Dung dich kiém chuin MEDISAFE FIT ®
Dung véi My do dwong huyét MEDISAFE FIT C.

Huwéng din sit dung

I Khuyén cfo khi sir dung |

Eﬂch ding

» Khong nuét dung dich kiém chuan may MEDISAFE FIT C
(sau day goi la "dung dich") hodc nhé dung dich vao mat.

+ Néu dung dich da tiép xiic voi mit hoic miéng, hdy ria
sach dung dich bing nuéc. Néu ban cam thay bat ky dau
hiéu gi bat thuong, hdy hoi y kién bac sT.

* Néu dung dich da tiép xiic véi tay hoic quén 4o cta ban,
hay rira sach bang nudc.

« Dé xa tAm tay tré em

» Tranh dnh sang mat troi truc tiép.

* Bao quan dung dich ¢ nhiét d¢ 1-30 ° C.WNéu bao quan
dung dich trong tu lanh hogc tuong tw, hdy dé nhiét d dung
dich ting dén nhiét d¢ phong (20-30 ° C) trudce khi sir dung.
» Khéng dé dong lanh dung dich.

. ]\{éu van chua mé nép lo, han ding Ia 1 nam ké tir ngay san
xuat. Khi dd qud han str dung in trén nhan hdp hodc lo dung
dich thi khong duoc st dung dung dich nita ngay ca khi lo
dung dich con chua mé.

+ Ghi ngdy mé ndp trén nhan lo. St dung dung dich trong
vong 3 thang sau khi mé. Tuy nhién, néu hét han sir dung in
trén nhén hop va lo truée 3 thang sau ngay md thi chi sur
dung dung dich cho dén ngay hét han.

* Dung dich nay dugc sit dung véi Mdy do dudng huyét
MEDISAFE FIT va BPau tht mdy do dudng huyét
MEDISAFE FIT.

» Khi sir dung ¢ cdc viing cao (vi du ¢ ving mién nii), ¢6 thé
¢6 chénh léch trong két qua thir nghiém.

Tém tit va gidi thich |
San pham nay la mot dung dich chira glucose. N6 duogc sir

Khi sir dung lo dung dich kiém chuin mdi, hdy viét ngdy mé
nap trén nhin lo. Ngay hét han la 3 thang sau khi mé ndp lo.
Trudce khi sir dung, hily xdc nhén ring lo dung dich chwa mo
qua ba thang hodc chua hét han sir dung ghi trén nhan lo.
Thue hién xét nghiém & 20-30° C

1. Thiét 14p Mdy do & ché do do bang dung dich kiém
chuan

2. Boéc bo hét mang boc cia hép dau thir va gin dau thir
vao mdy do. Sau do, kéo thing hdp dau thir ra.

Kiém tra dam bao May do sin sang dé tién hanh xét
nghiém.

3. Nho mot giot dung dich kiém chudn vao mang boc (mit
bac). qut‘clun'g> dich co thé cé dudng kinh tir 5-6mm.
Khi dua déu dan ctia dau thir vao giot dung dich, dung
dich kiém chudn dugc hut 1én va qua trinh dém nguge
bat dau ngay lap tirc. Sau khi qua trinh dém ngugc bit
dau, ngay lap tire lay dau thir ra khéi dung dich va nhe
nhang dat May do sang mot bén

4. Sau khi dém nguoc, thu duge két qua thir nghiém theo
thoi gian, hdy xac nhén réng két qua ndm trong pham vi
cho phép cua dung dich chuan c6 nong dé nhat dinh in
trén nhan gin vao hdp dau thi.

5. Dé théo dau thi ra, hdy dat dau thu vao hop dau thir
trong khi dau thir van con gan vao May do. Truot vé
phia cén day va day dau thir dd ding vao trong hop dau
thr.

6. Néu két qua khong ném‘ trong pham vi cho phép,
lip lai cac budc tir | dén 5 bang dau thu mai dé
nghiém lai.

7. Néu thir nghiém bing dung dich kiém chuan cé néng

dung dé xac nhan ring May do duong huyét MEDISAFE O\ VIE

g g khac nhau, hay lap lai cac budc tir 1 dén 5 bang mot dARL o
FIT va Pau tho duomg huyét MEDISAFE FIT hoat djng

thir mai. NG ¢

ding chirc nang. Khi dugc sir dung cho May do dudng huyét
MEDISAFE FIT, hay st dung san phim cing véi dau thir
duong huyét dugc chi dinh (Piu thir may do duong huyét
MEDISAFE FIT).

Dung dich nay c¢6 ba mirc ndng do (L: khoang 40 mg/dL, M:
khoang 120 mg/dL, H: khoang 300 mg /dL). Hay sir dung
chét chudn c6 nf“)ng db6 theo chi dinh ctia bac si.

Trude khi stir dung dung dich, hdy doc k¥ khong chi hudng
dan sir dung dung dich nay ma con céc huéng dan sir dung
Méy do dudng huyét MEDISAFE FIT va Pau thir may do
dudng huyét MEDISAFE FIT.

| Néng a6 |

Dung dich kiém chuin MEDISAFE FIT ............. 4 mL/lg

Néng d6 (L, M, H) dugc in trén nhan hop va lo
m

| Thén}/ X

Két qua xét nghiém sé& duoc ghi trong ho so.

. Sau khi do hay tat ngudn.

10. Sau khi sir dung dung dich kiém chufn, hdy miéng lo
bang giay sach hodc cac loai twong ty dong thoi van
chat nép
Khoéng dé miéng lo thing dimg khi khéng cé nép.

Cic khuyén cdo khic
. :Fién hanh thir nghiém theo thoi gian quy dinh trong hudng
dan st dung May do duong huyét MEDISAFE FIT.
* Khong truc tiép st dung chét chuén tir éng dan cia lo dén
ong dan cua dau thur.
« Bét dAu thir nghiém ngay sau khi nho chét chuan 1én mang
boc

* San phérr} nay cé thé duoc sir dung cho khoang 60 lan thir
nghiém. Néu lugng con lai rat it thi hdy st dung lo mai

» Tuan thil cdc quy dinh vé xir 1y chit thai clia cong dong dia
phuong noi ban sinh song hodc tai mét co s& nhat dinh khi
xu ly dung dich thai.



Két qua thir nghiém

Néu két qua thir nghiém khéng ndm trong pham vi cho phép
ctia dung dich kiém chuan voi nong dé nhét dinh duge in
trén nhin gén vao hop déu thur, hay thuc hién thir nghiém lai
bing diu thir mdi. Khi tién hanh thir nghiém lai thi hay nho

giot dung dich kiém chudn méi.

Néu thir nghiém lai vin bao "FAILED" (KHONG THANH

CONG) thi c6 thé 1a do céc nguyén nhan liét ké dudi day.

Nguyén nhin

Bién phap khic phuc

Khéng tién hanh thir
nghiém dung céch

Tién hanh thir nghiém theo
huéng dan st dung san
phim, huéng din st dung
Méay do duong huyét
MEDISAFE FIT va huéng
din str dung dau thir duong
huyét MEDISAFE FIT

Dung dich kiém chuép da
hét han hodac dd ma& nép lo
qua 3 thang

St dung lo dung dich kiém
chuan méi

Cé vén dé trong ,viéc bao
quéan dung dich kiém chuan

Str dung dung dich kiém
chudn méi. Bao quan dung
dich dung cach theo chi
dan trong tai liéu nay.

C6 vin d& vé diu thu
dudng huyét MEDISAFE
FIT hoic May do dudng
huyét MEDISAFE FIT

Tham khao phédn xir ly su
¢d. Néu khong thé xir ly su
cb vé May do duong huyét
MEDISAFE FIT, vui long
lién he TERUMO.
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@S{r dung trong vong 3 thang sau khi mé nip
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MEDISAFE FIT° Control Solution

For MEDISAFE FIT Brand Blood Glucose Meters for self-testing

2013-07

Instructions for use
| Precautions on use | | How to Use |

« Do not swallow MEDISAFE FIT Control Solution (hereinafter called When using a new bottle of Control Solution, write the opening date
“the product” or “this product”) or apply it on the eyes. on the bottle label. The expiration date is 3 months after opening.

« If the product has been in contact with your eyes or mouth, Before use, confirm that 3 months have not passed since opening or
immediately wash off the product with water. If you feel anything that the expiration date printed on the bottle label has not passed.
abnormal, consult a physician. Perform tests at 20-30°C.

« I the product has been in contact with your hands or clothes, wash
well with water.

« Keep away from children.

« Avoid direct sunlight.

« Store the product at 1-30°C. If the product is stored in a refrigerator
or the like, let it acclimate to room temperature (20-30°C) before
using it.

+ Do not freeze the product.

« If the product has been kept sealed, the expiration date is 1 year
after the manufacturing date. When the expiration date printed on
the box and bottle label has passed, do not use the product even if
it has been kept sealed.

- Write the opening date on the bottle label. Use the product within
3 months after opening. However, if the expiration date printed on
the box and bottle label is earlier than 3 months after the opening
date, use the product by the expiration date.

« This product is for use with the MEDISAFE FIT Brand Blood Glucose
Meters and MEDISAFE FIT Blood Glucose Test TIP.

« When used in high altitude areas (e.g., in mountainous areas),
there may be some differences in the test results.

1. Set the Meter to Control Solution testing mode.

2. Peel off the film-seal of the TIP case completely, and attach the
Test TIP firmly on the Meter. Then, pull the case off straight.
Check the Meter is ready to test.

3. Put one drop of the Control Solution on a film-seal (the silver
side). The volume of a drop may be about 5-6mm in diameter.
When the leading edge of the Test TIP is applied to the droplet,
the Control Solution is drawn up and the countdown starts
immediately. After the countdown starts, immediately move the
Test TIP away from the droplet and put the Meter aside gently.

4. After the countdown, the test result with time, confirm that the
result is within the acceptable range for the Control Solution with
a given concentration printed on the sticker label on the Test TIP
box.

5. When discarding the Test TIP, cover it with an empty TIP case,
while the Test TIP is still attached to the Meter. Slide forward the
eject lever and push off the used Test TIP into the TIP case.

6. If the result is not within the acceptable range, repeat the step
from 1to 5 with a new Test TIP to perform a re-test.

7. If testing is to be performed using the Control Solution with a
different concentration, repeat the step from 1to 5 with a new

| Summary and explanation |

Test TIP.
This product is an aqueous solution containing glucose. It is used to 8. Test result would be referred in a record.
confirm that the MEDISAFE FIT Brand Blood Glucose Meters and 9. When the testing is completed, turn the power off.
MEDISAFE FIT Blood Glucose Test TIP are functioning appropriately. 10. After using the Control Solution, wipe the bottle nozzle with

When used for the MEDISAFE FIT Brand Blood Glucose Meters, use
the product in combination with a designated blood glucose test tip
(MEDISAFE FIT Blood Glucose Test TIP).

This product is available in 3 concentration levels (L: about 40 | Other precautions |
mg/dL, M: about 120 mg/dL, H: about 300 mg/dL). Use the Control
Solution with the concentration as advised by your physician.

clean tissue paper or the like, and store it with the cap on tight.
Do not leave the bottle nozzle standing without a cap.

« Test at the timing specified in the instructions for the MEDISAFE FIT

Before the product is used, carefully read not only the instructions for Brand Blood Glucose Meters. '
this product but also the instructions of the MEDISAFE FIT Brand « Do not directly apply the Control Solution from the bottle nozzle to
Blood Glucose Meters and MEDISAFE FIT Blood Glucose Test TIP. the Test TIP nozzle.
« Start testing immediately after the Control Solution has been
| Content | dripped on the film-seal.
, « This product can be used for about 60 sessions of testing. If the
MEDISAFE FIT Control Solution «---+-eseeeseseereeseeeeneens 4 mL/bottle

remaining volume is very small, use a new hottle.
« Comply with the waste disposal rules in your local community or at
a given facility when discarding the product.

Concentration (L, M, H) is printed on the box and bottle label.

| Composition

This product is an aqueous solution containing glucose and sodium
carboxymethylcellulose.

| Test Results

If the result is not within the acceptable range for the Control
Solution with a given concentration printed on the sticker label on
the Test TIP box, perform the test again with a new Test TIP. For the
re-test, drip the new Control Solution.

If the re-test also give the indication “FAILED”, it may be due to the

causes listed below.

Cause Countermeasure
Perform testing in accordance with
) the instructions for this product,
Testing was not correctly the instructions for the MEDISAFE
performed. FIT Brand Blood Glucose Meters

and the instructions for MEDISAFE
FIT Blood Glucose Test TIP.

The expiration date for the Control
Solution has passed or 3 months
have passed since opening the
bottle.

Use a new Control Solution.

There is a problem with storage of
the Control Solution.

Use a new Control Solution. Store
it correctly in compliance with
the instructions given in this
document.

There is a problem with MEDISAFE
FIT Blood Glucose Test TIP or the
MEDISAFE FIT Brand Blood Glucose
Meters.

Refer to troubleshooting. If the
problem remains unsolved of the
MEDISAFE FIT Brand Blood Glucose
Meters, contact TERUMO.

Use within 3 months from opening.
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