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LAY SUMMARY

The Medicines and Healthcare products Regulatory Agency (MHRA) granted
Consilient Health Limited a Marketing Authorisation (licence) for the medicinal
product Co-codamol 30/500mg effervescent tablets (PL 24387/0004) on 3"
November 2008. This is a prescription-only medicine (POM).

Co-codamol 30/500mg effervescent tablets contain two active ingredients —
paracetamol and codeine both of which belong to a group of medicines called pain-
killers (analgesics). Co-codamol effervescent tablets are a ‘compound analgesic’ and
are used to provide relief from severe pain.

This application is a duplicate of a previously granted application for Co-codamol
effervescent tablets 30/500mg (PL 25099/0028), held by Zanza Laboratories Limited.
The test and reference products are identical.

No new or unexpected safety concerns arose from this application and it was therefore
judged that the benefits of using Co-codamol 30/500mg effervescent tablets outweigh
the risk; hence a Marketing Authorisation has been granted.
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INTRODUCTION

Based on the review of the data on quality, safety and efficacy, the MHRA granted
Consilient Health Limited a Marketing Authorisation for the medicinal product Co-
codamol 30/500mg effervescent tablets (PL 24387/0004) on 3" November 2008. The
product is a prescription-only medicine (POM).

The application was submitted as a simple abridged application according to article
10c of Directive 2001/83/EC (as amended), cross-referring to Co-codamol
effervescent tablets 30/500mg (PL 25099/0028, Zanza Laboratories Limited),
originally authorised to Zanza Healthcare Limited (as PL 15582/0022) on 7" March
2006.

No new data were submitted nor was it necessary for this simple application, as the
data are identical to that of the previously granted cross-reference product. A Public
Assessment Report is also available for the cross-reference product; Co-codamol
effervescent tablets 30/500mg (as PL 15582/0022).

Co-codamol 30/500mg effervescent tablets contain two active ingredients —
paracetamol and codeine. Paracetamol is an analgesic which acts peripherally. It also
exhibits antipyretic activity. Codeine is a centrally acting analgesic which produces its
effect by its action at opioid-binding sites (p-receptors) within the CNS. It is a full
agonist. Co-codamol 30/500mg effervescent tablets are indicated for the relief of
severe pain.
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PHARMACEUTICAL ASSESSMENT

LICENCE NUMBER: PL 24837/0004

PROPRIETARY NAME: Co-codamol 30/500mg effervescent tablets
ACTIVE INGREDIENT/S: paracetamol, codeine phosphate hemihydrate
COMPANY NAME: Consilient Health Limited

E.C. ARTICLE: Article 10c of Directive 2001/83/EC (as amended)
LEGAL STATUS: POM

1. INTRODUCTION

This is a simple abridged application, submitted under Article 10c of Directive
2001/83/EC (as amended) for Co-codamol 30/500mg effervescent tablets. The
proposed MA holder is “Consilient Health Limited, 5" floor, Beaux Lane House,
Mercer Street Lower, Dublin 2, Ireland’.

The reference product is Co-codamol effervescent tablets 30/500mg (PL 25099/0028),
held by Zanza Laboratories Limited. The test and reference products are identical.

2. MARKETING AUTHORISATION APPLICATION FORM

2.1 Name(s)

The approved name of the product is Co-codamol 30/500mg effervescent tablets. The
product has been named in line with current requirements.

2.2 Strength, pharmaceutical form, route of administration, container and pack
sizes

Co-codamol 30/500mg effervescent tablets contain the active ingredients paracetamol
and codeine phosphate hemihydrate. Each effervescent tablet contains 30 mg of
codeine phosphate hemihydrate (codeine base 22.5 mg) and 500 mg of paracetamol.
The tablets are marketed in polypropylene tubes with polyethylene stoppers, with
silica gel as desiccant, each tube containing 15 or 20 tablets. The tubes are placed with
the Patient Information Leaflet (PIL) into cardboard outer cartons and presented in
packs of 30 (2 tubes of 15) and 100 (5 tubes of 20) effervescent tablets.

The approved shelf-life (2 years) and storage conditions (Do not store above 25°C,
Keep the container tightly closed) are consistent with the details registered for the
cross-reference product.

2.3 Legal status

The product is a POM licensed medicine available on prescription.

2.4 Marketing authorisation holder / Contact Persons / Company

The proposed Marketing Authorisation holder is ‘Consilient Health Limited, 5™ floor,
Beaux Lane House, Mercer Street Lower, Dublin 2, Ireland’.

The QP responsible for pharmacovigilance was stated and their CV included.
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2.5 Manufacturers

The proposed manufacturing site is consistent with that registered for the cross-
reference product and evidence of GMP compliance has been provided.

2.6 Qualitative and quantitative composition

The proposed composition is consistent with the details registered for the cross-
reference product.

2.7 Manufacturing process

The proposed manufacturing process is consistent with the details registered for the
cross-reference product and the maximum batch size is stated.

2.8 Finished product / shelf-life specification

The proposed finished product specification is in line with the details registered for
the cross-reference product.

2.9 Drug substance specification

The proposed drug substance specification is consistent with the details registered for
the cross-reference product.

2.10 TSE Compliance

No materials of animal or human origin are included in the products.

3. EXPERT REPORTS

Satisfactory expert reports and curriculum vitae of experts were provided, as
appropriate.

4. PRODUCT NAME & APPEARANCE

See 2.1 for details of the proposed product name. The appearance of the product is
consistent with that of the cross-reference product.

S. SUMMARY OF PRODUCT CHARACTERISTICS (SmPC)

The approved SmPC is consistent with the details registered for the cross-reference
product.

6. PATIENT INFORMATION LEAFLET (PIL) / CARTON

The patient information leaflet has been prepared in line with the details registered for
the cross-reference product. The approved PIL is satisfactory.

Colour mock-ups of the labelling have been provided and are satisfactory. The
approved artwork is comparable to the artwork registered for the cross-reference
product and complies with statutory requirements.

7. CONCLUSIONS

The grounds for this application are considered adequate. A Marketing Authorisation
was, therefore, granted.
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PRECLINICAL ASSESSMENT

The application was submitted as a simple, abridged application, according to Article
10c of Directive 2001/83/EC, as amended.

No new preclinical data have been supplied with this application and none are
required for an application of this type. A preclinical overview has been written by a
suitably qualified person and is satisfactory.
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CLINICAL ASSESSMENT

The application was submitted as a simple abridged application according to article 10c of
Directive 2001/83/EC (as amended).

As this is a duplicate application for PL 25099/0028, no new clinical data have been
supplied with the application and none are required. A clinical overview has been
written by a suitably qualified person and is satisfactory.
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OVERALL CONCLUSION AND RISK BENEFIT ASSESSMENT

QUALITY

The data for this application are consistent with that previously assessed for the cross-
reference product and as such have been judged to be satisfactory.

PRECLINICAL

No new preclinical data were submitted and none are required for an application of
this type.

EFFICACY

This application is identical to the previously granted MA for Co-codamol
effervescent tablets 30/500mg (PL 25099/0028), held by Zanza Laboratories Limited

No new or unexpected safety concerns arise from this application.

PRODUCT LITERATURE

The approved SmPC, PIL and labelling are satisfactory and consistent with those for
the cross-reference product.

A package leaflet has been submitted to the MHRA along with results of consultations
with target patient groups (“'user testing"), in accordance with Article 59 of Council
Directive 2001/83/EC. The results indicate that the package leaflet is well-structured
and organised, easy to understand and written in a comprehensive manner. The test
shows that the patients/users are able to act upon the information that it contains.

The approved labelling artwork complies with statutory requirements. In line with
current legislation, the name of the product in Braille appears on the outer packaging
and sufficient space has been included for a standard UK pharmacy dispensing label.
The Marketing Authorisation Holder (MAH) has stated that not all pack sizes may be
marketed. However, they have committed to submitting mock-ups for all packaging
for assessment before they are commercially marketed.

RISK BENEFIT ASSESSMENT

The quality of the product is acceptable and no new preclinical or clinical safety
concerns have been identified. The applicant’s product is identical to the cross-
reference product. Extensive clinical experience with paracetamol and codeine
combination products is considered to have demonstrated the therapeutic value of the
product. The risk: benefit is, therefore, considered to be positive.
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CO-CODAMOL 30/500 MG EFFERVESCENT TABLETS
(codeine phosphate hemihydrate, paracetamol)

PL 24837/0004

STEPS TAKEN FOR ASSESSMENT
1  The MHRA received the marketing authorisation application on 7" February
2008

2  Following standard checks and communication with the applicant the MHRA
considered the application valid on 18" February 2008

3 Following assessment of the application the MHRA requested further
information relating to the quality dossier on 20" May 2008

4 The applicant responded to the MHRA’s request, providing further information
for the quality sections on 6™ August 2008

5  The application was determined on 3™ November 2008

10
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SUMMARY OF PRODUCT CHARACTERISTICS

The UK Summary of Product Characteristics (SPC) for Co-Codamol 30/500 mg
Effervescent Tablets is as follows:

1

4.2

4.3

4.4

NAME OF THE MEDICINAL PRODUCT
Co-Codamol 30/500 mg Effervescent Tablets

QUALITATIVE AND QUANTITATIVE COMPOSITION

Each effervescent tablet contains:
30 mg of codeine phosphate hemihydrate (codeine base 22.5 mg) and 500 mg of paracetamol.
Excipients:

Each tablet contains 410 mg sodium. Also contains sorbitol. See section 4.4 for further
information.

For full list of excipients, see section 6.1.

PHARMACEUTICAL FORM

Effervescent tablet
White, bevelled, flat, round tablets with a break-line on one side.

CLINICAL PARTICULARS
THERAPEUTIC INDICATIONS

For the relief of severe pain.

POSOLOGY AND METHOD OF ADMINISTRATION

Co-Codamol 30/500 mg Effervescent Tablets are for oral use and should be dissolved in at
least half a tumbler-full of water before taking.

Adults: One or two effervescent tablets not more frequently than every 4 hours, up to a
maximum of 8 tablets in any 24 hour period.

Elderly: As for adults, however a reduced dose may be required. See warnings.

Children: Not recommended for children under 12 years of age.

CONTRAINDICATIONS

Hypersensitivity to paracetamol or codeine which is rare, or hypersensitivity to any of the
other constituents. Conditions where morphine and opioids are contraindicated eg, acute
asthma, respiratory depression, acute alcoholism, head injuries, raised intra-cranial pressure
and following biliary tract surgery; monoamine oxidase inhibitor therapy, concurrent or within
14 days.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Each effervescent tablet contains 410mg sodium (17.83mEquivalents). This sodium content
should be taken into account when prescribing for patients in whom sodium restriction is
indicated.

Care should be observed in administering the product to any patient whose condition may be
exacerbated by opioids, particularly the elderly, who may be sensitive to their central and
gastro-intestinal effects, those on concurrent CNS depressant drugs, those with prostatic
hypertrophy and those with inflammatory or obstructive bowel disorders. Care should also be
observed if prolonged therapy is contemplated.

Care is advised in the administration of paracetamol to patients with severe renal or severe
hepatic impairment. The hazards of overdose are greater in those with alcoholic liver disease.

Patients should be advised not to exceed the recommended dose and not take other
paracetamol containing products concurrently.

11
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4.6

4.7

4.8

4.9

Co-codamol 30/500 mg Effervescent Tablets contain sorbitol (E420). Patients with rare
hereditary problems of fructose intolerance should not take this medicine.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF
INTERACTION

Paracetamol may increase the elimination half-life of chloramphenicol. Oral contraceptives
may increase its rate of clearance. The speed of absorption of paracetamol may be increased
by metoclopramide or domperidone and absorption reduced by cholestyramine.

The anticoagulant effect of warfarin and other coumarins may be enhanced by prolonged
regular use of paracetamol with increased risk of bleeding; occasional doses have no
significant effect.

The effects of CNS depressants (including alcohol) may be potentiated by codeine.

PREGNANCY AND LACTATION

There is inadequate evidence of the safety of codeine in human pregnancy, but there is
epidemiological evidence for the safety of paracetamol. Both substances have been used for
many years without apparent ill consequences and animal studies have not shown any hazard.
Nonetheless careful consideration should be given before prescribing the products for
pregnant patients. Opioid analgesics may depress neonatal respiration and cause withdrawal
effects in neonates of dependent mothers.

Paracetamol is excreted in breast milk but not in a clinically significant amount.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Patients should be advised not to drive or operate machinery if affected by dizziness or
sedation.

UNDESIRABLE EFFECTS

Codeine can produce typical opioid effects including constipation, nausea, vomiting,
dizziness, light-headedness, confusion, drowsiness and urinary retention. The frequency and
severity are determined by dosage, duration of treatment and individual sensitivity. Tolerance
and dependence can occur, especially with prolonged high dosage of codeine.

Adverse effects of paracetamol are rare but hypersensitivity including skin rash may occur.
There have been reports of blood dyscrasias including thrombocytopenia and agranulocytosis,
but these were not necessarily causally related to paracetamol.

OVERDOSE

Nausea and vomiting are prominent symptoms of codeine toxicity and if there is evidence of
circulatory and respiratory depression, suggested treatment is gastric lavage and catharsis. If
CNS depression is severe, assisted ventilation, oxygen and parenteral naloxone may be
needed.

Patients in whom oxidative liver enzymes have been induced, including alcoholics and those
receiving barbiturates and patients who are chronically malnourished, may be particularly
sensitive to the toxic effects of paracetamol in overdose.

Symptoms of paracetamol overdosage in the first 24 hours are pallor, nausea, vomiting,
anorexia and abdominal pain. Liver damage may become apparent 12 to 48 hours after
ingestion. Abnormalities of glucose metabolism and metabolic acidosis may occur. In severe
poisoning, hepatic failure may progress to encephalopathy, coma and death. Acute renal
failure with acute tubular necrosis may develop even in the absence of severe liver damage.
Cardiac arrhythmias and pancreatitis have been reported.

Liver damage is likely in adults who have taken 10g or more of paracetamol. It is considered
that excess quantities of a toxic metabolite (usually adequately detoxified by glutathione when
normal doses of paracetamol are ingested), become irreversibly bound to liver tissue.

12
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Immediate treatment is essential in the management of paracetamol overdose. Despite a lack
of significant early symptoms, patients should be referred to hospital urgently for immediate
medical attention and any patient who had ingested around 7.5g or more of paracetamol in the
preceding 4 hours should undergo gastric lavage. Administration of oral methionine or
intravenous N-acetylcysteine which may have a beneficial effect up to at least 48 hours after
the overdose, may be required. General supportive measures must be available.

PHARMACOLOGICAL PROPERTIES
PHARMACODYNAMIC PROPERTIES
Pharmacotherapeutic group: Natural opium alkaloids

ATC code: NO2A A59.

Paracetamol is an analgesic which acts peripherally, probably by blocking impulse generation
at the bradykinin sensitive chemo-receptors which evoke pain. Although it is a prostaglandin
synthetase inhibitor, the synthetase system in the CNS rather than the periphery appears to be
more sensitive to it. This may explain paracetamol's lack of appreciable anti-inflammatory
activity. Paracetamol also exhibits antipyretic activity.

Codeine is a centrally acting analgesic which produces its effect by its action at opioid-binding
sites (m-receptors) within the CNS. It is a full agonist.
PHARMACOKINETIC PROPERTIES

Paracetamol is readily absorbed from the gastro-intestinal tract with peak plasma
concentration occurring about 30 minutes to 2 hours after ingestion. It is metabolised in the
liver and excreted in the urine mainly as the glucuronide and sulphate conjugates. Less than
5% is excreted as unchanged paracetamol. The elimination half-life varies from about 1 to 4
hours. Plasma-protein binding is negligible at usual therapeutic concentrations but increases
with increasing concentrations.

A minor hydroxylated metabolite which is usually produced in very small amounts by mixed-
function oxidases in the liver and which is usually detoxified by conjugation with liver
glutathione may accumulate following paracetamol overdosage and cause liver damage.

Codeine and its salts are absorbed from the gastro intestinal tract. Ingestion of codeine
phosphate hemihydrate produces peak plasma codeine concentrations in about one hour.
Codeine is metabolised by O- & N-demethylation in the liver to morphine and norcodeine.
Codeine and its metabolites are excreted almost entirely by the kidney, mainly as conjugates
with glucuronic acid.

The plasma half-life has been reported to be between 3 and 4 hours after administration by
mouth or intravascular injection.

PRECLINICAL SAFETY DATA

There are no preclinical data of relevance to the prescriber, which are additional to those
already included in other sections of the SPC.

PHARMACEUTICAL PARTICULARS

LIST OF EXCIPIENTS

Sodium hydrogen carbonate

anhydrous sodium carbonate

anhydrous citric acid

sodium docusate

sorbitol (E420)

saccharin sodium

dimeticone

13
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6.2

6.3

6.4

6.5

6.6

10

sodium benzoate

macrogol 6000

natural grapefruit flavour consisting of maltrodextrine, gum arabic, sorbitol, grapefruit oil and
grapefruit top note

INCOMPATIBILITIES

Not applicable

SHELF LIFE

2 years

SPECIAL PRECAUTIONS FOR STORAGE

Do not store above 25°C. Keep the container tightly closed.

NATURE AND CONTENTS OF CONTAINER

Polypropylene tubes with polyethylene stoppers with silica gel as desiccant, each containing
15 or 20 tablets.

The tubes are presented in packs of 30 (2 tubes of 15) and 100 (5 tubes of 20) effervescent
tablets.
SPECIAL PRECAUTIONS FOR DISPOSAL

No special requirements.

MARKETING AUTHORISATION HOLDER

Consilient Health Limited,

5" floor, Beaux Lane House,

Mercer Street Lower,

Dublin 2

Ireland

MARKETING AUTHORISATION NUMBER(S)

PL 24837/0004

DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
31/10/2008

DATE OF REVISION OF THE TEXT
31/10/2008

14
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PRODUCT INFORMATION LEAFLET

e PATIENT INFORMATION LEAFLET
COMELIERT HERLTH

Co-codamol 30/500 mg Effervescent Tablets
(codeine phosphate and paracetamal)

Impssrtant infermation about Ce-cadamal

= Takirg ccedeing reqularky for a long ime can lead to @didion. This means that when you stap taking the tablets,
yau might fel restless and irntable

= [ ot ke this medicing for kinger than your doctor tell you

= Takirg a painkiller for headaches too oftan, o o too bing, can make them worsa

Read all of this lz=aflet carefully before you start taking this medicine

= Kespthis bkaflet You may nesd to read itagain

= |Fyouhaeany further questions, pleace sk your doctoror pharmadst

= This medidne has been presaibed for you. o not pass it on to others It may hamm them, evenif their symptoms
are the same as yours

= |Fany of the side affects gets sariows or if wou notics any sde effects not lisid in this leaflet, please tell your
dusctor or phiamadst

In this Leaflet:

. What Co-codammlis and what it is usad fr
2. Before you take Co-codamal

3, How 1o fake Co-oodamel

4. Possible side effecis

5, Hosw o store Co-codamal

6. Further nfamation

1. WHAT CO-CODAMOL IS AND WHAT IT 15 USED FOR

The name of your medicine isCo-od amml 200500 mg Efervescent Tablets (calkd Co-odamad in this leafler).
Co-aosdamed containe two differen t medidnes @lled:

= Codeing

= Paracetamnl

Theze medicines both blong o a group of medidnes called pan-kilkers (analgesics)

Co-esdamed & wsad o provide reief from ssvare pain,

L. BEFORE YU TAKE C0- 008 MOL

D ot take Co-codamal if:
= Youare alengic (hy persereitie) t coleine parscetamol oranyof the ather ingredien & (istad in Section & below]
= You havwe severe mthma dtacks or ssvee beathing problems
= You haee recantly had a head injury
= You havee recantly had an operation on yourgall bladder ar a similaroperation
= Yo e raked pressurs in your brain
= Youare taking a medidne for depression calked an MAN (moncamineceidasa inhibitor ) This ako apphes if yoi have
taken them in the last 14 days
= o am an dahdic
Do nast ke Co-oodamal if any of the above apply b wou. [Fyon a2 not sure, talk to your doctor or phamacis bekore
taking Co-codamal.

15
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Take special care with Co-codamaol

Chedkwith your docior or pharmadst befare taking Co-mdamal if:

« 'fou are premant o breasi-Eeding (5es Pregrancy and breasi-fesding section belvw)

« Yfou have ssvere kidney or liver problems

« Yfou have problems with your prstaie (such a difficulty passing water)

= fou have a bowed problem

= Youare ekedy

IF woous e it surs if any of the sbave apply to you,talk to wour dector of phamadst befre taking Co-codamal.

Taking other medicines

Pleas tell wour doctor orphamadst ifyou @ taking or have recently taken any other medidnes. This inchides medicines
obianed withouta prescription, induding herbal medicnes. This i because (o-cedame @n aflect the way some other
mechcineswor Also someother medicines can affect the way Co-codameal wors.

Whil= taking Ca-codamol yeu should not take any ether medicines which contain paracetamel ar
cadeing

Thiis includes athar pain-klkes, and some cough and aobd remedies. [t dso indudas ather medicinaes seailable from
your phammacist and more widelyin shops. Blways ched: the name of the medidnes irside anything you buy orare
presiyitsad, to ses if they contain parscetamad o codeine

Do not take this medicine and tell your dectar if you are taking:
Medicines for depression called MAQE imoneamine ceidass inhibitors ) Also do not take ifpou have taen
them in the last 14 days

Tell yaur dacter or pharmacist if you are taking any of the follswing madicines:
= Medicines which maeeyou sleepy induding akoahiol
Medicines used to thinthe Hood (such aswarfarin}
= Chkramphenied - an antbiotic
= Mesdopramide ordompendone - used for fealing sid {naus=a) or being sidk ivomiting)
= Cholestyramine - usad for high ciolestzrol and fatlevek in the blocsd
= Cral coniraceptives such & ‘the pill
IF o e nit sura if the abosapply to you, Gk tooyour doctor or phamackt befere taking Go-oodamel

Taking Co-cadama] with faad and drink
Crinking doohad while taking this medicine can make you fed sloeps.

Pregnancy and breast-feeding
Tdk to your doctor bedore taking this medicine if you are preqnant, might become pregnant or are breastfeeding.

Driving ard using machines
You may el skeepy or dizzy after taking Co-mdamal. I this happens, do not drive or uszany ook o machines.

16
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Impszrtant infermatien about some of the ingredients of this medicine

= Sadium: There i abaut 410 meg of sodium in each Go-codamol Tabket This may b hamiful to peopleon a kw
socum diet

= Sarkeited:This isa typs of sugar Fyou have besn old by your doctor that oo cannot tokrate or digest some sugars
{hawe an imtoleran & o sugars), talk to your doctor before taking this medicdne

3. HOW TO TAKE (9-CODAMOL

Alwrays Tk Do-oodamnl as your doctorhas told you. You should ched with wour dector or phamadst if you a2 met sure
= Donottake more than the dose you have been told
= Do nottake for lenger than your dacter tells you

Haw much to taks
Adults amd children ever 12 years of age
= [issiolwthe tablets in halfa glass of water
= Theusud dose of Co-codamal is 1 or 2 @blets
= Leawe at east 4 hoirs betwesn eadh doss of Co-cod amnl
= [ not tdke mare than B tablets in any 24 hour parind
= EMerly peophe mey ba given alowerdase
Children
» Co-medamad i notrecommended for iz in dildren under 12 years of age

If you think that the effect of Co-cedamad & too strong of i weak, talk to your doctor or pharmadst.

Changing the dose after taking (o-codamol requlardy far & long time
Taking Co-codamel reqularky and for & long time can makeyon sldicted to the medicine IFyou hawe taken raqula daily
disas of Co-codamel for a long ime, tdk to your doctor before increasing the dase or before suddenly opping treafment

Ifyeu take mere Co-cedamiel than yeu shauld

= [Fyou take miore Go-oodamal than you shouldtalk toyour decioror ge bo a hospital sraight away. This i because there
is & rick of serio lver damaige, thaugh this may nithappen straight swsy

= Remember to take this medicine packand any remanning tablets with you 5o the doctor knows what you have takan

Ifyeu farget ta take (o-codamiol

= [Fyouforgeta dose, do not wory, take itas soon & you remember Howeserif it is nearly ime for your nesct doss, skip
the mizsed dose

= [ it takea doubledose to make up fur a forgetten dose

= Remember to beave o least 4 howrs bietwaen doses

I pcu bawe any further questions onthe we of this product, &k your docior o pharmacst.

4. POSSIELE SIDE EFFECTS

Like all medicines, Co-codamal can cawss side effects, although noteverybody gets them.

Impzrtant side effacts you should know abaut Co-codamiel

= Taking cxdeine reqularky for a long ime can make you adiced o the medidne This means that when you siop taking
the tabdets you might el restiess and imitable

= Taking a painkiller for headaches ton often or for too leng can make them worse
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Stop takirg Co-codamol and see a dectar straight aeay if:
= 'Youdevelop an alengic reaction. Sqns of an allengic rsaction indude a reh, sweling ofyowr face, lips, mouth and
Ehoaat, difficulty sealowing or difficu ty breathing

Talk ta yeur doctar as seen as possible if:

= Yo have problems passing urine

= You notice that you biss of blesd mars @ aily than waal. &k, iF you getmars infecions than usud  such & & sone
throat ermeouth ulcars

Tell wawr dacter ar pharmacist if any of the fallvwing side effects gt serious or lasts lenger than a few days:
= Constipation

= Feeling sick inausea) or being sick (vomitting)

= Feeling dizzy, Nght-headed o slespy

= Feeling confised

It any of the side effects get serious orlasts far longer thana few days or i you notice any side effects not
listed in this leaflet, please tell vour doctar or pharmacist.

5. HOW TO STORE CO-CODAMOL

Kisap out of the reach and sigh tofchidren.

o ntuse Co-codamcd afier the eapiny date stated on label The expiry date relers to the last day of the month.
Store your medicing in the vrignal container and keap the container tightly clesad in order to protact fram moistirs,
D ok stare ahive 570

Mesdicines shoul notbe disposed of via wastewater of howshold wisk Ask your phamadst hiw to dispase of
miechicings  kinger requied. These measwes will help to protect the envinnment

6. FURTHER INFORMATION

What Ce-codamal 20/500 my Effervescent Tablets contain:

= The active ingredients are aodeine phosph ateand parscetamol Each tablet contaire 20 mg of codeine phosphate
and 500 my of paracetam

= The ather ingredients a=sodium hydrogen carbanate, anhydrous sodium carbonate, anhydrous diric acid, sedium
ducisate sorhital saccharin sodivm, dimeticone, sodum bnzoats, macgo S000 @nd natural grapefit favour

What Co-cadamal 200500 my Effersescent Tablets look like and the contents of the pack:
Co- el armod 300500 ) Efervescent Tablets are white, bevelled flat round tablets with a brask-line on one side. They ane

available & packs of 30or 100 effervescent tablets, in tubes within an outercarton.
Mot all pack sizes or padk types may bie marketed.

Marketing Butherisation Holder: Manufacturer
Consiliant Health Lid. Creapharm Gannat 585
Sth oo, Beawre Lane House, 1. Le Makmurlet, D3R0Ga0at
Megcar Strest Lower, Dublin 2, Franie
Iraland

Date of leaflet revision: lune A
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LABELLING
Carton — 100 tablet pack size

Co-codamol €JELILTY s
Effervescent Tablets e&(

Sodium centent approximatly 410 mg/tablet.
To be taken Into consideration by patients on a controlled sodium diet

Keep out of the reach and sight of chlldren.
Do notstore above 25 °C.
Keep the container tightly closed

Wod

100 ta bl ets CONSRENT HERLTH
For oral use. = Dwox
To be taken dissolved in water in accord_ancewith the directions of a physidan. g % fzw% (1] o. ss e ee o. : : [ T] .: : . : . .: : e .:
See enclosed leaflet for further information. o= SRy - - w . e wel o L .
Each tablet contains 20 mg Codelne phosphate and 500 mg Paracetamol % ;'} E g ) sese e ese @ o8 & o PR
Other ingredients include sorbitol and sodium salts =i = E e '8 e H ‘. A .

25

g

Co-codamol €& Iy
Effervescent Tablets

Codeine phosphate 30 mg / Paracetamol 500 mg

Contains paracetamol.

Do not take with any other paracetamol contalning products.
Immediate medical advice should be sought In the event of an overdose,
even If you feel well.

‘13m0 193115 13003 '3sn0Y aueT Xneag 1o0f g

M
S
: \
Place dispensing label here 5Eg15720,5052 g 100 tablets CONSILIENT HERLTH
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Looos

Translation of Braille on carton

#F #®8 F ®* # FF & * F * F & &
 w * E w ® B B BE
# & & W & Ew
L] .Il L LL ] L] - ® @ * [ .
L ® & &8 L] L] L3 " FEF
L] " & - - " &
Tube label
Comtains paracetamol.
Dy ook take with amy
Co-codamol @UETE) i cterpanscetana
containing products.
Immesdiate medical
Effervescent Tablets adi o e
Codeine phosphate 30 mg  Paracetamal 500 mg ﬁgﬁhég&:ﬂ:n
20 tablets if wiou fiesa well.
Each tablet contains: 30 mq Codeine phasphate and 500 mg Paracetamol.
Other ingredients include sorbitol and sodium salts. Sodivm content
approximately 410 ma/tablet. To be taken into consideration by patients
on a controlled sodium diet.
For oral use.
To be taken dissolved in water in accordance with the directions of a physician.
See |eaflet for further information.
Do not store above 257°C. Keap container tightly dosed. Pl: 248370004

Keep out of reach and sight of children. FOM

Marketing Awthorisation Holder:

Consilient Health Ltd,

Sth floar, Beaux Lane House, Mercer Straet Lower,
Dublin 2, Ireland

PL 24837/0004

20



