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Maiy do dwong huyét MEDISAFE FIT ¢/ cove v
Hé thong theo doi dwong huyeét

Huodng dan sit dung

O\ TR NANY /
Phai tuan thi ding huéng dén w
A-T

A Chay  Hay lam theo cac chi din nay mot cach can trong

e Tranh anh sang mat troi truc ’tiép khi bao quan cac TIP thir va ddng hd do. Bao quan TIP
thtr & nhiét d6 thich hop (1 dén 30°C /34 dén 86°F).

e Truéc khi sir dung mdy do duong huyét MEDISAFE FIT C, hay doc k§ "Huéng dan sir
dung" nay va tién hanh thao tac do theo hudng dan cua bac si.

e Giit "Huéng dan st dung" nay & noi ma ban ¢6 thé tiép can bat ctr ltic nao.

e Doc k¥ huéng dan sir dung thiét bi y té can ding trude khi ding lan dau tién.

e Dam bao st dung TIP thir dudng huyét MEDISAFE FIT C v6i mang phti mau xanh nhat.
Khong duoc str dung TIP c¢6 mang phu mau khac.

e Trao ddi véi bac st v& moi nghi vin ctia ban trudce khi do 1an dau tién.

e Dilu tri va quan 1y bénh tiéu dudong nén duge thuc hién dudi sy gidm sat cia béc si. Bac
sT clia ban s€ xac dinh cdc gia tri muyc ti€u riéng 1é cho luong duong huyét cia ban. Néu
ban c6 bét ky nghi ngd nao vé két qua xét nghiém, hay héi bac si ctia ban.

e Khong thay dbi lidu luong va tan sudt tri liéu ma khong hoi y kién bac si.

e TERUMO s& khong chiu trach nhiém vé viéc tir vong, thuong tich hogc thiét hai ve tai
san do viée st dung khong tuan theo huéng dan st dung

e Hé thng theo doi luong dudng huyét MEDISAFE FIT C 1a mot hé théng chan doan
dudng huyét tu theo doi. Khong str dung may nay cho cac muc dich khac, va xin vui long
cép nhat thong tin an toan mai nhat tir béc st hoac dai dién ban hang cua chung to1.

e Tuyét dbi khong duoc tu quyet dinh vé viéc diéu tri dua trén thong béo 13i.

e (6 hai don vi khac nhau dé chi mirc dudng huyét (mg/dL va mmol/L). Dbi véi ting don
vi c6 mot May do dudng huyét MEDISAFE FIT C danh riéng. Khong thé thay d6i don vi
hién thi trén may cua ban.

Kiém tra c4n than xem mdy ctia ban c¢6 dugc dat don vi chinh xé4c hay khong. Néu khong,
ban c6 thé do sai két qua. Trong trudng hop méy cua ban dat don vi sai, vui long lién hé
véi dai dién ban hang cuia ching to1.

Trwoéce khi sit dung

Bénh tidu dwong va tu theo déi lwomg dwomg huyét (SMBG)

Bénh tiéu duong 1a mot bénh din dén lugng dudng cao trong mau. Tiéu duong khong dugc

diéu tri c6 thé bién chung dan den su suy yéu gan, than, mat va hé than kinh. Ngay nay c6 rat

nhiéu quy trinh diu tri bénh tiéu dudng, va budc quan trong d4u tién khong phai 1a hoang so
nhung tham khao y kién bac si.

Diéu quan trong la bénh nhan tiéu dudng phai do muc duong huyét cta chinh minh va  thong
béo cho béc sT vé bét ky thay d6i nao trong mirc dudng huyét cia minh. Day 1a c4ch t6t nhét
dé ¢am bao qua trinh diéu tri hiéu qua hon.

Muc dich sir dung

Hé théng theo dbi luong duong huyét MEDISAFE FIT C bao gdm moét thiét bi cAm tay va
thudc thtr 1a mot hé théng chan doan trong dng nghiém nhim do ludng dinh lugng nong do
glucose trong mau tuoi toan thé.

Heé théng nay duoc sur dung dé tu theo doi luong dudng huyét cia ngudi bi tiéu dudng dé didu
tri bénh tieu duong.




Hé théng theo ddi lwong dwong huyét MEDISAFE FIT C hoat déng nhw thé nao?

Sau khi méu dwoc dua vao dau thir duong huyét MEDISAFE FIT, glucose trong mau mau
phan &ng véi enzym glucose oxidase trén dau thir va mau sac caa que thuoc thi.

Cuong d0 mau tuong ung Voi lugng duong trong mau. May do lugng duong huyét
MEDISAFE FIT C do nong d6 mau nay va hién mic duong huyét 1én man hinh hién thi.

Néu ban da st dung mot loai méy do khéc - mét loai cho két qua mau toan thé - ban c6 thé
nhan thay két qua xét nghiém cua ban cao hon Hé thong theo doéi lugng duong huyét
MEDISAFE FIT C khoang 11%.

Thanh phan va cu tao caa hé théng nay

N . < ™\
* May do duong huyét | NED i
Mt truéc Nap bao vé Mt sau ap pmn
Man hinh
{'y button
Nat nguon
Cdng trao dbi dir liéu ] Cindav
{Micro-B USE) Nut M Phan gan dau thir
Nt bd nho
*B(t bam kim « PinLiti ) , Kim lay mau
@xcrz) ~ DD "%
='Dau thir % » Huéng dan st dung
(Tai liéu nay)
. J
Chay

Phai ding dau do duong huyét MEDISAFE FIT ¢c6 mang phu xanh nhat
Kiém tra thanh phan day da. Néu thiéu thi hay lién lac voi dai dién ban hang cua
chung toi.

e Miy do duong huyét, Pau thir, Bat bam kim mau, Kim lay mau mau va Huéng dan st
dung chi c6 thé nhan duoc tir dai dién ban hang caa ching toi

e Khong st dung dung cu néu hong

e D6i véi miu mau, hay 1am theo hudngdan sir dung Bit bam kim méu va Kim lay mau

Céch lap hoic thay pin

o Mo nap pin 9 Pong nap pin

:Trong khi dély’phﬁn T s 1
‘trugt d€ mé nap pin .
-

bat pin

Nhin gitt phan = va
trugt nawos pin doc theo
ranh va doéng lai

Luuy:
e Dam bao lap dung chiéu pin
e Nén c6 san pin du phong dé thay: hai pin liti CR2032.
e Pin méi dung dugc khoang 500 lan do hodc gan 6 thang



e Dong hd trong may do ding khi thao pin ra dé thay. Sau khi thay pin, hiy cai dat lai
ngay gio
e Xt Iy pin thep quy dinh qudc gia
Cach cai dat lai gio va ngay
Phai cai dat lai ngay va gid trude khi st dung lan dau tién va sau khi thay pin.
o Khi chwa bat nguén, nhan va giir nat 9 Nhan nat M hai lan

M. Khi man hinh “F3” hién ra thi nhan nat
Man hinh F1 hién ra.. O

i FJ-»”B( |16

Man hinh cai dat nam
Nat M xuat hién

eKhl ban da thay ddi nim bang nut M, g Lip lai cac buéc twong tw dé thay doi

hay nhan nat O. niam va dit thang, ngay, gio, va phat
= NP s —
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= “" } =S""H‘E "‘1;?—‘}“rf‘|54}—\|:£€ }":;%?!::—
i — | '
:‘Néu man hinh dat Man hinh cai dat Théang Ngay  Gio Phat

vé 2015 thang hiénth i Dit thoi gian dén phat




Céch sir dung
Buwéc 1 Chuin bi

o Chuan bj cac vat dung can thiét dé do duong huyét

Kim lay mau May do duong huyét S0 ghi chép, but, bt chi, vv...
But bam kim Bong, gac con, vv... dé khir trung Bau thir (test thur)

g Trudce khi bat dau thir mau, hay ria sach va lau kho tay

; S \

A\

Chuy

Trude khi chich va lay mau tir dau ngén tay, rira tay that ky bang nu6c 4m trude khi dam kim,
N€u mau dugc rut ra tr dau ngon tay sau khi cham vao thyc pham c6 chira dudng nhu hoa
qua, mau c6 thé bi nhiem duong khien ket qua kiém tra khong chinh xac. [Viéc khir trung
bang gac con khong du dé loai bo duong.]

Bwéc 2 Lap diu thir

o Nh4n nat © 9 Théo nip bao vé

NGt &

v

i

Khi duoc bat 1én véi tiéng bip, gio va ngdy Kéo nhe nap bao vé ra bang cach dit ngon tay
hién tai s& duoc hién thi. Néu bat ca diéu gi  18n phan trén ¢ ca hai bén.

khac xuat hién trén man hinh, xem "Théng Luuy

bao 16i va cach khac phuc”. Néu kho théo nip bao vé, hiy truot can day
Luu y vé phia trugc va thao nap bao vé

Néu man hinh cai dat thoi gian hién thi, xem

phan “Céch cai dat gio va ngay”

@ B4c bé toan bé mang pha khéi dau thir

Boc bo

r\ } hoan toan




Chéc chan sir dung dau thir duong huyét MEDISAFE FIT ¢ mang phit mau xanh nhat

Dung dau thir ngay sau khi béc mang

e Néu dau thir & mo sau khi boc mang thi ¢6 thé hap thu d6 am tir khong khi. Diéu nay
c6 thé anh hudng dén ket qua xét nghiém.

9 Lap dau thir vio may do mot cach chic chan.

Piu thu

Déy dau thur
dén khi thay

kich

e

;N
Phan gan dau
thu

o Kéo nap dau thir ra theo huéng thang

(Chi thao phan nap, van
dé phan dau thir gan vao
may do

N

4

Lu’u y

Pung voi vt bo phan nap. Ban s& can dé xir

1y dau thir da dung.
Chay

Lip va dung dau thi ngay sau khi béc mang

Budéc 3 Lay miu mau

0 Chon vi tri chich

Chon phia dau ngén tay lam vi tri chich

Luuy

MJi lan hay chich vao ngén tay khac va vi tri

khac trén ngon tay.

Chi chon mot diém s& 1am cang da va dan

dén chai

Pit dau thir thang cho dén khi ban cam thiy
“kich”.
Sau khi lap dau thir, may kéu bip va man hinh
hign “0K"-
Néu co diéu gi khac hién trén man hinh thi xem
“Théng béao 15i va cach khic phuc”.
Luuy
e Néu ban khong lap chic chin va dung
cach, két qua xét nghiém c6 thé bi anh
huong hoic théng bao 16i hién ra.
e Khong truot can day trong qua trinh nay.

@ San sang do

X&c nhan rang “OK” hién thi va tiép tuc
tién hanh Bu6c 3 “Lay miu mau”

Thuc hién do nhanh nhét c6 thé sau khi
Ii0 dau thir

x - | :i il Ky hiéu “ldy mau

[ mau”

Luuy:

e Néu man hién thi tréng, nhan nat ©

o Néu ban thay chi bao khac, xem
“Thdng bao I8i va cach khic phyc”.

e Dé biét thém thong tin vé ky hiéu
“After meal” (Sau khi dn), hady xem
Mmuc “Cac dung ky hi¢u “After
meal”).

9 Mat xa ngén tay

.

Luuy

Dé lay mau méu dé dang, hay mat xa ngon
tay tir gbc dén dau ngon tay. Lam am dau
ngon tay s& khién rat méau dé dang hon.



e Khtr tring vi tri chich bang bong con va 9 Bt dau ldy méu
lau kho hoan toan

Bong COn

W Tham khao huéng dan sir dung Bat bam kim
Luuy , dé xem céch thyuc hién chich mau
Neéu vi tri chich con udt, mau ¢ thé tao thanh
dang cau va ban cd thé rit mau

Chay
e Khéng st dung lai Kim lay mau. Chi sir dung mot lan.
e Strdung lai Kim lay mau co thé dan dén nhiém triing mau
e D¢ lay mau mau, hay lam theo huéng dan sir dung kém theo But bam kim va Kim lay
mau.

6 BAp nhe dau ngon tay dé lay mot giot mau.

Chay

e Mau s& dong cuc néu dé trong khong khi. Ngay sau khi chich, hay tién hanh thir mau

ngay.
e Déngian mau nho giot, hdy chic chin rang vj tri chich mau hudng 1én trén.




Bwdc 4 Thir mau

0 Chéc chén ring “OK” da hién thi.

oK .-&

Néu man hinh khéng hién thi gi, hdy nhan nat
O va doi cho dén khi “OK" hien 1en

9 Khi ban nghe tiéng bip, hiy dwa diu
thir ra khéi mau

Chay

9 Puwa nhe diu thir vao mau

Mau duoc rat
vao dau thir tu
dong

Chay ‘ ‘
Khong day manh dau thir va dau ngon tay,
dau thir c6 thé khong rat da mau.

9 Pit nhe may do bén canh va dgi.

9 10-25
s

Lau sach chd chich bang gac va giir sach.

e Khdng cham vao dau thir cho dén khi két qua xét nghiém hién trén man hinh may do.

e Cam mau (vi du bang cach sir dung bang dinh vé tring), néu cau.

e Chic chin rang khong dé mau hoac dung cu nhiém mau, bao gom gac va cac vat dung
khac ban da str dung tiép xuc véi ngudi khac

© Kiém tra két qua xét nghigm.

(sau tiéng bip, thoi gian xét nghiém
mau s& hién thi

ﬁ‘:::; u

Hién thi bang mg/dL

Ngay va gio xét
nghiém

Dé thém ky hiéu “After Meal”, hay
nhan nat M. Dé xda ky hiéu “After
Meal”. hidv nhan niit M.

103 e

Ky hi¢u “After Meal”
Neu thong bao 16i hien thi, hdy xem
| “Thong bao 10i va hanh déna can thuc |

0 Ghi lai két qua xét nghiém vao sé ghi
chép cia ban

Dé biét thém veé cach ghi két qua xét nghiém,
xem phan huéng din st dung dau thir duong
huyét MEDISAFE FIT

Chay

Viéc diéu tri va kiém soat bénh tiéu duong
phai duoc thuc hién dudi sy gidm sat cua bac
si. Bac si s& quyét dinh cac cac gia tri muc
tidu riéng 1é cho lugng duong huyét caa ban.
Néu ban c6 bat ky nghi ngdo nao vé két qua
xeét nghiém, hdy hoi bac si cua ban. Khéng
thay d6i liéu luong va tan suét tri lieu ma
khdng hoi ¥ kién bac si.



Bwéc 5 Lam sach

7 Luu y
ao dau thu . Chic chin boc dau thir da dung bang nép dau
@ Dat hop dau thu trong qua dau thur thtr dugc thao ra trude do

o e Néu khdng mau cd thé tran ra khi day dau

@ thir.
chay

WiH op diu thi Néu manh v dau thir con sét lai trong may
L L=A do, hay lac nhe may do, dung tay bop nhe,
@ Truot can day Ve phia truéc dau thir huéng xudng dé théo ra.
Pay can & phia sau Khong sir dung dung cu c6 dau sic thé thao
o dau thur. o
@ Néu khong may do c6 thé mét tinh luu dong.
Khong dugc thao dau thi truc tiép bang tay
V4 Chic chén st dung can day dé thao dau thir

Néu ban khdng thé thao bo phan, hay lién hé
dai dién ban hang.

6 Dit nap bao vé I1&n trén may

© ritraiy B
Nhan gitr nat O it nhat 1 gidy

Néu man hién thi trong thi buéc ndy khong  Lyu y

canthiét ‘ Néu ban khang sir dung ndp bao vé; phan bén
Chuce nang tat nguon tu dong trong may c6 thé bam bui ban va két qua xét
Néu khéng thyc hién thao tac nao sau khi nghiém bi anh hudng.

bat may, may sé tu dong tat sau 2 phit.
(Sau 5 phdt khi hién thi k")

6 Xir Iy Pau thir va Kim ldy mau da sir

@»-A,v.,;.dl.lng-

Thao Kim lay mau khéi But bam kim

D¢ xem hudng dan cch théo Kim lay mau, s

hay xem hudng dan sir dung Bat bam kim

Chay o chay

e Khong sir dung lai Kim lay mau. Lam Xir Iy Pau thir va Kim Iy mau da sir dung
nhu vy 6 the gay nhiem trung. cling vat dung nhim ban theo chi dan cua

* Khi bdo quan dung cu lay mau, thao Kim  p4c si hogc theo quy dinh dia phuong vé xir
lay mau, neu khong thi khdng thé dieu ly vat dung nhidm bén.

chinh chinh xac d0 sau dam kim.

Théng béo 16i va cach khic phuc

Néu cac tin bao sau ddy hién thi, hay 1am theo huéng daThéngn dudi day

Hién thi ' Nguyén nhan Céch khic phuc
‘ e DPau tha duoc lip Néu ban van chua bét,dﬁu rat mau,
- vao véi mot géc an Dau Tht that chac vao vi tri
E | e Diu thit duoc lap | cho dén khi nghe thy tiéng cach
Hién thi “E-1” vao khong hét Néu c6 mau trén Dau Thu, thay

mat cai mai va tién hanh thu lai
Mot Pau thir d3 st dung | Thay mot dau the méi va tién hanh
duoc lap vao may do thur lai

CO6 bui, ban trén cua s6 do | Lau cua s6 do bang gac cotton hoac




Hién thi

Nguyén nhan
cua may do

Céch khic phuc
tuong duong, gan mét dau thir mai va
thir nghiém lai

E-

Hién thj “E-2”

C6 bui, ban trén cira s6 do
cua may do

Thao Pau thir va kiém tra ctra s6 do.
Néu ctra s6 do khong bi ban, man
hinh s& bién mat. Néu man hinh
khong bién mat, hdy lau cira s6 do
bang mot miéng bdng hoic mot cai gi
dé tuong tu.

E-

Hién thj “E-3”

e Luong mau dugc rut ra
boi Pau thir 1a khdng
du

e May do bj lic va sau
d6 bat dau do trudc khi
dau ther rat ra duoc
luwong mau du

e Di qua thoi gian dai
sau khi ldy mau mau

Thay mot dau tha méi va rat mot
lugng mau thich hop (mot giot
khoang 2,5 mm) vao dau thir dé thu
nghiém lai.

e Can day bit ngo bi 4n
trong qua trinh thu
nghiém va Dau Thu bi
long

e Dt dau thtr vao mau
méau hai lan

Thay mot dau tha mai va rat mot
lugng mau thich hop (mét giot
khoang 2,5 mm) vao dau thir dé thi
nghiém lai.

e MAau mau bi lan nudc
hodc con khir tring

e Céc chat khac ngoai
méau duoc do thiy
(VD: nudc)

Lau sach va dé khd ngon tay thuc
hién do, thay thé dau thir méi, va thi
nghiém lai.

Pam bao rang phép do lam véi mau
(khdng c6 bét ky chit nao khac Ian
VG mau).

Dau thir khong duoc sir
dung ngay sau khi m¢o

M& mot dau thir méi va ding no dé
thi nghiém ngay khi mé ra

Pau thir hét han da duoc su
dung

M& mot dau tha mai van con han sir
dung va thir nghiém lai

Gia tri ty 1¢ hong cau c6 the
vuot ngoai giGi han c6 thé
do duoc

Néu ty Ié hong cau trong mau la trén
60% hozc thip hon 20% thi gia tri do
dugc c6 thé khong hién thi. Sau khi
kiém tra cac nguyén nhan khéc cua 15i
E-3, hay thay dau thir mgi va thu
nghiém lai. Néu tin béo 13i van hién
thi, lién hé véi bac si hodc dai dién
ban hang

Mot tin bao 16i do xuat hign
2 lan trén mét dong

Sau khi~kiém tra lai phuong phap xur
ly cho 16i E-3 lién hé véi bac si hoac
dai dién ban hang

£-5

Hién thj “E-6”

Anh sang xung quanh quéa
sang va khong thé thuc
hién do duoc

Sau khi d6i dau thir méi, dua dau the
vao chd tdi hodc dén mot chd khong
c6 anh sang mat troi chiéu truc tiép
hodac anh sang manh va tht nghiém
lai




Hién thi

Nguyén nhan

Céch khic phuc

E-6

“E-6” duoc hién thi

Que thir bi thao ra trong qua
trinh do

Thay thé biang mot que thir méi va
thir lai.

DAu &nh nang mit troi

duoc hién thi.

Anh sang xung quanh qua
sang dé thuc hién phép do.

Néu quy thir chua dwoc Iap vao may
do, thi lap no vao.

Néu que thir da 1ap vao may, thi xoay
que thir v& noi co bong ram hoic
chuyén t6i khu vuc khéng cé anh
nang tryc tiép, man hinh hién thi s&
bién mat.

Néu khéng c6 mau trong que thu,
hay xac nhan rang man hinh hién thi
da bién mat va tiép tuc vaéi phép do.

Néu c6 mau trén que thir, hay thay
thi thay mot que thir méi va thu lai.

£-1

“E-7” dugc hién thi.

Que thir bi thao ra trong qua
trinh do.

Thay thé bang mot que thir méi va
thir lai

i

Biéu twong nhiét do

duoc hién thi.

Ban da thuc hién phép do tai
mot noi khong cO nhiét do
thich hop (5 dén 40°C/41
dén 104°F).

Khi may do di duoc lay ra khoi hop
dung thi dé nd & vi tri ¢6 trong nhiét
d¢ thich hop trong khoang 20 phut.
Cho cho dén khi thong béo 13i bién
mat va thir lai.

Hi

“Hi” duoc hién thi.

Mtc dudng huyét cao hon
600 mg/dL. (33,3 mmol/L)

Thay que thir bang mot que tha méi
va thir lai.

Néu cung mét két qua duoc hién thi
lai, hay tham khao y kién cua bac si.

LO

“Lo” dugc hién thi.

Mtc dudng huyét dudi 20
mg /dL. (1,1 mmol / L)

Lam theo huong dan cua béc si. Sau
do, thay que thtr bang mot que thir
mai va thu lai.

£ 4

“E14” dugc hién thi.

DPong hd do bi hong.

Vui long lién hé vai bac si hoac dai
dién ban hang cua quy khach.

0

Biéu tuong pin duoc

"y Gan hét pin Thay pin mai (pin lithium CR2032
=a- X2) cang sém cang tot.
Ky hiéu pin nhap nhay.
Hét pin May khdng thé do duoc.

Thay pin mai (pin lithium CR2032
X2) ngay lap tac.

hién thi.
o 1025 Nat © chua dugc nhan di | An nat © trong hon 1 giay.
- lau. My do s& tw dong tat khi khdng hoat
May khong tht duoc. dong. (Chae nang tat ty dong)

(Vi du man hinh)

Chua nhan nat nguon.

Annit O,

Pin chua duoc lip dung.

Théo va lap lai pin cho dung




Khong co gi dugc hién | Hét pin Thay thé ca hai pin (pin lithium
thi CR2032 X2) ngay lap tac.

Néu man hinh van trong, hay lién hé
véi bac si hoac dai dién ban hang cua
quy khach.

2 phut da tr6i qua ma khong | Day khong phai 1a mot su ¢6. Nhan
sir dung may do (5 phat khi | nat O dé bat may do.

Man hinh hién thi bj | "IN thi “OK").
trong.

/N chay

Khong bao git dua ra quyét dinh vé cach diéu tri dua trén thong béo I5i.
Céach kiem tra cac ket qua do dwong huyeét truéc do
May do c6 thé luu trir dén 500 két qua do trong bd nhg may.

® Khi khéng bat nguén, an nat©,  Luuy 7 ,
« Khi “OK” hién thi, két qua thr s& khong duoc

hién thi.

Van hanh may do khi da thdo que thu.
@ An nat M. Luuy . o
Két qua thir gin day nhét sé hién thi. - be hién thi ket qua kiém tra tur 1au nhat dén

|

gan day nhat, an nut O,

'E 3 ”%"?5 « An va gitr nat M dé chuyén nhanh cac két qua
|[m thi.

Ngay va gio thu

=
NGtM 1
pé ,hié’n thi két qua tir méi ddy nhat dén cii

nhat, an nat M lién tuc.

® Sau khi kiém tra ket qua do, an va giii nut © dé tat may do.

Luu y ,

 Két qua do “Lo” (thap hon 20 mg/dL hoac 1.1 mmol/L), va “Hi” (cao hon 600 mg/dL hoac
33.3 mmol/L) s& duoc ghi lai. ) q , ﬂ

« Khi da thyc hién hon 500 lan thw, cac ket qua kiém tra cii nhat s€ bi xoa dé giai phong dung
luong cho két qua do mai. ) N

* Ngay ca khi pin dugc thao ra, két qua do van dugc luu gilr trong bo nhé.

Cach kiem tra gia tri trung binh cuaa cac ket qua thir

@ Khi khong bat nguon, an nat ©,

@ Annat M.

® Annat o,

Gia tri trung binh 7 ngay d6i véi phép thir “Trwéc bira an” dwoc hién thi.

» An niit © dé chuyen doi giira cac loai gia trj trung binh.

« An n(t M dé hién thi gia tri theo thr tu ddo nguoc.

Gid tri trung binh caa két qua thir gg; ;’r’éng gid tri trung binh cho qué trinh thtr “sau

Két qua thu

R-14 Gid tri trung binh cho 14

‘ n A" ‘ H ngay trudc
R-30 Gid tri trung binh cho 30
‘ . EXE—-  ngdy trudc

U mﬂ!""— img Sl -l_ Chi ra dit liéu da duoc luu

J— Gid tri trung binh cho 7 ngay truéc




@ Sau khi kiém tra két qua thir, 4n va giir nat © dé tit may do.
Céach sir dung biéu twong “Sau bira in”
Khi thir sau bira an, ban c6 thé ghi két qua thtr bang biéu tuong "Sau bita dn". Chic nang nay

c6 sin dé sap xép cac két qua theo thoi gian thur.

Thém biéu tweng “Sau bira dn” trwéc
khido
Trudc khi lay mau, khi thong bao "OK" dugc

hién thi, 4n nat M.
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Biéu tuong “Sau bira an”

« Bé x0a biéu tuong "Sau bita an", nhan va git
nat M.

Adding the “After Meal” symbol
immediately after measurement
Khi da hién thi két qua do, nhan nut

M.
bl () BT
FEid
S L LB
Biéu tuong “Sau bira an”
Nat M

« Biéu twong "Sau bira an" s& khong
duoc thém vao hodc x06a di tir cac két
qua thur trude do trong bo nho.

Cach st dung béao thirc

Dit béo thuc dé nhic ban vé thoi gian thir vao cling mét thoi diém mdi ngay.

® Khi tat ngudn, nhan va giir nat M.
Man hinh ""F1" xuét hién.

@ Khi man hinh "F1" dwoc hién thi, nhan nut © . 6’: £=i5
® An nit M va chen sb bao thire (1 dén 4) hién thi & goc 6F e

trén bén phai.
An nGt © @é chon sé bao thirc.

@ An nat M va chon “ON” dé kich hoat bao thic.

An nit M dé chuyén doi gitra “ON” va “OFF”.

® An nit O @é thiét 1ap lwa chon.
« An n(t M sé tang s6 1én.

« An nt © @é thiét Iap lva chon.

Luuy

« Mot khi cai dat phat da duoc thuc hién, may do s& phat ra mot tiéng bip ngén va bao thirc

duoc cai dat.

® Pé két thiic cai dit bao thirc, gitr NGt © va tat may do.

Ca4ch tat tiéng may do

Céc &m thanh phét ra trong qua trinh hoat dong cua may do va béo thirc c6 thé tit tiéng

® Khi tat nguon, nhan va giir nat M.
Man hinh “F1” xuit hién.

@ An nit M. Khi man hinh “F2” xuat hién, an nit O,




® An nGt M va chgn coi é ché d§ “OFF”.
An nat M sé chuyén déi giita “ON” va “OFF”. "

@ An nat © dé thiét 1ap lwa chon.

N
OFF

Khi cai dit xong, dong ho sé phat ra mot tiéng bip va sau do tit.
Céach xoa ket qua thir va thiet lap lai may do |
« Tat ca cac két qua thar déu bi xda, ké ca cac ket qua thu duogc thuc hién bang dung dich kiém

soat.

« Cai dat coi va cai dat bao thuc s& tro vé cai dat géc.

« Qua trinh nay phai dugc tién hanh béi bac si.

@ Khi tat ngudn, an va giit nat M.
Man hinh “F1” xuat hién.

F o

® Annat M 4 lan.

Khi man hinh “FS"_’ hién thi, annut o,
—

Foat

® Giir niit M cho dén khi may do phat ra tiéng bip dai.
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Khi tat ca két qua thir bi x6a, may do sé tw dong tat.

Luuy

» Mot khi cac két qua thir da bj xda, chiing khong thé khdi phuc.

* Thoi gian va ngay khoéng tro lai cai dat goc.

Bao tri may do
V¢ sinh cira so do

X 7 SR PA 5 A .1
Néu cO bui ban trén ctra s6 Maasuring
do, ‘€~ ¥ (E-1) hoac “““";5
"€-2" (E-2) s hién thj va
L

may do khong thé thyc
hién phép do.

Lam u6t mot khan bong mai bang mot lwong
nudc nho va lau bui ban doc theo hinh dang
Cua cura so do, sau do lau bang khan bong kho

/N chay

« Khong sir dung ruou, chat pha lodng hoic
benzen dé lau cta s6 do.

« Khong str dung vat cimg dé 1am sach cira s6
do. Néu cira s6 do bi tray xudc, khdng thé lay
két qua kiém tra ding.

V¢ sinh may do
Néu c6 buyi ban trén may do [
hodc mau trén phan dau caa
que thtr, hdy lau bang vai
hoic khin duoc thim mot
lugng nhd nudc hodc con
Khtr trung.
/N chay
« Khéng st dung chét pha lodng hozc chat bi
tron dé lau may do.
« May do khong phai la vat liéu chong thim
nuoc.
L4c vai hoic gac dé giam d6 am khi lam
sach.
« Khong nhiing may do vao bat ky chat long
nao.

&



Kiém tra hoat déng ciia may do q
Khi thyc hién kiém tra va béo tri, hay kiém tra xem bén ngoai c6 bi ban hoac hu héng hay
khéng, va 6 phan nao ciaa man hinh bi thieu hay khéng.

Hang muc Tan suat | Chi tiét

Hinh dang bén ngoai | Mdi lan Khéng c6 bui ban, hu hong, vww

Man hinh hién thi Mai lan Khdng bi thiéu bicu trgng khi may do dugc bat va
dén nén sang.

Tu kiém tra MJi lan Néu "OK" duoc hién thi sau khi gan que tha, thi
may do dang hoat dong binh thuong.

Chire ning tw kiém tra trong qué trinh thir thwong xuyén

May do sé& tu dong kiém tra chirc niang tu kiém tra trong mdi lan thi. Néu "OK" duoc hién thi
sau khi gan que thir thi c6 nghia 13 may do hoat dong binh thudng.

Néu bt ctr diéu gi khac xuét hién trén man hinh, xem “Thdng béo 15i va cach khic phuc”.

Dung dich kiém soat cho M4y do dudng huyét MEDISAFE FIT C

Dung dich kiém soat MEDISAFE FIT xac nhan rang May do duong huyet MEDISAFE FIT C
va que thir duong huyet MEDISAFE FIT dang hoat dong ding chire nang. ’

Ban khdng can tien hanh kiém tra kiém soat nay trudc moi lan thir duong huyet. Khi ban cam
thay que thir va mdy do hoat dong khong ding, ban cd the kiem tra h¢ thong bang dung dich
kiém soéat

® Khi tat ngudn, an va giir nat M. Man hinh ""F1" xuat hién.

@ An nat M 3 lan. Khi “F4” xuit hién, an nat O.

“3” sé xuht hién khi cai dit may do vé ché o thir dung dich kiém soat.

® Lam theo “Cach sir dung” trong hwéng din sir dung Dung dich kiém
soat MEDISAFE FIT d@é tién hanh thir dung dich kiém soat.

@ Khi qué trinh thir hoan tat, hay giix nit © trong hon mét gidy dé tat
nguon.

® Dung sai dwoc néu trén nhan cia hop que thir dwong huyét MEDISAFE
FIT.

D biét chi tiét vé so sanh cac két qua do véi dung sai ciia dung kich kiém soat, xem “Két
qua thi” trong hwéng dan sir dung dung dich kiém soat MEDISAFE.

Chat thai va tai cheé may do va pin

/N chay

Poi voi may do

« May do c6 thé tiép xuc véi mau trong qua trinh sir dung. Vui 1ong viat bo may do theo quy
dinh cua dia phuong. Lién hé voi nha phan phéi dia phuong dé biét thong tin vé cach xir ly
ding cach.

* Trudc khi tiéu hiy may do, nén thao pin ra khoi may.

Péi véi pin

« Pin khong duoc dé chung véi rac thai sinh hoat thong thuong, thay vao do, phai duoc thu
gom riéng. Bang cach nay, tic dong mdi trudng lién quan dén viéc thai bo pin s& giam, va pin
¢6 co hoi duoc tai ché. Lién hé véi nha phan phéi dia phuong hoic khu vyuc dé thi dé biét cac
ké hoach thu gom ¢ san.

« Khong ném pin vao ltra. N6 c6 thé gay no.

Chuy an toan

/N chay



Poi véi thir dwong huyét

« Khoéng str dung lai kim Idy mau. Chi st dung mot lan. Dung lai kim lay mau c6 thé gay
nhiém tring mau.

« Khi 14y mau tir dau ngén tay, can ria tay sach bang nuéc 4m trudc khi choc l1dy mau. Rua
tay that ki dé tranh két qua khéng chinh xac. Gii sach cho chd choc ldy mau. Néu khéng, nd
c6 thé gay nhiém tring mau.

« Sau khi str dung mau mau, hay lau chd choc lay mau bang glay lau kho va sach s&. Lam cho
mau ngung chay (vi du bang cach sir dung bang keo v trung), neu can.

« Bam bao rang may do va thiét bi Iay mau bi nhlem mau, bao gom gidy lai va céc vat dung
khéc ma ban da str dung, khong duoc dé cho ching tiép xtc véi bat ky nguoi nao khac.

* Trong truong hop nghi ngo ha duong huyet ldy méu tir dau ngon tay (hodc long ban tay)
hoic thuy tai. Céc két qua kiém tra sir dung mau mau lay tir canh tay c6 thé khac voi dau ngon
tay hoac thuy tai.

« Ludn giir c4c thiét bj kiém tra tranh xa tam tay tré em dé tranh nguy co tré em vo tinh nudt
ludi chich, pin, que thir va vo hop que thur.

« Khong thao roi hodc 13p lai may do va thiét bi ldy mau. N6 c6 thé gay ra sy ¢ hoic chin
thuong.

« Chi st dung may do dé do dudng huyét. Néu khong né cé thé 1am hong san pham hoac
thuong tich.

« Khong str dung kim ldy mau hét han. N6 c6 thé 1am hong may hoic thuong tich. Ngay hét
han duoc in trén maoi hop.

« Khong dé bat bam kim va kim lay mau ¢ nhiét ¢6 va dé am cyc cao.

« Néu mau duoc lay tir dau ngén tay ngay sau khi tiép xuc véi thirc dn hodc céc chat trong tu
c6 chira duong (vi du trai cay), duong dinh vao ngén tay c6 thé tron vai mau, cé thé dan dén
gia tri duong huyét cao hon gia tri thuc. C6 mét béo céo rang viéc khi triing bang gac con
khong du dé loai bo duong.

« Néu mau duoc ldy tir dau ngén tay cua bénh nhan véi lugng méu ngoai vi giam nhu duoc
néu dudi day, gia tri duong huyét cé thé thap hon gia tri thuc. Trong trudng hop ndy, mau nén
dugc Iy tir noi khac (vi du nhu mau tinh mach) dé thir nghiém.

- Bénh nhan mét nudc.
- Bénh nhan bi soc.
- Bénh nhéan cé tuan hoan mau ngoai vi bi xao tron.



| Kiém tra dwong huyét (tiép)

Trudc khi kiém tra, Dau thir va May do can dugc duy tri 6n dinh trong it nhat 20 phat true khi kiém tra.
Chénh léch nhiét d6 c6 thé lam két qua kiém tra khéng chinh xac.

Kiém tra phai dwoc thyc hién trong phong & mot méi trudng thich hop, ¢6 nhiét do tir 5 dén 40°C/41 - 104°F
va d6 am tuong dbi 30 - 85% rh (khong ngung tu). Néu nhiét d6 qué thap hozc qua cao, két qua kiém tra s&
khdng chinh xac

Néu mau mau nhiéu hon 5.26 mg/dL (0.30 mmol/L) axit ascorbic, két qua thir nghiém c6 thé thap hon 10%.
Néu mau mau nhiéu hon 85 mg/dL (2.76 mmol/L) glutathione, két qua thir nghiém c6 thé thap hon 10%.
Két qua kiém tra cd thé bi anh huong néu mau méau chira mot luong fluoride dang ké khi dugc sir dung nhur
la chat we ché glycolysis.

| May do

Khéng sir dung May do & noi ¢6 anh sang mat troi truc tiép. May do co thé khdng hoat dong duoc.

Dé May do cach xa cac thiét bi tao song dién tir nhu dién thoai di dong. May do s& khdng hoat dong chinh
xé&c khi & gan cac thiét bi phat song.

Khéng 1am roi hodc dé May do gap phai bat cir va cham manh nao. Khéng st dung May do néu bi hu hong
do roi v& hoic bi va ddp manh. Ngoai ra, khong dat May do ¢ nhitng noi ¢6 rung dong manh (bang toc do
Cla cac phuong tién).

Luén giir sach May do (va ctra s6 do). Khi khong st dung, ddy chat nip bao vé.

DPé May do trong pham vi nhiét do (tir -10 dén 50°C/14-112°F) va d6 am twong ddi 30-95% rh (khdng
ngung tu).

May do c6 thé hoat dong khong chinh xéac trong mdi trudng khd hoic trong trudng hop ¢é vai tong hop tinh
dién gan canh.

Khi thay pin, dam bao khong dé céc chat nhu dau hoac bui lot vao May do do c6 thé 1am hong san pham.
Tranh dé céc chét la lot vao May do. Khong sir dung Méy do néu thiét bi da bi hu hong do céc chét long/vat
la lot vao.

DPdng hd do tich hop véi May do s& khdng hoat dong néu thao pin. Cai dat lai thoi gian va ngay thang sau
khi thao pin.

PAau thir mau

Khéng sir dung Dau thir néu nap va mang phua hé hoic bi hong, hoic néu bét cir bo phan nao bi ban.

Khéng sir dung Pau thir néu da quéa han st dung -, Han ding duoc in trén mdi hop ¢6 ba muoi (30) Dau
thir, trén mang phua va hop dau thir.

Luu gitr Dau thir & nhiét do thich hop (tir 1 dén 30°C/34 dén 86°F).

Chi duogc st dung mot lan Dau thir duong huyét MEDISAFE FIT. Khang st dung lai.

Khi sir dung mau mau trong éng nghiém (hoac binh chira) dé kiém tra, chi ding heparin lam thudc chéng
déng mau. Khong st dung thudc chéng déng mau khéac hoac thube thir phan tng phan hay khac. Trudc khi
kiém tra, lic ky dng nghiém (hoac binh chira) dé tron déu mau.

Néu mau mau cé 1an chit khir tring hoic cac chét tuong tu gay nhidm ban mau, két qua kiém tra s& khong
chinh xac.

Khong anh huong dang ké dén két qua kiém tra ddi véi cac mau mau ¢ hematocrit & mirc 20% va 60%.
Néu hematocrit & trén 60% (vi du, tré so sinh) hodc dudi 20%, két qua kiém tra cé thé bi anh huong.

Chi sir dung Pau thir dwong huyét MEDISAFE FIT véi mang boc ¢6 mau xanh nhat.

Thong s6 ky thuat caa May do

Tén My do duong huyét C MEDISAFE FIT

Pham vi do Murc dudng huyét tir 20 dén 600 mg/dL (tir 1.1 dén 33.3 mmol/L)

Moéi trudng hoat | Tranh anh sang truc tiép. Nhiét do hoat dong ph hop (tir 5 dén 40°C/41-104°F) va d6 am
dong tuong ddi 30-85% rh (khong ngung tu)

DPiéu kién van | Tranh anh sang truc tiép. Nhiét do hoat dong phu hop (tir -10 dén 50°C/14-112°F) va do
chuyén va luu giir am tuong ddi 30-95% rh (khong ngung tu)

Nguon dién Pin lithium CR2032 (X2)

Di¢n 4p —=mbV

Nguon dién

Khi m¢ May do: Khoang 180mw
Khi tat May do: Khoang 100uW

Tuan tha EMC San pham phu hop voi IEC 61326-1: 2012 va IEC 61326-2-6: 2012; CISPR Nhém 1; Loai
B

Tudi tho in Khoang 500 lan sir dung hoic 6 thang

Bo6 nhé Tbi da 500 1an kiém tra (Ty dong luwu)

Do chinh xé&c Trong khoang + phit/thang

Kich thudc Réng: khoang 105mm, Cao: Khoang 33mm




Dai: Khoang 21mm (Tinh ca nip bao vé)

Khéi lugng Khoang 50g (gém 2 pin)

Thong s6 ky thuat va quy cach san pham cé thé thay d6i ma khong can thong bao truée.
DPic tinh hoat dong
(1) P chinh xac

Kha nang 1ap lai: Khi cac mau mau chuan duoc kiém tra véi 300 Ian lap lai véi 3 Dau tha, 10 May do duong
huyét nhan hiéu MEDISAFE FIT, khang nang 1ap lai nhu sau:

Nong d6 duong 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- | (14.0-22.2)
13.9)
Gi4 tri duong huyét trung binh [mg/dL (mmol/L)] | 45(2.5) | 106(5.9) | 143(7.9) | 175(9.7) | 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 2.2 2.2

Do chinh xac tic thoi: Khi Dung dich Kiém soat MEDISAFE FIT dugc dung dé kiém tra véi 3 Pau thr va 10
May do duong huyét nhdn hiéu MEDISAFE FIT, d6 chinh xac tic thoi nhu sau:

Nong d6 duong huyét Thap Trung binh Cao
Gia 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) Pd chinh xac hé thong

Két qua do6 chinh xé&c hé théng ciia ndng d6 duong huyét < 100 mg/dL (5.55 mmol/L) nhur 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 do chinh xéac hé théng ciia 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 xéac hé thong cia nong do duong huyét & muc gita 27 mg/dL (1.48 mmol/L) va 508 mg/dL

(28.2 mmol/L) nhu sau:

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

599/600 (99.8%)

- Phuong phap tham chiéu: GLUC2 Glucose HK | Céng thic hdi quy:
<Lotl>Y =1.00x + 2.81 (Y = 1.00x + 0.16)

(Phuong phap Hexoklnase; Roche)

- Thiét bi: Cobas Integra 400 Plus (Roche)
600 mau (200 mau/1)

- Kich thuéc mau:

Db thj twong quan

16.7
T

do dwdng huyét MEDISAFE FIT va GLUC2 Glucose HK)
dudng huyét dugc kiém tra bang GLUC2 Glucose HK (mmol/L)

Trong ngoac la

(Péu
Gia tri

22 78

B

Gié tri dudng huyét dwgc kiém tra
bang Pau do (mg/dL)

O\ F

Gia tri dudng huyét dwgc kiém tra
bing Pau do (mmol/L)

4167

288
b P |

_v.\'?\

111

bing Piu do (mg/dL)

5.6

Gia tri dwong huyét dwerc kiém tra

0 100 20 300

Gia tri dwong huyét dwec kiém tra bing GLUC2 Glucose HK (mg/dLL)

400 500

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

cong thirc hdi quy cua don vi mmol/L.

He¢ théng 13i twong wng hién thi tit ca cac két qua ndng d¢ duong huyét

khi ¢ viing A (khdng dnh huéng dén hoat dgng lam sang)




(3@ Pé chinh xac ciia ngwoi ding
MGt nghién ciru danh gid gia tri glucose tir cac mau mau mao mach ngon tay thu dugc boi 100
nguoi thay két qua sau.

Trong khoang + 15 mg / dL ( 0,83 mmol /
L) cho nong do glucose dudi 100 mg / dL

(5.55 mmol / L)

Trong khoang + 15% cho nong d6 glucose &
murc trén 100 mg / dL (5.55 mmol / L)

101/103 (98.1%)

@ Pham vi do: 20-600 mg/dL (1.1-33.3 mmol/L)
® Gia tri do: Gia tri glucose huyét twong (Mau mau toan phan: Két qua
hién thi 1a gia tri glucose huyét twong)
® Truy xuit nguén goc
Phuong phap tham khao 1a may phén tich glucose (phuong phap glucose oxidase), va chét
luong dé hiéu chinh bo hiéu chuan 1a huyét thanh tiéu chuan.

Danh muc san pham
Muc Tén san pham S6 lwong | M4 san pham
May do May do duong huyét mmol/L 1 MS*FR301BM
MEDISAFE FIT C Mg/dL 1 MS*FR301BM1
Pau thir Pau thir dwong huyét MEDISAFE FIT 30 MS*FC030A
Thiét bi Lancet MEDISAFE FINETOUCH 1 MS*GNO02
Lancet MEDISAFE Lancet for FINETOUCH 30 MS*GN4530
May kiém soat | May kiém soat L 1 MS*CSL
MEDISAFE FIT M 1 MS*CSM
H 1 MS*CSH
Biéu tuong
m [ECRep] tJ [LoT] [ReF] [SN]| fremen] (&)
Nha SX  Dai dién Ngdy  M4&l6  Sédanh S6Se-ri  Khirtring Khong sir
duoc cap hét han muc bang chiéu xa dung néu
phép tai bao bi
Cong Bong hong
Chéu Au
@ A ®m = ¥ £
o]
Khong  Poc huéng  “Than Thiétbiy  Dongtryc  Khongviat  S6 thang
tai su dan sirdung  trong” té chan tiép pin da st str dung
dung doan trong dung vao rac  sau khi
dng nghiém thai sinh mo
hoat
G M <= &t
Chédochd Bonhd  Micro-B Huéng lap pin Gidi han Gidi han do
USB nhiét 4o am tuong ddi
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MEDISAFE FITC
Blood Glucose Meter

Blood glucose monitoring system for self-testing
Instructions for use

Be sure to observe

Carefully follow these instructions.

¢ Avoid direct sunlight when storing the Test TIPs and the meter. Store the Test
TIPs at a suitable temperature (1 to 30°C /34 to 86°F).

¢ Before using the MEDISAFE FIT C Blood Glucose Meter, carefully read through

this “Instructions for use” and carry out the test in accordance with the

instructions from your physician.

Keep this “Instructions for use” at a place that you can access at any time.

Carefully read the instructions for use of the medical devices to be used prior

to testing.

Make sure to use MEDISAFE FIT Blood Glucose Test TIP with light blue film-

seal. Test TIPs with other color film-seal cannot be used.

Discuss any questions you might have with your physician prior to your first

test.

Treatment and management of diabetes mellitus should be done under

supervision of your physician. Your physician will determine your individual

target values for your blood glucose. If you have any doubts about the test

results, make sure to consult your physician.

Do not alter dosage and administration frequency of medication without

consulting your physician.

TERUMO will not be liable for any death, injury, or property damage caused by

any use not following the instructions provided.

MEDISAFE FIT C Blood Glucose Monitoring System is an in-vitro diagnostic

system for self-monitoring. Do not use this meter for other purposes, and

please obtain latest safety information from your physician or our sales

representative.

Never take decisions on your treatment that are based on error messages.

There are two different units to indicate blood glucose levels (mg/dL and

mmol/L). For each unit, there is a dedicated MEDISAFE FIT C Blood Glucose

Meter. The unit your meter displays, cannot be changed.

Carefully check if your meter is set correctly. Otherwise, you can misinterpret

results. In case your meter is set at the wrong unit, please contact our sales

representative.

Before use
Diabetes mellitus and self-monitoring of blood-glucose
(SMBG)

Diabetes mellitus is a disease resulting in a high glucose level in the blood.
Untreated diabetes mellitus has been known to lead to the impairment of the
liver, kidney, eyes and nervous system. There are many treatment procedures for
diabetes mellitus today, and the first important step is not to panic but consult a
physician.

It is essential that diabetics measure their own blood glucose level and keep the
physician informed about any changes in their blood glucose levels. This is the
best way to ensure a more effective course of treatment.

Intended Use

The MEDISAFE FIT C Blood Glucose Monitoring System consisting of a portable
instrument and reagents is an in-vitro diagnostic system for the quantitative
measurement of glucose concentrations in fresh whole blood.

This system is intended for use in self-monitoring of blood-glucose by diabetic
persons for management of diabetes mellitus.

How MEDISAFE FIT C Blood Glucose Monitoring System
works?

After blood is applied to the MEDISAFE FIT Blood Glucose Test TIP, glucose in
the blood sample reacts with the enzyme glucose oxidase on the Test TIP and
colours the reagent pad.

The intensity of the colour is proportional to the amount of glucose in the blood.
The MEDISAFE FIT C Blood Glucose Meter measures this colour concentration
and shows the blood glucose level on the display.

If you have been using another type of meter - one that provides whole-blood
results - you may notice that your test results with the MEDISAFE FIT C Blood
Glucose Monitoring System are about 11% higher.

Composition and content of this system

(o Blood glucose meter A
Front side /Protective cap

Back side ’7 Battery cover

) button
(Power button)

Communication pol \ Eject lever
(Micro-B USB) M button

(Memory button)

e Lithium battery e Lancet
(2 x CR2032) @ @ %

Tip attachment

* Lancing device

¢ Instructions for use

e Test TIP %

Pictures of the Lancing device and Lancet show TERUMO product examples.

/N Caution

* Make sure to use MEDISAFE FIT Blood Glucose Test TIP with light blue film-seal.

¢ Check if the contents are complete. If something is missing, please contact our sales
representative.

¢ Blood glucose meter, Test TIP, Lancing device, Lancet and Instructions for use, you
can only obtain from our sales representative.

¢ Lancing device, Lancet and Test TIP are sold separately.

* Do not use if damaged.

* For blood sampling, follow the instructions for use provided with the Lancing device
and Lancet.

How to install or replace batteries

o Open the battery cover. 9 Close the battery cover.

While pushing on the ¥ part,
slide open the battery cover.

(This paper)

J

Place the batteries.

Keep pressing ¥ part
and slide the battery
cover along the grooves
to close.

Note

* Make sure the orientation of the batteries is correct.

¢ |t is recommended to have back-up batteries available for replacement: two lithium
batteries CR2032.

* A new battery lasts around 500 tests or approximately 6 months.

* The clock inside the blood glucose meter stops when batteries are removed for
replacement. After replacing batteries, reset date and time.

* Dispose of batteries according to your national regulations.

How to set Time and Date
Make sure to set time and date before first use and after replacing batteries.
o With the power off, press Press the M button twice.

and hold the M button. When “F3” screen is
“F1” screen appears. displayed, press the () button.

\7L/ \7|7 —
B0 FFi [FR =i
“_E_Qﬂﬂ@ ] ) AN

The year setting

screen is displayed.

6 Once you have changed e Repeat the same steps as
the year with the M button, for changing the year and
press the () button. set the month, day, hour

and minute.
]
Nyl 1
.05 { pul
! [ “
| -
“If the screen is set ~ The month setting Month  Day Hour Minute

Be sure to set the time to the minute.
After the minutes are set, press the

() button. The meter beeps and the
power turns off.

to 2015. screen is displayed.

Keep pressing the [Vl button to scroll
more quickly to the correct number.

©

How to Use

Step.1..Preparation

o Prepare all necessary materials for blood glucose test.

¢ Lancet
¢ Lancing device

* Blood glucose meter
¢ Alcohol swab, tissue, etc. for disinfection

* Notebook, pen, pencil, etc.
* Test TIP

9 Before starting test, wash and dry your hands.

\

A\

/\ Caution

¢ Before puncture and drawing blood from the fingertip, wash hands thoroughly
with running water before puncture. If blood is drawn from fingertip after
touching foods containing sugar such as fruits, blood may be contaminated
with sugar causing an incorrect test result. [Disinfection with alcohol swab

alone does not sufficiently remove sugar.]

Step.2_Attaching.Test.TIP
o Press () button.

9 Remove the protective
cap.

@@‘\W O button

w

-

Once powered on with a beep, current
time and date will be displayed. If
anything else appears on the display,
see “Error messages and actions to
be taken”.

Note

¢ If the time setting screen is displayed,
see “How to set Time and Date”.

Gently pull the protective cap off by
placing fingers on the bumps on both
sides.

Note

« If the protective cap is difficult to
remove, slide the eject lever towards
the front and remove the protective
cap.

9 Peel off the film-seal from the Test TIP case completely.

)

Peel off
completely.

/\ Caution

* Make sure to use MEDISAFE FIT Blood Glucose Test TIP with light blue film-seal.
* Use Test TIP immediately after removing the film-seal.
If the Test TIP is left open after removing the film-seal, it can absorb moisture from

the air. This could affect the test results.

e Attach Test TIP case to the edge of the meter firmly.

Test TIP

W Tip attachment

N

Push the Test TIP
until it clicks.

Pull the Test TIP case
straight off.

Push the Test TIP straight until you
feel a “click”.

When the Test TIP is attached, the
n‘1_.eter beeps and the screen displays
“ng.

If anything else appears on the
display, see “Error messages and
actions to be taken”.

Note

* If you do not attach it firmly and
correctly, the test results would be

affected or an error message is shown.

* Do not slide the eject lever during this
procedure.

6 Ready to measure.

Only the case should be
removed, leaving the Test
TIP attached to the meter.

Confirm that “0k” is displayed and proceed
to Step 3 “Blood sampling”.

Perform measurement as quickly as
possible after attaching the Test TIP.

“Blood sampling”
symbol

Note

¢ Do not discard the case yet. You will
need it for disposing the used Test TIP.

/\ Caution

 Attach and use the Test TIP
immediately after removing the film-
seal.

Step.3.Blood. sampling
o Choose the puncture site.

Note

o If the display is blank, press the ()
button.

e If you find any other indications, see
“Error messages and actions to be
taken”.

 For information on the “After Meal”
symbol, see “How to use the “After
Meal” symbol”.

9 Massage your finger.

tep.4._Testing

Make sure that “JK” is
displayed.

oK
w
If nothing is displayed, press the

() button and wait until “Qk” is
displayed.

6 When you hear the beep,
remove the Test TIP from
the blood.

/\ Caution

Gently apply the tip of the
Test TIP to the blood.

Blood is drawn
into the Test TIP
automatically.

Blood

/N Caution
Do not push the Test TIP strongly
against your fingertip, the Test TIP may
not draw blood sufficiently.
e Gently place the meter
aside and wait.

Wipe the puncture site with a tissue
and keep it clean.

* Do not touch the Test TIP until the test result is shown in the meter display.

* Stop bleeding (for example by using sterile adhesive tape), if necessary.

* Make sure that blood or devices contaminated with blood, including tissue paper
and other items you have used, do not come into contact with any other person.

6 Check the test result.

After the beep, the measurement time
and test result will be displayed.

Date and time of
testing

*This display is in mg/dL version.

To add the “After Meal” symbol, press the
M button.

To delete the “After Meal” symbol, press
and hold the M button.

¢ ) 5
c j@[b?

“After Meal” symbol

If an error message is displayed, see “Error
messages and actions to be taken”.

Step.5_Cleaning.up.

0 Remove the Test TIP.

® Place the empty Test TIP case
over the Test TIP.

>N
3; T~ Test TIP case

@ Slide the eject lever forward.

Eject the lever on the back side

9 Turning off the power.

Keep pressing () button for at least
1 second.

If the display is blank, this step is not
necessary.

Record the test result in
your Notebook.
For details about how to read the test
result, see the instructions for use
of the MEDISAFE FIT Blood Glucose
Test TIP.

/\ Caution

Treatment and management of
diabetes mellitus should be done under
supervision of your physician. Your
physician will determine your individual
target values for your blood glucose.

If you have any doubts about the test
results, make sure to consult your
physician. Do not alter dosage and
administration frequency of medication
without consulting your physician.

Note

* Be sure to cover the used Test TIP with
the TIP case before ejecting.
Otherwise blood may be spilled when
the Test TIP is ejected.

/\ Caution

¢ |f a fragment of a broken Test TIP
remains in the meter, lightly shake the
meter or give it a gentle flick with your
finger, with the tip attachment facing
down, to remove it.
Do not use a tool with a sharp tip to
remove Test TIP.
Otherwise the meter may be damaged
and the eject lever may lose mobility.

* Do not remove the Test TIP with your
hand directly.
Make sure to use the eject lever to
remove the Test TIP.

* If you cannot remove the part, contact
our sales representative.

9 Place the protective cap
on the meter.

Auto power off function

If no operation is performed after
the meter is turned on, it will
automatically shut down after

2 minutes. (After 5 minutes when
“OK” is displayed.)

e Remove Lancet from the
Lancing device.

For instructions on how to remove the
Lancet, refer to the instructions for
use of the Lancing device.

/\ Caution

* Do not reuse the used Lancet. Doing
so could cause infection.

* When storing the lancing device,
remove the Lancet, otherwise it may
become impossible to correctly adjust
the puncture depth.

I

¢ |f you do not use the protective cap,
the inside of the meter can get dirty
and test results would be affected.

9 Dispose of used Test TIP
and Lancet.

@ \

/\ Caution

¢ Dispose of the used Test TIP and used
Lancet and any contaminated material
as instructed by your physician or in
accordance with local regulations for
disposal of contaminated materials.

Choose the side of fingertip as
puncture site.

Note
¢ Prick a different finger and a different
location on your finger each time.

Always choosing the same spot may
harden the skin and cause calluses.

9 Disinfect the puncture site
with an alcohol swab, and
dry the site thoroughly.

Note

* To make it easy to get a blood sample,
massage your finger from the finger
base to the fingertip. Warming your
finger makes it easier to draw blood.

e Perform puncture.

_— Alcohol swab

Note

« |f the puncture site is wet, blood may
not form a sphere, and you may not be
able to draw blood.

/\ Caution

Refer to the instructions for use of
your Lancing device for directions
how to perform puncture.

* Do not reuse the used Lancet. For single use only.
Reusing Lancet may cause blood infection.
* For blood sampling, follow the instructions for use provided with the Lancing

device and Lancet.

9 Gently squeeze your fingertip to obtain a drop of blood.

:;2 ; g? E : Approximately 2.5 mm

/\ Caution

¢ Blood will clot when it is left in the air. Inmediately after pricking, proceed with

blood testing.

¢ To prevent blood from dripping, make sure that the puncture site is facing upward.

Error messages and actions to be taken
If the following messages are displayed, follow the instructions described
below.

m_ Cause How to deal with it

¢ The Test TIP is inserted If you have not yet commenced drawing up
with an angle. the blood, firmly press the Test TIP into place
¢ The Test TIP is not fully until it clicks.
inserted. If there is blood on the Test TIP, replace it with
a new one and repeat test.
A used Test TIP is attached  Replace the Test TIP with a new one and
to the meter. repeat test.
There may be dirt or dust Wipe the measuring window with a cotton
on the measuring window of swab or similar, attach a new Test TIP and
the meter. repeat test.
There may be dirt or dust Remove the Test TIP and inspect the
on the measuring window of measuring window. If the measuring window
the meter. is not dirty, the display will disappear. If
the display does not disappear, wipe the
measuring window with a cotton swab or
something similar.
* The amount of blood Replace the Test TIP with a new one and
drawn up by the Test TIP  draw up an appropriate amount of blood
is insufficient. (a droplet of approximately 2.5 mm) into the
* The meter was shaken and Test TIP to repeat test.
then measurement started
before a sufficient amount
of blood could be drawn
up by the Test TIP.
® Long time has elapsed
after blood sampling.

* Eject lever is accidentally  Replace the Test TIP with a new one and
pressed during testing, draw up an appropriate amount of blood
and the Test TIP is loose.  (a droplet of approximately 2.5 mm) into the

* You placed the tip into the Test TIP to repeat test.
blood sample twice.

* Water or disinfecting
alcohol are mixed in the
blood sample.

* Other substances than
blood were measured
(e.g. water).

Test TIP was not used

immediately after it was

opened.

Expired Test TIP was used.

“E-1" is displayed.

£-¢

“E-2” is displayed.

£-3

“E-3” is displayed.

Adequately dry the finger from which the
measurement will be taken, replace the Test
TIP with a new one, and repeat test.

Make sure that the measurement is only with
blood (without any other substances mixed
with the blood).

Open a new Test TIP and use it to do test
immediately after opening.

Replace the Test TIP with one that has not
exceeded its expiration date and repeat test.
The hematocrit value may If the hematocrit of the blood is above 60% or
be outside the measurable  below 20% the measured value may not be
range. displayed. After checking for other causes of
E-3, replace the Test TIP with a new one and
repeat test. If an error message is displayed
again, contact your physician or our sales
representative.

After rechecking the handling method for
E-3, contact your physician or our sales
representative.

After replacing Test TIP with a new one,
point Test TIP toward dark area or move to

a location not in direct sunlight or strong
lighting and repeat test.

A measurement error
message appears twice
in a row.

The ambient light was too
bright and measurement
was not performed.

£-6

“E-6” is displayed.




How to deal wi

Replace the Test TIP with a new one and
repeat test.

Display Cause

The Test TIP became
E - 5

detached during
“E-6" is displayed.

measurement.

The ambient light is If the Test TIP is not attached to the meter,
* too bright to perform attach it.

measurement. If the Test TIP is attached, turning the Test
TIP toward the shadows or moving to an area
out of direct sunlight will cause the display
to disappear.

The sun mark is
displayed.

If there is no blood on the Test TIP, confirm
that the display has disappeared and
continue with the measurement.

If there is blood on the Test TIP, replace it with
a new one and repeat test.

The Test TIP became
detached during
measurement.

Replace the Test TIP with a new one and
repeat test.

£-n

“E-7” is displayed.

You tried to perform

ﬂ measurement in a place
not within the appropriate
temperature (5 to 40°C/41

Keep the meter out of the carrying case at a
location within the appropriate temperature
for about 20 minutes. Wait until the error
message disappears and repeat test.

The temperature to 104°F).
mark is displayed.
The blood glucose level is  Replace the Test TIP with a new one and
v higher than 600 mg/dL. repeat test.
‘ (33.3 mmol/L) If the same result is displayed again, consult
your physician.
“Hi” is displayed.
The blood glucose level is Follow your physician’s instructions. Then
. below 20 mg/dL. replace test TIP with a new one and repeat

[ 0 (1.1 mmol/L) test.

“Lo” is displayed.

The meter is out of order. Please contact your physician or our sales

E : q representative.

“E14” is displayed.

Batteries are almost empty. Replace with new batteries (lithium battery
N % CR2032 X2) as soon as possible.

—_——
ZATRS

The battery mark blinks.

The meter cannot take measurements.
Replace with new batteries (lithium battery
a CR2032 X2) immediately.

Batteries are empty.

The battery mark is
displayed.

0-25| The O button has not been  Press the () button for more than 1 second.
5 {| pressed long enough. The meter will automatically shut down when
not performing any operation. (Auto power
off function)

The meter cannot
be turned off.
(Screen example)

The power button was not
pressed.

Press the () button.

The batteries have not been Remove the batteries and install them
installed correctly. correctly.

Nothing is displayed. The batteries are empty. Replace both batteries (lithium battery

CR2032 X2) immediately.

If the screen remains blank, contact your
physician or our sales representative.

2 minutes have passed
without the meter being
operated (5 minutes when

“0K” is displayed).

This is not a malfunction. Press the () button
to turn the meter on.

The display became
blank.

/\ Caution
Never take decisions on your treatment that are based on error messages.

How to check previous test results
The meter can store up to 500 test results in its memory.
o When the power is not on, Note
press the () button.

*When “OK” is displayed, test results
cannot be displayed.
Operate the meter with the Test TIP
removed.

9 Press the M button.

The most recent test result is displayed.

Note

¢ To display test results from the oldest to
the most recent, press the () button.

* Press and hold the ] button to move
the test results quickly.

Q Mi® }
t‘% Date and time

M button of testing
To display test results from the most
recent to older. Press the M button
continually.

9 After checking the test results, press and hold the (') button
to turn off the meter.

Test result

Note

* The test results of “{ g”(lower than 20 mg/dL or 1.1 mmol/L), and “H;” (higher than
600 mg/dL or 33.3 mmol/L) are recorded as such.

* When more than 500 tests have been carried out, the oldest test results will be
deleted to free up space for the new test results.

* Even when the batteries are removed, the test results are kept in memory.

How to check the average of test results
o When the power is not on, press the () button.

9 Press the M button.

The most recent test result is displayed.

9 Press the O button.
The 7-day average for “Before Meal” testing is displayed.
¢ Press the () button to switch between types of average values.
¢ Press the M button to display values in the reverse order.

Indicates average value for “After Meal”
Average of test results  testing.

I I Average for past 7 days
| — R- 14 Average for past
‘n A1 ‘8 ¥ BT 14days
v
. -

'. ! o A-30 Average for past
mg /dL

m—-l_ 30 days
e After checking the test results, press and hold the O

Indicates saved data

mg /dL
button to turn off the meter.

How to use the “After Meal” symbol
When testing after a meal, you can record the test result with the “After Meal”
symbol. This is available in order to sort results by testing time.

Adding the “After Meal” symbol Adding the “After Meal” symbol
before measurement immediately after measurement
Before drawing up the blood, when the GK Once the test result has been displayed,
message is displayed, press the [M button. press the M button.

[ P V5
M button @j M button

“After Meal” symbol

* To delete the “After Meal” symbol, press and
hold the M button.

* The “After Meal” symbol cannot be added
or deleted from the past test results in the
memory.

How to use the alarm

Set the alarm to remind you of the time for testing at the same time each day.

With the power off, press and hold the M E%'_F '
21N, '

button.
While “F1” screen is displayed, press the () ; S
button. OF F Rl

“F1” screen appears.

9 Press the M button and select the alarm . 2vhes
number (1 to 4) displayed in the upper right oF ST
corner.

Press the () button to set the chosen alarm number.

e Press the M button and select “ON” to
activate the alarm.

Pressing the V] button switches between “ON” and “OFF”.

©

Press the () button to set the selection.
Set the hour, then the minutes.
¢ Pressing the M button will increase the number.
* Press the () button to set the selection.
Note
* Once the minute setting has been made, the meter emits a short beep and the
alarm is set.
@ To end the alarm setting, hold down the () button and turn
off the meter.

How to mute the meter
The sounds emitted during operation of the meter and the alarm can be muted.
With the power off, press and hold the M

button.
The “F1” screen appears.

g Press the M button. When “F2” screen is
displayed, press the () button.

6 Press the M button and select buzzer
“OFF”.
Pressing the M button will switch between “ON” and |

“OFF”.

e Press the () button to set the selection.

When the setting is complete, the meter will emit a beep and then turn off.

How to clear test results and reset the meter
* All test results are deleted, including the ones done with control solution.

* The buzzer setting and alarm setting will return to the factory setting.

* This operation must be carried out by your physician.

o With the power off, press Press the M button 4 times.
and hold the M button. When “F5” is displayed,
The “F1” screen appears. press the () button.

' F5-

6 Hold down the M button until the meter emits a long beep.

}‘--- ;I long beep
=]

When all test results are deleted, the meter will turn off automatically.
Note

¢ Once the test results have been deleted, they cannot be restored.
¢ The time and date do not return to the factory setting.

Clr &

Maintenance of the meter

If there is dirt or dust on -
the measuring window of | Measuring
window —{3

If there is dirt on the
meter or blood on the
tip attachment, wipe

it off using a cloth or
tissue infused with a
small amount of water or
disinfecting alcohol.

the meter,

“E- P E)or € -2
(E-2) is displayed and the
meter cannot perform
measurements.

Wet a new cotton swab with a small amount of

water and wipe off dirt or dust along the shape A Caution
Zf;ryecn;tii?\usrwgb\?/mdow' then wipe again with Ew?at?a?t use thinner or benzine on the

/\ Caution

* Do not use alcohol, thinner or benzine
on the measuring window.

* Do not use a hard object to clean the
measuring window. If the measuring
window gets scratched, correct test
results cannot be taken.

* The meter itself is not water-proof.
Wring out the fabric or swab to reduce
the moisture when cleaning.

* Do not immerse the meter in any liquid.

Meter Operation Check

When performing inspection and maintenance, check that the exterior is not dirty or damaged and
that no part of the display is missing.

Iltem Freguency Details
Appearance Every time There is no dirt, damage, etc.
Display Every time There is no missing icon when the meter is turned on and the
backlight is lit.
Self-check Every time If “Ok” is displayed after attaching the Test TIP, the meter is
operating normally.

Self-check function during regular tests

The meter performs a self-check automatically every time a test is performed.
If “Qk” is displayed after attaching a Test TIP, the meter is operating as normal.
If anything else appears on the display, see “Error messages and actions to be taken”.

Control Solution for MEDISAFE FIT C Blood
Glucose Monitoring System

MEDISAFE FIT Control Solution verifies that the MEDISAFE FIT C Blood Glucose Meter and MEDISAFE
FIT Blood Glucose Test TIP are functioning properly.

You do not need to do this control test before testing glucose every time. When you feel Test TIP and
meter are not functioning properly, you are able to check the system with the control solution.

® With the power off, press and hold the M button. The “F1”
screen appears.

@ Press the M button 3 times. When “F4” is displayed, press the (O
button.
The “¥” mark appears when setting the meter to the control solution testing mode.

® Follow “How to Use” in the instructions for use of MEDISAFE
FIT Control Solution to perform control solution testing.

(® When the testing is completed, hold the () button for more than
one second to turn the power off.

(® Tolerance is indicated on the MEDISAFE FIT Blood Glucose Test
TIP box label.
For details about comparing the results of measurements with the tolerance range
of Control Solution, see “Test Results” in the instructions for use of MEDISAFE FIT
Control Solution.

Waste and Recycle of the meter and batteries
/\ Caution

About the meter

* The meter may come into contact with blood during use. Please dispose of the meter according to
your local regulations. Contact your local distributor or municipality for information about correct
disposal.

* Before disposal of the meter, batteries should be removed.

About the battery

* Batteries must not be disposed of within general household waste, but instead, should be collected
separately. In this way, the environmental impact associated with disposal is reduced, with the
opportunity for recycling. Contact your local distributor or municipality to know the available
collection schemes.

* Do not throw batteries into fire. It can cause explosion.

Safety Cautions
/\ Caution

About Blood Glucose Testing

Do not reuse the Lancet. For single use only. Reusing Lancet may cause blood infection.

* When blood is collected from the finger tip, the hand needs to be washed well with running water before puncture. Dry your
hands thoroughly to avoid inaccurate results. Keep the puncture site clean. Otherwise, it may cause blood infection.

 After using the blood sample, wipe the puncture site with a dry and clean tissue paper. Stop bleeding (for example by using
sterile adhesive tape), if necessary.

* Make sure that the meter and the Lancing device contaminated with blood, including tissue paper and other items you have
used, do not come into contact with any other person.

« In case of suspected hypoglycemia, collect the blood from the fingertip (or the palm) or earlobe. The test results using samples
taken from the arm may differ from fingertip or earlobe.

* Always keep the devices needed for testing away from children. There is a risk of children accidentally swallowing the Lancet,
batteries, Test TIP and TIP case.

* Do not disassemble or rebuild the meter and Lancing device. It can cause product breakdown or injury.

© Only use meter for measuring blood glucose. Otherwise it can cause product failure or injury.

* Do not use expired Lancets. It may cause failure or injury. The expiration date E is printed on each box.

* Do not store the Lancing device and the Lancet at extreme temperatures and humidity.

« |f blood is collected from the fingertip immediately after contact with food or the like containing sugar (e.g., fruit), the sugar
adhering to the fingertip can mix with blood, possibly leading a falsely high blood glucose value. There is a report that
disinfection with alcohol swab is not sufficient in removing the sugar.

« [f blood is collected from the fingertip of the patients with reduced peripheral blood flow listed below, the blood glucose value may
be lower than the actual value. In such case, blood collected from another site (e.g., venous blood) should be used for testing.
- Patients with dehydration
- Patients in shock
- Patients with disturbed peripheral circulation

About Blood Glucose Testing (Cont.)

* Before testing, Test TIP and the meter should be kept at the testing location minimum twenty (20) minutes before testing.
Temperature difference could cause inaccurate test results

 Testing should be performed indoor in an appropriate setting where the temperature is between 5 - 40°C/41 - 104°F and
relative humidity 30 - 85%rh (non-condensing). If the temperature is too low or too high, test results may not be accurate.

« |f the blood sample contains more than 5.26 mg/dL (0.30 mmol/L) ascorbic acid, test results may be lower by more than 10%

o If the blood sample contains more than 85 mg/dL (2.76 mmol/L) glutathione, test results may be lower by more than 10%,

* Test results may be affected if the blood sample contains significant amount of fluoride as a glycolysis
inhibitor.

About the meter

* Do not use the meter where it is exposed to strong light such as direct sunlight. It can prevent the meter from testing.

* Use the meter as far away as possible from any equipment generating electromagnetic waves such as cellular phones. The
meter may not function correctly in close proximity to equipment of this type.

* Do not drop the meter or expose it to any impact. Do not use the meter if damaged by dropping or exposing to strong impact. In
addition, do not place the meter in locations exposed to strong vibration (such as the dashboard of a vehicle).

* Always keep the edge (and measuring window) of the meter clean. When not in use, attach the protective cap.
Store the meter within temperature (-10 - 50°C/ 14 - 122°F) and relative humidity 30 - 95%rh (non-condensing).

* This meter may not be able to be used properly in dry environment or in case there are synthetic fabric nearby due to static
electricity.

* When replacing batteries, make sure not to let substances, such as oil or dust, come inside the meter. It may cause product
breakdown.

* Prevent foreign matters and fluid from entering the meter. Do not use the meter if damaged by such foreign matters/ fluid.

 The clock incorporated in the meter will stop if the batteries are removed. Set date and time again.

About Test TIP

* Do not use a Test TIP if its case or film-seal is open or damaged, or if any of the items is soiled.

* Do not use a Test TIP after its indicated expiration date 2 has passed. The expiration date is printed on each box of thirty (30)
Test TIPs, as well as on the film-seal of the TIP case.

 Store the Test TIP at the suitable temperature (1 to 30°C /34 to 86°F).

* The MEDISAFE FIT Blood Glucose Test TIP is for single use only. Do not reuse.

* When Blood samples are obtained in test tubes (or some other containers), care should be taken that only heparin can be used
as anticoagulant. Do not use any other anticoagulants or antiglycolysis reagents.
Before testing, shake the test tube (or any other container) to mix the blood thoroughly.

« [f disinfectant or the like has contaminated the sample, test results may not be accurate.

 There is no significant influence on test results with blood samples having a hematocrit between 20% and 60%. If hematocrit is
above 60% (for example, Neonates) or below 20%, test results may be affected.

* Only use MEDISAFE FIT Blood Glucose Test TIP with light blue film-seal.

Specifications of the meter

Name MEDISAFE FIT C Blood Glucose Meter

Range of Measurement | Blood glucose level of 20 to 600 mg/dL (1.1 to 33.3 mmol/L)

Operating Environment | Avoid direct sunlight. Ambient temperature (5 to 40°C/41 to 104°F), Relative
humidity (30 to 85%rh) (non-condensing).

Transport and Storage
Environment

Avoid direct sunlight. Ambient temperature (-10 to 50°C/14 to 122°F),
Relative humidity (30 to 95%rh) (non-condensing).

Power Source Lithium batteries CR2032 (X2)

Rated Voltage ———6V

Power Consumption When meter is turned on: approx. 180 mW

When meter is turned off: approx. 100 yW

EMC Compliance This product complies with IEC 61326-1: 2012 and IEC 61326-2-6: 2012.

CISPR Group 1; Class B

Battery life Approximately 500 uses or 6 months of use

Memory Capacity Max. 500 tests (automatically stored)

Clock Accuracy Within £2 minutes/month

Dimensions Width: approx. 106 mm, Depth: approx. 33 mm,

Height: approx. 21 mm (including protective cap)

Weight Approx. 50 g (including two batteries)

Specifications and appearance of the product is subject to change without prior notice.

Performance characteristics

@ Precision
Repeatability : When standard blood samples were tested with 300 replicates for each concentration
across 3 Test TIP lots with 10 MEDISAFE FIT Blood Glucose Meters, repeatability was as follows.

Blood glucose concentration 30-50 51-110 | 111-150| 151 -250 251 - 400
[mg/dL (mmol/L)] (1.7-2.8) [ (2.9-6.1) | (6.2-8.3) | (8.4-13.9) [(14.0-22.2)
Mean glucose value [mg/dL (mmol/L)] | 45(2.5) | 106 (5.9) | 143 (7.9) 175 (9.7) 385 (21.4)
Pooled SD [mg/dL (mmol/L)] 2.3(0.13) [ 2.3(0.13) [ 2.8(0.16) | 3.8(0.21) | 8.3(0.46)
Pooled CV (%) 5.2 2.2 2.0 2.2 2.2

Intermediate precision : When MEDISAFE FIT Control Solutions were tested on 3 Test TIP lots and 10
MEDISAFE FIT Blood Glucose Meters on each of 10 days, intermediate precision was as follows.

Glucose concentration Low Middle High
Mean glucose value [mg/dL (mmol/L)] 38 (2.1) 113 (6.3) 331(18.4)
Pooled SD [mg/dL (mmol/L)] 1.3(0.07) 2.5(0.14) 7.2 (0.40)
Pooled CV (%) 3.4 2.2 2.2

(2 System accuracy

System accuracy results for glucose concentration < 100 mg/dL (5.55 mmol/L)

Within 5 mg/dL Within £10 mg/dL Within £15 mg/dL
(Within £0.28 mmol/L) (Within £0.56 mmol/L) (Within +£0.83 mmol/L)
125/156 (80.1%) 156/156 (100%) 156/156 (100%)

System accuracy results for glucose concentration > 100 mg/dL (5.55 mmol/L)

Within +5 % [ Within +10% [ Within +15%

| 315/444 (70.9%) | 426/444 (95.9%) | 443/444 (99.8%)

System accuracy results for glucose concentrations between 27 mg/dL (1.48 mmol/L) and 508 mg/dL
(28.2 mmol/L)
Within +15 mg/dL or +15% (Within +0.83 mmol/L or +15%) |
599/600 (99.8%)
- Reference method : GLUC2 Glucose HK
(Hexokinase Method; Roche)

- Regression formula :

<Lot 1>Y =1.00x + 2.81 (Y = 1.00x + 0.16)

- Equipment : Cobas Integra 400 Plus (Roche) | <Lot2>Y =1.03x + 0.25 (Y = 1.03x + 0.01)

- Sample size : 600 samples (200 samples <Lot 3> Y =0.99x + 3.75 (Y = 0.99x + 0.21)
per lot) In brackets is the regression formula of mmol/L unit.

Correlation graph (MEDISAFE FIT Blood Glucose Test TIP vs GLUC2 Glucose HK)
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* Consensus error grids showed that all glucose
concentration results fell within zone A (no effect
on clinical action).

Blood glucose value tested with Gluc2
Glucose HK (mg/dL)

(® User Accuracy
A study evaluating glucose values from fingertip capillary blood samples obtained by 100 lay persons
showed the following result.

Within +15 mg/dL (+0.83 mmol/L) for glucose Within +15% for glucose concentration at or
concentration below 100 mg/dL (5.55 mmol/L) above 100 mg/dL (5.55 mmol/L)

101/103 (98.1%)

@ Measurement range: 20-600 mg/dL (1.1-33.3 mmol/L)

(® Measurement value: Plasma glucose value (whole blood
sample; results displayed as plasma glucose value)

® Traceability

The reference method is the glucose analyzer (the glucose oxidase method), and the quality for
proofreading of calibrator is glucose standard serum.

List of products

Iltem Product Name Quantity Product Code
Meter MEDISAFE FIT C Blood [ mmol/L 1 MS*FR301BM
Glucose Meter | mg/dL 1 MS*FR301BM1

Test TIP MEDISAFE FIT Blood Glucose Test TIP 30 MS*FC030A
Lancing device MEDISAFE FINETOUCH 1 MS*GN02
Lancet MEDISAFE Lancet for FINETOUCH 30 MS*GN4530
Control Solution |MEDISAFE FIT Control Solution L 1 MS*CSL

M 1 MS*CSM

H 1 MS*CSH
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