PHARMACIST’S OATH

e [ swear by the code of Ethics of Pharmacy Council of India in relation to the community
and shall act as an integral part of health care team.

e [ shall uphold the laws and standards governing my profession.

e [ shall strive to perfect and enlarge my knowledge to contribute to the advancement of
pharmacy and the public health.

e [ shall follow the system which I consider best for pharmaceutical care and counseling of
patients.

e [ shall Endeavour to discover and manufacture drugs of quality to alleviate sufferings of
humanity.

e [ shall hold in confidence the knowledge gained about the patients in connection with my
professional practice and never divulge unless compelled to do so by the law.

e [ shall associate with organizations having their objectives for betterment of the
Profession of Pharmacy and make contribution to carry out the work of those
organizations.

e While I continue to keep this oath unviolated, may it be granted to me to enjoy life and
the practice of pharmacy respected by all, at all times!

e Should I trespass and violate this oath may the reverse be my lot!
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Only about seventy years ago was chemistry, like a grain of seed from a ripe
fruit, separated from the other physical sciences. With Black, Cavendish
and Priestley, its new era began. Medicine, pharmacy, and the useful arts,
had prepared the soil upon which this seed was to germinate and to

flourish,
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From the Registrar's Desk :

Dear pharmacists,

Saili S Masal

Registrar
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From Editorial Board Member Zarine Photo

Pharmacy management and Medication Therapy Management
— A Winning Combination

Pharmacy in the early 20™ Century was termed a ‘Marginal’ profession. The principal function
of the pharmacist was ‘Daily handling and preparing of remedies in common use.” Pharmacists
or ‘Apothecaries’ were engaged in wholesale manufacturing and distribution of Medicinal
products. Hence pharmacists had little choice, but to have sharp business acumen to survive.
They had to have a keen sense of manufacturing aspects, management of inventories of
chemicals and formulations they made and dispensed. Pharmacy practice has evolved since then.
Management perspective in pharmacy Practice abounds.

Pharmacist is now a recognized healthcare professional globally.

Lack of time and poor communication are primary obstacles in delivering pharmacy care
services. Continuous education in healthcare systems and pharmacotherapeutics is greatly
helpful to a practicing pharmacist.

Morbidity and mortality arising from medication errors are a recognized public health problem
hence the concept of medication therapy management has been accepted. Clinically this
approach helps patients maximize the benefits of drug therapy. But to obtain perfection in
medication therapy management, pharmacists must design efficient distribution systems, select
and train staff, have systems which disseminate knowledge on new drugs and technology and
document measurable controls.

Evidence suggests that the need for a management perspective in pharmacy is very
important and is mandatory. A series of studies wherein the use of strategic planning by
community and hospital pharmacy settings saw higher sales volume and profitability
compared to those who did not. Pharmacies owned by strategic planners were also
found to be more proactive in offering clinical or value added services than others.

There are many things that a Pharmacist can do to improve quality. First they can
promote a “systems view” culture within the organization.

Second focus on important systems change like medication safety. E.g. Fast moving drugs,
narrow therapeutic index medications and medications available in multiple strengths.

Intervention and analysis of prescriptions can help improvement in quality patient care.

The rational of a good pharmacy practice lies in the fact that a pharmacist has the requisite
managerial skills together with enough clinical drug associated knowledge. Thus good business
and good patient care are not mutually exclusive and good patient care with implementation of
clinical services can be made possible.
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Domains of Pharmaceutical Care Practice in a Hospital

Risk Management — System of data collection
Obtain History of patient

Adverse drug reactions

Be knowledgeable about Drug — Drug interactions

e o o

Patient Advocacy

Counsel patients on drugs in treatment

Promote patient wellness

Maintain caring, friendly relationship with patients.

e o oy

Disease Management
e Provide information to patients on how to manage their disease state/ condition.
Maintain a proper inventory of products necessary for patients with chronic disease e.g.
inhalers, Nebulizers, glucose monitors, etc. in the pharmacy at all times.

Pharmaceutical care services marketing.

Meet the prescribers i.e. doctors

Identify and use software which helps patient care activities.
Good inventory and stock management.

o o o N

5. Utilize organized pharmacist services for proper distribution of drugs at all levels viz.
outpatient, Inpatient etc.

Authored by: Zarine Khety,
Senior Chief Pharmacist, Saifee Hospital

HIHAT ST F SN Uegd =l TG0 - Ueh THTE S0

T STARI=AT Q=T FHlcald HHAT &1 "HIHC " | HH el Sid 3. SHfaT =Tdresull &
AEHAT ATYRETS SUTITATSHT T2 HI0T T ST S G i ord. 31Ty =eantas &
STAIFST (Apothecaries) T ST =3k AT o ol =1 HmTq =95 S19d. =HS 3wy
SR T ST HE ISl Tl 39T BIdl UUT SUTSIAhaTal =7 SHaar=l AT S
3Evas arar. A ey, T/ QoA ey 9 ST At % O TIN HeT <07
o1 T T @A A SAEYHE B, deelagd BHl YR Genfad Sell. e YF e we

LAY =l He =l HIIT F-AT.

ST ST BT TAT SHTHY SRR FETa Snaaifas o e STar.
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o HHALAT F TREIT Haral 11 & S JaT 0TI Joo TS 3Med. 3 a9
FHLUM-FHIST STRTAGTTHR GUTAT o HHIAILSTI R He Faid fRI01 & AR 3T 3% hehdl.

STIEIAS THgeS AT T F o & HaSi-eh TRl IS WU 3fes@ell T Aifor
TEUM STETER TR ST & HehouAT REset el A1 Hehou-ar SHTeg=m qeadid
STRATET ST AT TTOM BT 435 ANTell.  STRTI=R Gesd=T SeReTy=Td afguidr STouarards
ST TR ST Freferd fadqwor qead SAfa0), FH=-F=r oS Fed ferayor <07 7 o797
Ted faHfad HI0 SIOe A9 SIS F TS A Aifeden THR Sdr 9% 9hd J
TR Hifed! A7 YehR HUST 81 Thel.

S ST LI Gehed-= TS 0T SIel 31e 314 FAdsmnsidr fssd wlear s/ga a o
AfaT 31me. A=At ST WIfAeh! SacadT 19 3MEcgd el 318 &, HEIFS! F STOMeTHH
YT T AASTRR ATS STacifeet S19dr S foshl 3 T fogT oar.  dagres fHarse won-an
ST S ATt ST TR 95 STeshal 3 Togq aT S0ATHE SAUel ST hareiet

@B
ST ATfaUaT=AT T ST ST T-2T TS &% IThdl. JIH: =T ST faeday

=g ©l Hho T SR aifest.

AT HEcaT=T Teadid Jacl ST &1 STTI=mRidiel gRiyaar 3ameioned Sid @Y STl ST,

T I el SoT BfEHoT F ST digaues U] TEeTel 3.

ST fI9eIoor o ey A Y BEAAIT (intervention) STCAT STOHS=AT Ssife GETIOM
EE)

AT GHEGT U IrEr 37l STy S sqaEaeh HEd AEeEd STeifas= Tare
Tifed! 9 difFe 19 39S © BIsd. Tl 8aT F TTOET STl TaT © ThHraryel 3718 d Tl $707
GG T4 9 fFadieneT ieead <07 919 °iss SThd.

T S faueh Aae T AT TUaTaTST & : -

1. @ U - HTfgdl GUfad eh AT ueda

o TIUTHT Sfery fHeafanr
o  SYHT =T Ui
o INEY=AT TLEUT YiHATIWR HifedT ST

2. {IUT gHST

o STARTHEY SRITaT UMY TSI HL0T
o TTUT FT BIUATHIS! G hiol
o TN SEXE q AT =T ATl el ol
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3. LT GG

o TIUMY AT AL -l STHIA =ATd JTeTed Hifedl <of
o TRA TUMN-AT AEHEA WIUME avdd Hiecaral A7d HET Sl 34 ST,
ASATT=TH, TSt AifaH S.

4. EEfaETeh @G Qar fauu=

o 3NTYUF UM TRUMSIE Sidad-T Ta0T
o TIUN=T FesSl GaHTd ST TIT0Teh: YUTTEAT 0T F <= aTa< 0]
o 3T Gral SHaETgT

5. SwyE A faawu 99 ey SO, S8 U/ T S0 J BT S 3Ty

I Fa= A TS &HX0)

New PUBLICATION of MSPC’s DIC:

Recently MSPC’s DIC launched a new publication te help pharmacists While

counselling a patient. The book is entitled as

“GUIDE TO PATIENT COUNSELING - A reference booklet for Essential

Drugs in India”

To avail your copy, contact Drug Information Center.
Contact Details:

Incharge- Drug Information Center

Contact No. 022- 25930607,

e Mail I1D: diemspel@wemail com
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QUERY OF THE QUARTER

Que: Which are the drugs recently banned by DCGI and why?

Ans: The decision to ban or withdraw a drug by the regulatory authorities is normally based on
the risk assessment process, which is influenced by a number of factors such as disease pattern in
a country, indications and dosages of the drug permitted, varying reactions of certain ethnic
groups in a given population, availability of safer substitutes and overall safety profile of the
drug. These conditions are different for different countries. It is for this reason that a drug banned
/ restricted in one country may continue to be marketed in other countries. Following is the list
of drugs that have been prohibited for manufacture and sale through gazette notifications under
section 26a of drugs & cosmetics act 1940 by the ministry of health and family welfare in the
New Year.

Nimesulide formulations for human use in children below 12 years of age.
Cisapride and its formulations for human use.
Phenylpropanolamine and its formulation for human use.
Human Placental Extract and its formulations for human use.
Sibutramine and its formulations for human use
R-Sibutramine and its formulations for human use.
Gatifloxacin formulation for systemic use in human by any route including oral and
injectable

e Tegaserod and its formulation for human use.
1. Nimesulide formulations for human wuse in children below 12 years of age:
Nimesulide is an NSAID that is being used as an anti-pyretic in children on a vast scale in India.
Nimesulide is banned due to concerns over liver toxicity. Use of nimesulide is involved with
concerns of both increased frequency and severity of hepatic lesions as compared with other
NSAIDs. The mechanism appears idiosyncratic and not dose related Finland's National Agency
for Medicines reports a total of 66 cases of hepatic toxicity (from a total of 109 adverse reaction
reports) involving nimesulide. Developing symptoms such as general malaise, nausea, jaundice
or abdominal pain while taking nimesulide should be immediate cause for concern and
evaluation. .

2. Cisapride and its formulations for human use:

Cisapride, a drug which increases motility in the upper gastrointestinal tract, has been either
withdrawn from the market or had its indications limited in many countries due to its side
effects. Serious cardiac arrhythmias including ventricular tachycardia, ventricular fibrillation,
torsades de pointes and QT prolongation have been reported in patients taking cisapride.

3. Phenylpropanolamine and its formulation for human use:
Phenylpropanolamine may have the risk of hemorrhagic stroke associated with its use. The
United States Food and Drug Administration (FDA) removed this drug from US market in
November 2000.

4. Human Placental Extract and its formulations for human use:
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Similar is the case with use of placenta extraction. According to reports, all products containing
extract of human placenta have been banned by the US FDA since they can transit diseases and
pose serious health hazards to consumers. Placenta extract was never permitted for use as
medicine in the western countries such as US, UK, Australia, Canada and European Union states
due to lack of efficacy and safety data.

However, some companies in US were importing products containing human placenta as dietary
supplements. However, on April 14, 2008, all products containing human placenta extracts even
for use as cosmetics have been banned by the US government.

But in India, human placenta extract sold as Placentrex lotion, gel, and injection is being actively
promoted as a remedy for a variety of unrelated disorders such as vitiligo, wound dressing,
prevention of adverse effects due to radiotherapy, fallopian tube blockage, female infertility,
scarring, post-phlebitis ulcers, scars due to acne, etc., but now this product is banned as no
significant efficacy or effect is observed on humans after using this medicine,

5. Sibutramine and its formulations for human use:

Increase concern over cardiovascular and stroke risk. Sibutramine is an appetite suppressant
structurally related to amphetamine. Although initial data indicate that the drug may be useful in
the treatment of obesity, long-term safety related to its effects on blood pressure and heart rate
are needed. According to a study done by Abbott laboratories, it was found that cardiovascular
risks outweigh modest weight loss benefits. (For more information refer Drug Information Bulletin,
Oct- Dec 2010 issue)

6. R-Sibutramine and its formulations for human use:
It is banned in India due to increase concern over cardiovascular and stroke risk.
7. Gatifloxacin formulation for systemic use in human by any route including oral and
injectable:

Gatifloxacin has been associated with both hypoglycemia and hyperglycemia. Use of
gatifloxacin in oral & intravenous form is contraindicated diabetes mellitus; disturbances in
blood glucose homeostasis, but now systemic use are banned in all patients and only topical
preparations can be used. According to a study entitled as “Outpatient Gatifloxacin Therapy and
Dysglycemia in Older Adults”, it was found that As compared with the use of other broad-
spectrum oral antibiotics, including other fluoroquinolones, the use of gatifloxacin among
outpatients is associated with an increased risk of in-hospital treatment for both hypoglycemia
and hyperglycemia.

8. Tegaserod and its formulation for human use:

Tegaserod is a drug used to cure irritable bowel syndrome and constipation, can be responsible
for increased risks of heart attack or stroke, Tegaserod maleate was withdrawn by the USFDA on
March 30, 2007, following results of a safety analysis that found a higher risk of heart attack,
stroke, and worsening heart chest pain in patients treated with tegaserod compared to placebo-
treated patients. Clinicians prescribing tegaserod are advised to transition their patients to other
therapies as clinically appropriate.

Reference:

1. http://www.pharmexcil.org/data/media_files/DCGlItobannimesu_media_file 1573.pdf

2. MICROMEDEX(R) Healthcare Series Vol. 147
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3. Laura Y. Park-Wyllie, David N. Juurlink, Alexander Kopp, Baiju R. Shah, Therese A. Stukel,
Carmine Stumpo, Linda Dresse., Donald E. Low, and Muhammad M. Mamdani; Outpatient
Gatifloxacin Therapy and Dysglycemia in Older Adults; N Engl J Med 2006;354:1352-61.

4. James W., & et.al. Effect of Sibutramine on Cardiovascular Outcomes in Overweight and
Obese Subjects. N Engl J Med 2010; 363:905-917

faur@ et ug=:
Uy : Afetehed DCGI X Sfgsgd Shetell SNEE shIUTay 9 hT 2

AT - TER vy dfeshd HOS a1 O i aeRd g = 5 favf faframes
RO STFAT a7 o TSEToTao] <7 ST S\9ON-=T AT Gieiol &6 &dell STal.
qeor @ [T A YehrE, ST a1 o, <7 STl GHT Horell JIET, ST
YDA HIET STHTATAT SR eTaIel Ufafshar sa< sral Gferd Sui=r Sucises Sraiell uais
T ST Haffor Ao TUEn 6T STaciaT 3T9d. o ReIdr et S9md JTaesl
ST, AT HILOTETS] TETE <9 Sfeshd holol STIdT el HILOMETal arrd STgeiel 3o SH-=1
IM AT S35 I 7 IS STAKT B3 Tehel. 3TN 9 Gied ORI HEaT 1940 F <1
WA Fed 26 37 AT RTT F SHFHAT0T I =1 T4 auia JSTo=res? Erefiel ST
faftcr 3 fashr =max fsfy araer smea.

T STIHTST ST FAEIeEs 3Ty 12 auiRareiiet SrTardmsr
HHATETET T faaEsS

HHATHTS 3THT g ars

TS 39Tl el T dad

HHETETST 318l faaamET

HHATHTS! T - IHE

HHATRST diSiare d SeideeaR TEda =7 9 a1
AT ATYETS! STHETe SIS
1. HHETERET ST TS S SNET=AT 12 9ui@reiiel a9RTEEES! dau (Nimesulide

formulations for human use in children below 12 years of age)

HEES ® NSAID T T1ard Ad § HIdrd STfaere HST GHIUIEY GeAine ararEral fact .

TFAEL STHOT-T =T YO FAgemseen afeshd Fel 3@, $AY NASID =1 Ja-
e JFamea @ deudr=l fhal aratar 9 digdr A HeeaEear e
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FXoIfasT fo=me S anar. g arEs=age =ras 9oy § = Al ArEa a9
T@RT 3T 8. HHATHST a1 FHI0ATd el AT eEsges SIaradd THur 109 SwIi=
HTd% TROTH (Adverse Drug Reaction) U&l 66 THI0l & RIS SH 30 JHdEy =d®
oy U AT el e, WAGTRUT 3T, HesHes, Hdlcs Tqal Ulag@l 3T ofafor
RIS =T STecseaTd @i AT BT 60l ST d HecdT 3.

2. qHEETEET 3 T m ( Cisapride and its formulations for human use)

faaraEs & i == T =T AT SIoT=Tel aeduadr Y Fid. 3 J9MHT §
3y Sfeshd el 3T 37AaT Ferd HIer HILOMETST <M=l dqY HL0A qLarl 3. 2T o]
AT, T YT Hlehares SSHOMH RAETITSS HUM-2T TT0THE 3fT@es ST 3T3.

3. AHATETST ST ﬁ-ﬁﬂﬁﬁﬂﬁ'ﬂ'@ ( Phenylpropanolamine and its formulation

for human use).

RIS HTS T =T 19T L] , TIOMHE LIS T ] aﬁ‘gwuﬂunu 3Ecg 3T

3. STHREA 3T F 3 WIeAThS T ST AT 2000 TR STAE- Sfeshd Hhol %,
4. UFETETST A I el UaRigee d Tl WiguTl ( Human Placental Extract

and its formulations for human use).

3% STEATATEN ST SCATSATHEY Human Placental Extract 37&d 3797 Sctar T 37 o
3T TR SfEshd el 3. AT HROT TS 3790 ScUTET 396 A GHHUT % Ihdid o
T UTeshi=aT ST =Tk aih (07 % Ihdid e Taagae =7 9T A, 73S

v o
ST

e, &A<T, "j{lqu'-l 3T ToTe S el hell el AATal Lol I 6‘4361’(‘” R

gferaafas= mfedr Suersy ATEr.

T AT SR el ST 8gHT ©iHidd Tadgad AT ScareAT ey gaull a7 idvid
ST FId 3T JUT 3T TIHRA 14 AEaT 2008 A 8gAT Wil STHUMNT ¥ 3cara
STTET WeAGETe T ST STHUMET GeaT et hall 371%.

T AT °E 80 ©idd g A9, SId, 9 Soie9 T98aTd a1 =id 3. IM=rar
fTeeTaTST, fFamRiier ST, GIHM 90T SIS, uT 21 STl arqT HHaraes hod-de Hral

oo g uftoms 7 sTecear e qax ST Sfeshd ol 3778.
5. AFATETST 3 fasIeT™1ET ( Sibutramine and its formulations for human use)
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fg=IgmET & 37wy g U FIOAS! oot ST, Ararera geardr mfedr S/ soifad #i Tax 3w
TIATST IUYFT 3T VA Ui AT SNTes TFISEEY d Fadr=Al Tl defad smon-=r
geIfomATfas=l Mifec faczaor Savas o8 < ST Ta =T qHdr IRRmeT gRfarda
e e sMavas e,  3faid ol holedl TG 3 fqes siey 3t &1, =7 fwerges
TSI BV OO & 27 SHSIT=AT SS Saavl-2T UfumATal sifus qecar e,

6. UTHETATST 3T T-TaeI™IET ( R-Sibutramine and its formulations for human

use)

SR -FE=IZTATET =17 ST TSI Sl IR B TN ST YRl Sfeshd ol 378,
7. HEGTETST digae ¥ S9N T2 AU =T a1 (Gatifloxacin formulation for

systemic use in human by any route including oral and injectable)

AR Hob LA VTehid THTUN ATATHHIIT HHI 7T 3T BIel, HIHSTEAT SIOHE
TEAFIHA =7 digear g 3. f. &R amY &% 79 19 <97 Sed gur S7rdr 379, &), &N

TETATFTHTT

=1 AT | SUIHE Sfethd chell 3T THaFd aaa? g% ATGuITHIS] JT=T aTaY HLuaTe STHT 3778,

ST AT GfSifaerr=aT gefd TEeiead =1 ardY Hedrd STOHe Y] S
THTOT FHT 3Tl ST 3@ A il SROded SRael FHIuar= ol 3ifed o1 39 o

ST FHESH 377eT 311,

8. WHETAT AMOIETST ATA SIS (Tegaserod and its formulation for human

use)

MRS B 3vY Aoy g sRead ael A9 AT SSIRET SAlS] Hvaddl oo S
TGP ST J0AT BT &7 SO Sfwereh fFreia e, smfkeT o= o 3iwey gemg=m
30 9 2000 ST HaXT VTS TRAGHET SIEH J0ATET €ihl ST o TUH e 9
IO g g1 FFHi7 81 S Sfeshd ol TR, ST ST 0T 2mfads for 3me
ST ST FTOTT =11 TS S AT ST HL0=T FoolT foell 3778,

Down Syndrome

Down syndrome (DS) is a genetic condition in which a person has 47 chromosomes instead
of the usual 46. In most cases, Down syndrome occurs when there is an extra copy of
chromosome 21. This form of Down syndrome is called Trisomy 21. The extra chromosome
causes problems with the way the body and brain develop. Normally, at the time of
conception a baby inherits genetic information from its parents in the form of 46
chromosomes: 23 from the mother and 23 from the father. In most cases of Down
syndrome, a child gets an extra chromosome 21 — for a total of 47 chromosomes instead of
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46. It's this extra genetic material that causes the physical features and developmental
delays associated with DS. The only well known risk factor for conceiving a child with
Down syndrome is advanced maternal age.

21 st March is celebrated as World Down Syndrome day.

Symptoms

Down syndrome symptoms vary from person to person and can range from mild to severe.
However, children with Down syndrome have a widely recognized appearance.

The head may be smaller than normal and abnormally shaped. For example, the head may
be round with a flat area on the back. The inner corner of the eyes may be rounded instead
of pointed.

Common physical signs include:

Decreased muscle tone at birth

Excess skin at the nape of the neck

Flattened nose

Separated joints between the bones of the skull (sutures)
Single crease in the palm of the hand

Small ears

Small mouth

Upward slanting eyes

Wide, short hands with short fingers

White spots on the coloured part of the eye (Brushfield spots)

Physical development is often slower than normal. Most children with Down syndrome
never reach their average adult height.

Children may also have delayed mental and social development. Common problems may
include:

Many different medical conditions are seen in people with Down syndrome,
including:

e Birth defects involving the heart, such as an atrial septal defect or ventricular septal
defect

e Dementia may be seen. Individuals with Down syndrome are at a high risk for
developing dementia and early-onset Alzheimer's disease.

e Eye problems, such as cataracts (most children with Down syndrome need glasses)

e Early and massive vomiting, which may be a sign of a gastrointestinal blockage, such
as esophageal atresia and duodenal atresia

e Hearing problems, probably caused by regular ear infections

e Hip problems and risk of dislocation
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e Long-term (chronic) constipation problems

e Sleep apnea (because the mouth, throat, and airway are narrowed in children with
Down syndrome

e Teeth that appear later than normal and in a location that may cause problems with
chewing

e Underactive thyroid (hypothyroidism)

Diagnosis:

The diagnosis of Down syndrome can be made before birth using one of several diagnostic
tests. These tests carry a small risk of miscarriage.

Prenatal screening tests currently available include the expanded alpha-fetoprotein (AFP)
screening test, the nuchal translucency test, and additional ultrasound screens which look
for changes in certain anatomical features of the fetus. While these screening tests can
assess the risk for Down syndrome, they cannot confirm Down syndrome with certainty.

The most widely used screening test is the AFP. Between weeks 15 and 20 of pregnancy, a
small blood sample is taken from the mother and examined. The levels of AFP and three
hormones called unconjugated estriol, human chorionic gonadotropin, and inhibin-A are
measured in the blood sample. If the AFP and hormone levels are altered, Down syndrome
can be suspected, but not confirmed. Likewise, a normal test result does not rule out Down
syndrome.

The nuchal translucency test measures the thickness of the fold in the neck via ultrasound.
This test can be done between 11 and 13 weeks of pregnancy. In combination with the
mother's age, this test identifies about 80% of Down syndrome fetuses.

Women considered at high risk (advanced maternal age, positive AFP test, or a history of a
previous child with Down syndrome) may benefit from additional ultrasound scans
between 18 and 22 weeks of pregnancy. When certain anatomical features are altered,
absent, or present in a fetus, it may indicate Down syndrome. Some of the markers that are
examined include:

. the length of the long arm (humerus) or leg bone (femur),

. the length of the nasal bridge,

. the size of the renal pelvis (hypoplasia, pyelectasis),

. small bright spots in the heart (echogenic intracardiac foci),

. small middle section of the little finger (hypoplastic fifth digit),
. a large gap between the first and second toe,

. increased brightness of the bowel (echogenic bowel), and

. Pelvic bone angle (widened iliac angle).
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If Down syndrome is suspected after a child is born, a diagnosis can be made via
chromosome analysis.

Amniocentesis is performed between 16 and 20 weeks of pregnancy. During this
procedure, a thin needle is inserted through the abdominal wall and a small sample of
amniotic fluid is taken. The sample is analyzed for chromosome anomalies.

Chorionic villus sampling (CVS) is done between 11 and 12 weeks of pregnancy. It involves
the collection a chorionic villus cell sample from the placenta either through insertion of a
needle in the abdominal wall or through a catheter in the vagina. The chromosomes in CVS
are analyzed for deviations.

For percutaneous umbilical blood sampling (PUB), fetal blood is taken from the umbilical
cord using a needle inserted through the abdominal wall. The blood sample is examined for
chromosome abnormalities. It is usually performed after week 18.

Complications

Airway blockage during sleep
Compression injury of the spinal cord
Endocarditis

Eye problems
Frequent ear infections and increased risk of other infections

Hearing loss

Heart problems

Gastrointestinal blockage

Weakness of the back bones at the top of the neck

Prevention

e Experts recommend genetic counseling for persons with a family history of Down
syndrome who wish to have a baby.

e A woman's risk of having a child with Down syndrome increases as she gets older. The
risk is significantly higher among women age 35 and older.

e Couples who already have a baby with Down syndrome have an increased risk of having
another baby with the condition.

e Tests such as nuchal translucency ultrasound, amniocentesis, or chorionic villus
sampling can be done on a fetus during the first few months of pregnancy to check for
Down syndrome. The American College of Obstetricians and Gynecologists recommends
offering Down syndrome screening tests to all pregnant women, regardless of age.

References:

e http://www.medicinenet.com

e http://www.ncbi.nlm.nih.gov
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e Practical Oral Care for People with Down syndrome U.S. department of health and human
services, National Institutes of Health, National Institute of Dental and Craniofacial
Research.
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Drug of the Quarter:

Pramipexole Di Hcl monohydrate is approved for the treatment of the sign and symptoms of
idiopathic Parkinson’s disease in March 2010 by CDSCO.

How does this drug work as Antiparkinsonian agent?

Pramipexole dihydrochloride is a nonergot dopamine agonist whose exact mechanism of action
as a treatment for Parkinson's disease and restless leg syndrome is unknown. Pramipexole has
full intrinsic activity at the D (2) subfamily of dopamine receptors, and has a higher affinity to
the D (3) receptors than the D (2) or D (4) receptors.

Is this drug safe to be used in pregnancy?

According to USFDA Pregnancy Category, Pramipexole Di HCI monohydrate comes under
Category C which means either studies in animals have revealed adverse effects on the fetus
(teratogenic or embryocidal or other) and there are no controlled studies in women or studies in
women and animals are not available. Drugs should be given only if the potential benefit justifies
the potential risk to the fetus.

Which drugs can interact with Pramipexole Di Hcl monohydrate when taken together?
Following drugs can interact with Pramipexole Di Hcl monohydrate:

Cimetidine: Concurrent use of cimetidine and pramipexole may result in an increase in the area
under the concentration-time curve (AUC) and half-life of pramipexole.

Monitor patients for excessive pramipexole adverse effects (orthostatic hypotension, drowsiness,
dizziness, insomnia).

Amantadine: Alteration of oral clearance of pramipexole is unlikely

Antipsychotic agents (e.g., phenothiazines, butyrophenones, thioxanthenes): Dopamine
antagonist activity of the antipsychotic agent may diminish effectiveness of Pramipexole.

CNS depressants (e.g., alcohol, antidepressants, antipsychotics, benzodiazepines): Possible
additive sedative effects.

Diltiazem: Diltiazem is secreted by the cationic transport system and may decrease oral
clearance of Pramipexole.

Levodopa: Additive therapeutic and/or adverse (e.g., dyskinesia) effects; peak plasma levodopa
concentration may be higher and occur sooner after administration, but extent of levodopa
absorption is not altered. Consider a reduction in levodopa dosage when pramipexole is added to
levodopa therapy
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Metoclopramide: Dopamine antagonist activity of metoclopramide may diminish effectiveness
of Pramipexole.

Probenecid: No appreciable alteration of pramipexole pharmacokinetics

Quinidine and Quinine: Quinidine and quinine are secreted by the cationic transport system
and may decrease oral clearance of Pramipexole.

Ranitidine: Ranitidine is secreted by the cationic transport system and may decrease oral
clearance of Pramipexole.

Triamterene: Triamterene is secreted by the cationic transport system and may decrease oral
clearance of Pramipexole.

Verapamil: Verapamil is secreted by the cationic transport system and may decrease oral
clearance of Pramipexole.

What are its adverse effects?

Most common adverse effects experienced with this agent are: Orthostatic hypotension,
Constipation, Nausea, Amnesia, Asthenia, Confusion, Dizziness, Dream disorder, Dyskinesia,
Extrapyramidal movements, Headache, Insomnia, Somnolence, Hallucinations

SERIOUS adverse events are:

Malignant melanoma, Sleep attack, malignant melanoma.

When to contact doctor in case of any effect experienced after using this medicine?

Contact doctor right away if any of these side effects experienced:

e Allergic reaction: Itching or hives, swelling in your face or hands, swelling or tingling in your
mouth or throat, chest tightness, trouble breathing.

e Change in how much or how often you wurinate, or painful urination.
Changes in vision.

e Chest pain. Extreme sleepiness or drowsiness.

e Fever, chills, cough, sore throat, and body aches.

¢ Lightheadedness, dizziness, or fainting. Muscle pain, stiffness, tenderness, or weakness.

e Problems with balance or walking.

e Seeing, hearing, or feeling things that are not really there.

e Swelling in your hands, ankles, or feet.

e Tremors.

e Trouble breathing.

¢ Twitching or muscle movements you cannot control.

e Unusual tiredness or weakness.

What precautions need to be taken while using this medicine?

1. Avoid driving, using machines, or doing anything else that could be dangerous if you are not
alert. You may also feel lightheaded when standing suddenly from a sitting or lying position, so
get up slowly.

2. Some people who have used this medicine had hallucinations or unusual changes in their
behavior, such as having problems with gambling, increased sex drive, or compulsive eating.
Talk with your doctor if this 1s a concern for you.
3. Your doctor will need to check your progress at regular visits while you are using this
medicine. Your doctor may also need to check your skin regularly. Be sure to keep all
appointments.

4. Avoid alcohol
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5. Pramipexole may be taken with or without food; however, taking the drug with food may
reduce the occurrence of nausea.

Reference:

MICROMEDEX(R) Healthcare Series Vol. 148
http://cdsco.nic.in/LIST%200F%20APPROVED%20DRUG%20FROM%2001.htm
http://www.drugs.com/monograph/pramipexole-dihydrochloride.html
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World Head Injury Awareness Day

Injuries are a major public health problem in India. India is passing through a major
sociodemographic, epidemiological, technological and media transition. The political, economic and
social changes have altered the health scenario. In the past two decades, India has witnessed rapid
urbanization, motorization, industrialization and migration of people resulting from socioeconomic
growth and development. With mechanization and revolution in technology, traditional ways of
living and working are being altered.

Head injuries can occur at any time and at any age. The victim could be a baby who has fallen from a
crib, a child hit by a baseball bat, a teenager beaten by his notorious classmates, an adult who met
with an accident or an old person who has fallen down the staircase. The reasons could be many but
the affected organ is always the brain.

Brain injury is an impairment of normal brain functions that cause altered cognitive functioning.
World Head Injury Awareness Day, which is observed on 20t March, is a reminder of simple yet
forgotten day to day actions. Head injury is much more painful than short term amnesia or a
bandaged-covered head as usually shown in our daily soaps. We all know that prevention is better
than cure, and sometimes it is true because some health disorders do not have a cure.

The brain is the center of the nervous system in a human being. The nervous system is responsible
for numerous bodily functions that keep a man alive. The smallest damage to the brain makes a
huge impact on one’s health. Therefore, it is very crucial to take care of this system as we are
concerned about other systems in our body. A slight case of vertigo could lead to bigger damage if
failed to be treated on time

A head injury is any trauma that leads to injury of the scalp, skull, or brain. The injuries can range
from a minor bump on the skull to serious brain injury. Head injury is classified as either closed or
open (penetrating).

e A closed head injury means you received a hard blow to the head from striking an object, but
the object did not break the skull.

e An open, or penetrating, head injury means you were hit with an object that broke the skull and
entered the brain. This usually happens when you move at high speed, such as going through the
windshield during a car accident. It can also happen from a gunshot to the head.

Causes

Common causes of head injury include traffic accidents, falls, physical assault, and accidents at
home, work, outdoors, or while playing sports.
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Some head injuries result in prolonged or nonreversible brain damage. This can occur as a result of
bleeding inside the brain or forces that damage the brain directly. These more serious head injuries
may cause:

e (Coma

e Chronic headaches

e Loss of or change in sensation, hearing, vision, taste, or smell
e Paralysis

e Seizures

e Speech and language problems

Symptoms

The symptoms of a head injury can occur immediately or develop slowly over several hours or days.
Even if the skull is not fractured, the brain can bang against the inside of the skull and be bruised.
The head may look fine, but complications could result from bleeding or swelling inside the skull.

The following symptoms suggest a more serious head injury and require emergency medical
treatment:

e Changes in, or unequal size of pupils
e Convulsions

e Distorted features of the face

e Fluid draining from nose, mouth, or ears (may be clear or bloody)

e Fracture in the skull or face, bruising of the face, swelling at the site of the injury, or scalp
wound

e Impaired hearing, smell, taste, or vision

¢ Inability to move one or more limbs

e Irritability (especially in children), personality changes, or unusual behavior
e Loss of consciousness, confusion, or drowsiness

e Low breathing rate or drop in blood pressure

o Restlessness, clumsiness, or lack of coordination

e Severe headache

e Slurred speech or blurred vision

e Stiff neck or vomiting

e Symptoms improve, and then suddenly get worse (change in consciousness)

First Aid.........
Get medical help immediately if the person:

e Becomes unusually drowsy
e Behaves abnormally
e Develops a severe headache or stiff neck

e Loses consciousness, even briefly
e Vomits more than once
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For a moderate to severe head injury, take the following steps:

1. Check the person's airway, breathing, and circulation. If necessary, begin rescue breathing
and cardiopulmonary resuscitation (CPR).

2. If the person's breathing and heart rate are normal but the person is unconscious, treat as if
there is a spinal injury. Stabilize the head and neck by placing your hands on both sides of the
person's head, keeping the head in line with the spine and preventing movement. Wait for medical
help.

3. Stop any bleeding by firmly pressing a clean cloth on the wound. If the injury is serious, be
careful not to move the person's head. If blood soaks through the cloth, do not remove it. Place
another cloth over the first one.

4. If you suspect a skull fracture, do not apply direct pressure to the bleeding site, and do not
remove any debris from the wound. Cover the wound with sterile gauze dressing.

5. If the person is vomiting, roll the head, neck, and body as one unit to prevent choking. This still
protects the spine, which you must always assume is injured in the case of a head injury.

6. Apply ice packs to swollen areas.

Over-the-counter pain medicine, such as acetaminophen, may be used for a mild headache. Do not
take aspirin, ibuprofen, or other anti-inflammatory medications because they can increase the risk
of bleeding.

e Always use safety equipment during activities that could result in head injury. These include
seat belts, bicycle or motorcycle helmets, and hard hats.

e Obey traffic signals when riding a bicycle. Be predictable so that other drivers will be able to
determine your course.

e Make sure that children have a safe area in which to play.

e Supervise children of any age.

e If you have kids or senior citizens at home then use rails on an adequately lighted stairway,
place grillwork on windows and balconies, make sure there are no obstacles in the pathways, and if
you have any ammunition at home make sure they are locked safely.

e Wash a head wound that is deep or bleeding a lot.
e Remove any object sticking out of a wound.
e Move the person unless absolutely necessary.
e Shake the person if he or she seems dazed.
e Remove a helmet if you suspect a serious head injury.
e Pick up a fallen child with any sign of head injury.
e Drink alcohol within 48 hours of a serious head injury.
e Ride a bicycle at night unless you wear bright, reflective clothing and have proper
headlamps and flashers.
References:
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BANNED DRUGS IN INDIA

1 LIST OF DRUGS PROHIBITED FOR MANUFACTURE AND SALE THROUGH GAZETTE

NOTIFICATIONS UNDER SECTION 26A OF DRUGS & COSMETICS ACT 1940 BY THE MINISTRY OF

HEALTH AND FAMILY WELFARE

DRUGS PROHIBITED FROM THE DATE OF NOTIFICATION

. Amidopyrine.

. Fixed dose combinations of vitamins with anti-inflammatory agents and tranquilizers.

. Fixed dose combinations of Atropine in Analgesics and Antipyretics.

. Fixed dose combinations of Strychnine and Caffeine in tonics.

. Fixed dose combinations of Yohimbine and Strychnine with Testosterone and Vitamins.

. Fixed dose combinations of Iron with Strychnine, Arsenic and Yohimbine.

. Fixed dose combinations of Sodium Bromide/chloral hydrate with other drugs.

. Phenacetin.

. Fixed dose combinations of antihistaminic with anti-diarrhoeals.

10. Fixed dose combinations of Penicillin with Sulphonamides.

11. Fixed dose combinations of Vitamins with Analgesics.

B 12.Fixed dose combinations of any other Tetracycline with Vitamin C.

E 13.Fixed dose combinations of Hydroxyquinoline group of drugs with any other drug except for

preparations meant for external use.

ccc 14. Fixed dose combinations of Corticosteroids with any other drug for internal use.

e ccc 15. Fixed dose combinations of Chloramphenicol with any other drug for internal use.

e 16.Fixed dose combinations of crude Ergot preparations except those containing Ergotamine, Caffeine,
analgesics, antihistamines for the treatment of migraine, headaches.

e 17. Fixed dose combinations of Vitamins with Anti TB drugs except combination of Isoniazid with

Pyridoxine Hydrochloride (Vitamin B6).

18. Penicillin skin/eye Ointment.

19. Tetracycline Liquid Oral preparations.

20. Nialamide.

21. Practolol.

22. Methapyrilene, its salts.

¢ 23. Methaqualone. &

24. Oxytetracycline Liquid Oral preparations. &

25. Demeclocycline Liquid Oral preparations.

T 26. Combination of anabolic Steroids with other drugs.

cc 27.Fixed dose combination of Oestrogen and Progestin (other than oral contraceptive) containing per

tablet estrogen content of more than 50 mcg (equivalent to Ethinyl Estradiol) and progestin content of more

than 3 mg (equivalent toNorethisterone Acetate) and all fixed dose combination injectable preparations

containing synthetic Oestrogen and Progesterone. (Subs. By Noti. No. 743 (E) dt 10-08-1989)

e * 28 Fixed dose combination of Sedatives/ hypnotics/anxiolytics with analgesics-antipyretics.

e J*¥ 29Fixed dose combination of Rifampicin, isoniazid and Pyrazinamide, except those which
provide daily adult dose given below:

O 00 1 O W b W —

Drugs Minimum Maximum
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Rifampicin 450 mg 600 mg

Isoniazid 300 mg 400 mg

Pyrazinamide 1000mg 1500 mg

30. Fixed dose combination of Histamine H-2 receptor antagonists with antacids except for those

combinations approved by Drugs Controller, India.

31.The patent and proprietary medicines of fixed dose combinations of essential oils with alcohol having

percentage higher than 20% proof except preparations given in the Indian Pharmacopoeia.

* 32.All Pharmaceutical preparations containing Chloroform exceeding 0.5% w/w or v/v
whichever is appropriate.

**%  33.Fixed dose combination of Ethambutol with INH other than the following: INH
Ethambutol 200 mg. 600 mg. 300 mg. 800 mg.

** 34. Fixed dose combination containing more than one antihistamine.

B**35.Fixed dose combination of any anthelmintic with  cathartic/purgative ~ except  for

piperazine/Santonim.

J *#*36. Fixed dose combination of Salbutamol or any other drug having primarily bronchodilatory activity

with centrally acting anti-tussive and/or antihistamine.

** 37 Fixed dose combination of laxatives and/or anti-spasmodic drugs in enzyme preparations.

G** 38.Fixed dose combination of Metoclopramide with systemically absorbed drugs except fixed dose

combination of metoclopramide with aspirin/paracetamol

** 39 Fixed dose combination of centrally acting, antitussive with antihistamine, having high atropine like

activity in expectorants.

** 40.Preparations claiming to combat cough associated with asthma containing centrally

acting antitussive and/ or an antihistamine.

** 41.Liquid oral tonic preparations containing glycerophosphates and/or other phosphates and / or central

nervous system stimulant and such preparations containing alcohol more than 20% proof.

** 42 Fixed dose combination containing Pectin and/or Kaolin with any drug which is systemically

absorbed from GI tract except for combinations of Pectin and/or Kaolin with drugs not systemically

absorbed.

**%* 43, Chloral Hydrate as a drug.

b 44. Dovers Powder I.P.

b 45. Dover’s Powder Tablets I.P.

A 46.Antidiarrhoeal formulations containing Kaolin or Pectin or Attapulgite or Activated Charcoal.

A 47.Antidiarrhoeal formulations

containing Phthalyl Sulphathiazole or Sulphaguanidine or Succinyl Sulphathiazole.

A 48.Antidiarrhoeal formulations containing Neomycin or Streptomycin or

Dihydrostreptomycin including their respective salts or esters.

A 49.Liquid Oral antidiarrhoeals or any other dosage form for pediatric use containing Diphenoxylate

Lorloperamide or Atropine or Belladona including their salts or esters or metabolites Hyoscyamine or their

extracts or their alkaloids.

A 50.Liquid Oral antidiarrhoeals or any other dosage form for pediatric wuse containing

halogenated hydroxyquinolines.

A 51. Fixed dose combination of antidiarrhoeals with electrolytes.

C 52. Patent and Proprietary Oral Rehydration Salts other than those conforming to the

D 53. Fixed dose combination of Oxyphenbutazone or Phenylbutazone with any other drug.

H.D54. Fixed dose combination of Analgin with any other drug.
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e D 55. Fixed dose combination of dextropropoxyphene with any other drug other than anti-spasmodics
and/or non-steriodal anti-inflammatory drugs (NSAIDS).

e D 56. Fixed dose combination of a drug, standards of which are prescribed in the Second Schedule to the
said Act with an Ayurvedic, Siddha or Unani drug.

e F 57. Mepacrine Hydrochloride (Quinacrine and its salts) in any dosage form for use for female

sterilization or contraception.

F 58. Fenfluramine and Dexfenfluramine.

I 59. Fixed dose combination of Diazepam and Diphenhydramine Hydrochloride .

K 60. Rimonabant.

LIST OF DRUGS PROHIBITED FOR IMPORT

Nialamide

Practolol

Amidopyrine

Phenacetin

Methapyrilene and its salts

a 6. Methaqualone

b 7. Chloral Hydrate as a drug

¢ 8. Mepacrine Hydrochloride ( Quinacrine and its Salts) in any dosage form for use for female

sterilization or contraception.

9. Fenfluramine and Dexfenfluramine]

e d 10. Rimonabant

e DRUGS PROHIBITED FOR MANUFACTURE , SALE AND DISTRIBUTION FROM

SUBSEQUENT DATE
Drugs Formulation Effective | Notifica
date
Cosmetics Licensed as toothpaste/tooth powder containing tobacco. With GSR
immediate effect dt.30.4.
Parenteal Preparations fixed dose combination of streptomycin with Pencillin Jan 1,1998 GSR
dt.25.2.
Fixed dose combination of Vitamin B1, Vitamin B6 and Vitamin B12 for | Jan 1,2001 GSR
humanuse dt.14.10
Fixed dose combination ofhaemoglobin in any form (natural or | Sep 1,2000 GSR
synthetic). dt.16.12
Fixed dose combination of Pancreatin or Pancrelipase containing amylase, | Sept. 1,2000 GSR
protease and lipase with any other enzyme. dt.16.12
Fixed dose combination | Jan 1,2002 GSR
of Nitrofurantoin and trimethoprim. dt.12.3.(
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Fixed dose combination of Phenobarbitone with any anti-asthmatic drugs. Jan 1,2002 GRS
170(E)
Fixed dose combination of Phenobarbitone with | Jan 1,2002 GRS
with Hyoscin and/or Hyoscyamine 170(E)
Fixed dose combination of Phenobarbitone with  with Ergotamine | Jan 1,2002 GRS
and/or Belladona 170(E)
Fixed dose combination of Haloperidol with any anti-cholinergic agent | Jan 1,2002 GRS
including Propantheline Bromide. 170(E)
Fixed dose combination of Nalidixic Acid with anyanti-amoebic | Jan 1,2002 GSR
including Metronidazole. dt.12.3.(
Fixed dose combination of Loperamide Hydrochloride with Furazolidone Jan 1,2002 GSR
dt.12.3.(
Fixed dose combination of Cyproheptadine with Lysine or Peptone Jan 1,2003 GSR
dt.12.3.(
Astemizole Apr.1,2003 GSR
dt.5.3.0:
Terfinadine Apr.1,2003 GSR
dt.5.3.0:
Fenformin Oct.1,2003 GSR
dt.1.10.(
Rafecoxib Dec 13,2004 GSR
dt. 13.1°
Valdecoxib and it's | July 25,2005 GSR
formulation dt. 25.0°
Diclofenac and its formulations for animal | July 4,2008 GSR
use dt.4.07.(

e Reference: http://www.cdsco.nic.in/html/Drugsbanned.html
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MAHARASHTRA STATE PHARMACY COUNCIL'S DRUG INFORMATION CENTRE

NOTIFICATION OF SUSPECTED ADVERSE DRUG REACTION

Patients Name : Age : Sex :

Address & Contact Number :

Prescriber :

Suspected drug (s) :

Date of drug Started :

Date of adverse reaction Started :

Brief description of the reaction :

Name of the reporting Community Pharmacist :

Address & Contact No.:

Signature : Date:

Please return this filled form to MSPC’s Drug Information Centre, E.S.I.S. Hospital Compound, L.B.S. Marg, Mulund (W),
Mumbai-400 080 Tel:25930607 Telefax: 25684291

Do you want to Subscribe Council’s DRUG INFORMATION BULLETIN?
If yes, send us following information

Qualification.........ccceeeeiverennns Reg.No....cccvvererennen dt. e e

Signature. (Applicant)
Send additional Rs.100/- so total of Rs.200/- to receive five more WHO booklets viz.Drug Interaction Manual,
Drugs Harmful In Pregnancy, Essential Drug List for Children, Drugs Harmful in Hepatic and Renal Impairment

(Injury), & Guide to Patient Counseling with bulletin.
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Note:- Demand Draft should be sent in favour of “ Maharashtra State Pharmacy Council-DIC”, E.S.I.S Hospital
Compound, L.B.S. Marg, Mulund (West), Mumbai-400 080, Maharashtra”[Cheques are not acceptable]
OfficeTime:10.30am to 3.00pm (Mon-Fri) 10.30am to 1pm (Sat)

You can pay Rs.500/- as DD or cash to Council and get 6 years Bulletin subscription started!! Hurry and Subscribe
today!
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