Wearing soft or hard contact lenses can be more comfortable by.using OPSIONTM HAas
itdoes not form crusts or residue. . 4

Deposrts inthe corneais notformed after rnstrllatron ofthese eyedrops. -

4, 2 Pharmacokmetlc Properlres. 0. 1% sodrum hyaluronate eye drops reach therr
target directly by topical application and have primarily a physical effect: (wetting of the
surface). The substance does not become systemically available and are not
metabolrsed inthe human body. Itis washed out of the eye afterawhile.

4. 3 Preclmical Safety Data: There is no data known about any toxic effect of sodium
hyaluronate because: sodium. hyaluronate is a naturally: physiologic substance
occurring in the eye but also in other parts of the body, the substance is very well
toleratedin general e ; RS : :

5. PHARMACEUTICAL PARTICULARS - .
5.1 Incompatibilities: None known :

5.2 Shelf Life: Refer to Pack. Refer the outer carton for the date of exprry The date of
expiry is the last day of the month. - :

Use the solution within one month after opening the container ? .
5.3 Speclal Precautlons for Storage: Store ina cool place. Protect from light.

5.4 Nalure and Contents of Container: OPSION™ HA Eye Drops are supplied in10mL
(Physrcran s sample) 5mLand10mL (Sales Pack) plastrc container.

5. 5 lnstructrons for Use and Handlmg WARNING r) if rrrrtatron persrsts orincreases,
discontinue the use and consult physician.

(i) Do not touch the.nozzle tip or any other drspensrng tip to any surface srnce thIS may
contaminate solution. t.

Marketed by-: . s R
ALLERGANINDIAPRIVATE LIMITED : : S

Manufactured in Indra by: -

Piramal Enterprises Limited

PlotNo. 67-70, Sector-1, Prthampur-454775 Dist. Dhar
Madhya Pradesh

Alltrademarks-arethe property oftherr respectrve owners -
© 201 6Allergan All rrghts reserve.
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Turn it up side down.
Squeeze the walls of the
bottle:gently to deliver
sterile.drop into the. eye.

Turn inner:cap left (anti:
clocks -wise) and it is ready
for'use

Twist Off the‘outer cap to Pll and remove the'
break the seal. . | outercap.. “:

Fig.5 Fig.6 -

(a) l (b)

Replace the inner (a) & outer
(b) cap. Tighten it firmly and
keep the bottle closed for
subsequent use. - i B . o ‘. IR

. Do not touch the nozzle.. | Do not rinse the nozzle. ) Do not expose to"‘SunJlgnt.

State of the art technology -A33/g
From Allergan India Private Limited . i : P e -

For the use only of Hegrstered Medlcal Practltroners ora Hosprtal or a Laboratory '

SODIUM HYALURONATE 01%EYE DROP

‘OPSION HA

Eye Drop o sAllergan.

1. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each ml contains; ‘

Sodium Hyaluronate Ph. Eur 1mg "
Stabilized Oxy-Chloro Complex (Purrte) -0.1mg
Purified WateriP - , - q.s"."‘ ]

Excipients: Erythritol, Boric acid, Glycerin, Sodium carboxymethyl cellulose, Calcium
chloride dihydrate, Magnesium chloride hexahydrate, Potassrum chlorlde Sodrum
borate Sodium crtrate drhydrate Sodium hydroxrde pellets ‘

Sodium hyaluronate is a white or almost white, very hygroscoprc powder or a frbrous
aggregate, sparingly soluble to soluble in water, practrcally msoluble rn acetone and rn
ethanol.



ﬁStr'uctUral formula of sodium hyaluronate

Molecular formula: (C,H;,NNaO,) n .

“Hyaluronic f';a"&:i_lt_j\,”:aggiycosﬂaminog!yca_n_s, is a highly.viscous-and elastic. biopolymer
occurring in many-conniective tissties throughout the body, including both the agqueous
;and_the"'vitréous “humor. Hyaluronic acid is a high molecular weight, unbranched

‘polysaccharide formed by a linear chain. It comprises repealing disaccharide units of

! glucuroqic acidand N-ggetyl,—_D-glucosamine.

2. PHARMACEUTICAL FORM
.Eyedrops solution A

7

3.CLINICAL PARTICULARS : et e
3.1 “Therapeutic Indicatioris: OPSION™ HA eye drops are used for treatmentofdry
eyes and burning sensations due to environmental conditions . ... SO

3.2 Dose_and Method of Administration: Normally:ofie-drop of 'OPSION™ HA'is
applied three times a day into each eye. If necessary itcan alffo be used more frequently
and as often as required. However, amore frequent application (i.e. more than 10 times
per “day)of OPSION™HA should:be’déne under the' supervision of an’Opthialmologist.
OPSION™ HA can be used while wearing contact lenses. Wearing soft or hard contact
lenses can be more comfortable by using OPS]ONW HA as it does not form crusts or

residués.OPSION™HA ié suitable for long-term freatment " ~* . - ©

Method of administration: For ocular use -

Use in the Elderly: Dosage recommendations and indicati )
notbeen established AT

Usgin Pa_ti'éntsvi(ith Renal Impairment: Not appliicable. .

Use'in Patients with Hepatic Impairment: Notapplicable ™

Use in Children: Dosage recormendatiofis and indications for
not been established

Pregnancy and Lactation: OPSIONTM HA can b
lactation as there is no pharmacological effect

: ‘Ability to Drive and Use Machings: OPSION™
blurred vision for a short time after application gven at n
use. This can subsequently impaif reaction time while driving or oper

:Eﬂeéis

tr of the ingredients. In the event o

33Contramdlcatlons Hypersensnwlty to any, of the ingrec
‘pérsisting ey iiritation discontinue use and consultyour doctor

3:4 Special Warnings and Special Precautions for Use: Do not touch the nozzle and
do notallowthe nozzle tip totouch the eye duringuse. "= ST T

OPSION™ HA should hot be uséd atthe same time-as other ophthaimic drugsi:if any:
other eye drops have to be used there should be an adequate gap before applying
OPSION™HA - Eye- cintments:'should, however: aiways beadministered aftef’ thé
applicationof OPSION™HA: = .. = DF D S EERTRES S

o v e

3.5 Interaction with'Other Medicinal Products and Other Forms.of Interaction: As
OPSION™HA reaches its target directly by topical application and has primarily a
physical- effect (wetting of the-surface) and rio’ systemic: effeét;; né-drug interactions
other"th’e'in%the'physical‘inte‘r’actién‘oftopical|y*app|ied.eye?di"ops areéknown . o
3.6 Undesirable Effects: OPSION™ HAis generally well tolerated even when used over
along period of time. Safety data does not provide any evidence that would represent
an unacceptable hazard to its use in humans. Intare cases hypersensitivé reactions like
burning, itching, tearing has been reported whichi ‘recedes’:immediately: on
discontinuation

orian B Seos - e 3 et e i

3.7 Overdose: Overdosage is unlikely to occur with this topical preparation

4. PHARMACOLOGICALPROPERTIES  © & oo R o
4.1 Pharmacodynamic Properties: Dry eye patients present with instability of the
pre-corneal tear filin which breaks: up-much ‘earlier:than normal.: The' instability-of the
pre-corneal tear film leads to dry eye symptoms such as the sensation of sand in the

@ye, recurrentblurred vision; itching and the sensation ofdryness? 1 s frns

STASD SRS : PRI ESORESTAEE

The main objective of dry eye treatment is to increase the pre-corneal tear film stability; .

Hyaluronic acid (HA) as-atear substitute behaves like-a pséudoplasticfluid. Thismieans
that at very low shear the solution has a very high viscosity‘and relatively low elasticity,
and at higherisheat.the.solution is éxtremely-elastic. These viscoélasti€properties are
important to lubricate. In addition, the water binding capacity of HA keepsithe eye's
surface wet. HA solution forms a lubricating moisture film on the surface of the eye that
is not easily rinsed off. The macromolecule sodium hyaluronate has bioadhesive and
mucomimetic properties when applied to the eyé becauseof, intéractions with-the' pre-
corneal mucin layer. By this, the solution spreads out very well and forms a regular,
stable and long-lasting tear film. It however does not cause blufred vision and itprotects
the eyes from dryness and irritation for a long time. 1 OPSION™ HA " sodium
hyaluronate acts in a physico-chemical :manner-without: pharmacoelogical -action by
lubricating the ocular surface. HA binds to many extracellular matrix :molecules;
specifically to cell bodies through cellsurface receptorslike CD44. Expression’of CD44
is increased in patients with moderate dry eye and superficial keratitis. HA‘mighthave a
direct role in control of ocular surface inflammation in dry eye patients because it is
associated with a decreased expression of CD44 in patients with moderate eye and
superficial keratitis. 3
The duration of contact with the ocular surface (the so-called residence time) is
important for the efficacy of artificial tears.



