SOTRET

(Isotretinoin Capsules BP)
(For oral administration)

Pregnancy
linoin i Its use is therefore not only in pregnant women
and women who could become pregnant during and for one month after ending treatment,
but in all women of childbearing potential. The danger of bearing a malformed child is

extremely highifi during evenforonlya
shorttime. Every hildis at risk of i _
inoin is. i in any woman of age unless all the following

conditions are met:

1. Isotretinoin must be clearly indicated.

2. i i i doctor's orders.

3. Sheisableto carry outthe obligatory res reliably larly.

4. Any woman of childbearing potential who is treated with isotretinoin must practice
effecti ion uni from th before, during and one month
after She has possibility ive failure.

5.

2nd or 3rd day o
6. A pregnancy test performed no more than 11 days before starting treatmen: must be
negative. Monthly pregr l

Bef

y
% doctor p with

Decreased Night Vision: Decreased night vision has been reported during isotretinoin therapy and in

some instances the event has persisted after therapy was discontinued. Because the onset in some

patients was sudden, patients should be advised of this potential problem and wamed to be cautious

when driving or operating any vehicle at night.

Druglnteractions

Vitamin A: Because of the relationship of isotretinain to vitamin A, patients should be advised against
dnind i toavokd

taking
Tetracyciines: Concomitant treatment with isotretinoin and tetracyclines should be avoided because
isotretinoin use has been associaled with a number of cases of pseudotumor cerebri (benign

(‘minipills™ that do not
i Although

Micro-dosed dosed
tair bean

have used combined oral contraceptives. as well as topical finjectable/ implantable! insertable hormonal
birth control products. The<2 reports are more freauent for women who use only a single method of
coniraceplion. it 1S NOL s 1T hormonal Corirceptives differ in their efectveness when used with
isotretinain. Therefore, itis critically impt for women of [ il to select and committo
use 2 forms of effective contraception simultaneously, atleast 1 of which must be a primary form, unless

4 3 A L
the precautions and on the risk_incurr_ad and possible consa&uences of the pregnancy

i estradiol: In a study of 31 premenopausal women with severe recalcitrant
nodular acne receiving Norethindrone/Ethinyl Estradiol Tablets as an oral contraceptive agent,
isotretinoin at the recommended dose of 1 mg/kg/day, did not induce clinically refevant changes in the

The patient must fully understand the precautions and confirm her understanding and
willingness to comply with the use of gffective contraceptive methods that have been
explained to her.

Two effect hod:

hould b ” i

Even women using no contraception because of preexisting infoni?ityror sexual inactivity
h 5 idelines fo i

should g ras long as they

To aid prescribers and patients in preventing fétal exposure to isotretinoin, the
p ion designed force the warnings about

the drugs ity and the y use of reliable in patients of

ook with

:hildbna_ring‘age:
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The following extremely severe malformations have been reported in the children of

mothers who have taken it inoil i i

deformity of the pinna of the ear (microtia), small or absent external auditory canal,
i i i facial i abnormal thymus

morphology, parathyroid hypofunction and cerebellar malformations.
If pregnancy occurs, the physician and patient should determine together whether it is
advisable to continue the pregnancy.

COMPOSITION

Active Ingredients

SOTRET 10 mg SOTRET20mg

Each capsule contains Each capsule contains
Isotretinoin Ph. Eur.  10mg Isotretinoin Ph.Eur.  20mg
Excipients )

Hydrogenated Soyabean oil, hydrogenated vegetable oil, bees wax white, disodium edentate, butyl
i bean oil (refined), gelatin, glycerol, tit dioxide, purified water.
Isopropyl alcohol & Paraffin lightliquid*

Ferric Oxide Red (E172, CINo.77491 )- Shell colorant for Sotret 10 mg

4. Equaly andofe‘:‘f::ﬁvs i lmmzlu sat":emq‘r:m:ﬁrl‘?i:‘z:; {::’ ;:: pharmacokinetics of ethinyl estradiol and norethindrone and in the serum levels of progesterone,
J follicle-stimulati ) inizina h 1
month thereafter. B o B 9
< . ith i oot Phenytoin: Isotretinoin has not been shown to alter the pharmacokinetics of phenytoin in a study in
8 Hm‘:m;;\ vackislass b:.cou‘es Pregant during sreatinet Wil strslioln °r"; "f seven healthy volunteers. These results are consistent with the in vitro finding that neither isotretinoin
i o e lealecani : o, ror s metaboliesi inhibit the acivity of the CYP 2C9 ?

Phenytoin
toassessifthere isan
interactive efiect on bone loss between phenytoin and isotretinoin. Therefore, caution should be
exercised when using these drugs together.

Systemic Coricosteroids: Systemic corticosteroids are known to cause osteoporosis. No formal clinical
studies have been conducted to assess If there is an interactive effect on bone loss between systemic

i in, Therefore, it
Prescribers are advised to consult the package insert of medication administered concomitantly with
hormonal contaceptives, since some medications may decrease the effectiveness of these bm.‘
COpLN 2 ! o ro 5

ADVERSE REACTIONS). Patients should be lively cautioned not to self-medicate with the

herbal supplement St. John's Wort because a possible interaction has been suggested with hormonal

tives based on reports of | bleedir I i after starting

SL John's Wort. Pregnancies have been reported by users of combined hormonal contraceptives who
alsoused some formof St. John's Wort.

Carcinogenicity/Mutagenicity

and female Fischer 344 rats given oral isotretinoin at dosages of 8 or 32 mg/kg/day (1.3 to 5.3

times the recommended clinical dose of 1.0 mg/kg/day, respectively, after normalization for total body

surface area) for greater than 18 months, there was a lated increased incidence of

pheochromocytoma ive to controls. The incidence of adrenal medullary hyperplasia was also

\ncreased—at - the —vghei dusaye In bu sexes. The ralatively high level of spontanecus

i cher 344 i ivocal model for study of this

al

9
tumor; therefore, this tumor i

The Ames test was conducted with isotretinoin in two laboratories. The resuits of the tests in one
laboratory were negative while in the second laboratory a weakly positive response (less than 1.6 x
background) was noted in S. fyphimurium TA100 when the assay was conducted with metabolic
activation. No dose-response effect was seen and all other strains were negative. Additionally, other
tests designed lo assess genotoxicity (Chinese hamster cell assay, mouse micronucleus fest, S.

derived and

is assay with hi

cerevisiae DT assay, in vilt

DNAsynthesis assay) were all negative.

Usein Children

The use of isotretinoin in pedialric patients less than 12 years of age has not been studied. The use of

isotretinoin for itrant nodular iatrig 121017 years

should be given careful consideration, especially for those patients where a known metabolic or
tructural bone di dsts (see P General). Use of isotretinoin in this age group for

Brilliant Blue FCF (133, CIN0.42090) &Allura Red (E129, CINo.16035), 20mg
* Processing aids

PHARMACEUTICAL FORMAND CONTENTS
Sotret Capsules 10mg & 20mg : Soft Gelatin Capsules packed in blister strips of 10's. Pack of 3x 10's
inacarton.

THERAPEUTIC CLASS/ACTIVITY

SOTRET capsules contain the active ingredient isotretinoin, a retinoid. Chemically, isotretinoin is 13-
cis-retinoic acid and is related to both retinoic acid and retinol (vitamin A). The mechanism of action of
isotretincin has not been fully elucidated. However, it is clear that the clinical improvement seen in
severe acne is paralleled by a dose dependent reduction in the activity of the sebaceous glands and a
histologically confirmed decrese in their size. Isotretinoin has,also been shown to_have an anti
inflammatory effectin the skin.

THERAPEUTIC INDICATIONS

SOTRET Capsules are indicated for severe forms of acne, especially nodulocystic acne and forms of
acne with a tendency to scarring.

CONTRAINDICATIONS

SOTRET Capsules are contraindicated in pregnancy (in women who are pregnant or could become
pregnant during treatment; see below), in nursing mothers, in liver failure, in preexixting
hypervitaminosis A, in patients with markedly elevated blood lipid levels and in patients who are

it is medication ortoany of its

PRECAUTIONS
General
Although an effect of isotretinoin on bone loss is not established, physicians should use caution when
prescribing isotretinoin to patients with a genetic predisposition for age-related osteoporosis, a history of
childhood osteoporosis conditions, osteomalacia, or other disorders of bone metabolism. This would
include patients diagnosed with anorexia nervosa and those who are on chronic drug therapy that causes
drug-induced osteoporosisiosteomalacia and/or affects vitamin D metabolism, such as systemic
corticosteroids and any anticonvulsant.
Patients may be atincreased risk when participating in sports with repetitive impact where the risks of
spondylolisthesis with and without pars fractures and hip growth plate injuries in early and late

are known, The ref of fracture: delayed healing in patients
xhile on treatment ':Mh »soulahnm‘n or following cessation of treatment with isotretinoin while involved in

ivities. Whil taolistinck b led
y

fviti

Hypersensitivity

Anaphylaclic reactions and other allergic reactions have been reported. Cutaneous allergic reactions

and serious cases of allergic vasculitis, often with purpura (bruises and red patches) of the extremities

and extracutaneous involvement (including renal) have been reported. Severe allergic reaction
. géconiniiaion o hetsgy. ) h

Laboratory Tests

Pregnancy Test: Female patients of childbearing potential must have negative results from 2 urine or

serum pregnancy lests with a sensitivity of at least 25 mlU/mL before receiving the initial iSotretinoin
 Drogra bt - ! c

he d -

wher P
of the patient for isotretinoin (a screening test). The second pregnancy test (a confirmation test) should
be done during the first 5 days of the menstrual period immedialely preceding the beginning of
isotretinoin therapy. For p: t11 daysafter
the last. i 2
Each month of therapy, the palient must have a negali

it from a urine tA

nodular i i mparing 103 pediatric
patients (13 to 17 years) to 197 adult patients (18 years). Results from this study demonstrated that
isotretinoin, ata dose of 1 mg/kg/day gi two divided doses, tive i i
recalcitrant i i
In studies with isotretinoin, adverse reactions reported in pediatric patients were similar to those
described in adults except for the increased incidence of back pain and arthralgia (both of which were
i i iatri ADVERSE REACTIONS).

Inanop ingl therapy linoin for severe recalcitrant nodular
acne, bone density measurements at several skeletal sites were not significantly decreased (lumbar
spine change >-4% and total hip change >-5%) or were increased in the majority of patients. One
patient had a decrease in lumbar spine bone mineral density >4% based on unadjusted data. Sixteen
(7.9%) patients had decreases in lumbar spine bone mineral density >4%, and all the other patients.
(92%) did not have significant decreases or had increases (adjusted for body mass index). Nine
patients (4.5%) had a decrease in total hip bone mineral density >5% based on unadjusted data.
Twenty-one (10.6%) patients had decreases in total hip bone mineral density >5%, and all the other
patients (89%) did not have significant decreases or bad increases (adjusted for body mass index).
Foliow-up studies perfurmed in 8 of the patientc with decreased bone mineral density for up to 11
months thereafter demonstrated increasing bone density in 5 patients at the lumbar spine, while the
other 3 patients had lumbar spine bone depsily m:zsurement.s below baseline values. Total hip bone
! s 4 %107 6%)in5 donts (62.5%)

Ina separate open-label extension study of 10, paiie;ns. ages 1318 years.r ‘who started a second course

of isotretinoin 4 months after the first course, two patients showed a decrease in mean lumbar spine
ineral density up to 3.25%

Usein Pregnancy and Lachﬁov:

Category X.see CONTRAINDICATIONS AND boxed WARNINGS.

Itis not known whether this drug s excreted in human milk. Because of the potential for adverse effects,

Use in Elderly

Clinical studies of isotretinoin did not include sufficient numbers of subjects aged 65 years and over to
determine whether they respond differently from younger subjects. Although reporied clinical
experience has i i b Iderly and younger patients, effects of
aging might be expected to increase some risks associated with isotretinoin therapy (see WARNINGS
and PRECAUTIONS).
Effecton Drivi i

ability

Decreased night vision has been reported during isotretinoin therapy and in some instances the event
has persisted after therapy was discontinued. Because the onset in some patients was sudden,
patients should be advised of this potential problem and wamed to be cautious when driving or
operating any vehicle at night.

THIS IS A MEDICAMENT
Medicament is a product which affects your health and its consumption contrary {0
Instructions is dangerous for you . Follow strictly the doctors prescription , the method of use
and the instructions of the pharmacist who sold the medicament.

The doctor and the pharmacist are the experts in medicines,
their benefits and risks.

Do not by yourself interrupt the period of treatment prescribed.

Do not repeat the same prescription without consulting your doctor.

v Keep 2l mpdicaments aut of reach of children.
Council of Arab Health Ministers,
Union of Arab Pharmacists.
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mes “m‘mar‘em and follew-up blood lrpMs should be obh'r‘ed under lasﬂng conditions, After
consumption of alcohol, at least 36 hours should elapse before these determinations are made. Itis
recommended thal these lesls be performed at weekly or biweekly intervals until the lipid response to
1sotretinoin is ypertrig| is 1 patientin 4 on isotretinoin therapy
im WARNINGS).

Iver Function Tests: Since elevations of liver eﬂs‘ms have been observed during clinical trials, and
hepatitis has been reported, pretreatment and follow-up | lmr funcuon tests should be performed at
weekly of bi

Glucose: s:m: patients ncolvmg isotretinoin have axpanenced problems in the go:lml of lhexr bloou
rapy,

DOSAGE AND ADMINISTRATION
SOTRET Capsules shouid oniy be presciibed by doctors who are a).pemsuwd inthe usé of systermic
retinoids (pmlambly and clearly the risk of SOTRET is
taken during pregnancy.

SOTRET capsules should be taken once or twice dally with meals.

The therapeutic response lo SOTRET and its effects are dose dependent and nol the same in all
patients. Individual dose adjustments are therefore necessary during treatment, SOTRET therapy
should be initiated at a dose of 0.5 mg/kg body weight dally. In most patients, the dose is between 0.5
and 1.0 mg/kg body weight daily. In patients with severe acne or truncal acne a higher dose of up to 2

mqav In addition, new
causal nship has been established.
CPK: Sorm patients undergoing vigorous physical activity while on isotretinoin therapy have
experienced ﬂwulod CPK levels; hweven the clinical significance is unknown. There have been rare
ctivity. In a clinical
trial of 217 psdlalnc plnsnts(ﬂ 10 17 years) with severe recalcitrant nodular acne, transient elevations
In CPK were observed in 12% of patients, including those undergoing strenuous physical activity in
association with reported musculoskeletal adverse events such as back pain, arthralgia, limb injury, or
musde sprain, In these patients, appmnmalnly half of the CPK elevations retuned to normal wnhm 2

A cumulative dose of 120 mglkq_body welght per treatment course was shown to increase remission
rates and prevent recurrence. Treatment duration in a patient therefore varies with the daily dose
employed. Complete remission of acne is often achieved with treatment duration of 16 to 24 weeks.
Inpatients displaying symploms of severe intolerance at the recommended dose, treatment should be
continued at lower dose. Treatment will be longer as a result. In most patients, complete resolution of
acne was achieved with a single treatment cycle In the event of frank relapse, a repeat course of

WARNINGS

Psychiatric Disorders

Isotretinoin may cause depression, psychosis and, rarely, suicidal ideation, suicide attempts, suicide,
and aggressive and/or violent behaviors. Discontinuation of isotretinoin therapy may be insufficient;
further evaluation may be necessary. No mechanism of action has been established for these events
(see ADVERSE REACTIONS).

Pseudotumor Cerebri

Isotretinoin use has been associated with a number of cases of pseudotumor cerebri (benign intracranial
hypertension), some of which invalved concomitant use of tetracyclines. Concomitan reatment with
tetracyclines should therefore be avoided. Early signs and symptoms of pseudotumor cerebri include
papﬂedsma headache, nausea and vomiting, and visual disturbances. Patients with these symptoms

screened for papilledema and, if present, they should be told to rﬁseonlmue isotrefinoin*

Pancrealitis N
Acute pancreatilis has been reported in patients with either elevated or normal serum triglyceride levels.
In rare instances, fatal hemorhagic pancreatitis has been reported. Isotretinoin should be stopped if

Lipids

Elevations of serum triglycerides in excess of 800 mg/dL have been reported in patients treated with
isotretinoin. Marked elevations of serum triglycerides were reported in approximately 25% of patients
receiving isotretinin in clinical trials. In addition, approximately 15% developed a decrease in
highdensity lipoproteins and about 7% showed an increase in cholesterol levels. In clinical trials, the
effects on triglycerides, HDL, and cholesterol were reversible upon cessation of isotretinoin therapy.
Some patients have been able o reverse mglycende elevation by reduction in weight, restriction of

dietary

hould b i d then atintervals until the

lipid msponse ‘o isotretinoin is established, which usualry occurs within 4 weeks. Especially careful

consideration must be given to risk/benefit for patients who may be at high risk during isotretinoin

therapy (patients with diabetes, obesity, increased alcohol intake, lipid metabolism disorder or familial

history of lipid metabolism disorder). Ifisotretinoin therapy is instituted, more frequent checks of serum
uTI

SOTRET can b as before.
in the ill b lul up to B week: completing , repeat
not fodh I
WITHDRAWAL EFFECTS, IF ANY

The termination of Imalmonl with isotretinoin is unlikely to be associated with withdrawal effects;
however,

OVERDOSAGE andits Management
The oral LD,, of isotretinoin is greater than 4000 mg/kg in rats (>600 times the
clinical dose of 1.0 mg/kg/day after normalization of the rat dose for total body surface area and >300
times the recommended clinical dose of 1.0 mglkg/day after normalization of the mouse dose for total
body surface area) and is approximately 1960 #<g/kg in rabbits (653 times the recommended clinical
dose of 1.0 mg/kg/day after normalization for total body surface area). In humans, overdosage has
been associated with vomiting, facial flushing, chelosis, abdomlnal pain, headache, dizziness, and
ataxia.
Isotretinoin causes semus bmh defects atany dosage. Females of childbearing pelennal who present
with isotretinoin overds pregnancy. Patients who it should racsrve
counseling about the ri N
least one month and receive contraceptive counseling (see boxed CONTRAINDICATIONS AND
WARNINGS). Educational materials for such patients can be obtained by calling the manufacturer.
Because an overdose would be expected to result in higher levels of isotretinoin in semen than found

urmg a normal tyeaimenl course, male pauenls should use a cmdom, or avoid reproductive sexual

y pregnant, for 30 d rdose. All pati
i di 301 dmk

Missed dose instructions
In case a dose is missed, it shou(d be taken as soon as possible unless it is almost time for the next
dose. stbe informed.

ADVERSE REACTIONS

The adverse reactions listed below reflect the experience from investigational studies of isotretinoin,
and the postmarketing experience. The relationship of some of these events to isotretinoin therapy is
unknown. Many of the side effects and adverse reactions seen in patients receiving isotretinoin are
similar to those described in patients taking very high doses of vitamin A (dryness of the skin and
mucous membranes, e.g, of the lips, nasal passage, and eyes).

Body as a Whole: allergic reactions, induding vasculitis, systemic hypersensitivity, edema, fatigue,

valnesluf n ed (see PREC DoseReIauanshlp
Hearing Impairment

Impaired hearing has been reported in patients taking isotretinoin; in some cases, the hearing

impairment has been reported to persist after therapy has been and

causality for this event have ot been established. Patients who experience tinnitus or hearing
impairment should discontinue isotretinoin treatment and be referred for specialized care for further
evaluation (see ADVERSE REACTIONS).

Hepatotoxicity
Clinical hepatitis considered to be possibly or probably related to isotretinoin therapy has been reported.
Additionally, mild to moderate elevations of liver enzymes have been observed in 15% of

weigh htloss.

C palpitation,

Endocrine/Metabolic: hypertriglyceridemia, aherauons in blood sugar levels. Gastrointestinal:

inflammatory bowel disease, hepatitis, pancreatitis, bleeding and inflammation of the gums, colitis,
itis, nausez, nther

Hematologic: allergic reactions, anemia, thrombocytopenia, neutropenia, rare reports of

individuals treated during clinical trials, some of which normalized with dosage reduction or continued
administration of the drug. If normalization does not readily occur or if hepalitis is suspected during

Inflammatory Bowel Disease

Isotretinoin has been associated with inflammatory bowel disease (including regional ileitis) in patients
without a prior history of intestinal disorders. In some instances, symptoms have been reported to persist
after isotretinoin treatment has been stopped. Patients expenenmg abdmmal pam fec‘lal bleeding or

Skeletal
Effects of multiple courses of isatretinoin on the developing musculoskeletal system are unknown.
There is some evidence that long-term, high-dose, or multiple courses of therapy with isotretinoin have
more of an effect than a single course of therapy on the musculoskeletal system. In an opendabel
clinical trial of a single course of therapy with isotretinoin for severe recalcitrant nodular acne, bone
at sever letal tsignificantly decreased (lumbar spine change
24% and total hip change 25%) or were |ncreased in me majority of panens One patient had a
Sixteen (7.9%) patients
haa decreasesin Iumbar spine bone mineral density >4%, and all the other, panents (92%) did not have
significant decreases or had increases (adjusted for body mass index). Nine patients (4.5%) had a
decrease in fotal hipbone mineral density >5% based on unadjusted data. Twenty-one (10.6%) patients
had decreases in total hip bone mineral density >5%, and all the other patients (89%) did not have
significant decreases or had increases (adjusted for body mass index). Follow-up studies performed in

skeletal i ification of tendons and ligaments, premature epnphyseal
closure, decreases in bone mineral density,
back pain and arthralgia, trans»em pam in the chest, anhn(ls tendonitis, other types of bone

i iness, i headaohe insomnia, lethargy, malaise,
nervousness, paresthesias, seizures, stroke, syni
Psychialric: suicidal ideation, suicide attempts, sulade oepressnon psychosis, aggression, violent
behaviors, emotional mstablk!y
Oﬂhe patients

som‘e Iepnmad depr

subsided with

Reproducllw Syslem-abnonnal menses

osp asthma),
Skin andAppendagss acne fulminans, alopecia (which in some cases. persxs(s) bmlsmg cheilitis (dry
lips), dry mouth, dry nose, dry skin, epnstaxls eruptive xznlhomas ﬁushung. fragility of skin, hair
abnormalies, hirsutism,

paronychia, peeling of I
reactions, pmnms

8 of the patients with decreased bone mineral density for up te-11 months thereafter
increasing bone density in 5 patients at the lumbar spine, while the other 3 patients had lumbar spine
bone density measurements below baseline values. Total hip bone mineral densities remained below
baseline (range 1.6%t0-7.6%)in 5 of 8 patients (62.5%).

In a separate open-label extension study of 10 pauenis ages 13-18 years, who started a second course
of isotretinoin 4 months after the first course, two patients showed a decrease in mean lumbar spine
bone mineral density up 0 3,25% (seePRECAImONS)

reports of ia, bone fractures, and delayed healing of bone
fractures have been seen in the isotretinoin population. the causahty to usotrennom has not been
established, an elfec( cannol be ruled out. Longer ffe d. It that

h (includi , seborrhea, and eczemay), sunbum susceptibility
mueased swealing, umcana vaswlws (Includlng Wegeners granulomatosis), abnormal wound
SpeaalSenses =
Hearing: i tinnilus.

Vision: comeal opacities, decreased night wsmn wmch  may persist, cataracts, color vision disorder,
diyeyes, kera

Urinary

Laboratory

Elevation of plasma rnglywndes decrease in serum hngh—densnty lipoprotein (HDL) levels, elevations
of serum cholesterol during trez
Increased alkaline pmspha\ase SGOT (AST). S,»PT (ALT), GGTPorLDH.

Decreases in red blood cell parameters, decreases in white blood cell counts (including severe

nolonger
Hyperostosis: A hxgh prevalenoe ol skele(al hyperoslosls was mled in clinical trials for dlsorders of

and rare reports of agranulocytosis), elevaled sedimentation rates, elevated platelet
cmnts mrombocylopema

mglkg/day. . in6of8
patients in a prospective study o! msordevs of i Minimal skeletal and
calcification of ligaments and tendons have also been observed by x-ray in prospective studies of
nodular acne panems treated with a single wurse of mempy at recommended doses. The skeletal
effects of treatment
In a clinical study of 217 pediatric patients (12 tu 17 years) with severe recalcitrant nodular acne,
hyperostosis was not observed after 16 to 20 weeks of treatment with approximately 1 mg/kg/da ui
isolretinoin given in two divided doses. Hyperostosis may require a longer time frame to appear.

Premature Epiphyseal Closure: There are spontaneous veports of premalure epiphyseal closure in
isotretinoin

onepiphyseal closure s unknown.

Vision Impairment

Visual problems should be carefully monitored. All isotretinoin patients experiencing visual difficulties
should discontinue isotretinoin treatment and have an ophthalmological examination (see ADVERSE
REACTIONS).

Comeal Opacities: Ct | opacities h d tients receiving isotretinoin for acne: and more
frequently when higher drug o«
opacities that have baen observed in clinical trial patients treated with isotretinoin have either
completely resolved or were resolving at follow-up 6 to 7 weeks after discontinuation of the drug (see
ADVERSE REACTIONS).

the urine, proteinuria

Expiry Date with Warning

The, notbe used after the expiry d on the k.
STORAGE

Store below 25°C, protected from light.

SUPPLY

Sotret Capsules 10mg & 20mg- 3x10's blister stripsina carton.
SHELFLIFE

24 Months

Date of Last Revision of Package Leaflet

January 2005

KEEP ALL MEDICINES OUT OF THE REACH OF CHILDREN.

MARKETING AUTHORIZATION HOLDER MANUFACTURER

Ranbaxy Laboratories Limited Ranbaxy Laboratories Limited
19, Nehru Place Paonta Sahib, Distt. Sirmour
New Delhi, India H.P. 173025, India
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