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EDITORIAL

Advancing Drug Regulation in Nepal through Regulatory—
Academic—Industrial Convergence

Ensuring the safety, efficacy, and quality of medicines available to the people of
Nepal depend not only on robust regulatory oversight but also on strong
collaboration among the three key pillars of the pharmaceutical ecosystem: the
regulatory authority, academic and research institutions, and the pharmaceutical
industry. In recent years, Nepal’s pharmaceutical sector has grown steadily,
alongside rising expectations for quality assurance, local manufacturing capacity,
pharmacovigilance, and evidence-based regulatory decision-making. However,
limited structured collaboration among these sectors has often slowed progress,
highlighted skills gaps, and constrained innovation tailored to Nepal’s needs.

Recognizing this opportunity, the Department of Drug Administration (DDA)
organized Nepal’s first Workshop on Regulatory—Academic—Industry Convergence
for Strengthening Drug Regulation. This landmark initiative represents an important
step toward breaking long-standing silos and building meaningful partnerships to
strengthen public health protection.

Historically, academic institutions in Nepal have emphasized theoretical foundations
in pharmacology, pharmaceutical sciences, and quality control. Meanwhile, the
pharmaceutical industry has faced practical challenges related to compliance,
technology transfer, Good Manufacturing Practice (GMP), bioequivalence studies,
and pharmacovigilance. At the same time, regulators have worked within resource
constraints while striving to implement evidence-based policies and strengthen
inspection systems. The absence of systematic collaboration among these sectors has
contributed to workforce skill gaps, delays in regulatory processes, and limited
locally driven research and innovation.

The DDA workshop brought together officials from the Ministry of Health and
Population (now Ministry of Health and Food Safety), Department, leading
academics from universities, representatives of the Association of Pharmaceutical
Producers of Nepal (APPON), and observers including the World Health
Organization. The gathering created a shared platform to identify priorities and
practical pathways for collaboration.



Key discussion areas included:

* Initiating bioequivalence studies within Nepal

» Positioning Nepal as a regional center of excellence for GMP inspection

*» Advancing clinical research and pharmacovigilance systems

* Identifying entry points for joint research, training programs, and industry-led pilot
initiatives

Participants worked in focused small groups to develop a practical one-page roadmap
for a national Regulatory—Academic—Industry Convergence Framework. The
workshop concluded with plenary sharing, prioritization of actions, and strong
commitment from all sectors to move forward collaboratively.

This convergence initiative aligns closely with the priorities of the DDA Strategic
Plan. It aims to better align academic curricula with regulatory requirements, channel
industry innovation toward national health priorities, and strengthen the scientific
basis for regulatory decision-making. Over the long term, this collaboration is
expected to enhance technical capacity, reduce compliance gaps, accelerate
technology transfer, and improve the availability of safe, effective, and quality
medicines for the Nepali population.

The workshop demonstrated that meaningful progress is achievable when regulators,
academia, and industry unite around a shared vision. The focus now shifts from
dialogue to action—developing joint training modules, fostering collaborative
research, and building sustainable networks for ongoing partnership. Together, we
can build a resilient, self-reliant pharmaceutical ecosystem that meets global
standards while addressing Nepal-specific needs.

The health of our citizens depends on the quality of medicines they receive. Through
sustained regulatory—academic—industrial convergence, Nepal is laying a strong

foundation for a safer and healthier future.

Shiwani Khadgi
(Acting Director General)
Chief Editor
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2. REGULATORY NEWS

Bortezomib

Risk of drug reaction with eosinophilia and systemic symptoms (DRESS)
Canada Health Canada has announced that the product safety information for all
bortezomib-containing products will be updated to include the risk of Drug Reaction
with eosinophilia and systemic symptoms (DRESS).

Bortezomib is an antineoplastic agent authorized for the treatment of adults with
multiple myeloma and mantle cell lymphoma. DRESS is a serious, potentially life-
threatening allergic reaction characterized by fever, severe rash, increased white
blood cell count (eosinophilia), and injury to one or more internal organs.

Health Canada reviewed 29 international cases of DRESS in patients treated with
bortezomib. While other medications were present as confounders in all cases, 27
reports were found to be possibly linked to bortezomib use, including one death. No
Canadian reports of DRESS were identified at the time of the review. Health
Canada’s review found a possible link between the use of bortezomib and the risk of
DRESS.

Source: WHO Pharmaceuticals Newsletter No.1, 2026

Semaglutide
Risk of non-arteritic anterior ischemic optic neuropathy (NAION)

Europe. The PRAC of the EMA has started a review of medicines containing
semaglutide following concerns regarding an increased risk of developing NAION, a
rare eye condition, as suggested in two recent observational studies.

Semaglutide, a GLP-1 receptor agonist, is the active substance in certain medicines
used in the treatment of diabetes and obesity (namely Ozempic®, Rybelsus® and
Wegovy®).

PRAC is assessing whether patients treated with semaglutide may have an elevated
risk of developing NAION. This is a disorder caused by reduced blood flow to the
optic nerve in the eye with potential damage to the nerve, which can lead to loss of
vision in the affected eye. Patients with type 2 diabetes might already have an
inherently higher risk of developing this condition.

PRAC will now review all available data on NAION with semaglutide including data
from clinical trials, post-marketing surveillance, studies on the mechanism of action
and the medical literature (including the results of the observational studies).

Source: WHO Pharmaceuticals Newsletter No.2, 2025



Empagliflozin

Risk of fournier’s gangrene

New Zealand. Medsafe has updated the safety information for empagliflozin
(Jardiance ® and Jardiamet ®) to include a warning regarding the risk of Fournier’s
gangrene (necrotizing fasciitis of the perineum) in patients without type 2 diabetes
mellitus.

Empagliflozin is an SGLT2 inhibitor previously primarily indicated for type-2
diabetes, but its use has expanded to include the treatment of heart failure and
chronic kidney disease.

Fournier’s gangrene is a rare but life-threatening bacterial infection. While this risk
was previously recognized in the diabetic population, recent evidence suggests it can
also occur in patients treated with empagliflozin for other indications.

As of 31 December 2025, there were 44 case reports of Fournier’s
gangrene/necrotising fasciitis associated with empagliflozin. Two of which reported
the event in patients taking empagliflozin for heart failure.

Health-care professionals should advise patients to seek urgent medical attention if
they experience pain, tenderness, erythema, or swelling in the genital or perineal
area, accompanied by fever or malaise. If Fournier’s gangrene is suspected,
empagliflozin should be discontinued and prompt treatment and surgical debridement
should be initiated.

Source: WHO Pharmaceuticals Newsletter No.1, 2026

Topiramate
Risk of neurodevelopmental disorders

South African. The South African Health Products Regulatory Authority
(SAHPRA) has reminded health-care professionals about the risk of
neurodevelopmental disorders in the children born to women exposed to topiramate
during pregnancy. The Professional Information (PI) and Patient Information Leaflet
(PIL) will be updated accordingly.

Topiramate is indicated to treat epilepsy. Topiramate can cause major congenital
malformations and foetal growth restriction when used during pregnancy. Recent
data also suggests that topiramate use during pregnancy may increase the risk of
neurodevelopmental disorders (NDD) including autism spectrum disorders,
intellectual disability and attention deficit hyperactivity disorder (ADHD).

Health-care professionals should ensure that women of childbearing potential treated
with topiramate are fully informed of the known and potential risks related to the use
of topiramate during pregnancy and the need for highly effective contraception.
Source: WHO Pharmaceuticals Newsletter No.2, 2025
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Zoledronic acid
Use in elderly patients and risk of adverse reactions

New Zealand. Medsafe has issued a clinical reminder regarding the use of
zoledronic acid in elderly patients, highlighting the increased risk of post-dose
systemic reactions and renal impairment in this demographic.

Zoledronic acid is a bisphosphonate used for treating osteoporosis and Paget’s
disease. In the elderly, it is often preferred due to its once-yearly intravenous
administration, which overcomes adherence issues associated with oral
bisphosphonates.

Data indicates that elderly patients (aged 65 and over) may be more susceptible to
acute phase reactions, such as fever, myalgia, and arthralgia, typically occurring
within three days of infusion. Furthermore, age-related declines in renal function
increase the risk of nephrotoxicity, especially if the patient is dehydrated or taking
concomitant nephrotoxic medications.

Health-care professionals should assess renal function (creatinine clearance) before
each dose. Patients must be adequately hydrated prior to and after administration.
Paracetamol or ibuprofen administered shortly after infusion may reduce the
incidence of acute phase reactions.

Source: WHO Pharmaceuticals Newsletter No.1, 2026

Vitamin B6 (pyridoxine, pyridoxal, or pyridoxamine)
Risk of peripheral neuropathy

Australia. TGA has updated the labelling requirements and scheduling for
medicines containing vitamin B6 (pyridoxine, pyridoxal, or pyridoxamine).
Specifically, the TGA has implemented a change where products providing a daily
dose of vitamin B6 exceeding 100 mg are now classified as pharmacist only
medicines (Schedule 3), moving them out of general sales. Furthermore, all
medicines containing more than 10 mg of vitamin B6 must now include a prominent
warning on the label regarding the risk of peripheral neuropathy. Vitamin B6 is a
water-soluble vitamin found in many health supplements, including multivitamins
and B-complex preparations. Peripheral neuropathy is a known adverse effect of
vitamin B6 toxicity, characterized by tingling or numbness. The TGA reviewed
evidence from scientific literature and post market adverse event data which
identified that peripheral neuropathy can occur at lower doses (less than 50 mg per
day) than previously recognized. As of October 2025, the TGA recorded 250 reports
of neuropathy associated with vitamin B6. The risk is also associated with long-term
use and individual variations in metabolism.

Health-care professionals are advised to be aware that peripheral neuropathy can
occur even in low daily doses and when assessing patients for this event, clinicians
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should inquire about the use of complementary medicines, specifically those
containing vitamin B6. Patients are advised to stop use and see a health-care
practitioner if they experience tingling, burning or numbness in the hands and feet.

Source: WHO Pharmaceuticals Newsletter No.1, 2026

Levamisole containing medicines

Risk of leukoencephalopathy

Europe. The PRAC has recommended that all levamisole containing medicines
should be removed across the European Union due to the risk of
leukoencephalopathy.

Levamisole is wused as an anthelmintic for mild parasitic infections.
Leukoencephalopathy is a rare but devastating condition affecting the brain’s white
matter.

The recommendations follow an EU-wide review of the available evidence that
concluded the benefits no longer outweigh the risks.

Information showed that symptoms of leukoencephalopathy may occur after a
single dose of levamisole and may develop within one day to several months after
treatment.

PRAC endorsed a direct health-care professional communication (DHPC) to
inform health-care professionals of its recommendation to withdraw levamisole
medicines from the EU market.

Source: WHO Pharmaceuticals Newsletter No.1, 2026



3.SAFETY OF MEDICINES

Glucagon-like peptide-1 (GLP-1) analogues

Reminder of certain safety aspects

Ireland. The Health Products Regulatory Authority (HPRA) has issued a reminder
regarding several safety aspects of GLP-1 analogues (including semaglutide,
dulaglutide, and liraglutide) following reviews by the European Medicines Agency’s
(EMA) Pharmacovigilance Risk Assessment Committee (PRAC).

Non-arteritic Ischemic Optic Neuropathy (NAION): Evidence suggests semaglutide
is associated with an approximately two-fold increase in the risk of NAION, a rare
but serious condition causing sudden vision loss. Health-care professionals should
advise patients to seek immediate ophthalmological examination for sudden vision
changes; semaglutide must be discontinued if NAION is confirmed.

Aspiration Risk during Anaesthesia:

Due to delayed gastric emptying, cases of pulmonary aspiration have occurred
during general anaesthesia or deep sedation. Product information now advises
clinicians to consider the risk of residual gastric contents before procedures. Patients
should inform their surgical teams if they are using these medicines.

Acute Pancreatitis and Pregnancy:

Acute pancreatitis remains a known risk; treatment must be discontinued if suspected
and not restarted if confirmed. Furthermore, GLP-1 analogues are generally not
recommended or should not be used during pregnancy. Clinicians should consult
substance-specific product information regarding contraception and pregnancy
planning.

New Zealand: Medsafe issued a monitoring communication regarding the risk of
acute persistent visual loss in patients using glucagon-like peptide-1 (GLP-1)
receptor agonists, including dulaglutide, liraglutide, semaglutide, and tirzepatide.

While current New Zealand data sheets list potential temporary worsening of diabetic
retinopathy, they do not yet include permanent visual loss or non-arteritic anterior
ischaemic optic neuropathy (NAION) as known adverse effects. However, Medsafe
is investigating serious ocular conditions that can lead to irreversible damage. These
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include NAION—a rare condition involving impaired blood flow to the optic
nerve—as well as retinal vein occlusion and optic neuritis.

The investigation was prompted by international literature and local signals. As of
late 2024, the New Zealand Pharmacovigilance Database received two significant
reports involving semaglutide: one case of NAION and one case of central retinal
vein occlusion, both occurring within weeks of treatment initiation.

Medsafe has placed this safety concern on its Medicines Monitoring (M2) scheme to
gather more data and determine if these products contribute to such events. Health-
care professionals and consumers are encouraged to report any instances of sudden,
persistent vision loss. The monitoring period is scheduled to remain open until 26
July 2026. Patients are advised not to discontinue their medication without
consulting a health-care professional but should seek immediate medical attention if
they experience sudden visual changes.

Source: WHO Pharmaceuticals Newsletter No.1, 2026

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
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.

10



Source: WHO Pharmaceuticals Newsletter No.1, 2026

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 errors, resulting in 10-fold overdosing.

These errors were primarily attributed to small dose volumes prescribed for the
paediatric population (0.25-1.5 ml) which may cause confusion when adminstered
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 emphasise the importance of
reading the package leaflet to ensure safe and accurate dosing.

Source: WHO Pharmaceuticals Newsletter No.1, 2026
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¥. & q R053/53 B TG T A9 AWREGH qUH WHO GMP FHTAEHTT

T AN IR U A FAONBHT T

S. Type of Name Of Manufacturer Decision Validity

N Certification Date

1 WHO GMP Accord Pharmaceuticals Ltd 07 Nov.2025 06 Nov.2027
Certification

2 WHO GMP Amtech Med Pvt.Ltd 07 Nov.2025 06 Nov.2027
Certification

3 WHO GMP National Health Care Pvt. Ltd, 01 Dec.2025 30 Nov.2027
Certification | Bara

4 WHO GMP Maruti Pharma Pvt.Ltd, Bara 01 Dec.2025 30 Nov.2027
Certification

5 WHO GMP Quest Pharmaceuticals Pvt.Ltd. 01 Dec.2025 30 Nov.2027
Certification | Bara

6 WHO GMP MDH Pharmaceuticals Pvt.Ltd, 13 Jan.2026 12 Jan.2028
Certification | Bhaktapur

7 WHO GMP Bhaskar Herbaceuticals Pvt.Ltd, 13 Jan.2026 12 Jan.2028
Certification | Kathmandu

8 WHO GMP Pharmaco Industries Pvt. Ltd, 13 Jan.2026 12 Jan.2028
Certification | Kathmandu

9 WHO GMP Lomus parenteral and 13 Jan.2026 12 Jan.2028
Certification | formulation Pvt.Ltd, Dhanusa

10 WHO GMP S.R. Drug Laboratories Pvt.Ltd, 13 Jan.2026 12 Jan.2028
Certification | Kathmandu

11 WHO GMP Apple International 22 Feb.2026 21 Feb.2028
Certification | Pharmaceuticals Pvt.Ltd,

Rupandehi

12 | WHO GMP Arogya Bhawan Works Pvt.Ltd, | 22 Feb.2026 21 Feb.2028
Certification | Palpa

13 WHO GMP Nivix pharmaceuticals Ltd. 22 Feb.2026 21 Feb.2028
Certification | Tanahun

14 WHO GMP Corel Pharmaceuticals Pvt.Ltd, 22 Feb.2026 21 Feb.2028
Certification | Rupandehi

15 WHO GMP JJ Laboratories Pvt.Ltd, 22 Feb.2026 21 Feb.2028
Certification | Bhaktapur

16 WHO GMP Ohm Pharmaceutical 29 28
Certification laboratories Pvt.Ltd March.2026 March.2028

17 WHO GMP Ideal Pharmaceuticals Company | 29 28
Certification | Pvt.Ltd March.2026 March.2028

18 WHO GMP Kasturi Pharmaceuticals Ltd. 29 28
Certification March.2026 March.2028
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S. Type of Name Of Manufacturer Decision Validity

N Certification Date

19 WHO GMP Shivam Pharmaceutical Ltd. 29 28
Certification March.2026 March.2028

20 WHO GMP Classical Herbal Products 29 28
Certification | Pvt.Ltd. March.2026 March.2028

21 WHO GMP Nepal Remedies Ltd 29 28
Certification March.2026 March.2028

22 WHO GMP Lifestar Pharmaceuticals Pvt.Ltd | 07 April.2026 | 06 April.2028
Certification

23 WHO GMP Lomus Pharmaceuticals Pvt.Ltd | 29 April.2026 | 28 April.2028
Certification

24 National Amtech Med (p.) Ltd. 2082/07/21 2085/07/20
GMP code
2072

25 National Pharmaco Industries Pvt.Ltd 2082/09/29 2085/09/28
GMP code
2072

26 National Apple International 2082/11/10 2085/11/09
GMP code Pharmaceuticals pvt Ltd,
2072 Rupandehi

27 National Arogya Bhawan Works Pvt.Ltd, | 2082/11/10 2085/11/09
GMP code palpa
2072

28 National Nivix Pharmaceuticals Ltd, 2082/11/10 2085/11/09
GMP code Tanahun
2072

29 National Corel Pharmaceuticals Pvt.Ltd, 2082/11/10 2085/11/09
GMP code Rupandehi
2072

30 | National Iheal Pharmaceuticals Company | 2082/11/10 2085/11/09
GMP code Pvt.Ltd, Banke
2072

31 National Kasturi Pharmaceuticals Ltd, 2082/12/15 2085/12/14
GMP code Chitwan
2072

32 National Shivam Pharmaceutical Ltd, 2082/12/15 2085/12/14
GMP code Bara
2072

33 National Classical Herbal Products 2082/12/15 2085/12/14
GMP code Pvt.Ltd, kathmandu
2072

34 National Nepal Remedies Ltd, Rupandehi | 2082/12/15 2085/12/14
GMP code
2072
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S. Type of Name Of Manufacturer Decision Validity

N Certification Date

35 National Ohm Pharmaceuticals Lab 2082/12/15 2085/12/14
GMP code Pvt.Ltd, Bhaktapur
2072

36 | National Lifestar pharmaceuticals 2082/12/24 2085/12/23
GMP code Pvt.Ltd, Parsa
2072
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Y. ¥ T R0GR/53 I TGN T IS AWIRAHHT HUHT ATy frat

(Recall) FT G
S. | Product Manufacture | Batch | Mfg. | Exp | Type Categor | Param
N | Name r No. Date | iry | of y of eter
Dat | Medici | Recall Failed
e ne

1 | Cetophen Lomus CT- April | Mar | Allopath | Class IT Disinteg
500 Pharmaceutical | 1123 2023 | -26 | ic ration
(Paracetaol | s, Kathmandu
Tablets BP)

2 | Rexamol Curex TRX- | Nov | Oct | Allopath | Class II Dissolut
500 Pharmaceutical | 695 2024 | 202 | ic ion
(Paracetamo | s Pvt.Ltd, 6
1 Tablets) Kavre

3
(Paracetamo Pharmaceutical | CT- Jun.2 | May | Allopath Class IT Dlssolut

s Pvt. Ltd. 2723 023 26 |y ion
I Tablets Kavre, Nepal
BP) ’

4 | Levoflox-

500 Magnus Pharma Feb. .
(Levofloxac | Pvt.Ltd., Bara, OB;B 240 2/([)32 202 Allopath Class 11 E)fsolut
in 500 mg) | Nepal 6 |7

Tablet

5 | SUPRAMO
X CV BID
(SXrSrr))s::}S/l(gﬁl Arya Aug Assay of

. FSBD | Mar.2 | . Allopath
n Trihydrate | Pharmalab, Class 11 Amoxyc
12016 | 025 202 |y o
200 mg Bara 6 illin
Potassium
Clavulanate
28.5 mg)
Enclave-OD
(T:Eziycmi Curex May Assay
6 | n875mg Pharmaceutical | TEOD- | Dec. Allopath Class 11 and
? s Pvt.Ltd., 026 2024 | y Disssolu
Clavulanic Kavre 202 tion
acid 125 6
mg)
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S. | Product Manufacture | Batch | Mfg. | Exp | Type Categor | Param
N | Name r No. Date | iry | of y of eter
Dat | Medici | Recall Failed
€ ne
Mfg: Axa
Parenterals Ltd,
Axapara, India
100 ml Importer: Jan.
7 | Infusion, Axadeep 3A5B 503 gggs 202 Allopath Class I Sterility
Paracetamol | Pharma 7 y
IP 1.0% w/v | Distributiors
Pvt. Ltd.,
Lalitpur, Nepal
Mfg: Abaris
Abamol, Healthca}re Pvt.
100 ml Ltd, India Jun
8 | Infusion, Importer: RB RB544 | Jul 202 Allopath Class 1 Sterility
Paracetamol Pharmaceutical | 502 2024 6 y
P 1.0% wiv | S Pvt.Ltd.
e Kathmandu,
Nepal
Ondatron-4 | pEt o nul
9 (Ondansetro s Pyt.Ltd, ONDT | Aug. 200 Allopath Class IT Assay
n HCI . 2901 2025 y
4 mg) Dhapasi, 7
& Kathmandu
Fexadine - Simca T25/071 | May- | Apr. | Allopath | SelfRecall | Dissoluti
180 Laboratories Pvt. 25 2027 |y on
10 (Fexofenadin | Ltd., Bhaktpur
e HCL
Tablets IP)

Espro-40 Panas TEO Apr. Mar. | Allopath | SelfRecall | Dissoluti
(Esomeprazol | Pharmaceuticals 048R’ 2025 2027 |y on
111¢ Tablets IP - | Pvt. Ltd., (Buffer)

40 mg) Nepalgunj
Adopin-L Panas TADD | Aug. Jul. Allopath | Self Recall | Dissoluti
(Amlodipine | Pharmaceuticals 011 2025 2027 |y on
12 & Losartan Pvt. Ltd.,
Potassium Nepalgunj
Tablets IP )
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o, AN FeamewRK RERET R j053/0%/30 T WEE ¥E at
Joen! NUAER AAET Ut @t A qur ot RsvEesr

S.NO | Generic Name Indication(s)

1 Thalidomide 100mg Newly diagnosed multiple myeloma (MM);
Capsule acute treatment of moderate to severe

erythema nodosum leprosum (ENL) in adults
>18 years.

2 Lurasidone Bipolar depression
Hydrochloride 20 mg
Tablet

3 Fulvestrant 250 mg/5ml | HR-positive, HER2-negative advanced breast
PFS cancer in postmenopausal women

4 Saxagliptin 2.5mg/5mg Type 2 diabetes mellitus (as adjunct to diet
tablets and exercise)

5 Tapinarof 1% w/w cream | Plaque psoriasis in adults >18 years

6 Zolmitriptan Nasal Spray | Acute treatment of migraine with or without
Smg/dose aura in adults

7 Dimethyl fumarate Relapsing-remitting multiple sclerosis
(DMF) 120mg/240mg (RRMS) in adults >18 years
(as enteric coated micro
tablets in a capsule)

8 Vigabatrin Powder for Infantile spasms (including TSC); refractory
Oral solution, 500mg per | complex partial seizures
sachet

9 Brivaracetam injection Partial onset seizures in epilepsy (>4 years)
50mg/5ml

10 Vonoprazan 20mg Gastric ulcer, duodenal wulcer, reflux
tablets esophagitis; H. pylori eradication adjunct

11 Bempedoic acid 180mg | Heterozygous Familial Hypercholesterolemia
tablet or atherosclerotic CVD (with statin)

12 Tylvalosin Tartarate Oral | Porcine proliferative enteropathy, swine
Powder 62.5 % w/w enzootic pneumonia, swine dysentery

13 Vitamin A soft gelatin Vitamin A supplementation
capsule

14 Ertapenem for Injection | Intra-abdominal  infections, = community-

lg

acquired pneumonia,
diabetic foot infections

gynecological &
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S.NO

Generic Name

Indication(s)

15

Leucovorin Smg tablets

Antidote to folic acid antagonists;
megaloblastic anemia due to folate deficiency

16 Flurbiprofen Rheumatoid disease, osteoarthritis,

50mg/100mg tablets ankylosing  spondylitis,  musculoskeletal
disorders
17 Desidustat tablets Anemia associated with chronic kidney
disease (CKD)

18 Daprodustat tablets Anemia due to CKD in adults on dialysis >4
1/2/4/6/8 mg months

19 Tirzepatide in 0.5 ml Type 2 diabetes mellitus (glycemic control &
PFS (2.5,5,7.5, 10, weight management)
12.5, 15 mg in 0.5ml
PFS)

20 Daprodustat tablets Anemia due to CKD in adults on dialysis >4
1/2/4/6/8 mg months

21 Lansoprazole Gastro H. pylori infection with duodenal ulcer
Resistant Capsules
30mg, Clarithromycin
500mg and Amoxicillin
Capsules 500mg

22 Semaglutide 0.25 mg Type 2 diabetes mellitus (glycemic control)
Injection

23 L Arginine Zinc and | Nutritional supplement for cardiovascular

Folic Acid Granules

health, immune support, reproductive health
and pregnancy
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c. Y FeaTeHR AHfaaT Mt R053/0% /30 T /ST LS AT

Yoe! MUAER TR ATAET AHT Avtees! g |
S. | Product Name Analytical Profile No.
N(i.. Lurasidone HCI Tablets Luras 081/082/AP 170
2. | Sulphamethoxazole & Trimethoprim Powder Cotri 081/082/AP 171
3. | Meloxicam & Paracetamol Bolus Para Melo 081/082/AP
4. | Finerenone Tablets Ilizjere 081/082/AP 173
5. | Mecobalamin Dispersible Tablets Mecoba  081/082/AP
6. | Albendazole Bolus 11A713en B 082/083 AP
175
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9. REGULATORY NOTICES

sitafer Reaf (Recal
W

QT
MEEES
FaEan

AT Qg

99809
S5

Tg FBrmTae TR SIS wHAT GHeE RS Afust JgAr A ufga iy wErmmerare afeer
T2t e ScIEEEeAT STk aUREdT ST A.FT diieT wgA IO Mo wIEuEer Ay 3,
03X F IFT Y FETAH A faer JaT 7t I =a A, F dfure awEe geea At (Recall)
i T d frar @@ Bemmn Y o wratua sdnee aar faer wfafftees smerdwr anfr ar
T wERa AReE g 19 S = 4. Sead WuST ahusesl Awiiw, f&afs frawer aar w@nr
TG W T AAS g wEtua waers wgay gl

aufaer:
R AP " =3I, |, Mfg-."‘:’l% T IEHFHN AT L SA
e
Axapara-100ml Mfg. Date: “Does not comply as per -
1. (Paracetamol Infusion | AB50335 Feb-2025 IP 2022 with respect 0 | Axadeep Pharma Distributors
100ml) Exp. Date: test Performed™ Pvt.Ltd (pharmacy Unit)
Each 100ml Contains: Jan- 2027 (Sterility Test) Lalitpur, Metropolitan City-10
Paracetamol IP-1.0%w/v Lalitpur, Nepal
SEEE T
Axa Parenterals Ltd, India.
2 Abamol-100ml RB544502 Mfg. Date: “Does not comply as per -
(Paracetamol Infusion Jul-2024 IP 2022 with respect 10 | RB Pharmaceuticals Pvt. Ltd
100ml) Exp. Date: test Performed™ h y Unit) Kath d
Each 100ml Contains: Jun- 2026 (Sterility Test) Metropolitan City-18
Paracetamol IP-1.0%w/v

Z

Kathmandu, Nepal

Abaris Healthcare Pvt. Ltd
.India.

A1 acw\*%
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Tg RATEE T9R AR HEA G IRYST Ay T o AR s winmerare g

‘o

=l
It

3

10

Tt TR SOREAT IR aviEEl s @ A g PR WY@l TEgEe S 3,

R03¥ F TH (Y aAfm fBfs frawr Ja TR I @ A, #1 A aeREe geed et (Recall)
T T drr e gw Rurmr A wrEfua st aar e skiffeee smeder aifr @ g
s RYF 1 I =4 7. Jeorg WeH AiE Reeif@, @t faer aar waer i we

T TS g7 wFAPua g3 Sy gl

aufae:
R St =g, 4. | Mfg/Exp. BT SERSFH AT T

Date 3

ENCLAVE OD Mfg. Date: | “Does not comply as per IP | goqrzaa! S

1. (Amoxicillin and Clavulanate | TEOD-026 | Dec-2024 2022 with respect to assay | Cyrex Pharmaceuticals

Potassium Tablet IP) Exp. Date: | of Amoxicillin & Clavulanic | Pyvt. Ltd.

Each film coated tablet Contains: May- 2026 | acid and Dissolution tests of | Bancpa-10, Kavre,

Amoxicillin trihydrate IP eq. to Amoxicillin® Nepal.

Amoxycillin- 875mg

Clavulanate Potassium USP eq.

to Clavulanic acid-125mg

4
e
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7q RRTETE T9R SEWAST HHAT WHed RS Ativwt T of uiRd sty sdrmarerare aicer

TR T SEREAT IERA auRiEEl S AE A g PR NQET UEgE a3,

03 F TH 1y IR RAfF Frawr Ja TR 6 =@ A, F1 A aeREe geea Bt (Recall)
3 drt Racer a@ Remmar 3 o wratua 99 aar R sRififteesr Smedsr @it ar g
weite TRGET 1A I =T A, SeorE WuET A Rena, At faer qar yanr @@ T

T TS g wHatua g3 3gdd g
aafdeT:
R Sty o, . | Mfg/Exp. BT SARSSH AT T

Date 3

ENCLAVE OD Mfg. Date: | “Does not comply as per IP m

1. (Amoxicillin and Clavulanate | TEOD-026 | Dec-2024 2022 with respect to assay | Cyrex Pharmacenticals
Potassium Tablet IP) Exp. Date: | of Amoxicillin & Clavulanic | Pyt. Ltd.
Each film coated tablet Contains: May- 2026 | acid and Dissolution tests of

Amoxicillin trihydrate IP eq. to
Amoxycillin- 875mg
Clavulanate Potassium USP eq.
to Clavulanic acid-125mg

Amoxicillin™

Banepa-10, Kavre,
Nepal.

;\n
Z
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Mﬁﬁf(l{ecall)ﬁm I QI
yama fft: k053790738

70 ANTTEIE. FOR AR R e TRGE At T o g ey e
T YRR SEREAT TR AR ANOE S A, B AN g [ A0 R I
W(DosageFom)“@M,Mﬂﬁ?oﬂ(ﬁm qy Fwfew fafs far T ot e
T Ml Recall) T T 9 o 7w fwen Yo W wwafua gdm g fem sffreE
FEE AR A G R TR W I AW A, Jeord WOHT i R, b fraor
T VAR TG WA T TG §F T G A S A G G M g1

TR
. S T =, 7, | Mfg/Exp. BRI JAREH T T
g Date
A ST
1. | SUPRAMOX CV BID Mfg. Date: | “Does not comply | Arya Pharmalab Pvt.
Each 5 ml of reconstituted FSBD 12016 | Mar25 as per IP 2022 Ltd. .
suspension contains: Exp. Date: | with respect to ghhataplpam. Bara,
Amoxycillin Trihydrate IP eq. Aug 26 Assay. epal.

to Amoxycillin 200 mg.
Potassium Clavunate diluted
IP eq. to Clavulanic Acid
28.50 mg.
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S
AT THR
@RE qq1 TAGE WA

aﬁwﬁr -aaw Rt
Sty Rt (Reugl) ,,9, WW el g

Wd\\

o sy e s st T S R e T e gemnmae et
TIPS 1A seftee T TR WEH TECHRY A ¥, 2034 F 7w qy FHhw B
fier Am IR I = K, T AN FAREE Tod fhall (Recall) T T Wt foaor 7w Pawren Fow
T Tty SN aur e sRfRees TEde @t A g yEia WY@ g 1w 96 =
3. T WOET St Reia, s R qa v wia T T wRe g7 a4

IR gl
R
R St =M, Mfgffxp- BRI JEREH! T T S
ate

Levoflox-500 Tablet Mfg. Date: | Docs not comply as

L. | (Levofloxacin Tablet IP) BB24001 | Mar.2024 | per IP 2022 with | SUEES! TH:
Each film coated tablet Contains: Exp. Date: | respect to Dissolution | Magnus Pharma Pvt. Ltd.
Levofloxacin Hemihydrate IP eq. Feb. 2026 test Performed Bara, Nepal.
to Levofloxacin-500mg

C"\
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AUTH AT
el aqr T wHErea

Ay sraear B
Aty Rl (Reeall) e Ted g

mﬁg» q'l;t'&?, /94
W e
T P A A A e A A e o o el e s
T e A St e e AR anf g [ a3,
03 Bt 7w 9y wwifw fafr e Jar R I s A, @ Aty FarEe ged f (Recall)
o T At R o o weafa gu aar e sfffreea ararda af g
e RCE 1 I w4 A, Jeera WE it e, fafE freon qa i e

T RIS §F ey e ad g1
o
A, Ay =, A, | Mfg/Exp. o p———
Date Pt
CETOPHEN Mfg. Date: | “Does not comply as per BP m
1. [ (Paracetamol Tablet BP) | CT-2723 | Jun.-2023 | 2023 with respect to dissolution | 1 op ¢
Each tablet Contains: Exp. Date: | test Performed” Pharmaceuticals Pyt
Paracetamol BP-500mg May- 2026 Ltd.
Kathmandu, Nepal.

/&\\
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T T AR SR AN W eE v e & afy i wimmere dom
e YRR SREAE TR AR T AF A [ AR W Ay o,
203y 3 7w 3y TR s e dm af 3 = A, # iy Fare gee Rl (Recall
7 e e T B Y s i e s S i @
v TR g1 I = A, gera W afver R, s faon qa s wi

T RIS §F WA FaE A )|
AR
RA S AW wq, 4, | Mig/Exp. FR TAEFH AT L
Date 3
REXAMOL Mfg. Date: | “Does not comply as per IP
1. | (Paracetamol Tablet IP) | TRX-695  Nov-2024 | 2022 with respect to Dissolution JARES! AW
Each tablet Contains: Exp. Date: | test Performed” Curex Pharmaceuticals
Paracetamol IP-500mg Oct- 2026 Pvt. Ltd.
Banepa-10, Kavre,
Nepal.

Vi
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203 3 2w §y A s Pren dan Tk 3% s A, 71 dfr e e e (Reall
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St TR @19 9 S A, e e e, s P g g T

T RIS § TR waeg I gl
TR
Ri| dReaw  [ww | MR R FATFD A TS
e
CETOPHEN Mfg. Date: | Does not comply as per BP
1. | (Paracetamol Tablet BP) | CT-1123 Apr-2023 | 2023  with  respect (o m
Each tablet Contains: Exp. Date: | Disintegration test Performed | ,omus Pharmaceuticals
Paracetamol BP-500mg Mar- 2026 Pyt. Ltd.

Kathmandu, Nepal.
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e ySRE v @ auE, 0% WAGT qEEEEAr PR g
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For further information, please contact:

Government of Nepal
Ministry of Health and Food Safety
Department of Drug Administration (DDA)
Madan Bhandari Path-4, Bijulibazar, New Baneshwor, Kathmandu
Phone: 01-4790612, 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:
014791269, 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
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