Measure GLLUT

UMA CO., LTD.

2-19-6 Yokosuka

Muma

Matsudo, Chiba, Japan

MEASURE GLU

Thuoc thir dinh lrgng Glucose
Phurong phip PROD/POD

i 2-8%C IVD  Chin doan fi vitro

# KHONG déng dd g

12 thiang/tranh anh sing

HE THONG QUAN LY CHAT LUQNG (BOI TUV)
ISO 13485:2016

1. MUC DiCH SU DUNG

Xetnghigm dinh hrgng nong dj Glucose (GLU) trong hu vét
thanh; huvet tromg vi nude ticu.

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

Glucose I3 loai dwimg chinh trong mdu va i ng.unn cung
ciip ning lugng chinh cho cic 1€ bio cia co thé. Glucose
dén tir thyre pham ching ta in hojc co thé ¢ lhc lao ra nd
1r cic chat khic. Glucosc duge dua dén cic 1é bio qua
diromg mau. Mot sd hormone, bao gom insulin, kiém sodt
lugmg glucose trong miu.

3, VAT LIEU YEU CAU NHUNG KHONG BAO GOM
- Nurére mudi sinh 1¥ 0.9% hofic mréc cit pha tiém.
- Micropipet va dung cy phong thi nghié¢m co ban khac.

- MEASURE Multi Calibrator va MEASURE Human Lyo
L-1 vi MEASURE Human Lyo L-2.

4. THANH PHAN THUOC THU VA CHUAN BI

- Thudéc thir R-1: N-(2-hydroxy-3-sulfopropyl)-3.5-
dimethoxvaniline sodium salt (HDAOS)

Thuoc thir R-1 sin sang d¢ sir dyng.

- Thuoe thir R-2: Pyranose oxidase (PROD), Peroxidase
(POD), 4-Aminoantipyrine (4-AA)

Thude thir R-2 sin sing dé sir dung.

- Khi dii m& ndp, thuoe thir sé on dinh trong 30 ngiy khi bao
quan trén may xé nghi¢m Hitachi 7180,

- Str dung cho nhiéu dong miy xét nghiém ty dong.

- Chit chudn MEASURE Multi Calibrator (bin riéng): Cho
chinh xdc 5.0mL nudc cit pha tiém vio lo chat chuin
{MEASURE Multi Calibrator), dé ¢ nhi¢t do phong 45 phit,
diao ngurge lo chit chudn vii lin cho déu tmrde khi sir dymg.
Sau khi hodn nguyén, san phim c6 thé sir dung ngay ma
khéng cin pha lodng.

- Vil ligu kiém soit MEASURE Human Lyo L-1 vi
MEASURE Human Lyo L-2 (bin riéng); cho chinh xic
5.0mL mwrée cat pha tiém vao lo vit liéu kiém sodt va dé &
nhiét do phong 45 phi, dio ngwge lo vat lidu kitm soat vii
lin cho déu trrre khi sir dung. Sau khi hoan nguyén, sin
pham ¢ the sir dung ngay ma khéng cin pha lodng.

5. CHUAN BI VA BAO QUAN MAU

- Huyél lhunil:hLﬁy mau mdu sau 12 - 14 gio nhin in. Cho
cho den khi miu dong ty hodn toan. Ly phin ndi phia trén
de lam midu,

- Hu:,'ct tirong: La} mau mau sau 12 - 14 gid nhin an. Xir ly
mau bing chit chong déng (heparin lithium, K2 - EDTA,
NaF, ...

- Citc méiu huyét thanh hofic huyét nrong khéng cé chit bio
qudin {NaF) phai duge tich ra khoi i bio mau hojc cyc miu
dong trong vong nira gio sau khi duge Tay ra. Khi mau dirge
lay ra de dong vi khong ly tim & nhi¢t d§ phong, niic gidm
trung binh cua dwdmg huyet thanh la 7% wrong | gié (0.28
den 0.56 nunol/L hojic 5 dén 10 mg/dL).

- Khi sir dung mau déng lanh, phii ri dong & nhigt d¢ phong
vi xdc dinh sau khi tron déu {dung djch trong sudt) trurdc
khi sir dung.

- Thdl'ﬂ khio myc ycu 0 inh hrdmg dé biét thém thong tin
vé khi niing giy nhiéu miu.

6. NGUYEN LY PO

Trong phan (g diu tién, ascorbate oxidase (AOD) loai bo
axit ascorbic trong maiu vit. Trong phan img thir hai,
glucose bi oxy hoa bai pyranose oxidase va 1go ra H202,
Hom nira, véi sir co miit cia peroxidase, H:0: 10 ra sic 16
miu quinine, ¢6 thé do duge glucose.
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oD
2 Ascorbate + Oz s 2 Dehydroascorbate + 2H:0

PROD
D-glucose + 0 ——— 2 Dehvdro-D-Glucose + Ha0O-

PO
2H:0: + 4-AA + HDAOS + Hs+ Q) ———

Red-violet colored quinone pigment + SH.O

7. QUY TRINH TIEN HANH

San pham twong thich véi nhiéu dong mdy xét nghiém ur
dong khiac nhau, Dudi didy 14 quy trinh tham khio.

Mau + Thuocthir] —3—s Do Absl
2.1pL 210pL (570/750nm)
—T5 > Thubethr2 —5=—>  DoAbsll
TopL (370075 0mm)
— AAbs & 570/750nm  —> Nong d GLU

Quy trinh tién hinh duge xiy dyng rén dong miy xét
nghiém sinh hoa tr déng Hitachi. Tham khio mypc 13.
THONG SO CAI PAT CHO MAY TU DPONG nhimg
théng so cai dit trén may. Lién hé Cong ty TNHH Sén xuit
& Thuong mai Huma Medical cho quy trinh tién hinh trén
nhimg dong may khic.

8. TINH TOAN VA CHUYEN BOI BON VI

Tinh todn
- Tinh AAbs ctia miu vi tiéu chuin so voi miu tring
- V& dudmg chuiin GLU = fiAAbs)

- Tinh nong dd GLU trong bénh phim bing cich sir dung
duwong chuin (thye hién quy trinh trong tr déi véi vit lidu

kiém soat)
Chuyén dii don vi

mg/dL x 0.0555 = mmol/L
9. HIEU NANG VA TUONG QUAN

a. Khodng do

- Két qua xét nghiém tuyén tuyén tinh trong pham vi néng
do GLU tr 0.06 - 333 mmol/L.

- Néu ntf':ng dg cua mau virgl qua pham vi xét nghiém, pha
lodng miu bing nude mudi va 1ip lai phép do.

b, Gidgi han phdt hién

Limit of Blank { LoB) (.06 mmol/L

(.06 mmol/L

Limit of Detection {LoD)

Limit of Quantitation (LoQ) (.06 mmol/L

Gii tri LoB, LoD, LoQ dirge xic dinh dyra theo tiéu chuin
EP17-A2 cna CLSI

Gidwrj LoB la nﬁng di chit phiin tich cao nhit dir kién dugie
tim thiy khi chay 13p lai miu tring. LoB trong émg vai nong
d6 ma dudi gid tri do xdc suat phat hién mdu triing 13 95%.

Gid trj LoD xéic dinh dyra trén LoB vii dd 1éch chuin cia
miu nong dé thip. LoD twong tmg véi nong do thip nhat
chit phan tich ¢é thé duge phat hién (gid tri nong dé cao
hom LoB védi xic suit 95%).

Gid tri LoQ Ia gid trj nong dé thip nhit co thé do heimg dirge
v&i sai 50 toan phin cho phép 1a 20%. LoQ duge xéic dinh
biing cich chay méu nong do thap.

o Hidn ning

- B nhay: Sir dung nude cit, sy thay déi dd hip thu 1 0.000
- 0.005; str dung dung dich Glucose 11.1 numol/L, sir thay
doi do hip thy 13 0,550 - 0,755

- D% chinh xic: khi do miu kiém sodt, két qui chénh lgch
trong khoang £10% so vaéi gid trj gan.

d. Bd chum (trén médy Biolis 301 / SK300)

Dir lign hi¢u ning vé do chym dai dién cho hé may/dong
nuy duge dwa ra dudi day.

Két qua c6 thé khic nhau gitra cic phong xét nghigm.

B chum dirge tinh todn sir dyng miu vl ligu kicm sodt
tudn theo tidu chuin duge ap dyng cia CLS1 EP3-A2 vai dg
Uip lai. do ai Bp va do chym todn ph?m {sir dyng 1 miu
trong 1 lin chay, 2 lan chay wong ngdy v chay trong véng
20 ngay). Kéi qua thu duge nhir dudi diy.

Ticw chiz B§ lp lai (CV Within-run precision) nho hom
2% va D chum toan phin (CV Total precision) nho hon
5%.

i ) Mecan S0 P
Bo'igp lai mmal/l, mnvel/ L %
Control Lyo L-1 4.31 004 .90
Control Lyo L-2 10.55 0.07 065

el Mean 5D CV
B¢ it idp mmol/L. e %
Control Lyo L-1 4.31 11 246
Control Lyo L-2 L0.55 013 [.20
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K . ; Mean 5D i
D elyim fagm phan el L [T %
Control Lyo L-1 431 011 254
Control Lyo L-2 10,55 014 1.29

e. No sdnh teong quan

Nguyén tiic do twong tyr

Huyét thanh

Phiromg trinh hoi quy y = 0.9987x + 0.5337 (n = 60)
H¢ 50 twong quan r = 0.9997

Nude ticu

Phurong trinh hoi quy y = 1.0069% + 0.5498 (n = 60)
H¢ s0 twong quan r = 0.9997

Refenrence Material for Calibration

ReCCS CRM-521

10. GIA TRI THAM CHIEU

Huyét thanh/huyét nrong 4.05 - 6.05 mmol/L

Pham vi tham chiéu phai durge thiét Iip riéng cho méi co so
x¢t nghigm dya wén sy dinh gia todn dign cua cic ket qua
xet nghiém va trigu chimg lim sing, cic ket qua do khic
cing nhir diic diem sinh hoc din cu khu vire dé.

11. YEU TO ANH HUONG

- Hgi chimg vang da: Nong dé bilirubin lién hop vil bilirubin
tr do én deén 20 mg/dL khéng danh hwong ding ké.

- Tén huyét: Khdng c6 sy inh hwémg ding ke cia nong do
hemoglobin 1én den 500 mg/dL.

- Lipid huyét (Intralipid): Nong d¢ triglycerid khong giy
nhiéu ding ké Ién dén 3000 FTU.

- Acid ascorbic; Nong db acid ascorbic 1én dén 50 mg/dL
khong inh hirdng 16i ket qua.

- Poi véi muyc dich chian dodn, kéi qua phai luén duge danh
gid cing vai bénh sir, khim lim sing va cic phit hién khic
cua bénh nhin, Vui long sir dung cic phwrong phip khde neu
ket qua bi anh huémg boi bat ky yéu 16 nio.

12. BAO QUAN, SU' DUNG VA THAI BO

Céim nim

1. I":-'I.'_iu b¢nh ph;im ¢ nguy co chira cic tic nhin truyén
nhiém nguy hiém nhe HIV, HBV, HCV. Vui long deo gang
tay vi kinh bao hé khi cim nim.

2. Néu Ihuéc thir ciy vao mit, da ha nqﬁi phai, nra sach vai
thiit nhigu nude va lién hé bac si néu cin thiel.

34

3. Néu thuoe ther bi do. xd voi thit nhicu e v lau sach,
Neu mau pham bi do, xir li phin chat long véi can 80% vi
lau sach biang khiin giay.

St dung

1. Bao quan thudc thir dirdi dicu kién chi dinh, Khéng sir
dung thude thir hét han.

2. Khéng tii sir dung chai lg vi dung cu phu trg ciia b thude
thir cho muc dich khic.

3. Khong trén Iin thude thir khic 16 san xuit

4, Khang thém thuoc thir méi vio thuoe thir dang sir dung
bat ke 16 sidn xudt.

Thai b
1. Tit ca cac mau bénh phim ciing nhir dung ey (vi du ong

Liy mau) phai duge xir i theo so tay hwdng dan sir dung véi
dung cu v 1€ tai co s& hojde xir li theo ¢dc cach sau:

» Hip wét trong autoclave & nhiét dd 121°C trong hon 20
phit. Khong xir Iy hip wot véi san phim cd chira natri
hypoclorit con dur.

» Ngim trong dung dich mrée Javen it nhit 1 gio (nong do
clo hoat déng 16i thi¢u 1000ppm).

2. Thudc thir co chira Natri Azit 0.05% lim chit bao quan.
Natri Azil cé thé phin img véi chi hojic dong tao thinh vit
li¢u co tinh nd cao. Khi thai bo nén tién hanh véi legng lén
N,

13. THONG SO CAl PAT CHO MAY TU BONG
< Cho ddng may Hitachi

Phurong phip tinh todn Po 2 diem

Mau 2.1
Theé tich (pL) RI 210
R2 70
Burde Song (nim) Chinh s
Phy 750
Piém | 10
Biém do (chu ky) Biém 2 16
Piém 3 34

Dang duémg chuin Lincar

Bom vy mg/dL
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14. HUONG DAN VA CANH BAO KHAC 3. CLSI EP17 - Evaluation of Detection Capability for
Clinical Laboratory Measurement Procedures, 2nd

: ioald Lo 2w e Eoag X .
- K&t qua co the thay doi tiy thuge vio i 1§ miwthuoe thir Edition. 2017

Lién hé véi k¥ sir vin hanh dé dicu chinh thong s0 cai djit
cho cic dong miy khde nhau. 4. In house data, UMA Diagnostics
- Tién hanh higu chuin hing ngay trrde khi xét nghigm. )

17. NHA SAN XUAT

15. QUY CACH DONG GOI UMA Co., Ltd.
Mi SP Bing gii Test/Kit™  Test/Kit™ 2-19-6 Yokosuka, Matsudo City, Chiba
LIGO11A Ix60ml.; 1x20ml. 30 340 Prefecture 270-0031
ITGO11A2 2x60ml; 2x20mL 620 1080 TEL: 047-710-4871 (dial-in) FAX: 047-710-4872
TIGOTTAZ 3x60ml; 3x20ml. G930 1620
HGO A4 dx60ml; 4x20ml. 1240 2160
THGOOTA Sx60ml; 3x20mL [550 2700
THGONTAGS oxbOmlL; 6x20mi. I 860 3240
GO [ x%0ml.; 1x30ml. 470 10
TIGOI1-2 2x90ml.; 2x30mL 940 1620
GO0 3x90ml; 3x30ml. 1410 2430
FIGOEHT -4 Ax90ml.; 4x30mL L B&(0 1240
HMGOI-3  Sx90ml; 3x30mL 2350 4050

* Dinh cho miy tr dong cong sudt trung binh: SK300; BS
serics; BA200:; BA4OD. Chemwell Series; Dirui Series;
Biolvzer series, HumanStar 300, Erba Series; Bioelab
Series, BX 3010; Picws P500;,. ..

*# Danh cho may ty déng céng suit lén: CAR00; CA400;
Randox Imola; Randox Modena+; BM 6010; Biolis50i;
SK500; ALl Series; Picius PTO0; C series; Ci series;
HumanStar 600; Kenolab series

So lwgng test dwoc dé cip bén trén duwge tinh todn dyra trén
thong 50 k¥ thuit ciia moi thiét bi. S0 ligu thyc té ¢d thé cao
hom tinh todn.

Stf"t lugmg test duge dé cip bén trén 43 gf:m sir hao hyt do
thé tich ciiff‘t cua lp hoa chit nlnmg chira bao gém sw hao
hit cho chit chuin v chit hiéu chinh.

Bé nhin thém théng tin chi tiét, vui long lién hé véi cdc dai
I phin phdi dirge uy quyén.
16. TAI LIEU THAM KHAO

1. M.J. York, in A Comprehensive Guide to Toxicology
in Nonclinical Drug Development (Second Edition),
2017

2, CLSINCCLS Evaluation of Precision Performance of
Clinical Chemistry Devices, EPO5-AZ2, 2004
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