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2. FDAAPPROVED NEW DRUGS

Synjardy ( Empagliflozin and
Metformin hydrochloride)

Type XI diabetes

Boehringer Ingelheim

August 2015

Glycemic control in adults
with diabetes mellitus

Novo Nordisk

September 2015

Hypocalcemia in patients
with hypoparathyroidism

NPS Pharmaceuticals

January 2015

(Ceftazidime- Avibactam)

Complicated intra -abdominal
and urinary tract infections

Actavis

February 2015

Lonsurf
(Trifluridine -Tipiracil)

Metastatic c;olorectal cancer

Taiho

Multiple myeloma

Janssen Biotech

November 2015

Multiple myeloma

Novartis

Februarv 2015

Bristol Myers Squibb

July 2015

Endocrinology

Tresiba

(Insulin degludec injection)
Endocrinology
Hematology

Natpara
(Para thyroid hormone)

Atqrcaz
Gastroenterology
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zalex ( Daratumumab)

September 201
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Hematology
Farydak ( Panobinostat)
Daklinza ( Daclatasvir)
Hepatology

Technivie (Ombitasvir,

Chronic H,3V genotype
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3. FDAAPPROVED LATEST THERAPY
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The FDA approval of Cinqair was based on four double-blind,

randomized, placebo controlled trials shows as significant
improvement in lung function, symptoms, and asthma-related
quality of life. Cinqair (reslizumab) is an interleukin-5
antagonist monoclonal antibody (IgG4 kappa). Cinqair is
specifically indicated for the add-on maintenance treatment of
patients with severe asthma aged 18 years and older with an
eosinophilic phenotype. Cinqair is supplied as a solution for
intravenous administration. The recommended dose is 3 mg/kg
once every 4 weeks administered by intravenous infusion over
20-50 minutes.Il-5 is the major cytokine responsible for the

growth and differentiation, recruitment, activation, and
survival of eosinophils. By inhibiting IL-5 signaling,
reslizumab reduces the production and survival of eosinophils.
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Odefsey is a three-drug combination of emtricitabine (FTC) and
HIV nucleoside analog
(NRTIs),
reverse transcriptase inhibitors
and rilpivirine (RPV), a

tenofovir alafenamide (TAF), both

non-nucleoside reverse transcriptase inhibitor (NNRTI).
Odefsey is specifically indicated as a complete regimen for the
treatment of HIV- 1 infection in patients 12 years of age and older
as initial therapy in those with no antiretroviral treatment history

with HIV-1 RNAless than or equal to 100,000 copies permL; or
to replace a stable antiretroviral regimen in those who are
virologicallysuppressed (HIV- 1 RNA less than 5 0 copies per mL)
for at least six months with no history of treatment failure and no
known substitutions associated with resistance to the individual
components of Odefsey. Odefsey is supplied as a tablet for oral
administration. The recommended dose is one tablet (200 mg of
FTC, 25 mg of RPV and25 mg of TAF) orally once daily with a
meal.

4. DRUG INTERACTIONS WITH ACEBUTOLOL
A total of 16 drugs are known to interact with acebutolol, which includes:
1. 16 Major drug interactions 2. 3 Alcohol/food interactions. 3. 8 Major Drug- Disease interactions

Verapamil,Tizanidine,Ritodrine, Theophylline, Diltiazem,

Ephidrine, Atazanavir, Aminophylline,Metacholine,
Disopyramide, Dyphylline, Saquinavir, Arbutamine,
Fingolimod, Oxtriphylline, Dolasetron.

Beta2-Agonists
Calcium Channel Blockers

Muitivitamins with minerals,
moderate

Alcohol

interactions

Hemodialysis, Renal
dysfunction, Asthma/COPD,
Diabetes,PVD,
Hypersensitivity" Cardiogenic
shock/Hypotension

Beta-Blockers (Beta1 Selective)
may diminish the bronchodilatory effect of Beta2-Agonists.

(Dihydropyridine)

N4ay enhance the hypotensive effect ofBeta-Blockers.
Bradycardia and signs ofheart failure have also been repofied.

Non-steroidal Anti-Infl ammatory Agents

May diminish the antihypertensive effect of Beta-Blockers.

Sulfonylureas

Beta-Blockers may enhance the hypoglycemic effect

of

Sulfonylureas.

Barbiturates

May decrease the serum concentration of Beta-Blockers

Aminoquinolines (Antimalarial)

May decrease the metabolism of Beta-Blockers

Cardiac Glycosides

Beta-Blockers may enhance the Bradycardia
effect of Cardiac Glycosides.
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6. ADVERSE DRUG REACTIONS ASSOCIATED \ilITH ACEBUTOLOL
Most adverse reactions to acebutolol are manifestations of its

Diarrhea, constipation, dyspepsia, and nausea were reported in 40%
of patients during acebutolol therapy. Flatulence was reported in
3% of patients; vomiting and abdominal pain were repofied in <:

therapeutic effect. Adverse cardiovascular effects, such as sinus
bradycardia, hypotension, angina, edema, and heart failure, are
all possible but rarely necessitate discontinuation of therapy.
Congestive heart failure is more likely to occur in patients with
preexisting left ventricular dysfunction and usually will respond
to discontinuation of acebutolol therapy. Patients showing signs

2oh ofpalierfis.

Wheezing and dyspnea are more likely to occur

the dose of

is lost. Patients with preexisting bronchospastic disease are

at
greater risk. Dyspnea was reported in 4% of patients and cough was

of heart failure can be digitalized in the first instance, but
acebutolol should be withdrawn if symptoms persist.
Bradycardia can be reversed with IV atropine, if necessary. AV
block, secondary to depressed conduetion at theAV node, may
necessitate sympathomimetic and/or pressor therapy or use of a
temporary pacemaker. Sudden withdrawal of acebutolol can
worsen myocarciiai ischemia, possibiy inriucing myocardiai
infarction. ln acebutolol clinical trials, chest pain (unspecifieC)
and edema were each repofted in 2%o of patients (vs. l%
placebo). Hypotension, bradycardia, and hearl failure were each
reporled in <:2'lo ofpatients.

if

acebutolol is > 800 mg/day because the beta selectivity of the drug

reported

in

1o/o

of

patients during clinical trials. Rhinitis,

pharyngitis, and wheezing were reporled in<:2o/o ofpatients.
.

Adverse CNS effects of acebutolol include dizziness (6%),
fatigue (11%), headache (6%), insomnia(3oh), anxiety (<:2%),
nightmares (abnormal dreams) (2%), hyperesthesia (<: 2%),
hypoesthesia (<= 2%), and depression (2%). The incidence of
CNS effects appears to increase with increasing dose.

Beta-blockers have been shown to increase the rrsK oi deveioping
diabetes mellitus in hypertensive patients; however this risk should
be evaluated relative to the proven benefits oi bcia-biockers in
reducing car<iiovascuiar events. Acebutolol canprolong or enhance
hypoglycemia by interfering with glycogenolysis; this effect may
be less pronounced with betal-selective beta-blockers than with

nonselective agents. Acebutolol can also mask signs of
hypoglycemia, especially tachycardia, palpitations, and tremors; in
contrast, diaphoresis and the hypertensive response to
hypoglycemia are not suppressed with beta-blockade. Betablockers can occasionally cause hyperglycemia. This is thought to
be due to blockade of beta2-receptors on pancreatic islet cells,
which would inhibit insulin secretion.

7. DOSE ADJUSTMENTS FOR SOME ANTIBIOTICS IN RENAL IMPAIREMENT

Ceftriaxone (IV)

Usual dose:
1-2grvpb q24h.
Severe

:

No dosage adjustments
req'd in renal failure.
PD : 750mg ivpb q12h

PD: 750mg ivpb q12h

2glpb ql2h
Ceftazidime (IV)

Usual dose:
19

ivpb q8-12h.

Crcl 30-50/ q12h

ll
ll

Severe
29

:

irpb q8-12h.

(Max dose/da5
6 grams).

10-30/ q2ah

<10/ q48h

In patients with severe infections who would normally receive
a 6 glday dose were it not for renal impairment, the adjusted
renal dose listed below may be increased by 5Q% or the dosing

frequency listed below may be increased appropriately.
Further dosing should be determined by therapeutic
monitoring, severity ofthe infection, and susceptibility of the
causative organism.

='j-,).'-

Pulla Reddy Institute of Pharmacy

':i

Volume 02 l lssue

2l Aprll2016

CrCl > 50 mllmin: no dosage adjustment needed.

CrCl3l-50 mLlmir,:1 g IV/IM every 12 hours.
CrCl l 6-30 mLlmin I g IV/IM every 24 hours.
CrCl 6-15 mllmin: 1 g IV/IM loading dose, then

500 mg

IYfilil

every 24

hours.

CrCl < 5 ml./min: I g IV/IM loading dose, then 500 mg IV/IM every 48 hours.
Alternative guideline renal adjustment:
CrCl> 50 mL lmin:1-2 gIV/IM every 8-12 hours.
CrCl 10-50 mLlmit'.1-2 g IV/IM every l2--24hows.
CrCl < 1 0 ml/min: 1-2 g IV/IM every 24,- 48 hours.
Intermittent hemodia lysis
In adults, give an initial 1 g IV loading dose, then a 1 g IV dose after each
standard dialysis session.

Continuous renal replacement therapy (CRRT)

A dose of 1---2 g every 12 hours or a 2 g load then a 3 glday continuous
infusion is recommended. Ceftazidime is significantly removed by CAVHD
or CWHD. A daily dose 2.4 times that used for anuric non dialyzed patients
has been recommended, assuming a combined dialysis and ultrafiltrate flow
rate of 1 .5 L/hr.
Peritoneal dialysis:
In adults, give I g IV/IM loading dose, then 500 mg IV/IM every 24 hours. In
addition to IV use, the drug may be added to the peritoneal dialysis fluid at a
concentration of 250 mg per 2 L dialysate.

Plasmapheresis:
Administer IV doses at least 2 hours before plasmapheresis and IM doses at
least 3 hours before plasmapheresis.

Editors Note:
Dear Health Care Professional,
We have taken utmost care in compiling the information and in bringing it out in the form of a news bulletin Yet
excuse us as an oversight and please do bring that oversight to our notice.
Yours Sincerelv,

ifyou

happen to find any error in our efforts please

