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Dung djch nhd mét
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Systane

ULTRA UD

LUBRICANT EYE DROPS
Khang ohia ot bdo quin

g2lg

Huény dén s dung

“Hu‘crng dn sl dung nay chia cac théng tin quanlmngveanmanva cach st dung san
phém.Vui leng doc ky va gili lai hudng din st dung ndy d8 sdi dung vé sau,

TEN SAN PHAM:
Dung dich nhé mit SYSTANE™ ULTRA UD

nhd miét SYSTANE™ ULTRA UD 1 dung dich vo tring, khéng chira chat bao quan,
6 chua: hydroxypropyl guar, palyethylene glycal 400, boric acid, propylene glycol, sorbitol,
kali chloride, natri chlorde, ammmmethy\pmpamo\ va nude tinh khid. C8thé chua acd
hydrochloric va/ho3c natri hydrox de d8 diéu chinh pH.

CACLON[CH LAM SANG:

Dung dich nha mat SYSTANE™ ULTRAUD lasn phdm khong chua chit bao qungitp boi tran
bé matnhan cdu dé [am gism triéu ching khd mit va bio vé bé matnhan cau. Ngoai ra, Dung
dich nha mat SYSTANE™ULTRA UD ¢on gidp gidm tam thei tinh trang kha midt én quan dén
vige deo kinh aptrang.

MUC BICH SUDUNG:
Dung dichnhé mat SYSTANE™ ULTRA UD dugc sl dung déboi tron bé mat nhan céu valam m
lai kinh dp trong mém (bao gdm kinh & trong silicone hydrogel).

POITUONG st‘IDums MUCTIE
Nguidr tru E t ) cd cac trigu chung kho mat, bao gém nguti deo kinh ap
6ng, 6 khi nang hidu va tuan thea hudng dan va chi dan s dung (hodic ¢6 ngudi chiam séc
1am thay).

CHIBINH:
Dung dich rhé it SYSTANE™ LLTRA UD dudte chi dink @ lam gism tam thefi rét v kich ung
& ngudi €d triéu ching kha mét,

DAC BIEM HOAT DONG:

Dua trén tong 56 bAng ching 1 e cude didu tra 1am sang, ti lidu |3m sang d3 xust ban va
kinh nghigm thi truéng (giam sat hau mai), dung dich nhe mét SYSTANE™ ULTRA UD hoat
déng nhu chi djnh @8 lam gidm tam thaf rat v kich Ung & ngudi cd tridu ching kho mat.

HUONG DAN SU DUNG:

+ Dung dichnhd At SYSTANE™ ULTRA UD ¢6 thé duge sU dung theo nhu ciu trang sut
cangdy dé1am gim cac tigu chiing cla kho mét

- ¥ian d&u 8ng dung dich don lidu, nhé 1 hode2 giot vao méat bi kha tiy thea nhu cdu va
cho"p mat.

- Khideo kinh ap trong, néu kich tng nhe, khé ehju hodc nhin méxéy ra, nhd 1 hode 2 giot
vao mat hi &nh hudng v chop mat 2-3 I4n.

- Loai bt dhg dung dich sau khi sii dung vao noi chua rac thi gia dung hodie tét han
w0 thUng chiia rac thai nhua tai ché theo hudng dan quén y rac thai d dia phuong

CHONG CHi BINH (L do khong sif dung):
Bénh nhan man cam vdi batkylhanh phén nao c6 trong dung dich nho mat SYSTANE™ ULTRA
up khéng nén st dung san phdm nay.

CANH BAO:

Ban can phé\ tuan theo hudng dén cla chuyén gia cham séc it v tit cd cac hudng dan su
dung ghi trén nhan @8 sif dung san pham ding cach, Néu ban thuting xuyén cam thiy kha
chiu @mat, dau mat, chéy nude mat quamde, i thi Iue, hodc 46 mét, hay nging st dung
dung dich nho mét SYSTANE™ ULTRA UD va hai y kién chuyén gia cham sdc mét do tinh trang
d6 cothé trd nén nghidm trong ko

Nhin e tam théi hoe caeréi loan véthi gise khac ¢ thé anh hudng tdi kha nng |4 xe hoae
van hanh may mac, Néu xudt hién nhin md sau khi nha dung dich, bénh nhan phéi cha chotdi
khi i 8 L mdi ducre 18 xe hodce van hianh méy mdc.

THANTRONG:

- Chi dung dé nho mét

- BAO B NIEM PHONG: Khdng sudung néu bao bi hode cac dng dung dich don liéu (dong
g0i votrlng) bihu héng hage vé tinh bi md ra trudc khi st dung. Sgn phém ¢é théh
fhigm khuan va dan dén nhidm trling mét nghiém ton g,

- Bétranh nhigm khudn, khang cham d4u ng nhd dung dich vao béft ol bé mit néo.

+ Détrant nhidm khun, vit bo phan dung dich tha sau khi st dung. Khéng gitllai dung
dichtrong ong da bi munép Khng téi s dung. ®

- MBi éng don liéu dude déng gm cho mot ldn st dung duy nhét. S dung lai 6ng don
lidu nay:mhelamg nguy eof nhidm khudn mit

- Néu uang nham, gol hé trg y khoa

- Khéng s dung néu dung dich bi 88 mau hoae bj ma due.

- Shn phim nay ¢é chiia mot \udng acid boric antodn khi st dung theo hudng dan trén
nhan. Acid boric ¢d khd nang gay doe tinh sinh sin,

- SU dung trude ngay hét han ghi trén san phim. g

+ BZo qudn & nhidt d3 1 15°C dén 30°C, JW"J

» Tranh xatimtaytréem

3125

ROIROTON DU VA TAC DUNG KHONG MONG MUGN:

Cac rli ro t8n du cd thé xdy ra vivhodc tac dung phukhang mong mudn clia dung dich nhé
mat SYSTANE™ ULTRA UD bao gém: phén dng di Ung/qua min, giam thi luc(tam théi vavinh
vign], dau mét, kich Ung, nhiém khudn, d6 mét, ddc tinh toan than vi phén dng ddc tinh,

Néu ban cam thily thutng xuyén bi kho chiu & mat, dau mit, chiy nude m atqua mu thay asi
thi luc, hode 86 mét, hiy ngng s dung dung dichnhd it SYSTANE™ ULTRA UD wa hdi y kién
chuyen gia cham sac mét do tnhtrang 66 ¢d thEtrdnén nghiém trong han.

BAO CAOSY €O NGHIEM TRONG:
Bit ky su ¢& nghiém trong nao lidn quan d8n vide st dung Thiét bj y 18 nay phii duge bao cio
cho Alcon Laborataries, Inc.

Lién hé véi van phong hode nha phin phéi elia Alcon tai dja phuong eta ban

Email:

Tai Vigt Nam: gpac complaint@al con.com

Trang web: https./Awwwalcon.com/contactus

Cac su ¢& nghiém trang ciing cén dugc bio cdo cho o quan ¢é thim quyén vEthidtbi v 8 tal
dia phudng.

h nho mét SYSTANE™ ULTRA UD duge cung cdptrong cdc éng nhya vd khudn stidung
mot [§n chida 07 ml. Quy edeh dong géi:Hap 306ng x 0,7 ml hode Hap 5 éng x0,7 mil

Bugctiét triing bing k§ thudt s § v3 triing,
BANG CHO THICH CACKY HIEU
Gidithich

Ki higu

Thén trong

Tham kho hudng dan st dung kém theo hose
hudng dan sd dung dién 1

Khang st dung néu bao bi hode dng dung dich s&
dung mat 1&n bj hu hang va tham khdo hudng dan sd
dung,

Ngay sén xudt

(5 chia chét doc hal

Héthéng bio vévo tring don

Thiét bjyt&

Bz @ B [

BAO HANH;
Khéng ap dung.

DIEU KIEN BAO QUAN;
Bio quan & nhigt d6 t 15°C dén 30°C.
CHU SGHOU SAN PHAM:

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

Dua theo EU Master Labeling Content - CLEAR ID: TXTO00678, Rev 0525,
ALC-DFU Systane Ultra UD-V0525
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COLORS:
Process Black

COATING = 38 — 60 gloss units as measured by BYK-Gardner Micro-Gloss 60° gloss meter or similar device.
HIGH GLOSS COATING = No less than 75 gloss units as measured by BYK-Gardner Micro-Gloss 66° gloss meter or similar device.
MATTE COATING = No greater than 25 glass units as measurad by BYK-Gardner Micro-Gless 60° gloss meter or similar device.
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LUBRICANT EYE DROPS

Presenvative-Free

INSTRUCTIONS FOR USE

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™ ULTRA UD Lubricant Eye Drops

DESCRIPTION:

SYSTANE™ ULTRA UD Lubricant Eye Drops is a sterile, preservative-free solution containing
hydroxypropyl guar, polyethylene glycal 400, borie acid, propylene glycal, sorbitol, potassium
chloride, sodium chloride, aminomethylpropancl, and purified water, May contain
hydrachlone acid and/or sodium hydroxide to adjust pH

CLINICAL BENEFITS:

SYSTANE™ ULTRA UD Lubwricant Bye Drops is a preservative-free fomulation which lubricates
the eye surface to provide dry eye symptom relief and eye surface protection. Additionally,
SYSTANE™ ULTRA UD Lubricant Eye Drops provides temporary relief from dryness related to
contact lens wear.

INTENDED PURPOSE/USE:
SYSTANE™ LLTRA UD Lubricant Eye Drops is intended to |ubricate the eye surface and rewet
soft contact lenses {including silicone hydragel lenses)

INTENDED USERS/ TARGET POPULATION:

Adults (18 years and older) experiencing dry eye symptams, including contact lens wearers,
who are capable of understanding and following the directions and instructions for use (or
havea caregiver who can act on their behalf).

INDICATION [Uses):
SYSTANE™ ULTRA UD Lubricant Eye Drops is indicated for the temporary relief of burning and
irritation in persons experiencing dry eye symptoms,

PERFORMANCE CHARACTERISTICS:

Based on the total body of evidence from clinical investigations, published dlinical literature
and market experience (post market surveillance), SYSTANE™ ULTRA UD Lubwricant Eye Drops
perform as indicated forthe temporary relief of burning and irritation in persans experiencing
dry eye symptoms,

DIRECTIONS:

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

« Twist off thetop of the single dose vial, instill 1 or 2drops in the affected eye(s) as needed
and blink,

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

- Discard thevial after use into household waste or preferable into a plastic recyeling bin,
according to local waste management guidance.

CONTRAINDI CATIONS {Reasons not to use):
Peaple allergic to any ingredient in SYSTANE™ ULTRA UD Lubricant Eye Drops should not use
this product.

WARNINGS:

Itis essential that you foll ow your eye care professional’s directions and all labeling instructions
for proper use of the produet. If you experience persistent eye discomfort, eye pain, excessive
tearing, vision changes, or redness of the eye, stop using SYSTANE™ ULTRA UD Lubricant Eye
Drops and eansult your eye care professional as the problem could beeome more serious.

Temporary blurred vision or other visual disturbances may affect the ability to drive or use
miachines. If blurred wision occurs after application, wait until the vision clears before driving or
using machinery,

PRECAUTIONS:

+ Forocularuse only

- TAMPER EVIDENT: Do not use if package or unit dose vials (sterile packaging) are damaged
or unintentionally opened before use Product can be contaminated and lead to a serious
eye infection.

» Toavoid contamination, never touch the dropper tip of the vial to any surface.

- To avoid contamination, discard remaining contents after use, Do not save solution i an
openedvial Do not re-use, ®

Alcon

+ Each unit dose vial is packaged for one-time use only. Reuse of this unit dose device can
inerease the risk of eye infection.

+ If swallowed, get medical help,

- If solution ehanges color or becomes dloudy, do not use

+ Thisproduct contains a level of boric acid that is safe when used according to label
instructions. Boric acid has a potential to cause reproductive tox city.

- Use before the expiration date marked on the product, g

+ Store between 15°C 1o 30°C,

+ Keepout of the reach of childre

RESIDUAL RISKS AND UNDESIRABLE ADVERSE EFFECTS:

Possibile residual risks and/or undesirable side effects for SYSTANE™ ULTRA UD Lubricant Eye
Drops include: allergic response/hypersensitivity, decreased vision (temporary and
permanent), eye pain, inftation, micrabial infection, redness of the eye, systemic toxicity, and
|®<\(\|y response.

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

Serious Incident Reporting:
Any serious incident related ta the use of this medical device should be reported to Alcon
Laboratories, Inc.:

Contact the local country office oryour Alcon distributar.
Email:

I Vietnam: apac. complaint@Ale on.com

Website: https/Awww.al con.com/contact-us

These serious incidents should also be reported 1o the competent authority for medical
devicesof your country,

HOW SUPPLIED:
SYSTANE™ ULTRA UD Lubricant Eye Drops is supplied in sterile single-use plastic vials
containing 0.7 mL. Pack size: Box of 30wials x 0.7ml or Box of 5 vials x 0.7ml

Sterllized using aseptic processing techniques.
GLOSSARY TABLE FOR SYMBOLS
Definitions

Symbol

Caution
Consult instructions for use or consult electronic
instructions for use

Do not use if package or unit dose vialis damaged and
consult instructions foruse

Date of manufacture

Contains hazardous substances
Single sterile barrier systern
Medical Device

B @ | B [

WARRANTY:
Nat applicable.

STORAGE CONDITION:
Stare between 15°C 0 30°C,

LEGAL MANUFACTURER:

Manufacturer
Aleon Laboratories, Inc.
6201 South Freeway
FartWorth, Texas 76134, USA
Based on EU Master Labeling Content- CLEAR ID: TXTOO0678, Rev 0525,
ALC-DFU Systane Ultra UD-V0525
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