¢m co ban khac,

- MEASURE Multi Calibrator va MEASURE Human Lyo
L-1 vda MEASURE Human Lyvo L-2.

4. THANH PHAN THUOC THU VA CHUAN BI
- Thude thir R-1: Glycylglyeine (Gly-Gly)
Thude thir R-1 sin sang dé sir dung,

- Thudc thir R-2: L-y-glutamyl -3-carboxy -4-nitroanilide
Mono-ammaonium

Thuoc thir R-2 sin sang dé sit dung.

- Khi d3 mé ndip, thude thir s& 6n dinh trong 30 ngay Khi bao
quan trén may %€ nghiém Hitachi 7180,

- Sir dyng cho nhicu dong may xé nghiém nr dong.

- Chiit chuan MEASURE Muln Calibrator (bin rlé'ng} Cho
chinh xdc 5.0mL nudc cit pha tiém vio o chit chudan
(MEASURE Multi Calibrator), d¢ o nhigt do phunf,ﬁ phut,
dio ngwrge lo chit chuan vii !'m cho déu trirée khi sir dung,
Sau khi hmn nguyén, san pham cé thé sir dung ngay mi
khong can pha lodng,

- Vit liéu kiem soit MEASURE Human Lyo L-1 vi
MEASURE Human Lyo L-2 (bdn riéng): cho chinh xdic
5.0mL nudc cit pha tém vao lo var lidu kiém 5041 vi dé &
nhi¢t dé phong 45 phit, dao ngirge Lo vat licu kiém sodt vii
Lin cho déu trude khi sir dung. Sau khi hodn nguyén, san
pham cé thé sir dung ngay ma khong cin pha loang.

5. CHUAN BI VA BAO QUAN MAU

- Huyf:il thanh: Che cho dén khi mau déng t hoin toan, Liy
phin ndi phia trén d¢ 1am bénh pham

- Huyeét trong: Xir Iy mau miu bing chat chong déng mau
(Li- hcpnrm vi K2-EDTA}; dé yén trong : 3 gir hode Iy tim
Vi the dg 2000 vong/phiit trong 2 phat; lay lop huyét wong
(phan noi phia trén) ding lam bénh pham.

- Phén tich médu ngay sau khi thu thip.
- Siron dinh

o 8gitd15-25°C
8°C

e Othing & <-20°C

e Ingiyd -

- Thmn khio myc yéu 0 anh hwdmg dé bict thém thong tin
vé khi niing giy nhi¢u miu.
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6. NGUYEN LY BO

Véi sy hign dién cua glycylglycine, y-GTP trong mau tic
dung lén L-y-glutamyl-3-carboxy-4-nitroanilide mono-
amoni vi tgo ra L-y-glutamyl-glyeylglyeine va axit 5-

amino-2-nitro benzoic.

Hoat d§ cia y-GTP ¢6 thé duge xic dinh bing cich do sy
ting A hip thy e axit S-amino-2-nitro benzoic niy.

L-y-glutamyl-3-carboxy-4-nitroanilide mono-ammonium +
Gly-Gly 8 i L-y-glutamylglycylglycine

+ S-amine-2-nitro benzoic acid
7. QUY TRINH TIEN HANH

San phiam twrong thich vai nhiéu dong mdy xét nghi¢m e
dong khiac nhaw, Dwdi diy la quy trinh tham khio.

T

Miu +  Thudethir! —55—>  Thude thir 2

Gl 150uL S0pL

—2C s PoAbsl ——  DoAbsll
(405/505nm) (405/505mm)

—3  AAbs ¢ 405505nm — Hoat dg GGT

Quy trinh tién hinh dwge xdy dyng trén dong may xét
nghiém sinh héa tr dong Hitachi. Tham khio myc 13.
THONG SO CAI DAT CHO MAY TU DONG nhimg
thong 6 cai dit trén midy. 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 POI BON VI
Tinh toan

- Tinh AAbs cia mau va tiéu chuin so véi miu tring
- Vé duong chuin GGT = f{AAbs)

- Tinh hogt d6 GGT rong bénh pham bang cich sir dung
duong chuin (thye hién quy trinh trong tr doi voi vit ligu
kiém sodt)

Chuyén dbi don vi

U/L x 0.0167 = pkat/L

9. HIEU NANG VA TUONG QUAN
a. Khadng do

- Két qua xét nghi¢m tuyén tuyén tinh trong pham vi hoat
dd enzyme GGT ir 1 - 1500 U/L,

- Neéu hogt 46 cua madu virgl qua pham vi xét nghiém, pha
lodng mau bing mrde mudi va 1ip lai phép do.

b. Gidgi hgn phdt hign

Limit of Blank (LoB) = 0 U/L
Limit of Detection (LoD) = 1 UL
Limit of Quantitation {LoQ) = 1 UL

Gii tri LoB, LoD, LoQ duge xic dinh dua theo tiéu chuin
EP17-A2 cua CLSI

Gidm LoB la nﬁng dé chiit phiin tich cao nhit dir kién dugc
tim thay khi chay 13ip lai miu iring, LoB wrong img vai nong
dd ma dudi gid tri do xdic suat phat hién méu triing 13 95%.

Gid iri LoD xic dinh dia trén LoB va do léch chuan cia
miu nong do thip. LoD trong img voi nong do thip nhit
chit phin tich co thé dwgc phat hig¢n (gid trj nﬁng d¢ cao
hon LoB véi xéc suat 95%).

Gid tri LoQ 1 gid tr nong dé thip nhat ¢6 theé do lromg duge
véi sai s0 10dn phan cho phép 1 20%. Lo duge xac dinh
bing cach chay miu nong dé thip.

. Higu ming

- B¢ nhay: Sy thay doi do Il:ip thy khi do meac cit pha tiém
tir 0,001 - 0.050 Abs/phit va khi do mdu hogt d§ 200 U/L
dao dgng tir 0,02 dén 0.20 Abs/phu.

- P% chinh xic: khi do miu kiém sodt, két qui chénh lgch
trong khodang £5% so vdi gid tr] gan.

d. Bd chum (trén mdy Biolis 301 / SK300}

Dir li¢u higu ning vé dj chum dgi dién cho hé may/dong
may duge dua ra duadi diy.

Két qua co thé khic nhau gita cic phong xét nghi¢m.

B§ chum duge tinh toin sir dung miu vit ligu kiém sodt
tudn theo tiéu chuin duge dp dung cia CLS1 EP3-A2 vl d§
lip lai, do i Lip vi do chum todn phin (sir dyng | miu
trong | lin chay, 2 lin chay trong ngdy va chay trong vong
20 ngay). Ket qua thu duge nlur dwdi day,

Tiu chi: B§ lEp lai (CV Within-run precision) nho hon
3% vi D chum todn phiin (CV Total precision) nhé hon
5%.

: : Mean AV C¥
B Igp It UL UL, %
Control Lyo L-1 365 .36 0.98
Control Lyo L-2 142.7 .85 {159
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i Y b 2
Control Lyo L-1 6.5 1.23 336
Control Lyo L-2 142.7 M 162
B3 el rodan p.ini'n ﬂﬁ:;” ;:’ﬁ f;%V
Control Lyo L-1 36,5 1.25 343
Control Lyo L-2 142.7 578 2,65

e. So sdnh twong quan

Plurong trinh hoi quy v = 0.9961x + 0.3818 (n = 50)
H¢ s6 tromg quan r=1.000

Reference Material for Calibration

ReCCS ICCLS CRM-00

10. GIA TRI THAM CHIEU

- MNam [3-64 UL

- Nit 9-32U/L

Pham vi tham chiéu phai dirge thiét Iip riéng cho moi co s
xét nghi¢m dya trén sy dinh gid toan dién cua cic ket qua
xet nghiém va tri¢u chimg lim sing, cic ket qua do khic
cing nhar diic diém sinh hoc din cur khu vire dé.

11. YEU TO ANH HUONG

- Hoi chimng ving da: Nong di bilirubin lién hop/tr do lén
dén 20 mg/dL khéng anh hirdng ding keé.

- Tin huyét: Khong cé sy anh hrong ding ké ciia nong do
hemoglobin 1én dén 500 mg/dL.

- Lipid huyé[ (Intralipid): Néng d¢ wriglycerid khong giy
nhiéu diang ké 1én deén 3000 FTL.

- Acid ascorbic: Nong di acid ascorbic 1én dén 50 mg/dL
khong anh hwong 161 két qua.

- Péi véi myc dich chin dodn, két qua phai luén dige dinh
gid cung vai bénh sir, kham ldm sing va cdc phat hign khac
cuia bgnh nhan. Vui long sir dyng cic phuong phip khic néu
két qua bj anh huromg bai bit kv yéu 16 nao.

12. BAO QUAN, SU' DUNG VA THAI BO

Ciim nim

1. Miu bénh phﬁm ¢t nguy co chira cic tic nhin truyén
nhiém nguy hiém nhr HIV, HBV, HCV. Vui long deo gang
tay vit kinh bao h¢ khi cim nim,

2. Néu thudce thir rdy vio mit, da hay nuot phai, rira sach véi
thit nhiéu nurde va lién hé bic sinéu cin thiét,

34

3. Néu thuoc thir bi dﬁ, xd voi thit nhicu nude vi lau sach.
Néu mau pham bi dé, xir 1 phin chit 1ong véi con 80% va
lau sach bing khiin gidy.

S dung

|. Bio quan thudc thir dudi diéu kién chi dinh. Khong sir
dyung thude thir hét han.

2. Khong i sir dung chai lg va dyng cyu phy trg ciia bg thude
thir cho muc dich khac.

3. Khong trén lan thude thar khéc 16 san xuit.

4. Khéng thém thuoc thir mdi vio thude thir dang st dung
bit ké 16 san xuit.

Thi ba

1. Tét ci cic miu bénh phim ciing nhur dyng cu (vi du fmg

Liy miu) phai durge xir Ii theo so tay hdng din sir dung véi
dung cy v 1¢ 1ai co sér hodic xir i theo cic cich sau:

» Hap wdt trong autoclave & nhiét do 121°C trong hom 20
phit, Khéng xir Iy hip wét véi san phim co chira natri
hypoclorit con dir.

» Ngdm trong dung dich mrée Javen it nhit | gior (nong do
clo hoat déng t6i thiéu 1000ppm).

2. Thude thir ¢é chira Natri Azit 0.05% lim chit bio quan.
Natri Azit ¢ thé phan img viéi chi hojic dong tao thinh vit
ligu co tinh nd cao. Thii bo tién hinh véi luong 16m mrde.

13. THONG SO CAI PAT CHO MAY TU DONG
% Cho dong miy Hitachi

Phurgng phip tinh todn Do toc dé phan (mg

Nhigt dg 7°C
Miu 6
Thé tich (uL) R1 150
R2 S0
Budc Séng (um) Chinh 405
Phy 505
Bidm | 10
Pitmdo (chuky)  Biem 2 22
Diém 3 34
Dang dwdmg chudn Linear
Pon vi UL
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14. HUONG DAN VA CANH BAO KHAC 3. CLSI EP17 - Evaluation of Detection Capability for
Clinical Laboratory Measurement Procedures, 2nd

- Két qua c6 the thay déi tity thuge vio ti 1¢ miw/thude thir. :
i €0 Ui thay 403 ity trige vilo. U 16 SO i Edition, 2017

Lién hé véi ky sir vin hanh dé diéu chinh théng s6 cai djit
tho.chie dong may.Kiae nhas. 4. Tailiéu ndi by, UMA Diagnostics
- Tién hanh higu chuin hing ngay tredc khi xét nghiém. =

17. NHA SAN XUAT

15. QUY CACH PONG GOI

UMA Co., Ltd.

Mi SP Ding goi Test/Kit™  Test/Kit™ 2-19-6 Yokosuka, Matsudo City, Chiba
1HIGOIZA - 1x60ml: 1x20ml. 310 540 AL T o
1IGOIZA2  2x60ml.; 2x20ml. 620 1080
I1G0I2A3  3x60mL: 3x20ml. 930 1620 FEASSAT-EROARIL o) FARCORFTIEARIL
THGO12A4  4x60ml.; 4x20ml. 1240 2160
TIGODZA  Sx60ml.; 5x20ml. 1550 2700
1GOIZA6  6x60ml; 6x20mL 1860 3240

11GO12  1x90ml; |x30mL. 470 &10
[1G0E2-2 2x90ml.; 2x30mL 940 1620

116002 3x90ml.; 3x30ml. 1410 2430
11G0124  4x90mL; 4x30ml. 1880 3240
HGOI2-5  5x90ml.; 5x30mL 2350 4050

# Danh cho mdy tyr dong cong suarl trung binh: SK300; BS
scrics: BA200; BA4OD, Chemwell Series; Dirui Serics;
Biolyzer serics, HumanStar 300, Erba Series; Bioclab
Serigs, BX 3010; Pictus P500;,. ..

## Dianh cho may tir dong cang suat lém: CARO0; CA400;
Randox Tmola; Randox Modena+: BM 6010: Bioliss0i;
SK500; AU Senies; Piclus P700; C serigs; Ci series;
HumanStar 600: Kenolab series

So lrgng test duge dé cip bén trén duge tinh toin dya trén
théng 56 k¥ thudt cia moi thict bi. 56 ligu thyre 1€ ¢6 thé cao
hom tinh 1odn,

S50 lrgmg test duge dé cip bén trén di gﬁm sir hao hut do
thé tich chét cia lo héa chit nhumg chira bao 26m sy hao
it cho chit chusin vi chit hiéu chinh.

Bé nhin thém théng tin chi tiet. vui long lién hé véi cac dai
Iy phin phoi duge ty quyen.
16. TAI LIEU THAM KHAO

l.  Aurelie De Vos, ... Christophe Stove, in Neuroscience
of Alcohol, 2009

2. CLSUNCCLS Ewvaluation of Precision Performance of
Clinical Chemistry Devices, EP05-A2, 2004
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