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Ilu!nu Sum 5 mg/nl
| Glycenn 9 mg/mL

DIRECTIONS FOR USE:

Make sure confainer

Advanced dual action formula that is intact betore use.
lubricates and hydrates dry eyes To open:

COMPLETELY TWIST
DFF TAB, then pull
to remave,

Instil 1 or 2 drops
in the attected
eye(s) as needed
and discard unused
contents,

;‘ I

Sterile Single-Use Containers

Many things can make your eyes feel dry, gritty, or uncomfortable:

air conditiening, heating, computer use, reading, some medication,
wind or a reduction of tears your body produces - tears that help
lubricate and nourish your eyes.

OPTIVE™ LD Lubricant Eye Drops advances dry eye relief by
providing a unique dual-action formula that works two ways. It
mossturises the surface of your eye by restoring natural osmotic
balance while also hydrating and prolecting the areas where
dry-eye starts, giving your eyes long-lasting moisturising
proteetion,

OFTIVE™ UD Lubrican Eye Drops eflectively relieves Dry Eye
symptoins thal may occur follawing LASIK surgery,

OPTIVE™ UD Lubricanl Eye Drops came in preservative-free
single-use vials and are sale to use as oflen as needed, so your
eyes can feel gond - anytime, anywhere.

- ALLERGAN

M clurer:

Allerpy armaceulicals Ireland

Castlebar Road

Westport, Co Mayo 2014 Allergan, Inc
freband * and "™ marks owned by Allergan, inc

OPTIVE™ UD
Carboxymettyicslluicse natn 0,5 % (5 mg/ mL); Glycerin 0,9 % {9 mg/f mL)
Dung djch lim tran

H&p 30 &g x 0,4 mL.

58 dang ky: XC-X0000-300

Chi dinh, ehng chi dink, lidu alng, céan dung, thidn trong v cic théng tin
khéc xin doc trong tf fardng din s dung 18m then.

S& 18 8, NSX, HD: xam “Lot”, "My~ "8 " triin bao bi.

B0 S A=l & am WP

ﬁng thuéic chi Soime diing mgt fan,

84 x3 tam tzy re em.

Box k§ hudng din = dyng trunée ichi ding.

S4n xudt bdn: Allergan Pharmaceuticals Treland, Castebar Road, Westpart,
Courtty Mayo, Ireland .

Nha nhdp khiu: VIMEDEMEX BINH DUONG, s6 18 L1-2 VSIP |1, duding <5 3,
KCN Vidt Nam- Singapare 2, Tha D3u M§t, tinh Binh Duong.
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Each mL conltains:
0.5% Carboxymethylcellutase sodium,
08% glycerin, levocarnitine and erythnlol,

INDICATYONS; For use as ocular fubricant in dry
eye May also be used as an ccular lubricant to
relieve dryness and discomfort following ocufar
Surgery.

DPTIVE™ UD 1s compatble for use with all
contact lenses

CAUTION: For eafernal use only To aupid
condamination, do not louch tip of container 1o
any surface, {f you experience eye pain, vision
change, continued redness, eye irmtation, or it
the conditicn warsens o persists for more than
T2 hours, discantinue use and consult a doctor.
it selution changes colour or becomes cloldy,
do not use,

NOTE: Stare below 30°C
Keep out of reach of children

FSannn ratin carton for NAum nolmencs,
Sce insteuctions for use mside
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* ARTWDRK IS ACTUAL SIZE
* DROP TEMPLATE AND NOTES BEFORE PROCESSING
* PMS colours must convert to CMYK before processing except PMS 072

Part Number: 93416VD_CTN_01
Drawing Number: 0249201

Barcode (EAN 13): | 4897000501363
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* ARTWORK IS ACTUAL SIZE
* DROP TEMPLATE AND NOTES BEFORE PROCESSING
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T& hwéng din si dung
i. Tén sin phim
OPTIVE™ UD
2. Thanh phiin va him lwgng
Hoat chdt: Carboxymethylcellulose natri 0,5 % (S mg/ mL); Glycerin 0,9 % (9 mg/ mL).

Td dwge: L-carnitine, erythritol. acid boric, natri borate decahydrat, natri citrat dihydrat, kali
chlorid, calci chloride dihydrat, magnesi chlorid hexahydrat, nude tinh khiét,

3. Mo ta

Dung dich lam tron mit, v6 khudn, khéng chita chét bio quan, ding mat lan.
4. Cic dic tinh dwge lie, drge dgng

Khong cé nghién ciru 1Jdm sang vé duge ly duge thue hién vai OPTIVE™ UD.

4.1  Dupc luc hoc

Carboxymethylcellulose natri v glycerin ¢6 téc dyng lam trom va lam dm bé raat k&% it Hm
giam cam gidc ndng, khd va kich (g mét gy ra do tidp xGc véi gio, anh néng, nhiéy, khéfig khi
kho, hodc do sir dung kinh ap trong.

MGt nghién etu da trung tim, mit dbi, c6 nhom song song da duge tién hanh trong 3 thang vdi
228 dbi tuong duve chon ngu nhién sau phiu thuat khac xa LASIK si dung OPTIVE™ UD
hodc Refresh Plus® (Cellufresh®) thudce tra mét bdi tron don lidu. Phép phin tich chi yéu cia
nghién ciru nay 1a so sanh diém trung binh chi s6 bénh bé& mat nhan cdu (OSDI) coa hai nhém
didu tri vao ngay 90. Can ot trén khoang tin ciy 95%, OPTIVE™ UD di dugc chirng minh
tuong duong voi Refresh Plus® (Cellufresh®). Viée so sanh gitra cac nhém didu tri & cée nghién
cliu hd trg khie da chimg minh phat hién nay. C6 su khdc biét c6 v nghia théng ké (p = 0,039)
trong nhudm mau gidc mac gifta hai nhdm & ngay 14 thién vé OPTIVE™ UD. Béan tham da §
kién cua cic dbi trong da chimg minh ring OPTIVE™ UD pha hop véi phén 16m bénh nhan sau
phé"'.u thufit LASIK, va tuong tu nhur Refresh Plus® (Cellufresh®). Tac dung ngoai ¥ ¢6 ty 18
tuong tur gilta cdc nhém va déc trung & bénh nhan sau phiu thuit LASIK. TV 1 hoan thign cao
va ty 1& phan (mg bét lgi thip cho thdy sir an toan cia OPTIVE™ UD trong sir dung 14m sang
sau LASIK.

Thém mét nghién ctru da trung tim, md do6i, ngAu nhién, hai nhanh, ¢6 nhém song song dé so
sanh hidu qua, an toan va kha ning dung nap cua thude tra mit OPTIVE™ UD vi Refresh
Plus® (Cellufresh®) thude tra mét bai tron don lidu trong mat thang dwoce tidn hanh & cde ddi
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trong (N = 316) ¢6 cic triéu chimg khé mit nhe, trung binh hodc ning. Cac két qua nghién ciru
cho thdy ring OPTIVE™ UD cai thign cac ddu hiéu va tridu chimg khé mat trong thoi gian ba
muoi ngay didu tri & cic ddi twong co tridu chimg khd mét tir nhe dén nang. Nhin chung,
OPTIVE™ UD cho céc két qua lam sang tuong tu véi san phim so sanh Refresh Plus
(Cellufresh®), va di cho thdy an toan va dung nap dé sir dung trong phin lén cic ddi tugng
nghién ctru.

4.2  Dwgc djng hoc

Khéng c6 nghién ciu duge dong hoc nao duge thue hién.

5 Chi dinh

OPTIVE™ UD duge chi dinh dé sir dung nhue mdt chét boi tron khi bi khé mé{@goéi ra,
OPTIVE™ UJD c6 thé dugce str dung dé 1am giam tinh trang kho va khé chiu sau ph u it
{vi du: LASIK).

6 Liéu ding

Thudc tra mit

Tra | hodc 2 giot vao mit bénh khi cén.

Néu str dung trong chim séc hau phau (vi du: LASIK), xin theo hudng din cua béc si.

7 Cach diung

San pham duoc sir dung nhu chit boi tron mét khi bi kho mit.

8 Chéng chi dinh

Khong diing néu di (g vai thudc nay hogc véi bat ky thanh phin nao ctia thue.

9 Canh bido va thin trong

Chi diing ngoai.

D& tranh nhiém bén, khong dé ddu dng thube cham vao bat cir bé mat nao, va trénh tiép xuc trye
tiép voi mét.

Viit bé dung dich con thira trong 6ng thude sau khi sir dung.

Khong sir dung néu dng thude bi hu hong.
Khong ding néu dung dich bi d6i mau hodc tré nén duc.

Dé thudc xa tAm tay cua tré em.
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Khéng diing qua han sir dung da ghi trén san phim.

Ngirng sir dung OPTIVE™ UD va hoi y kién béc st néu mét b dau, thay déi thi luyc, mét tiép tuc
bi d6 hodc bi kich (mg, hodc néu tinh trang mét xdu hon hay kéo dai qua 72 gid.

Doc ky hwing din sir dung truwde khi dung. Néu cin thém thong tin, Xin héi y Kién béc si.

OPTIVE™ UD c¢6 thé giy ra m& mét tam thoi hodc rdi loan thi giac sau khi st dung. Do d6
khong l4i xe hodc van hanh may mée cho dén khi thi lue tré lai binh thudmg.

10 Tuwong tic voi cae thude khac

Cic thudc tra mit diing ddng thai nén diing céch 1an tra OPTIVE™ UD it nhét 5 phur&hy’nhf'
thude bi riva troi.

11 Co thai va cho con bu

Chua c6 dir liéu vé viée ding OPTIVE™ UD trong khi ¢6 thai va cho con bl & ngudi. Tuy -
nhién, cic nghién clu trén dong vit khong cho thdy tac dong c6 hai nao khi ding _:
carboxymethylcellulose khi mang thai. Céc nghién ctru trén dong vét khang cho thay tic dong -
gay quai thai khi ding glycerin.

OPTIVE™ UD chura dugc nghién ciru & phu nir cho con bi. Tuy nhién, OPTIVE™ UD khong
hép thu toan than, do dé, khong duogce bai tiét qua sira me.

-

12 Tiac dung phy

Tén sudit xuft hién ciia cdc phan (mg phy trong thir nghiém 14m sang & 271 bénh nhan diéu trj véi
OPTIVE™ UD dugc thé hign nhu sau. Tén suft duge quy wde: rit phd bién (> 1/10); phd bién
(217100, <1/10); khong phd bién (=1/1.000, <1/100); hiém gap (=1/10.000, <I/1.000); rat hiém
gap (<1/10.000).

Réi logn mar: OPTIVE™ UD (N=271)
Phd bién: viém gidc mac dbém, khé chiu & mét, rdi loan thj gidc, nhin mé.
Kinh nghiém hiu mii véi OPTIVE™ UD

Céc tac dung khdng mong mudn sau day d duoc ghi nhdn trong sudt qua trinh st dung khi luu
hanh trén thj trudng véi OPTIVE™ UD trong thuce hanh [am sang. Vi céc tac dung nay dugce tu
nguyén bdo cdo tir nhém ngudi ¢6 quy md khong chic chan, nén viée uéc tinh tin suét ciia
nhitng phan img ndy khong phai ltc néo ciing 6 thé tin ciy duge.
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OPTIVE™ UD (Ong thude chi dwoe ding médt En)

Roi logn mar: xbn mit, xung huyét mét
Ngo doc va bién chirng phite tap: ton thuong bé mat ciia mét

Thiing bdo cho bic si nhitng tic dung khdng mong mudn giip phai khi sir dung thube,

13 Qua lidu va dibu tri

Carboxymethylcellulose natri tro v& mit dugc 1Y va khdng hép thu toan than, nhifm doc co thé
tir qué liéu ding tai chd khéng xay ra khi sir dung OPTIVE™ UD. Khéng ¢6 khi nang xay ra tac
dung phu gay doc khi ding qua lidu dudmg (oan thén,

Glycerin 13 phén tr nho duge tim thdy trong co thé nhu 13 hop chit chuyén héa tw nhf _" Nhigm
de co thé tir qua lidu ding tai chd khéng xay ra khi sir dung OPTIVE™ UD. Khahg/e6 kha
néng x4y ra tac dung phu gy dic khi dung qua liéu dudng toan thin.

14 Bio quan

Bdo quan & nhidt 4o dudi 30°C.

Han diing: 18 thing ké tir ngay san xuft.
Pé thude xa thm tay coa tré em

Khéng ding thube qui han sir dung d3 ghi trén bao bi

15 Quy céich déng goi
Hop 30 dng x 0,4 mL.. Ong thube chi duge ding mét 1an

16  Nhasin xuit:
Allergan Pharmaceuticals [reland, Castlebar Road, Westport, County Mayo, Ireland

T :
17 Ngay xem xét lai ndi (.lfrn;tg)' huﬁ'ngdﬁn sir dl_lﬂg%"/'
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