MEDISAFE FIT Dau thir dwong huyét

May do dwong huyét ca nhan MEDISAFE FIT H¢ thong do dwong huyét ca nhin

Vui long doc ki huéng dan truéce khi st dung.
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e Chi st dung Dau thir duong huyét MEDISAFE FIT duéi su giam st clia bac si.

Néu c6 bat clr nghi ngd hodc cau hoi nao vé két qua xét nghiém, hiy hoi ¥ kién bac si.

Diéu trj va quan 1y bénh dai thao dudng dudi sy gidm sat cia bac sy.

Khong dé méu hodc thiét bi, Pau tht, khan lau. . tiép xuc voi ngu:(‘wi khac dé tranh nguy co 1ay nhiém.

Trong truong hop nghi ngo bi ha duong huyet ldy méau tir ddu ngon tay (hoac long ban tay) hoac dai tai.

[Ket qué kiém tra duong huyét sir dung cic miu mau ldy tir canh tay c6 thé khac so voi cac mau mau lay tir

dau ngon tay hodc dai tai];

e Dé dau thir dudong huyét MEDISAFE FIT xa tam tay cua tré em.

e Chan doan véi Dau thir dudong huyét MEDISAFE FIT can duya trén cac danh gia chung, bao gdm cac két qua
kiém tra lién quan, cac triéu ching 1am sang ...

e Nha san xuat khong thé dam bao tinh chinh x4c ciia Pau thir dudng huyét MEDISAFE FIT ngoai nhitng quy
dinh mo ta ¢ trén.

e Déu thir dudong huyét MEDISAFE FIT chi sir dung mot lan. Khong sir dung lai. Thai bo Dau thir dé tranh
nguy co lay nhiém.

e Doc ky hudéng dan sir dung May do dudng huyét c4 nhan nhan hiéu MEDISAFE FIT va céc thiét bi y té
khéc dugce st dung chung trudce khi kiém tra.

| Thanh phan héa hoc (mdi 1cm?)

(1) GIUCOSE OXIAASE ..ottt 36,9 U*!
(2) PEIOXIAASE ..o, 44,3 U*!
(3) 4-amino-1,2-dihydro-1,5-dimethyl-2-(4-sulfophenyl)-3H-pyrazole-3-one..................ccooeiiinin.. 58.7ug
(4) 3-((3,5-dimethylphenyl)ethylamino)-2-hydroxy-1- propanesulfonate sodium monohydrate............. 98.8ug

*'Pon vi U: S luong enzyme c6 kha nang chuyén doi 1 micromole chat nén trong mot phut.

\ Muc dich sir dung

Pau thir duong huyét MEDISAFE FIT dugce st dung cho chan doan in-vitro dé do luong dinh luong noéng do
glucose trong mau twoi toan phan. Pau thir duong huyét MEDISAFE FIT duoc thiét ké dé s dung cung voi
May do duong huyét ca nhan MEDISAFE FIT

| Nguyén tic kiém tra

Khi nhé mot giot mau vao tdm phan tmg ciia Pau thir duong huyét MEDISAFE FIT, lugng glucose trong mau
s& phan tmg voi thude thir hod hoc trén tim phan tmg (vong tron mau tring bén trong Pau thir). Oxy va enzym,
glucose oxidase s& phan tich glucose trong mau mau. Gluconic a xit va hydrogen peroxide duoc tao ra tir phan
ung nay. Sau do cac peroxidase enzyme xuc tdc hydrogen peroxide ph an ung v 61 4-amino-1,2 dihydro-1,5-
dimethyl-2-(4-sulfophenyl)-3H-pyrazole-3-one va 3-((3,5-dimethylphenyl)ethylamino)-2 hydroxy-1
propanesulfonate sodium monohydrate dé tao ra mau dic trung ciia nhom quinone. Mau xanh duong-xanh la
cay duoc do bang phuong phap do mau nham hién thi mic d6 duong huyét trong mau, st dung duong cong
hiéu chuan duoc kiém tra tir may do duong huyét ca nhan duoc chi dinh. Mau nay ty 1¢ thuan véi luong glucose



trong mau. May do dudng huyét ca nhan MEDISAFE FIT s& hién thi mtic glucose trong mau mg/dL hodc
mmol/L sau khi phan tng hoan tat.

| Quy trinh kiém tra

Poc k§ hudéng dan sir dung May do dudng huyét ca nhan MEDISAFE FIT trudc khi sir dung.

(1) Bat May do va kiém tra dam bao khong c6 16i.

(2) Lot bo 16p mang phu cua nép day, lip chat Pau thir vao May do.

(3) Thao nap day Pau thir theo phuong thang va kiém tra May do dé sin sang kiém tra.

(4) Chich vao dau ngon tay, dai tai hodc cac vi tri 14y mau phu hop khac. Lugng mau miu can ldy 1a khoang 2pL
(duong kinh mét giot mau khoang 2,5mm). Khi dua canh mép cua Pau thir vao giot mau, hiy do ngay sau khi
nghe thay tiéng bip. Khi bat Pau thir, 1dy Dau thir ra khoi mau mau va dat may do sang bén canh.

(5) Khi chi s6 duong huyét duoc hién thi, ghi lai cac gia tri do dwdng huyét vao trong nhat ky.

(6) Khi Pau thtr van & trong May do, day kin Pau thir bang nap day. Truot vé phia gd thao va day nhe ra ngoai Pau
thir da sir dung vao trong nap day. Thai bo Pau thir di sir dung va nip ddy phu hop véi cac quy dinh dia phuong
va/hodc cua bang lién quan dén xur 1y cac vat liéu nhiém ban.

| Phan tich c4c gia tri do duoc

Gidi han binh thuong cua glucose
Nong d6 glucose & ngudi 16n c6 kha ning chuyén hoa tot 1a:

e Nguoi khong udbng rugu (it nhat 8 gid sau bira dn): dudi 100mg/dl (5,6 mmol/L)!
e 2 gid sau bira an: it hon 140mg/dL (7,8 mmol/L)"

Bac si va bénh nhan s€ cung nhau xac dinh mét gia tri toi han riéng vé luong duong huyét.

Trong trudong hop ké‘t qua khong phu’ hop, co thé kiém tra lai hiél} sudt cia May do duong huyét ca nhép
MEDISAFE FIT va Dau thir duong huyét bang cach str dung vat liéu kiém soat xét nghiém dinh lugng dudng huyét
MEDISAFE FIT. Hay doc hudng dan st dung d€ biét cach dung Mdy do duong huyét ca nhan MEDISAFE FIT va
vat liéu kiém soat xét nghiém dinh luong duong huyet MEDISAFE FIT.

Néu c6 bt ctr nghi ngd nao vé két qua do ludng, hiy tham khao y kién béc si.

Tai liéu tham khao:

1. Hiép hoi Tiéu dudng Hoa Ky “Sang loc Bénh tiéu dudng Tayp 27, Chim séc bénh tiéu duong, Quyén 27, Phy
chuong 1, trangl1-14, nam 2004

| Pic tinh hoat dong

(1) b6 chum

Kha ning ldp lai: Khi cac mau mau chuan duoc kiém tra véi 300 1an lap lai v6i 3 Pau thir, 10 May do dudng huyét
ca nhan MEDISAFE FIT, khang nang lap lai nhu sau:

Nong do dudng huyét [mg/dL (mmol/L)] 30-50 | 51-110 | 111-150 | 151-250 | 251-400
(1,7-2,8) | (2,9-6,1) | (6,2-83) | (8,4-13,9) | (14,0-22,2)
Gid tri duong huyét trung binh [mg/dL (mmol/L)] 45(2,5) | 106(5,9) | 143(7.9) | 17509,7) | 385(21,4)
SD [mg/dL (mmol/L)] 2,3(0,13) | 2,4(0,13) | 2,8(0,16) | 3,8(0,21) | 8,3(0,46)
CV [%] 5.2 2.2 2,0 22 2,2

b chum trung gian: Khi vat liéu kiém soat xé:c nghiém dinh lugng duong huyét MEDISAFE FIT dugc dung dé
kiém tra voi 3 Pau thir va 10 May do duong huyét cac nhan MEDISAFE FIT, d¢ chum trung gian nhu sau:

Nong d6 dudng huyét Thip Trung binh Cao
Gi4 tri duong huyét trung binh [mg/dL (mmol/L)] 38(2,1) 113(6,3) 331(18,4)
SD [mg/dL (mmol/L)] 1,3(0,07) 2,5(0,14) 7,2(0,40)
CV [%] 3.4 2,2 2,2

(2) Po chinh xac hé théng

Két qua do chinh xac hé thong cia ndng d6 duong huyét < 100 mg/dL (5,55 mmol/L) nhu sau:

Trong pham vi £5 mg/dL
(Trong pham vi £0,28 mmol/L )

Trong pham vi +£10 mg/dL

(Trong pham vi #0.56 mmol/L )

Trong pham vi £15 mg/dL
(Trong pham vi +0.83 mmol/L )

125/156 (80.1%)

156/156 (100%)

156/156 (100%)




Két qua d6 chinh x4c hé thong cua nong d6 duong huyét >100 mg/dL (5,55 mmol/L) nhu sau:

Trong pham vi £5 % Trong pham vi £10 % Trong pham vi £15 %

315/444(70,9%) 426/444(95,9%) 443/444(99,8%)

Két qua do chinh xac hé thdng cua ndng d6 dudong huyét & muc gitra 27 mg/dL (1.48 mmol/L) va 508 mg/dL (28.2
mmol/L) nhu sau:

Trong pham vi £15 mg/dL hodc £15%
(Trong pham vi 0,83 mmol/L hodc +15% )

] 599/600 (99,8%)
Phuong phap tham chiéu: GLUC2 Glucose HK (Phuong phap Hexokinase; Roche)
Thiét bi: Cobas Integra 400 Plus (Roche)
Kich thudc mau: 600 mau (200 mau/16)
Cong thirc hoi quy: <Lot1>Y =1.00x + 2.81 (Y = 1.00x + 0.16)

<Lot2>Y =1.03x +0.25 (Y = 1.03x +0.01)
<Lot3>Y =0.99x +3.75 (Y =0.99x + 0.21)

Trong ngoic 1a cong thirc hdi quy ciia don vi mmol/L.

P }hj twong quan )
(Pau do duwong huyét MEDISAFE FIT va GLUC2 Glucose HK)
Gi tri dwong huyet duge kiem tra bang GLUC2 Glucose HK (mmoV/L)
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H¢ thong 15i twong ung hién thi tit ca cac két qua ndng dp dudng huyét khi ¢ viing A
(khong anh hwéng dén hoat dong 1am sang)

(3) Pham vi do: 20-600 mg/dL (1,1-33,3 mmol/L)

(4) Gia tri do: Gia tri dwong huyét (toan bd mau méu, két qua dugc hién thi bang gia tri duong huyét trong huyét thanh)
(5) Kha ning truy xuat ngudn goc

Phuong phap tham chiég 1a may phan tich glucose (phuong phéap glucose oxidase), chit lwong dé hiéu chinh bé hiéu
chuan 1a huyét thanh chuan glucose.

| Bién phap dé dam bio két qua chinh xic

MAiu mau

e  Sir dung du luong mau quy dinh. Luong miu mau cin thiét dé kiém tra 1a 0,8uL. Khoang 2uL lugng méu tir ddu ngon
tay hodc dai tai 1a da dé c6 0,8uL lwong mau mau can thiét. Khong bat Dau thir néu lugng mau mau it hon 0,8pL.

e Mau mau bat dau dong lai khi tiép xtc voi khong khi, gay kho khan cho viée 1y mau mau. Do vy can bat Dau thir

ngay sau khi Iy mau.

Néu str dung mau mau lam lanh, 1am 4m lai mAu mau ¢ nhiét 46 phong trudce khi kiém tra.

Can du lugng mau dé kiém tra. Khong dung huyét thanh hodc huyét twong dé kiém tra.

Néu miu méau bi nhidém ban, két qua kiém tra c6 thé khong chinh xéc.

Khong anh huong déng ké dén két qua kiém tra ddi v6i cic miu mau c6 hematocrit & mirc 20% va 60%. Néu

hematocrit & trén 60% (vi du, tre so sinh) hodc dudi 20%, két qua kiém tra c6 thé b1 anh huong.

Khi ldy mau tir dau ngon tay, can rira sach tay v6i nuée trude khi chich lay mau mau.

e Néu méau duogc lay tir ddu L ngon tay ngay sau Khi tiép xuc véi thuc pham hodc cac chat khac nhu duong (hoa qua),
duong trén dau ngén tay 1dn v6i méau co thé 1am ting gia tri duong huyét. *3 Khir tring bang khin tam c6n 1a khong
du dé 1am sach luong dudng bam trén diu ngén tay. Chi c6 thé 1am sach lugng dudng bam con lai bang cach rira sach
tay v6i nudc trude khi chich 1y mau mau;



e Néu liy mau tir dau ngon tay cua bénh nhan c6 luu lvgng mau ngoai vi giam nhu duoc quy dinh dudi day, gia tri
duong huyét c6 thé thap hon gia tri thyc té. Trong truong hop ndy, can ldy méu tir vi tri khac (nhu mau tir tinh mach)
dé kiém tra.

- Bénh nhan mét nudc
- Bénh nhan bi sdc dot quy
- Bénh nhan bi r6i loan tuan hoan méau ngoai vi

e Khi sir dung miu mau trong 6ng nghiém (hodc binh chira) dé kiém tra, chi dung heparin lam thudc chdng dong mau.
Khong sir dung thudc chdng dong mau khic hodc thudc thir phan tng phan hity. Trudc khi kiém tra, lic k¥ Ong
nghiém (hodc binh chira) dé tron déu mau.

Hoat dong kiém tra

e Diu thir duong huyét MEDISAFE FIT dugc sir dung cing v6i May do duong huyét ca nhan nhin hiéu MEDISAFE
FIT.

e Can phai that can trong khi lép Dau thir vao May do dé dam bao lip chit va chinh xac. Néu khong lip chiat va dung
quy cach, két qua do cd thé thicu chinh xac.

Cic chét can tré

e Néu miu mau chira hon 5,26 mg/dL (0,30 mmol/L) axit ascorbic, két qua kiém tra c6 thé thdp hon 10%.

e Néu mau mau chira hon 85 mg/dL (2,76 mmol/L) glutathione, két qua kiém tra co thé thap hon 10%.

e K&t qua kiém tra c6 thé bi anh huong néu mau mau chira mot luong fluoride dang ké khi dugce sir dung nhu 14 chat vc
ché glycolysis.

An toan

e Can than dé khong nudt nham phai nip Dau thir, mang phu, Dau thir hoic hat giit am.

Xir Iy

e Khong cham tryc tiép hogc 1am hong tém phan tng cia Dau thir ‘(phén mau tring) bén trong Pau thir. Néu tim phan

ung (phan mau trang) cé vét ban hoac vet xude, khong st dung Dau thi.

Khong 1am uét hodc 1am nhiém ban Dau thur.

Khong st dung Pau thtr néu nap day hodc mang phu bi hong hodc nut vo.

Str dung Pau thtr ngay khi mé mang phu.

Khong st dung De‘i‘u thir d3 qua han. Ngay hét han duogc in trén mdi Hop dung Pau thir (30 cai) cling nhu trén mang

phu cua nap day Pau tha.

e Neéu cac manh v cia Dau thu roi vao trong May do, khong st dung cac vat sac nhon dé lay ra. Néu khong May do c6
the bi héng va can day khong hoat dong dugc.

M&éi truong kiém tra

e Qua trinh kiém tra nén dugc thuc hién trong mot moi trwong thich hop, nhiét do ¢ gitra 5-40°C/41-104°F va khong
ngung ty. Néu nhiét do qua thap hodc qua cao, két qua kiém tra c6 thé khong chinh xac.

e Neén giit TIP va May do tai vi tri thir nghiém t5i thiéu hai muoi (20) phat truée khi thir nghiém. Sy khac biét vé
nhiét d6 c6 thé gay ra két qua kiém tra khong chinh xac.

Khi Kkiém tra

e Khi kiém tra ndng d6 duong huyét, khong cham vao Dau thir cho dén khi két qua kiém tra hién thj trén man hinh
May do.

*2 Cham so6c ngudi mic Bénh tiéu duong: Thang 3/2011; 34: 596-597

*3 «“Pidu chinh hudéng dan st dung Hé thdng Theo d5i Dudng huyét” (Thong bao sé 1771-1, Phong An toan & Phong

Tham dinh va Cp phép PFSB ngay 17 thang 11 nim 2011).

| Bdo quén va han dung

Béo quan: Bao quan noi kho mat (tir 1 dén 30°C/34 - 86°F).
Tranh anh sang mat troi tryc tiép va do am cao.

Han ding: Mot ndm va 6 thang (1,5 niam) tir thang san xuat. Han dung nay duoc in trén mdi hop thiét bi, trén mang phu va
nap day Dau thir.

| Pong goi

30 chiéc/hop
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