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EDITORIAL

Regulatory Strengthening: Progress, Achievement, GAP Analysis and
Way Forward
Medicines regulation in Nepal became effective only after the

promulgation of the Drug Act 2035 and establishment of the main
implementing agency the Department of Drug Administration (DDA)
in 2036 Kkartik 1.

Safety, quality, efficacy, affordability has been core regulatory
objectives to attain with but challenges out of commercial nature of
pharmaceutical goods, development of complex therapeutics,
advancement in treatment practices and options, regulatory agencies
are facing a ‘too-much is less’ kind of problem. To add to this the fast-
evolving drug development pathway and nature of products,
information technology and artificial intelligence issue are dragging
regulators in manners we have seen never before. Regulatory
requirements are increasing in such a manner every regulatory agency
might not have resources to cope up with. Medicines have become a
sensitive international commercial item, which is highly regulated and
for this regulator must keep their eye open to maintain quality in its
lifecycle.

The Global Benchmarking Tool (GBT) is the primary method used by
the World Health Organization (WHO) to objectively evaluate
regulatory systems. This tool and its benchmarking methodology allow
WHO and regulatory authorities to identify strengths and areas
needing improvement. The GBT incorporates the concept of 'maturity
level' (ML), enabling WHO and regulatory authorities to assess the
overall 'maturity’ of a regulatory system on a scale from 1 (basic
elements of a regulatory system) to 4 (advanced level of performance
and continuous improvement). It covers various aspects of regulatory
functions, including Registration and Marketing Authorization,
Vigilance, Market Surveillance and Control, Licensing establishments,



Regulatory inspections, Laboratory Testing, Clinical Trials Oversight,
and NRA lot release. Each regulatory function is assessed using a set
of indicators, each with its own sub-indicators.

Nepal has done first benchmarking assessment in 2021 and on 16-19"
April, 2024 conducted follow up visit from WHO SEARO team to
review the progress on WHO GBT and provide support to
benchmarking exercise. Key progress and Strengths highlighted
included the commitment of the Government of Nepal to strengthen
the medical products regulatory system and inscription of the
objectives to reach maturity level 2 by 2025 and maturity level 3 by
2027 in the National Health Sector Strategy 2023-2030. Progress has
been made on the development of a Quality Management System, and
many SOPs and other quality documents have been drafted, published
for consultation, or finalized.

Key interventions in the Fiscal year 2080/81
. Revised Drug Act prepared and forwarded to MoHP.
. Regulation on medicine fair pricing, 2081 drafted and
forwarded to MOHP for approval.
. Codes on Sales and Distribution, 2080 approved for
implementation.
. Capacity  building programs for Pharmacist/Assistant
Pharmacist operating pharmacies.
GPP/GSDP Manual prepared.
VLEM (Veterinary Essential Medicines List) prepared and
approved.
Tramadol/Tapentadol enlisted in the Narcotic and psychotropic
medicine list and notified in Nepal Gadget(2081/02/07 B.S.).
Track and Trace Initiatives(TRVST).
. National awareness program on Digitization and GS1 standard.
. Capacity Building Training and examination of Veterinary
medicine professionals conducted.



Key challenges

To meet it’s the objectives set in the National Health Sector Strategy
2023-2030, adoption of the new drug Act and association regulations
are required sooner, ensuring all related sub-indicators are fully
covered with careful consideration of the risk of conflict of interest in
committees, boards, etc., clear communication and formal
arrangements of role, responsibility and deliverables, and adequate
consultation of the stakeholders in the process.

The National Regulatory Authority should map carefully staff
performance and utilization. Its vision and strategy need to be refined
to support HR and capacity building discussions.

Way forward

Finalization of the new drug Act along with the associated regulations
after careful inclusion of recommendations and stakeholder
consultation should be the utmost priority. The department should also
systematize the use of Reliance to make the use of limited resources
and there is a need of a strategic plan going forward. The stakeholders
should be further identified and analysed, including as a source of
information.

Gt

Narayan Prasad Dhakal
(Director General)
Chief Editor
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2. REGULATORY NEWS

Levetiracetam, clobazam
Risk of drug reaction with eosinophilia and systemic symptoms (DRESS)

United States. The US Food and Drug Administration (FDA) is warning that
levetiracetam and clobazam can cause drug reaction with eosinophilia and
systemic symptoms (DRESS). DRESS is a rare but serious reaction that can
be life threatening if not diagnosed and treated quickly. It may start as a rash
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but can quickly progress, resulting in injury to internal organs, the need for
hospitalization, and even death.

Levetiracetam is an antiseizure medicine approved for use alone or with
other medicines to control certain types of seizures in adults and children
such as partial seizures, myoclonic seizures, or tonic-clonic seizures.
Clobazam is a benzodiazepine indicated for use in combination with other
medicines to control seizures in adults and children 2 years and older who
have a specific severe form of epilepsy called Lennox-Gastaut syndrome.
Health-care professionals should be aware that prompt recognition and early
treatment is important for improving DRESS outcomes and decreasing
mortality. DRESS can develop 2-8 weeks after starting the medicines, and
symptoms and intensity can vary widely

Source: WHO Pharmaceuticals Newsletter No.2, 2024

Statins

Potential risk of myasthenia gravis and ocular myasthenia gravis

United Kingdom. The MHRA has announced that the product information
for all statins is being updated to list myasthenia gravis and ocular
myasthenia gravis as adverse drug reactions. Statins are indicated for the
treatment of atherosclerotic cardiovascular disease through lowering the level
of low-density lipoprotein (LDL) cholesterol in the blood. Currently
available statins in the UK are atorvastatin, fluvastatin, pravastatin,
rosuvastatin and simvastatin.

Globally, there has been a very small number of reports of new-onset or
aggravation of pre-existing myasthenia gravis with statins. A recent
European review recommended new warnings on the risk of new onset or
aggravation of pre-existing myasthenia gravis with multiple statins. The
findings of this review were considered by the Pharmacovigilance Expert
Advisory Committee (PEAG) of the CHM, which agreed with the
recommendations.

Health-care professionals should advise patients taking statins to consult
their doctor if they experience weakness in the arms or legs that worsens after
periods of activity, double vision or drooping of eyelids, difficulty
swallowing, or shortness of breath.

Source: WHO Pharmaceuticals Newsletter No.2, 2024
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Denosumab
Risk of severe hypocalcemia
1.United States. The US Food and Drug Administration (FDA) has
concluded that the osteoporosis medicine denosumab (Prolia®) increases
the risk of severe hypocalcemia, very low blood calcium levels, in patients
with advanced chronic kidney disease (CKD), particularly patients on
dialysis. Severe hypocalcemia appears to be more common in patients with
CKD who also have a condition known as mineral and bone disorder
(CKD-MBD). In patients with advanced CKD taking denosumab, severe
hypocalcemia resulted in serious harm, including hospitalization, life
threatening events, and death.
Denosumab is a monoclonal antibody initially developed for the treatment
of osteoporosis in postmenopausal women at increased risk of fracture or
who are refractory to or cannot tolerate other therapies. Denosumab was
later approved to increase bone mass in men with osteoporosis; to treat men
with high risk for fracture receiving androgen deprivation therapy for
prostate cancer; to treat women at high risk for fracture receiving aromatase
inhibitor therapy for breast cancer; and, to treat men and women with
glucocorticoid-induced osteoporosis.
FDA is adding a Boxed Warning to the denosumab prescribing information
about the significant risk of developing severe hypocalcemia in patients
with advanced CKD. This warning and new labelling contains information
to help reduce this risk, including appropriate patient selection for
denosumab treatment, increased monitoring of blood calcium levels, and
other strategies. The FDA is adding this updated information to the patient
Medication Guide and the denosumab Risk Evaluation and Mitigation
Strategy (REMS).
2.Canada. Health Canada has alerted health-care professionals that the
Indications, Warnings and Precautions, Adverse Reactions (Post-Market
Adverse Reactions), Clinical Pharmacology (Pharmacokinetics, Special
Populations and Conditions), and Patient Medication Information sections
of the Canadian product monograph for denosumab (Prolia®) have been
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updated with additional information on the risk of severe symptomatic
hypocalcemia and safety in paediatric patients.

In the post-market setting, severe symptomatic hypocalcemia (resulting in
hospitalization, life threatening events and fatal cases) have been reported.
This is particularly observed in patients with severe renal impairment,
receiving dialysis or treatment with other calcium-lowering drugs. While
most cases occurred in the first weeks of initiating therapy, it can also occur
later. Examples of the clinical manifestations of severe symptomatic
hypocalcemia have included QT interval prolongation, tetany, convulsions
and altered mental status.

Based on the data submitted and reviewed by Health Canada, the safety
and efficacy of denosumab (Prolia®) in paediatric patients has not been
established; therefore, Health Canada has not authorized an indication for
paediatric use. In clinical trials, hypercalcemia has been reported in
paediatric patients with osteogenesis imperfecta treated with denosumab.
Some cases required hospitalization and were complicated by acute renal
injury.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

Melphalan flufenamide

Withdrawal of approval

United States. US FDA announced its final decision to withdraw approval of
melphalan flufenamide (Pepaxto®). In February 2021, US FDA approved
melphalan flufenamide under accelerated approval for use in combination
with dexamethasone to treat adult patients with relapsed or refractory
multiple myeloma who have received at least four prior lines of therapy and
whose disease was refractory to at least one proteasome inhibitor, one
immunomodulatory agent, and one CD38-directed monoclonal antibody. The

manufacturer was required to conduct the post-approval confirmatory trial as
a post-approval requirement under the accelerated approval program.

The FDA determined the following grounds for withdrawal were met: (1) the
confirmatory study conducted as a condition of accelerated approval did not
confirm melphalan flufenamide’s clinical benefit, and (2) the available
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evidence demonstrates that melphalan flufenamide is not shown to be safe or
effective under its conditions of use.
Source: WHO Pharmaceuticals Newsletter No.3, 2024

Oral anticoagulants

Risk of acute kidney injury

Japan. The Ministry of Health, Labour and Welfare (MHLW) and the
Pharmaceuticals and Medical Devices Agency (PMDA) have issued a
notification instructing the addition of “acute kidney injury” to the Clinically
Significant Adverse Reactions section in the PRECAUTIONS of oral
anticoagulants. The notification was in response to the cases reported in
Japan for which a causal relationship between oral anticoagulants and acute
kidney injury including anticoagulant-related nephropathy was reasonably
possible.

Oral anticoagulants include apixaban, edoxaban tosilate hydrate, dabigatran
etexilate methanesulfonate, rivaroxaban, and warfarin potassium. They are
indicated for the prevention and treatment of thromboembolic conditions.
Health-care professionals are requested to pay sufficient attention to the onset
of acute kidney injury related to the administration of oral anticoagulants as
well as to take appropriate measures considering the possibility of
anticoagulant-related nephropathy when acute kidney injury is noted in
patients treated with oral anticoagulants.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

Venlafaxine

Risk of overdose and severe poisoning

Ireland. The HPRA has updated warning and advice on complex cases
involving overdose and severe poisoning for patients treated with
venlafaxine. Overdose with venlafaxine, including cases with fatal outcomes,
have been reported predominantly in combination with alcohol and/or other
medicinal products.

Venlafaxine is a dual-acting serotonin (5-HT) and norepinephrine (NE)

8



reuptake inhibitor (SNRI). It is authorized for the treatment of depression,
prevention of relapse and prevention of recurrence of depression, and
treatment of anxiety and panic related disorders.

Following a periodic safety review of available data from the literature and
spontaneous reports, the PRAC of EMA has recommended an update to
product information to expand advice and warnings regarding the established
risk for serious outcomes due to suicide attempts, misuse, overdoses, and
severe poisoning.

Health-care professionals are advised to prescribe venlafaxine for the
smallest quantity consistent with good patient management, to reduce the risk
of overdose. Patients should be advised not to use alcohol, considering its
central nervous system (CNS) effects and potential of clinical worsening of
psychiatric conditions, and the potential for adverse interactions with
venlafaxine including CNS depressant effects.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

Pegcetacoplan

Risks of retinal vasculitis and retinal vascular occlusion

United States. The US FDA has updated the product information for
pegcetacoplan (Syfovre®) to include the risks of retinal vasculitis and retinal
vascular occlusion.

Pegcetacoplan is a complement inhibitor indicated for the treatment of
geographic atrophy secondary to age-related macular degeneration (AMD).
Retinal vasculitis and/or retinal vascular occlusion, typically in the presence
of intraocular inflammation, have been reported with use of pegcetacoplan.
Cases may occur with the first dose of pegcetacoplan and may result in
severe vision loss. Health-care professionals should discontinue treatment
with pegcetacoplan in patients who develop these events and instruct patients
to report any change in vision without delay.

Source: WHO Pharmaceuticals Newsletter No.2, 2024



Domperidone

Potential risk of psychiatric withdrawal events when used for lactation
stimulation

Canada. Health Canada has announced that the product information for
domperidone is to be updated to include the potential risk of psychiatric
withdrawal events when used for lactation stimulation.

Domperidone is authorized for sale in Canada to treat symptoms of slowed
stomach emptying seen with certain gastrointestinal conditions, and to
prevent symptoms, such as nausea and vomiting, caused by some drugs used
to treat Parkinson’s disease. Domperidone is not authorized in Canada to
promote lactation, but data derived from Canadian sources indicate that it has
been prescribed for this off-label use.

Triggered by published cases in the scientific literature concerning this risk
and the off-label use of domperidone for lactation stimulation, Health Canada
reviewed information from the Canada Vigilance database and published
literature. Health Canada reviewed 9 cases (4 Canadian and 5 international)
of psychiatric withdrawal events following sudden discontinuation or
tapering of domperidone when used for lactation stimulation. Of the 9 cases,
7 (4 Canadian) were found to be probably linked to the use of domperidone
and 2 were found to be possibly linked. The total daily dose of domperidone
used in 8 of the 9 cases was reported to be higher than 30 mg. In all cases, the
duration of domperidone use prior to the initial discontinuation or tapering
attempt was longer than 4 weeks. Health Canada also reviewed articles
published in the scientific literature, which identified potential biological
mechanisms that may explain how sudden discontinuation or tapering of
domperidone, when used to stimulate lactation, could lead to psychiatric
withdrawal events.

Source: WHO Pharmaceuticals Newsletter No.1, 2024

Montelukast

New boxed warning for the risk of neuropsychiatric events

Ireland. The Health Products Regulatory Authority (HPRA) has announced
that a new boxed warning will be included in both the Summary of Product
Characteristics (SmPC) and the package leaflet of montelukast to raise
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further awareness of the risk of neuropsychiatric events, such as behavioural
changes, depression and suicidality. The symptoms may be serious and can
continue if treatment is not withdrawn.

Montelukast is an orally active leukotriene receptor antagonist indicated for
use in the prophylaxis and treatment of asthmatic conditions.

The European Medicines Agency’s (EMA) Pharmacovigilance Risk
Assessment Committee (PRAC), having completed a review of data related
to the known risk of neuropsychiatric events with montelukast, has
recommended a new boxed warning in product information to further raise
awareness of this risk. Health-care professionals are advised that treatment
with montelukast should be discontinued if neuropsychiatric symptoms occur
during treatment.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

3.SAFETY OF MEDICINES

Methotrexate
Risk of photosensitivity reactions

United Kingdom. The MHRA has advised patients to take precautions
when exposed to the sun to avoid photosensitivity reactions when taking
methotrexate treatment.

Photosensitivity reactions (which include phototoxicity, where a drug is
activated by exposure to UV light and causes damage to the skin that
can look and feel like a sunburn or a rash) can occur with both low-dose
and high-dose treatment.

Methotrexate is an immunosuppressant medicine that is used to treat
inflammatory conditions such as rheumatoid arthritis, psoriasis, and
Crohn’s disease. It is also used as a cancer treatment. Photosensitivity
reactions are established side effects of methotrexate treatment and are
currently listed in the product information, including the Patient
Information Leaflet. However, the Pharmacovigilance Expert Advisory
Group (PEAG) of the MHRA was concerned that it is not a well-known
side effect and many patients may not be aware of the additional risks of
sun exposure during methotrexate treatment. Prescribers and
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pharmacists are reminded to inform patients of the risk of
photosensitivity reactions and to advise them to use a product with a
high sun protection factor and clothing that covers the skin when in the
sun.

The MHRA is working with Marketing Authorisation Holders of
methotrexate medicines to provide updates to the product information as
appropriate.

Source: WHO Pharmaceuticals Newsletter No.1, 2024

Sulphadoxine and pyrimethamine
Risk of toxic epidermal necrosis

Zimbabwe. The Medicines Control Authority of Zimbabwe (MCAZ) has
alerted health-care professionals on the risk of toxic epidermal necrosis with
sulphadoxine and pyrimethamine.

Sulphadoxine and pyrimethamine tablets are indicated for the treatment of
acute, uncomplicated P. falciparum malaria for those patients in whom
chloroquine resistance is suspected and for intermittent prevention of malaria
in pregnant women in the malaria-endemic Sub-Saharan region.

The MCAZ reminded health-care professionals that sulphadoxine and
pyrimethamine must be discontinued at the first appearance of skin rash or an
urticarial reaction, and should not be administered to women receiving
cotrimoxazole prophylaxis (e.g. for opportunistic infections) due to an
increased risk of adverse effects.

Source: WHO Pharmaceuticals Newsletter No.1, 2024

Baclofen

Risk of overdose on off label

Australia. The Therapeutic Goods Administration (TGA) has alerted health
care professionals on the risk of overdose of baclofen tablet form,
particularly when baclofen is used off label at higher doses for the treatment
of alcohol use disorder. Recent coronial inquiries into two deaths have
highlighted the need for this alert.

Baclofen is GABA agonist and is indicated for the suppression of voluntary
muscle spasm in multiple sclerosis and spinal lesions. The product
information for baclofen includes warnings about the risk of suicide and
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suicide-related events, recommending close supervision of patients with
alcohol-use disorder, depression and/or a history of previous suicide
attempts.

The optimum dosage listed in the product information ranges from 30 to 75
mg daily, although occasionally doses up to 100 mg daily may be necessary
in hospitalized patients. Higher dosages may be prescribed for off-label use
in treating alcohol-use disorder. Close supervision of patients being treated
with baclofen who have depression or a history of previous suicide attempts
is recommended.

Source: WHO Pharmaceuticals Newsletter No.2, 2024

Proton Pump Inhibitors (PPIs)

Risk of acute tubulointerstitial nephritis (TIN)

South Africa. The South African Health Products Regulatory Authority
(SAHPRA) has alerted health-care professionals on the risk of acute
tubulointerstitial nephritis (TIN) associated with use of Proton Pump
Inhibitors (PPIs: pantoprazole, dexlansoprazole, esomeprazole, and
rabeprazole). TIN (previously called interstitial nephritis) is characterized by
an inflammatory reaction within the tubulointerstitial space of the kidney,
and acute TIN can result in acute kidney injury. Symptoms and signs of acute
TIN may be nonspecific and are often absent unless symptoms and signs of
renal failure develop. Many patients develop polyuria (increased frequency
of urination) and nocturia (the need for patients to get up at night on a regular
basis to urinate).

Health-care professionals are advised that treatment by PPIs must be stopped
when TIN is suspected; PPIs are contraindicated in patients who previously
experienced TIN while on treatment with PPIs; and patients should be asked
to report any alteration in urine volumes or if they suspect that there is blood
in their urine while on PPIs.

Source: WHO Pharmaceuticals Newsletter No.2, 2024

Dimethyl fumarate
Potential risk of Fanconi syndrome not supported
Canada. Health Canada’s review did not find sufficient evidence to support
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a potential risk of Fanconi syndrome (a syndrome of inadequate reabsorption
in the proximal renal tubules of the kidney) with use of dimethyl fumarate.
Dimethyl fumarate is indicated for the treatment of adult patients with a form
of multiple sclerosis.

Health Canada reviewed the available information from searches of the
Canada Vigilance database, international databases, and scientific literature.
As a result, sufficient evidence to support a link between the risk of Fanconi
syndrome and the use of dimethyl fumarate for the treatment of multiple
sclerosis was not found.

The safety review was triggered by a labelling update for dimethyl fumarate-
containing products by the EMA. Fanconi syndrome was reported in Europe
for a product containing dimethyl fumarate in combination with other
fumaric acid esters used to treat psoriasis. On the other hand, in Canada,
dimethyl fumarate is not authorized for the treatment of psoriasis. In addition,
only single ingredient dimethyl fumarate, and not fumaric acid ester
compounds, is authorized in Canada.

Source: WHO Pharmaceuticals Newsletter No.2, 2024

Modafinil and armodafinil

Risk of severe cutaneous adverse reactions (SCARS)

Singapore. The Health Sciences Authority (HSA) has alerted the public on
the severe cutaneous adverse reactions (SCARs) including Stevens-Johnson
syndrome (SJS), with the use of modafinil and armodafinil. Modafinil and
armodafinil are used for the treatment of conditions that involve excessive
somnolence such as narcolepsy and obstructive sleep apnoea. As at 31
October 2023, HSA has received nine adverse event reports with modafinil
and armodafinil. Seven reports were dermatological/cutaneous reactions, and
of these three reports were SJS. The remaining two reports described
increased paranoia and giddiness. Health-care professionals are advised to
consider the possibility of SCARs in patients presenting with prodromal
symptoms such as flu-like symptoms, mouth ulcers, sore throat and ditto
conjunctivitis.

Source: WHO Pharmaceuticals Newsletter No.3, 2024
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4. FEATURES

Risk-Based Post Marketing Surveillance and introduction of

screening methods in RB-PMS
What is PMS and its importance in WHO GBT?

Presence of substandard and /or counterfeit medicine is a threat to public
health. The role of the national medicine regulatory authority is to ensure the
availability of safe, efficacious and qualitative medicine in the country.
NMRA implements post marketing surveillance programs to ensure
medicinal product quality. NMRAs establish PMS activities and programs as
core regulatory functions. PMS is an important indicator of the market
surveillance and control function of the WHO GBT. Such programs are
geared towards improving capacity to combat and reduce the prevalence of
substandard and counterfeit medicines.

DDA has been implementing risk-based approach in Post Marketing
Surveillance (PMS) activities since fiscal year 2078/79. Use of risk-based
approach in PMS has transformed the PMS activities to more systematic,
scientific and evidence-based. Risk-based approach in post-marketing
surveillance applies risk estimations and statistics to determine which
medicine to sample, where to sample from and how many samples are
needed to be statistically representative. The medicines for surveillance are
selected based on national priorities and risk classification while, sampling is
done from wvulnerable geographical locations and facilities (pharmacies),
where risk to public health is highest, using a stratified random sampling
methodology. The Medicines Risk-based Surveillance (MedRS) tool is
utilized for risk analysis of medicines, geographical regions and facilities as
well as randomization of facilities for sample collection.

The risk-based approach in testing uses a Three-Level approach: initial
visual inspection in the field (Level 1), followed by field-based testing using
Minilab™, TruScan™ or other screening tools/methods (Level 2), and finally
confirmatory testing at the laboratory using compendial or approved methods
(Level 3).

Starting from fiscal year 2081/82, DDA intends to incorporate screening
method in Level 2 testing with the use of Global Pharma Health Fund
(GPHF)-Minilab™ and Raman. DDA has already conducted 2 rounds of
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trainings to drug inspectors on screening methodology of drugs using minilab
and 2 days training on handheld Raman spectroscopy. Global Pharma Health
Fund (GPHF)-Minilab™ contains all the necessary supplies including TLC
plates, reagent, glass wares, reference standard and other accessories packed
in a box which can be easily transported and deployed. GPHF)-Minilab™
includes tool that supports physical inspection of the dosage form followed
by simple disintegration and Thin layer Chromatography tests.

IMPORTANCE OF SCREENING METHODOLOGY IN RBPMS IN
CONTEXT OF NEPAL

Screening technologies like minilab, Raman are portable and designed for
on-site testing of pharmaceuticals. They contribute to quickly identify
substandard or counterfeit medicines, without the need of sophisticated lab
equipment, making them ideal for use in resource limited settings. Use of
screening method will support to increase the number of samples tested while
decreasing the testing load at the laboratory. Further, use of basic analytical
tests/screening technology in the field (e.g. Minilab™, TruScan™, etc.) could
significantly reduce the number of units required per sample, as only a subset
of medicines is tested in laboratory using compendial methods. This leads to
the optimization of available resources. These screening technologies are
inexpensive compared to liquid chromatography and provide high sample
throughput.

Establishing a comprehensive and effective quality testing system in a
developing country is a challenge with limited resources. Introduction of
these screening technologies by NMRAs of low- or middle-income countries
have shown to be extremely beneficial. Nepal has open border with India and
the risk of entry of substandard /falsified medicines from port need to be
identified and NRA should intervene there.

Apart from GPHF-Minilab™ and Raman Spectroscopy (TruScan™ ), there
are other screening technologies that are used globally and can be explored in
the future like X-ray Diffraction Spectroscopy, Near Infrared Spectroscopy,
X-ray Fluorescence Spectroscopy, etc. Each of these technologies have their
own advantages as well as limitations, therefore, combination of screening
techniques can be utilized in RB-PMS activities depending on the molecules
targeted and objective of surveillance.

Challenges for implementing screening methodology in RBPMS
e Screening methodologies are intended for screening medicines in
field. They are not a 100 % accurate and precise method as
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compendial analysis to detect substandard and counterfeit product
and should not be used as independent testing resource but should be
used in conjunction with full compendial testing.

Data from the product failing screening technologies cannot be used
for regulatory actions.

Reference library creation and updates in Raman spectroscopy is
time consuming process.

Device implementation and SOPs need to be developed.

Screening technologies require a considerable amount of time and
resources. The existing manpower may feel the extra load. Increase
in time and resources for the screening process.

These are preferred for tablets, suspension. Limited dosage forms are
covered.

Regulatory should access the performance, cost of implementation of
device. Substantial amount of budget is required for buying reagents,
operation of instrument.

Proper handling and storage of the reagents is challenge.

Measures to overcome Challenges

Regulatory authority should develop a clear guideline, SOPs for
sample collection, handling reagents, operation and interpreting and
reporting the results. Implement standardized validation protocols to
ensure that their sensitivity, specificity and accuracy meet the
required benchmarks.

Each of the screening technologies have own limitation and these
should be used based on our requirements.

Provide trainings for regulatory staff and inspectors on how to
operate, interpret result and respond to findings.

Adequate resources (financial, technical and human) need to be
allocated for the procurement, maintenance and operations of
minilabs.

Screening technologies are powerful tools to fight against substandard and
falsified medicines and they come with own set of challenges, which can be
handled with proper regulatory support, infrastructure and trainings
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Y. 3. R0¢0/¢g AT National GMP T WHO GMP TS WUeRT &<t
aitafer IeuTashetent Tt

List of manufacturers awarded with National GMP in 2080/81

'S\I' NAME OF MANUFACTURER ISSUE DATE VALIDITY
1 | ALIVE PHARMACEUTICAL PVT. LTD, SUNSARI 2081-03-14 2084-03-13
2 | ARYA PHARMALAB PVT. LTD, BARA 2080-04-25 2083-04-24
3 | BHASKAR HERBACEUTICALS PVT. LTD 2080-04-02 2083-04-01
4 | EVEREST PARENTERALS PVT. LTD, BARA 2080-04-02 2083-04-01
ELIXIR LIFE SCIENCE PVT.LTD. GUNJANAGAR
’ 2080-12-14 2083-12-1
> | BHARATPUR 18, CHITWAN, NEPAL 080 083-12-13
LOMUS PHARMACEUTICALS PVT. LTD
’ 2080-10-02 2083-10-01
6 GOTHATAR, KATHMANDU 080-10-0 083-10-0
7 | MARUTI PHARMA PVT. LTD, BARA 2080-06-24 2083-06-09
MEDRIK PHARMACEUTICALS PVT. LTD,
8 | CHAINPUR 2, KHAIRINI NAGARPALIKA, 2080-12-04 2083-12-03
CHITWAN, NEPAL.
MEERA BIOTECH PVT. LTD. CHANGUNARAYAN
2080-09- 2083-09-04
9 6, BHAKTAPUR, NEPAL 080-09-05 083-09-:0
10 | NATIONAL HEALTHCARE PVT. LTD, BARA 2078-07-05 2080-07-04
11 | OHM PHARMACEUTICAL PVT. LTD, BHAKTAPUR | 2081-01-28 2084-01-27
PHARMONICS LIFE SCIENCE PVT. LTD, DUBHABI
’ 2081-03-14 2084-03-1
12 12, SUNSARI, NEPAL 081-03 084-03-13
13 | QUEST PHARMACEUTICAL PVT. LTD, BARA 2080-04-02 2083-04-01
SIDDHARTHA PHARAMCEUTICAL PVT. LTD
’ 2078-07- 2080-07-
14 | UPANDEH 078-07-05 080-07-04
15 | SR DRUG LABORATORIES PVT. LTD 2080-04-25 2083-04-24
16 | SUPREME HEALTHCARE PVT. LTD, BARA 2078-04-26 2080-04-25
TAURUS PHARMA PVT. LTD, DHARKE,
17 | SHADHING 2080-10-14 2083-10-13
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List of manufacturers awarded with WHO GMP in 2080/81

‘;' NAME OF MANUFACTURER ISSUE DATE | VALIDITY

1 | ARYA PHARMALAB PVT. LTD, BARA 9-Aug-2025 10-Aug-2023

2 | BHASKAR HERBACEUTICALS PVT. LTD 18-Jul-2023 17-Jul-2025
CTL PHARMACEUTICAL PVT.LTD,

3 BHAKTAPUR 18-Jul-2023 17-Jul-2025
ELIXIR LIFE SCIENCE PVT.LTD.

4 | GUNJANAGAR, BHARATPUR 18, CHITWAN, | 27-Mar-2024 | 26-Mar-2026
NEPAL

5 | EVEREST PARENTERALS PVT. LTD, BARA 18-Jul-2023 17-1ul-2025
LOMUS PHARMACEUTICALS PVT.LTD,

6 | GOTHATAR, KATHMANDU 16-1an-2024 | 15-Jan-2026

7 | HESTER BIOSCIENCES NEPAL PVT.LTD 28-Nov-2023 | 27-Nov-2025

8 | MARUTI PHARMA PVT. LTD, BARA 11-0ct-2023 | 26-Sep-2025
MEDRIK PHARMACEUTICALS PVT. LTD,

9 | CHAINPUR 2, KHAIRINI NAGARPALIKA, 17-Mar-2024 | 16-Mar-2026
CHITWAN, NEPAL.

Lo | MEERA BIOTECH PVT. LTD. 1Dec2023 | 20-Dec.200S
CHANGUNARAYAN 6, BHAKTAPUR, NEPAL

11 | NATIONAL HEALTHCARE PVT. LTD, BARA 20-0ct-2023 | 19-Oct-2025
OHM PHARMACEUTICAL PVT. LTD,

12 BHAKTAPUR 10-May-2024 9-May-2026
PHARMONICS LIFE SCIENCES PVT. LTD,

13 | DUBHABI 12, SUNSARI, NEPAL 28-Jun-2024 1 27-Jun-2026

14 | QUEST PHARMACEUTICAL PVT. LTD, BARA | 20-Oct-2023 | 21-Sep-2025
SIDDHARTHA PHARAMCEUTICAL PVT. LTD,

15 RUPANDEHI 27-Mar-2024 26-Mar-2026

16 | SR DRUG LABORATORIES PVT. LTD 10-Aug-2023 | 9-Aug-2025

17 | SUPREME HEALTHCARE PVT. LTD, BARA 20-0ct-2023 | 19-Oct-2025

1 | TAURUS PHARMA PVT. LTD, DHARKE, 25 tam202s | 27-Jam 2026

DHADHING
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. 0505y W ORNERT gfeRer wuer R st
SURHEEHT A

Name of Date of Importers Name
S.N | company Factory site Address | approval | and Address
3503 CHANGZHENG
ROAD CHYANGZHENG HOSPITEC PHARMA
FARM CHONGMING 2080/04/02 | PVT.LTD.
SHANGHAI DAHUA ’
PHARMACEUTICAL galL’J\lr\JATRY SHANGHAI KATHMANDU
1| CO.LTD.
NO 1 NORTH OUTER
i'l"l\'/;‘l'z\‘DONG NEW | RING ROAD FEIXIAN 2080/03/13 | DOMOTEX PHARMA
COUNTRY SHANDONG KATHMANDU
PHARMACEUTICAL | peovINGE CHINA
2 | CO.LTD.
FACTORY C, AGIOS
ATHANASSIOS
INDUSTRIAL AREA VEIOVIS
MICHAEL IRAKLEOUS 2 | 2080/04/14 | LIFESCIENCES PVT.
AGIOS LTD. KATHMANDU
MEDOCHEMIE ATHANASSIOS
3 | LIMITED LIMASSOL 4101 CYPRUS
FACTORY C, AGIOS
ATHANASSIOS
INDUSTRIAL AREA VEIOVIS
[’:EA‘?%CSEM'E MICHAEL IRAKLEOUS 2 | 2080/04/14 | LIFESCIENCES PVT.
AGIOS LTD. KATHMANDU
ATHANASSIOS
4 LIMASSOL 4101 CYPRUS
RIJKSWEG 14 PUURS “DAIE%IQCIIIBNUETORS
SINT AMANDS B-2870 2080/04/05
ALCON COUVREUR | RELGIUM CENTER
NV NOVARTIS KATHMANDU
5 | PHARMA
UNIT-1 SURVEY NO 166,
171,172, & 177 PLOT NO DKM
54,55 & 64 TO 68 TSIIC
P PHASE 2080/05/15 | DOARMACEUTICALS
PASHAMYLARAM KATHMANDU
GLAND PHARMA TELANGANA STATE
6 | LIMITED. INDIA
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Name of Date of Importers Name
S.N | company Factory site Address approval | and Address
UNIT I SURVEY NO 1277 &
1319 TO 1324 NANDIGAMA DKM
(VILLAGE) NANDIGAMA 2080/05/13 | PHARMACEUTICALS
MSN MANDAL RANGAREDDY PVT.LTD.,
LABORATORIES | DISTRICT TELANGANA KATHMANDU
7 | PVT.LTD. 509228 INDIA
PLOT NO 118, 119 & 120
SURVEY NO 342 ROAD NO
6 ALEAP INDUSTRIAL SHARADA
ESTATE OPP INTU MEDCARE TRADERS
PRAGATHI NAGAR 2080/05/25 | b7 T,
THERDOSE KUKATPALLY MEDCHAL KATHMANDU
PHARMA PVT. DISTRICT LELANGANA
8 | LTD. INDIA
KUIPERSWEG 9, 3449 JA, T IOVAL
WOERDEN THE 2080/06/08
NETHERLAND PVTLTD,,
9 | KEPROB.V KATHMANDU
PLOT NO. 555-556-557, OPP.
SUBHAM TEX-0O-PACK,
KHATRAJ- VADSAR ROAD, IS,(TT'\E;QETI ONAL
P.0.: KHATRAJ, TALUKA, 2080/10/09 | oyt D
BIOTECH KALOL, DIST KATHMANDU
VISION CARE . GANDHINAGAR,
10 | PVT. LTD. GUIARAT, INDIA(UNIT- 1)
SY. NO. 172/173, APPAREL
PARK ROAD, DOOLAPLLY
VILLAGE, DUNDIGAL
AIZANT DRUG MANDAL, MEDCHAL- LALITPUR
RESEARCH MALKAJGIRI DISTRICT,
SOLUTIONS HYDRABAD-500100,
11 | PVT.LTD. TELANGANA STATE, INDIA
PLOTNO.L,S.P
BIOTECHNOLOGY PARK,
PHASE I
, KOLTHUR VILLAGE,
SHAMEERPRET MANDAL, 2080/11/29 '\K"AEEL;AAL,\IE&J
MALKAJGIRI DISTRICT,
PINCODE 500078,
BIOLOGICAL TELANGANA STATE,
12 | EVANSLTD INDIA
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Importers

S. Date of Name and
N | Name of company | Factory site Address approval | Address
KH NO. 1335-40, NEAR EPIP-I, LIYANA TRADE
BHATOLI KALAN BADDI, MARKETING
SUN DIST. SOLAN H.P., 2080112125 | oy 1D,
PHARMACEUTICAL | |NDIA (SPILL, BADDI) BIRGANJ
13 | INDUSTRIES LTD.
SQUARE ROAD, SALGARIA, * | 5511159 Eé&g |\|<1$3T
SQUARE PABNA-6600, BANGLADESH KATHMANDU
PHARMACEUTICALS
14 | PLC,
SURVEY NO. 20/1, I
VANDALUR- MEDCARE
KELAMBAKKAM ROAD,
PUDUPAKKAM VILLAGE, 2081/02/09 | TRADERS PVT.
SOFTGEL KANCHIPURAM DISTRICT LTD.,
HEALTHCARE PVT. '
TAMILNADU-603103, INDIA KATHMANDU
15 | LTD.
882/1-871, VILLAGE: RAJODA, VRIDDHI
NEAR HOTEL KARNAVATI, 2081/02/18 | NTERNATIONAL
AMNEAL TALUKA: BAVLA, PVT. LTD.,
PHARMACEUTICALS | AHMEDABAD, INDIA BIRGUNJ
16 | PRIVATE LTD.
7/398 MOO 6, MAB YANG
PORN, PLUAK DAENG, 2081/03/23 E,}:T'\{I-FMDAI?\JABLUES'
BAXTER RAYONG 21140, THAILAND
MANUFACTURING
17 | (THILAND) CO. LTD.
PLOT NO. H-12 & H-13, MIDC, EVOLVE
MYLAN WALUJ, AURANGABAD 2081/03/24 | PHARMAPVT.
LABORATORIES 431136, MAHARASHTRA LTD.,
18 | LIMITED STATE STATE, INDIA KATHMANDU
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5. REGULATORY NOTICES

S

AT WEHIC

r sgaedr AT

w8 Sy MR Ros910319Y

suREes ST aur RtsRar et aiX scasa sied geEr

Stringent Regulatory Authority 8GHT Tal STHY®HT BT AMIU8E®T Strength TEHT Gra=gar Afa
weoEsR dfaae ReRa aww adammsrsr enfr w3t scare e T Ferer Aehfar
WERSFT AVS WHA 99 ITIRA WE/AAST Ay geaiea afufawr @fa Ro0zo0/08/0v T
9= TAET AsHHT RAwEHT WY R0z0/05, 9 9ur Fnmfa Fefr % BRmTET website AT G=AT
v WoET AR g 19w dinReeer s Ay aeemese afafas @fa Rozo/93 /214
TX TGP & T ASHHT FAviy FEGw aierET @ W Seafad & (A18) TERET AMiuEs ST
TEe@ THINH g T FEtaa a9 Pemrerd R 9 sngwnr f@afa k059,03 /0%
=1 i Refargar aafFuaa adsET 938 SIESasr ot 9r g9 gSiaa 1igsr g1

qu“

s cadkl
9. Linagliptin 2.5 mg
. Linagliptin 10 mg
3. Linagliptin+Metformin SR (2.5/500)
¥. Linagliptin+Metformin SR (2.5/850)
%. Linagliptin+Metformin IR (5/500)
&. Rivaroxaban tab Smg

L. A lofe 200mg i di 1 tablet
&. Aceclofenac 300mg IR
Fvfa:

9. IEET 9E AT ATA@ HE BT FATHT I @HT I My, afsuEesT g6aT

favfa woar @A admr 3 @i e gsrEe fmat o )
R. FAACHT FSZTAAT [WHT AW THEHT GRCAVET Afteest st e femer
ﬁtmm.mtmw fraf o Pasrgar @@ 71 )
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aﬂwﬁmﬁtwnr
Sy AwTTA GFa=y sreg=a Sl g==ar
wmsier @R Rosq03 -9

e Pt STerEarEN Tanr shfarssr safta Sonfora sSimfaeesr rger ayery iy ANy
wfgw Y g@rmmerEr 9@ser €2 snE@esy RRd o Ad wmwsr =3oneaEr Iuerew
ShefYse®r o aysrT T8 aRswr, Aauaurest enfir =0 afga siafa ganroren asrdaer
AT WET ITAITH  Anfarm Hellas S.A, Athens-Lamia 32009 Greece ATE ITAT2aO Nipogalin
(Cefuroxime BP-750mg) Injection IMIU®T Lot No:, Jear==r fafa T ¥arx wfFkT @fa g2
IFHT WY Sccondary Packaging WIS WIEH I&HT Qa YIST ANHFHAT Sterile Water For
Injection (WFI-10ml I&HT AL HA “WIHEWHT Sterile Water For Injection (WFI) ST&®HT Wi
TEETY wrer P sigE-uraca W@ETSr A @5, ROIW W IHT RO WT
SOIHET () TR ST AT AHTEEHHT ST X161 miasT argef =argsesr &ee
raer =T TE B SrEtud Ser@@wal T raty siafuer 9ve ga g@Fr mEear st
STasTaOET et A Ro=q9.,03 -9 T Ranha Aefagane 4@ gaar gt i
=1

Tafen
== Stafer=sT = g A - T
3 Nipogalin Injection :

(Cefuroxime BP-750mg) Injection | Anfarm Hellas S.A. Athens-Lamia 32009
Greece

2l Veiovis Life Science Pvt. Ltd,
Gahanapokhari, Kath du, N

\v\'\—

b

T}
MQO:\/O?/!O
TE RTTEE I SITEAE FEE qead aigEt Shiey g of ufga s wdrmmerarz sfeae w3 e
SErEEE Sk auiiaE = 4w shfaer MR Rocq9s03,30 W Paefa Pefargar @w oaEw
wgEEEEY Wi A A e g g wsmfaa gy, sl aw e sREfEfreer i el ar
FgE wEna aRwE F1
mﬂl

R St W =T, M%-IEIP- 2 e E/ ATEAEAET
. - T T
% BIOTAX-IGM Mfg. Date: | “Does not comply as per

Each vial contains: F300460 | 05-2023 Product spec:ﬁcauon with Zyd‘B "m Led,

Cd'_ouxime Sodium LP. Exp. Date: respect to Descri Village,

eguivalent to Cefotaxime lgm 04-2025 Daman.(UT)J%zlo
India
Yzrfiwaier w:
=Y DKM Pharmaceuticals
Pvt. Lid, Kathmandu
Metropolitan City-14,
Kathmandu, Nepal.
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TGS A cAEErE WA FAeEr R a9 e € gy e B g gy e e
ey (TrEfaa WRfE TaX) B GE-ETET G Al dl GedRl STHEARERH! HIGATSHT
e g adErer @ Ay R050/93/9% T BT web site T faft R0z0/93/98
qfgm iw afemmn il adeie geer A eERd dEe TRewen faemn s
T@dEe Hed TOE! TRl TG qUHT JFHIAREEH! A . /Symbol H. GledwHT AHAA
T T /) A G W e aReE g A e e deee W, ww <
TI/H5HT G MUFI oUW Wil WO S A Gy Rt

E

AT &Y AN

fofera ader wdwa aur wQer s

e ffy

fer A, T T Efr

e FR

dre woredt/ R

R059/03/9%
ER

FET (Objective):
e 90 TeRfE
(g7 30 fame)

[EEpHn (Subjective):
frema@r 90.30 TRy
( 97 R =ven)

= ety I TE e
e,
WAV, WERERT HTEAST

< w N o

sifard Tu ford ey |

m e
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frTTaTe. atETed Tidd TUET IFHEAREES A TEHT GEdRit g e g |
ot o g e Fuffa srfw aqaret when wafid g |

THET T S, WA BIF, TIE 9 T AT Sl [Sgdes My TRus gl
TETAT FALT-TAGT AT AREBAT AT T THRAS WL HCH FIET GHAD T T

T g T Yo g T4 R.30 wver ( FEmer 0,30 w6n) wm gy w g
. wawgA iy Rozq/0%/qy T Iy A cweedr R, fsElewR, @wwEiEe
e gu o fort i & S wanaty fr vaw o s e vherdfeee
e Frare TG AU o W g 6 e TOET Y© g WHa WeaT 3 "ver e

e FF T T g :




TS AT g Siafieedr ART g SrerE e qaR g st saeear R,
gy Jar P, SRRES ReR @wn sy FEwe sErmmen saasr aderarar
RemeEdT gawd TR UH AAETIS  SNEET g Ay dediedk affaenT
fafr R050/93/39 TAHT K& 3T JoFHr RERE T Bemer @y Rocq/09/98 U
FofaeR e WoET SHE SFERYd QAHRATET GAAT FHSTAST AR AT =T
TR TRgSr 7|

Eid W WART @ FeaTaTa® ArREEHT F=T (National Essential List of Veterinary
Medicine 2023): 99T 9% ST Website AT G¥a wfae aifvgsr ST IS |

Aurer wonTe
reCq W WS WeTer

atafer

wailwfiy fafafieer dfton,_Roson ey, o ey od geen

Iqrer sifrgemre sitefirey fafdfaeon pwrer wawr Tt gewos waraeifear, sergdaver
wt arerfaar wrvan ok svreareerom Yy watad sfawrady iy Rl i,
Jowq wify nfrgwrar wern Wiy war spaofa o wnt® Wenn eafan st
Trmmr war warmpeerd ofr el ofdoen gerddr g w8 fafvw womn
FUETCTATE T gewer € gerwend wivy wamnn A ware wfogey stnfy felifraen
Wk, Roso wify wwenwae wftfal fafa Rozo,93,39 W w6 st dEarwr
fawifea T fivmmar e Rosq/09,94 wian fsfanpare offpo aft oy wf feda
WumT wwEry weafwe adreraren wamn weowrdaly enfiy dr qeen wanfie afagey W

e sy fafefaoonr Wit Rocom - anm 3% PR, Website WY ®i wive nfogwy

TR AT e |
/
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SR weEaR aRfiE B R050/93/%9 T AH w& At dewar Ffargar fe
IJeRAae Y YERE T4t sty a1 gl At T g i g Pt
R o GF SR FeEtya A SEE i @l 069/09/93 Fi Pravf

fefager @ @ e TR g
TR
S.N Product Name Method Reference Number
1 Dapagliflozin Tablets Dapa 079/080/AP 130
2 Levamisol HCI oral powder (vet) Levami 079/080/AP 131
3 Bromhexine HCI oral solution (vet) Brom 079/080/AP 132
4 Tiamulin Hydrogen Fumarate Oral Powder (Vet) Tiamu 079/080/AP 133
6 Apixaban Tablets Apixa 080/81/AP 135
7 Azelastine HCI and Fluti Propionate Nasal Spray Aze Fluti 080/81/AP 136
8 Diaveridine and Sulphaquinoxaline Powde r(Vet) Diave Sulpha 080/81/AP 137
9 Piperazin Hydrate oral solution (VET) Pipera 080/81/AP 138
10 Solution of Glycerin and Sodium Chloride Gly Sod 080/81/AP 140
11 Levodropropizine Syrup Levodro 080/81/AP 141
12 Enrofloxacin Tablets (Veterinary) Enro 080/81/AP 142
13 Sacubitril and Valsartan Tablets (SOMG) Sacub Val 080/81/AP 143

14 Paracetamol, Phenylephrine HCI,Chlorpheniramine
Maletae Tablets

Para Phe Chlor 080/81/AP 144

15 Clotrimazole and Lignocaine Ear drop

Clotri Ligno 080/81/AP 145

16 Atorvastatin and Eetimibe Tablets Ator Eze 080/81/AP 146
17 Hydrocortisone Acetate and Lidocaine Suppositories Hydro Lido 080/81/AP 147
18 Mirabegron Extended Release Tablets Mirab 080/81/AP 148

19 Tolvaptan Tablets Tolvap 080/81/AP 149

20 Ciprofloxacin Oral Solution (Vet) Cipro 080/81/AP 150

21 Cinacalcet Tablet Cinacal 080/81/AP 151

2 Tetrabenazine Tablet Tetrab 080/81/AP 152

23 Gliclazide Extended Release Tablets

Glicla ER 080/81/AP 153

24 Bilastine Tablets

Bilas 080/81/AP 154
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Y@ (ANTIMICROBIALS) Sfieee! @t fiace ey
v fifd : 3059/04/43
T fv 7 e ‘)ﬁ%ﬁ? (Antimicrobials) 3?[@3@ T fE
T S T AAARRAe. e T WHO 1 Global Antimicrobia
Resistance and Use Surveillance System (GLASS) T 2016 3 200 T T
I A R ) WEg | W e f o e T da
e Fi T 3 3R T T A e g

T8 9 T A 2023 7 TRSAE (Animierobials) AER AT Tl
T R B TR TG G G SR 305 W {4 WA
Ve Yo7 T 7 Y e T bl W Y |

T4 T ddaamereporting@gmail.com y:
\(1‘5-
{} oy
. & :
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SR TR Wk AR ?oco/wﬁmwﬁmﬁm fet 9y wErEr T Aty
(New Molecule) T st at aftvree when qu ot zaf wf ez wft o Provrend faefear o amrer

= Tty T R @it B 059/09/93 # Pl Rofarar @ e v o g)

S.NO. Generic Name Indication(s)
1 Tnd 10pe &G 50 as a maintenance bronchodilator treatment to relieve symptoms in adult patients with
e e chronic obstructive pulmonary disease (COPD) for adults 18 years and above
For treatment of acne vulgaris (patients with multiple inflamed lesions),
2 Nadifloxacin cream 1 % wiw folliculitis and other treatment of superficial topical bacterial infections in patients
aged 14 years and above
For treatment of | (including l tension and
3 Progesterone 100mg Vaginal Tablet depression),
treatment of puerperal depression, luteal phase support
4 Lurasidone Hydrochloride 40 mg tablet For the treatment of schizophrenia in adults and adolescents aged 13 years and above
Eltromt for the treatment of thrombocytopenia in patients with chronic immune (idiopathic)
> Hiblet thrombocytopenic purpura (ITP)
for treatment of breast cancer, Ovarian cancer, prostate cancer,
6 Olaparib tablet 4 3 of the
for the treatment of d or relapsed or
refractory
5 o classical Hodgkin lymphoma who have failed autologous stem cell transplant
7 Pembrolizumab injection 100mg/4m (Amwdm«mnmwmmhmm
microsatellite instability-high (MSI-H) or mismatch repair deficient (MMR)
mluxmlw,umﬂcornmmm;uﬂlm& or biliary cancer
for the treatment of adult with chronic phase, accelerated phase, or blast
plusechrmnmyelmdlamn(CML)Mstm.wm
8 Ponatinib tablet kinase inhibitor therapy or Phil positive acute ly
leukemia (Ph+ALL) that is resistant or intolerant to prior tyrosine kinase inhibitor
therapy.
rmmewmmofpnmmmncoolwemlm(cm)mhwbem
Regorafenib tablet P treated with and i
2 dumthu:pylanEGF(lexmdodd-lﬂW‘hﬁm)w and, if
KRAS (Kristen Rat Sarcoma Virus) wild type, ananti-EGFR thermpy |
fuususpmof-n pprop ion regimen for d
10 Bedagquiline 100mg tablet
hlbﬁculoslsmaduhsmdmgmw (5 years to less than 18 years of age)
Co-trimoxazole intravenous infusion BP-
n 480mg/Sml for treatment of acute uncomplicated urinary tract infection, pneumocystis jirovecii
Each ml contains: Tri i g & it i diosi
Sulfamethoxazole 80mg
Tegafur/Gimeracil/Oteracil hard gelatin capsules
(Each Hard Gelatin Capsules contains:
Tegafur 15mg, Gimeracil 4.35mg, Oteracil
12 Potassium equivalent to Oteracil 11.8mg)/ for treatment of advanced gastric cancer, metastatic colorectal cancer
(Each Hard Gelatin Capsules contains:
Tegafur 20mg, Gimeracil 5.8mg, Oteracil

Potassium equivalent to Oteracil 15.8mg)

Ivabradine Extended Releaese tablets 10mg/ISmg

for symptomatic treatment of chronic stable angina pectoris, treatment of chronic
heart

failure in patients 18 and above

23-valent Pneumococcal polysaccharide vaccine
(Each dose of 0.5 ml contains:
Pneumococeal 1,2,3,4,5,6B,7F,8,
9N, 9V, 10A, 11A, 12F, H 15B, 17F, 18C, 19F,

19A, 20, 22F, 23F, and 33F)

for active i for the p ion of p I discase caused by the 23
mypul’ormenpamulvdwymmdda 18-64 years of age and living
with factors placing them at higher risk of pneumococcal discase, and 2-18 years of
age with immunocompromising conditions
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AYTET WL
TATEC qAT SAAHEAT H-ATAT

st = AT

weETTRTer ‘“’?oao&gﬂ?/‘ix

%b Furs

r?#n AW “\

gl St sHEEE "rear gHoTEHT e i aw R 9 wfrasfa T gy @ e
de 99 AT aiferd g (FFAad arRieee €60%) T GHE-aaHlT gEiierd aifer AT aewni
cAfehETHl ST HISHUSIHT THer g9 TO#ATHT Je8TahT GHUEE |igd sy saaear
foramT aar sreafaesT eEr HTATEaEe AT EAT YR WushT fAfaer 9w REfra Rvmrer
drepehl =T wraee fTgea ar g==r gifera iRest & | stagasr eter aw et
website (\V\V\V.d(lu.g()V.l‘lp)-’:‘Tma" a&rEAT Hea, ﬁ%twﬁmmﬁmﬁ
STHAEHTE RIS |

FETA:

(q) AT gHOTOR () UH.UE. . oeury T A= GHoTa= (3) guer gdt WHToT
g= () aifer ar "enit U 9\ 997 |

gHTRIaT FATY @ oco/tUen

AT FEHREGRT FAR[esh fAaRor g1 2¢ 3c T 3w foE (Free Essential Medicines) &sT
IAEAT IJEATA I TARTSH TSI HTHH aF Jo6b/o¢, JwLC/BR, WLR/Co T ITATE TAT HTATASRT
arfies faazor der T WedeT AR Trafeud Scdias Ul HRATARAEEeS gAY TGS

faaRorT AdhersTeT oI AP JOR IRET UAETRar [SERIST (User Guide) T JTEIRAT Online tool
(Nepal Free Essential Medicines Landscape Assessment Tool 2024) AT =T Y&Ia Af@ae 3o (faw)
ﬁwmmmmmrﬂﬁwaﬂﬂuvlw Yhr einfar fasmeTeRt 3w seaier aur
aat e T & TefgeT o Y TS|

faaROT HholeiasT S1faT Online tool: https://ee.kobotoolbox.org/x/sXVeMwD

42



‘71‘11'1 UTHR
%”‘“‘}av%m qUT SR WA
siafy e B
waia AR 3050/99/3%

st wrlie AR st sl g

Ay T, 03X FN TE q0(H) FAMH GE TR TR 90
T e Ree-fage 7 yaveE fger s a7 5 (F)
T RwTr gdt @@ sy WA R W S saaer
wEE a9 fmEe aeR aEd aar e TRt faem z6 ewr
fra wfy safuee dF @ar @gr SN gEeReare e W
s ga e SeaETeedl fALREr W oIw B Sraw
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Tablet Rovor-20 (Rivaroxaban-20mg) CLn TERY AT ol LRl

Torrent Pharmaceuticals limited , India @@ Jeuied Tablet Rovor-20
(Rivaroxaban-20mg) T Grace Pharmaceuticals Pvt. Ltd., Rupandehi, Fureene Seqiied
Tablet Rovor-20 (Rabeprazole Gastro-resistant tablets) # ¥¥a=edT HrHifvie HelrerHr
A A g ! TR ST Ul g | | v Torrent Pharmaceuticals
limited , India =@ Jewfed Tablet Rovor-10 (Rivaroxaban-10mg) #14 7® fasmmr <t
T e ffd R050/05/3Y B Rvfg AR A AvE @ TG Tablet Rivitor-10
(Rivaroxaban-10mg) TaW TUH T Tablet Rovor-20 (Rivaroxaban-20mg) 7 famTl
T AU URRT TR FAP! AAETH R A G YR TGF G| W Tablet
Rovor-10 (Rivaroxaban-10mg) WA IqcTeH OB W A Ay e fedt
AR SETdiers e R SRR FHa AR i A g |

b

@
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3iafEr g=ior g el fEeudl mxies:

AT JT AT HHIHT qRrAT AT Sy g T |
FraRreRr TART FwEter quf AT for |

Frofirerr A fFTRr AT, ARET SHIRTHET ST, dIRFTE
FHAFHH JART T4 |

ASfYy ST TEEEE aTer e |

afe F sl Fa7 T e awEe fafasd e T av el
AT AG9 T GHY Alees YUHT a7 TR A0 A/ A9 T |
ATH AT TTAT G TR ERASHATS ATTHNT 47 |
ey wgT et forg FeremeaT, ST SERE ATCw, @ A
TET ATHAT a7 J&T 379 T 3@ TAT qord AN J@RT T4

TSl WgHHATATS qWd et |

gfrearifes siofir wamr SRt AwaT yna reaEHisT SeteAT
difeuar srafr ¥ grafis wEer Y ¥ IRl |

sraftr gl au IeEdiET @ifr a9 S STMHT TR TTEEET |

3Nafa caazen fderer
HEHUSH -8, fageiew, SeATEY
U Fa g &. 9003T, B &.: (09)-89T020 /8WT083Y, W 7. 09-BOWTOYOF

www.dda.gov.np

iy ST et yraT sEteR

wravard, R ST, AT et a¥en, fa
039-H0TBE QTA-YY0eE [ER RS PLLEE]
biratnagar@dda.gov.np naepalgunji@dda.gov.np birgunj@dda.gov.np
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For further information, please contact:

Government of Nepal
Ministry of Health and Population
Department of Drug Administration (DDA)
Madan Bhandari Path-4, Bijulibazar, New Baneshwor, Kathmandu
Phone: 01-4791027, 4790432, Fax: 01-4790572
E-mail:info@dda.gov.np
dg@dda.gov.np
Website: www.dda.gov.np

National Medicines Laboratory (NML)
Madan Bhandari Path-4, Bijulibazar, New Baneshwor, Kathmandu Phong;
01-4781269, Fax:01-4780664
E-mail: nml@dda.gov.np

DDA Branch Offices

Kanchanbari, Biratnagar Adarshnagar, Surkhet Road
Koshi Zone Nepalgunj, Bheri Zone

Tel/Fax: 021-420849 TellFax:081-522074

E-mail: biratnagar@dda.gov.np E-mail: nepalgunj@dda.gov.np

Murali Bagaicha, Birgunj, Parsa
Narayani Zone
Tel/Fax: 051-527753
E-mail: birgunj@dda.gov.np

Published by:
Department of Drug Administration
Ministry of Health and Population
Government of Nepal
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