Al (s (9 s JS ydial diaadlie Ao
W‘QMMB%AMW'

(A) adal AY A sden

,n.m.J o

alhnogalo

anijoll juc
€ "dagsil

e ————
e — ‘\:‘“
' ,\




Rt ,ﬂ.lJ.JSb.JJl

il daa &
O dllaue cuad g U6 JS ykal Aaainie Ao
suBlal g a- oo oS .a el Ol 3Lty Ay SN Lutad Aol (5

A) adall — aY:\A
clallobl/a- suwus]lgoadiae (OF # e

dn g JIlg /5 aaeiil Sl iyl

JIxd ol elga ydgiga
asilia g

il 04'-3) -.'-9-“-‘-'

dataaig GMP Jf (aa 35t

aleliuall Ji ALalSiLs aga
asilgads

%100 o 56 0SS ko gl o Sila it
Ul wULuadl e Uoo Jolgil

www.shd-ye.org : sug)isll 2sg0Jl shdma@y.net.ye : Lol

Ol - Acdalt Colo 39 Agg D Lalatt Acught 1) QUL
https://www.youtube.com/channel/UCsici9r0TGq1BGLOqtqWj8w giigy
01 619174 -619173 i@ 01 619370 :éug)lwblos yuSlods S ey

A Potentially New
Treatment for Eczema
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Antibiotic resistance happens when bacteria change and become resistant
to the antibiotics used to treat the infections they cause.

Only use antibiotics when prescribed Lo gy V] gl @lsbinll Jlesticul ave @
by a certified health professional ataiall ¢ I cigll ol oye
Always take the full prescription, ol 13 L,T Lyt lalall cdb auc @
even if you feel better PURT: Le-"igweo el Gy I Gslalall
Mever use left over antibiotics Ontlalad) il pLSH e Lags papnil @
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Mever share antibiotics with others el
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Prevent infections by regularly gtlenioal 2_ o 2zl
washing your hands, avoiding contact oo ablg¥l goue e LB e oIl @
with sick people and keeping your ) . S seecil &
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No,
it’s viral.
It's just a sore throat.

Treat at home.
Gargle with salt water.

RED [ SWOLLEN
TONSILS

RED | SWOLLEN
THROAT

Do | have strep throat?

Yes,
it’s bacterial.

Wisit FastMed Urgent
Care immediately.

SWOLLENUVULA

WHITE SPOTS

RED / SWOLLEN
TONSILS

RED |/ SWOLLEN
THRCAT

GRAY, FURRY
TONCUE
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Loperamide (high dose)

Risk of serious cardiac adverse events
Malaysia. The National Pharmaceutical
Regulatory Agency (NPRA) has
updated the package inserts for all
products containing loperamide with
warnings and safety information
related to the risk of serious cardiac
adverse events with high doses.
Loperamide is an antidiarrhoeal
medicine.

Between 2000 to December 2016,

the NPRA has received 14 reports
containing a total of 29 adverse events
suspected to be related to loperamide
use in Malaysia. More than half the
adverse events (15 events, 52%) were
related to skin disorders such as rash
and pruritus. Other adverse events
reported were anaphylaxis, shortness
of breath, dizziness, dysaesthesia, face
and mouth oedema, nausea, oculogyric
crisriskis, stomatitis, and throat
tightness. To date, the NPRA has not
received any reports of cardiac adverse
events related to loperamide use.

A search of the WHO global database
of Individual Case Safety Reports
(ICSRs), VigiBase, identified 7 431
individual case safety reports involving
loperamide since year 1977. A total of
328 reports involved cardiac disorders

such as ventricular tachycardia (60

G (331 39,S AN A ga¥ (aad a5 )yg i (ol Ag a DU Lelad) Aiegh) SstS)
B B il (o1 e Lot Aga¥1 ol (s At lall Aovalt Aakiie Cud g
JLGEL g Lgiasliog daga¥) oD A pe (o AW ELTIT AT 90 (e ,iS1 2. Oy gl

Al (i85 5y LT (51 Sy

Bl o ig! Alamratl LS i) dcdalt Cila Ml iy Ang AT Lelall Alcigh 0 9 LaS

LgiiBling A9 ™1 olgh A gelti 4055 Jluusly

reports), cardiac arrest (50), and
torsades de pointes (46).

The NPRA has issued advice to
health-care professionals, alerting
them to potential risks of cardiac
events, susceptible individuals,
drug interactions, and management
of suspected cardiotoxicity with

loperamide use.

Loxoprofen

Risk of shock and anaphylaxis

Japan. The MHLW and the PMDA
have announced that the package
insert for loxoprofen has been updated
to include the risk of shock and
anaphylaxis as clinically significant
adverse reactions.

Loxoprofen is used for inflammation
and pain relief.

A total of six cases associated with
shock or anaphylaxis have been
reported in Japan. Of these, a causal
relationship could not be excluded in

two cases.

Hydroxocobalamin

Risk of acute kidney injury

Japan. The MHLW and the PMDA
have announced that the package insert
for hydroxocobalamin (Cyanokit®)

has been updated to include the risk

of acute kidney injury as a clinically

significant adverse reaction.
Hydroxocobalamin is indicated in the
treatment of cyanogen and cyanide
poisoning.

A total of two cases associated

with acute kidney injury have been
reported in Japan and the company
core datasheet (CCDS) with this

information has been updated.

Brimonidine gel

Risk of systemic cardiovascular effects
The United Kingdom. The MHRA has
issued advice warning patients not to
apply brimonidine gel (Mirvaso®) to
irritated or damaged skin, including
after laser therapy to minimise the risk
of systemic absorption of brimonidine.
Brimonidine is indicated for the
symptomatic treatment of facial
erythema of rosacea in adults.

A routine European review identified
a small number of post marketing
reports with systemic adrenergic effects
such as bradycardia, hypotension
(including orthostatic hypotension),
and dizziness. The cardiovascular
events occurred following application
of brimonidine gel after laser therapy
to the skin in approximately 30% of
the cases. Some patients required

hospitalization.
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mouse models showed that treatment

with R. Mucosa isolates collected from the
skin of healthy people improved disease
outcomes in the animals. However, R.
Mucosaisolates from people with atopic
dermatitis had no impact or worsened
outcomes in the animal models.

An early stage clinical trial was also
conducted in human subjects to test the
safety and potential benefit of the bacterial
treatment containing live R. Mucosa.

The first experimental trial included

10 adults with atopic dermatitis. The
volunteers were asked to apply a solution of
sugar water containing increasing doses of
live R. Mucosatwice a week for six weeks.
The solution was sprayed onto their inner
elbows and one additional skin area of

their choice. The R. Mucosa strains used

in the solution was isolated from the skin
of healthy individuals and grown under
laboratory conditions.

The next trial included five volunteers
aged 9 to 14 years with atopic dermatitis.
The bacterial treatment was applied to

all affected skin areas two times a week
for 12 weeks and every other day for an
additional four weeks.

The experimental trial results from both
the adult and childhood patients showed
that there are no complications or adverse
effects from the treatment. Also, most
patients reported improvements in their
eczema and a reduced need for topical
steroids. The treatment was also associated
with decreases in the S. Aureus population
on the skin of children.

While the clinical trial results are

promising, large scale studies are necessary
to assess the effectiveness of this potential

treatment for eczema.

Reference:

Ian A. Myles, Noah J. Earland, Erik D.
Anderson, Ian N. Moore, Mark D. Kieh,
Kelli W. Williams,

ArhumSaleem, Natalia M. Fontecilla,
Pamela A. Welch, Dirk A. Darnell, Lisa
A. Barnhart, Ashleigh A. Sun, Gulbu
Uzel, Sandip K.Datta.First-in-human
topical microbiome transplantation with

Roseomonas mucosa for atopic dermatitis,
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A Potentially New

Treatment
for Eczema

Dr. Nadhem Alhaj

Highlights:

* Bacteria that are naturally present on the
skin can be used to treat atopic dermatitis.
* The bacterial therapy can reduce disease
severity and relieve disease symptoms.

* The therapy involves applying bacteria
from a healthy source to the skin of people

with atopic dermatitis.

Treatment with bacteria called Roseomonas
mucosa naturally present on the skin, can
treat atopic dermatitis (eczema) in adults,
as well as children, according to early-
phase clinical trial at the National Institutes
of Health.

The study shows that the bacterial
treatment can relieve disease symptoms
and also reduce severity of eczema.

The study is published in JCI Insight.

Atopic Dermatitis

Atopic dermatitis or eczema is an
inflammatory disease of the skin. The
condition can make the skin dry and itchy,
cause rashes and lead to skin infections.
Atopic dermatitis also increases risk for
developing asthma, hay fever and food

allergy.

What causes eczema?

While the cause for atopic dermatitis is
unknown, studies suggest that the bacteria
on the skin plays a key role. For example,
people with eczema have large populations
of Staphylococcus aureus bacteria on their
skin. This bacteria can cause skin infections

and trigger an inflammatory response.

‘Bacterial treatment with R. Mucosa strains
could be a potential new treatment for
atopic dermatitis’

«Living with atopic dermatitis can be
physically and emotionally challenging.
While treatment can help manage the
symptoms, currently available therapies
can be time-consuming--requiring
multiple daily applications--and costly,»
said Anthony S. Fauci, M.D., director

of NIH>s National Institute of Allergy
and Infectious Diseases (NIAID). «New,
inexpensive therapies that require less
frequent application are needed to expand
the options available for atopic dermatitis

treatment.»

Study Overview

A preclinical study carried out in eczema
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Clarithromycin (Biaxin): Drug Safety Communication -
Potential Increased Risk of Heart Problems or Death in
Patients With Heart Disease

Dr. Akram Sabrah *

SSUE: FDA is advising caution before

prescribing the antibiotic clarithromycin

(Biaxin) to patients with heart disease
because of a potential increased risk of heart
problems or death that can occur years later.
FDAs recommendation is based on a review
of the results of a 10-year follow-up study
of patients with coronary heart disease from
a large clinical trial that first observed this
safety issue.
The large clinical trial, called the CLARICOR
trial, observed an unexpected increase in
deaths among patients with coronary heart
disease who received a two-week course of
clarithromycin that became apparent after
patients had been followed for one year or
longer. There is no clear explanation for
how clarithromycin would lead to more
deaths than placebo. Some observational
studies also found an increase in deaths
or other serious heart-related problems,
while others did not. All the studies had
limitations in how they were designed. Of
the six observational studies published to
date in patients with or without coronary
artery disease, two found evidence of long-
term risks from clarithromycin, and four did
not. Overall, results from the prospective,
placebo-controlled CLARICOR trial provide
the strongest evidence of the increase in risk
compared to the observational study results.
Based on these studies, FDA is unable to
determine why the risk of death is greater for
patients with heart disease.
As a result, FDA added a new warning
about this increased risk of death in patients
with heart disease, and advised prescribers
to consider using other antibiotics in such
patients. FDA also added the study results
to the clarithromycin drug labels. As part

of FDA’s usual ongoing safety monitoring of
drugs, we are continuing to monitor safety

reports in patients taking clarithromycin.

BACKGROUND: Clarithromycin is used

to treat many types of infections affecting
the skin, ears, sinuses, lungs, and other

parts of the body, including Mycobacterium
avium complex (MAC) infection, a type of
lung infection that often affects people with
human immunodeficiency virus (HIV).
Clarithromycin is not approved to treat heart
disease.

RECOMMENDATION: Healthcare
professionals should be aware of these
significant risks and weigh the benefits and
risks of clarithromycin before prescribing it
to any patient, particularly in patients with
heart disease and even for short periods, and
consider using other available antibiotics.
Advise patients with heart disease of the
signs and symptoms of cardiovascular
problems, regardless of the medical

condition for which you are treating them

with clarithromycin.

Patients should tell your healthcare
professionals if you have heart disease,
especially when you are being prescribed

an antibiotic to treat an infection. Talk

to them about the benefits and risks

of clarithromycin and any alternative
treatments. Do not stop taking your heart
disease medicine or antibiotic without first
talking to your healthcare professionals.
Doing so could be harmful without your
health care professionals’ direct supervision.
Seek medical attention immediately if you
experience symptoms of a heart attack or
stroke, such as chest pain, shortness of breath
or trouble breathing, pain or weakness in one
part or side of your body, or slurred speech.
Healthcare professionals and patients are
encouraged to report adverse events or side
effects related to the use of these products to
the FDA's MedWatch Safety Information and

Adverse Event Reporting Program:

* Scientific administration
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1. Diotens tablet. 7. Valsarcard Comb 160/12.5mg tab.  13. Disartan Co 80mg cap.
2. Diostar-Diostar Plus. 8. Flimolivan 5/160mg tab. 14. Disartan 160mg cap.

3. Vanress film-coated tablet. 9. Pressthioval tab. 15. Disartan Co 160mg cap.
4. tenstar-nlus tabled. 10. Zarlodio tab. 16. Amilo Plus tab.

5. Valsarcard 80mg tab. 11. Alkanress Plus 5/160mg F.C. tab.  17. Blokatens 5/160mg tab.
6. Valsarcard Comb 80/12.5mg tab.  12. Disartan 80mg cap. 18. Blokatens 10/160mg tab.
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