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± Benzodiazepine effects on the CNS are dose-dependent, with more severe CNS depression 
occurring with high doses.
β The extent of respiratory depression with benzodiazepines is dose dependent, with more 
severe depression occurring with high doses.

WARNINGS AND PRECAUTIONS
Warnings
As with all patients on CNS-depressant drugs, patients receiving Lorazepam should be warned 
not to operate dangerous machinery or motor vehicles until it is known that they do not become 
drowsy or dizzy from Lorazepam therapy. Patients should be advised that their tolerance for 
alcohol and other CNS depressants will be diminished and should either be eliminated or given 
in reduced dosage in the presence of Lorazepam.
Lorazepam is not intended for the treatment of primary depressive disorders or for the primary 
treatment of psychosis. It is recommended that the need for continued therapy with Lorazepam 
be determined periodically.
Use of benzodiazepines, including Lorazepam, may lead to potentially fatal respiratory 
depression.
Risk from concomitant use of opioids.
Concomitant use of Lorazepam and opioids may result in sedation, respiratory depression, 
coma and death. Because of these risks, concomitant prescribing of sedative medicines such as 
benzodiazepines or related drugs such as Lorazepam with opioids should be reserved for 
patients for whom alternative treatment options are not possible. If a decision is made to 
prescribe Lorazepam concomitantly with opioids, the lowest effective dose should be used, and 
the duration of treatment should be as short as possible. The patients should be followed closely 
for signs and symptoms of respiratory depression and sedation. In this respect, it is strongly 
recommended to inform patients and their caregivers (where applicable) to be aware of these 
symptoms.
The use of benzodiazepines, including Lorazepam, may lead to psychical and psychological 
dependence.

System Organ 
Class

Blood and 
lymphatic system 
disorders
Immune system 
disorders

Endocrine 
disorders

Metabolism and 
nutrition disorders
Psychiatric 
disorders

Nervous system 
disorders ±

Eye disorders

Ear and labyrinth 
disorders
Vascular disorders

Respiratory, 
thoracic and 
mediastinal 
disorders

Gastrointestinal 
disorders
Hepatobiliary 
disorders
Skin and 
subcutaneous 
tissue disorders
Musculoskeletal 
and connective 
tissue disorders
Reproductive 
system and breast 
disorders
General disorders 
and administration 
site conditions
Investigations

Very Common 
≥ 1/10

Sedation, 
drowsiness

Fatigue

Common ≥ 1/100 
to < 1/10

Confusion, 
depression, 
unmasking of 
depression

Ataxia, dizziness

Nausea

Muscle weakness

Asthenia

Uncommon ≥ 
1/1,000 to < 1/100

Change in libido, 
decreased orgasm

Frequency not 
known (cannot be 
estimated from the 
available data)
Thrombocytopenia, 
agranulocytosis, 
Pancytopenia
Hypersensitivity 
reactions, 
anaphylactic/oid 
reactions
SIADH (Syndrome of 
inappropriate 
antidiuretic hormone) 

Hyponatremia

Disinhibition, 
euphoria, suicidal 
ideation/attempt, 
paradoxical reactions 
including anxiety, 
agitation, excitation, 
hostility, aggression, 
rage, sleep 
disturbances/insomni
a, sexual arousal, 
hallucinations
Extrapyramidal 
symptoms, tremor, 
dysarthria/slurred 
speech, headache, 
convulsions/seizures, 
amnesia, coma
Visual disturbances 
(including diplopia 
and blurred vision)
Vertigo

Hypotension, lowering 
in blood pressure
Respiratory 
depression β, apnea, 
worsening of sleep 
apnea, worsening of 
obstructive pulmonary 
disease
Constipation

Jaundice

Allergic skin 
reactions, alopecia

Hypothermia

Increase in bilirubin, 
increase in liver 
transaminases, 
increase in alkaline 
phosphatase

Precautions
Caution should be used in the treatment of patients with acute narrow-angle glaucoma.
The usual precautions for treating patients with impaired renal or hepatic function should be 
observed.
Transient amnesia or memory impairment has been reported in association with the use of 
benzodiazepines.
Some patients on benzodiazepines have developed blood dyscrasias, and some have had 
elevations in liver enzymes. As with other benzodiazepines, periodic blood count and 
liver-function tests are recommended for patients on long-term therapy.
Lorazepam should be used with caution in patients with compromised respiratory function (eg., 
COPD, sleep apnea syndrome).
Pre-existing depression may emerge or worsen during use of benzodiazepines including 
Lorazepam.
The use of benzodiazepines may unmask suicidal tendencies in depressed patients and should 
not be used without adequate antidepressant therapy.
Elderly or debilitated patients may be more susceptible to the effects of Lorazepam; therefore, 
these patients should be monitored frequently and have their dosage adjusted carefully 
according to patient response.
Paradoxical reactions have been occasionally reported during benzodiazepine use. Such 
reactions may be more likely to occur in children and the elderly. Should these occur, use of the 
drug should be discontinued.
As with all benzodiazepines, the use of Lorazepam may worsen hepatic encephalopathy; 
therefore, Lorazepam should be used with caution in patients with severe hepatic insufficiency 
and/or encephalopathy.
Pediatric Use
Lorazepam is not recommended for use in children less than 6 years of age. Avoid long-term 
treatment because it will cause physical and psychological dependence.
Drug Abuse & Dependence
Abuse
Addiction-prone individuals, such as drug addicts and alcoholics, should be under careful 
surveillance when receiving benzodiazepines because of the predisposition of such patients to 
habituation and dependence.
Dependence
The use of benzodiazepines may lead to physical and psychological dependence. Withdrawal 
symptoms similar in character to those noted with barbiturates and alcohol have occurred 
following abrupt discontinuance of benzodiazepines drug after as little as one week of therapy.
Symptoms reported following discontinuation of benzodiazepines include headache, anxiety, 
tension, depression, insomnia, restlessness, confusion, irritability, sweating, rebound 
phenomena, dysphoria, dizziness, de-realization, depersonalization, hyperacusis, 
numbness/tingling of extremities, hypersensitivity to light, noise, and physical contact/perceptual 
changes, hyperreflexia, nausea, vomiting, diarrhea, loss of appetite, hallucination/delirium, 
convulsions/seizures, tremor, abdominal cramps, myalgia, agitation, palpitations, tachycardia, 
panic attacks, vertigo, hyperreflexia, short-term memory loss, and hyperthermia.
Convulsions/seizures may be more common in patients with pre-existing seizure disorders or 
who are taking other drugs that lower the convulsive threshold such as antidepressants. These 
symptoms, especially the more serious ones, are more common in those patients who have 
received excessive doses over an extended period of time and in further increased in patients 
with a history of alcoholism or drug abuse or in patients with significant personality disorders. 
The dependence potential is reduced when Lorazepam is used at the appropriate dose for 
short-term treatment. In general, benzodiazepines should be prescribed for short periods only 
(eg, 2–4 weeks). Continuous long-term use of Lorazepam is not recommended.
However, withdrawal symptoms have also been reported following abrupt discontinuance of 
benzodiazepines taken continuously at therapeutic levels. Accordingly, Lorazepam should be 
terminated gradually to help avoid occurrence of withdrawal symptoms.
There is evidence that tolerance develops to the sedative effects of benzodiazepines.

FERTILITY, PREGNANCY, AND LACTATION
Pregnancy
Lorazepam should not be used during pregnancy. Benzodiazepines may cause fetal damage 
when administered to pregnant women. An increased risk of congenital malformations 
associated with the use of anxiolytic agents (chlordiazepoxide, diazepam, and meprobamate) 
has been suggested in several studies.
Infants of mothers who ingested benzodiazepines for several weeks or more preceding delivery 
have been reported to have withdrawal symptoms during the postnatal period. Symptoms such 
as hypo activity, hypotonia hypothermia, respiratory depression, apnea, feeding problems, and 
impaired metabolic response to cold stress have been reported in neonates born of mothers 
who have received benzodiazepines during the late phase of pregnancy or at delivery.
The use, therefore, of benzodiazepines during the first trimester of pregnancy should almost 
always be avoided. If the drug is prescribed to a woman of child-bearing potential, she should 
be warned to contact her physician regarding discontinuation of the drug if she intends to 
become or suspects she is pregnant.
In humans, blood levels obtained from umbilical cord indicate placenta transfer of Lorazepam 
and its glucuronide. Neonates appear to conjugate Lorazepam slowly, the glucuronide 
conjugate being detectable in the urine for more than seven days. Glucuronidation of 
Lorazepam may competitively inhibit the conjugation of bilirubin, leading to hyperbilirubinemia in 
the newborn.
The use of Lorazepam during the late phase of pregnancy or at delivery may require ventilation 
of the infant at birth.
Lactation
Caution should be exercised when Lorazepam is given to nursing women since there is 
evidence that Lorazepam is excreted, in pharmacologically insignificant amounts, in human 
breast milk. Lorazepam should not be administered to breast-feeding women, unless the 
expected benefit to the woman outweighs the potential risk to the infant.
Sedation an inability to suckle have occurred in neonates of lactating mothers taking 
benzodiazepines. Infants of lactating mothers should be observed for pharmacological effects 
(including sedation and irritability).
Carcinogenesis, Mutagenesis, Impairment of Fertility. 
No evidence of carcinogenic potential emerged in rats or mice during an 18-month study with 
oral Lorazepam. An investigation of the mutagenic activity of Lorazepam on Drosophila 
melanogaster indicated that this agent was multinationally inactive.
A pre-implantation study in rats was performed with oral Lorazepam at a 20 mg/kg dose which 
showed no impairment of fertility. "Clinical study were conducted using the innovator product 
Ativan."

DRUG INTERACTIONS 
The benzodiazepines, including Lorazepam, produce additive CNS depressant effect when 
co-administered with other CNS depression such as alcohol, barbiturates, antipsychotics, 
sedative/hypnotics, anxiolytics, antidepressants, narcotic analgesics, sedative antihistamines, 
anticonvulsants, and anesthetics.
The concomitant use of sedative medicines such as benzodiazepines or related drugs such as 
with opioids increases the risk of sedation, respiratory depression, coma and death because of 
additive CNS depressant effect. The dosage and duration of concomitant use should be limited.
The cytochrome P450 system has not been shown to be involved in the disposition of 
Lorazepam and, unlikely many benzodiazepines, pharmacokinetic interactions involving the 
P450 system have not been observed with Lorazepam.
No interference with laboratory tests has been identified or reported with the use of Lorazepam.
Concomitant use of clozapine and Lorazepam may produce marked sedation, excessive 
salivation, and ataxia.
Concurrent administration of Lorazepam with valproate may result in increased plasma 
concentrations and reduced clearance of Lorazepam. Lorazepam dosage should be reduced to 
approximately 50% when coadministered with valproate.
Concurrent administration of Lorazepam with probenecid may result in a more rapid onset or 
prolonged effect of Lorazepam due to increased half-life and decreased total clearance. 
Lorazepam dosage needs to be reduced by approximately 50% when coadministered with 
probenecid.
Administration of theophylline or aminophylline may reduce the sedative effects of 
benzodiazepines, including Lorazepam.

OVERDOSAGE
In post marketing experience, overdose with Lorazepam has occurred predominantly in 
combination with alcohol and/or other drugs.
In the management of over dosage with any drug, it should be borne in mind that multiple agents 
may have been taken.
General supportive and symptomatic measures are recommended; vital signs must be 
monitored.
When there is a risk of aspiration, induction of emesis is not recommended. Gastric lavage may 
be indicated if performed soon after ingestion or in symptomatic patients. Administration of 
activated charcoal may also limit drug absorption. The value of dialysis has not been adequately 
determined for Lorazepam.
Over dosage of benzodiazepines is usually manifested by degrees of central nervous system 
depression ranging from drowsiness to coma. Symptoms can range in severity and include 
drowsiness, mental confusion, lethargy, dysarthria, paradoxical reactions, CNS depression, 
hypotonia, respiratory depression, and cardiovascular depression. In mild cases, symptoms 
included drowsiness, mental confusion and lethargy. In more serious cases, symptoms may 
include ataxia, hypotension, hypnosis, stage one (1) to three (3) coma, and very rarely, death.
Published reports for some benzodiazepines indicate that intravenous infusion of 0.5 to 4 mg of 
physostigmine at the rate of 1 mg/minute may reverse symptoms and signs suggestive of central 
anticholinergic overdose (confusion, memory disturbance, visual disturbances, hallucinations, 
delirium), however, hazards associated with the use of physostigmine (i.e. induction of seizures) 
should be weighed against its possible clinical benefit. In addition, extreme caution should be 
employed in the use of physostigmine when bradycardia and/or hypotension is present.
Lorazepam is poorly dialyzable. Lorazepam glucuronide, the inactive metabolite, may be highly 
dialyzable.
The benzodiazepine antagonist flumazenil may be used in hospitalized patients as an adjunct 
to, not as a substitute for, proper management of benzodiazepine overdose. The physician 
should be aware of a risk of seizure in association with flumazenil treatment, particularly in 
long-term benzodiazepine users and in cyclic antidepressant overdose.

STORAGE
Store at temperature below 30ºC, protect from light.
Keep out of the reach of children.

PRESENTATION AND REGISTRATION NUMBER
Box, 10 strips @ 10 tablets of MERLOPAM 0.5, Reg. No. DPL9833300610A1
Box, 10 strips @ 10 film coated tablets of MERLOPAM 2, Reg. No. DPL0033302917A1

For reporting Side Effects and Product Complaints, please contact:
PT. Mersifarma Pharmacovigilance Team

: farmakovigilans@mersifarma.comEmail
: 0818-8287-0825Telephone
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PEMERIAN OBAT
MERLOPAM 0,5
Tablet cembung warna putih, diameter 5 mm, penandaan atas mf, penandaan bawah crossline.
Garis bagi hanya untuk memfasilitasi kemudahan pasien dalam menelan obat, tidak untuk pembagian 
dosis.
MERLOPAM 2
Tablet cembung salut selaput warna coklat, diameter 7 mm, penandaan atas crossline, penandaan 
bawah mf.
Tablet salut selaput dapat dibagi menjadi dua bagian yang sama besar.

KOMPOSISI
MERLOPAM 0,5
Tiap tablet MERLOPAM 0,5  mengandung Lorazepam ………………..............…….........….…….. 0,5 mg
MERLOPAM 2
Tiap tablet salut selaput MERLOPAM 2 mengandung Lorazepam ….………..............………….… 2,0 mg

ZAT TAMBAHAN
MERLOPAM 0,5
Low-Substituted Hydroxypropyl Cellulose LH-11, Microcrystalline Cellulose (pH 102), Magnesium 
Stearate.
MERLOPAM 2
Corn starch, Povidone K-30, Eurocert brown HT, FD&C Blue No. 1 Powder, Purified water, Sodium 
starch glycolate, Talc, Magnesium stearate, Eurolake brown, FD&C Blue No. 2 Alumunium lake, 
Microcrystalline cellulose (pH 102), Lactose monohydrate, Colloidal silicon dioxide, Bahan penyalut 
(Colloidal silicon dioxide, Macrogol, Polyvinyl alcohol, Titanium dioxide).

CARA KERJA
Farmakologi Klinis
Lorazepam memberikan efek pereda cepat terhadap berbagai gejala yang berhubungan dengan 
kecemasan dan ketegangan yang terkait dengan depresi.
Mekanisme kerja pasti dari benzodiazepin belum sepenuhnya diketahui; namun, benzodiazepin 
tampaknya bekerja melalui beberapa mekanisme. Benzodiazepin diduga memberikan efeknya dengan 
berikatan pada reseptor tertentu di beberapa lokasi dalam sistem saraf pusat, baik dengan 
meningkatkan efek inhibisi sinaptik atau presinaptik yang dimediasi oleh asam gamma–aminobutirat, 
yang secara langsung memengaruhi mekanisme pembentukan potensial aksi.
Lorazepam diserap dengan cepat bila diberikan secara oral. Konsentrasi puncak dalam plasma terjadi 
sekitar 2 jam setelah pemberian. Waktu paruh Lorazepam yang tidak terkonjugasi dalam plasma 
manusia adalah sekitar 12–16 jam. Pada konsentrasi yang relevan secara klinis, sekitar 90% Lorazepam 
terikat pada protein plasma. “Studi klinik yang dilakukan menggunakan produk inovator Ativan”.
Konjugasi dengan asam glukuronat untuk membentuk glukuronida Lorazepam yang tidak aktif 
merupakan jalur metabolisme utama. Tujuh puluh hingga tujuh puluh lima persen dosis diekskresikan 
sebagai glukuronida dalam urin. Glukuronida Lorazepam tidak menunjukkan aktivitas pada sistem saraf 
pusat pada hewan, dan tidak terdapat metabolit aktif Lorazepam. “Studi klinik yang dilakukan 
menggunakan produk inovator Ativan”.
Kadar plasma Lorazepam berbanding lurus dengan dosis yang diberikan. Tidak terdapat bukti adanya 
akumulasi berlebihan Lorazepam pada penggunaan hingga 6 bulan dan tidak ada indikasi terjadinya 
induksi enzim metabolisme obat dalam kondisi tersebut. Lorazepam bukan substrat bagi enzim 
N-dealkilasi dari sistem sitokrom P450, dan tidak mengalami hidroksilasi dalam jumlah yang signifikan.
Studi yang membandingkan subjek muda dan lansia menunjukkan bahwa farmakokinetik lorazepam 
tetap tidak berubah seiring bertambahnya usia. Tidak terdapat perubahan pada absorpsi, distribusi, 
metabolisme, maupun ekskresi pada pasien dengan penyakit hepatik (hepatitis, sirosis alkoholik). 
Seperti benzodiazepin lainnya, farmakokinetik lorazepam dapat berubah pada gangguan fungsi ginjal. 
“Studi klinik yang dilakukan menggunakan produk inovator Ativan”.

INDIKASI
- Penanganan gangguan kecemasan atau untuk meredakan gejala kecemasan jangka pendek.
- Kecemasan atau ketegangan yang berhubungan dengan  stres kehidupan sehari-hari biasanya 

tidak memerlukan terapi ansiolitik. Dokter harus menilai kembali secara berkala kegunaan obat ini 
bagi tiap pasien.

- Gangguan psikoneurotik termasuk kecemasan, depresi, obsesif kompulsif, fobia, atau reaksi 
campuran.

- Komponen kecemasan pada kondisi psikotik dan depresi berat di mana terapi ajuvan 
diindikasikan.

- Medikasi pra-operatif yang diberikan pada malam sebelum pembedahan dan/atau 1–2 jam 
sebelum prosedur.

POSOLOGI DAN CARA PEMBERIAN
Posologi
Dosis harian rata-rata untuk terapi kecemasan adalah 2–3 mg yang diberikan dalam dosis terbagi, 
namun dapat berkisar antara 1–10 mg.
Anak usia 6–12 tahun merespons dosis ansiolitik Lorazepam yang lebih rendah.
Dosis lebih dari 10 mg per hari telah berhasil digunakan pada kasus rawat inap, terutama sebagai terapi 
tambahan pada psikosis dan depresi berat.
Untuk insomnia akibat kecemasan atau stres situasional sementara, dosis tunggal 1–2 mg dapat 
diberikan, biasanya saat menjelang tidur.
Pada pasien lansia atau yang mengalami kelemahan, dosis awal harus dikurangi sekitar 50% dan 
disesuaikan berdasarkan toleransi.
Untuk medikasi pra-bedah, dosis 2–4 mg Lorazepam dianjurkan pada malam sebelum pembedahan 
dan/atau 1–2 jam sebelum prosedur.
Dosis untuk pasien dengan insufisiensi hepatik berat harus disesuaikan dengan cermat berdasarkan 
respons pasien. Dosis lebih rendah mungkin cukup.
Untuk hasil optimal, dosis, frekuensi pemberian, dan durasi terapi harus disesuaikan secara individual 
berdasarkan respons pasien. Dosis harus disesuaikan secara individual untuk mendapatkan efek 
maksimal. Pada pasien yang sebelumnya telah mendapat terapi ansiolitik, dosis awal Lorazepam yang 
lebih tinggi mungkin diperlukan.
Dosis efektif terendah harus diresepkan untuk durasi sesingkat mungkin. Risiko gejala putus obat dan 
fenomena rebound meningkat setelah penghentian mendadak; oleh karena itu, obat harus dihentikan 
secara bertahap.
Cara Pemberian
Obat diberikan secara oral.

KONTRAINDIKASI
Lorazepam dikontraindikasikan pada pasien dengan riwayat hipersensitivitas terhadap benzodiazepin 
atau terhadap komponen apa pun dalam formulasi.

EFEK SAMPING

MERLOPAM®
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± Efek benzodiazepin pada sistem saraf pusat (SSP) bersifat bergantung dosis, dengan depresi 
SSP yang lebih berat terjadi pada dosis tinggi.
β Derajat depresi pernapasan akibat benzodiazepin bergantung dosis, dengan depresi yang 
lebih berat terjadi pada dosis tinggi.

PERINGATAN DAN PERHATIAN
Peringatan
Seperti halnya semua pasien yang menggunakan obat depresan sistem saraf pusat (SSP), 
pasien yang menerima Lorazepam harus diperingatkan untuk tidak mengoperasikan mesin 
berbahaya atau kendaraan bermotor sampai diketahui bahwa mereka tidak mengalami kantuk 
atau pusing akibat terapi lorazepam. Pasien harus diberi tahu bahwa toleransi mereka terhadap 
alkohol dan depresan SSP lainnya akan menurun dan karenanya harus dihindari atau diberikan 
dalam dosis yang lebih rendah selama penggunaan lorazepam.
Lorazepam tidak dimaksudkan untuk pengobatan gangguan depresi primer atau untuk 
pengobatan primer psikosis. Disarankan agar kebutuhan terapi lanjutan dengan Lorazepam 
dievaluasi secara berkala.
Penggunaan benzodiazepin, termasuk lorazepam, dapat menyebabkan depresi pernapasan 
yang berpotensi fatal.
Risiko penggunaan bersamaan dengan opioid.
Penggunaan lorazepam bersamaan dengan opioid dapat menyebabkan sedasi, depresi 
pernapasan, koma, dan kematian. Karena risiko tersebut, pemberian bersamaan obat sedatif 
seperti benzodiazepin atau obat sejenis—termasuk lorazepam—dengan opioid harus dibatasi 
hanya pada pasien yang tidak memiliki pilihan terapi alternatif. Jika diputuskan untuk 
memberikan lorazepam bersamaan dengan opioid, dosis efektif terendah harus digunakan dan 
durasi terapi harus sesingkat mungkin. Pasien harus dipantau secara ketat terhadap tanda dan 
gejala depresi pernapasan serta sedasi. Dalam hal ini, sangat dianjurkan untuk memberi 
informasi kepada pasien dan pengasuhnya (bila berlaku) mengenai gejala-gejala tersebut.
Penggunaan benzodiazepin, termasuk lorazepam, dapat menyebabkan ketergantungan fisik 
dan psikologis.

Klasifikasi 
Sistem Organ

Gangguan Darah 
dan Sistem 
Limfatik
Gangguan Sistem 
Imun

Gangguan 
Endokrin

Gangguan 
Metabolisme dan 
Nutrisi
Gangguan 
kejiwaan

Gangguan Sistem 
Saraf ±

Gangguan Mata

Gangguan Telinga 
dan Labirin
Gangguan 
Pembulu Darah
Gangguan 
Pernafasan, 
Toraks, dan 
Mediastinum

Gangguan 
Gastrointestinal
Gangguan 
Hepatobilier
Gangguan Kulit 
dan Jaringan 
Subkutan
Gangguan 
Muskuloskeletal 
dan Jaringan Ikat
Gangguan Sistem 
Reproduksi dan 
Payudara
Gangguan Umum 
dan Kondisi di 
Tempat 
Pemberian
Pemeriksaan 

Sangat umum 
≥ 1/10

Sedasi, 
mengantuk

Kelelahan

Umum ≥ 1/100 
sampai < 1/10

Kebingungan, 
depresi, 
munculnya 
depresi

Ataksia, pusing

Mual

Kelemahan otot

Astenia

Tidak umum ≥ 
1/1,000 sampai < 
1/100

Perubahan libido, 
penurunan orgasme

Frekuensi Tidak 
Diketahui (tidak dapat 
diperkirakan dari data 
yang tersedia)
Trombositopenia, 
agranulositosis, 
pansitopenia
Reaksi 
hipersensitivitas, 
reaksi 
anafilaktik/anafilaktoid
SIADH (Sindrom 
Sekresi Hormon 
Antidiuretik yang 
Tidak Tepat)
Hiponatremia

Disinhibisi, euforia, 
ide/upaya bunuh diri, 
reaksi paradoks 
termasuk kecemasan, 
agitasi, eksitasi, 
permusuhan, agresi, 
kemarahan, 
gangguan 
tidur/insomnia, 
peningkatan 
rangsangan seksual, 
halusinasi
Gejala 
ekstrapiramidal, 
tremor, 
disartria/ucapan pelo, 
sakit kepala, kejang, 
amnesia, koma
Gangguan 
penglihatan (termasuk 
diplopia dan 
penglihatan kabur)
Vertigo

Hipotensi, penurunan 
tekanan darah
Depresi pernapasan 
β, apnea, perburukan 
apnea tidur, 
perburukan penyakit 
paru obstruktif
Konstipasi

Penyakit kuning

Reaksi kulit alergi, 
alopesia

Hipotermia

Peningkatan bilirubin, 
peningkatan 
transaminase hati, 
peningkatan fosfatase 
alkali

Perhatian
Kewaspadaan harus diterapkan dalam penatalaksanaan pasien dengan glaukoma sudut sempit 
akut. Tindakan kewaspadaan standar pada pasien dengan gangguan fungsi ginjal atau hati 
harus diperhatikan. 
Amnesia transien atau gangguan memori telah dilaporkan berhubungan dengan penggunaan 
benzodiazepin. 
Sebagian pasien yang menggunakan benzodiazepin mengalami diskrasia darah, dan beberapa 
mengalami peningkatan enzim hati. Seperti benzodiazepin lainnya, pemeriksaan hitung darah 
lengkap dan fungsi hati secara berkala direkomendasikan pada pasien terapi jangka panjang. 
Lorazepam harus digunakan dengan hati-hati pada pasien dengan gangguan fungsi 
pernapasan (misalnya COPD, sindrom apnea tidur). Depresi yang sudah ada sebelumnya 
dapat muncul atau memburuk selama penggunaan benzodiazepin termasuk lorazepam.
Penggunaan benzodiazepin dapat memunculkan kecenderungan bunuh diri pada pasien 
dengan depresi dan tidak boleh digunakan tanpa terapi antidepresan yang memadai.
Pasien lansia atau yang mengalami kelemahan fisik dapat lebih rentan terhadap efek 
lorazepam; oleh karena itu, mereka harus dipantau lebih sering dan dosisnya disesuaikan 
dengan cermat berdasarkan respons pasien.
Reaksi paradoks telah dilaporkan terjadi sesekali selama penggunaan benzodiazepin. Reaksi 
ini lebih mungkin terjadi pada anak-anak dan lansia. Jika hal ini terjadi, penggunaan obat harus 
dihentikan.
Seperti seluruh benzodiazepin, penggunaan lorazepam dapat memperburuk ensefalopati 
hepatik; oleh karena itu, lorazepam harus digunakan dengan hati-hati pada pasien dengan 
insufisiensi hepatik berat dan/atau ensefalopati.
Penggunaan pada Anak
Lorazepam tidak direkomendasikan untuk digunakan pada anak usia kurang dari 6 tahun. 
Hindari terapi jangka panjang karena dapat menyebabkan ketergantungan fisik dan psikologis.
Penyalahgunaan Obat & Ketergantungan
Penyalahgunaan
Individu yang rentan terhadap kecanduan, seperti pecandu narkoba dan alkoholik, harus 
berada di bawah pengawasan ketat ketika menerima benzodiazepin karena adanya 
kecenderungan untuk mengalami kebiasaan (habituation) dan ketergantungan.
Ketergantungan
Penggunaan benzodiazepin dapat menyebabkan ketergantungan fisik dan psikologis. Gejala 
putus obat yang serupa dengan barbiturat dan alkohol telah terjadi setelah penghentian tiba-tiba 
benzodiazepin bahkan setelah terapi singkat selama satu minggu.
Gejala yang dilaporkan setelah penghentian benzodiazepin meliputi:
sakit kepala, kecemasan, ketegangan, depresi, insomnia, gelisah, kebingungan, iritabilitas, 
keringat berlebihan, fenomena rebound, disforia, pusing, derealisasi, depersonalisasi, 
hiperakusis, mati rasa/kesemutan pada ekstremitas, hipersensitivitas terhadap cahaya, 
kebisingan, dan perubahan kontak/perubahan persepsi fisik, hiperrefleksia, mual, muntah, 
diare, hilang nafsu makan, halusinasi/delirium, kejang, tremor, kram perut, nyeri otot, agitasi, 
palpitasi, takikardia, serangan panik, vertigo, hiperrefleksia, gangguan daya ingat jangka 
pendek, dan hipertermia.
Kejang dapat lebih sering terjadi pada pasien dengan riwayat gangguan kejang atau yang 
menggunakan obat lain yang menurunkan ambang kejang, seperti antidepresan. Gejala-gejala 
ini, terutama yang berat, lebih umum terjadi pada pasien yang telah menerima dosis berlebih 
dalam jangka waktu lama, dan meningkat pada pasien dengan riwayat alkoholisme atau 
penyalahgunaan obat, atau pada mereka dengan gangguan kepribadian signifikan.
Potensi ketergantungan akan berkurang ketika lorazepam digunakan pada dosis yang sesuai 
untuk pengobatan jangka pendek. Secara umum, benzodiazepin sebaiknya diresepkan hanya 
untuk periode singkat (misalnya 2–4 minggu). Penggunaan lorazepam secara jangka panjang 
dan berkesinambungan tidak dianjurkan.
Namun demikian, gejala putus obat juga telah dilaporkan setelah penghentian tiba-tiba 
benzodiazepin yang digunakan secara terus-menerus pada dosis terapeutik. Oleh karena itu, 
penghentian Lorazepam harus dilakukan secara bertahap untuk menghindari munculnya gejala 
putus obat.
Terdapat bukti bahwa toleransi terhadap efek sedatif benzodiazepin dapat berkembang.

KESUBURAN, KEHAMILAN, DAN MENYUSUI
Kehamilan
Lorazepam tidak boleh digunakan selama kehamilan. Benzodiazepin dapat menyebabkan 
kerusakan janin bila diberikan kepada wanita hamil. Peningkatan risiko malformasi kongenital 
terkait penggunaan agen ansiolitik (klordiazepoksida, diazepam, dan meprobamat) telah 
dilaporkan pada beberapa studi.
Bayi dari ibu yang menggunakan benzodiazepin selama beberapa minggu atau lebih menjelang 
persalinan dilaporkan mengalami gejala putus obat pada periode pascanatal. Gejalanya 
meliputi hipoaktivitas, hipotonia, hipotermia, depresi pernapasan, apnea, gangguan menyusui, 
dan gangguan metabolisme terhadap stres dingin.
Oleh karena itu, penggunaan benzodiazepin pada trimester pertama kehamilan hampir selalu 
harus dihindari. Jika obat diresepkan untuk wanita usia reproduktif, ia harus diperingatkan untuk 
menghubungi dokternya mengenai penghentian obat jika ia berencana hamil atau mencurigai 
dirinya hamil.
Pada manusia, kadar obat dalam darah yang diperoleh dari tali pusat menunjukkan transfer 
plasenta terhadap Lorazepam dan glukuronidanya. Bayi baru lahir tampak melakukan konjugasi 
Lorazepam secara lambat, dengan metabolit glukuronida terdeteksi dalam urin lebih dari tujuh 
hari. Glukuronidasi Lorazepam dapat menghambat konjugasi bilirubin secara kompetitif, yang 
dapat menyebabkan hiperbilirubinemia pada neonatus.
Penggunaan Lorazepam pada akhir kehamilan atau saat persalinan dapat memerlukan ventilasi 
pada bayi baru lahir.
Menyusui
Kewaspadaan harus diterapkan saat Lorazepam diberikan pada ibu menyusui, karena terdapat 
bukti bahwa Lorazepam diekskresikan dalam jumlah yang tidak signifikan secara farmakologis 
ke dalam ASI. Lorazepam tidak boleh diberikan pada wanita menyusui kecuali manfaatnya bagi 
ibu lebih besar dibandingkan risiko potensial bagi bayi.
Sedasi dan ketidakmampuan menyusu telah terjadi pada neonatus dari ibu menyusui yang 
menggunakan benzodiazepin. Bayi dari ibu menyusui harus dipantau terhadap efek 
farmakologis (termasuk sedasi dan iritabilitas).
Karsinogenesis, Mutagenesis, Gangguan Kesuburan
Tidak terdapat bukti potensi karsinogenik pada tikus atau mencit selama studi 18 bulan dengan 
Lorazepam oral. Investigasi aktivitas mutagenik Lorazepam pada Drosophila melanogaster 
menunjukkan bahwa agen ini tidak aktif secara multinasi.
Studi pra-implantasi pada tikus dengan Lorazepam oral dosis 20 mg/kg menunjukkan tidak ada 
gangguan kesuburan.

INTERAKSI OBAT 
Benzodiazepin, termasuk Lorazepam, menghasilkan efek depresan SSP aditif bila diberikan 
bersamaan dengan obat depresan SSP lainnya seperti alkohol, barbiturat, antipsikotik, 
sedatif/hipnotik, ansiolitik, antidepresan, analgesik narkotik, antihistamin sedatif, antikonvulsan, 
dan anestetik.
Penggunaan bersamaan obat-obatan sedatif seperti benzodiazepin atau obat terkait dengan 
opioid meningkatkan risiko sedasi, depresi pernapasan, koma, dan kematian akibat efek 
depresan SSP yang bersifat aditif. Dosis serta durasi penggunaan bersamaan harus dibatasi.
Sistem sitokrom P450 tidak terbukti berperan dalam metabolisme Lorazepam, dan berbeda 
dengan banyak benzodiazepin lainnya, interaksi farmakokinetik yang melibatkan sistem P450 
tidak ditemukan pada Lorazepam.
Tidak ada gangguan terhadap pemeriksaan laboratorium yang diidentifikasi atau dilaporkan 
selama penggunaan lorazepam.
Penggunaan bersamaan clozapine dan lorazepam dapat menyebabkan sedasi berat, 
peningkatan saliva berlebihan, dan ataksia.
Pemberian lorazepam bersamaan valproat dapat meningkatkan konsentrasi plasma dan 
menurunkan klirens lorazepam. Dosis lorazepam harus dikurangi sekitar 50% bila diberikan 
bersama valproat.
Pemberian lorazepam bersamaan probenesid dapat menyebabkan onset efek yang lebih cepat 
atau durasi efek yang lebih lama akibat peningkatan waktu paruh dan penurunan total klirens. 
Dosis lorazepam harus dikurangi sekitar 50% bila diberikan bersama probenesid.
Pemberian teofilin atau aminofilin dapat menurunkan efek sedatif benzodiazepin, termasuk 
lorazepam.

OVERDOSIS
Dalam pengalaman pascapemasaran, overdosis lorazepam terjadi terutama dalam kombinasi 
dengan alkohol dan/atau obat-obatan lain.
Dalam penanganan overdosis dengan obat apa pun, harus diingat bahwa kemungkinan telah 
dikonsumsi lebih dari satu zat.
Tindakan suportif umum dan terapi simtomatik dianjurkan; tanda vital harus dipantau.
Jika terdapat risiko aspirasi, induksi emesis tidak dianjurkan. Pembilasan lambung (gastric 
lavage) dapat dipertimbangkan bila dilakukan segera setelah konsumsi atau pada pasien yang 
mengalami gejala. Pemberian arang aktif dapat membatasi penyerapan obat. Nilai dialisis pada 
Lorazepam belum ditentukan secara memadai.
Overdosis benzodiazepin biasanya ditandai dengan derajat depresi sistem saraf pusat mulai 
dari mengantuk hingga koma. Gejala dapat bervariasi dan mencakup mengantuk, kebingungan 
mental, kelesuhan, disartria, reaksi paradoks, depresi SSP, hipotonia, depresi pernapasan, dan 
depresi kardiovaskular. Pada kasus ringan, gejala meliputi mengantuk, kebingungan mental, 
dan kelesuhan. Pada kasus lebih berat, gejala dapat mencakup ataksia, hipotensi, hipnosis, 
koma stadium1 hingga 3, dan sangat jarang, kematian.
Laporan mengenai benzodiazepin menunjukkan bahwa infus intravena 0,5–4 mg fisostigmin 
dengan laju 1 mg/menit dapat membalikkan gejala yang mengarah pada overdosis 
antikolinergik sentral (kebingungan, gangguan ingatan, gangguan visual, halusinasi, delirium). 
Namun, risiko terkait penggunaan fisostigmin (misalnya induksi kejang) harus dipertimbangkan 
terhadap manfaat klinisnya. Selain itu, fisostigmin harus digunakan dengan sangat hati-hati bila 
terdapat bradikardia dan/atau hipotensi.
Lorazepam sulit didialisis. Glukuronida lorazepam, metabolit inaktifnya, mungkin sangat mudah 
didialisis.
Antagonis benzodiazepin flumazenil dapat digunakan pada pasien rawat inap sebagai terapi 
ajuvan, bukan sebagai pengganti, dalam penatalaksanaan overdosis benzodiazepin. Dokter 
harus mewaspadai risiko kejang terkait penggunaan flumazenil, terutama pada pengguna 
benzodiazepin jangka panjang dan overdosis antidepresan trisiklik.

CARA PENYIMPANAN
Simpan di bawah suhu 30ºC, terlindung dari cahaya.
Jauhkan obat dari jangkauan anak-anak.

KEMASAN DAN NOMOR REGISTRASI
Dus, 10 strip @ 10 tablet MERLOPAM 0.5, No. Reg. DPL9833300610A1
Dus, 10 strip @ 10 tablet salut selaput MERLOPAM 2, No. Reg. DPL0033302917A1

Untuk pelaporan Efek Samping dan Keluhan Produk, dapat menghubungi:
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SIDE EFFECTS

components of the formulation.
Lorazepam is contraindicated in patients with a known hypersensitivity to benzodiazepines or to any 
CONTRAINDICATION

The drug is given orally.
Method of Administration
discontinued gradually.
and  rebound  phenomena  is  greater  after  abrupt  discontinuation;  therefore  the  drug  should  be 
The lowest effective dose should be prescribed for the shortest duration possible. The risk of withdrawal 
patients previously treated with anxiolytic agents, higher initial dosages of Lorazepam may be indicated. 
according to patient response. Dosage should be individualized for maximum beneficial effect. In 
For optimal result, dose, frequency of administration and duration of therapy should be individualized 
response. Lower doses may be sufficient in such patients.
Dosage for patients with severe hepatic insufficiency should be adjusted carefully according to patient 
and/or 1–2 hours prior to the surgical procedure.
For pre-surgical medication, a dosage of 2–4 mg Lorazepam is recommended the night before surgery 
needed and tolerated.
For elderly or debilitated patients, reduce the initial dose by approximately 50% and adjust the dosage as 
usually at bedtime.
For insomnia due to anxiety or transient situational stress, a single daily dose of 1–2 mg may be given, 
adjunctive therapy in psychosis and severe depression.
Dosages higher than 10 mg daily have been successfully employed in hospitalized cases, especially as 
Children (6–12 years of age) respond to lower anxiolytic doses of Lorazepam.
however this may range between 1 and 10 mg.
The average daily dosage for treatment of anxiety is 2 mg to 3 mg administered in divided doses, 
Posology
POSOLOGY AND METHOD OF ADMINISTRATION

  procedure.
- Pre-surgical medication taken the night before surgery and/or 1–2 hours prior to the surgical

  indicated.
- The anxiety component in psychotic states and severe depression where adjunctive therapy is

  reactions.
- Psychoneurotic disorders including anxiety, depressive, obsessive compulsive, phobic or mixed

  individual patient.
  with an anxiolytic. The physician should periodically reassess the usefulness of the drug for

- Anxiety or tension associated with the stress of everyday life usually does not require treatment
- Management of anxiety disorders or for the short-term relief of the symptoms of anxiety.
INDICATIONS

study were conducted using the innovator product Ativan"
benzodiazepines, the pharmacokinetics of Lorazepam may change in impaired renal function. "Clinical 
were  reported  in  patients  with  hepatic  diseases  (hepatitis,  alcoholic  cirrhosis).  As  with  other 
remain unaltered with advancing age. No changes in absorption distribution, metabolism and excretion 
Studies comparing young and elderly subjects have shown that the pharmacokinetics of Lorazepam 
enzymes of the cytochrome P450 system nor is it hydroxylated to any significant extent.
drug-metabolizing enzymes under these conditions. Lorazepam is not a substrate for N-dealkylating 
accumulation of Lorazepam on administration up to 6 months nor is there any indication of induction of 
The plasma levels of Lorazepam are proportional to dose given. There is no evidence of excessive 
metabolites of Lorazepam. "Clinical study were conducted using the innovator product Ativan"
glucuronides of Lorazepam have no demonstrable CNS activities in animals, and there are no active 
pathway. Seventy to seventy five percent of the dose is excreted as the glucuronide in the urine. The 
Conjugation with glucuronic acid to form the inactive glucuronide of Lorazepam is the major metabolic 
bound to plasma proteins. "Clinical study were conducted using the innovator product Ativan"
approximately 12–16 hours. At clinically relevant concentrations, Lorazepam is approximately 90% 
hours  following  administration.  The  half-life  of  unconjugated  Lorazepam  in  human  plasma  is 
Lorazepam is readily absorbed when given orally. Peak concentration in plasma occurs approximately 2 
directly affecting the action potential generating mechanisms.
potentiating the effects of synaptic or presynaptic inhibition mediated by gamma–aminobutyric acid 
effects by binding to specific receptors at several sites within the central nervous system, either by 
benzodiazepines appear to work through several mechanisms. Benzodiazepines presumably exert their 
The  exact  mechanism  of  action  of  benzodiazepines  has  not  yet  been  elucidated,  however, 
associated with depression.
Lorazepam provides prompt relief from a variety of symptoms associated with anxiety and inaanxiety 
Clinical Pharmacology
ACTIONS

(Colloidal silicon dioxide, Macrogol, Polyvinyl alcohol), Titanium dioxide.
Microcrystalline cellulose (pH 102), Lactose monohydrate, Colloidal silicon dioxide, Coating agent 
starch glycolate, Talc, Magnesium stearate, Eurolake brown, FD&C Blue No. 2 Alumunium lake, 
Corn starch, Povidone K-30, Eurocert brown HT, FD&C Blue No. 1 Powder, Purified water, Sodium 
MERLOPAM 2
Stearate.
Low-Substituted Hydroxypropyl Cellulose LH-11, Microcrystalline Cellulose (pH 102), Magnesium 
MERLOPAM 0.5
EXCIPIENTS

Each MERLOPAM 2 film coated tablet contains Lorazepam ………………................…..….…….. 2.0 mg
MERLOPAM 2
Each MERLOPAM 0,5 tablet contains Lorazepam ……………………..............………………….… 0.5 mg
MERLOPAM 0.5
COMPOSITION

The film coated tablet can be divided into two equal halves.
Convex film tablet coated with brown color, diameter 7 mm, upper initial crossline, lower initial mf.
MERLOPAM 2
The crossline is only to facilitate the patient's ease in swallowing the drug, not for dividing the dose.
Convex tablet with white color diameter 5 mm, upper initial mf, lower initial crossline.
MERLOPAM 0.5
DRUG DESCRIPTION
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± Benzodiazepine effects on the CNS are dose-dependent, with more severe CNS depression 
occurring with high doses.
β The extent of respiratory depression with benzodiazepines is dose dependent, with more 
severe depression occurring with high doses.

WARNINGS AND PRECAUTIONS
Warnings
As with all patients on CNS-depressant drugs, patients receiving Lorazepam should be warned 
not to operate dangerous machinery or motor vehicles until it is known that they do not become 
drowsy or dizzy from Lorazepam therapy. Patients should be advised that their tolerance for 
alcohol and other CNS depressants will be diminished and should either be eliminated or given 
in reduced dosage in the presence of Lorazepam.
Lorazepam is not intended for the treatment of primary depressive disorders or for the primary 
treatment of psychosis. It is recommended that the need for continued therapy with Lorazepam 
be determined periodically.
Use of benzodiazepines, including Lorazepam, may lead to potentially fatal respiratory 
depression.
Risk from concomitant use of opioids.
Concomitant use of Lorazepam and opioids may result in sedation, respiratory depression, 
coma and death. Because of these risks, concomitant prescribing of sedative medicines such as 
benzodiazepines or related drugs such as Lorazepam with opioids should be reserved for 
patients for whom alternative treatment options are not possible. If a decision is made to 
prescribe Lorazepam concomitantly with opioids, the lowest effective dose should be used, and 
the duration of treatment should be as short as possible. The patients should be followed closely 
for signs and symptoms of respiratory depression and sedation. In this respect, it is strongly 
recommended to inform patients and their caregivers (where applicable) to be aware of these 
symptoms.
The use of benzodiazepines, including Lorazepam, may lead to psychical and psychological 
dependence.

System Organ 
Class

Blood and 
lymphatic system 
disorders
Immune system 
disorders

Endocrine 
disorders

Metabolism and 
nutrition disorders
Psychiatric 
disorders

Nervous system 
disorders ±

Eye disorders

Ear and labyrinth 
disorders
Vascular disorders

Respiratory, 
thoracic and 
mediastinal 
disorders

Gastrointestinal 
disorders
Hepatobiliary 
disorders
Skin and 
subcutaneous 
tissue disorders
Musculoskeletal 
and connective 
tissue disorders
Reproductive 
system and breast 
disorders
General disorders 
and administration 
site conditions
Investigations

Very Common 
≥ 1/10

Sedation, 
drowsiness

Fatigue

Common ≥ 1/100 
to < 1/10

Confusion, 
depression, 
unmasking of 
depression

Ataxia, dizziness

Nausea

Muscle weakness

Asthenia

Uncommon ≥ 
1/1,000 to < 1/100

Change in libido, 
decreased orgasm

Frequency not 
known (cannot be 
estimated from the 
available data)
Thrombocytopenia, 
agranulocytosis, 
Pancytopenia
Hypersensitivity 
reactions, 
anaphylactic/oid 
reactions
SIADH (Syndrome of 
inappropriate 
antidiuretic hormone) 

Hyponatremia

Disinhibition, 
euphoria, suicidal 
ideation/attempt, 
paradoxical reactions 
including anxiety, 
agitation, excitation, 
hostility, aggression, 
rage, sleep 
disturbances/insomni
a, sexual arousal, 
hallucinations
Extrapyramidal 
symptoms, tremor, 
dysarthria/slurred 
speech, headache, 
convulsions/seizures, 
amnesia, coma
Visual disturbances 
(including diplopia 
and blurred vision)
Vertigo

Hypotension, lowering 
in blood pressure
Respiratory 
depression β, apnea, 
worsening of sleep 
apnea, worsening of 
obstructive pulmonary 
disease
Constipation

Jaundice

Allergic skin 
reactions, alopecia

Hypothermia

Increase in bilirubin, 
increase in liver 
transaminases, 
increase in alkaline 
phosphatase

Precautions
Caution should be used in the treatment of patients with acute narrow-angle glaucoma.
The usual precautions for treating patients with impaired renal or hepatic function should be 
observed.
Transient amnesia or memory impairment has been reported in association with the use of 
benzodiazepines.
Some patients on benzodiazepines have developed blood dyscrasias, and some have had 
elevations in liver enzymes. As with other benzodiazepines, periodic blood count and 
liver-function tests are recommended for patients on long-term therapy.
Lorazepam should be used with caution in patients with compromised respiratory function (eg., 
COPD, sleep apnea syndrome).
Pre-existing depression may emerge or worsen during use of benzodiazepines including 
Lorazepam.
The use of benzodiazepines may unmask suicidal tendencies in depressed patients and should 
not be used without adequate antidepressant therapy.
Elderly or debilitated patients may be more susceptible to the effects of Lorazepam; therefore, 
these patients should be monitored frequently and have their dosage adjusted carefully 
according to patient response.
Paradoxical reactions have been occasionally reported during benzodiazepine use. Such 
reactions may be more likely to occur in children and the elderly. Should these occur, use of the 
drug should be discontinued.
As with all benzodiazepines, the use of Lorazepam may worsen hepatic encephalopathy; 
therefore, Lorazepam should be used with caution in patients with severe hepatic insufficiency 
and/or encephalopathy.
Pediatric Use
Lorazepam is not recommended for use in children less than 6 years of age. Avoid long-term 
treatment because it will cause physical and psychological dependence.
Drug Abuse & Dependence
Abuse
Addiction-prone individuals, such as drug addicts and alcoholics, should be under careful 
surveillance when receiving benzodiazepines because of the predisposition of such patients to 
habituation and dependence.
Dependence
The use of benzodiazepines may lead to physical and psychological dependence. Withdrawal 
symptoms similar in character to those noted with barbiturates and alcohol have occurred 
following abrupt discontinuance of benzodiazepines drug after as little as one week of therapy.
Symptoms reported following discontinuation of benzodiazepines include headache, anxiety, 
tension, depression, insomnia, restlessness, confusion, irritability, sweating, rebound 
phenomena, dysphoria, dizziness, de-realization, depersonalization, hyperacusis, 
numbness/tingling of extremities, hypersensitivity to light, noise, and physical contact/perceptual 
changes, hyperreflexia, nausea, vomiting, diarrhea, loss of appetite, hallucination/delirium, 
convulsions/seizures, tremor, abdominal cramps, myalgia, agitation, palpitations, tachycardia, 
panic attacks, vertigo, hyperreflexia, short-term memory loss, and hyperthermia.
Convulsions/seizures may be more common in patients with pre-existing seizure disorders or 
who are taking other drugs that lower the convulsive threshold such as antidepressants. These 
symptoms, especially the more serious ones, are more common in those patients who have 
received excessive doses over an extended period of time and in further increased in patients 
with a history of alcoholism or drug abuse or in patients with significant personality disorders. 
The dependence potential is reduced when Lorazepam is used at the appropriate dose for 
short-term treatment. In general, benzodiazepines should be prescribed for short periods only 
(eg, 2–4 weeks). Continuous long-term use of Lorazepam is not recommended.
However, withdrawal symptoms have also been reported following abrupt discontinuance of 
benzodiazepines taken continuously at therapeutic levels. Accordingly, Lorazepam should be 
terminated gradually to help avoid occurrence of withdrawal symptoms.
There is evidence that tolerance develops to the sedative effects of benzodiazepines.

FERTILITY, PREGNANCY, AND LACTATION
Pregnancy
Lorazepam should not be used during pregnancy. Benzodiazepines may cause fetal damage 
when administered to pregnant women. An increased risk of congenital malformations 
associated with the use of anxiolytic agents (chlordiazepoxide, diazepam, and meprobamate) 
has been suggested in several studies.
Infants of mothers who ingested benzodiazepines for several weeks or more preceding delivery 
have been reported to have withdrawal symptoms during the postnatal period. Symptoms such 
as hypo activity, hypotonia hypothermia, respiratory depression, apnea, feeding problems, and 
impaired metabolic response to cold stress have been reported in neonates born of mothers 
who have received benzodiazepines during the late phase of pregnancy or at delivery.
The use, therefore, of benzodiazepines during the first trimester of pregnancy should almost 
always be avoided. If the drug is prescribed to a woman of child-bearing potential, she should 
be warned to contact her physician regarding discontinuation of the drug if she intends to 
become or suspects she is pregnant.
In humans, blood levels obtained from umbilical cord indicate placenta transfer of Lorazepam 
and its glucuronide. Neonates appear to conjugate Lorazepam slowly, the glucuronide 
conjugate being detectable in the urine for more than seven days. Glucuronidation of 
Lorazepam may competitively inhibit the conjugation of bilirubin, leading to hyperbilirubinemia in 
the newborn.
The use of Lorazepam during the late phase of pregnancy or at delivery may require ventilation 
of the infant at birth.
Lactation
Caution should be exercised when Lorazepam is given to nursing women since there is 
evidence that Lorazepam is excreted, in pharmacologically insignificant amounts, in human 
breast milk. Lorazepam should not be administered to breast-feeding women, unless the 
expected benefit to the woman outweighs the potential risk to the infant.
Sedation an inability to suckle have occurred in neonates of lactating mothers taking 
benzodiazepines. Infants of lactating mothers should be observed for pharmacological effects 
(including sedation and irritability).
Carcinogenesis, Mutagenesis, Impairment of Fertility. 
No evidence of carcinogenic potential emerged in rats or mice during an 18-month study with 
oral Lorazepam. An investigation of the mutagenic activity of Lorazepam on Drosophila 
melanogaster indicated that this agent was multinationally inactive.
A pre-implantation study in rats was performed with oral Lorazepam at a 20 mg/kg dose which 
showed no impairment of fertility. "Clinical study were conducted using the innovator product 
Ativan."

DRUG INTERACTIONS 
The benzodiazepines, including Lorazepam, produce additive CNS depressant effect when 
co-administered with other CNS depression such as alcohol, barbiturates, antipsychotics, 
sedative/hypnotics, anxiolytics, antidepressants, narcotic analgesics, sedative antihistamines, 
anticonvulsants, and anesthetics.
The concomitant use of sedative medicines such as benzodiazepines or related drugs such as 
with opioids increases the risk of sedation, respiratory depression, coma and death because of 
additive CNS depressant effect. The dosage and duration of concomitant use should be limited.
The cytochrome P450 system has not been shown to be involved in the disposition of 
Lorazepam and, unlikely many benzodiazepines, pharmacokinetic interactions involving the 
P450 system have not been observed with Lorazepam.
No interference with laboratory tests has been identified or reported with the use of Lorazepam.
Concomitant use of clozapine and Lorazepam may produce marked sedation, excessive 
salivation, and ataxia.
Concurrent administration of Lorazepam with valproate may result in increased plasma 
concentrations and reduced clearance of Lorazepam. Lorazepam dosage should be reduced to 
approximately 50% when coadministered with valproate.
Concurrent administration of Lorazepam with probenecid may result in a more rapid onset or 
prolonged effect of Lorazepam due to increased half-life and decreased total clearance. 
Lorazepam dosage needs to be reduced by approximately 50% when coadministered with 
probenecid.
Administration of theophylline or aminophylline may reduce the sedative effects of 
benzodiazepines, including Lorazepam.

OVERDOSAGE
In post marketing experience, overdose with Lorazepam has occurred predominantly in 
combination with alcohol and/or other drugs.
In the management of over dosage with any drug, it should be borne in mind that multiple agents 
may have been taken.
General supportive and symptomatic measures are recommended; vital signs must be 
monitored.
When there is a risk of aspiration, induction of emesis is not recommended. Gastric lavage may 
be indicated if performed soon after ingestion or in symptomatic patients. Administration of 
activated charcoal may also limit drug absorption. The value of dialysis has not been adequately 
determined for Lorazepam.
Over dosage of benzodiazepines is usually manifested by degrees of central nervous system 
depression ranging from drowsiness to coma. Symptoms can range in severity and include 
drowsiness, mental confusion, lethargy, dysarthria, paradoxical reactions, CNS depression, 
hypotonia, respiratory depression, and cardiovascular depression. In mild cases, symptoms 
included drowsiness, mental confusion and lethargy. In more serious cases, symptoms may 
include ataxia, hypotension, hypnosis, stage one (1) to three (3) coma, and very rarely, death.
Published reports for some benzodiazepines indicate that intravenous infusion of 0.5 to 4 mg of 
physostigmine at the rate of 1 mg/minute may reverse symptoms and signs suggestive of central 
anticholinergic overdose (confusion, memory disturbance, visual disturbances, hallucinations, 
delirium), however, hazards associated with the use of physostigmine (i.e. induction of seizures) 
should be weighed against its possible clinical benefit. In addition, extreme caution should be 
employed in the use of physostigmine when bradycardia and/or hypotension is present.
Lorazepam is poorly dialyzable. Lorazepam glucuronide, the inactive metabolite, may be highly 
dialyzable.
The benzodiazepine antagonist flumazenil may be used in hospitalized patients as an adjunct 
to, not as a substitute for, proper management of benzodiazepine overdose. The physician 
should be aware of a risk of seizure in association with flumazenil treatment, particularly in 
long-term benzodiazepine users and in cyclic antidepressant overdose.

STORAGE
Store at temperature below 30ºC, protect from light.
Keep out of the reach of children.

PRESENTATION AND REGISTRATION NUMBER
Box, 10 strips @ 10 tablets of MERLOPAM 0.5, Reg. No. DPL9833300610A1
Box, 10 strips @ 10 film coated tablets of MERLOPAM 2, Reg. No. DPL0033302917A1

For reporting Side Effects and Product Complaints, please contact:
PT. Mersifarma Pharmacovigilance Team

: farmakovigilans@mersifarma.comEmail
: 0818-8287-0825Telephone

Impotence

SIDE EFFECTS

components of the formulation.
Lorazepam is contraindicated in patients with a known hypersensitivity to benzodiazepines or to any 
CONTRAINDICATION

The drug is given orally.
Method of Administration
discontinued gradually.
and  rebound  phenomena  is  greater  after  abrupt  discontinuation;  therefore  the  drug  should  be 
The lowest effective dose should be prescribed for the shortest duration possible. The risk of withdrawal 
patients previously treated with anxiolytic agents, higher initial dosages of Lorazepam may be indicated. 
according  to  patient  response.  Dosage  should  be  individualized  for  maximum  beneficial  effect.  In 
For optimal result, dose, frequency of administration and duration of therapy should be individualized 
response. Lower doses may be sufficient in such patients.
Dosage for patients with severe hepatic insufficiency should be adjusted carefully according to patient 
and/or 1–2 hours prior to the surgical procedure.
For pre-surgical medication, a dosage of 2–4 mg Lorazepam is recommended the night before surgery 
needed and tolerated.
For elderly or debilitated patients, reduce the initial dose by approximately 50% and adjust the dosage as 
usually at bedtime.
For insomnia due to anxiety or transient situational stress, a single daily dose of 1–2 mg may be given, 
adjunctive therapy in psychosis and severe depression.
Dosages higher than 10 mg daily have been successfully employed in hospitalized cases, especially as 
Children (6–12 years of age) respond to lower anxiolytic doses of Lorazepam.
however this may range between 1 and 10 mg.
The average daily dosage for treatment of anxiety is 2 mg to 3 mg administered in divided doses, 
Posology
POSOLOGY AND METHOD OF ADMINISTRATION

  procedure.
- Pre-surgical  medication  taken  the  night  before  surgery  and/or  1–2  hours  prior  to  the  surgical

  indicated.
- The  anxiety  component  in  psychotic  states  and  severe  depression  where  adjunctive  therapy  is

  reactions.
- Psychoneurotic  disorders  including  anxiety,  depressive,  obsessive  compulsive,  phobic  or  mixed

  patient.
  an anxiolytic. The physician should periodically reassess the usefulness of the drug for individual

- Anxiety or tension associated with the stress of everyday life usually does not require treatment with
- Management of anxiety disorders or for the short-term relief of the symptoms of anxiety.
INDICATIONS

study were conducted using the innovator product Ativan"
benzodiazepines, the pharmacokinetics of Lorazepam may change in impaired renal function. "Clinical 
were  reported  in  patients  with  hepatic  diseases  (hepatitis,  alcoholic  cirrhosis).  As  with  other 
remain unaltered with advancing age. No changes in absorption distribution, metabolism and excretion 
Studies comparing young and elderly subjects have shown that the pharmacokinetics of Lorazepam 
enzymes of the cytochrome P450 system nor is it hydroxylated to any significant extent.
drug-metabolizing enzymes under these conditions. Lorazepam is not a substrate for N-dealkylating 
accumulation of Lorazepam on administration up to 6 months nor is there any indication of induction of 
The plasma levels of Lorazepam are proportional to dose given. There is no evidence of excessive 
metabolites of Lorazepam. "Clinical study were conducted using the innovator product Ativan"
glucuronides of Lorazepam have no demonstrable CNS activities in animals, and there are no active 
pathway. Seventy to seventy five percent of the dose is excreted as the glucuronide in the urine. The 
Conjugation with glucuronic acid to form the inactive glucuronide of Lorazepam is the major metabolic 
bound to plasma proteins. "Clinical study were conducted using the innovator product Ativan"
approximately  12–16  hours.  At  clinically  relevant  concentrations,  Lorazepam  is  approximately  90% 
hours  following  administration.  The  half-life  of  unconjugated  Lorazepam  in  human  plasma  is 
Lorazepam is readily absorbed when given orally. Peak concentration in plasma occurs approximately 2 
directly affecting the action potential generating mechanisms.
potentiating  the  effects  of  synaptic  or  presynaptic  inhibition  mediated  by  gamma–aminobutyric  acid 
effects by binding to specific receptors at several sites within the central nervous system, either by 
benzodiazepines appear to work through several mechanisms. Benzodiazepines presumably exert their 
The  exact  mechanism  of  action  of  benzodiazepines  has  not  yet  been  elucidated,  however, 
associated with depression.
Lorazepam provides prompt relief from a variety of symptoms associated with anxiety and inaanxiety 
Clinical Pharmacology
ACTIONS

(Colloidal silicon dioxide, Macrogol, Polyvinyl alcohol), Titanium dioxide.
Microcrystalline  cellulose  (pH  102),  Lactose  monohydrate,  Colloidal  silicon  dioxide,  Coating  agent 
starch  glycolate,  Talc,  Magnesium  stearate,  Eurolake  brown,  FD&C  Blue  No.  2  Alumunium  lake, 
Corn starch, Povidone K-30, Eurocert brown HT, FD&C Blue No. 1 Powder, Purified water, Sodium 
MERLOPAM 2
Stearate.
Low-Substituted  Hydroxypropyl  Cellulose  LH-11,  Microcrystalline  Cellulose  (pH  102),  Magnesium 
MERLOPAM 0.5
EXCIPIENTS

Each MERLOPAM 2 film coated tablet contains Lorazepam ………………................…..….…….. 2.0 mg
MERLOPAM 2
Each MERLOPAM 0,5 tablet contains Lorazepam ……………………..............………………….… 0.5 mg
MERLOPAM 0.5
COMPOSITION

The film coated tablet can be divided into two equal halves.
Convex film tablet coated with brown color, diameter 7 mm, upper initial crossline, lower initial mf.
MERLOPAM 2
The crossline is only to facilitate the patient's ease in swallowing the drug, not for dividing the dose.
Convex tablet with white color diameter 5 mm, upper initial mf, lower initial crossline.
MERLOPAM 0.5
DRUG DESCRIPTION
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