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1- Digoxin Tab. 0.25mg #60
2- Isosorbide dinitrate Tab. 5 mg #180
3- Furosemide Tab. 40 mg #60
4- Salbutamol Tab. 4 mg #180
5- Cimetidine Tab.200 mg  #120
6- Prednisolone Tab. 5 mg #120

7- Amoxicillin Cap.500 mg #180
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DRUG
Methotrexate

Angiotensin — converting —
enzyme inhibitbitors

Anticholinergic drugs

Antithyroid drugs (propylthiouracil
and methimazole)

Carbamazepine

Cyclophosphamide

Danazol and other androgenic
drugs
Diethylstilbestrol

Hypoglycemic drugs

TERATOGENIC EFFECT
CNS and limb malformations

Prolonged renal failure in
decresed skull .neonates
renal tubular ,ossification
dysgenesis

Neonatal meconiumileus

Fetal and neonatal goiter and
aplasia cutis (with hypothyroidism
.methimazole )

Neural-tube defects

CNS malformations, secondary
cancer

Masculinization female fetuses
Vaginal carcinoma and other
genitourinary defects in female
and male offspring

Neonatal hypoglycemia
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Lithium

Misoprostol

Nonsteroidal antiinflammatory
drugs

Phenytoin

Psychoactive drugs (e.g.,
barbitrates,opioids,and
benzodiazepines)

Syststemic retinoids ( isotretinoin
and etretinate )

Tetracycline

Thalidomide

Valproic acid

Warfarin

laglo silate B yang e (slodal,

Ebstein’s anomaly

Moebius sequence

Constriction of the ductus
arteriosus necrotizing enterocolitis

Growth retardation , CNS
deficits

Neonatal withdrawal syndrome
when durg is Taken in late
preghancy

CNS, craniofacial ,
cardiovascular , and other defects

Anomalies of teeth and bone

Limb- shortening defects
internal — organ defects

Neural- tube defects

Skeletal and CNS defects ,
Dandy-Walker syndrome
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DRUG

Diazepam

Oral
contraceptives

Spermicides

Salicylates

Bendectine
( doxylamine
plus pyridoxine)

\V¥

INITIAL EVIDENCE OF RISK

Oral clefts

Birth defects ininvolving the
vertebrae, anus, heart, trachea,
esophagus, kidney, and limbs ;
masculinizing effects on female
fetuses resulting in
psudohermaphroditism

Limb defects ,tumors
,Down’s syndrome , and
hypospadias

Celft palate and congenital
heart disease

Cardiac and limb defects

SUBSEQUENT
EVIDENCE OF
SAFETY

No increases in
risk in large cohort
and case — control
studies

No association
between first -
trimestertrimester
exposure to oral
contraceptives and
malformations in
general or external
genital malformations
in two meta —
analyses

No increases in
risk in a meta —
analysis

No increases in
risk in two meta -
analysis
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CONDITION

Acne

Constipation

Allergic rhinitis

Cough

Depression

Diabetes

0,8 byl wlw! p (Sholo 4590 j0 gl Gag lo —Y-YY Jgus

DRUGS OF CHOICE

Topical : erythromycin ,
clindamycin , benzoyl
peropxide

Docusate sodium ,
glycerin, sorbitol , lactulose ,
mineral oil

magnesium hydroxide

Topical: glucocorticoids,
cromolyn , decongestants
xylometazoline ,

oxymetazoline , naphazoline

phenylephrine

systemic:

diphenhydramine
,dimenhydri nate
tripelennamine ,astemizole

Diphnehydramine ,
codeine, dextromethorpham

Tricyclic antidepressant
drugs ,fluoxetine

Insulin (human)

ALTERNATIVE DRUGS

Systemic:
erythromycin,topical
tretinoin (vitamin A acid )

Bisacodyl
,phenolphthalein

For depressive
episodes :tricyclic anti-
depressant drugs
,fluoxetine ,valproic acid
Chlorpromazine ,

Insulin (beef or pork )
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HeadacheTension

Migraine

Hypertension

Hyperthyroidism

Mania ( and
bipolar affective
disorder)

Nausea |,
vomiting
motion sickness

Peptic ulcer
disease

Pruritus

Thrombophlebit ,
deep — vein
thormbosis

Acetaminophen
Acetaminophen codeine
Dimenhydrinate

Labetalol , methyldopa

Propylthiouracil ,
methimazole

Lithium ,chlorpromazine
,haloperidol

Diclectin(doxylamine plus
pyridoxine )

Antacids ,magnesium
hydroxide ,aluminum
hydroxide ,calcium

carbonate ,ranitidine

Topical : moisturizing

creams or lotions , aluminum
acetate , zinc oxide cream or

ointment , calamine lotion ,
hydroxyzine ,
diphenhydramine ,

glucocorticoids , astemizole

Heparin ,antifibrinolytic
drugs ,streptokinase

laglo silate B yang e (slodal,

[3-adrenergic-receptor
antagonists (and TCA)

3 Blockers , Prazocin ,
hydralazine

Lithium

metoclopramide (in
third trimester)
,diphenhydramine
,dimenhydrinate ,
meclizine ,cyclizine

Sucralfate , bismuth
subsalicylate

Topical:local
anesthesthetics
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CATEGORY
Analgesic drugs

Antiarthritis drugs

Anticoagulant drugs
Antidepressant drugs and
lithium

Antiepileptic drugs

Antimicrobial drugs
Anticancer drugs
Anxiolytic drugs

Cardiovascular and anti —
hyperytensive drugs

Endocrine drugs and
hormones

Immunosuppressant drugs

Respiratory drugs

Radioactive compounds

Drugs of abuse

Nonmedicinal substances

Miscellaneous componds

laglo silate B yang e (slodal,

SPECIFIC DRUGS or COMPOUND
Meperidine , oxycodone

Gold salts , methotrexate , high-
dose aspirin

Phenindione

Fluoxetine , doxepin, lithium

Phenobarbital , ethosuximide
,primidone
Chloramphenicol , tetracycline
All
Diazepam , alprazolam

Acebutolol , amiodarone , atenolol ,
nadolol, sotalo

Estrogens , bromocriptine

cyclosporine , azathioprine

Theophylline

All
All

Etheanol , caffeine , nicotine

lodides and iodine , ergotamine ,
ergonovine
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DRUG DRUGS AND DRUG GROUPS COMENTS
CATEGORY OF CHOICE
Analgesic Acetaminophe,ibuprofen Sumatriptan may be
drugs Jflurbiprofen,ketorolac, given for migraines
mefenamic acide , For potent analgesia ,
sumartriptan, morphine morphine may be given
Anticoagulant Warfarin, heaparin ( regular Among breast — fed
drugs and —LMW) infants whose mothers

were taking warfarin ,
the drug was

un detectable in
plasma and the
bleeding time was not

affected
Antidepressant Sertraline, tricyclicantidepres — | Other drugs such as
drugs sant drugs fluoxetine my be given
with caution
Antiepileptic Carbamazepine ,phenytoin , The estimated level of
drugs valproic acid exposure to these

drugs in infants is less
than 10% of the
therapeutic dose
standardized by weight

Antihistamines Loratadine Other  antihistamines
may be given ,but data
on the concentrations
of these drugs in breast
milk are lacking

Antimicrobial Penicillins , cephalosporins, Avoid the use of
drugs aminoglycosides , macrolides | chloramphenicol and
etracycline
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B-Adrenergic Labetalol , propranolol
antagonist
Endocrine drugs Propylthoiouracil , insulin

levothyroxine

Glucocorticoids Prednisolone

Angiotensin —
converting — enzyme
inhibitors and calcium —
channel- blocking
agents are also
considered safe

The estimated level
of  exposure to
propylthiouracil in
breast — feeding infants
is less than 1% of the
therapeutic dose
standardized by weight
, the thyroid func tion of
the infants is not
affected

The amount of
prednisolone that the
infant would ingest in
breast milk is less than
0.1% of the therapeutic
dose standardized by
weight .
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Absorption

+ Amount of saliva
t+ Gastric PH
YGastric acid secretion

t Gastric emptying time

¥ Gastrointestinal surface area
t Gastrointestinal motility
VActive transport mechanism
VY Gastrointestinaldecarboxylas

e

Distribution

VCardiac output
tPeripheral vascular
resistance

VYRenal blood flow
VYHepatic blood flow
{Boby water

t Boby fat tissue
tVolume of
distribution for lipid —
soluble drugs
VYVolume of
distribution for water
— soluble drugs
¥Serum albumin
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Metabolism

+Microsomal
hepatic
oxidation
VClearance
tSteady
state levels
tHalf-lives
tlevels of
active
metabolism
Vfirst- pass
metabolism
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Drug class

Analgesics

Digoxin

Diuretics

H2-antagonists

Warfarin

Angiotensin-converting
enzyme(ACE)inhibitors

drugs to be used with
care

opoids ( higher blood
levels in elderly );
pentazocine ,
, dxtropropoxyphenne
(in co — praxamol)
Nonsteroidal anti-
inflammatory ( NSAID)
( piroxicam )

Reduce dose in the

elderly

Thiazides — dose should
be lowest possible ; loop
diuretics — dose should
be incresased

Higher blood levels in
elderly. dose should be
lowest possible

Anticoagulant effct

incincreases so
with small doses

begin

pethidine

increased side effects

Nausea ,
hypotension

CNS effects Renal
excretion is reduced in
elderly

Fluid retention
Hyponatremia , postural
hypotension ,
incontinence

Excretion is reduced
leading to
mentalconfusion

Bleeding

Increase risk of renal
impairment; hypotension
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B-blockers

Benzodiazapines

phenothiazines

Anti — Parkinsonian
drugs

Tricyclic
Antidepressants

VaA

Small initial doses

atenolol  and sotalol
excretion impaired so
higher  blood levels ;
propranolol has reduced
first-pass metabolism so
blood levels increase.

Small doses for the
minimum possible period
; short half- life Drugs are
best ,eg , lormetazepam

Small doses and regular
reviews

Levodopa — small doses

Anticholinergic drugs
have enhanced effects

Bradycardia and
precipitation of heart
failure

Risk of tardive
dyskinesia
extrapyramidal  effect,
anticholinergic effect
hypothermia in winter

Levodopa causes
confusion , postural
hypotension
,psychosis;selegiline
causes more agitation
and confusion;
anticholinergic drugs
causes cons tipation

dry mouth and urine
retention




Va4 laglo silate B yang e (slodal,

&Uo

Al s (S —gyls slallas 5 (gyls lye (bigal oIS Dl 995 eyl aaza 00l Ly pb b yglS (5 sk -
AYAY (S Gisgel 5 oleyd ¢ cublage & l55 e9loglie iglas o015 liions
gl (69,2, LS Slidiog Al 10  dlaie g 4s B5g0] o515 g Lo joemme (s0lgz pols Siglan cll 5 e -
VAT, (S (isel 5 oloys ¢ cublage &3 09,loslie
= 58 Slayd blag Sleas 5 (Sbp pgle slo olRils slug, M (reian § Joz ;0 00l jolo (lo asliakad Y
AYAY ols 5 — ol
4. ASHP statement on the phararmacy and therapeutic committee. Am J HOSP Pharm . 1992; 49 : 2008-9
5. ASHP Guidelines on formulary system management . Am J HOSP Pharm .1992; 49: 648 — 52
6- ASHP guidelines on adverse drug reaction monitoring and reporting , Am J Health — system Pharm . 1995 ;
52:417-9
7. Boyd IW : The role of the australian ADR advisory committee in monitoring drug safety . Toxicology 181-
182;99-102,2002
8. Chyka PA: How many deaths occur annually from ADR in the Us? The American Journal of medicine 109
;1,122- 131, 2000
9. Collett DM, Aulton ME. Pharmaceutical practice. 1% ed. London, Longman 1990
10. Cunningham G, Krska J : Adverse reactions . In : Winfield AJ, Richards RME: Pharmaceutical Practice .
11. De Vries TPGM, Henning RH, Hogerzeil HV, Fresle DA. Guide to good prescribing A practical manual .
WHO publishing 1994
12. Edwards IR , Aronson JK : Adverse drug reactions : definition , diagnosis and management . The Lancet
356,7; 1255-1259, 2000
13. Gallagher LP : The potential for adverse drug reaction in elderly Patients. Applied Nursing Research 14,4
;220-224, 2001
14. Ito S. Drug therapy for breast- feeding women. N Engl J Med 2000 ; 343:118-126
15.Janaje Munasinghe TM , Singer DRJ : Costs and Prevention Of ADR .European Journal of Internal
Medicine 12;403- 405,2001
16. Kearns GL , Abdel — Rahman S, Alander S , et al . Developmental pharmacology — Drug disposition ,
Action and therapy in infants and children . New Engl J Med 2003 ¢ 349 : 1157-1166




lag,ls alaie OB yang o0 slasal, AR

17. Koda — kimble MA , Xoung LY . Applied therapeutics , The clinical use of drugs . Ath ed. Philadelphia ,
Lippincott Williams and Wilkins .200°

18. Koren G, pastuszak A «1to S .Drugs In Pregnancy. N Engl J Med 1998 ¢ 338:1128-37

19. Lacoste- Roussillon C, pouyanne P, Haramburu F , et al : Incidence of serious adverse drug reactions in
general practice : A Prospective study . Clin Pharmacol Ther 69; 458-62 , 2001

20. Malone PM . Pharmcy and Therapeutics committee. In : Malone PM .Drug information . A guide for
Pharmacists . 2 nd ed . New york ,MCGraw — Hill ,2001, 409 — 443

21. Noble RE. Drug therapy in the elderly . Metabolism 2003 ¢ 52 : 27-30

22. Suh Dc , Woodall BS , Shin SK, et al : Clinical and economic impact of adverse drug reactions in
hospitalized patients . Ann pharmacother 34 (12) ; 1373 -9, 2000

23. Vasco M, Pinheiro L , Albuquer J , et al : Adverse drug reaction (ADR) in an internal medicine
department . European Journal of Internal Medicine. Abstract 1, 14: S;-Sys9;P403, 2003

24.Wasserfallen JB, Livio F ,Buclin T, et al : Rate , type , and cost of adverse drug reactions in emergency
department admissions . European Journal of Internal Medicine 12 ; 442- 447 , 2001

25. WHO : safety monitoring of medicinal Products , Guidelines for setting and running a Pharmacovigilance
centre. 2000 . www. who — umc . org

26. Winter ME. Basic Clinical Pharmacokinetics. 4™ ed. Philadelphia, Lippincott Williams and Wilkins 2004

27. www. fda . gov/ medwatch

28. www. fdo . ir




