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WHAT IS HFMD?

Hand foot and mouth disease (HFMD) Is a benign and common condition among
children and infants caused by human enterovirus 71 and coxsackieviruses Al6,
Ab, A9, A10, B2, and B5 which lead to systemic infections.

TRANSMISSION SIGNS & SYMPTOMS
direct contact with nose and throat __ -
discharges, saliva, fluid from blisters, or ' Q\( .
the stool of infected persons.
CRITERIA FOR ADMISSION
 When the child is unable to tolerate oral _
feeds and there is a need for intravenous Vesicular eruptions Diarrhea
hydration
* When the child is clinically very ill or 0
toxic-looking ‘ ~ 3

 When some other more serious disease
cannot be excluded

* When there is persistent hyperpyrexia
(e.g >382C) for >48 hours
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Fever Abdominal pain

e Symptomatic treatment
including fever

TR E ATM ENTS e Adequate hydration & rest

e Hygiene education &
( infection control measures

(Retrieved from CDC Yellow Book: Hand, Foot, and Mouth Disease, Updated May 2023)




ARAVA SAFETY UPDATE ALERT
(ANNUAL REMINDER ON SPECIFIC SAFETY
INFORMATION, JULY 2023)

Arava (Leflunomide) has contraindications, strengthened
warning and measures to prevent Leflunomide exposure
during pregnancy. The below information is a summarized
information:

Due to the risk of hepatotoxicity and hematotoxicity, which in rare cases can be
severe or even fatal, careful monitoring of hepatic parameters and blood cell count
before and during treatment with Leflunomide is essential.

Leflunomide immunosuppressive properties may cause patients to be more
susceptible to infections, including opportunistic infections, and may rarely cause
severe uncontrolled infections (e.g sepsis) as well as infections severe in nature,
such as Progressive Multifocal Leukoencephalopathy (PML).

Leflunomide should not be used In

female children and women of Important risks that Prescriber should be aware

childbearing potential unless other of :
treatments are ineffective or not e Risk of hepatotoxicity, including very rare
tolerated. cases of severe liver injury, which may be
fatal.
e Risk of hematotoxicity, including rare cases of
As there is possible male-mediated pancytopenia, leucopenia, eosinophilia and

very rare cases of agranulocytosis.

e Risks of infections including rare cases of
severe uncontrolled infections (sepsis), which
may be fatal.

e Risk of serious birth defects when Q'

Retrieved from ARAVA safety update administered during pregnancy. k

alert (Annual Reminder on Specific
Safety Information, July 2023)

fetal toxicity, reliable contraception
during treatment with Leflunomide
should be guaranteed.




NPRA SAFETY UPDATES
STATINS: RISK OF INDUCING OR AGGRAVATING
MYASTHENIA GRAVIS

In February 2023, the National Pharmaceutical Regulatory Agency
(NPRA) learned from the European Medicines Agency (EMA)
regarding the risk of statin inducing de novo or aggravating pre-
existing MG or ocular myasthenia (EMA, 2023). After evaluating
existing evidence, including data from Eudravigilance and the
scientific literature, the Pharmacovigilance Risk Assessment
Committee (PRAC) concluded that the product information for all
statin-containing products, including single-ingredient and fixed-
dose combination products, should be updated with safety
information about MG.

Plausible explanations includes:
e The primary myotoxicity of statins may worsen underlying weakness in MG

patients.
e Statins may cause mitochondrial dysfunction by depleting coenzyme Q10

(ubiquinone), leading to impaired transmission at the NMJ due to dysfunctional
motor endplate’s pre- and postsynaptic interfaces, which are abundant in

mitochondria.
e Statins may induce antibodies at the NMJ, as they are known to trigger certain

autoimmune diseases such as lupus-like syndrome.

Globally, the three most frequently prescribed statins, namely simvastatin,
atorvastatin, and rosuvastatin, have been associated with the highest numbers of
post-marketing reports involving MG. (Gras et al,2019) Literature suggests that
myasthenic symptoms may appear within 1-2 weeks after initiating statin therapy,
with some cases reporting delayed onset up to 16 weeks. (Oh SJ et al, 2008, Purvin
et al, 2000) In certain cases, discontinuing statin therapy has been linked to MG
recovery, while others usually require additional treatment with pyridostigmine or
Immunosuppressive agents over a period of months after stopping statins. (Oh SJ

et al, 2008, Purvin et al, 2006) Recurrences of symptoms upon re-introduction of
the same or a different statin have also been reported. (Oh SJ et al, 2008, Purvin et

al, 20006)



NPRA SAFETY UPDATES
STATINS: RISK OF INDUCING OR AGGRAVATING
MYASTHENIA GRAVIS

Adverse Drug Reaction Reports

To date, the NPRA has received 7,010 reports with 11,118 adverse events suspected
to be related to statin. There have been no reported cases of MG associated with
statin use thus far. However, cases of muscular weakness, muscle fatigue, and
double vision have been reported for certain statins.

Advice for Health Care Professionals

e While NPRA is still reviewing this safety issue, be aware that there have been
post-marketing and literature reports indicating that statins may potentially
Induce de novo or aggravate pre-existing MG or ocular myasthenia.

e Educate patients to seek medical attention if they exhibit signs and symptoms
of MG, such as muscular weakness or fatigue that worsens after periods of
activity involving the affected muscles, double vision, drooping eyelids,
difficulty swallowing, or shortness of breath.

e |n cases where symptoms aggravate, consider discontinuing the indicated
statin and evaluate the need for additional treatment with pyridostigmine or
Immunosuppressive agents.

e Report all adverse events suspected to be related to the use of statins to the
NPRA.
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Myasthenia Gravis

(Shannon, 2022)
(Retrieved from NPRA safety updates, 18 July 2023.)



PINDAAN FORMULARI
UBAT KKM BIL 2.2023

NAMA UBAT CATATAN

TAMBAHAN INDIKASI BAHARU

Treatment for heart failure and for cardiorenal protection in
adults’ patients with chronic kidney disease with or without type 2
diabetes mellitus, with eGFR > 25 ml/min/1.73 m2 and
urinealbumin creatinine ratio (UACR) 2200-5,000mg/m2.

Approved Indication(s):

Empagliflozin is indicated to reduce the risk of cardiovascular
death and hospitalization for heart failure in adults with heart
failure (NYHA class II-1V).

Prescribing restriction:

I. Treatment to be initiated in hospital setting before continuation
of treatment for stable patients by Family Medicine Specialist
(FMS) in the primary care setting.

ii. All patients must be counselled regarding risk of euglycemic
ketoacidosis before initiation of treatment

1. |Dapagliflozin 10 mg Tablet

2 |[Empagliflozin 10mg Tablet

PINDAAN KATEGORI PRESKRIBER

Dapagliflozin 10 Mg Film Coated Change in the prescriber category from A* to A/KK

1.0 AILMENTARY TRACT AND METABOLISM

Pindaan Maklumat (Nama Generik/ Kekuatan/Indikasi/ Dos)

Dose: Dissolve 1 sachet in 200 or 250mL of water according to
product insert. The amount to give depends on hydration status.
ADULT: 200-400mL (1 -2 sachets) for every loose motion /
diarrhoea /vomiting

CHILD (2 yrs & above): 100-200mL (1 sachet) for every loose motion
[ diarrhoea / vomiting. In severe dehydration 100ml/kg for 3-4
hours.INFANT (up to 2 yrs): 1 - 1.5 times their usual feed volume (50-
100mL) each diarrhoea/vomiting. Dose is according to proddct
insert and dependent on the product / brand used as well as patient
comorbidities e.g., heart failure and chronic kidney disease.

1. | Oral rehydration salts

2.0 VARIOUS

Dose: Adult and children: 1 to 2 mg/kg IV over 5 minutes. This
dosage can be repeated, if necessary, after one hour.Dosing is
individualised and according to productinsert/protocol.

Methylene Blue 1%

Injection




Pindaan Maklumat (Nama Generik/ Kekuatan/Indikasi/ Dos)

3.0 DERMATOLOGICALS

Cocois Co. Ointment

NAMA GENERIK
Salicylic acid, Sulphur and Liquid Coal Tar Ointment

4.0 ANTI-INFECITVES FOR SYSTEMIC USE

Tetanus Toxoid
Injection

Human Normal
2. |Globulinlnjection
(IVIG)

NAMA GENERIK
Tetanus Toxoid Vaccine Injection

INDIKASI

I. Replacement therapy such as:

a) Primary immunodeficiency syndromes

b) Severe secondary hypogammabulinaemia and
recurrent infections

c) Congenital or acquired immune deficiency syndrome
with recurrent infections

d) Allogeneic haematopoietic stem cell transplantation
(HSCT)

il. Immunomodulation such as:

a) Immune thrombocytopenic purpura (ITP) in children
or adults at high risk of bleeding or prior to surgical
interventions to correct the platelet count

b) Guillain-Barre syndrome

c) Kawasaki disease

5.0 BLOOD & BLOOD FORMING ORGANS

Injection Enoxaparin
Sodium 20 mg

Injection Enoxaparin
1. |Sodium 40 mg

Injection Enoxaparin
Sodium 60 mg
Injection

INDIKASI KATEGORI PRESKRIBER A*:

I. Prophylaxis of venous thromboembolic diseases (DVT and PE) especially in
perioperative, high risk surgical cases and medical patients with acute illness at
increased risk of VTE

il. Treatment of venous thromboembolic diseases (DVT and PE).

Iii. Acute coronary syndrome:

a. Treatment of unstable angina and non-ST-segment elevation myocardial
infarction (NSTEMI), in combination with oral acetylsalicylic acid.

b. Treatment of acute ST-segment elevation myocardial infarction (STEMI)
including patients to be managed medically or with subsequent Percutaneous
Coronary Intervention (PCI).

DOS KATEGORI PRESKRIBER A*

I. Moderate risk: 20mg SC 2 hours before surgery then 20mg SC once daily
High risk: 40mg SC 12 hours before surgery then 40mg SC once daily
Medical patients: 40mg once daily

il. 1.5mg/kg once daily or 1Img/kg twice daily

ii. 1 mg/kg every 12 hours

<50 kg: 20mg OD

50-90 kg: 40mg OD

91-130 kg; 60mg OD

131-170 kg :80mg OD

>170 kg: 0.6mg/kg/day



Penyenaraian Sediaan yang Tiada Produk Komersial dan Disediakan oleh Hospital Utama Negeri ke
dalam Senarai Ubat Galenikal Dan Ekstemporaneous dalam Phis (GaEx)

DERMATOLOGICALS

1 Calamine with 2 - 6% Precipitated Sulphur Potassium Permanganate 1:20,000
" | Lotion Solution

H Coal Tar 1-9% Ointment H Salicylic Acid 2% Lotion
u Podophyllum 10 - 20% Paint . Silver Nitrate 0.5% Leotion

Potassium Permanganate 1:10,000 Solution 8. |Sodium Thiosulphate 10-20%.Solution

SENSORY ORGANS

Amphotericin B 0.15% Eye Drops 5. |lchthammol Glycerin 10% Ear Drops

Benzylpenicilin 10,000 units/ml Eye Drops u Mitomycin C 0.02% Eye Drops

1.
I gir;:)s/lpemmlm 2,500 units/ml (1.5mg/ml) Eye Mitomycin C 0.04% Eye Drops

Hydrogen Peroxide 1.5% Ear Drops Sodium Bicarbonate 5% w/v Ear Drops

ALIMENTARY TRACT AND METABOLISM

Hydrocortisone Enema 0.1%

H Polycitra Syrup (Sodium Citrate, Potassium Citrate, Citric Acid, Citric Acid anhydrous)
H Sodium Bicarbonate Mixture (Pediatric)

RESPIRATORY SYSTEM

Ammonium Bicarbonate, Tincture Ipecac Mixture

H Bismuth Subnitrate, lodoform and Liquid Paraffin Paste
H Menthol 1.6% in Industrial Methylated Spirit Inhalation
ANTIPARASITIC PRODUCTS, INSECTICIDES AND REPELLENTS
Gamma Benzene Hexachloride 0.1 % Lotion

H Benzyl Benzoate 12.5 % Emulsion (Child)

BLOOD AND BLOOD FORMING ORGANS

Ferric Ammonium Citrate 800 mg/10ml Paediatric Mixture
NERVOUS SYSTEM

Chloral Hydrate 200 mg/5 ml Mixture

H Cocaine 10% Solution

u Morphine HCL 10 mg/5 mlSolution




PRODUCT BRAND CHANGES JULY-SEPT 2023

Dutasteride 0.5 mg /Tamsulosin 0.4 mg Tablet

DUODART DUORIDE-T
Manufacturer: GlaxosmithKline Sdn. Bhd. | Manufacturer: Novugen Pharma Sdn Bhd

Prolase Tablet

PROZYME

Manufacturer: Royce Pharma
Manufacturing Sdn. Bhd

NORIPAPAIN 10 000 USP UNITS TABLET
Manufacturer: Noripharma Sdn. Bhd.




PRODUCT BRAND CHANGES JULY-SEPT 2023

Allopurinol 300 mg Tablet

Allopurinol Tablets BP 300 mg
Manufacturer: Ciron Drugs and
Pharmaceuticals Pvt. Ltd.

Allopurinol 300mg
Manufacturer: Pharmaniaga Sdn. Bhd.

Diclofenac Sodium 50 mg Tablet

VOREN
Manufacturer: Y.S.P Industries (M) Sdn.
Bhd.

DICLORAN
Manufacturer: Unimed Sdn. Bhd
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WORLD PHARMACISTS DAY &
KENALI VBAT ANDA

(24-25/9/2023)
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