g Dai Dign

2026.04.15 16:
54:02+07'00'

DRAWING INFORMATION DUNG DICH NHO MAT
DWG NUMBER: _ 100002 |REV: 1 .
DWG DESC.: INSVND, 130MMX360MM, FOLDED S a n e
TO 130MM X 27MM
DWG DATE: 27/01/12
REV DESC.: REVISED TO SHOW METRIC AND & LUBRICANT EYE DROPS
IMPERIAL DIMENSIONS
HYDRATION
Huwéng dan st dung nay chiracac théng tinquan ¢ Néu udng nham, goi hé tro'y khoa,
trong v& an toan va cach st dung san phdm.Vuildng  » Khéng st dung néu dung dich bi d6i mau hoac bi
LEGEND: doc ky va gilt lai huéng dan sk dung nay d& sir dung mé duc.
E— vé sau. « Day nap sau khi str dung.
. £na. » D6ng chat lo dung dich khi khéng st dung.
I(;gED e SAN PHAM: Dng chat lo dung dich khi khang s d
Dung dich nhé mat SYSTANE™ HYDRATION * Sén pham nay cd chira mot lrong acid boric an toan
@ NO TEXT @ NOTEXT, COLOR .. khi str dung theo huémng dan trén nhan. Acid boric va
OR COATING m L, natri borat ¢ kha néng gay doc tinh sinh sén.
ALCON DWG. NO. & Dung dich nho mat SYSTANE™ HYDRATION ladung  + gy dung trwde ngdy hét han ghitrén san pham.
@ MR DATE _. <A> RESERVED EOR dich vo tring, c6 chiva: natri hyaluronate, polyethylene o+ gay khi mé nép lo [an dau tién, virt bo phan dung
BAR CODE glycol 400, propylene glycol, hydroxypropy! guar, dich con thira:
DIRECTION DETERMINED sorbitol, aminomethy| propanol, acid boric, natri borate, Sau 3thdng véi lo dung tich 3ml ﬁaM
BY COPY. dinatri edetate, natri citrate, kali chloride, natri chloride, Sau 6 thang voi b dung tich 5mlva 10ml ﬁGM

2cls

chét bao quan POLYQUAD™ (polyquaternium-1)
0.001% va nuré tinh khiét. C6 thé chira acid
hydrochloric va/ho3c natri hydroxide dé diéu chinh pH.

CAC LO'iCH LAM SANG:

Dung dich nhé mat SYSTANE™ HYDRATION béi tron
bé& mét nhan cau dé 1am gidm triéu chirng khé mét,
bao vé& mat khai kich ting do khd mét va gitip gitr mang
phim nurée mét 6n dinh. Ngoai ra, dung dich nhé mét
SYSTANE™ HYDRATION con gitp gidm tam thi tinh

trang kho mat lién quan dén viéc deo kinh p trong.
MUC BiCH SU DUNG:

Dung dich nhé mat SYSTANE™ HYDRATION duoc
sit dung dé bdi tron bé mét nhan cau va lam am lai
kinh &p trong mém (bac gom kinh 4p trong silicone
hydrogel).

DO TUYNG SU DUNG MUC TIEU:

Nguei truéng thanh (18 tudi tré 1én) c6 céc triéu
chirng khé mét, bac gom ngudi deo kinh ap trong, cé
kha n&ng hiéu va tuan theo huréng dan va chi dan st
dung (hoac co ngudi cham soc lam thay).

Dung dich nhd mat SYSTANE™ HYDRATION duoc
chi dinh dé lam gidm tam thevi rét va kich tng & nguroi
6 triéu chimg khé mat,

DAC DIEM HOAT DONG:

Dura trén tong s6 bang chiing tir céc cudc diéu tra lam
sang, 1ai liéu lam sang da xuét ban va kinh nghiém thi
trirong (giam sét hau mai), dung dich nhé mat
SYSTANE™ HYDRATION hoat dong nhu chi dinh @é
lam giam tam thovi rat va kich (eng & nguevi co trieu
chirng kho mat.

HUONG DAN SU DUNG:

o Lac ky truére khi str dung.

e Dung dich nho mat SYSTANE™ HYDRATION c6 thé
duoc sir dung theo nhu cau trong subt ca ngay dé
lam gidm céc triéu chirng cua kho mat.

o Nhé 1 hoac 2 giot vao mat bi khé tly theo nhu cau va
chép mat,

o Khideo kinh ap trdng, néu kich rng nhe, khé chiu
ho&c nhin mé xay ra, nhé 1 hoéc 2 giot vao mét bi
anh huréng va chép mat 2-3 1an.

CHONG CHI BINH (Céc Iy do khéng sir dung):

B&nh nhan man cam véi bat ky thanh phan nao cé
trong dung dich nhé mat SYSTANE™ HYDRATION
khéng nén st dung san pham nay.

Ban can phai tuan theo hudng dan cia chuyén gia
chém s6c mét va tat ¢é cc huréng dan st dung ghi trén
nhan dé str dung san pham ding cach. Néu ban thudng

Xuyén cam thay kha chiu & mat, dau mét, chay nurde mat - Khong ap dung.

qua mirc, thay ddithi luc hoéc do mét, hay ngirng sir PIEU KIEN BAO QUAN:

dung dung dich nhé mat SYSTANE™ HYDRATIONva  Bao quér'] & nhiét da tir 2°C dén 30°C.
hi y kién chuyén gia cham s6c mét do tinh trang d6 ¢6 R

thé tré nén nghiémtrong hon.

Dung dich nhd mat SYSTANE™ HYDRATION khéng
dwoc chidinh dé st dung lam sach hodc khir triing
kinh &p trong. Khong ngam hoéc khit triing kinh ap
trong bang dung dich nho mat

SYSTANE™ HYDRATION.

Nhin mé tam thoi hodc cée r6i loan vé thi gidc khéc cé
thé anh hurdmg téi kha nang lai xe hodic van hanh may
méc. Néu xuat hién nhin mé sau khi nhd dung dich,
bénh nhan phai che cho t&i khinhin 16 lai m&i duoc lai
xe hoac van hanh may mac.

THAN TRQNG:

o Chidung dé nhd mét.

b BAO Bi NIEM PHONG: Khéng st dung néu tem
niém phong hoac nap béao vé bi hu héng.

o Khéng stt dung néu bao bi hoac lo dung dich (bao b
vo trung) bi hw hdng.

o D& tranh nhiém khudn, khang cham dau éng nhd
dung dich vao bt cir bé mat nao.

Huéng dan stk dung

+ B0 quan & nhiét 4o tir 2°C dén 30°C. pud
« Tranh xa tamtay tré em.

RUI RO TON DU VA TAC DUNG KHONG MONG MUGN
Cac rdi ro ton du ¢d thé xay ra va/hodc téc dung phu
khéng mong mudn cua dung dich nhd mat
SYSTANE™ HYDRATION bao gom: phan tng di
(ng/qua man, giamthi lwc (tam théi va vinh vién), dau
mat, viém, kich (rng, nhiém khuan, 6 mét, dac tinh
toanthan va phan (rng déc tinh.

N&u ban cam thay thudng xuyén bi khd chiu & mat,
dau mét, chdy nuréc méat qua mire, thay déi thiluc
hodc d6 mat, hay ngirng st dung dung dich nhé mét
SYSTANE™ HYDRATION va héiy kién chuyén gia
cham séc mét do tinh trang d6 66 thé tré nén nghiém
trong hon.

BAO CAO U O NGHIEM TRONG:

Bat ky st ¢8 nghiém trong nao lién quan dén viéc st
dung trang thiét biy 1€ nay phai dwoc béo céo cho
Alcon Laboratories, Inc.:

Lién hé véi van phdng hodc nha phan phéi clia Alcon
tai dia phuong clia ban

Email: apac.complaint@alcon.com

Trang web: https:/fwww.alcon.com/contact-us

Céc sur ¢6 nghiém trong cling can dugc béo céo cho
co quan c6 tham quyen vé trang thiét bi y té tai nucc
s@ tai.

Dung dich nhé mat SYSTANE™ HYDRATION duoc
cung cap trong lo nhua vo khuén chira 3 ml hogc 5 ml
hoac 10 ml.

Duroc tiét triing bang kj thuét xCr Iy vé tring.
BANG CHU THICH CAC KY HIEU
Giai thich
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Than trong

Thamkhéo huéng dan st dung kém
theo hogc hwéng dan st dung dién 1

Khong st dung néu bao bi bi hu hdng
va tham khao hwéng dan stk dung.

Ngay san xuét

Co chira chét déc hai

Hé théng bao vé v tring mét Iép
Thiét biy té

]

Alcon Laboratories, Inc.
6201 South Freeway
Fort Worth, Texas 76134 My.

Dua theo EU Master Labeling Content -
CLEAR ID: TXT000863, Rev 0725

ALC-DFU Systane Hydration-V0825
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SPECIAL INSTRUCTIONS: SPECIAL INSTRUCTIONS GO HERE

VENDORS PLEASE READ BE
COATING =38 — 60 gloss units as measured by BYK-Gardner Micro-Gloss 60° glass meter or similar device.
HIGH GLOSS COATING = No less than 75 gloss unlts as measured by BYK-Gardner Micro-Gloss 60° gloss meter or similar device.
MATTE COATING = No greater than 25 gloss unlts as measured by BYK-Gardner Micro-Gloss 60° gloss meter or simllar device.



https://trungtamthuoc.com/

NSTRUCTIONS FOR USE

I This Instructions For Use (IFU) leaflet contains
important product use and safety information. Please
read carefully and keep this for future use
PRODUCT NAME:
SYSTANE™ HYDRATION Lubricant Eye Drops
DESCRIPTION:
SYSTANE™ HYDRATION Lubricant Eye Drops is a
terile solution containing sodium hyaluronate,
polyethylene glycol 400, propylene glycol, hydroxypro-
pyl guar, sorbitcl, aminomethyl propanol, boric acid,
odium borate, edetate disodium, sodium citrate,
potassium chloride, sodium chloride, POLYQUAD™
(polyquaternium-1) 0.001% preservative, and purified
ater. May contain hydrochloric acid and/or sodium
hydroxide to adjust pH.

CLINICAL BENEFITS:

SYSTANE™ HYDRATION Lubricant Eye Drops
lubricates the eye surface to provide dry eye symptom
relief, protection from further irritation due to dry eye
and helps to keep the tear film stable. Additionally,
SYSTANE™ HYDRATION Lubricant Eye Drops
provides temporary relief from dryness related to
icontact lens wear.

NTENDED PURPOSE/USE:

SYSTANE™ HYDRATION Lubricant Eye Drops is
intended to lubricate the eye surface and rewet soft
icontact lenses (including silicone hydrogel lenses).

NTENDED USERS/TARGET POPULATION:

Adults (18 years and older) experiencing dry eye
|symptoms, including contact lens wearers, who are
icapable of understanding and following the directions
and instructions for use (or have a caregiver who can
lact on their behalf).

NDICATION (Uses):
SYSTANE™ HYDRATION Lubricant Eye Drops is

indicated for the temporary relief of burning and
rritation in persons experiencing dry eye symptoms.
PERFORMANCE CHARACTERISTICS:

Based on the total body of evidence from clinical
investigations, published clinical literature and market
experience (post market surveillance),

ISYSTANE™ HYDRATION Lubricant Eye Drops perform
ias indicated for the temporary relief of burning and
rritation in persons experiencing dry eye symptoms.

DIRECTIONS:

p Shake well before using.

» SYSTANE™ HYDRATION Lubricant Eye Drops may
be used as needed throughout the day to relieve the
symptoms of dry eye.

8 Instill 1 or 2 drops in the affected eye(s) as needed
and blink.

p While wearing contact lenses, if minor irritation,
discomfort, or blurring occurs, instill 1 or 2 drops in
the affected eye(s) and blink 2 or 3 times.

CONTRAINDICATIONS (Reasons not to use):
People allergic to any ingredient in

ISYSTANE™ HYDRATION Lubricant Eye Drops should
not use this product.

WARNINGS:

t is essential that you follow your eye care professional’s
directions and all labeling instructions for proper use of
the product. If you experience persistent eye discomfort,
eye pain, excessive tearing, vision changes, or redness
of the eye, stop using SYSTANE™ HYDRATION
Lubricant Eye Drops and consult your eye care
professional as the problem could become more
|serious.

SYSTANE™ HYDRATION Lubricant Eye Drops is not
indicated for use as a cleanser or disinfectant for
icontact lenses. Do not soak or disinfect your lenses in
SYSTANE™ HYDRATION Lubricant Eye Drops.

Temporary blurred vision or other visual disturbances

may affect the ability to drive or use machines. If

blurred vision occurs after application, wait until the
ision clears before driving or using machinery.

PRECAUTIONS:

p For ocular use only.

> TAMPER EVIDENT: Do not use if security seal is

damaged or missing or tamper evident cap is

damaged.

o not use if package or bottle (sterile @

ackaging) is damaged.

300072072- 0625

Systane

LUBRICANT EYE DROPS

HYDRATION

¢ To avoid contamination, never touch the dropper tip
of the container to any surface.

o |f swallowed, get medical help.

s |f solution changes color or becomes cloudy, do not
use.

¢ Replace cap after using.

* Keep container tightly closed when not in use.

* This product contains a level of boric acid and
sodium borate that are safe when used according to
label instructions. Boric acid and sodium borate have
the potential to cause reproductive toxicity.

¢ Use before the expiration date marked onthe
product.

¢ Once the bottle is opened, discard any remaining
solution as instructed below:

For 3 mL fill size, discard remaining solution after
three months. é{w
For 5mL and 10 mL fill sizg/!discard remaining

solution after six months. FHGM e
* Store between 2°C to 30°C. z-c/r

¢ Keep out of the reach of children.

RESIDUAL RISKS AND UNDESIRABLE SIDE EFFECTS:
Possible residual risks and/or undesirable side effects
for SYSTANE™ HYDRATION Lubricant Eye Drops
include: allergic response/hypersensitivity, decreased
vision (temporary and permanent), eye pain,
inflammation, irritation, microbial infection, redness of
the eye, systemic toxicity, and toxicity response.

If you experience persistent eye discomfort, eye pain,
excessive tearing, vision changes or redness of the
eye, stop using SYSTANE™ HYDRATION Lubricant
Eye Drops and consult your eye care professional as
the problem could become more serious.

Serious Incident Reporting:
Any serious incident related to the use of this medical

device should be reported to Alcon Laboratories, Inc.:
Contact the local country office or your Alcon
distributor.

Email: apac.complaint@Alcon.com

Website: https:/Avww.alcon.com/contact-us

These serious incidents should also be reported to the
competent authority for medical devices of your country.

HOW SUPPLIED:
SYSTANE™ HYDRATION Lubricant Eye Drops is

supplied in plastic bottles containing fill size of 3 mL or
S5mLor10mL.

Sterilized using aseptic processing

techniques.
GLOSSARY TABLE FOR SYMBOLS

Symbol

Definitions

Caution

Consult instructions for use or consult
electronic instructions for use

Do not use if package is damaged
and consult instructions for use

Date of manufacture

Contains hazardous substances

Single sterile barrier system

Medical Device

é O @| =

Not applicable.

STORAGE CONDITION:
Store between 2°C to 30°C.
LEGAL MANUFACTURER:

Alcon Laboratories, Inc.
6201 South Freeway
Fort Worth, Texas 76134, USA

Based on EU Master Labeling Content -
CLEAR ID:TXT000963, Rev 0725

ALC-DFU Systane Hydration-V0825




