PATIENT INFORMATION LEAFLET

Isotretinoin Capsules USP (10/ 20 mg)

ACNOM 10/20

+ Youmustnotgetpregnant
maystillbeleftinyourbody.

Women ribed ACNOM under strict rules. This it fthe
risk of serious harm to the unborn baby

Thesearetherules:

% Your doctor must explain the risk of harm to the unborn baby - you must understand why you must not

WARNING
Can seriously harm an unborn baby
Women must use effective contraception
Do not use if you are pregnant or think you may be pregnant

Read all of this leaflet carefully before you start taking this medicine because it contains

importantinformation foryou.

< Keepthisleaflet.Youmayneed toreaditagain.

+ Ifyouhaveanyfurther questions, ask your doctor or pharmacist.

« Thi i Donot passit hers. It eveniftheir
signs ofillness are the same asyours.

« If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not
listed i thisleaflet.

Whatisinthisleaflet:

1.What ACNOM isand whatitis used for
2.Whatyou need to know before you take ACNOM
3.How to take ACNOM
4.Whatarethe possible side effects of ACNOM

5. Howtostore ACNOM

6.Contents of the pack and other information

1. WhatACNOM isand whatitis used for

ACNOM contains isotretinoin — a substance related to vitamin A, and one of a group of medicines called
retinoids (fortreatment ofacne).

The retinoids work by reducing the amount of the oily substance (i.e. sebum) made by glands in your skin,

ACNOMis used to treat severe forms of acne

 You must have talked about contraception (birth control) with your doctor. The doctor will give you

Before youstart treatment, your doctor wil
arenot pregnant whenstarting treatment with ACNOM.

test. Thetest you

NOM

You must agree to use at least one very reliable method of contraception (for example an intra uterine
device or contraceptive implant) or, two effective methods that work in different ways (for example a
hormonal contraceptive pill and a condom). Discuss with your doctor which methods would be suitable
foryou.

> You must use contraception for a month before taking ACNOM, during treatment and for month
afterwards.

You must use contraception even if you do not have periods or you are not sexually active (unless your
doctor decidesthisis not necessary).

ACNOM

% Youmust

<+ You must agree to have regular megnancy tests, ideally every month during treatment and, because
some medicine may still be leftin your body, 1 month after stopping ACNOM (unless your doctor decides
thisisnotnecessaryinyour case).

Yournust testsifyourdoctorasksyou.

Youmust not get i for th

beleftinyourbody.

+ Yourdoctor parent/g

tosign it. This form confirms (hat you have been told about the risks and that you will follow the rules
above.

If you get pregnant while taking ACNOM, stop taking the medicine straight away, and contact your
doctor.

Also, if NOM, doctor.
+ Thisisacne that can causescarswhich donotgoaviay Additionalprecautions
@ Th | 'nodular'or'cong You should never give this medicinal product to another person. Please take any unused
YouwilluseAC acne has not got better with anti indudingantibiotics and trestment.

skin treatments. ACNOM should not be used to treat prepubertal acne and not in th\ldven aged less than 12
yearsofage.

ACNOM treatment must be supervised by a dermatologist (a doctor specialized in the treatment of
skin problems).

2 NOM
Donottake ACNOM

+ Ifyouarepregnantorbreast-feeding

« Ifthere s any chance you could become pregnant, you must follow the precautions under “Pregnancy

Ifyouareallergictoisotretinoin,
Ifyouhave liver disease

You should not donate blood during treatment with this medicine and for 1 month after
stopping ACNOM because an unborn baby could be harmed if a pregnant patient receives your
blood.

Adviceforall patients
< Tellyour doctor if
orpsychosis), nnfynu(akemedmnesforanyofthesemndmnns

uicidal behaviour

Severe Skin reactions (e.g. erythema multiforme (EM), Stevens-Johnson syndrome (SJS) and toxic
epidermal nectolysis (TEN) have been reported with the use of ACNOM. The rash may progress to
widespread blistering or peeling of the skin. You should also look for ulcers in the mouth, throat, nose,
genitalsand conjunctivitis (red and swollen eyes).

Rarely, ACNOM may cause severe allergic reactions some of which can affect skin in the form of
ema, hivesandb Ifyou devel i top taking
ACNOM,

Cut down on intensive exercise and physical activity. ANOM can cause muscle and oint pain

¥ y gly
Iy yhig y (hyp )
E3 i tor or pharmacist.
Warningsand precautions
¥ toror i ing ACNOM:
or yourselforendingyour

mood may be affected while taking ACNOM. Your doctor will discuss how best to monitor your mental
healthduringyourtreatment

Talk to your doctor if you experience persistent pain in your lower back or buttocks during treatment with
ACNO.These symptoms may b signs ofsacrlis, a type f infammatry back pain. Your doctr may

with ACE falist for treatment of ybackp:

ACNOM should not be used if any of the above applies to you. If you are not sure, talk to your doctor or
pharmacistbeforetaking this medicine.

Pregnancy prevention programme
Womenwho are pregnant must not take ACNOM
This medicine can seriously harm an unborn baby (the medicine is said to be ‘teratogenic’) — it can cause

AACNOM may cause dry eyes, intolerance to contact lenses and visual difficulties including
decreased night vision. Cases of dry eyes not resolving after discontinuation of therapy have been
reported.

Tell your doctor if you have any kidney problems. Your doctor may start you on a lower dose of
AC i

# Your skini kel to get dry. Use a skin moisturking ontmert o ceam and  Ip bl during
treatment. i 1S

< Don'th: y ic ski . ACNOM may kin more fragile. Don't have any
waxing (hair removal), dermabrasion o laser treatments (removing hony skin or scars) during
treatment, or for at least 6 months after treatment. They could cause scarring, skin irritation, or rarely,

serious abormalities of the unborn baby’sbrai, face, e, eye, heart and certai Jandand
’ . K b :

shorttime during pregnancy.

+ Youmustnottake AC! if

% Youmust not take ACNOM if you are breastfeeding. The medicine islikely to pass into your milk and may
harmyour baby.

«+ Youmustnottake ACNOMifyou could get pregnant during treatment.

ofyourskin.

Isotretinoin has been associated with sexual problems. These mdude problems gemng or
maintaining an erection, lower libido, vaginal d difficulti inthe
genitals.




Childrenandadolescents
The use of ACNOM in children under the age of 12 is not recommended. This s because itis not known ifitis
safe oreffectiveinthisage group.

to dnotir 12years of age. Ifyou
are aged under 18 years of age, you must not take ACNOM unless two prescribers have agreed that your

Othermedicinesand ACNOM
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines
including herbal and non-prescription products.

«+ Do not take vitamin A supplements or tetracyclines (a type of antibiotic), or use any skin

k NOM ‘yourdoctor.
Bonesand muscles
quency quency cannot
<+ Muscle weakness which can be potentially life-threatening, may be associated with trouble moving
arms orlegs, painful, swollen, the body, dark
confusion or dehydration.
Liverand kidney problems

Veryrare effects (mayaffectupto 1inevery 10,000 people)
% Yellow skin or eyes, and feeling tired. These can be signs of hepatitis. Stop taking ACNOM straight away
and contact yourdoctor.

are on ACNOM. It

tontheskin).

NOM.

Pregnancyand breast-feeding
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your
doctorforadvice before taking this medicine.

riving and usingmachines
You may not see as well at night during your treatment. This can happen suddenly. In rare cases this has

continued after th has stopped. D d di have been reported very rarely. If this
ppenstoyou, driveor Y.
3.Howtotake ACNOM

Always take ACNOM exactly as your doctor has told you. Check with your doctor or pharmacist if you are not
sure.

Smgper ghtp:
yourdose willusually startat 30 mg aday.
Take the capsules once or twice daily.

NOMC:
If you take too many capsules or someone else accidentally takes your medicine, contact your doctor,
pharmacist or nearest hospital immediately.

Ifyouforgettotake ACNOM

Nervous system problems
tuptoTinevery
% Lasting headache, along with feeling sick (nausea), being sick (vomiting) and change in your eyesight
including blurred vision.

Veryrare effects (mayaffectupto 1inevery 10,000 people)

<+ Severe abdominal (tummy) pain, with or without severe bloody diarrhoea, feeling sick (nausea) and
beingsick (vomiting).

Eyedisorders

Veryrare effects (mayaffectupto Tinevery 10,000 people)

« Blurredvision.

Otherside effects:

y ithAC! 1in10people)
% Dryness of the skin, especially of the lips and face; inflamed skin, chapped and inflamed lips, rash, mild
itchingand light peeling.

onACNOM.

Raisedliver enzymesseenin blood tests.

2 Bruising, bleedi ily-ifcl

& If However,fiti Your & Anaemia -weakness dizzness,paleski
Donoti
i tuptoTin10people)
P + Headache.
i Whatarethepossblside ffects of ANOM = Higherlevelsofcholesteol ntheblood.
< Proteinorbloodin theurine.
Tell your doctorify - . ed
< Inside of
Skinproblems < Mllergicreactionssuchasrash,itchiness.
" 7 N N 5.Howtostore ACNOM
S kin rash tevens- andtoxic - N .
riou vens ! of Donot the
pil EXP.
Store this medicine below 25°C.
doctor p month.
immediately. i i i toprotectfrom
moistureandlight.
Mental problems Donot icines vi or Askyour
Rare effects (mayaffectupto Tinevery 1000 people) Pharmacist i use. i
«+ Becomingviolentoraggressive. protectthe environment.
Veryrare effects (mayaffectupto 1inevery 10,000 people) 6.Contents of the packand otherinformation
+ Unusual behaviour. Theactiveingredientis sotretinoin.
% Si h there. ACNOM10
Eachsoft gelatin capsule contains:
q Isotretinoin USP10mg
« Depression or igns of d anxiety, feelings of emotional Approved colours used in capsule shell
discomfort,
<+ Existing depression getting worse. ACNOM20
Isotretinoin USP20mg
Allergicreactions Approved colours usedin capsule shell
Rare effects (mayaffectupto Tinevery 1000 people)
« Serious (anaphylactic) reactions: difficulty breathing or swallowing caused by sudden swelling of the ACNOM in PVDCBlister.

throat, face, the hands

Veryrare effects (mayaffectupto 1inevery 10,000 people)

Manufactured by :

Quest Pharmaceuticals Pvt. Ltd.
Chhata Pipara, Bara, Nepal

Qe

ACNOM dcoloured i I
10x i

carton.

ACNOM 20 is purple coloured, oval shaped soft gelatin capsules. ACNOM 20 capsules are packed in PVDC
Blister. 10x i

arton.

For further information
Quest Pharmaceuticals Pvt. Ltd.

Tripureshwor, Kathmandu
Tel. 01-4240304, Email : quest ktm@quest.com.np,
Website : www.quest.com.np
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