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“Kidney Health for All”

From the editor’s desk ...

Kidney disease has been described as the most neglected chronic

disease. Although often considered a comorbidity of diabetes or
hypertension. Kidney disease has numerous complex causes, or
including physical, psychological, environmental, and genetic factors.

An approximate of 10% of the world population is affected by Chronic il
Kidney Disease (CKD), millions die each year, because they do not
have access to affordable treatment. ,/

Primary prevention of kidney disease should focus on the

modification of risk factors and addressing structural abnormalities of

3

the kidney and urinary tracts, as well as exposure to environmental

risk factors and nephrotoxins. In patients with advanced CKD,

management of co- morbidities such as diabetes mellitus, uremia and L
cardiovascular disease is a highly recommended preventative

intervention to avoid or delay dialysis or kidney transplantation. '
Every year, March is observed as National Kidney Month. The current L(;
issue focuses on, dosing in renal failure patients, impact of kidney t‘\
disease on quality of life, and drug induced kidney disease and its “‘

management. '
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Drugs Approved by US FDA
Drugs Approved by US Food and Drug Administration during the period of January to February 2022

Drug Name Approved Indication
Date
Daridorexant 07/01/2022 Treatment of Adults with Insomnia
Abrocitinib 14/01/2022 Treatment of adults with refractory, moderate-to-severe Atopic Dermatitis.
Tebentafusp-tebn 25/01/2022 Treatment of unresectable or metastatic uveal melanoma
Faricimab-svoa 28/01/2022 Treatment of Neovascular (Wet) age-related macular degeneration and diabetic macular
edema
Baclofen 04/02/2020 Treatment of spasticity resulting from multiple sclerosis
Sutimlimab-jome 04/02/2022 Treatment of Cold Agglutinin Disease (CAD)
Mitapivat 17/02/2022 Treatment of hemolytic anemia in adults with pyruvate kinase deficiency.
Amlodipine besylate 24/02/2022 Treatment of hypertension, and angina in patients with coronary artery disease.
Filgrastim-ayow 25/02/2022 Treatment of neutropenia associated with chemotherapy and related conditions.
Pacritinib 28/02/2022 Treatment of adult patients with Myelofibrosis and Thrombocytopenia.

DRUGS APPROVED BY CDSCO, INDIA
The following are the drugs approved by the Central Drugs Standard Control Organization (CDSCO) during the period of January to March
2022.

P Drug-Name=" —ssxj—Approval- date="" | e~ o~ == ladication. ————"T S~
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Desidustat (Oxemia™): is an oral, small molecule Hypoxia-Inducible Factor-Prolyl Hydroxylase (HIF-PH) inhibitor for the treatment of
anemia associated with CKD, discovered and developed by Zydus Life Sciences.
Oxemia™ (Desidustat) is an oral tablet formulation which is the first-in-India, alternative to injectable Erythropoietin-Stimulating Agents

(ESAs)

Desidustat met its primary endpoint for hemoglobin improvement in the DREAM-D and DREAM-ND phase IlI clinical trials and showed good
safety profile, down regulation of hepcidin, improved iron mobilization, and LDL—C reduction in CKD patients.

This clinical trial was one of the largest trials in India for Anemia in CKD patients, conducted in over 1200 subjects. Desidustat provides CKD
patients with an oral convenient therapeutic option for the treatment of Anemia.

References:
1. Available at https://cdsco.gov.in
2. Available at https://www.zyduslife.com

Renal disease can change the effects of many drugs, occasionally
reducing their effects but usually increasing their effects and thus
causing potential toxicity. Many of these conditions are anticipated
and can be reduced by modifying drug doses. The -current
classification of Acute Kidney Injury (AKI) relies on functional
variances like changes in serum creatinine and urine output whereas
both structural markers like albuminuria and functional markers like
estimated Glomerular Filtration Rate (eGFR) are used to define the
severity of CKD. [1]

In current practice, the RIFLE criteria (Risk, Injury, Failure, Loss, and
End-Stage Kidney Disease) and NFK-Kidney Disease Improving Global
Outcomes (KDIGO) are widely used as guidelines.[?

Adjustment of loading and maintenance doses

A loading dose is an intentionally higher initial dose given to a patient
to achieve the desired concentration quickly. Since the intention
behind the administration of a loading dose is achieving a target
serum concentration, changes in clearance do not affect the dose.
However, a maintenance dose needs adjustment since the target
concentration must be maintained in the presence of reduced or
impaired clearance of the drug leading to decreased GFR. A loading
dose is generally considered for hydrophilic drugs required to impart
immediate effect like antibiotics to be administered in AKI and CKD in
case of fluid overload or sepsis.

With renal failure, a decrease in drug clearance necessitates a
reduction in the maintenance dose or an increase in the dosing
interval. Dosing interval can be calculated based on the elimination
half-life of the drug since a decrease in clearance prolongs the
mentioned parameter. The toxicity profile of the drug and volume of
distribution are also taken into consideration whilst designing a
dosing interval. B!

Rise of serum cystatin C

Glomerular filtration rate and Creatinine clearance are the most
commonly used parameter to calculate doses in patients according to
their kidney function. However, the use of serum cystatin C level-
based formula for eGFR has led to a more accurate estimation of
kidney function. Serum cystatin C is a non-glycosylated protein that
belongs to the class of cystatin protease inhibitors. It is known to be
fully catabolized in the proximal tubule without being reabsorbed
irrespective of age, gender, race, or muscle mass. It rises
proportionally with a decline in GFR. The Hoek formula, the Grubb
formula, and the simple cystatin C formula (GFR = 100/cystatin C) are
now widely used. The Larsson formula is also used. [4

eGFR = 77.24 x cystatin C-1.2623

Common medications need dosage adjustments

Antihypertensive Drugs

Angiotensin-converting enzyme (ACE) inhibitors and angiotensin
receptor blockers (ARBs) are first-line hypertensive agents to be
discontinued, when the serum creatinine level rises more than 30
percent or if the serum potassium level is 5.6 mEq per litre. Thiazide
diuretics are first-line agents for treating uncomplicated
hypertension, but they are not recommended if the serum creatinine
level is higher than 2.5 mg per dl or if the creatinine clearance is
lower than 30 ml per minute.

Loop diuretics are most commonly used to treat uncomplicated
hypertension in patients with chronic kidney disease. Potassium
sparing diuretics and aldosterone blockers should be avoided in
patients with severe chronic kidney disease because of the rise in
serum potassium that typically accompanies renal dysfunction. [

DRUGS USUAL DOSAGE DOSAGE ADJUSTMENT BASED ON GFR (ml/mt)
>50 10 -50 <10

Captopril 25 mg every 8 hrs 100% 75% 50%
Enalapril 5t010 mg every 12 hrs 100% 75%-100% 50%
Ramipril 5 to 10 mg daily 100% 50%-75% 25-50%
Atenolol 5 to 100 mg daily 100% 50% 25%
Bisoprolol 10 mg daily 100% 75% 50%
Amiloride 5 mg daily 100% 50% Avoid
Thiazides 25 to 50 mg daily 100% 100% Avoid
Spironolactone 50 to 100 mg daily Every 6 to 12 hrs Every 12 to 24 hrs Avoid
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2. Hypoglycemic Drugs

Metformin is 90 to 100 percent renally excreted. Its use is not recommended when the serum creatinine level is higher than 1.5 mg per dl in
men or higher than 1.4 mg per dl in women. Sulfonylureas (e.g., chlorpropamide, glyburide) should be avoided in patients with stages 3 to 5
chronic kidney disease. [

DRUGS USUAL DOSAGE CONSIDERATIONS
Glipizide 5mg Dosage adjustment is not necessary
Glyburide 2.5-5mg not recommended when CrCl is < 50 ml /minute
Metformin 500 mg Avoid if SrCr > 1.5 mg/dl in men or > 1.4 mg/dl in women and.in patients above 80 yrs of
age

3. Antimicrobials (commonly used)

Many antimicrobial agents are eliminated renally and require dosing adjustments in patients with chronic kidney disease.
Nitrofurantoin has a toxic metabolite that can accumulate in patients with chronic kidney disease, causing peripheral neuritis.
Aminoglycosides should be avoided in patients with chronic kidney disease when possible. If used, initial doses should be based on an
accurate GFR estimate. Renal function and drug concentrations should be monitored and dose adjusted accordingly.

DOSE USUAL USAGE DOSAGE ADJUSTMENT BASED ON GFR (ml/min)

>50 10-50 <10
Fluconazole 200 to 400 mg every 24 hrs 100% 50% 50%
Aciclovir 5 to 10 mg/kg every 8 hrs 100% 100% every 12 to 24 hrs 50% every 12 to 24

hrs
Meropenem 1to 2 gevery 8 hrs 100% 50% every 12 hrs 50% every 24 hrs
(GFR<20)
Cefixime 200 mg every 12 hours 100% 75% 50%
Cefotaxime 1to2gevery6tol12 hrs Every 6 hrs Every 6 to 12 hrs Every 24 hrs or 50%
Ceftazidime 1to 2 gevery 8 hrs Every 8 to 12 Every 12 to 24 hrs Every 24 to 48 hrs
hrs
Clarithromycin 250 to 500 mg every 12 hrs 100% 100% - 50% 50%
Amoxicillin 250 to 500 mg every 8 hrs Every 8 hrs Every 8 to 12 hrs Every 24 hrs
Ampicillin/ 1to 2 g ampicillinand0.5to 1 g 100% (GFR > Every 12 hrs (GFR 15 to 29) Every 24 hrs (GFR 5
Sulbactam sulbactam every 6 to 8 hrs 30) to 14)
Piperacillin/ 3.375to 4.5 g every 6 to 8 hrs 100% 2.25 g every 6 hrs; every 8 2.25 g every 8 hrs
Tazobactum hrs (GFR < 20)
Ciprofloxacin 400 mg IV or 500 to 750 mg orally every 100% 50% - 75% 50%
12 hrs
Tetracycline 250 to 500 mg two to four times daily Every 8 to 12 Every 12 to 24 hours Every 24 hrs
hours

4. NSAIDS and Opioid Analgesics

The risk of acute renal failure is three times higher in those who use NSAIDs than those who do not use NSAIDs. Other serious adverse renal
effects of NSAIDs are nephrotic syndrome with interstitial nephritis; and chronic renal failure with or without glomerulopathy, interstitial
nephritis, and papillary necrosis. Hence patients at high risk of NSAID-induced kidney disease should have a check on serum creatinine
measurements every 2 to 4 weeks for several weeks after the beginning of therapy as renal insufficiency may occur early in the course of
therapy

Opioid and its metabolites are not recommended for stage 4 or 5 disease, because they can accumulate in patients with chronic kidney
disease, causing central nervous system and respiratory adverse effects. [7)

DRUGS CONSIDERATION
Metabolites of Avoid in patients with stage 4 or 5 diseases.
Meperidine, 50 to 75 % of dose reduction for morphine and codeine is advised in
Dextropropoxyphene, patients with a CrCl < 50 ml/ minute
Morphine,
Tramadol Extended-release tramadol is to be avoided in patients with CKD.
and Codeine.
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PURVIEW

QUALITY OF LIFE IN CKD PATIENTS

By, Deepika Ganesh & Sandlya. R -V Pharm.

Preservation of kidney function is very important and this can
improve the lively hood of the patient. Modification of diet and
lifestyle adjustments has become key components along with the
appropriate pharmacological interventions. Chronic kidney disease
affects the socioeconomic status of the patient to a greater extent
and puts them at high risk of morbidity, mortality and lower Health-
Related Quality of Life.

Health-Related Quality of Life is the perception of a person in relation
to his position, cultural and environment values in which he is
present in relation to the objectives, expectations, standards and
concerns. It is related to physical health, mental state, independence,
social relationships, beliefs and peculiarities of the environment. (]
Kidney disease can lead to many health-related consequences which
include

High blood pressure

Anaemia

Metabolic acidosis

Cardiovascular disease

Bone and mineral disorders

Uremic symptoms

. Constipation

Effects of Dialysis on CKD

Depression

Depression is commonly seen among Hemodialysis (HD) patients.
Depression has to be closely monitored as it can deteriorate the
quality of life of the patients. It can cause extra burden on the
economy of the patient by increasing the cost on the medical
treatment, and it also increases the risk of death by 45%. [

Quality of life during hemodialysis is severely affected. Patients
repeatedly present with pruritus, sexual dysfunction, physical
limitations. This change in QoL is related to a greater likelihood of
death and hospitalization in older patients receiving hemodialysis.

NowupwNpe
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Sarcopenia

loss is a common finding in CKD, especially for patients with more
advanced stages of the disease including ESKD patients undergoing
hemodialysis. Etiology of sarcopenia was found to be the kidney
disease itself, the dialysis procedure and the typical chronic low-
grade inflammation present in CKD patients that together increase
protein degradation, decrease protein synthesis and lead to a
negative protein balance.

Cardiovascular effects of HD

Patients who are on hemodialysis are at high risk for cardiovascular
morbidity and mortality. Conventional HD is capable of inducing
myocardial ischemia. Recurrent ischemic insults lead to myocardial
functional and structural changes, eventually resulting in fixed
systolic dysfunction and heart failure. Bl

Hypotension

Hypotension is one of the most serious complication during
hemodialysis. The main cause of intradialytic hypotension is
hypovolemia due to an imbalance between the amount of fluid
removed and the refilling capacity of the intravascular compartment.
As long as renal replacement therapy is limited to only a few hours
per week, intradialytic hypotension will continue to be a relevant
problem. (4]

Cognitive Impairment

Decline in the cognition is observed after hemodialysis has been
initiated in patients. Cognitive impairment like reduction in the
functional capacity, poor quality of life and mortality has been
reported. Repeated cerebral insults related to intra-dialytic
hemodynamic instability may be responsible for the rapid, step-wise
decline in cognition observed in HD patients. [5]

3. Pretto CR, Winkelmann ER, Hildebrandt LM, Barbosa DA, Colet
CD, Stumm EM. Quality of life of chronic kidney patients on
hemodialysis and related factors. Revista Latino-Americana de
Enfermagem. 2020 Jul 15;28.

4. Donauer J. Haemodialysis induced hypotension: impact of
technologic advances. In seminars in dialysis 2004 Sep (Vol. 17,
No. 5, pp. 333-335). Oxford, UK: Blackwell Science Inc.

5. Murtaza A, Dasgupta I. Chronic kidney disease and cognitive
impairment. Journal of Stroke and Cerebrovascular Diseases.

2021 Sep 1;30(9):105529. °
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PERSPECTIVE

By, Sowndharya S, Aswinl. S - IV Pharm D

Numerous diagnostics and therapeutic agents have been
associated with the development of Drug Induced Kidney Disease
(DIKD) or nephrotoxicity. it is a relatively common complication
with variable presentations depending on the drug and clinical
setting. Manifestations of DIKD include acid-base abnormalities,
electrolyte imbalances, urine sediment abnormalities, proteinuria,
pyuria and/or hematuria.

The incidence of community based AKI that required dialysis was
recently reported to be 29.5 per 100,000 person years and 522.4
per 100,000 person years for patients not requiring dialysis
although the incidence of drug induced AKI was not specifically
reported, earlier studies have implicated community acquired
DIKD in up to 20% of hospital admissions due to AKI. [

Acute Tubular Injury

Direct tubular injury, which occurs with different classes of drugs
such as antimicrobial agents, chemotherapeutic drugs, calcineurin
inhibitors, and contrast agents, is a common cause of AKI.
Exposure to multiple nephrotoxins and underlying comorbid
medical conditions increases the likelihood of tubular injury.
Prevention and Treatment

There are no specific therapies for acute tubular injury and, thus,
therapy is largely conservative and focused on stopping offending
agents, avoiding further kidney injury by maximizing kidney
perfusion with intravenous fluids, and avoiding nephrotoxins.
Recognition of the early signs of tubular injury utilizing sensitive
biomarkers may also hold future promise to predict early kidney
injury and allow cessation of potential nephrotoxins. [2

Acute Interstitial Nephritis (AIN)

AIN is an immune-mediated form of kidney injury that is
characterized histologically by infiltration of immune cells in the
tubulointerstitium. AIN is observed in approximately 15% of biopsies
performed for evaluation of AKI. These numbers, however, may
underestimate the true incidence of AIN. Many patients, particularly
those in intensive care units, are often incorrectly presumed to have a
tubular injury because they lack suggestive allergic features and do
not undergo a biopsy. Medications are the most common cause of
AIN, estimated to cause >70% of AIN observed in high-income
countries

Treatment

In patients suspected of having drug-induced AIN, drug
discontinuation is critical. Given the immune-mediated nature of
kidney damage, corticosteroids are often prescribed. However,
corticosteroid dosing regimens are not standardized and vary widely.
Outcome data consist of positive and negative effects that are limited
to observational studies. In some but not all studies, earlier
corticosteroid therapy was associated with the benefit. 3]
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COVID -19
XE RECOMBINANT VIRUS - AN OMICRON SUB VARIANT

The Omicron sub-variant XE is the latest in a line of coronavirus
strains that have raised concerns about increased transmissibility or
severity. World Health Organization (WHO) has notified the second
recombinant virus XE which is a combination strain of two
subvariants of Omicron BA.1 and Omicron BA.2.

What WHO said about recombinant XE?

The World Health Organization (WHO) said in its latest update that
the XE recombinant was first detected in the UK on January 19, 2022
and more than 600 sequences have been reported and confirmed
since then

What'’s known about its symptoms, transmissibility, and severity?
The XE is 10 per cent more transmissible than Omicron’s BA.2 sub-
variant, which itself was 80 per cent more transmissible than the
BA.1 sub-variant, according to the World Health Organization. The XE
does not appear to have any special symptoms the symptoms are
said to be same as all other variants and sub-variants, such as sore
throat, shortness of breath, fatigue, and runny nose. Some of the
symptoms of severe diseases are heart ailment, palpitation, and
sometimes the virus can also cause severe nerve diseases.

What are the other recombinant viruses?

XD is the new name for the French Delta x BA.1 lineage. It contains

the Spike protein of BA.1 and the rest of the genome from Delta. It

currently comprises several 10s of sequences.

XF is a UK Delta x BA.1 lineage. It has the Spike and structural

proteins from BA.1 but the 5' part of its genome from Delta. It

comprises several tens of sequences currently.

COVID 19 XE Variant Treatment

WHO said its expert team stated that vaccination with the COVID

vaccine could significantly reduce the risk of severe disease and death

due to the spread of the omicron variant. A booster dose of COVID is

recommended especially for those who are at risk for severe diseases

orillness.
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DEPARTMENTAL ACTIVITIES

Pharm.D Internship Activities

Pharm.D interns have actively involved in various academic and clinical practicing sessions as a part of their internship activities such as Journal
Club, Patient counselling, Case and seminar presentation etc.

Journal Club presentation:

Following students have done journal presentation in Journal Club on every Friday of the weeks. During this interactive session, Dr. U.
Ubaidulla, Professor, Dr. Daniel Sundar Singh and Dr. K. Srilatha, Assistant professor, Department of Pharmacy Practice, evaluated the journal
presentation and discussed with students on various aspects of research.

NAME OF THE STUDENT TOPIC

Akash. S Covid Antibody: Cocktail in India

Alka M. Das Awareness and Attitude towards household poisons among medical & non-medical students: A
comparative study

Alwin Anilkumar Covid-19 pandemic: Assessment of stress and perception of E-learning of amongst 1t year
undergraduate medical students

Anisha Joy Sigle dose Nirsevimab for prevention of RSV in pre-term infants

Benita KAP towards the Covid-19 pandemic among the Indian general population: A cross sectional
survey

Dinesh Kumar. G Development and validation of questionnaire to assess KAP and concerns regarding Covid-19
vaccination among general population

Dinesh. T Guwabhati thyroid epidemiology study: High prevalence of primary hypothyroidism among the
adult population of Guwahati city

Divya. T KAP of self-medication among UG medical students in a teaching institution

Ektha Promoth Kumar Prevalence of self-medication in rural areas of Andhra Pradesh

Patient counseling session: Case and seminar presentation

Pharm.D interns have participated in the practicing session of patient counselling. During this session, students have demonstrated
counselling points on the given clinical scenario by using various counselling aid materials and the whole activity was done in the
mode of role play.

\\\
-

ADR REPORT

INJ. DURATAZ INDUCED PETECHIAL RASH
-Reported by, Sri VinithraPharm.D (Intern)

Report:

A 1-year-old boy with a weight of 11 Kg, was administered with Inj.Durataz for the treatment of severe community acquired pneumonia. He
was given 1 gm Piperacillin (1000 mg) + Tazobactam (125 mg) calculated based on paediatric dosage of 100 mg/kg/dose two times a day
from 15t of December 2021 till 17th December 2021. He developed petechial rashes in his extremities after 15t day of administration. The
drug was stopped on 18t of December 2021 and the reaction started to subside gradually. Total recovery took about 3 days for the rashes to
subside.

Causality Assessment:
WHO causality assessment shows probable ADR to the drug administered
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DEPARTMENTAL ACTIVITIES
ADR monitoring and Reporting

Dr.Ramya Clinical Pharmacist, Gleneagles Global Health City, gave an extensive lecture on “ADR monitoring and Reporting” for the
Pharm.D interns on 09.03.2022.

Cancer Awareness Program was conducted on 4t April 2022, At Primary Health Centre & Voluntary Health Services Thoraipakkam,

Chennai and IV Year Pharm.D student were actively participated and distributed pamphlets to many patients and general public creating
awareness on cancer prevention and early diagnosis.

A guest lecture by
Dr. Rajasundaram, Head & Director,
Institute of Oncology in Gleneagles
Global Health City, Perumbakkam on
“Detection and Treatment of Cancer”
to the Pharm.D students
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DEPARTMENTAL ACTIVITIES

FREE KIDNEY SCREENING AWARENESS CAMP
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On World Kidney Day, Department of Pharmacy Practice, in association with Voluntary Health Services (VHS), Thoraipakkam, conducted
two days “Free Kidney Screening Camp” on 10t and 11t"March 2022, around 50 patients benefited by the screening and more than 250
people were benefited by the awareness program on kidney health
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DEPARTMENTAL ACTIVITIES

A Poster Competition was conducted for Pharm D students on the theme“Kidney Health for Everyone” on 11%
March 2022 at C.L.Baid Metha College of Pharmacy, Thorapakkam., The posters were evaluated by Dr.Kalaiselvan,
consultant at VHS Hospital, Thoraipakkam.

FIRST PRIZE: Pharm.D IV year- Aswini, Harini, Sethumeena, Supriya

PR \RMAcy

ATE: 11 MarcH 2632

BY

(NDHAM, MBBS, MS, DNB. MCh, FMAS
PARTMENT OF NEPHROLOGY
GLES GLOBAL HEALTH CITY,
IUMBAKKAM, CHENNAL
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DEPARTMENTAL ACTIVITIES

THIRD PRIZE:
Pharm D IV year - Sowndarya S, Sneha Mavis M, Tharani A, Preethi P
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Winners of Poster Competition received cash prize from the chief guest Dr. K. Muruganandham, Head and Senior
consultant, Department of Urology and Renal transplantation, from Global health City, Chennai.

Guest Lecture on “Recent Advancements in Kidney Disease Management” by Dr. K. Muruganandham, Head and Senior consultant,
Department of Urology and Renal transplantation, from Global health City, Chennai on 11" March, 2022 to the Pharm.D students,
highlighting on renal calculi was the best part of the program
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DEPARTMENTAL ACTIVITIES

READERS CORNER: PUZZLE WORD

Vertical

1. Adjuvant anticonvulsant drug for partial seizures

3. A non sedative anti histamine drug

5. A person who provides optimal management of medication for chronic diseases
Horizontal

2. An emerging infectious disease virus

4. Complication of COVID -19

6. A route of administration which has negligible systemic absorption

Send your answers to -

dicclbaid@gmail.com

Names of first five winners will be displayed in the next issue

For Details and Feedback contact:

Department of Pharmacy Practice
C. L. BAID METHA COLLEGE OF PHARMACY
(An ISO 9001:2015 Certified Institution)

Rajiv Gandhi Salai, Thoraipakkam, Chennai-97
Phone: 044-24960151, 24960425, 24962492 (DIC; Extn-37)
Email: ubaidulla@clbaidmethacollege.com




