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EDITORIAL

Pharmaceutical Fair-pricing regulation

Medicines access and price are always top on agenda of any public
health discourses in any country obliged to ensure affordable health
care to its citizen. Often times, access to health care is denied due to the
exorbitant cost of the therapy including medicines. National Health
account (NHA 2018/19 1nd 2019/20) estimates 54.2 % of the total
Health Care Expenses is covered through house hold expenditure
which is exceptionally higher than the south Asian average of 52.10%.
About 65.6% of the out of pocket (OOP) expenditures is being spent
for purchasing medical goods, 26.3% for curative care and 8.14% for
ancillary services. This high percentage of medical goods mainly
includes medicines and technology products used for the therapies.

Price undoubtedly plays major role whether to continue or terminate
the treatment, mainly for the poor patient. Thus, poor patient either
pays such medicines bill out of scarce fund s/he has for the treatment
which eventually lead to impoverishment or embrace early disability.
Many most common medicines which are effective and
technologically possible to be manufactured in the country found to
have discontinued due to price control and similar disincentives. On
the other hand, many products are still priced disproportionately higher
causing inequity to access. The transparency on R&D cost, input costs,
manufacturing costs, mark ups for distribution, retail and promotional
expenses which add up to the maximum retail prices (MRP) are not
readily available for the regulatory so that appropriate interventions
could be applied. This has led to a kind of deal and bonus chaos in the
market resulting into downturn spiral of growth of the industry.

Likewise, the prospects to fund researches and development has also
diminished over the time. Many have switched to nontherapeutic grey



products in the name of nutraceuticals and cosmeceuticals while some
discontinued manufacturing essential products.

A widely accepted definition of ‘Fair’ price is that “A ‘fair’ price is a
price the individual and the community can afford; a price that covers
the cost of production, offers a reasonable profit for the manufacturer
and the opportunity to recoup development costs.” (Suerie Moon et
all). So, it carries mainly three principles, the affordability, recouping
manufacturing and development cost and opportunity of reasonable
profit. More broadly, fair pricing concept is linked with the intent of
ensuring access to medicines, improving public health across all
regions and promoting universal health coverage. That is to fulfill the
Nepal’s’ commitment enshrined by the constitution and obligation of
international commitment in ensuring access to safe, effective and
quality-assured essential medicines, including high price essential
medicines. Fair pricing has mainly two aspects that is sellers
(manufacturers, distributors, retailers) and buyers (patient,
government) perspectives (Defining the concept of fair pricing for
medicines | The BMJ). So, fairness is shaped through several factors
considering these perspectives such that it is within the floor price
(sellers cost consideration) and under the reach of the buyer (buyers
reach for benefits and health system considerations).

Medicines price is becoming one of the biggest challenges to Nepal’s
health systems and is the subject of countless debates in Nepali
parliaments and in both health and mainstream media. OOP
expenditure in health is very high in Nepal and that mainly includes
medicine costs so managing medicines cost is to managing healthcare
in general. For treatments for cancer, orphan disease, emerging and
reemerging diseases, Nepal is facing challenges in ensuring access
which are dear to many often out of thought of opting treatment due to
their exorbitant costs. Another end of the spectrum is the problem of
drug shortages or poor quality for some old and off- patent medicines
ranging from benzathine penicillin to methotrexate due to a razor-thin


https://www.bmj.com/content/368/bmj.l4726
https://www.bmj.com/content/368/bmj.l4726

margin and poor economy of scales. The international patent regime is
one of the main factor making many therapies and technologies out of
reach of the world population. The monopoly created through this
regime and ever greening tricks applied by clever innovators needed to
be worked out so that a poor and low middle income countries can
utilize such costlier therapies in an affordable level. For such products,
it is necessary to work out what a ‘fair’ price would be that ensures
quality products and ongoing supply.

“Fair” price of medicines is undoubtedly an issue to be resolved in
order to ensure access to quality medicines. It is one of the main
determinants of health care cost in any nation. Price in fact distorts
the smooth supplies if it is too low so that costs of the sellers and
reasonable benefits are not covered or too high from the reach of an
individual and health system. But ‘fair’ price is not only an issue
but a solution for an individual or the health system of the country
and the manufacturing company. ‘Fair’ price covers the cost of
input, conversion, R&D costs and reasonable profits to recoup
investment as well as funds to further researches and development.
It also considers the perspective of the individual’s capacity to pay
for the cost as well as by the health system such that it does not run
out of fund due to very high expenditure in medicines. So, balancing
the buyers and seller’s perspective and setting the fair price
continuum help solve the health system concerns thus reducing
percentage of OOP expenditure of any household in the country.
As Nepal government is implementing the obligations enshrined
through the constitution of Nepal mainly securing the health right
of the citizen, “fair’ price of medicines is more a solution than an
issue. Nepal should have a clearly defined process on ‘fair’ pricing
of any medicines and technology, one of many approaches could
be to develop a ‘Medicines fair pricing rule”.

It is a daunting issue for both the industry (the seller) and an
individual or the health system (buyer) of the country so that total



health care cost is kept within the reach of the allocated resources.
Higher OOP expenditure often lead to impoverishment and
sometime perpetual disability and death. Ensuring access as well as
incentivizing the industry through application of the principles of
fairness is a solution to poorly resourced health system of the
country. This approach can be a solution for the needy population
with the most advanced therapies they need. Development and
endorsement of well-defined medicines ‘fair ‘pricing rule can be a
guiding document for solving the questions of how fairer is the
price of any medicine in Nepal.

ot

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

Dexibuprofen(oral)
Risk of DRESS syndrome

Republic of Korea. The Ministry of Food and Drug Safety (MFDS) has
updated the drug label for oral dexibuprofen products to include the risk of
drug reaction with Eosinophilia and Systemic Symptoms (DRESS)
syndrome, a severe adverse drug reaction characterized by an extensive skin
rash in association with visceral organ involvement, lymphadenopathy,
eosinophilia, and atypical lymphocytosis.

Dexibuprofen is a non-steroidal anti-inflammatory drug (NSAID) commonly
used for the reduction of pain, inflammation and fever. The Korea Institute of
Drug safety and Risk Management (KIDS) conducted a review of the report,
which suggested a causal link between oral dexibuprofen products and
DRESS syndrome. The KIDS also gathered information from foreign
regulatory authorities and sought advice from medical experts regarding the
causal relationship between them.

Health-care professionals should be aware of the signs and symptoms of
DRESS syndrome to allow early diagnosis and prompt treatment. Patients are
advised to seek immediate medical attention if they experience these severe
cutaneous symptoms.

Source: WHO Pharmaceuticals Newsletter No.1, 2024

Peficitinib hydrobromide

Risk of venous thromboembolism

Japan. The MHLW and the PMDA have announced that the product
information for peficitinib hydrobromide will be updated to include the risk
of venous thromboembolism. Peficitinib hydrobromide is indicated for
rheumatoid arthritis in patients who have had an inadequate response to
conventional treatments (including the prevention of structural joint damage).
The MHLW and the PMDA assessed five cases involving venous
thromboembolism in Japan, and concluded that a causal relationship between
peficitinib hydrobromide and venous thromboembolism was reasonably
possible.



Source:WHO Pharmaceuticals Newsletter No.1, 2024

Crizanlizumab

Revocation of marketing authorization

Europe. The Committee for Medicinal Products for Human Use (CHMP) of
the European Medicines Agency (EMA) has recommended revoking the
marketing authorization for crizanlizumab (Adakveo®) because the benefits
of the medicine did not outweigh its risks. This recommendation has been
followed by a legally binding decision by the European Commission.
Crizanlizumab is indicated for the prevention of vaso occlusive crises
(painful crises when the microcirculation is obstructed by sickled red blood
cells) in patients aged 16 years and older with sickle cell disease.

The CHMP reviewed the results of the STAND study (Study of two doses of
crizanlizumab versus placebo in adolescent and adult sickle cell disease
patients), which showed that crizanlizumab did not reduce the number of
painful crises leading to a healthcare visit over the first year of treatment (on
average 2.5 painful crises in the crizanlizumab group compared with 2.3
crises in the placebo group). In terms of safety, the STAND study did not
raise new concerns but showed a higher rate of severe and serious treatment-
related adverse events for crizanlizumab compared with placebo. The CHMP
concluded that its benefits do not outweigh the risks.

Health-care professionals should not start any new patients on crizanlizumab.
This should be explained to patients currently on treatment with
crizanlizumab and alternative treatments discussed.

Source: WHO Pharmaceuticals Newsletter No.4, 2023

Pegaspargase

Risk of hypersensitivity reactions

Pakistan. The National Pharmacovigilance Centre (NPC), Drug Regulatory
Authority of Pakistan (DRAP) has announced that the product information
for pegaspargase should be updated to include the risk of hypersensitivity
reaction. Pegaspargase is indicated for the treatment of acute lymphoid
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leukaemia in paediatric and adult patients who have hypersensitivity to the
native forms of L asparaginase.

The NPC-DRAP reviewed six case reports of hypersensitivity reactions with
pegaspargase injection used in children with acute lymphoid leukaemia
occurring within one day of the administration. All cases were evaluated as
having a possible relationship between the medicine and events. The
Pharmacovigilance Risk Assessment Expert Committee decided to update the
product information to include the risk of hypersensitivity reaction together
with the advice on monitoring and treatment modification as per the grade of
hypersensitivity reaction.

Patients are advised to talk with their doctors if they have a history of
hypersensitivity to conventional asparaginase formulations. Health-care
professionals are advised of the needs for pre-medication 30-60 minutes
before administration of pegaspargase followed by post-monitoring for an
hour.

Discontinuation of the treatment is recommended for serious reactions and
modification of the treatment is advised based on the severity of the reaction.
Source: WHO Pharmaceuticals Newsletter No.4, 2023

Dabigatran etexilate methanesulfonate

Risk of oesophageal ulcer, oesophagitis

Japan. The MHLW and the PMDA have announced that the product
information for dabigatran etexilate methanesulfonate will be updated to
include the risk of oesophageal ulcer and oesophagitis.

Dabigatran etexilate methanesulfonate is indicated for reduction in the risk
of ischaemic stroke and systemic embolism in patients with non-valvular
atrial fibrillation.

The MHLW and the PMDA assessed 49 cases involving oesophageal ulcer
or oesophagitis in Japan, and concluded that a causal relationship between
dabigatran etexilate methanesulfonate and oesophageal ulcer or oesophagitis
was reasonably possible.

Source: WHO Pharmaceuticals Newsletter No.1, 2024



Levothyroxine

Risk of vertigo

Saudi Arabia. The SFDA has released a safety signal concerning
levothyroxine and risk of vertigo.

Oral levothyroxine is primarily iHIndicated for treating primary, secondary,
and tertiary hypothyroidism. Vertigo is an abnormal sensation of motion. It
can occur in the absence of motion or when a motion is sensed inaccurately.
In 2023, the SFDA has detected a signal of levothyroxine and vertigo and
reviewed all the evidence available on the association between them. The
SFDA initiated this investigation following a local case-report of vertigo in
SFDA vigilance database. The SFDA looked into VigiBase and found 12,678
ICSRs and extracted the top 30 global cases with completeness score of 1.0
in order to apply the causality assessment criteria on them. As a result, most
of the assessed cases provides positive linkage to levothyroxine (6 probable
cases, 21 possible cases and 3 unlikely cases). Disproportionality analysis
also provides positive relation between drug and adverse reaction. The
information component tool shows positive statistical relationship 1C=4.4.
The SFDA’s investigation concluded that the current available evidence from
assessment of the ICSRs and disproportionality analysis might support a
relationship between of levothyroxine and vertigo. This signal needs further
investigation to confirm the risk, and health-care professionals should be
aware of this potential adverse reaction.

Source: WHO Pharmaceuticals Newsletter No.1, 2024

Pralsetinib

Increased risk for tuberculosis

Europe. The EMA is reminding health-care professionals by issuing a Direct
Health-care Professional Communication (DHPC) that tuberculosis, mostly
extrapulmonary, has been reported in patients receiving pralsetinib
(Gavreto®), and patients should be evaluated for active and inactive
(“latent”)  tuberculosis before starting treatment as per local
recommendations, and in patients with active or latent tuberculosis. Standard
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antimycobacterial therapy should be initiated before treatment with
pralsetinib is started.

Pralsetinib in the European Union is indicated as monotherapy for the
treatment of adult patients with rearranged during transfection (RET) fusion
positive advanced non small cell lung cancer (NSCLC) not previously
treated with a RET inhibitor.

An investigation of global safety data for Gavreto identified 9 cases of
tuberculosis in pralsetinib treated patients, of which the majority (7/9)
occurred in tuberculosis-endemic regions. The events occurred in patients
with and without prior known history of tuberculosis. In most cases,
extrapulmonary tuberculosis such as lymph node tuberculosis, peritoneal
tuberculosis, or renal tuberculosis was reported.

Co-administration of pralsetinib with strong CYP3A4 inducers such as
rifabutin, rifampicin can decrease pralsetinib plasma concentrations, which
may decrease the efficacy of pralsetinib. Co administration of pralsetinib
with strong CYP3A4 inducers should be avoided. If co administration cannot
be avoided, it is important to increase the pralsetinib dose.

An update to the product information to include the risk of tuberculosis and
recommendations for testing and treatment is ongoing.

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

9



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

Bosutinib

Risk of interstitial lung disease

Europe. The Pharmacovigilance Risk Assessment Committee (PRAC) of the
European Medicines Agency (EMA) has recommended a change to the
product information for bosutinib to include the risk of interstitial lung
disease (ILD).

The PRAC has considered the available evidence from clinical studies, post
marketing cases, literature reports and the already known association of ILD
with other drugs within the tyrosine kinase inhibitors (TKIs) class (dasatinib,
imatinib, and nilotinib), and has agreed that a causal relationship between
bosutinib use and occurrence of ILD is plausible. The MAH should amend
the product’s information to include this risk.

Source: WHO Pharmaceuticals Newsletter No.3, 2023

Paracetamol

Risk of toxic epidermal necrosis

India. The CDSCO has approved the recommendation from the National
Coordination Centre — Pharmacovigilance Programme of India (NCC PvPI),
Indian Pharmacopoeia Commission (IPC) to revise the prescribing
information leaflet (PIL) for paracetamol to include fixed drug eruption as an
adverse drug reaction.

Paracetamol is indicated for the symptomatic treatment of pain and fever.
The NCC-PVPI, IPC reviewed 480 Individual Case Safety Reports (ICSRs)
of paracetamol associated fixed drug eruption and a causal relationship
between them was found.

Source: WHO Pharmaceuticals Newsletter No.3, 2023
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3.SAFETY OF MEDICINES

Nitrofurantoin
Risks of pulmonary and hepatic adverse drug reactions

United Kingdom. The MHRA has reminded healthcare professionals that
prescribing nitrofurantoin should be alert to the risks of pulmonary and
hepatic adverse drug reactions and advise patients to be vigilant for the signs
and symptoms in need of further investigation. Nitrofurantoin is a broad-
spectrum antibacterial agent, which has been available since the 1950s. It is
indicated in adults, children and infants over three months old for the
treatment and prophylaxis of acute or recurrent uncomplicated urinary tract
infections (UTIs) and acute or recurrent uncomplicated pyelitis. The potential
for acute pulmonary damage with nitrofurantoin is well documented in the
product information.

The MHRA has advised health-care professionals as follows:

* patients and caregivers to be vigilant for new or worsening respiratory
symptoms while taking nitrofurantoin and promptly investigate any
symptoms that may indicate a pulmonary adverse reaction.

» immediately discontinue nitrofurantoin on the occurrence of new or
worsening symptoms indicative of pulmonary damage.

* be vigilant for symptoms and signs of liver dysfunction in patients taking
nitrofurantoin for any duration, but particularly with long term use, and
monitor patients periodically for signs of hepatitis and for changes in
biochemical tests that would indicate hepatitis or liver injury.

* use caution when prescribing nitrofurantoin in patients with pulmonary
disease or hepatic dysfunction, which may mask the signs and symptoms of
adverse reactions.

Source: WHO Pharmaceuticals Newsletter No.3, 2023

Sitagliptin
Potential risk of fatigue

Saudi Arabia. The SFDA has released a safety signal concerning
11



sitagliptin and its potential risk of fatigue. Sitagliptin is dipeptidyl
peptidase-4 (DPP-4) inhibitor indicated for the treatment of patients
with T2D. Fatigue is a term that refers to a general feeling of exhaustion
or a lack of energy.

In 2023, the SFDA detected a signal of sitagliptin and fatigue and
reviewed all the evidence available on the association between them.
The SFDA initiated this investigation following a local case-report of
fatigue. The SFDA looked into VigiBase and found 629 ICSRs and
extracted international cases with completeness score of 1.0 (n=19
cases) in order to apply the causality assessment criteria on them. As a
result, seven cases of fatigue were either probably or possibly linked to
sitagliptin. Literature evidence found supportive in a published article.
Additionally, the risk is written in reference safety information of
medications from the same class.

The SFDA’s investigation concluded that the current available evidence
from assessment of the ICSRs, class effect and literature might support a
relationship between of sitagliptin and fatigue. This signal needs further
investigation to confirm the risk, and health-care professionals should be

aware of this potential adverse reaction.
Source: WHO Pharmaceuticals Newsletter No.3, 2023

Etoposide
Risk of electrolyte imbalance

Saudi Arabia. The SFDA has released a safety signal concerning
etoposide and risk of electrolyte imbalance.

Etoposide is a semisynthetic analogue of podophyllotoxin that is used as
antineoplastic agent in the therapy of several forms of solid tumors,
leukemia and lymphoma, usually in combination with other agents.

In 2023, the SFDA has detected a signal of etoposide and electrolyte
imbalance and reviewed all the evidence available on the association
between them. The SFDA initiated this investigation following two
local case-report of electrolyte imbalance in SFDA vigilance database.
The SFDA looked into VigiBase and found 88 ICSRs and extracted
cases with completeness score of 0.8 and above (ICSRs = 8) in order to
apply the causality assessment criteria on them. As a result, most of the

12



assessed cases provides positive linkage to etoposide (5 possible cases, 1
unlikely case, and 2 not assessable cases). More evidence found when
looked into data mining. The disproportionality analysis showed that
this drug/ADR combination is been reported more than expected when
compared to other medications in WHO database (IC= 2.4).

The SFDA’s investigation concluded that the current available evidence
from assessment of the ICSRs and data mining might support a
relationship between etoposide and electrolyte imbalance. This signal
needs further investigation to confirm the risk, and health-care
professionals should be aware of this potential adverse reaction

Source: WHO Pharmaceuticals Newsletter No.1, 2024

Oral anticoagulants
1.Reminder of dose adjustments in patients with renal impairment

United Kingdom. The MHRA has reminded health-care professionals of
the current advice to ensure that all patients with renal impairment
receive an appropriate dose of direct-acting oral anticoagulants
(DOACSs) medicines due to the increased risk of bleeding. DOACs
include apixaban, dabigatran, edoxaban, and rivaroxaban. Exposure to
DOAGC:S is increased in patients with renal impairment and it is therefore
important that patients receive an appropriate dose adjusted for renal
function. Renal function in adults should be assessed by calculating
creatinine clearance. Patients with renal impairment should be reviewed
regularly to ensure ongoing efficacy and safety, with dosing adjusted as
required. For pediatric use of these medicines, health-care professionals
should counsel parents and caregivers about the reconstitution and
dosing of dabigatran granules and rivaroxaban granules to reduce the
risk of medication errors.

2.0ngoing assessment of abnormal uterine bleeding

New Zealand. The Medsafe is reviewing the risk of abnormal uterine
bleeding (changes to normal menstrual periods) in individuals using oral
anticoagulant medicines. The Centre for Adverse Reactions Monitoring
(CARM) received four reports relating to abnormal uterine bleeding
with rivaroxaban during monitoring period. No reports were received
for apixaban, dabigatran or warfarin. Currently the data sheets for oral
anticoagulants list bleeding and/or urogenital. To increase awareness

13



about this adverse reaction, the Medsafe will issue an article about oral
anticoagulants and abnormal uterine bleeding. The benefit risk balance
for oral anticoagulants (apixaban, rivaroxaban, dabigatran, and warfarin)
remains positive.

Source: WHO Pharmaceuticals Newsletter No.4, 2023

Fluoroquinolone antibiotics

Reminder of risk of long lasting, disabling and potentially
irreversible adverse reactions
Europe. The PRAC of the EMA is reminding health-care professionals by

issuing a Direct Healthcare Professional Communication (DHPC) that the use
of fluoroquinolone antibiotics, given by mouth, injection or inhalation, is
restricted due to the risk of disabling, long-lasting and potentially irreversible
adverse reactions affecting several, sometimes multiple, systems, organ
classes and sense.

Fluoroquinolone medicines are a family of broad-spectrum antibiotics
including  ciprofloxacin,  flumequine, levofloxacin, lomefloxacin,
moxifloxacin, norfloxacin, ofloxacin, pefloxacin, prulifloxacin and
rufloxacin. They are used to treat certain types of serious infections when
other antibiotics are not suitable.

Restrictions on the use of fluoroquinolone antibiotics, introduced in 2019
following an EU-wide review of these very rare but serious adverse
reactions, mean that they should not be used to treat infections that might get
better without treatment or by other recommended antibacterial medicines, or
to prevent traveller’s diarrhoea or recurring lower urinary tract infections.
Importantly, fluoroguinolones should be avoided in patients who have
previously had serious adverse reactions with a fluoroguinolone or quinolone
antibiotic. They should be used with special caution in the elderly, patients
with kidney disease and in those who have had an organ transplantation.
Combined use with corticosteroid should be avoided.

A study, which evaluated data from the primary care setting in six European
countries between 2016 and 2021, suggests that the measures taken to restrict
the use of these medicines as a result of the EU-wide review had a modest
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impact. Although the use of fluoroquinolone antibiotics has reduced, these
medicines may still be prescribed outside of their recommended uses.

Source: WHO Pharmaceuticals Newsletter No.4, 2023
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afy weeR W ff R050/0¥/3y T W wy @ Yoww FokgEr  fer 30
me(NewMolecule) ﬁﬁmwmmgﬂ‘ﬁﬁﬁwﬂﬁ
79 fomreré Rrwfcr @€ ot wd wEtua @ e @i Bl R050/04,99 @
fomfr fofargar @ @ vl Rt g

S. ATC " S. ATC .
NO.| Code Generic Name NO. | Code Generic Name
1 LOICDO04 | Cabazitaxel 60 mg Inj 15 | L02BBOS | Apalutamide 60mg tablets
2 Miconazole Nitrate 2 % w/w and 16 2 Chlorthalidone 6.25mg &
- Fluocinolone Acetonide 0.01 % wiw Chlorthalidone 12.5 mg tabs
Mecobalamin 1000meg, Pyridoxi
‘3 | LOIEFO1 | Palbociclib 17 - HCL 100mg, Nicotinamide 100mg, D-
Panthenol 50mg Injection
4 | LOIEBO4 | Osimertinib 18 | RO3DXOS | & etizumabs 150mg in 1.2, Injection
5 D10AF01 Clindamycin 20mg (2% w/w) gel 19 INGAKIE Ozenoxacin cream 1 % w/w
AI0BD19 Empagliflozin 10mg/Linagliptin Smg,
6 Empagliflozin 25mg/Linagliptin Smg 20 | J02ACO4 | Posaconazole 100mg tablet
tablets tablets
Mecobalamin 1000mcg, Pyridoxine HCL
100mg, A06AX05 "
7 | Nicotinamide 100meg, Folic acid 0.7mg, 21 Prucalopride 1meg tablet
Injection
Sacubitril 24.3 mg & Valsartan 25.7 mg "
o s ¥ Rosuvastatin 10mg &
8 | Co9DX04 :a:b?:;ubml Valsartan sodium salt complex, | 22 | C10BA06 Ezetimibe 10mg tablets
9 | LOIELOI | Ibrutinib 140mg capsule 23 | CO2AC05 | \oxonidine 0.2mg/0.3mg tablets
10 | LOIXKO3 ; Formoterol fumarate and
10 Rucaparib tablets 200mg/250mg/300mg 2 ° Beclomethasone dipropionate 6/100 ug
11 | L0O2BB04 | Enzalutamide 40mg capsule 25 LOIEA02 | Dasatinib molecule
12 | C93DALS | pipcrenone 10mg/20mg tablets 26 | JOIXX01 | Fosfomycin 3 gm
RO6AX29 | ., .. . Levonorgestrol 20mcg/24hrs,
13 Bilastine 20mg tablets 27 52mg IUD
14 | LOIXX52 | Venetoclax
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TR

S.No | Product Name Analytical Profile No.
1 | Roflumilast Tablet Roflumi 078/079/AP 114
2 | Tramadol HCL Injection Trama 078/79/AP 104
3 | Estradiol Valerate Tablet Estra 079/080/AP 116
4 | Cholecalciferol (in gel base)Soft gel Capsules Chole C 079/080/AP 117
5 | Diclofenac Sodium Suppository Diclo 079/080 AP 118

P T Chloroheniramine Maleate &

6 | Phenylephrine HbL Syrup Para Chlor Phen 079/080/AP 119
7 | Rocuronium Bromide Injection Rocu 078/079/AP 115
8 | Ketorolac Tr hamine eye drops Keto 079/080/AP 103
9 | Dextromethorphan HBr & Chlorpt eniramine Maleate Syrup | Dex Chlor 079/080/AP 120

10 | Oxetacain & Sucralfate Suspension Oxe Sucral 079/080/AP 121

11 |M ine HCL & Donepezil HCL Tablets Meman Donep 079/080/AP 122
12 | Drotraverine HCL Injection Drotav 078/079/AP 113

13 | T ic Acid Capsules Tranex 079/080/AP 123

14| Dienogest Tablets Dieno 079/080/AP 128

15 | Glycopyrronium powder for inhalation Glycopy 079/080/AP 126

16 | Levosalt )| Inhalation Solution Levosal I 079/080/AP 125

Levosalbutamol & Beclomethsone Dipropionate

17 | powder for Inhalation Levosal Beclo 079/080/AP 107
18 | Metamizole Sodium Injection Metami 079/080/AP 129

19 | Oxyclozanide & Levami le Suspensi Oxyclo Levami_079/080/AP 127
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TR A T T AEEH T W Syl A ! A 3 agest wd
SRR W T R A e CE G A e R e w
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T TBRATTERAT fd 060703 /9%, T Geel/AwaiPpal FTHH T AW v e
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T WE TG Fe dniiges! A e i j050/04/90 # fufr awfw wd
Sy A o Yerdadigeare e dREe a6 T Ved A AEH TE A G Y et

gl

S.

NO. Generic Name S.NO. Generic Name NO. Generic Name
Nitroglycerine 10 mg 6-Mercaptopurine 50 mg, Verenicline (0.5/1mg),
1 _| Sublingual Tablet 16| Tablet 31 | Tablet
. . Chlorpromazine (25mg/ml), Hydrocortisone (5 mg/10
3 | Nitroglycerine 2. mg, Tablet 17_| Injestion 32 | mg), Tablet
Nitroglycerine (400mcg per spray, Prochlorperazine 12.5 mg, Fludrocortisone 100 mg,
3 | 60 or 200 metered sprays), Spray 18 | Injection 33 | Tablet
e Trifluoperazine Depot Cyclosporine 0.1%, Eye
4| Metopeolol (1 mgen),Enjection 19| (imgml) Injection 34 | dro
S 5 i Cyclosporine 0.05%, Eye
5 Diltiazem(Smg/ml), Injection 2 Bethanechol 25 mg, Tablet 35 | drops
s £ Cardioplegia Solution (For Dexamethasone 0.7 mg,
g | lsoprenaline Qmg/m), Injection | 5, | pjcton 36 | Inraiteal Implant
Etophylline (84.7mg) + Etomidate (2mg/ml), Foscarnet Sodium
7_| Theophylline (25.3mg), Injection Injection 37 | (24mg/ml), Injection
5 z o Desmopressin (10meg/0.1ml Difluprednate 0.05%,
g | Terbutaline{Img/ml), Injection perspray), Spray 38 | Ophihalmic Emulsion
gt 5 2 Itraconazole 1%, Eye
9 Eptifibatide (10mg/100ml), Injection 2% Dinoprostone 0.5 mg, Gel 39 | Ointment
g i S Ganciclovir 0.15%,
10 Streptomycin (1gm/vial), Injection 2% Lidocaine 15% w/w, spray 40| Ophihalmic gel
i Suxamethonium (S0mg/ml), Sodium Chloride 5%,
yy | Tiofiban (Smg/100m Injection | 56 | jietion 4 mic Ointment
: o Caffeine (20mg/ml), Polyhexamethylene
1o | Flomazenl (Img/10m) Injection | 37 | yjecion 42. | Biguanide 20%,Eye drops
) Caffeine Citrate (20mg/ml), Mitomycin C 0.02%,
3 -Naloxone (0.6 mg/ml), Injection 28 | Synupldrop 43 | Eye drops
Aprepitant (Fosaprepitant Polidocanol (0.5% and
14 | Dimeglumine 150mg/ml), Injection 29 | 1%2ml), Injection
Nicotine (7/14/21mg), Patch
Anidulafungin 100 mg Injection Nicotine (2/4mg), Chewing
15 30 |gm
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YRER® (ANTIMICROBIALS) 39! S&@™l @ 9@ (Red Line) T - eded

el gEArl

wRrifE dtfiEear afiw iR, S WA a9 SEEE AR E gere g s sk
(Antimicrobial Resnstance)?*ﬂ? W{"’T £l 3171’1'@71 AT ATERX ‘ilﬁaﬁ'cﬁ W (Antimicrobials)
T Primary & Secondary AFFET ST WAl g TRIGT ovamd ! ffed 5 | fre wareen drewer
FAR TEHT Global Action Plan T @ifg ATHIAT HUTeTAT 9 National Action Plan 41T T bl T Y
T ST R Tt 6 A e WAl eead 1 e dier gt afes I qar @
Aty JaAeE R WA T T A qRue TS I3 aqed Al Seedr afafawt Ly
at Seware Fvmrerd R w§ sgwmn fAfy Roco/08 /9@ mfa Fofargar st g1
T «@ WEAAEE (Antimicrobials) FET ATHUEEH! Primary T Secondary TANEY WHHET Wward
m@mmwﬁﬁﬁ%mamﬁwgﬁﬁmﬂﬁmeﬁmwt
Secondary AT STACHT AT S TG TR TUABRA (IEEH T4T AT ) THAT BT

ST AT GEAT YEwE MR F |

WA CAFTHT SAHT Tl G G THAT 28T AHIH EHT GHa AHE e |

antibiotic CaPsULt
BRAND NAME
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yfiRe SRR (Antimicrobial Resistance) T eIyl T, Jwam T qar e T e e
TR vidue freead F A A W T “TE e FURm (One Health Approach)
e TR- At g R @, g T e st weed T 39 T 1
FTIGISAT National Action Plan-AMR TR R ’Fﬂ?ﬁﬁ ivqm T 7\:@:7 'HI'&, 4 fra wwer e
(wHO) & & 309 W 03 TER@! Rl Rga TRRF (Not Recommended Antibiotics)
e, T EPEEE! T TENH a9 g | Yo S (Atimicrobial Resistance) TS
R T, T ARE IR W T W Ve qe R 9w afed A
TR W 44 A doaare g R g anga Rl R050/04/96 71 i
Fntar 4 e e weTe R e v digea) o, T, $ard T S
T T R PR ARG WA SRAee (S Al qd
fiaee) FauT TR T 41 G TORH TGH G

4 e e W6 (WHoTe §R R g e et e (9r-3) 78 e
o M@ g1 dees! T URL: https://www.who.int/publications/i/item/202] -gware-
classification e u & aRe EL

i
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acetylspiramycin/metronidazole

2 | amikacin/cefepime

3 | amoxicillin/bacillus coagulans/cloxacillin

4 | amoxicillin/bacillus coagulans/dicloxacillin

5 | amoxicillin/clavulanic acid/lactic ferments

6 | amoxicillin/clavulanic acid/lactobacillus acidophilus

7 | amoxicillin/clavulanic acid/ni lid

8 | amoxicillin/cloxacillin

9 | amoxicillin/cloxacillin/lactic acid

10 | amoxicillin/cloxacillin/lactobacillus acidophilus/serrapeptase
11 | amoxicillin/cloxacillin/lactobacillus lactis

12| amoxicillin/cloxacillin/serrapeptase

13 | amoxicillin/dicloxacillin

14 | amoxicillin/dicloxacillin/saccharomyces boulardii

15| amoxicillin/flucloxacillin

16 | amoxicillin/flucloxacillin/lactobacillus acidophilus

17 | amoxicillin/metronidazole

18 | amoxicillin/pivsulbactam

19 | amoxicillin/sulbactam

20 | ampicillin/bacillus coagulans/cloxacillin

21 | ampicillin/cloxacillin

22 | ampicillin/cloxacillin/lactobacillus acidophilus

23 | ampicillin/cloxacillin/saccharomyces boulardii

24 | ampicillin/dicloxacillin

25 | ampicillin/dicloxacillin/lactobacillus acidophilus
26 | ampicillin/flucloxacillin

27 | ampicillin/lidocaine/sulbactam

28 | ampicillin/oxacillin

29 | ampicillin/sultamicillin

30 | ascorbic acid/metamizole sodium/penicillin g /streptomycin
31 | azithromycin/cefixime

32 | azithromycin/cefixime/lactobacillus acidophilus

33 | azithromycin/cefpodoxime proxetil

34 | azithromycin/flucc le/secnidazole

35 | azithromycin/levofloxacin

36 | azithromycin/ofloxacin

37 | benzyl penicillin/streptomycin

bromelains/doxycycline/lactobacillus reuteri/lactobacillus

38 | rhamnosus/ornidazole

39 | bromhexine/sulfamethoxazole/trimethoprim oy
40 | cefaclor/clavulanic acid X e TR

/ﬂyﬂ




41 | cefadroxil/clavulanic acid

42 | cefadroxil/trimethoprim

43 | cefalexin/trimethoprim

44 | cefdinir/clavulanic acid

45 fepime/sulbactam

46 | cefepime/tazobactam

47 | cefixime/cefpodoxime proxetil

48 | cefixime/clavulanic acid

49 | cefixime/clavulanic acid/lactobacillus acidophilus
50 | cefixime/cl illin

51 | cefixime/cloxacillin/lactobacillus acidophilus

52 | cefixime/dicloxacillin

53 | cefixime/lactobacillus acidophilus/ofloxacin

54 | cefixime/levofloxacin

55 | cefixime/linezolid

56 | cefixime/moxifloxacin

57 | cefixime/ofloxacin

58 | cefixime/ornidazole

59 | cefoperazone/sulb m

60 | cefoperazone/tazobactam

61 | cefotaxime/sulbactam

62 | cefpodoxime proxetil/clavulanic acid

63| cefpodoxime proxetil/cloxacillin/lactobacillus acidophilus
64 | cefpodoxime proxetil/dicloxacillin

65 | cefpodoxime proxetil/dicloxacillin/lactobacillus acidophilus
66 | cefpodoxime proxetil/levofloxacin

67 | cefpodoxime proxetil/ofloxacin

68 | cefpodoxime proxetil/sulbactam

69 | ceftazidime/sulbactam

70 | ceftazidime/tazobactam

71 | ceftazidime/tobramycin

72 | ceftibuten/clavulanic acid

73 | ceftriaxone/sulbactam

74 | ceftriaxone/tazobactam

75 | ceftriaxone/vancomycin

76 | cefuroxime axetil/clavulanic acid

77 _| cefuroxime axetil/linezolid

‘78 | cefuroxime axetil/sulbactam

79 | cefuroxime/clavulanic acid

80 | cefuroxime/sulbactam

81 | chloramphenicol/tetracycline

82 | ciprofloxacin/metronidazole

83 | ciprofloxacin/ornidazole / ,\f‘/ <
84 | ciprofloxacin/tinidazole Vb mﬂ“‘"
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doxycycline/tinidazole

erythromycin/sulfamethoxazole/trimethoprim

erythromycin/trimethoprim

fosfomycin/trimethoprim

gatifloxacin/ornidazole

kanamycin/penicillin g

levofloxacin/metronidazole

levofloxacin/omidazole

meropenem/sodium/sulbactam

meropenem/sulbactam

metronidazole/norfloxacin

metronidazole/spiramycin

metronidazole/tetracycline

mezlocillin/sulbactam

ofloxacin/ornidazole

100

oleandomycin/tetracycline

101

piperacillin/sulbactam

102

rifampicin/trimethoprim

103

sulfadiazine/sulfamethoxazole/trimethoprim P

26



el HIRIY AT T MO e freor
Iy TR aiafey miinr arar
R f: Ro050/06 /05

I wEEE Sy YT o3y, @np ag 3R wlefa cmear Banee Fafa g
Yy TeEeEr Rl agme g e gl e vy e Frlerr g
FA FOREEAT (A qar gan) wralua saaurdiae g g Bafawr weEe g
A TETHR G GG GFT AAAANEEE A GPP/GSDP WFEARSHT e WA T
Prarman afY TeETEn A gaers [T )

FHECaE yETE g AT /G0 AT a7 [URARA FI W BT avarers
FUR TR PO FE TAT A SR FAT PR enaraeeers WEer T H TaraT
afreT wER (GET/d9E) WEEE W AR WU AeE wHIRE /saaade ey
(RrerR, BT, RaqR, 9w, gede, e, gEd, udl, BIeHE], SRhgL i)
T R AP A A WV g Segeh B (GgT/ o) WA T AT
RIS /e FHINE/cmREee war aHimwT gfhm Rawee aRd aw gu e
s et fAfeer aw (@) R fvr Bt snfeRies email info@dda.gov.np AT GAER
HEABT R AT e FABITe G 7

Fﬂ%m B amiu | Tud, [y | wwee wd | gaer =l wAon | o
I, e, Ao, g, BiL) TAr | AfEr TEAE A/ ./ =gaarndt
WEE FH T ) e A, R FEATTT A,

FE: AHTHH] AN TEEET TAET gt o BITTY Il AEEANS A
fast &7 1w ww wrrEEEvarE gEe vow ATEFEEAr dieHaT R < T 9 aRy
A YR AR 7|

27



AR
gl @S <<
Sty fraf (Recall) T @raft sreasa sl gaen
waifa faf: Ro5o0/06/39

7w PrTETE SR S e G TRe@t Yanad sivfeea e i ofga gt wdvrararz sfoam
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(Dosage Form) WU@T 3ilfUew, sitwfy ¥, R0IUF awr ¥ awifowm fafs faaor fmn oft aararz qe=a fef
(Recall) T T WY Racer a@ P ¥ wf wrafua 99w aar fea sfaffreesr aewrfa af @ g
it TREE g 1a I et RwiE, APE Rawr @ar wan wia e T ey g asEtun wierd

HRAT G |

i
R, | st e =, . Mfg/Exp. prm— P
Date FraEEaiE A= T
ST
1. NS,500m1 Mfg. Date: “Does not comply” as per | SeaEEST A
(Sodium Chloride injection LP.) Jun. 2023, Indian F i Lomus &
Each 100ml Contains: AO03WY245 | Exp. Date: 2022 with respect to | Formulation PvtLtd
Sodium Chloride I.P. 0.9gm, Water May. 2025 Particulate matter and | Chireshwarnath
for Injection I.P. q.s. E test Pe
2 RL 500ml A0SWYO088 | Mfg. Date: “Does not comply” as per | D Nepal
(Ringer Lactate Solution for Jun. 2023, Indian Pharmacopoeia
Injection LP.) Exp. Date: 2022 with respect to
Each 100ml Contains: May. 2025 Endotoxin test Performed
Lactic Acid I.P. 0.24ml equivalent
to Sodium Lactate I.P. 0.320gm,
Sodium Chloride I.P. 0.60gm,
Potassium Chloride I.P. 0.040gm,
Calcium Chloride I.P. 0.027gm,
‘Water for ion L.P. q.s.
3 PANOPAZ IV N162206 Mfg. Date: “Does not comply” as per m
(Pantoprazole Sodium LP.) 07/2022, AMV  Method Protocol [ Aglomed Ltd., 51,
Each vial contains: Exp. Date: With respect to Sterility | Raipur, Rookee-
Pantoprazole Sodium LP. 06/2024 Test Performed 247661, India.
Equivalent to Pantoprazole 40mg o
as sterile powder for reconstitution = Yy Wt
with 10ml of Sodium Chloride Rie drar
Injection LP. (Diluent).
WAML-0Y, T,
AT

3=

\c,,,\
Ltres
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iy faf (Recall) T qEerdl sca=a Sed @ T
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Tg REAEE SR SATAAEST A T RS Agae stafteest wger o uiga sty
TARTITEETE YRET e quite aHfHEST ScaREEeEe SR qURiTET ST A.H AgaR
Hufige g7 UEER WTHT WEYH I @9Ee (Dosage Form) WUFT dufie, aafy ¥,
R03WE T 9y FHIcH RAfF fawer Jar IR auEe geed Sl (Recall) I T @t frazor
o Fvmrr I T grEtud SERT qur e gRifREesT SeiEe i A gEer g
TRuFt g e S stufeest R, B R qar y@nT wia T T TRey ge erad

wIArg AT g |

ufde:
. | sitaferr - . . le)lf.g./Exp. T SR,/
i FrTaEait A T
S
1. PUNARNAVADI 05 Mfg. Date: | “Does not comply” as per | Gorkha Ayurved
MANDOOR Sep. 2021, Aayurvedic Pharmacopoeia Company.
(AYURVEDIC MEDICINE) Exp. Date: of India 2016 with respect to A MaEfaw,
Aug. 2024 | test performed.” JaTer
2, MAKARDHWAJ VATI SB00164 | Mfg Date: “Does not comply” as per | Dabur India Limited
(AYURVEDIC MEDICINE) Jan. 2022 | Aayurvedic Pharmacopoeia | 22 Site 1V, Sahibabad
Exp. Date: | of India 2016 with respect to UP 201 010, India
Dec. 2026 | test performed.” A
Luna Trading
Company Pvt. Ltd.
FBLAAG-0R,
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afcerr e aafer SIS SeamwwEeaTe goaika aafaerst =are A A@iuses TgE e
WO GTEUEISr S WATEE (Dosage Form) WQET stufew, iy ¥, R0 2uET THT ¢ =EIEE
ﬁﬁrﬁwﬂmwﬂm‘zmw(Recn::bﬁtmmwmhﬁw
mwﬁmwﬁﬁwwwawvmmquﬁwﬁm
feraice, s faawor aar wa@eT gia T T gy g9 avateaa wdterd Sgay o0

afdreT:
[ Fa=. | staraay swe T AL | MEEXP. [ e ———l
e sTaTaEaTEr W T
- ST
7 LOMOCITRON TS 0522 | Mig. Dais: | “Does mnot comply as| Lomus
(ALKALI MIXTURE) Dee. 2022, | per Phar v
Each Sml contains: Exp. Date: | Product Specification
Disodium Hydrogen Citrate B.P. Nov.2024 | With Ke::::x Cothuisiar. Kathumitnie
1.3g In a Flavoured syrup base Description/Physical
Condition of Sample in
the Botle
2. FEXOLED SUSPENSION L1871 MiE Dater | “Does not comply” as | Leben Laboratori

« Hydr 12/2021 per Company Product | Pvt. Ltd.. Mumbai.
Oral Suspension 30mg/Smi) Exp. Date: Specification With | India
Each 5ml contains: Fexofenadine 11/2023 Respect to  Assay Test Bl
Hydrochloride USP-30mg and pH Medihub

Pharmaceuticals Pvi.

HLtd. (Pharmacy Unit)
Kathmandu-31.
K Nepat
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1. ENCLAVE BID DEB-168 Jan., 2022/ Does not comply as per Curex
A and Dec., 2023 standard USP 2023 with Pharmaceuticals
Oral respect to Assay Test. Pvi.Lid.Bancpa-
usPe) 10,Kavre , Nepal
(Each Sml of reconstituted

suspension contains:
Amoxicillin Trihydrate w
Equivalent to Amoxicillin
200mg

Clavulanate  Potassium USP
Equivalent to Clavulanic Acid
28.5mg)
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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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