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LAY SUMMARY

This is a summary of the Public Assessment Report (PAR) for Co-dydramol 20/500 mg Tablets
(PL 04077/0243) and Co-dydramol 30/500 mg Tablets (PL 04077/0244). Co-dydramol

20/500 mg Tablets and Co-dydramol 30/500 mg Tablets will be termed Co-dydramol Tablets
throughout this Lay Summary for ease of reading. This PAR explains how these products were
assessed and their authorisation recommended, as well as their conditions of use. It is not
intended to provide practical advice on how to use these products.

For practical information about using Co-dydramol Tablets, patients should read the Package
Leaflet or contact their doctor or pharmacist.

What are Co-dydramol Tablets and what are they used for?
Co-dydramol Tablets are used to relieve severe pain.

How do Co-dydramol Tablets work?

These products contain either 20 mg dihydrocodeine hydrogen tartrate and

500 mg paracetamol, or 30mg dihydrocodeine hydrogen tartrate and 500 mg paracetamol. Both
dihydrocodeine hydrogen tartrate and paracetamol are analgesics (painkillers).

How are Co-dydramol Tablets used?
These products are prescription only medicines (POM).

These medicines are for oral use. Tablets should be swallowed with a glass of water, preferably
during or after a meal.

These medicines are not recommended for children under 12 years.

For adolescents aged between 12 and 15 years, one tablet should be taken every 4-6 hours. Do
not take more than four tablets in any 24-hour period.

For adults aged 16 and over, one or two tablets should be taken every 4-6 hours. Do not take
more than two tablets at once and do not take more than eight tablets in any 24-hour period.

For the elderly, one tablet should be taken every 4-6 hours, increasing to two tablets every 4-6
hours, if required and tolerated. Do not take more than eight tablets in a 24-hour period.
Caution should be taken when increasing the dose in the elderly.

Please read Section 3 of the Package Leaflet for detailed information on dosing
recommendations, the route of administration and the duration of treatment.

How have Co-dydramol Tablets been studied?

Because these products have been submitted as well-established use applications based on
medicines that have been used for many years, no new studies in patients have been performed.
Suitable data in the form of literature references have been provided to show the suitability of
these products for the proposed indications.
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What are the possible side effects of Co-dydramol Tablets?

Because these applications have been submitted as well-established use applications, the
benefits of these medicines and possible side-effects are taken as being the same as other
similar products that are already marketed.

For further information, please see Section 4 the Package Leaflet.

Why are Co-dydramol Tablets approved?
It was concluded that, based on the data submitted for these medicines, the benefits outweigh
the identified risks and it was recommended that Co-dydramol Tablets can be approved for use.

What measures are being taken to ensure the safe and effective use of Co-dydramol
Tablets?

A risk management plan (RMP) has been developed to ensure that Co-dydramol Tablets are
used as safely as possible. Based on this plan, safety information has been included in the
Summary of Product Characteristics and the package leaflet for Co-dydramol Tablets,
including the appropriate precautions to be followed by healthcare professionals and patients.

Known side effects are continuously monitored. Furthermore, new safety signals reported by
patients and healthcare professionals will be monitored and reviewed continuously, as well.

Other information about Co-dydramol Tablets
Marketing authorisations were granted in the UK on 10 February 2017.

The full PAR for Co-dydramol Tablets follows this summary.

For more information about treatment with Co-dydramol Tablets, read the Package Leaflet or
contact your doctor or pharmacist.

This summary was last updated in April 2017.
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| INTRODUCTION

Based on the review of the data on quality, safety and efficacy, the MHRA considered that the
applications for Co-dydramol 20/500 mg Tablets (PL 04077/0243) and Co-dydramol

30/500 mg Tablets (PL 04077/0244) could be approved.

Co-dydramol 20/500 and 30/500 mg Tablets are indicated for the treatment of severe pain.
These medicines are not to be taken by children under 12 years old.

These products contain the active substances paracetamol and dihydrocodeine (as
dihydrocodeine hydrogen tartrate).

Paracetamol [acetaminophen; N-(4-hydroxyphenyl) acetamide] is a para-aminophenol
derivative with analgesic, antipyretic and weak anti-inflammatory properties. It is rapidly
absorbed and its pharmacokinetics have been extensively studied.

Dihydrocodeine is an opioid analgesic drug, commonly used in combination with non-opioid
analgesics in a number of proprietary preparations.

These applications were made under Article 10a of Directive 2001/83/EC, as amended,
well-established use applications.

No new non-clinical studies were conducted, which is acceptable given that these are
well-established use applications. Suitable non-clinical data have been submitted in the form of
literature references.

Since these products contain active substances that are well established and have been used in
the UK for decades, and these products are intended for substitution with products that are
already marketed, no increased exposure of these products to the environment is anticipated.
An Environmental Risk Assessment (ERA) is, therefore, not deemed necessary.

No clinical studies were conducted, which is acceptable given that these are well-established
use applications. Suitable clinical data have been submitted in the form of literature references.

The MHRA has been assured that acceptable standards of Good Manufacturing Practice
(GMP) are in place for this product type at all sites responsible for the manufacture, assembly
and batch release of these products.

For manufacturing sites within the Community, the RMS has accepted copies of current
manufacturer authorisations issued by inspection services of the competent authorities as

certification that acceptable standards of GMP are in place at those sites.

A satisfactory Risk Management Plan (RMP) and summary of the pharmacovigilance system
have been provided with these applications.

National licences were granted in the UK on 10 February 2017.
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I QUALITY ASPECTS

1.1  Introduction

These applications are submitted according to Article 10a of Directive 2001/83/EC, as
amended, so-called well-established use applications.

Co-dydramol 20/500 mg Tablets contain 20 mg dihydrocodeine hydrogen tartrate and 500 mg
paracetamol. Co-dydramol 30/500 mg Tablets contain 30 mg dihydrocodeine hydrogen tartrate
and 500 mg paracetamol.

In addition to the above active substances, these products also contain the excipients maize
starch, colloidal silica, potassium sorbate, povidone and magnesium stearate.

The finished products are tablets, packaged in child-resistant aluminium/polyvinylchloride
blisters in pack sizes of 56 or 112 tablets. All packaging complies with current European
regulations concerning materials in contact with foodstuff.

1.2 DRUG SUBSTANCES
11.2.1 Paracetamol
rINN: Paracetamol

Formula: CsHoNO,

MW: 151.17
Structure:
OH
X
H3C N
* H
Chemical name: N-(4-hydroxyphenyl)acetamide

Description:  White or almost white crystalline powder, sparingly soluble in water, freely
soluble in alcohol and very slightly soluble in dichloromethane.

Paracetamol is the subject of a European Pharmacopoeial monograph.

All aspects of the manufacture and control of paracetamol are covered by a European
Directorate for the Quality of Medicines and Healthcare (EDQM) certificate of suitability.

11.2.2 Dihydrocodeine hydrogen tartrate

rINN: Dihydrocodeine hydrogen tartrate
Formula: Ci18H23NO3.C4HsOs

Relative molecular mass: 451.5
Structure:
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Chemical name: 4, 5 a-Epoxy-3-methoxy-17-methylmorphinan-6a-ol hydrogen (2R, 3R)
-2, 3-dihydroxybutanedioate

Description: A white or almost white crystalline powder, freely soluble in water and
sparingly soluble in alcohol.

Dihydrocodeine hydrogen tartrate is the subject of a European Pharmacopoeial monograph.

All aspects of the manufacture and control of dihydrocodeine hydrogen tartrate are covered by
a European Directorate for the Quality of Medicines and Healthcare (EDQM) certificate of
suitability.

1.3 DRUG PRODUCT

Pharmaceutical development

The objective of the pharmaceutical development programme was to produce tablets containing
either 20mg dihydrocodeine tartrate and 500mg paracetamol, or 30mg dihydrocodeine tartrate
and 500mg paracetamol.

Satisfactory details of the pharmaceutical development of the medicinal products have been
supplied. Suitable data have been provided to show that the dissolution properties of the
products are satisfactory.

No excipients of animal or human origin are used in the final products.
None of the excipients are sourced from genetically modified organisms.

Manufacture of the product
A description and flow-chart of the manufacturing method have been provided.

Satisfactory batch formulae have been provided for the manufacture of the products, along with
an appropriate account of the manufacturing process. The manufacturing process has been
validated at pilot-scale and has shown satisfactory results. A validation protocol and a
commitment to verify the first three production-scale batches have been provided.

Finished Product Specifications

The finished product specifications are satisfactory. Test methods have been described and
adequately validated. Batch data have been provided that comply with the release
specifications. Certificates of Analysis have been provided for any working standards used.

Stability

Finished product stability studies have been conducted in accordance with current guidelines,
using batches of the finished products stored in the packaging proposed for marketing. Based
on the results, a shelf-life of 24 months and storage conditions of “Do not store above 25 °C.
Store in the original package” for both strengths of product are satisfactory.
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1.4 Discussion on chemical, pharmaceutical and biological aspects
The grant of marketing authorisations is recommended.

i NON-CLINICAL ASPECTS

The pharmacodynamic, pharmacokinetic and toxicological properties of paracetamol and
dihydrocodeine hydrogen tartrate are well-established. As these actives are widely used,
well-known active substances, the applicant has not provided additional studies and further
studies are not required. An overview based on a literature review is, thus, appropriate.

Suitable justification has been provided for non-submission of an Environmental Risk
Assessment (ERA). As these products are intended to be used interchangeably with other
products that are currently on the market, it is not expected that environmental exposure will
increase following approval of these marketing authorisations.

v CLINICAL ASPECTS

IV.1 Introduction

No new data are required for these applications. The applicant’s clinical overview on the
clinical pharmacology, efficacy and safety of the product has been written by an appropriately
qualified person and is adequate.

IV.2 Pharmacokinetics

According to the regulatory requirements, CPMP/EWP/QWP/1401/98 NfG on the
Investigation of Bioavailability and Bioequivalence, no new pharmacokinetic data are required
to support these applications.

IV.3 Pharmacodynamics
No new pharmacodynamic data are required to support these applications and none have been
submitted.

IV.4  Clinical efficacy
No new efficacy data were submitted with these applications and none were required.

IV.5 Clinical safety
No new data have been submitted with these applications.
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IV.6 Risk Management Plan (RMP)
A suitable pharmacovigilance system and a risk management plan have been submitted.

A summary of the risk minimisation measures is provided below:

Important identified risks

PL 04077/0243-0244

Safety Concern

What is Known

Preventability

Allergic to paracetamol.
dihydrocodeine or any other
ingredients in these tablets.
(Hypersensitivity)

Allergic reactions can include sudden
wheeziness_ difficulties in breathing,
swelling of the eyelids. face or lips. rash
or itching.

You must not take Co-dydramol
Tablets if you are allergic to any
of the mgredients. If any of these
reactions occur patients should
tell vour doctor straight away.

Patients with breathing
problems or lung disease which
makes breathing dafficult.

There is an mcreased risk of developing
serious and life-threatening
complications of the breathing problems
or lung disease.

You must not take Co-dydramol
Tablets if you have breathing
problems or lung disease which
makes breathing difficult.

Regular prolonged use of
dihydrocodeine 1s known to
lead to addiction and tolerance.

Symptoms of restlessness and rritability

may result when the treatment is stopped.

The side effects can depend on the
individual, the drug used, the size and
frequency of the dose, and how long the
drug has been taken.

Do not take this medication for
longer than is completely
necessary.

Your doctor should inform you
of the risks of addiction and that
long-term use should be avoided.

If vou have taken regular daily
doses for a long time, do not
suddenly stop treatment without
discussing this with vour doctor
as you may experience
withdrawal effects.

Taking these tablets for
headaches too often or for too
long can make them worse.

Taking paimnkillers too often or for too
long can result in medication-overuse
headaches. The body gets used to the
painkillers. Rebound headaches can

You should take the tablets as
prescribed by vour doctor.

If vour pain persists then talk to
vour doctor.

develop within a day or so of the last
dose.

These tablets may affect your
ability to drive safely or operate
machinery.

Co-dydramol tablets can make patients
feel drowsy, dizzy and sleepy.

It is an offence to drive if this medicine
affects your abality to drive.

Do not drve while taking this
medicine until vou know how 1t
affects you.

If these tablets make you feel
drowsy. do not drive or operate
machinery. Co-dydramol Tablets
can affect your ability to drive as
they may make you sleepy or
dizzy.

Overdose

Taking too much paracetamol can cause
sertous liver damage and in some cases
this can be fatal. There may not
necessarily be any symptoms in the early
stages of an overdose.

Always take this medicine
exactly as vour doctor has told
you.

You should check with your
doctor or pharmacist if vou are
not sure.

If yvou have taken more of this
medicine than you should then
contact doctor at once, even if
vou have no symptoms
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Important potential risks

PL 04077/0243-0244

Safety Concern

What is Known

Caution is advised in patients with allergic
disorders

Allergic reactions can mclude sudden wheeziness, difficulties
m breathing, swelling of the eyvelids, face or lips, rash or
itching.

The tablets should not be taken by a patient
during an asthma attack.

The patient would have an increased risk of developing serious
and life-threatening adverse reactions.

Caution 1s advised 1f there 1s a marked
impairment of liver function, in those with
chronic hepatic disease and 1n persistent
heavy drinkers; the amount taken should be
reduced.

These tablets may cause hiver problems to be more severe.
Alcohol increases the risk of liver damage that can occur if an
overdose of paracetamol is taken. The hazards of paracetamol
overdose are greater in persistent heavy drinkers and in people
with alcoholic liver disease.

An overdose can cause liver fatlure.

Caution is advised if there is advanced kidney
disease.

These tablets may cause kidney problems to be more severe.

Caution is advised in patients taking a
medicine known as monoamine oxidase
mhibitors (e g. tranyleypromide. phenelzine,
isocarboxazid, moclobemide and linezolid.)

Opioids should not be taken within 14 days of monoamine
oxidase inhibitors due to the potential for severe low blood
pressure, effects on breathing and on the central nervous
system. Use at the same time may cause serotonin syndrome.

Other paracetamol containing products should
not be taken at the same time.

An overdose of paracetamol can cause delayed. serious
liver damage. An overdose of Paracetamol can lack
significant early symptoms. Symptoms can mclude
sickness, stomach pain and a pale colouring of skin.

Taking medicines that depress the central
nervous system (CNS depressants e g.
sedative or anti-depressant medicines) or

The effect of medicines that depress the central nervous system
(and the effect of alcohol) may be increased by dihydrocodeine
which could mean breathing, heart thythm and circulation 1s

drinking alcohol while taking this medicine

slowed.

The amount taken should be reduced in the
elderly and in those with an under active

thyroid gland.

In these patients Co-dydramol may have a stronger effect and a
longer duration of action than predicted.

An overdose can cause liver failure.

Use should be avoided 1 patients with
increased pressure in their skull (for instance
due to brain disease) or have a head injury.

These tablets may make these symptoms worse or hide the
extent of an injury.

Caution is advised i patients with an
enlarged prostate

Dihydrocodeine may cause a lack of ability to urinate, which 1s
already a common complication of an enlarged prostate

Use of Co-dydramol Tablets duning
pregnancy.

If used during labour 1t may cause breathing difficulties in the
baby after birth.

If dihydrocodeine 1s used regularly m the third trimester 1t may
cause withdrawal symptoms in the baby after birth.

Missing information

Safety Concern

What is Known

Use in children under 12 years of age

The use of this product is not recommended for children
under 12 years of age and so there is no experience of ifs
safety and efficacy in this age group.

IVV.7 Discussion on the clinical aspects
The grant of marketing authorisations is recommended for these applications.

10
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\% USER CONSULTATION

A user consultation with target patient groups on the PIL has been performed and the results
submitted in accordance with Article 59 of Council Directive 2001/83/EC, as amended. 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.

Vi OVERALL CONCLUSION, BENEFIT/RISK ASSESSMENT AND

RECOMMENDATION
The quality of the products is acceptable, and no new non-clinical or clinical safety concerns

have been identified. The applications include an adequate review of published non-clinical
and clinical data concerning the efficacy and safety of paracetamol and dihydrocodeine
hydrogen tartrate.

The Summary of Product Characteristics (SmPC), Patient Information Leaflet (PIL) and
labelling are satisfactory and in line with current guidelines. In accordance with Directive
2012/84/EU, the current approved UK versions of the SmPCs and PIL for these products are
available on the MHRA website.

The currently approved labels are provided below:

CO-DYDRAMOL I

1\
s191qe) Sw 00S/07  S1RIgeL 9§ . f.i‘gﬁg?rf’s’““i

joweipAg-0)

Please read the patiert information leafer before use.

56 Tablets

PHARMATY LSE ORLY

r oral administration. Swallow the tablets
with a ghis af water. To be taken ai dicected by the
phiysician

* Do not take more medicine than the libd tells
you to. [If you de not get better, tajk to your doctar.

+ Do nat take for Jonger than directed by your
prescriber as taking dilydrocodeine regullardy
for a long time can lead to addiction.

+Dio not take anything else containing
paracetamol while taking this medicine.
Talk to a doctor at once if you take too much
ef this medicine, even if you feel well,

Each tahlet contains:
Dikydrocedeine Tartrate 20 mg
Paracetamal 500 mg,

Contains paracetamol
Keep out of the sight and reach of children.

G

M & A

This rredicine can make you fee] sleepy. Do not
drive while taking this medicine urtd you know how
it makes you feel. See the [eallet inside for more
infermation

D net store above 15°C.
Stere in the erginal package

Co-Dydramo

56 Tablets

11
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CO-DYDRAMOL |
#20/#500 MG

sajge S 005/07  sPigeLll TABLETS
jowelpAg-0) |

112 Tablets

PHARMALCY USE ONLY

tells you te. H you do not get better, tall to
your dactar.

* De not take for longer than directed by your
prescriber as taking dilydrocodeine regularly
for a bong time can kead to addiction.

* Do not take anything else
paracetameal while taking this medicine. Tolk
to a doctor at ance if you take tos much of
this medicine, even if you fee] well.

Contains paracetamel
Keep out of the sight and reach of children.

This medicire can make you feel sleepy. Do not

il you know how ol
e for rore. PIP 119-9231

4.

M & A

Manufacturer anc MA Held
Do nat store above )
Store in the original p:

Co-Dydramol

PP240%

570 37082523%

/

PP2413

CODVDRAMOL  Shemcecens  CG-DYDRAMOL ~ Oocsdsr  CODVDRAMOL  Olbwrcossms  CODYDRAMOL  Ofydrcassre  CO-DYDRAMOL  Ojscrcins  CODVDRAMOL  Opyeeost
%&;E&Tg MIEA Pharmaches Lid ?‘;:ﬁ:’:g MLA Pharmachum L ?ﬁ;ﬁg'?g Mk Pharmacham Lig ?E\;Eg'g MBA Prar=achem Lid ?&;E&?g WA Prrarmaches Lis ?r?\gtoqu MLA Phasmach
Dihydrocadsine. Dihydrocodsing Dumygroccdaing Diydrecodaing ul Dihydracodaine Dihydrocodsine
Jhoam copmmo W copouo S JRozer cogmum Wi cogmuwo  mer  copow

TABLETS TABLETS TABLETS TABLETS TABLET
CODYDRAMOL :;::::1::‘2"' C&DrVDFU\MGL D::‘:‘::'D::i“’ CO=DYDRAMOL CO=DYDRAMOL “':‘:‘::::‘:::I‘“ C&DI"DR.!MDL LI::::::::::’\“ CODYDRAMOL 9;:,:’:::':
20500 wanshumahen s S gt 200500M8 ik Praran | 20500 wamamnee 20500 wsasham
siysrcacene  GO-DYDRAMO oerscceens  CO-DYDRAMO orenccane CO-DYDRAMO umerezodsne  CO-DYDRAMO uryescooare CO.DYDRAMO Shyameacere  CODYDRA
WaA Prarmactam Lt %‘:';Eg'?g Mk Prarmachen Lid %‘i‘éﬂ%’%‘g WA Pharmashem Lis %‘;E”E'?g Wi Pharmacham L4 %‘\-gtg"{‘g MaA Prarmactem Lid ﬁ'gfg';g MAA Prarmaches Lid %%‘;‘E‘;';
CO-DYDRAMOL ~ Ohpwrwcccses  CO-DVDRAMOL  Diwdueodsie  CO-DYDRAMOL i co-n oL o CO-DYDRAMOL  Dibyirococsics  CO-DYORAMOL  Diycrocods
20/500mg Faracetamol 20/500mg Frracetamal 20/500mg Panucetemal 20/500mg Faracetamol 20/500mg Farasetamol 20/500mg Faracelam

TABLETS MAA Pharmacheen Lid TABLETS M Pharmachem Lo TABLETS Mk Fharmachem Lid TABLETS MaA Prar=achem Lid TABLETS S Prarmaches Lid TABLETS MaA Pharmach
Dinydrocodeine  AE.DYDRAMOL Dibyoracedene e OBYDRAMOL Dyerocedsine AODYDRAMOL Dindrecoduine @E.DYDRAMOL Diydrocodeine  AE.DYDRAMOL Bihydrocodeine  ARDYDRA

anrazatama| Parscstamal ! Pasacetime] 20/500mg Pancotamel 20/500mg Barscatumol 20/500mg [E— 20/500m
van e i 2051000 san m  BElETe wansramacton w20 waaamacion 6 20 SPIA was praracian - ZOE00E waspramacnem s 20300
CODYDRAMOL  Piwucccers  CO-DYDRAMOL ~ Piwévewci  CODYDRAMOL  Piwércowsin  CO-DYDRAMOL  Ohwiocoisis  CO-DYDRAMOL  Fiuroceoses  CO-DYDRAMOL  Pryeveech
aragetamal waso i arceta= k araceiam h arscetamal % e

TABLETS MsA I TABLETS MEA Phamachom Lt ?&;Eg'.'r'g Mk Pharmachem Lis 12'5\5313?5“ & Prar=actem Ll ?.:;E[é".;g M Prarmache Lig ﬂéf‘é’?g A Phamach
Ul CODVORAMOL  CUUTIC  CODUDRAWOL MU CODVORANOL DTN CODVDRANOL  CRUUOMN  cODVDRAMOL  limiei  cooyoms
et /500mg /500mg /500mg - /500mg /500mg rmachem /500
Pt 00008 MusPramachemiis  S03NIE MiArmchom s Z0BDITRE Wi phamscram iz R AVIME Mk Prarmacamtd  FAFIIRY e T
CODYDRAMOL  °rywocccers  CO.DYDRAMOL ~ Cryevecdors  CODYDRAMOL  Plrcossi  CO-DYDRAMOL  Ohyrocomsms  CO-DYDRAMOL  Syorocesss  CO-DYDRAMOL  Poyerees:
h arscetamol i uracetam K sracata b e iams arscetamel I saeelam
simg e Caosong | toeed Caosang | meeed Cgosoomg e gosomg | mrewel Cgosoong |, moe
Ditydrocodane  CO-DYDRAMOL Bibpiroceiens  COLDYDRAMOL Dopeecdene  COADYDRAMOL Dinydrecadeine  CODYDRAMOL Ditydracotaing  COADYDRAMOL Oy s CODYDRA
i Py 20/500mg ML Praahen L 20/500mg WA ampen s 20/500mMg Mot Phamsinem 4 20/500mMg Mad Prarsiom g 20/500mg wAPeuasiatis  20/500
TABLETS TABLETS : TABLETS TABLETS TAEBLETS TABLET

CO-DYDRAMOL ~ Ofyerocccers  CQ-DYDRAMOL  Ofyéescors  CODYDRAMOL  Overecsdene  CO-DYDRAMOL — Oiydrocadee  CODYDRAMOL  Oifyeracscers  CODYDRAMOL  Oyercedt
20/500mg Parucatamel 20/500mg Famacotamal 20/500mg Paracatume] 20/500mg Puracatamol 20/500mg Parueetamel 20/500mg Farcelam

TABLETS MLBA Pharmahis, L TABLETS MLA Pharmashorm L TABLETS MAA Phammacham Lig TABLETS MEA Pharsagbam L1 TABLETE MLLA Pharmachis Lig TABLETS WA Phasmach

CO-DYORAMOL ~ Shréscess  CODVDRAMOL  Sjrwccsons  CO-DYDRAMOL CO-DYDRAMOL CO-DYDRAMOL ~ Shréwsssrs  CO-DYDRA
20/500mg - 20/500mg e 20/500mg v 20/500mg 20/500mg eriami| 20/500r
TABLETS VAP TABLETS VAT IS TABLETS MAPamARn - TABLETS TABLETS MEAPTEE I TABLET
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CO-DYDRAMOL
30/500mg
TABLETS
Dihydracodaing

Paracetamal

MAAPharmachem Lid

CO-DYDRAMOL
30/500mg
TABLETS
Dinydracadeine

Paraceiamol
M&A Prasmachem Lid

CO-DYDRAMOL
30/500mg
TABLETS

Dibydrosodeine

CO-DYDRAMOL
30/500mg
TABLETS

Dihydracadisine
Paracetamol
M&A Prasmachem Lid
CO-DYDRAMOL
30/500mg
TABLETS
Ditydracadine

Paracetamol
M&A Phasmachem Ll

CO-DYDRAMOL
30/500mg
TABLETS
Dibydracodeine

Paracotamal

M&APharmachen Lid

sia]qeL 3w 005/0¢

S191qeL 99

Please read the patient information leaflet before use.

Tablets for oral administration. Swallow the tablets
with a glass of water. To be taken as directed by the

physician.

+Do not take more medicine than the label
tells you to. If you do not get better, talk to

your doctor.
*Do not take for longer than directed by your
prescriber as taking dihydrocodeine regularly
for a long time can lead to addicti

+Do not take anything else containin
paracetamol while taking this medicine. Talk
to a doctor at once if you take toe much of
this medicine, even if you feel well.

Each tablet contains:
Dihydrocodeine Tartrate 30 mg
Paracetamel 500 mg

Contains paracetamol
Keep out of the sight and reach of children.

This medicine can make you feel sleepy. Do not

drive while taking this medicine until you know hew

it makes you feel. See the leaflet inside for more

information.

Do not store above 25°C.
Store in the originall pac)

Manufacturer and MA Holder:
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Table of content of the PAR update for MRP and DCP

Steps taken after the initial procedure with an influence on the Public Assessment Report (Type

II variations, PSURs, commitments)

Scope Procedure | Product Date of start | Date of end | Approval/ | Assessment
number information | of the of non report
affected procedure procedure | approval attached
YI/N
(version)
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