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Public Assessment Report for a
Medicinal Product for Human Use

Scientific Discussion

Dexamethasone Phosphate Tmg/ml (as sodium phosphate) Eye Drops Solution in a single dose container
DEXAMETHASONE PHOSPHATE
PA1339/052/001

The Public Assessment Report reflects the scientific conclusion reached by the Health Products Regulatory Authority (HPRA) at
the end of the evaluation process and provides a summary of the grounds for approval of a marketing authorisation for a
specific medicinal product for human use. It is made available by the HPRA for information to the public, after deletion of
commercially sensitive information. The legal basis for its creation and availability is contained in Article 21 of Directive
2001/83/EC, as amended. It is a concise document which highlights the main parts of the documentation submitted by the
applicant and the scientific evaluation carried out by the HPRA leading to the approval of the medicinal product for marketing
in Ireland.

02 March 2022 CRNOOCTMG Page 1 of 13



Health Products Regulatory Authority

CONTENTS

L. INTRODUCTION

[l.  QUALITY ASPECTS

. NON-CLINICAL ASPECTS

IV.  CLINICAL ASPECTS

V. OVERALL CONCLUSION AND BENEFIT-RISK ASSESSMENT
VI. REVISION DATE

[l. UPDATE

02 March 2022 CRNOOCTMG Page 2 of 13



Health Products Regulatory Authority

I. INTRODUCTION

This product was initially authorised under procedure number UK/H/5556/1/DC with the UK as RMS. The responsibility of RMS
was transferred to Ireland on 20/06/2018 under procedure number IE/H/0610/1/DC.

Please note the following detail for the product in IE:

Marketing Authorisation Number: [PA1339/052/001

Marketing Authorisation Holder: Wockhardt UK Limited

The current Summary of Product Characteristics (SmPC) for this medicinal product is available on the HPRA website at

www.hpra.ie.

The UK public assessment report published at the time of the initial marketing authorisation is provided herein.

I INTRODUCTION
Based on the review of the data on quality, safety and efficacy, the Member States considered that the
application for Dexamethasone phosphate Eve Drops (PL 29831/0589; UK/H/5556/001/DC) could be
approved. The product 15 a prescription-only medicine (POM) and 15 indicated for treatment of non-
mnfections inflammatory conditions affecting the anterior segment of the eye.

The application was submitted nsing the Diecentralised Procedure (DCP). with the UK as Reference
Member State (RMS), and Ireland as Concerned Member State (CMS). The application was submitted
under Asticle 10(3) of Digective 2001/83/EC. as amended, as a hybrid application The reference
medicinal product for this application is Dexafree lmg/ml eve drops, solution in a single-dose container
which was originally granted in the Netherlands in 1996 (Thea Pharma NV; RVG 18658) and
subsequently nnderwent a muetual recognition procedure (MEP) with Netherlands as BMS and Austria,
Belgmm, Bulgaria, Cypros, Denmark:. Finland, France, Germany, Greece, Ireland (Dexafree | mg/ml,
eve drops, solution PA 1107/003/001), Italy, Luxembourg, Norway. Poland, Portugal, Slovenia, Spain,
Sweden and the United Kingdom (Dexafree 1| mg/ml eve drops. solution PL 20162/0013) as concerned
member states in 2012,

Dexamethasone sodivm phosphate is a hydroseluble inorganic ester of dexamethasene. It is a synthetic
corticosteroid with an anti-inflammatory and anti-allergic action. Dexamethasone has more potent antfi-
mflanmatory action compared to hydrocortisone (approximately 25:1) and prednisclone (approximately
5:1).

Mo new clinical or non-clinical studies were conducted, which is acceptable given that this 13 a hybrnd
application cross-referring to an originator product that has been licensed for over 10 years. In
accordance with the Guideline on the Investigation of Bioequivalence (CPMP/EWP/QWP/1401/08

Rev 1/Cotr™®*) and the Note for guidance on the clinical reguirements for locally applied, locally aciing
products containing known constituenis (CPNP/EWP/239/95 final), bicequivalence and comparative
clinical studies are not required and none were submitted.

The FMS has been assured that acceptable standards of Good Manufacturing Practice (GMP) are in
place at all sites responsible for the manufacture. assembly and batch release of this product.
For manufactoring sites within the Commmunity, the RMS has accepted copies of current manufacturer

autherisations issued by inspection services of the competent anthorities as certification that acceptable
standards of GMP are in place at those sites.

For manufactpring sites outside the Community, the BMS has accepted copies of current GMP
Certificates of satisfactory inspection summary reports as certification that acceptable standards of GMP
are in place at those non-Commmnity sites.

The BMS and CMS considered that the application could be approved at the end of procedure (Day 210)

on 24 November 2014. After a subsequent national phase, a licence was granted in the UK en
17 December 2014.

Il. QUALITY ASPECTS
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II QUALITY ASPECTS

01 Inmoduction

Each 1ml of solution contains 1mg of dexamethasone phosphate (as dexamethasone sodinm phosphate).
Each individual single-dose vnit contains 0.4 mg dexamethasone phosphate (as dexamethasone sodinm
phosphate) in 0.4 ml of solution in the pharmaceutical form of eye drops, solution. Cther insredients
consist of the pharmacentical excipients sodivm chloride, disodinm edetate, disodinm phosphate
dodecahydrate (E339) and purified water. The finished product is packed into 0.4 ml transparent low
density polyethylene (LDPE) single-dose units packaged in airtight pre-formable PET metal PE
transparent and PET metal PE peelable sachet. Each sachet contains 5 single-dose nnits. Four sachets
(20 single-dose units) are packed into one carton. Satisfactory specifications and Certificates of Analysi:

have been provided for all packaging components.

II.2. Drug Substance

INM: Dexamethasone sodivm phosphate
Chemical name: O-fluore-110.17 dihydroxy-16a-methyl-3. 20-dioxopregna-1 4-dien-21v] disodmn
phosphate.

Dexamethazone 21 fosfate sodmm
Stmctural formula:

Molecular formmla: CaHieFNa:OgP
Molecular mass: 516.4 g/mol

Appearance: A white or almost white, hygroscopic powder.
Sohubility: Freely soluble in water, slightly soluble in ethancl and practically inscluble in
methylene chloride.

Dexamethasone sodivm phosphate is the subject of a Eurepean Pharmacopoeia monograph.

All aspects of the manufacture and control of the active substance, dexamethasone sodinm phosphate,
are covered by the Ewropean Directorate for the Quality of Medicines and Healthcare (EDQM)
Certificate of Suitability.

Suitable specifications have been provided for all packaging nsed. The primary packaging has been
shown to comply with current guidelines concerning contact with food.

IM.3. Medicinal Product
Pharmaceuntical Development

The objective of the development progranume was to formulate a safe, efficacions, eye drop, sclution
containing lmg of dexamethasone phosphate (as dexamethasone sodivm phosphate) per each mi of
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solution that could be considered to be essentially similar to the reference product Dexafree 1mg/ml, eye
drops, solution in a single-dose container (Thea Pharma NV).

A satisfactory account of the pharmaceutical development has been provided.

Comparative impurity profiles have been provided for the proposed and criginator product. In vitro
equivalence of the proposed product to the eriginator product has been adequately demonstrated.

All excipients comply with their respective European Pharmacopoeia monographs. Satisfactory
Certificates of Analysis have been provided for all excipients. Suitable batch analysis data have been
provided for each excipient.

None of the excipients contain materials of animal or human ongin
No genetically modified organisms (GMO) have been used in the preparation of this product.

Manufacture of the product

A satisfactory batch formula has been provided for the manufacture of the product, along with an
appropriate accouat of the manufacturing process. The mamufacturing process has been validated at
commercial-scale batch size and shown satisfactory results.

Finished Product Specification

The finished product specification proposed is acceptable. Test methods have been described that have
been adequately validated. Batch data have been provided that comply with the release specifications.
Certificates of Analysis have been provided for all working standards used.

Stability of the Product

Finished product stability studies were performed in accordance with current guidelines on batches of
finished product in the packaging propesed for marketing. The data from these studies support a
shelf-life of 36 months for the unopened sachet. After opening the sachet. the contents must be used
within 28 days. After opening the single-dose container. the contents must be used immediately. Discard
any unused contents. The storage conditions are “Do not store above 25°C. Store in the original
package.’

Suitable post approval stability commitments have been provided to continue stability testing on batches
of finished product.

IT.4 Discussion on chemical, pharmaceuntical and biological aspects
There are no objections to the approval of this application from a pharmaceutical viewpoint.

0.5 Summary of Product Characteristics (SmPC), Patient Information Leaflet (PIL) and
Labels

In accordance with Directive 2010/84/EU the Summaries of Product Characteristics (SmPC) and Patient
Information Leaflets (PIL) for products granted Marketing Authorisations at a national level are
available on the MHE A website.

11l. NON-CLINICAL ASPECTS
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OI  NON-CLINICAL ASPECTS

OL1 Introduction

As the pharmacodynamic, pharmacckinetic and toxicological properties of dexamethasone are
well-kmown, ne new non-clinical studies are required and none have been provided. An overview based
on the literature review is, thus, appropriate.

The applicant’s non-clinical expert report has been written by an appropnately qualified person and is
satisfactory, providing an appropriate review of the relevant non-clinical pharmacology.
pharmacokinetics and toxicology.

IOI.2 Pharmacology
Not applicable for this product type. Befer to section ‘TIL1; Introduction’ detailed above.

IOI.2 Pharmacokinetics
Not applicable for this product type. Refer to section “IIL1; Introduction’ detailed above.

Or.4 Toxicology
Not applicable for this product type. Refer to section “III1; Introduction’ detailed above.

IOI.5 Ecotoxicity/environmental risk assessment (ERA)

Since Dexamethasone phosphate Eve Drops is intended for generic substitution, this will not lead to an
increased exposure to the environment. An enwvironmental risk assessment is therefore not deemed
flecessary.

OI.6 Discussion on the non-clinical aspects
No new non-clinical studies were conducted, which is acceptable given that the application was based on
being a hybrid medicinal product of an ornginator product that has been licensed for over 10 years.

There are no objections to the approval of this application from a non-clinical viewpoint.

IV. CLINICAL ASPECTS

v CLINICAL ASPECTS

IV.l] Introduction

As per the Guideline on the Investigation of Bivequivalence (CPMP/EWEP/QWP/1401/98 Bev 1/Conr®¥)
and the Note for guidance on the clinical requirementis for locally applied, locally acting products
containing known consiituents (CPNP/EWT/239/95 final), bicequivalence studies were not conducted
and none are required for this type of product.

No new clinical data were provided. The applicant has justified the grounds for a biowaiver for the need
to provide equivalence data and this is accepted. on the basis that the product is an aquecus solution for
topical wse, with the same concentration of active substance and the same excipient profile as the
reference product.

No new efficacy or safety studies have been performed and none are required for this type of

application. A comprehensive review of the published literature has been provided by the applicant,
citing the well-established clinical pharmacelogy, efficacy and safety of ocular dexamethasone.
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IV.2 Pharmacokineties

As per the Guideline on the Investigation of Bioequivalence (CPMP/EWTP/QWP/1401/98 Bev.1/Comr*¥)
and the Note for guidance on the clinical requiremenis for locally applied, locally actfing products
containing known consiituents (CPNPEWP/239/95 final), the test product is to be administered as an
aquecus solution for topical use, with the same concentration of active substance and the same excipient
profile as the reference product. No bicequivalence study has been submutted with this application and
none is required.

IV.2 Pharmacodynamics
No new pharmacodynamic data were submitted and nene were required for an application of this type.

IV.4  Clinical efficacy
Mo new efficacy data were submitted and none were required for an application of this type.

IV.5 Clinical safery
No new safety data were submitted and none were required for this application

IV.6 Risk Management Plan (RMFP)

The marketing avthorisation holder (MAH) has suwbmitted a risk management plan (BMP). in accordance
with the requirements of Directive 2001/83/EC as amended, describing the pharmacovigilance activities
and interventions designed to identify. characterise. prevent or minimise risks relating to Dexamethasone
phosphate Eve Drops.

A summary of safetv concems as approved in the REMP i3 listed below:

Summary of safety concerns

Important idenktifisd risks - hvpersensitivity to any of the ingredients

- masking signs of infections (including
wiral, parasibic, bactanal and fungal
infecticns)

- perforation, ulceration and injury of
carnea with uncompleted epithelialisation

- known glucoocoiticosiercid-induced ocoular
iy pertension

Important potential nsks - ooular hypertenson'glaucoma (especially
for parienta wicth previous [OPF inducad by
atareids or with pre-existing high IOP or
Glaucoma) and also cataract formation,
especially n children and eiderdy
population associated with prolonged use.

- Dpportunist infections {impaired immune
TESPONSaE)

- patienta with cornaal uleas

- thinning of the cornea and sclera

- cornesal calcification requiring comeasl graft
EUTQE Y

- adremnal suppression in children with long
Earm uge

- Chronic use risks - cataracts

N Use with conkact lenses

Important missing inform ation - Interactien with ocular medication

- Pregnancy, lactation and fertility
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A summary table of safety concerns and planned risk minimisation activities, as approved in the BMP_ 1

listed below:

Safety concemn

Routine risk minimisation measures

Additional risk
minimisation
measures

Hy persensitivicy to any of
the ingredients.

Routine risk minimisation.

The SmPC s up to date,

Secticn 4., 3, Contraindications states
"Hypersensitivity to the active substance or any of
the exciments listed m sechion 6.1,

Section 4.8 Undezirable effects - states -
- Uncommon (21/1,000 to < 1/100):
Allergic and hyp=rsensitinty reactions

No additional
rizk
minimisation
activitiez ars
necessary for
the safe and
effective uza of
the meadiczinal
product,

Mazking signes of infections
(incuding viral, parasitic,
bacterial and fungal

infactions)

Roubine risk minimisation.

The SmPC is up to date,

Section 4.3, Contraindications states —

Eye infectione not controlled by anti-infectious
treatment, such as:

. Acuke purulent bactenal infections including
Peeudomenas and mycobactarial infections,

. Fungal infections,

. Epithelial Herpes simplex keratitis {dendritic

keratite]), vaccinia, vancella zoster and most other
viral infechons of the cornea and conjunctiva,
] Amoebic Keratitis,

Secticn 4.4, Special warnings and precautions for use
stabes —

Patients with an eye infecten should enly receive
lecal sterod treatment whan the infactien has been
controlled by an effective anb-infectious treatment.
Such patients should be carefully and regulady
monitored by an ophthalmelogist.

No additional
risk
minimmization
activities are
nzcessary for
the safe and
effective use of
the medicinal
product,

Ferforation, ulceration and
imjury of comea with
uncompleted
epithelialisation

Routine risk mininvisation,

The SmPC iz up to date.

Section 4.3, Contrandications states -

Perforation, ulceration and injury of cornea with
uncempleted epithelial=ation (see also section 4.4).
Secticn 4.4, Special warnings and precaubions for use
stabes —

Thinning of the cornea and =clara may increace the
risk of perforationz with the use of topical
corticostsroids.

section 4.8 Undesirable effectz, states -

Very rare {=1/10,000, including solated reports):

Ne additional
rick
minimisation
activities are
nececsary for
the zafe and
effective use of
the medicinzl
product.
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Safety concern

Routine risk minimisation measures

Additional risk
minimisation
Measures

Perforation

Degeription of selected adverse reactions

1In dizeases causing thinning of the cornea, topical
use of steroids could bead to perforstion in some
CASES,

Known glucocoriticosterod-
induczd ocular
hype reension.

Routine risk minimisation.

The SmPC 15 up to date.,

Section 4.3, Contraindications states —

Known glucooorticosteroid-induced ocular
hypertension.

Section 4.4, Special warnings and precautions for uss
states -

Prolonged use of corticosteroid treatment may result
in ocular hypertension/glaucoma (ezpecially for
pabents with previeus IOP induced by steroids or
with pre-existing legh I0P or Glaucoma) and also
cataract formation, especially in children and eldedy
population

Section 4.8 Undesirable effects, states -

Description of selected adverse reactions

Prolonged wse of corticosteroid treatment may result
in ocular hypertension/glavcoma {(especially for
patients with previous I0OP induced by steroids or
with pre-exicting high 10F er Glaucoma) and aleo
cataract formation, Children and elderly patients may
be particularly susceptible to steroid-ind uced TOP
rize.

Me addibonal
risk
minimisation
activitics are
necessary for
the safe and
effective use of
the medicinal
product.

Ocular

hype rtension/glaucoma
(espe=cially for patients with
previous IOP induced by
stermids or with pre-existing
high 10PF or Glaucama) and
al=o cataract formabion,
especizlly in children and
elderly population
associated with prolonged
use.

Routine risk minimisation,

The SmPC iz up to date.

Secton 4.4 Special warnings and precaubons for use,
states -

Prolonged wse of corticosteroid treatment may result
in ocular hypertension/glavcoma (easpacially for
pabents with previous I0P indwoed by steroids or
with pre-exizting high 10F or Glaucoma) and aleo
cataract formation, especially in chaldren and aldedy
population.

Section 4.8 Undesarable effects states —

- Uncammen (21/1,000 to «<1/100}):

glaucoma®.

Increzse of the intra-ecular pressure, glaucoma and
cataract may occur. Prelonged use of corticosteraid
treatment may result in ooular
hypertension/glaucoma (ezpecially for patients with
previous I0F induced by steroids or with pre-existing
high IOP or Glascoma) and alse cataract formation,

Mo additicnal
rigk
minimsation
activitics are
necessary for
the safe and
effective use of
the medicinal
product.
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Safety concern Routine risk minimisation measures Additional risk
minimisation
nMeasures

Children and eldery patients may be particulardy
suscephible bo steroid-induced IOF nse.

Dpportunist infections Routine risk minimization. Mo additional

[impairad immuna The SmPC is up to date. rigk

response) Section 4.4 Special warnings and precautions for use, | mimmisation
states - activities are
The use of corticostersids may also result in naceszary for

opportunistic ocular infections due to the suppression | the safe and

of host rezponse or to the delay of their healing. In effective uce of
addibion, topeal ocular corbcosteroids may promote, | the medicinal
aggravate or mask signs and symptoms of product.
opportunistic eye infections.

Saction 4.8 Undemrable affacts, states -
- Uncommon {Z1/1,000 to <1/100):
opportunistic infectionz

Patients with cormeal ulcer Routine risk minimisation. No additicnal
The SmPC is up to date, risk
Saction 4.4 Special warnings and precautions for use, | minimization
states - activibies are
Patients with a cormeal uleer should generally not necessary for
receive topical dexamsathazone except when the cafe and
inflammation is the main cause of healing delay and effective use of
when the appropriate aetiological treatment has the medicinal
already been prescribed. Such patients chould be product.

carczfully and regularly monitered by an
ophthalmalogist,

Sacbon 4.8 Undecirable effects, statez - ctates -

- Nery rare {=1/10,000, including isclated reporks):
Correal ulceration.

Thinming of the cornea and Routine risk rmimmisation, Mo addibonal
sclera The SmPL 15 up to date, risk
Section 4.4, Special warnings and precautions for minimisation
ueg, stakes - activibies ara
Thanning of the cornea and sclera may increase the necessary for
rigk of perforations with the use of topical the cafe and

02 March 2022 CRNOOCTMG Page 10 of 13



Health Products Regulatory Authority

Safety concern

Routine risk minimisation measures

Additional risk
minimisation
measures

corticostercids.

Section 4.8, Undesirable effects, states -

In dizeases causing thinming of the cornea, topical
use of sbaroida could lead to perforation in seme

CASES,

effective use of
the medicinal
product.

Caormeal calofication
requining corneal graft
SUNgery

Routine risk minimizatbion.

The SmPC is up to date.

Section 4.4, Special warnings and precautions for
usg, stabas -

Corneal calefication requinng corneal graft surgery
fer visual rehabilitation has been reported for
patients treated with cphthalmic preparations
containing phosphates such as Dexamethasone
phosphate imgs/ml eye drops. at the first sign of
cormeal calaification the drug should be withdrawn
and the pabient should be switched to a phosphate-
free preparation.

Section 4.8 Undesirable effects, states -

- Wery rore {<1/10,000, nduding isolabed reports):
Corneal calcifications,

Mo additicnal
risk
minimization
activities are
necessary for
the safe znd
effective uze of
the medianal
product.

Adranal SUpPPressian m
children with long term wse

Routine risk minimisatbion.

The SmPC 15 up to date.

Section 4.2 Posclogy and method of administration,
states -

1n children, leng-term continuous corticestercid
therapy should be avoided due to possible adrenal
suppression.

Section 4.4, Special warmings and precaubions for
use, srabss —

In childran, long-term continuous corticostarcid
therapy should be avoided dus to possible adrenal
SUpPression.

Section 4.8, Undasirable effects, states -

- Uncommon (171,000 to <1/100]:

Depression of adrenal function.

Depression of adrenal function associated with
systemic absorpbion of the product may ecour when
the instillations are administered with a frequent
doeing schedule

Mo additienal
nsk
minimization
activities are
necessary for
the zafs and
effective usa of
the medinal
product.

Chrenic use nsks -
cataracts

Routine risk minimisation.
The SmPC is up to date.
Section 4.4, Special warmings and precautions for

use, stabes —
Posterior subcapsular cataract might occur at

cumulative deses of dexamethasone. Diabatica are
also mor= prone to develop subcapsular cataracts

No addibicnal
rick
minmisabion
activities are
necezsary for
the safe and
effective us= of
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safety concern

Routineg risk mininisation measures

Additional risk
minimisation
easures

following topical steroid administration.
Section 4.8 Undecirable effects, ctates -

Diabetica are also more prone to develop subcapsular

cataracts followmg tepical steroid administrabon,

the medicinal

product.

Uze with contact lenzes,

Routine nek minimisaben.

The SmPC is up to date=.

Section 4.4, Special wamings and precautions for
uze, skates -

Wearing of contact lenses dunng treatment with
corticosteroid eye drops should be avoided.

No additienal
risk
minimization
activities are
necessary for
the safe and
effective use of
the medicanal

section 4.5 Interaction with other medicinal products
and othar forma of interacbion, stabes -
Ne interaction studies have been performed.

[n case of concomitant treatment with octher eye
drops, solution, instillstions should be spaced ouk by
15 minutes.

Superficial stromal comeal precipitations of calcium
phozphate have been reported under combined use
of corticostarcids and topical beta-bleckars.

product.
Intarachion with ocular Routine risk minimisaben. Me additional
medication The SmMPC s up to dabe=. sk

minimisation
activities are
necessary for
the zafz and
effective uas of
the medicanal
product.

fertiliny

Pregnancy, lactation and

Routine risk minimisabon.

The smPC is up to data.

Section 4.5 Ferblity, pregnancy and lactation states -
Pregnancy

Insufficient data are available on the use of
Dexamethasona phosphate 1 mag/mli, eye drops,
solution in single-dose contaimer in human pregnancy
to assegs pogsible harmful effects. Corticosteroids
cross the placentz. Terategenic effects have bean
observed in animals (see sechon 5.3), However,
there iz no evidence to date that teratogenic effects
are induced in humans. After systemic use of
corbcesteroids, at higher doses, effects on the
unborn/neonate {intrauterine growth inhibition,
inhibtticn of the functon of tha adranal cortex ) have
been reported. However, these effects have not been
reported for acular use.

Ag 3 precautionary measure, itz preferable to avoeid
the use of Dexamethasone L ma/ml, eve drops,
solution in single-doge container during pregnancy.

No additional
rick
minmisation
activities are
neceszary for
the safe and
effective use of
the medicinzl
product.
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Safety concern Houtine risk minimisation measures Additional Fmisk
minimisation
MeASUres

Breastfesding

Ik 1= not known whether this medicine 15 excreted in
breast milk. However the total dose of
dexamethasone iz low. Dexamethazone phosphate
img/ml {2z sedium pheesphate) Eye Drops, Soluben
in a single-dose container can be used during
lactation.

Fertility

Ther= are no data on pobential efects of
Dexamethasone 1 mafml on fertility.

The RMP for Dexamethasone phosphate Eve Drops adequately documents the safety concerns for the
product. Routine pharmacovigilance and risk minimisation are sufficient for the safety concerns in the
EMP. given the established benefit-risk profile of dexamethasone and the information available to
inform decisions on the balance of benefits and risks when it 15 nsed in clinical practice.

IV.T Discussion on the clinical aspects

Neo new clinieal studies were conducted, which is acceptable given that the application was based on
being a hybrid medicinal product of an orniginator product that has been licensed for over 10 years.

A bicequivalence study was not necessary to support this application as both test and reference products
are administered as agqueous solutions for topical use, with the same concentration of active substance
and the same excipient profile.

The grant of a marketing anthorisation is recommended for this application.

v User consultation

The package leaflet has been evaluated via a user consultation study, in accordance with the
requirements of Articles 59(3) and 61(1) of Directive 2001/83/EC. The language used for the purpose of
user testing the PIT. was English.

The results show that the package leaflet meets the criteria for readability, as set out in the Guideline on
the readability of the label and package leaflet of medicinal products for human use.

V. OVERALL CONCLUSIONS

VI Owerall conclusion, benefit/risk assessment and recommendation

The quality of the product is acceptable, and no new non-clinical or clinical safety concerns have been
identified. Extensive clinical experience with dexamethasone is considered to have demonstrated the
therapeutic value of the compound. The benefit-risk is, therefore, considered fo be positive.

V1. REVISION DATE

02/03/2022

VII. UPDATES

This section reflects the significant changes following finalisation of the initial procedure.

PRODUCT
SCOPE PROCEDURE NUMBER | INFORMATION E:.orf:gus;:RT OF
AFFECTED

DATE OF END OF
PROCEDURE

From UK/H/5556/1/DC

RMS transfer to IE/H/0610/1/DC
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