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EDITORIAL

19" International Conference of Drug Regulatory Authorities
(ICDRA): Smart Regulation; Delivering Quality assured Medical
Products for All

The 19" International Conference of Drug Regulatory Authorities
(ICDRA), hosted by India in collaboration with the World Health
Organization (WHO), marked a crucial event attracting a large number
of delegates from around the globe. This biennial event has become a
global platform for the exchange of ideas and collaboration among the
world's leading regulatory experts. With the central theme of "Smart
Regulation: Delivering Quality Assured Medical Products for All" the
conference brought together drug regulatory authorities, policy
makers, and experts from around the world to address critical
challenges and emerging opportunities in medicine regulation.

The conference underscored the importance of harmonization,
collaboration and reliance among regulatory bodies, particularly as the
world continues to grapple with the complexities introduced by the
COVID-19 pandemic, which accelerated the demand for swift yet safe
regulatory responses. The urgency that the pandemic situation created,
necessitated the need for rapid approvals, supply chain resilience, and
robust pharmacovigilance systems, all of which ICDRA participants
explored with an eye toward sustainable practices that balance speed
with safety and efficacy.

Participants engaged in thought-provoking discussions, debate and
shared potential solutions to these complex yet variegated challenges,
highlighting the conference's role as a catalyst for progress. Beyond
the scientific program, the ICDRA served as an invaluable networking
opportunity for regulatory authorities from different countries. The
event provided a space for building relationships, exchanging
experiences, and fostering mutual respect. These connections are
essential for facilitating future collaboration and enhancing the global
regulatory landscape. The pre-ICDRA event also held in the same
venue with participation of regulators, industries, civil societies,
private experts and more to bring about discussions on the real
challenges and opportunities in the medical products sectors and it
regulation at the national and international level.



The 19th ICDRA's outcomes are expected to influence global
regulatory policies, with a goal of making medicines safer, more
effective, and accessible. The conference created a conducive forum of
international level and provided a foundation for future regulatory
harmonization efforts, shaping a more inclusive and robust framework
for global health security.

In conclusion, the 19th ICDRA was a resounding success, bringing
together the brightest minds in drug regulation to advance patient
safety and public health. The action points identified as the outcome of
the conference will help drive the regulatory science further ensuring
global aspiration that medicines are safe, effective, and accessible to
the patients worldwide.

Gt -

Narayan Prasad Dhakal
(Director General)
Chief Editor






2
Scope of the Bulletin

- Pharmaceuticals Stability, quality control formulation,
biopharmaceutics

- Policy, legislation, and regulatory control

- Auvailability and supply

- Administration and dosage

- Choice of therapy, indication, contraindications
- Drug interaction

- Pharmacovigilance, Adverse drug reactions

- Essential drugs
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2. REGULATORY NEWS

Finasteride

Risk of mood alterations

Canada. Health Canada has alerted health-care professionals that the
Warnings, Precautions and Patient Medication Information sections of the
Canadian product monographs for finasteride (Propecia® and Proscar®)
have been updated with the risk of mood alterations including depressed
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mood, depression, self-harm injury and suicidal ideation.

Finasteride is indicated the treatment and control of prostate gland
enlargement (benign prostatic hyperplasia), and for the treatment of male
pattern hair loss (androgenetic alopecia).

There have been post-marketing reports of serious psychiatric symptoms in
patients treated with finasteride that sometimes continued after treatment
discontinuation. Mood alterations including depressed mood, depression,
self-harm injury, suicidal ideation, as well as worsening of pre-existing
depression have been reported in patients treated with finasteride.

It is recommended that all patients be screened for suicidal ideation, self-
harm, and depression and/or associated risk factors before treatment
initiation. Clinical monitoring of all patients for signs and symptoms of
psychiatric disorders should continue throughout treatment and afterward.
Source: WHO Pharmaceuticals Newsletter No.3, 2024

Pseudoephedrine
Risks of posterior reversible encephalopathy syndrome (PRES) and
reversible cerebral vasoconstriction syndrome (RCVS)

Europe. The PRAC of the EMA has recommended new measures for
medicines containing pseudoephedrine to minimise the risks of posterior
reversible encephalopathy syndrome (PRES) and reversible cerebral
vasoconstriction syndrome (RCVS). PRES and RCVS are rare conditions
that can involve reduced blood supply to the brain, potentially causing
serious, life-threatening complications. With prompt diagnosis and
treatment, symptoms of PRES and RCVS usually resolve. The
recommendation has been also endorsed by the Committee for Medicinal
Products or Human Use (CHMP) of the EMA.

Pseudoephedrine is a stimulant that is often used as a decongestant in people
who have a cold or allergies. Several pseudoephedrine containing products
are available as over-the counter (OTC) medicines.

The PRAC reviewed evidence including post marketing safety data, which
showed that pseudoephedrine is associated with risks of PRES and RCVS.
The product information will be updated to include the risks and the new
measures to be taken. Pseudoephedrine should not be used in patients with
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high blood pressure that is severe or uncontrolled, or with severe acute or
chronic kidney disease or failure. Also, health-care professionals should
advise patients to stop using these medicines immediately and seek treatment
if they develop symptoms of PRES and RCVS such as severe headache with
a sudden onset, feeling sick, vomiting, confusion, seizures and visual
disturbances

Source: WHO Pharmaceuticals Newsletter No.2, 2024

Promethazine hydrochloride injection

Risk of severe chemical irritation and damage to tissues

United States. US FDA is alerting health care professionals of labelling
updates intended to further reduce the risk of severe chemical irritation and
damage to tissues from intravenous administration of promethazine
hydrochloride injection. Promethazine hydrochloride injection is indicated to
help manage certain allergic reactions, motion sickness, postoperative nausea
and vomiting, and as a sedative or adjunct to analgesics.

FDA recommends healthcare professionals administer promethazine
hydrochloride injection by deep intramuscular administration instead of
intravenous administration. If promethazine hydrochloride injection must be
administered intravenously, health care professionals should review and
follow the updated information in the labelling to dilute promethazine
hydrochloride injection and administer by intravenous infusion to reduce the
risk of severe tissue injury.

FDA has required that manufacturers update their prescribing information
for promethazine hydrochloride injection to include new safety information
and update the carton labelling and container labels with the corresponding
information.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

Valproate

Potential increased risk of neurodevelopmental disorders in children
1.Europe. The PRAC of EMA is recommending precautionary measures
for the treatment of male patients with valproate medicines. These measures
are to address a potential increased risk of neurodevelopmental disorders in
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children born to men treated with valproate during the 3 months before
conception. Neurodevelopmental disorders are problems with development
that begin in early childhood, such as autism spectrum disorders,
intellectual disability, communication disorders, attention
deficit/hyperactivity disorders and movement disorders.

Valproate medicines are used to treat epilepsy, bipolar disorders and, in
some EU countries, migraine.

The PRAC recommends that valproate treatment in male patients is started
and supervised by a specialist in the management of epilepsy, bipolar
disorder or migraine. Doctors should inform male patients who are taking
valproate about the possible risk and discuss the need to consider effective
contraception, for both the patient and their female partner. Valproate
treatment of male patients should be reviewed regularly to consider whether
it remains the most suitable treatment, particularly when the patient is
planning to conceive a child. In reaching its conclusion, the PRAC reviewed
data from a retrospective observational study carried out by companies that
market valproate and data from other sources, including non-clinical
(laboratory) studies and scientific literature, and consulted patients and
clinical experts.

The retrospective observational study used data from multiple registry
databases in Denmark, Norway and Sweden and focused on birth outcomes
in children born to men who were taking valproate or taking lamotrigine or
levetiracetam (other medicines to treat conditions similar to those treated
with valproate) around the time of conception. The results of the study
suggest there may be an increased risk of neurodevelopmental disorders in
children born to men taking valproate in the 3 months before conception.
The data showed that around 5 out of 100 children had a
neurodevelopmental disorder when born to fathers treated with valproate
compared with around 3 out of 100 when born to fathers treated with
lamotrigine or levetiracetam. The study did not investigate the risk in
children born to men who stopped using valproate more than 3 months
before conception.

The possible risk in children born to men treated with valproate in the 3
months before conception is lower than the previously confirmed risk in
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children born to women treated with valproate during pregnancy. It is
estimated that up to 30 to 40 out of 100 preschool children whose mothers
took valproate during pregnancy may have problems with early childhood
development, such as being slow to walk and talk, being intellectually less
able than other children, and having difficulty with language and memory.
The potential risk of neurodevelopmental disorders and the precautionary
measures will be reflected in updates to the product information and
educational material for valproate medicines.
Source: WHO Pharmaceuticals Newsletter No.3, 2024

Fluorogquinolone antibiotics

Further restrictions for use due to risk of disabling and potentially long-
lasting or irreversible side effects

United Kingdom. The Medicines and Healthcare Products Regulatory
Agency (MHRA) has updated indications for systemic (by mouth, injection,
or inhalation) fluoroquinolone antibiotics. It has been suggested that they
must only be used in situations when other antibiotics, that are commonly
recommended for the infection, are inappropriate, as they can cause long-
lasting (up to months or years), disabling and potentially irreversible side
effects, sometimes affecting multiple body systems and senses.
Fluoroquinolone antibiotics are a group of medicines that Kill bacteria and
have an important role in treating certain life-threatening infections. They
include ciprofloxacin, delafloxacin, levofloxacin, moxifloxacin, and
ofloxacin.

Restrictions to the use of fluoroquinolones were introduced in 2019 to
minimize the risk of these reactions. In 2023 the MHRA reviewed the
effectiveness of these measures in the UK and has taken additional action to
further minimise the risk.

Situations in which other antibiotics are considered to be inappropriate and a
fluoroquinolone may be indicated include:

* there is resistance to other first-line antibiotics recommended for the
infection

» other first-line antibiotics are contraindicated in an individual patient

« other first-line antibiotics have caused side effects in the patient requiring
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treatment to be stopped
« treatment with other first-line antibiotics has failed
Source: WHO Pharmaceuticals Newsletter No.3, 2024

Acetazolamide

Risks of choroidal effusion and choroidal detachment

Europe. The Pharmacovigilance Risk Assessment Committee (PRAC) of the
European Medicines Agency (EMA) has recommended updating the product
information for acetazolamide to include the risks of choroidal effusion and
choroidal detachment (decrease in vision or pain in the eyes due to
accumulation of fluid in the vascular layer of the eye behind the retina).
Acetazolamide is an inhibitor of carbonic anhydrase and is indicated for the
treatment of glaucoma.

Cases of choroidal effusion/detachment have been reported after the use of
acetazolamide. Symptoms include acute onset of decreased visual acuity or
ocular pain and can occur within hours after initiation of acetazolamide
treatment. If choroidal effusion/detachment is suspected, acetazolamide
should be discontinued as rapidly as possible

Source: WHO Pharmaceuticals Newsletter No.1, 2024

Azacitidine
Risk of cutaneous vasculitis
Europe. The PRAC of the EMA has recommended updating the product
information for azacitidine injectable formulations to include the risk of
cutaneous vasculitis (inflammation of blood vessels in the skin which may
result in rash).
Azacitidine is a type of cancer chemotherapy drug and is indicated for the
treatment of myelodysplastic syndromes and chronic myelomonocytic
leukaemia. Oral dosage form and injectable formulations are available, of
those injectable formulations are subject to this safety update.

Having considered evidence in EudraVigilance and literature, the PRAC has
agreed that a causal relationship between azacitidine injectable formulations
and cutaneous vasculitis is at least a reasonable possibility.

Source: WHO Pharmaceuticals Newsletter No.2, 2024
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Pembrolizumab and atezolizumab
Potential risk of aplastic anaemia
Canada. Health Canada has announced that the product information for
pembrolizumab (Keytruda®) and atezolizumab (Tecentrig®) is to be updated
to include the potential risk of aplastic anaemia, as well as for the other
products in the immune checkpoint inhibitors (ICIs) drug class that are not
currently labelled for this risk (Bavencio®, Imfinzi®, Jemperli® and
Libtayo®), to include the risk of aplastic anaemia.

Pembrolizumab (Keytruda®) and atezolizumab (Tecentrig®) are anti-cancer
agents belonging to a class of drugs called ICls. They are authorized for sale
to treat different types of cancers.

Triggered by safety information received from the manufacturers and
published cases in the scientific literature, Health Canada reviewed
information from the Canada Vigilance database and published literature.
Health Canada reviewed 12 cases (1 Canadian and 11 international) of
aplastic anaemia in patients receiving Keytruda. Of those 12 cases, 1 was
found to be probably linked to the use of Keytruda, 9 (1 Canadian) were
found to be possibly linked, 1 was unlikely to be linked and 1 could not be
assessed. Health Canada reviewed 2 international cases of aplastic anaemia in
patients receiving Tecentrig. Both cases were found to be possibly linked to
the use of Tecentrig. Health Canada also reviewed 9 articles published in the
scientific literature reporting cases of aplastic anaemia with the use of
Keytruda or Tecentrig. The evidence reviewed further supports the link
between the risk of aplastic anaemia and the use of Keytruda or Tecentriq.
Source: WHO Pharmaceuticals Newsletter No.1, 2024

Pegfilgrastim, filgrastim, lenograstim

Potential risks of myelodysplastic syndrome and acute myeloid leukemia
Japan. The Ministry of Health, Labour and Welfare (MHLW) and the
Pharmaceuticals and Medical Devices Agency (PMDA) have announced that
the product information for pegfilgrastim, filgrastim, and lenograstim will be
updated to include the potential risks of myelodysplastic syndrome and acute
myeloid leukemia.
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Pegfilgrastim, filgrastim, and lenograstim are recombinant granulocyte
colony-stimulating factors, a glycoprotein that stimulates the bone marrow to
produce granulocytes and stem cells and release them into the bloodstream,
and are indicated for the prevention of chemotherapy-induced febrile
neutropenia.

An observational study performed in the US has reported an increased risk of
myelodysplastic syndrome or acute myeloid leukemia in patients with breast
or lung cancer who were treated with pegfilgrastim or filgrastim in
conjunction with chemotherapy. Although the causal relationship of these
medicines to myelodysplastic syndrome or acute myeloid leukemia is not
clear, patients should be carefully monitored after administration of the
medicines.

Source: WHO Pharmaceuticals Newsletter No.2, 2024

3.SAFETY OF MEDICINES

Nirmatrelvir/ritonavir

Risk of serious and potentially fatal adverse reactions

Europe. The PRAC of EMA has reminded health-care professionals of the
risk of serious and potentially fatal adverse reactions with
nirmatrelvir/ritonavir (Paxlovid®) when used in combination with certain
immunosuppressants that have a narrow safe dosage range (where small
changes in the dose can lead to serious adverse reactions), due to drug-drug
interactions reducing the body’s ability to eliminate these medicines.
Nirmatrelvir/ritonavir is a medicine used for treating COVID-19 in adults
who do not require supplemental oxygen and who are at increased risk of the
disease becoming severe. The immunosuppressants concerned are called
calcineurin inhibitors (tacrolimus, ciclosporin) and mTOR inhibitors
(everolimus, sirolimus), which reduce the activity of the immune system.
They are used for treating certain autoimmune disorders or for preventing the
body from rejecting transplanted organs.

Nirmatrelvir/ritonavir should only be given with tacrolimus, ciclosporin,
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everolimus or sirolimus if close and regular monitoring of their blood levels
is possible, to reduce the risk of drug-drug interactions causing serious
reactions. Health-care professionals need to consult with a multidisciplinary
group of specialists to manage the complexity of taking these medicines
together.

The PRAC reviewed all available evidence, including reports of serious
adverse reactions, some of which were fatal, resulting from drug-drug
interactions between nirmatrelvir/ritonavir and these immunosuppressants. In
several cases, blood levels of these immunosuppressants increased rapidly to
toxic levels resulting in life-threatening conditions. Therefore, the PRAC
agreed on a direct health-care professional communication (DHPC) to remind
health-care professionals of the risk of these interactions, which is known and
already described in the product information for this medicine.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

Vitamin B12 (hydroxocobalamin, cyanocobalamin)

Risk of cobalt sensitivity reactions

United Kingdom. The MHRA is reminding healthcare professionals the risk
of cobalt sensitivity reactions in patients being treated for vitamin B12
deficiency. Cobalt sensitivity reactions typically present with cutaneous
symptoms of chronic or subacute allergic contact dermatitis.

Hydroxocobalamin and cyanocobalamin are oral and injectable forms of
vitamin B12 that are used to treat vitamin B12 deficiency. Endogenous
vitamin B12 and these medicines contain a cobalt component.

There is evidence within the literature of cobalt sensitivity reactions
occurring following administration of vitamin B12. Additionally, the MHRA
received three Yellow Card reports, which report vitamin B12 as a suspect
drug and possible allergic reactions to cobalt. Following the MHRA’s
review, it was considered appropriate to improve awareness that
hydroxocobalamin and cyanocobalamin medicines contain cobalt.

Source: WHO Pharmaceuticals Newsletter No.3, 2024
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Omega-3-acid ethyl esters

Risk of atrial fibrillation

Europe. The EMA is reminding health-care professionals by issuing a Direct
Health-care Professional Communication (DHPC) that a dose-dependent
increased risk of atrial fibrillation (AF) in patients with established
cardiovascular diseases or cardiovascular risk factors who were treated with
omega-3-acid ethyl ester medicines compared to those treated with placebo.
The observed risk was found to be highest with a dose of 4 g/day.

Medicinal products containing omega-3 ethyl esters are indicated for the
reduction of triglyceride levels (hypertriglyceridemia) when the response to
diet and other non-pharmacological measures has proved inadequate.

The PRAC assessed data from several systematic reviews and meta-analyses
of large randomised controlled trials (RCTSs) that overall enrolled more than
80,000 patients mostly with cardiovascular diseases or cardiovascular risk
factors and investigated omega-3 fatty acid treatment on cardiovascular
outcomes compared with placebo.

Health-care professionals should advise patients to seek medical attention in
case of symptoms of atrial fibrillation such as lightheadedness, asthenia,
palpitations or shortness of breath. If atrial fibrillation develops, treatment
should be permanently discontinued.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

Paracetamol

Risk of hepatotoxicity

Ireland. The HPRA has reminded health-care professionals that
hepatotoxicity in association with paracetamol may occur even at doses
within the normal therapeutic range in patients who are at increased risk. It is
important to maintain awareness of any emerging or changing risk factors
during treatment with paracetamol.

Paracetamol is recommended for the short-term treatment of the mild to
moderate pain such as headache, toothache, musculoskeletal disorders and
menstrual pain and for fever associated with cold and flu.

Patients at an increased risk of hepatotoxicity include those who are
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underweight, of low body mass index, malnourished, dehydrated, chronic
alcoholism or with co-existing renal or hepatic impairment. Those with
conditions that may predispose to glutathione deficiency or depletion and
those concomitantly taking hepatotoxic drugs are also considered at risk.

Health-care professionals should take into consideration any emerging or
changing risk factors (e.g. malnourishment, weight loss, dehydration) and
maintain awareness over the course of treatment to any dose adjustment that
may be warranted when prescribing or administering paracetamol.

For some patients considered to be at higher risk of hepatotoxicity, a lower
starting dose, a reduction in dose and/or a reduced frequency of dosing may
be appropriate.

Source: WHO Pharmaceuticals Newsletter No.3, 2024

Chimeric Antigen Receptor (CAR) T cell Immunotherapies

Risk of T-cell malignancy

1.United States. US FDA is investigating serious risk of T-cell malignancy
following BCMA-directed or CD19-directed autologous Chimeric Antigen
Receptor (CAR) T cell immunotherapies.

CAR T cell immunotherapies are human gene therapy products in which the
T cell specificity is genetically modified to enable recognition of a desired
target antigen for therapeutic purposes.

US FDA has received reports of T-cell malignancies, including chimeric
antigen receptor CAR-positive lymphoma, in patients who received treatment
with BCMA- or CD19-directed autologous CAR T cell immunotherapies.
Reports were received from clinical trials and/or post marketing adverse
event (AE) data sources. US FDA has determined that the risk of T-cell
malignancies is applicable to all currently approved BCMA-directed and
CD19-directed genetically modified autologous CART cell immunotherapies.

Although the overall benefits of these products continue to outweigh their
potential risks for their approved uses, US FDA is investigating the identified
risk of T cell malignancy with serious outcomes, including hospitalization
and death, and is evaluating the need for regulatory action.
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Patients and clinical trial participants receiving treatment with these products
should be monitored life-long for new malignancies. In the event that a new
malignancy occurs following treatment with these products, contact the
manufacturer to report the event and obtain instructions on collection of
patient samples for testing for the presence of the Chimeric Antigen Receptor
(CAR) transgene.

Source: WHO Pharmaceuticals Newsletter No.3, 2024
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VOoB1-358 St

B sy STaEE®HT wHO GMP Audit TFEEHY scaea el gEET
waT @A - Rosq/0¥w /R

aw famTeEr W wna. o q/6R W wfiEw wiffe wrdww srgare @At siafa et gE qereax
uftrsret enfir R =iufr SERTET WHO GMP Audit T IeaEEEEHT GATEEHT ST AT WIHTT
@ w3 = @ Rosq/0¥/0v @ Fvfargar wEvs e Ea wewmer aufdrer =i
HOEvEAT Uit geg® derfwal wrd gw e FEew Reawest AAaasseds @ sneEr Fage
srarafaes i gHEr Runtane aifsusT sesnase w@ita 91 g9 yeeE v @mEae e &
o B Paea Rags @ g=ar geroa afest g |

aafRrer:

.. FArTERT f&aer

Qs SErTET AT BTeEEH Ui YS9 BenTE S 39T giEea @ T ar gt
FeqrEaEE fEmTET gat @er aar At Bawr €2 sgw aar g9n giewa o gunree
Feqifaer TadY Taf WHT AT IUEHHT ST (Wige) aiEds wewr g9t |

R STt zal AaaEEel Ro03IE TGS ¥ H QT ¥ " R AT ATHTEAS, ET &, T 9
FUERAT FART B T AT < Faredr aRgE T gaurear want g1 wf wwe |
3. ﬁmmmmﬁwmﬁmﬁmaﬁﬂtmwﬁa?mm

I FEET |
X Transdermal Drug Delivery System, Liposomal Delivery ( wﬁﬁ)
8lood and Blood pr < B B M r Sp—— i sEnT |
/\\és-l
,r\‘
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“IAAT_ NS SO SE Ay iear gty sed g=er

sitefr Tt FawEch Ro3c @ Faw 99 W e Jearas wAERT @i At
Seares Wi, ROYY R WG iy Searar At uftees e g @ drfr
T WRE T GRAR T AU @R, A 7T '@ (ffd R0 /0%/03)
Frofrger i SeaeT Fow s wfar, 06R wEd & FrEtEET WeH d=Er
g1

TTEET A IR FHU IATE AT, 00 W AGARS T ITEIRATT ArAHEeD
TCAET A AT AT TIE SATEAT TN AGAA D Ata(oept FIeT e Jvard
GRAT TAR YT | WRGd WElRTT SUdes A/ gIa QAT A AN WS HuwmT
e g (9%) R B fe gtamn fommer snfieies sRe ST info@dda.gov.np
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FHEET 99T I B

R dfRarer THT wiearr ggo v = dar
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""Guideline for the safe Disposal Of unwanted Pharmaceuticals” grarta

S AT

T It A ST 3 fABERaRer wanT wuet sufy qur st arefier
YART G a7 FATE TIHYEHT/TUEGT. AHTHT &N STAE86Hh! Irad saaedra— T+
TAT g | TENTET AASA/ /Mg ANY 9T SN S arEiieedl Suath
ToRAIE SAFEAAT T A e Ieaw g Siauers =g a9 vnmEe
“Guideline for the safe Disposal Of unwanted Pharmaceuticals™ grafttg ittt
FEART AR MUHT | UEdd HRAEAST AR IUAT /™ STAT AT F= T
YHIE WUHT fafaer o=g (9w) = W= e o fvmresr anfPeie sier
TIMET info@dda.gov.np T GSEEE USISE g7 MM R059/08/I &I v
Frofaaar geafaa AUAHRATE ToOdT SIS AT a7 o Tehiera TRyt
FI

FHEEET UL I BA

. 9. FHrAtafEeT ga1 TFaR HrAETEAr ga- v ar gar

YA "Guideline for the safe Disposal Of unwanted Pharmaceutlcals" qrattg st
qET Y TS A G IRGHT G

":\O
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¥

7iE

A '//

waa @A 0597048 /3%

7 RWTTETE 39K SIAET HHHT e RHT suees! T o g dfy sarmmreamae
IRET et IEAHT SARFEEAIE I AURITHT =019 .1 ANfge =47 et HYHT TETHer
shefY ¥, 03X 7w Y FAw RAPF R Jwr R 96 A A # divee aeREe
e frat (Recall) T X At Ry @ R Yo wf wwaf~ya g€ qar e sfaffaeesr
TEFEET TR A GEA T TRGE G Y I <4 |, Ieerd WuST AMiEedt wi,
fafr faaer @@ wlm Wi T T RSy §F SRt qaend Sy gl

aafae:
RA St A =a., 4. | Mfg/Exp. Date pr— ——p——
A T S
1. | MONTRIZ SYRUP Mfg. Date: Does not comply as per m
Each Sml contain: MZS0124 | Jan. 2024 IP 2022 with respect 10 | | omus Pharmaceuticals
Montelukast Sodium IP eq. to Exp. Date: Description/Physical Pvt Ltd.,
Montelucast-4mg & Dec. 2025 dition of Sampl Goth Kath d
Levocetrizine Dihydrochloride Nepal.
IP-2.5mg
2 VOMIZ SYRUP 361030 Mfg. Date: Does not comply as per m
Each 5ml contain: Feb. 2024 IP 2022 with respect 0 | § R Drug Laboratories
Ondansetron Hydrochloride IP Exp. Date: Description/Physical Pvt. Ltd
eg. to Ondansetron-2mg Jan. 2026 dition of pl Satugal, Kath du
Nepal.
}‘V A

L

e

\P p
006\
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Frel
bt g el ga

waia @R R089/0%/39

79 RVIAE a9R SRS HEA She ReET At T o o s sdnmmerEre
ofter TRt XEEE TARFAT IR auEd! S AE A TgT O WO TRgEe
Sl Yw, 03X 7w Gy TR AP Raw do R S =T 1 sy aerEe o
Reat (Recall) 7 T | R 7@ Fowmm T 7 wwataa SO @ foer sfaffteesr
FEFHF O A FEA VS TR G Ieb A 7. Ieord WIHT AtEes e,
s R @ wanT wia T X TOSY §F eErud 9aeE Jgad g

aqiE:
R Sty . 4, | Mfg/Exp. FROT TARE/ AAAFADT AR T
aae kg
[ B EVACIP,SML Mfg. Date: | Does not comply as m

Eye/ear Drops ECE221 [ Feb.2024 | per USP 2023 with | Everest Parenterals Pvt Ltd,,
Each mi 2ol Exp. Date: | respect to Sterility | Chhatapipara, Bara, Nepal
Ciprofloxacin Hydrochloride Jm.206 | test.
USP Equivalent to Ciprofloxacin
0.3%wiv
Hypromellose BP 0.25%w/v

(as Preservative) BP-0.02%v/v

Water for injection BP q.s.

ey
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)a», *vmal “é\é
atufer fiaf (Rmmw e wedt g
y#ia A R059/06/0%

Ty P SR SR A Ghe s Atsr T ot afgr aefyr e
it et eEE JORFAC JeAd qURAH! SAT AF A A A TGH TEGHIA
St ¥, R0IXF TH 1y At R Rraor Jar R g sa A w1 A aerEe e
et (Recall) T T At fawr 7w fommn ¥ v wrafua gam @ fewr wRffEew
TEETE T A FEA Y ARGE G WS I A A, Jeord gH ArEes e,
Py R a1 Wi wia T < RIS g e gaers aqad 7|

mﬂ:

R e =, 4. | Mfg/Exp. E TARE/ ATABAET AT
Date
TS
1. | ARFLOX SUSPENSION Mfg. Date: | Does not comply | geqa) =ra:
Each Sml suspension contains: AFL 90001 | Apr.2023 as per IP 2022 with Arya Pharmalab Pvt Ltd.,
Ofloxacin IP-50mg Exp. ;Me to Assay | Chhatapipara, Bara, Nepal
Mar. 2025
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3iafEr g=ior g el fEeudl mxies:

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

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

ASfYy ST TEEEE aTer e |

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

TSl WgHHATATS qWd et |

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

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

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

www.dda.gov.np

iy ST et yraT sEteR

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

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

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

DDA Branch Offices

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

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

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

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

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