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Unigalin

Each Unigalin50 capsule contains 50 mg pregabalin.
Each Unigalin75 capsule contains 75 mg pregabalin.
Each Unigalin100 capsule contains 100 mg pregabalin.
Each Unigalin150 capsule contains 150 mg pregabalin.
Properties :
Unigalin is an effective medicine .indicated  for ~ management of
neuropathic pain associated with diabetic peripheral neuropathy ,and
postherpetic neuralgia ,as it reduces puncture, and burning symptoms.
Mechanism of action :
Unigalin  (pregabalin) binds with high affinity to the alpha2- delta site
(an auxiliary sub unit of voltage -gated calcium channels ) in central nervous
system tissues . Unigalin reduces the calcium -dependent release of several
neurotransmitters ,possibly by modulation of calcium -chanel function .while
Unigalin is a structual dervative of the inhibitory neurotransmitter gamma —ami-
no butyric acid (GABA) ,it does not bind directly to GABA a ,GABA b, or benzo-
diazepine receptors, and it is inactive at serotonin,dopamine receptors ,or opiate
receptors ,Unigalin does not block sodium channels, and does not alter cyclooxy-
genase. However the prolonged application of Unigalin increases the density of
GABA transporter protien and increases the rate of functional GABA transport .
Pharmacokinitics :
Absorption and Distribution :
Unigalin is well absorbed after oral administration ,Peak plasma
concentrations occur within 1.5 hours.
Unigalin oral bioavailability is =90% and is independent of dose.
Following repeated administration ,steady state is achieved within 24 to 48 hours.
Unigalin does not bind to plasma proteins.
Unigalin is a substrate for system L transporter which is responsible for the trans-
port of large amino acid across the blood brain barrier .
Metabolism:
Unigalin undergoes negligible metabolism in humans, following a dose of
Unigalin ,approximately 90% of the administered dose was recovered in the
urine as unchanged Unigalin .
Elimination :
Unigalin is eliminated by renal excretion as unchanged drug with a mean
elimination half-life of 6.3 hours in subjects with normal renal function .
Unigalin elimination is nearly proportional to creatinine clearance.
Indications:
Unigalin is indicated for :
* Management of neuropathic pain associated with diabetic peripheral

neuropathy (DPN)
* Management of postherpetic neuralgia .
* Adjunctive therapy for adult patients with partial onset seizures.
* Management therapy of fibromyalgia.
Adverse reactions :
Most common adverse reactions are :
e dizziness, somnolence, dry mouth, peripheral edema ,weight gain, suicidal
thinking and behavior ,thinking abnormal (primarily difficulty with concentration
\attention ),
* Ophthalmological effects ,blurred vision ,diplopia ,
* asthenia ,accidental injury ,back pain ,chest pain ,face edema .
* constipation ,flatulence .
* neuropathy ,ataxia ,vertigo ,confusion , incoordination ,tremor ,abnormal gait
,amnesia
« dyspnea ,bronchitis ,sinusitis
* headache , vomiting ,twitching ,myoclonus ,
* arthralgia ,muscle spasms.
* euphoric mood , disorientation ,
Precautions:
Angioedema :
There have been post marketing reports of angioedema in patients during intial
and chronic treatment with Unigalin .specific symptoms included swelling of the
face ,mouth (tongue lips ,and gums) , and neck ( throat and larynx ) . there were
reports of life —threatening angioedema with respiratory compromise requiring
emergency treatment ,discontinue Unigalin immediately in patients with these
symptoms .
Exercise caution when prescribing Unigalin to patients who have had a previous
episode of angioedema .
Hyper sensitivity :

There have been postmarketing reports of hypersensitivity in patients shortly
after initiation of treatment with Unigalin .adverse reactions included skin
redness, blisters , hives ,rash, dyspnea ,and wheezing. discontinue Unigalin
immediately in patients with these symptoms.

Suicidal behaviour and ideation :

-monitor patients treated with any AED for any indication for emergency or
worsening of depression ,suicidal thoughts or behaviour ,and /or any unusual
changes in mood or behaviour .

Creatine kinase elevation:

-instruct patients to promptly report unexplained muscle pain tenderness ,or
weakness ,particularly if these muscle symptoms are accompanied by malaise
or fever . discontinue treatment with Unigalin if myopathy is diagnosed or sus-
pected or if markedly elevated creatine kinase levels occur .

- PR interval prolongation :

Unigalin treatment was associated with PR interval prolongation .in analyses of
clinical trial ECG data , the mean PR interval increase was 3-6 msec at Unigalin
doses = 300 mg/day .

* Exercise caution when co —administration of Unigalin with other drugs
associated with angioedema (angiotensin converting enzyme inhibitors ~ACE
inhibitors), Because it may increased the risk of developing angioedema .

* Increased seizure frequency may occur in patients with seizure disorders if
Unigalin is rapidly discontinued .

* Antiepileptic drugs ,including Unigalin ,increase the risk of sucidal thought or
behavior .

* Unigalin may cause peripheral edema ,weight gain ,exercise caution when
co-administration Unigalin and thiazolidinedion (antidiabetic drug),because
these drug can cause weight gain and \or fluid retention ,possibly leading to heart
failure .

* Exercise caution when using Unigalin in congestive heart failure patients

* Narcotic pain medicines (oxycodone) traquilizers , medicines for anxiety
(Lorazepam) ,may increase the adverse reactions (CNS depression ,dizziness,
sleepiness)

* Do not drink alcohol while taking Unigalin

 Caution when driving or operating machinery, because the drug may cause
dizziness , somnolence or blurred vision .

* Unigalin may cause Creatinekinase elevations and muscle pain , PR interval
prolongation and decrease in platelet count.

* Be sure to tell your doctor if you: have any change in your eyesight , have
muscle pain along with a tired feeling ,or if markedly elevated creatinekinase
levels occur.

Contraindications :

Hypersensitivity to Unigalin or any of the components. Pregabalin is contraindi-
cated in patients hypersensitive to pregabalin or its components.

Cases of angioedema and allergic reactions have been reported in patients taking
Pregabalin.

Drug interaction:

Because Unigalin (Unigalin) does not bind to plasma proteins its
pharmacokinetics are unlikely to be affected by other agents through metabolic
interaction or protein binding displacement .

Use in specific populations:

Pregnancy : Unigalin has teratogenic effects in animals ,no adequate and well
controlled studies in human . (category C),be sure to tell your doctor if you plan
to become pregnant.

e use Unigalin during pregnancy only if the potential benefit justifies the poten-
tial risk to the fetus

Nursing mothers : Unigalin should not be used in nursing mothers and
decision should be taken whether to discontinue nursing or to discontinue the
drug.

Pedgiatric use : the safety and efficiency in pediatric patients have not been
established

Geriatric use : there is no difference in safety and efficacy between these
patients and younger patients . Because  Unigalin is eliminated by renal
excretion ,adjustment of dose in elderly patients with renal impairment is
required and  depends on creatinine clearance .

Impairment of Fertility:

Men being treated with Pregabalin, who plan to be fathers should be informed
about the potential risk of male-mediated teratogenicity. Preclinical studies in rats
given Pregabalin, shows an increase in the risk of teratogenic effect in male rats.

Dosage and administration :
Unigalin may be administrated with or without food .

Indications Dosage Maé‘ ;r;'leum
Neurocs)athic pain Begin dosing at 150 mg / day divided in
associated with diabetic 3 doses
300 mg/day

peripheral neuropathy ~May be increased in 1 week to 300 mg/
(DPN pain ) day divided in 3 doses

Begin dosing at 150 mg/day divided in 2
or 3 doses
May be increased in 1 week to 300 mg/
) ) day divided in 3 doses
Postherpetic neuralgia  patients who do not experience sufficient
(PHN) pain relief following 2 to 4 weeks of treat- 600 mg/day
ment with 300 mﬁﬁday ,and who are able
to tolerate Unigalin ,may be treated with
up to 300mg two times a day ,or 200 mg
three times a day (600 mg/day )

Begin dosing at 150 mg/day divided in 2
or 3 doses
May be increased in 1 week to 300 mg/ 600 mg/day
day divided in 2 or 3 doses

Begin dosing at 150 mg/day divided in
2 doses
May be increased in 1 week to 300 mg/ 450 mg/day
day divided in 2 doses further increased
to 450 mg/day divided in 2 doses

* Doses mentioned above are for patients with creatinine of at least 60 ml/min.
» Withdrawal of Unigalin should be gradually over a minimum of 1 week.
 Dose should be adjusted in patients with reduced renal function according
to the following :

Creatinine clearance(ml/min) Total Unigalin daily dose (mg/day)

Adjunctive therapy
for adult patients with
partial onset seizures

Fibromyalgia

Dose regimen

=60 150 300 450 600 2-3 daily
30-60 75 150 225 300 2-3 daily
15-30 25-50 75 100-150 150 1-2 daily
<15 25 25-50 50-75 75 1 Single daily dose

Supplementary dosage following hemodialysis (mg)
Patient on the 25 mg single daily dose ,take one supplemental dose of 25mg or50mg
Patient on the 25-50 mg single daily dose ,take one supplemental dose of 50 mg or 75mg

Patient on the 75 mg single daily dose ,take one supplemental dose of 100 mg or 150mg
e Abrupt or rapid discontinuation of Unigalin may cause these symptoms
(insomnia, nausea , and diarrhea ).
* Taper the drug gradually over a minimum of one week .
* If you miss a dose ,take it as soon you remember . if it is almost time for your
next dose ,just skip the missed dose .take the next dose at your regular time .
* Do not take two doses at the same time
e This drug may cause : ( dependence , tolerance )
Overdose :
There are no notable clinical consequences with patients who took doses about
8000mg
There is no specific antidote for overdose with Unigalin .
Elimination of unabsorbed drug may be attempted by emesis or gastric lavage .
Hemodialysis is indicated in patients with renal impairment
Storage:
Store Unigalin at room temperature.( below 25 °C) . protect from moisture
Keep medicine out of reach of children.
Pack:
20 capsules

THIS IS A MEDICAMENT

- A medicament is a product which affects your health, and its consumption contrary
to instructions is dangerous for you.

- Follow strictly the doctor's prescription, the method of use and the instructions of
the pharmacist who sold the medicament.

-The doctor and the pharmacist are experts in medicine, its benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.

- Do not repeat the same prescription without consulting your doctor.

KEEP THE MEDICAMENTS OUT OF THE REACH OF CHILDREN

Council of Arab Health Ministers Arab Phg@@cist}g&.ﬁc%
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