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EDITORIAL

Bridging the Gap: Aligning Nepal’s Essential Medicines Policy with
Domestic Production

Essential medicines are the foundation of a resilient health system, ensuring
timely, affordable, and quality treatment for common and life-threatening
conditions. Nepal’s National List of Essential Medicines (NLEM) prioritizes the
country’s key health needs. However, current production and registration patterns
reveal a significant gap between policy ambition and ground reality, particularly
the national commitment under the National Medicines Policy to achieve 80%
self-reliance in essential medicines through domestic production.

Nepal’s pharmaceutical manufacturing base has expanded steadily over the years.
At present, there are 149 registered domestic manufacturers, comprising 88
allopathic and 61 Ayurvedic industries. Collectively, these manufacturers are
estimated to cover around 50% of the national pharmaceutical market by sales,
indicating a substantial foundation upon which further self-reliance can be built.
Domestic industries have progressed beyond basic oral dosage forms and now
manufacture eye and ear drops, ophthalmic formulations, and sterile products.
Encouragingly, Nepal has also entered advanced pharmaceutical manufacturing
domains, including veterinary vaccine, Dry Powder Inhaler (DPI), and the
establishment of a new company engaged in immunotherapy, specifically CAR T-
cell therapy, representing a significant step toward the development of high-end
biopharmaceutical capabilities in the country. These developments demonstrate
that technical capacity exists and can be scaled under supportive policy and
market conditions.

Despite these gains, analysis of the draft seventh revision of the NLEM reveals a
continued and substantial dependence on imports. Of the 434 essential medicine
molecules listed, 225 molecules (51.84%) are produced domestically in some
form. However, reliance on imports remains high, with 314 molecules dependent
wholly or partially on imported products. Notably, 102 essential medicines are
available exclusively through imports, while 107 molecules are not registered in
Nepal at all, pointing to significant gaps. Furthermore, 212 molecules exist in a
shared space where domestic and imported products coexist, reflecting partial
localization rather than full self-sufficiency.

Such dependency poses significant challenges to regulatory oversight and national
preparedness. Global supply-chain disruptions and export restrictions can directly
affect the availability of essential medicines in Nepal, often beyond the immediate



control of the regulatory authority. Strengthening domestic production is therefore
not only an industrial objective but also a regulatory and public health necessity,
critical for ensuring accountability, continuity of supply, and timely intervention
during public health emergencies. Persistent constraints such as limited capacity
for complex formulations and heavy dependence on imported active
pharmaceutical ingredients (APIs) continue to discourage manufacturers from
investing in priority NLEM products.

Achieving national self-reliance is not possible without meaningful actions and
active leadership from the private pharmaceutical sector, which constitutes the
backbone of Nepal’s manufacturing capacity. While market forces naturally drive
investment toward high-volume and high-margin products, there is a compelling
national responsibility for private manufacturers to prioritize the production of
NLEM medicines, particularly those critical for public health programs and
emergency response. A strategic reorientation toward essential medicines—
supported by predictable demand, regulatory facilitation, and policy incentives
that align with national health priorities and commercial sustainability is a must to
uphold self-reliance aspirations of the sector..

Considering an ever expanding social health insurance sector, industries can reap
public sector procurement opportunities provided their product portfolio is aligned
with that of the insurance benefit package. Stronger alignment between the
NLEM, public procurement policies, and industrial strategy is essential. Assured
government procurement of quality-assured domestically manufactured essential
medicines can reduce market risk and incentivize sustained private sector
investment. At the same time, support to regional cooperation, technology
transfer, and local production of active pharmaceutical ingredients to reduce
dependence on imports are necessary.

Achieving 80% self-reliance in essential medicines is a strategic imperative that
demands coordinated and collective actions driven by the vision of nation
building. By aligning the National Medicines Policy, the NLEM, industrial
development initiatives, and public procurement systems, and by encouraging
private manufacturers to prioritize essential medicines as a national responsibility,
Nepal can transform its pharmaceutical sector to self-reliant, resilient, and people-
centered, ensuring uninterrupted access to essential medicines.

goﬁf@ )

N arz’fyan’Prasad Dhakal
(Director General)
Chief Editor
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2. REGULATORY NEWS

Fluconazole
Potential risk of abnormal pregnancy outcomes
Ireland. The Health Products Regulatory Authority (HPRA) has announced that
the product information for fluconazole has been updated to reflect available data
on abnormal pregnancy outcomes (spontaneous abortion, cardiac malformations
and other birth defects) as well as new advice on use in women of childbearing
potential.
Fluconazole is a potent and specific inhibitor of fungal sterol synthesis and is
indicated in the treatment and prophylaxis of a wide range of fungal infections.
Based on the review of available data on adverse pregnancy outcomes, the
EMA’s PRAC has recommended new advice on use of fluconazole in women of
childbearing potential:
» Before initiating treatment in women of childbearing potential, inform the
patient of the potential risks to the foetus.
» After single dose treatment, a washout period of one week is recommended
before pregnancy.
* For longer courses of treatment, contraception may be considered, as
appropriate, in women of childbearing potential throughout the treatment period
and for one week after the final dose.
Source: WHO Pharmaceuticals Newsletter No.1, 2025

Metronidazole, tetracycline
Risk of fixed drug eruption

India. The Signal Review Panel of Pharmacovigilance Programme of India
(PvPI), Indian Pharmacopoeia Commission (IPC) has confirmed fixed drug
eruption associated with the use of metronidazole and tetracycline, respectively.

The NCC-PvPI, IPC has received and reviewed individual case safety reports
(ICSRs) for fixed drug eruption with the use of metronidazole or tetracycline, and
found causal relationships between the event and each medicine.

The National Coordination Centre (NCC)-PvPI, IPC has recommended to the
Central Drugs Standard Control Organization (CDSCO) to include fixed drug
eruption as an adverse drug reaction in the product information for metronidazole
and tetracycline.

Source: WHO Pharmaceuticals Newsletter No.1, 2025
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Tegafur / gimeracil / oteracil

Risk of hyperammonaemia

Europe. The Pharmacovigilance Risk Assessment Committee (PRAC) of the
EMA has requested that the Marketing Authorisation Holder (MAH) of Tegafur /
gimeracil / oteracil (Teysuno®) update the summary of product characteristics
(SmPC) and the package leaflet to include the risk of hyperammonaemia.
Teysuno® is a cancer medicine containing the active substances tegafur,
gimeracil and oteracil. It belongs to a group of cancer medicines called
fluoropyrimidines and is used to treat advanced gastric (stomach) cancer and
metastatic colorectal cancer (cancer of the colon and rectum that has spread
elsewhere in the body).

PRAC has considered the available evidence in EudraVigilance and the
literature, the cumulative review submitted by the MAH and also biologically
plausible mechanism, and has agreed that a causal association between Teysuno®
and hyperammonaemia is at least a reasonable possibility.

PRAC has recommended that the SmPC be updated to include the following
information:

Hyperammonaemia has been observed with Teysuno®. In patients who develop
unexplained neurologic symptoms (like ataxia, lethargy or changes in mental
status), ammonia levels should be measured and appropriate clinical management
should be initiated. If hyperammonaemia neurologic symptoms worsen to
hyperammonaemic encephalopathy, discontinuation of Teysuno® should be
considered.

Source: WHO Pharmaceuticals Newsletter No.2, 2025

HMG-CoA reductase inhibitors
Risk of myasthenia gravis, including ocular myasthenia

Canada. Health Canada’s review concluded that there is a possible link between
HMG-CoA reductase inhibitors and the risk of myasthenia gravis, including
ocular myasthenia, and that this is a class-effect. Health Canada will work with
the manufacturers to update the product safety information in the Canadian
product monograph (CPM) for HMG CoA reductase inhibitors that are currently
not labelled with the risk of myasthenia gravis, including ocular myasthenia.

HMG-CoA reductase inhibitors, more commonly known as statins, include
products containing atorvastatin, fluvastatin, lovastatin, pravastatin, rosuvastatin,
and simvastatin. Myasthenia gravis, including ocular myasthenia, is a chronic
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autoimmune neuromuscular disorder characterized by weakness and rapid fatigue
of voluntary muscles, including those that control the eyes and eyelids.

Health Canada reviewed 31 cases (2 Canadian and 29 international) of
myasthenia gravis and/or ocular myasthenia in patients taking statins. Of the 31
cases, 27 (1 Canadian) were found to be possibly linked to the use of statins, 1
was unlikely to be linked and 3 (1 Canadian) could not be assessed due to
missing information. Of the possible cases, 3 had recurrence of symptoms of
myasthenia gravis and/or ocular myasthenia when treated with different statins,
which suggests a drug class-effect for this risk.

Source: WHO Pharmaceuticals Newsletter No.2, 2025

Oral anticoagulants
Risk of splenic rupture

Canada. Health Canada’s safety review found a possible link between oral
anticoagulants (apixaban-, dabigatran-, edoxaban-, rivaroxaban- and warfarin
containing products) and the risk of atraumatic (without apparent cause) splenic
rupture. Health Canada will work with manufacturers to update the Canadian
Product Monograph (CPM) for all oral anticoagulants to include this risk.

Health Canada reviewed 42 cases (3 Canadian and 39 international) of splenic
rupture in patients taking oral anticoagulants, including 39 from the published
literature. Of the 42 cases, 1 was found to be probably linked to the use of oral
anticoagulants, 21 (1 Canadian) were found to be possibly linked, 16 were
unlikely to be linked, and 4 (2 Canadian) could not be assessed due to missing
information. Besides having taken oral anticoagulants, in 9 of the 21 possible
cases, there was no other possible explanation (for example, trauma or existing
medical condition) reported for the splenic rupture. However, atraumatic rupture
of the spleen is known to occasionally occur.

Health Canada also reviewed the findings from a study that examined over
27,000 international reports of suspected adverse drug reactions associated with
oral anticoagulants. The findings showed that events of splenic rupture were more
frequently reported than expected with these drugs, thereby supporting a link.
Source: WHO Pharmaceuticals Newsletter No.2, 2025

Obeticholic acid
Risk of liver injury in patients without cirrhosis

United States. The US FDA identified cases of serious liver injury among
patients being treated for primary biliary cholangitis (PBC) with obeticholic acid
(Ocaliva®) who did not have cirrhosis of the liver.
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The US FDA previously communicated about the risk of serious liver injury
associated with obeticholic acid in May 2021 in PBC patients with advanced
cirrhosis.

FDA evaluated liver safety in the post-market clinical trial in patients who were
appropriate for obeticholic acid treatment based on the approved indication in the
prescribing information. Among these patients, the risk of both liver transplant
and death were higher in patients receiving obeticholic acid compared with those
receiving placebo.

Source: WHO Pharmaceuticals Newsletter No.1, 2025

Voxelotor
Suspension of marketing authorization

Europe. The Committee for Medicinal Products for Human Use (CHMP) of the
EMA has recommended suspending the marketing authorisation for the sickle
cell disease medicine, voxelotor (Oxbryta®). This measure is taken as a
precaution while a review of emerging data is ongoing.

Voxelotor is indicated for the treatment of haemolytic anaemia (excess
breakdown of red blood cells) in patients aged 12 years and older who have sickle
cell disease.

The recommendation follows emerging safety data from two registry-based
studies, which indicate that patients in the studies had a higher occurrence of
vaso-occlusive crises (VOC) during treatment with voxelotor than they did before
starting the medicine. VOC are among the most common complications of sickle
cell disease; they involve episodes of acute pain and can lead to further health
complications, such as arthritis, kidney failure and stroke.

These new safety data emerged while EMA was already reviewing the benefits
and risks of voxelotor as part of an ongoing review started in July 2024. This was
triggered as data from a clinical trial showed that a higher number of deaths
occurred with voxelotor than with placebo and another trial showed the total
number of deaths was higher than anticipated. The CHMP recommended that the
authorisation, marketing and supply of the medicine be suspended until all the
available data have been assessed in the ongoing review.

United States. The US FDA has alerted patients, caregivers, and health-care
professionals that voxelotor is being voluntarily withdrawn from the market by
the manufacturer due to safety concerns.

The manufacturer of voxelotor has announced it is voluntarily withdrawing the
medication from the market, ceasing distribution, and discontinuing all active
clinical trials and expanded access programs for voxelotor because recent data
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indicate the benefit of voxelotor does not outweigh the risks for the sickle cell
patient population.
Source: WHO Pharmaceuticals Newsletter No.1, 2025

Darvadstrocel

Withdrawn from the EU market

Europe. The European Medicines Agency (EMA) announced that the Marketing
Authorisation Holder (MAH) of darvadstrocel (Alofisel®) has decided to
withdraw the medicine from the European Union (EU) market.

Darvadstrocel consists of mesenchymal stem cells derived from the fat tissue of
adult donors and is classified as an advanced therapy medicinal product,
specifically a ‘stem cell therapy product’. It is used for the treatment of complex
anal fistulas in adults with Crohn’s disease (an inflammatory condition of the gut)
when conventional or biological therapies have not been sufficiently effective.
Data from a recent study indicated that the benefit of darvadstrocel is no longer
demonstrated and therefore does not outweigh the risks associated with its use.

As the MAH considered it was not possible to provide additional data on the
effectiveness of the medicine as requested by the EMA, it has decided to
withdraw darvadstrocel from the EU market.

Source: WHO Pharmaceuticals Newsletter No.2, 2025

Montelukast
Risk of neuropsychiatric effects

Australia. The Therapeutic Goods Administration (TGA) has added a new boxed
warning about serious neuropsychiatric events with all montelukast products.
These events include behavioural changes, depression and suicidal thoughts and
behaviour.

Montelukast is a prescription medicine used to prevent and treat chronic asthma
in adults and children aged 2 years and older, and for symptomatic seasonal
allergic rhinitis (hay fever).

The following boxed warning is included in the Australian Product Information
for montelukast products:

“WARNING: Serious neuropsychiatric events. Neuropsychiatric events such as
behavioural changes, depression and suicidality have been reported in all age
groups taking montelukast (see sections 4.4 and 4.8). Events are generally mild
and may be coincidental. However, the symptoms may be serious and continue if
the treatment is not withdrawn. Therefore, the treatment with montelukast should
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be discontinued immediately if neuropsychiatric symptoms occur during
treatment. Advise patients and/or caregivers to be alert for neuropsychiatric
events and instruct them to notify their physician if these changes in behaviour
occur.”

Source: WHO Pharmaceuticals Newsletter No.2, 2025



3. SAFETY OF MEDICINES

Systemic fluoropyrimidines

Risk of severe toxicity in patients with dihydropyrimidine dehydrogenase
deficiency
Canada. Health Canada recommends that testing for dihydropyrimidine

dehydrogenase (DPD) deficiency be considered before treatment with systemic
fluoropyrimidines.

Systemic fluoropyrimidines are a class of prescription drugs that includes
capecitabine tablets and fluorouracil (5-fluorouracil) injection, and are authorized
to treat various types of cancers alone or in combination with other drugs.
Between January 1, 2019 and February 5, 2025, Health Canada received 10
Canadian reports of adverse reactions involving severe toxicity associated with
systemic fluoropyrimidines (6 related to capecitabine tablets and 4 to fluorouracil
injection) in patients with DPD deficiency. Of the 10 cases, 6 had a fatal
outcome. Of the 6 fatal cases, one involved prospective DPYD genotype testing
that failed to identify the patient’s DPD deficiency. Variations in the DPYD gene
were later confirmed upon full gene sequencing. For the other 5 fatal cases, it
could not be confirmed whether DPYD genotype testing failed to identify the
patient’s DPD deficiency due to limited available information.

Health Canada recommends that health care professionals be aware of the risks
associated with DPD deficiency and inform patients prior to treatment about the
potential for serious or life-threatening adverse reactions. Testing for DPD
deficiency should be considered before treatment with capecitabine tablets and
fluorouracil injection, based on local availability and current guidelines.

Source: WHO Pharmaceuticals Newsletter No.2, 2025

Rifampin

Risk of increased blood uric acid levels

Saudi Arabia. The Saudi Food & Drug Authority (SFDA) has reminded health-
care professionals about the risk of increased blood uric acid levels associated
with the use of rifampin.

Rifampin belongs to the antimicrobial class of drugs and is used to manage and
treat various mycobacterial infections and gram-positive bacterial infections.

The SFDA searched the Saudi national database and the WHO VigiBase,
identifying 844 international cases and one local case. Using the WHO UMC
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causality assessment criteria on the extracted ICSRs with a completeness score of
1.0, the SFDA identified 30 cases: 28 cases were assessed as possibly linked to
rifampin, while the remaining two were assessed as unlikely.

Disproportionality analysis using the WHO-UMC information component (IC)
yielded a value of 5.5, indicating a strong statistical association. Additional
evidence from the literature also supports this signal.

These findings highlight the need for health-care professionals to monitor blood
uric acid levels in patients receiving rifampin therapy.

Source: WHO Pharmaceuticals Newsletter No.2, 2025

Bromocriptine

Need for blood pressure monitoring

United Kingdom. The Medicines and Healthcare Products Regulatory Agency
(MHRA) has announced that blood pressure monitoring of patients prescribed
with bromocriptine is essential especially during the first days of treatment.
Bromocriptine is a dopamine agonist and is indicated for the prevention or
suppression of post-partum physiological lactation only where medically
indicated.

The MHRA has received a Yellow Card report which highlighted the need for
blood pressure monitoring during bromocriptine treatment, especially during the
first days of therapy.

Health-care professionals should, when prescribing bromocriptine for any of its
indications, carefully monitor for an increase in blood pressure, especially during
the first days of therapy and with any subsequent dose increases. If patients
prescribed bromocriptine present with signs and symptoms of hypertension,
treatment should be discontinued, and the patient evaluated promptly.

Source: WHO Pharmaceuticals Newsletter No.1, 2025

Finasteride, dutasteride

Review of risks of suicidal thoughts and behaviours started

Europe. The EMA has started a review of finasteride and dutasteride following
concerns regarding suicidal ideation and behaviours.

Finasteride (oral 1 mg tablet and skin solution) is used to treat the early stages of
androgenic alopecia in men aged 18 to 41 years. Finasteride (oral 5 mg tablet)
and dutasteride (0.5 mg capsules) are used to treat men with benign prostatic
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hyperplasia (BPH).

Finasteride and dutasteride taken by mouth have a known risk of psychiatric side
effects, including depression. Suicidal ideation has also recently been added as a
possible side effect of unknown frequency in the product information for
Propecia® and Proscar®.

To minimise the risks, measures are already in place for finasteride, including
warnings in the product information for health-care professionals to monitor
patients for psychiatric symptoms, stop treatment if symptoms occur, and
recommendations for patients to seek medical advice if they experience
psychiatric symptoms.

Source: WHO Pharmaceuticals Newsletter No.1, 2025

Valproate

Potential risk of neurodevelopmental disorder in children from paternal
exposure.

United Kingdom. The MHRA has provided new advice on the use of valproate
(INN: valproic acid, and the sodium salt, sodium valproate) in male patients in
addition to the measures announced in January 2024. Valproate is authorised for
the treatment of epilepsy and bipolar disorder.

A Retrospective observational study, combining analyses of electronic medical
records in Norway, Denmark and Sweden, has indicated a possible association
between valproate use by men around the time of conception and an increased
risk of neurodevelopmental disorders in their children; however, the causal role
of valproate is not confirmed.

As a precaution, health care professionals should recommend that male patients
use effective contraception (condoms, plus contraception used by the female
sexual partner) throughout the valproate treatment period and for 3 months after
stopping valproate, to allow for one completed sperm cycle not exposed to
valproate.

Japan. The MHLW and the PMDA have announced that the product information
for valproate should be revised to inform health-care professionals of the two
reports with and without a statistically significant increased risk of
neurodevelopmental disorder in infants/children with paternal exposure to
valproate.

First study is as described in the previous article from United Kingdom. Second
study is a cohort study using health register and social register data in Denmark,
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where no significantly increased risk of neurodevelopmental disorder was
observed in children exposed to valproate.

Considering the results of the two studies, the MHLW/PMDA concluded that the
possibility of occurrence of neuro developmental disorder in infants/children with
paternal exposure to valproate cannot be ruled out, although it has not been fully
evaluated - regarding the first study, performing a new study for further
investigation has been required by the EMA’s PRAC taking the study’s
limitations into consideration.

Source: WHO Pharmaceuticals Newsletter No.1, 2025

Rifampin

Risk of increased blood uric acid levels

Saudi Arabia. The Saudi Food & Drug Authority (SFDA) has reminded health-
care professionals about the risk of increased blood uric acid levels associated
with the use of rifampin.

Rifampin belongs to the antimicrobial class of drugs and is used to manage and
treat various mycobacterial infections and gram-positive bacterial infections.

The SFDA searched the Saudi national database and the WHO VigiBase,
identifying 844 international cases and one local case. Using the WHO UMC
causality assessment criteria on the extracted ICSRs with a completeness score of
1.0, the SFDA identified 30 cases: 28 cases were assessed as possibly linked to
rifampin, while the remaining two were assessed as unlikely.

Disproportionality analysis using the WHO-UMC information component (IC)
yielded a value of 5.5, indicating a strong statistical association. Additional
evidence from the literature also supports this signal.

These findings highlight the need for health-care professionals to monitor blood
uric acid levels in patients receiving rifampin therapy.

Source: WHO Pharmaceuticals Newsletter No.2, 2024

Thiocolchicoside containing medicines

Risk of genotoxicity

Egypt. The Egyptian Pharmacovigilance Center (EPVC) of the Egyptian Drug
Authority (EDA) has reminded health-care professionals about the risk of
genotoxicity associated with thiocolchicoside containing medicines.
Thiocolchicoside is a muscle relaxant widely used for managing painful muscle
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spasms.
Contraindications for use of thiocolchicoside containing medicines for systemic
use has been extended to include:

Men who are not willing to use effective contraceptive measures during treatment
and for 3 months after stopping treatment, to avoid conception and any
consequent risks to the fetus;

Women of childbearing age who do not use effective contraceptive methods even
for 1 month after stopping treatment, to avoid pregnancy and any consequent
risks for the fetus.

Health-care professionals are reminded that the use of systemic thiocolchicoside
is limited to the short-term adjuvant treatment of painful muscle contractures in
acute spinal disorders in adults and adolescents aged 16 years and older. The
maximum recommended daily doses and duration of treatment are, respectively,
16 mg per day for up to 7 days orally, 8 mg per day for up to 5 days
intramuscularly.

Source: WHO Pharmaceuticals Newsletter No.2, 2025

Risperidone

Risk of medication errors

Ireland. The Health Products Regulatory Authority (HPRA) has reminded
health-care professionals about the risk of medication errors leading to accidental
overdoses involving risperidone oral solution in children and adolescents. The
majority (74%) of reported overdose cases were serious. The most frequent
incidents were linked to decimal point errors, resulting in 10-fold overdosing.
These errors were primarily attributed to small dose volumes prescribed for the
pediatric population (0.25-1.5 ml) which may cause confusion when
administered with dosing devices which can contain much larger volumes.
Health-care professionals are advised to provide clear guidance to caregivers and
patients on the correct use of dosing devices and emphasize the importance of
reading the package leaflet to ensure safe and accurate dosing.

Source: WHO Pharmaceuticals Newsletter No.2, 2025
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4. AMA. J0C/C3 B YAH AANIHHAT WUHT GMP THINEHIOTEHT

o

SN | Type of | Manufacturer Decision Date | Validity
certification
1 National GMP | National Healthcare | 2082/4/4 2085/04/03
code 2072 Pvt. Ltd (unit V),
Bara
2 National GMP | Asian 2082/04/04 2085/04/03
code 2072 Pharmaceuticals Pvt
Ltd unit -I Rupandehi
3 National GMP | Deurali Janta | 2082/04/04 2085/04/03
code 2072 Pharmaceuticals Pvt
Ltd, Kathmandu
4 National GMP | Aadee Remedies Pvt | 2082/04/22 2085/4/21
code 2072 Ltd, Lalitpur
5 National GMP | Qmed  Formulation | 2082/04/22 2085/04/21
code 2072 Pvt. Ltd, Bhaktapur
6 National GMP | Hester Bioscience Pvt | 2082/04/22 2085/04/21
code 2072 Ltd, Kavre
7 National GMP | Royal Sasa Nepal | 2082/04/22 2085/04/21
code 2072 Pharmaceuticals Pvt
Ltd, Chitwan
8 GMP as per | National Healthcare | 20 July 2025 19 July 2027
WHO Pvt. Ltd (Unit V),
Guidelines Bara
9 GMP as per | Asian 20 July 2025 19 July 2027
WHO Pharmaceuticals Pvt.
Guidelines Ltd, Rupandehi
10 | GMP as per | Deurali Janta | 20 July 2025 19 July 2027
WHO Pharmaceuticals Pvt.
Guidelines Ltd, Kathmandu
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11 GMP as per | Everest Parenterals | 20 July 2025 19 July 2027
WHO Pvt. Ltd, Bara
Guidelines

12 | GMP as per | Qmed Formulation | 7 August 2025 | 6 August 2027
WHO Pvt. Ltd, Bhaktapur
Guidelines

13 | GMP as per | Royal SaSa Nepal | 7 August 2025 | 6 August 2027
WHO Pharmaceuticals Pvt.
Guidelines Ltd, Chitwan

14 | GMP as per | Simca Laboratories | 18 Sep 2025 17 Sep 2027
WHO Pvt. Ltd, Bhaktapur
Guidelines

15 | GMP as per | Curex 18 Sep 2025 17 Sep 2027
WHO Pharmaceuticals Pvt.
Guidelines Ltd

16 | GMP as per | Time Pharmaceuticals | 13 Oct 2025 12 Oct 2027
WHO Ltd, Chitwan
Guidelines

17 | GMP as per | Divine Healthcare | 13 Oct 2025 12 Oct 2027
WHO Pvt. Ltd, Chitwan
Guidelines

18 | GMP as per | Alive 13 Oct 2025 12 Oct 2027
WHO Pharmaceuticals Pvt.
Guidelines Ltd, Morang

19 | GMP as per | Arya Pharmalab Pvt. | 13 Oct 2025 12 Oct 2027
WHO Ltd, Bara
Guidelines
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S- Product Name | Batch no Mig | Exp Category Manufact ory of Para.meter
no date | date urer failed
Recall
Heliclar-500 Jan. | Dec GIe\LOe‘;iaca Class
1. | (Clarithromycin | HL 5-77 2024 | 2025 Allopathy Pvt. Ltd., I Dissolution
Tablets IP) .
Dhading
Lomus
TIDZ-1000 TZ3- | May | Apr- Pharmaceu |, .o Disintegrati
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e GG ATEA AAGT FEl JuIe UAErE qAET A9 U, R0\Y, GRT e |
2TET G 97 |

q9
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yo. W wen #f@R : AW UAHT IEvd FEicAd THET Rl A9l 9T
Faw FeT g9 |

FESA :— Fel AU FAA AT T U, 063 F B AUH TEEE—
woff ¥ T GTHER FT G2l I GLFR |
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8. REGULATORY NOTICES

e HoAl 9aTd T AN KR Ty dea-a Sed 3l

Stafr T it SearRTE WA g qed He wWideed! |6, WY T WA ghaaa wE Iw
e TR T TARET R R053/0¥/98 B Pl fivr auwr g2t Tt s9m o
Yorfieal TAd TAFRAEEHT AHIE! AR A g1 goia aRew g1

wafeer

S |

f

jo.

TF TRF SARHECAT WH § H&T F=d1 Yardew®! Solubility, Particle Size, Impurity Profile,
polmommcrommmm@mwﬂmmaﬁmmﬁm
FFEEBT GMP Certificate Bi%d IEHHT FEAT Gaer Aa@T Tl ITeed TASTIA |
Non-Pharmacopoeial API T ZFAT 314 Ieeaa ez @ PR gl SHa@! Arae=
a1 2T F@d GEEFNG API SEEFATE Analytical Method Validation Ff@a@! API MF (API Master
file) TeT AT |

sl Tearzaar AR Sz T WART T APIFT GEACHAT AP SEIEHFAE APIMF (API master
File) SI&d W ¥YH! EHAT TE ATAET Pharmacopoeial claim TIT, APIMF I THUHT HATATAT
FEET E AUET Pharmacopoial claim APl SEIREHT label W Ieai@ WY FTARF TI9H |
fora waeem e (WHO)‘% Test for Diethylene Glycol and Ethylene Glycol in Liquid Preparation for
Oral Use ¥ Working Document QAS/23.922/rev4, 17 July 2024 WaTOIT WH! £aT A1 AWIoT
Liquid Preparation for Oral Use 9T Diethylene Glycol and Ethyléne Glycol @1 AT TQ&™T T+ zaqaear
st |

fararT Zaf g BCS Class 11T IV %7 7t Silfie@a! FHA QMHTH Innovator/Comparator AR
T Comparative Dissolution Profile T8 %1 9 | 7af % aonfia<or Yaw®1 Aafges g&a &
SqEEaTET Rt Weaed T |

4t #afaEr AT Medicine R Guidance (MRG) 2073 &Y AnnexD(Addmonal information
quired to register new mol -\ma‘hﬁa’t Clinical Pa /Phar \ wnﬁt
Molecule Evaluation checklist 1 WA T8 Wé FQIX AV TR ey T | AR

eatw wifdEe RETE WY o) 7 JaEs FUEET 9Rd SR AEeAst i
Az q9 T |
mmmmmmwmﬁmmmgﬁl
ExcipientT APIET M h FTRIERErET FHET QAT EERiERT e W T |
zﬁwﬁa’lﬁﬁsﬁmzﬁfm Fraze fdar wiFanr g€ sam (at least 1/10* of commercial
batch) 1 Stability data FITEE JeT LT |

ﬁ"‘(xatu'ﬂmgﬂm wdva A (3) Wiy TR sy R e,
W&\ ﬂé?;&‘nﬂ
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sty Rt (Recall

it Fad el G
yeira ffd: R053/0¥/9%

7 FRTeTE. IR AT AT Seber TRGHT At T A W diefa wameerEe giem
T XETE IEREAE SR qUREE S A.F Atitee w0 R GE TEER A 7,
R03% B TH Y I BfF fawr Jar R I oA A, T defiee dWRaE 7o fhat (Recall)
T T et e 7w e Yo el g gar e vfffiees e i 4 g
TR TRCH G| W I A 7. Seord HoHT et Rema, BfE e @@ v g we

T ST §F WU weers Ay gl
A
. e =, 7, Mfglfxp- FRA JAREHE A TSI
ate

Heliclar-500 Mfg. Date: | Does not comply as

1. | (Clarithromycin Tablet IP) HL5-77 | Jan.2024 per IP 2022 with | SCURES! AH:
Each film coated tablet Contains: Exp. Date: | respect to Dissol Nova Genetica Pvt. Ltd.
Clarithromycin IP-500mg Dec.2025 | test Performed Dhading, Nepal.
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T SR SugE, REeE TEd e SR wewtes Arha g adr s
VARSI 0 wgie FE 9, AT gers, WEeE (Prostate) 1% 9, AIEUSS (Thyroid) T
i, aie WRE (Uric Acid) FI#T o, dtaaite,/Sasm aee, ste-@dl gere, T Faral Jw
T T des B W T wF SaiNed T wmd sliee GeAr-Rae TEee
AETHAT RFramrET T sarnader aeEt gl

RRFcEs®T R (Prescriptions) AT 3 RFTaT smarar wanT 1T g&al 9ERET aEdee
e T e @ g2t G wane s el B gategdr ard SEaE
A T EG | W s g wareey wvaty wieer awear fredsT 9 w@wg |

TE Pt Flsvrer Haar Teme Gwd anivee wed SI9gHa-gd, HETE, 100 Horse
Power, 30 Minutes Plus Stops, Hsih SRIEGS aﬂw&'s{ﬁﬁm‘: Eisis m FRATEET wEEarr
WE g g FRmEr arnite S, AERTErR < A-Raer seReda e S
nRRNee acee a7 G ST GEEEE e ATEE geST Aqay ey | el
m@wﬁmmmmwmmmm
afer it warT e Tt S




gaE T ReRaaaesr s@afyr T wdemr wrrdt acaa sed g=er
e fafd: R053/0¥/95

FE AU UAS SEET T a9 U9, 0GR BT THT R AT AN YA 034 A GEEA
TrAY AaAT Seol@ WUBIRT A UF HI BT 99 Tl e Wil ScaeT age,
REIETT T YOS J& T ThEr day grEta T4t Gaita sqaedr a9 a9 @
ey wfafni®d X9 s R R RocR/oy/qY W YEWE OB @i ATl ATER
T /RIS & GUSRATET GHaT AHBIOH] AR A G Gbiisia TR g

GIEH
FqTer TOOA @UE LY AfResiE 9 90T R M R053/0¥/9Y W YHEE WET IaRr U
03y I THT 99 T G graf-g AT 9 3

P
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e yaiia fifd: 2053708739
- 31‘1111% (Cough Syrup) T TR T TANT T-Hll e et T |

W it Teagem @@l AR “Coldrif Cough Syrup” WANTIf ATIRIEIE! Heg NUP! THEREE
i Pl ik eai@dT WU G | 9 Coldrif Cough Syrup AT MIKA@! Sresan Pharma, India
IUEH GH TN ACE A IARE T W IORAGT B qal CH AR WA
AHIGH AT AT G |

TEAl YERH HeARE A o 0 ghem A wi femr v ¥ v @@ w9 08 g g | e
I FECEH A I T A T FY JUREEErd AT FeAEH Propylene Glycol, Polyethylene
Glycol, Sorbitol T Glycerol/Glycerine FEdl WaTd® FHedl UaTd WART &1 fHE&HT Ethylene Glycol T Diethylene
Glycol #1 framae et g T mavas et wdaw afad 7 Afy 0v:/05/93 A A
vafa TRe# Bl | 7@ vam MR R053/0¥/39 W WHO Working Document FRINH  Liquid
Preparation for Oral Use ¥ Ethylene Glycol T Diethylene Glycol FIVATAT Tl 4 woaean R wf g
v ReF g | TR, wEtya @ e gw few o @ @ R R aews s
wéter 7 e e Rl g o e aqde e g

q. AR SEREST A
o Foal WY @iw Tl el amfdedl (Approved Vendor) FEAE WHIBINAS TCH HIA
e g
o JedRd HEE1 UTT qAr @ wie W aqEeat atevst Fafka By a8 Ethylene Glycol
T Diethylene Glycol I TR TR o WA Jeara wn faeht Femor gt

. AN AAESdET iy

o G A g Jedidd Fear v P @9 aEed Al wdE aE@ Ethylene
Glycol T Diethylene Glycol fiam@e TuaT GRS TR war #r mar @ fasht e g '

3. EEEeHT amr :
o R <ot wga Aitee W R R wHe

y. Rframeea @t :
o T <at woET staRiEe WA prescribe THET
o TEoaf A W@ oA I A AT G st R w dwfe
smarcnr wrA R T e g7
W, SR i
o aAEETAETET T A e F u e A gede dufm AT ¥ THET
« Tommn gl sow stfee WA w@ T

. WWWMWWW(M

3



N

AU YR

FAEE] A4l AFGEA W= Aqq

Ay sgaear famr

sty Rt (Recall) T wwardlt sreawa sl gom
g ffd: R053/0¥/35

7% fumEe F9R ATEEET FHAA Gedd RS T oA afgm iy winvere dam et
(osxﬁrm Y A FRAE g [l (Recall) T X it fexor 7 Prammn o7 a1 wafm
sart @ar faeer sRERees wmEds it @ g yeie WeE g16d 9% A" A, e

T g AREE gl
BRI
| R et A =, Mfgﬂ:xp. p— o v
. ate
| = k-
' 1. | TIDZ- 1000 Mfg. Date: | “Does not comply Lomus Pharmaceuticals
(Tinidazole Tablets IP) TZ3-0123 | May 2023 as per IP 2022 with | Pvt. Ltd.
| Each film coated tablet contains: Exp. Date: respect to Kathmandu, Nepal.
! Tinidazole I.P 1000 mg. April 2026 disintegration test.”
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yaia ffd : R063/0%/39

Ay e F A e 2063 3 AT FEY T T

IR e Ay g6 P 203 @ fow 99 afm a Jer wi
it i Jear Wi, R0 W wuw & W e ae e R 1 e
wam, W wA TR @ 2063/08/0%) Rl dfy gew Few waw i,
3063 el § Bl YO TR AT g |

¥ e afow FieeE T A e @ dn e g w6
UFT FEG A THG THE A GER, A FA e i 2068 /06/3% (o
T T ffy R063/03/3% @ W6 W g 9§ T TROE 8 s
A ST i 7 e ol 2063 /0y/3q 1 FularER e 7|

Gera:
o Jea P s W, 2063 (ol T AN FE ) < 9 qoK |

e
\
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N 0
i fif R083 08193
sitefE e gl Rvmre sl

s we afy TR NEWS-24 Tmd #R ONLING Wl @i} s s aar amafre awme s
mmmﬁmmmealmm_mmmmmm
ﬁﬁmmmmmﬁﬁwwmaﬁvﬁmﬁﬂzMWWMM|WW
ag&mﬁmwﬁmmﬁmmmﬁﬁwnﬁrwﬁﬁm A oy weemm oot wF fafy
R0ES 1081 § 971 e By Wi Wil et R g 1w AR R B R T2 T2 T i T
mmmmmﬁmmmmmmmmmmmm
mwmwm&m%m@ﬂm

fart sirier sheate Qe ARrdst B sy e wrge o s B M T SRR FERT
ﬁ.%mmmﬁmm@ﬁwmmﬁmmmmﬁmm
¥ 1T T THAC FAER FHE TG T g G000 T3 o T wR weaeeerd gt aqin mat s
&awmﬁ@rmﬁmﬁnﬁﬁh%mzm@%«mwﬁﬁﬁmﬁmmwmmmm
TR W g T W e qewwe @ e w g el s, gedmiee s am e
TR s g
=

§. ST oA, XOIUFT TH IE W W FvmTer sravam ¥ o wEwa Wt frg a5t s g faror
ﬁaﬁtMMﬁWwﬁWﬁﬁ@ﬂaﬁmewﬁﬁm

TG AUFT T AW TH RO EEE 96 FHE dhieea aiwe g qed futer e 518 awe

T WERAE Foq AR T e i v 371

2 mwﬁm’ﬁfﬁm(mean).m(mcdian)Wmﬂmwmﬁmnx?ﬁcﬁ.m
H+a( Comparative Price), wﬁaar%mmﬁmmmﬁwu%mﬁm&wﬁﬁﬁmﬁmﬁsﬁwﬁm
wRwEE (¥ 9 Fewa Rwie T 1@ w i P stifeest gt e T s g1
STy ZAr FEEE 2063 G F4 9 A Geq TP 2@ T T (Reference Price) WeAT SRISAR
71 Fed W T T agA B g
v. S ww e Fon e ave e e T e R o e e v

A g Fae -7 et gererd ae i weam smia @ R B j0ey/93/9%

1 yer g Wt dewa wen et it i ff SR el 15 (Reference Price) TR

Hed(Comparative Price) T afaE#T afusan g7 e NW TESGA FER T URAT SaereaT 'IF& WEI

N FE e A g 3 o fawt e Bt g1 P e gt sew s

Heual aEESarET AT @ARE Online IUITEAT: https://dams.dda.gov.np 1€ R WA waawar Redua) g1

izl yea awdm weeon iy w3 qE o o Rame T T g e ake sk wah
s e
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fafa: 2oz 10810

T AR AR FU G (4T TEe ) 241 e A@E 41 v 99t
FTieng HaTE WA FAeT e At @i 7 wqrew G 9wd 24l g Afwwem 7
A WA G FE A T A qa TEE a9 e Sef afeq dan e
it fafa o2 /06,9 F1 Mg FETAE AT AT THEE TROE G |

fisg

T A HeAd, g §avT, 9 | 2
fafa-soc2 /09,26 2@ 2083/08/09 - Wu\?zu
o HIEE A, R S A o1 e03UE P
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wsia fafd: 3053708790

IeE AgAA T sty AP 7ot A pams @ e W
gAY g el ga|

SuRieh FEER a9 e sty 99, 03y T siiufy 7at P, 036 wifaw e gt
SarEETE Y Seaew T R @t e waee s T g B g,
FTT ST YT R0IL W WCH GRGAH R G AR AL THGHT AT/ FHTTA FAE
EeE UH W Wy T @ g W F A qhHRAn Fwd afEraers aia s
TS BRI T g ¥ a5 geed A frdty wremeEre S yaE T pams YO Hh
ST A (ST W) 3 Aty AP ot s (et v @) vam T awEr s
FAEH W IATHIH T THGARTHT FER0T pAMS AT WIAE TR RIGHET 9 IArd, AAHLT DAMS
wrha RS g2 @ (30) R o sreamafie g wrafua el seEmeedl SEEEET
Tem g
TEE, FeAENE T FET SHISHET FEWIGEE DAMS AT YHE TH9T AR GHG SFBIIBT it
o FEEE Y T FTES ¥ (@) BT AAEE Aaedr ged i gt i)
> W ¥ GfEE®T T Home > List of Products > Add new products > If pre-registered both side
scanned copy ?F‘R"l'(ﬂ:f
> aﬂ'{lﬁf ¥ (@) 9fEEa®T ST Home > List of Products > Add new products > If pre-registered both side
scanned copy aﬁjﬂ'{"ﬁ

e Updated Product specification
* Certificate of Analysis

T
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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

47




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 Phone:
014781269, 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 Tel/Fax: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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