LIST OF NEW DRUGS APPROVED IN INDIA FROM 1981 TO 1990

S.No Name of Drug Pharmacological action/ Date of
Indication Approval
1 Plantago Ovate (Isapgol) Seed March-1981
Husk (IP) and Effervescent
Powder
2 Clonidine (Bulk) Antihypertensive March-1981
3 Mesterolone 25mg Tablet March-1981
4 Tamoxifen  Citrate  10mg April-1981
Capsule
5 Ketoprofen 50mg | Non steroidal anti- | April-1981
Tablets/Capsules inflammatory agent- Indicated
in the treatment rheumatoid
arthritis, Osteoarthritis,
ankylosing spondylites, gout.
6 Sulphadoxine The drug sulphadoxine should | April-1981
be used only in the
manufacture of tablets
containing this drug in
combination with
pyrimethamine for the
treatment of cases of malaria
which  are  resistent to
chloroquine.
7 Procarbazine  Hydrochloride | Indicated in the treatment of | April-1981
USP Hodgkin’s disease.
8 Inactivated Rabies Vaccine | Antirabies- For the treatment | April-1981
(Human diploid cell) of rabies.
9 Sisomicin Sulfate Aminoglycoside antibiotic- | April-1981

Indicated in the treatment of

the  systemic and local




infections of the Kkidney,
genitourinary  tract,  lower
respiratory tract infections,
septicemia, soft tissue

infections, gastrointestinal tract
infections, infections of the

CNS peritonitis or pelvic.

10

Terizidone

Anti T.B. Drug- Indicated in

the treatment of tuberculosis.

June-1981

11

Azabiperidol (Bulk)

Neroleptic agent- Indicated in
the treatment of acute &
chronic schizophrenia, anxiety,
depressive, psychosis &

hyperkinetic children.

September-1981

12

Sodium Valproate (Bulk)

Antiepileptic drug

October-1981

13

Intralipids  Intravenous  Fat

Emulsion

October-1981

14

Sodium Valproate

Anti-epileptic drug- indicated
in the treatment of all forms of

epilepsis.

October-1981

15

Clindamycin

Antibiotic- indicated in the

treatment of gram tve

organism pathogens,
stephylococci & streptococci,

pneumaococci.

October-1981

16

Metrizamide

X-ray  contrast  medium-

indicated in lumber thoracic,
columnar

cervical & total

myelography direct

ventriculography etc.

October-1981

17

Mesna  (Sodium-2-Mercapto-

Ethane Sulphonate)

Urotoxic agent- for prevention

of urotoxic side effects

associated with the treatment

December-1981




of malignant tumours by

oxazaphosphorines.

18 Nitroglycerin Oitnment Anti-anginal drug- Indicated in | January-1982
treatment of angina pectoris
due to coronary artery disease.

19 Danazol Gonadotropic inhibitor- | January-1982
Indicated in the treatment of
endometriosis, gynaecomastia,
fibrocystic mastitis, prococious
puberty and pubertal breast
hypertrophy.

20 Metoprolol Tartrate Antihypertensive agent- | March-1982
Indicated in the treatment of
hypertension.

21 Danazol 100mg/200mg March-1982

Capsule
22 Cisplatin 10mg/50mg per vial | Anticancer- Indicated  in | April-1982
Injection treatment of metastatic
testicular & metastatic ovarian
tumours.

23 Urokinase for Injection Thrombolytic agent- Indicated | May-1982
in the treatment of pulmonary
embolism and thrombo
embolic disorders involving
deep veins.

24 Metoprolol Tartrate May-1982

50mg/100mg Tablet

25 Rosoxacin 150mg Capsule Oral anti-gonococcal agent- | July-1982
Indicated in the treatment of
gonorrheal urethritis

26 Metoprolol Tartrate (Bulk) September-1982

27 Megaldrate 400mg Tablet November-1982

28 Fenbendazole (Bulk) January-1983




29 Measles Mumps & Rubella February-1983
Vaccine
30 Ethacridine Lactate- June-1983
100mg/200mg Dragee
31 Rifampicin syrup June-1983
32 Trimethoprim 100mg Tablet June-1983
33 Disopyramide Phosphate August-1983
100mg/5ml & 150mg/7.5ml
Injection
34 Tinidazole 75mg/smi December-1983
Suspension
35 Fenfluramine  Hydrochloride September-1984
60mg Sustained Release Tablet
36 Nifedipine USP 5mg/10mg December-1984
Capsule
37 Septopal Beads and Chains Indicated for the treatment of | January-1985
bone and soft tissue infections.
38 Timolol Maleate 2.5mg/ml & | Indicated in the treatment of | July-1985
5mg/ml Ophthalmic Solution chronic open angle glaucoma,
ocular hypertension,
ophthalmic glaucoma,
intraocular pressure.
39 Flurazepam (as Hcl) | Hypnotic-indicated in all types | August-1985
15mg/30mg Capsule of insomnia.
40 Tinazoline Hcl 0.08% Nasal | Nasal decongestant- Acute | August-1985
Drops cold vasomotor rhinitis to
facilitate rhinoscopy and to aid
drainage of secretions in
affectious of the paranasal
sinuses.
41 Metoprolol Tartrate 1mg/mi August-1985
Injection
42 Praziquantel 600mg Tablet Neurocysticercosis- in  the | August-1985




treatment of infections brought
about by the larvae of pork
tapeworm in the CNS.

43 Nimustine Hydrochloride | Anti cancer- in the remission | August-1985
25mg/50mg per vial Injection | of  subjectived objective
symptoms of encephaloma
gastro-intestinal cancer, lung
cancer malignant lumphoma &
chronic leukaemia.
44 Carboquone 0.25mg/0.5mg August-1985
Tablet
45 Carboquone 1mg/vial Injection August-1985
46 Centbucridine 0.5% Injection For the purpose of infiltration | August-1985
or regional block anaesthesia
and for dental surgery only.
47 Etomidate 2mg/ml Injection Anaesthetic agent- induction of | August-1985
general anaesthesia and for
maintenance of short duration
anaesthesia for surgical
procedures.
48 Cinnarizine 25mg/15mg Tablet | Anti  histaminic- in  the | August-1985
treatment of vestibular
disturbances & vertigo only.
49 Mianserin Hcl | Anti depressant- Indicated in | August-1985
10mg/20mg/30mg Tablet the treatment of endogenous
reactive depression anxiety,
agitation and insomnia where
associated with  depressive
illness.
50 Isosorbide Mononitrate | Cardiac drug- Indicated in the | August-1985

20mg/40mg/10mg Tablet

treatment of coronary heart
disease prophylaxis of angina

pectoris follow up treatment of




myocardial infarction,

pulmonary hypertension.

o1

Netilmicin
10mg/25mg/50mg/100mg/ml

Injection

Sulphate

Aminoglycoside antibiotic-
Indicated in the treatment of
septicaemia including neonatal
other

sepsis  and severe

systemic infections.

August-1985

52

Ranitidine Hcl 150mg Tablet

Anti ulcer- Indicated in the

treatment of duodenal ulcer,
benign ulcer,

gastric post

operative ulcer, reflux
oesophagitis, Zollinger Ellison

syndrome.

August-1985

53

Hydrocortisone 17-butyrate
0.1% Cream/Qintment

Topical corticosteroid-
Indicated in the treatment of
conditions  responsive  to
topical  corticosteroids e.g,
eczema, dermatitis, psoriasis,

lichen simplex.

August-1985

54

Mexiletine Hcl 50mg/150mg

Capsule

Anti arrhythmic agent-
Indicated in the treatment of
existing or anticipated
ventricular arrhythmias and
ectopic beats such as those
after

found myocardial

infarction and in ischaemic
heart disease for arrhythmias
induced drugs and for

idiopathic arrhythmic effects.

August-1985

55

Mexiletine Hcl 250mg/10ml

Injection

Anti

Indicated in the treatment of

arrhythmic agent-

existing or anticipated

ventricular arrhythmias and

August-1985




ectopic beats such as those

found after myocardial

infarction and in ischaemic
heart disease for arrhythmias
induced drugs and for

idiopathic arrhythmic effects.

56

Aminoglutethimide Tablets

Anti cancer- In the treatment of

metastatic breast cancer.

August-1985

57

Atenolol 50mg/100mg Tablet

Anti

Indicated in the treatment of

arrhythmic agent-

hypertension, angina pectoris,

cardiac arrhythmias.

September-1985

58

Tobramycin 10mg/40mg per

ml Injection

Antibiotic- Indicated in the

treatment of serious bacterial
infections such as septicaemia,
tract

lower respiratory

infections,  serious  central

nervous system infections,

intra-abdominal infections,
complicated &  recurrent
urinary tract infections, skin &

bone infections.

September-1985

59

Monensin Sodium
100gm/200gm per kg Premix

(For Veterinary)

Coccidiosis- In the treatment of
coccidiosis in chicken and

hens.

September-1985

60

Cefazolin Sodium
250mg/500mg/1g

Injection

per vial

Cephalosporin antibiotic-
Indicated in the treatment of
serious infections due to
susceptible organisms-

respiratory tract infections,

urinary tract infections, skin
tract

billiary infections,

septicaemia.

September-1985




61

Sodium USP

25mg/50mg Tablet

Diclofenac

Anti

Indicated in the treatment of

inflammatory  agent-

rheumatoid arthritis,
osteoarthritis, ankylosing
spondylitis, gout, painful post
operative,

pain  following

dental surgery etc.

September-1985

62

Nadolol 40mg/80mg Tablet

Anti

Indicated in the treatment of

hypertensive  agent-

angina pectoris, cardiac

arrhythmias  and  essential

hypertension.

September-1985

63

Testosterone Undecanoate

40mg Capsule

Oral androgen- Indicated for
replacement therapy in cases of
hypergonadism and  male
climacteric in the treatment of

gynaecomastia.

September-1985

64

Dextranomer 4gm/6gm Sachet

Ulcer & burn- In cleansing
secreting wounds like venous
stasis ulcers, decubitus ulcers,
infected traumatic ulcers &

infected burns.

September-1985

65

Clemustine (as the hydrogen
fumerate) 1mg Tablet

September-1985

66

Clemastine (as the hydrogen

fumerate) 0.5mg/5ml Elixir

September-1985

67

Serratio Peptidase 5mg Tablet

Oral enzyme- Indicated for the
remission of various
inflammatory disorders
including post-operative
inflammation and traumatic

injury.

September-1985

68

Cimetidine Hydrochloride

September-1985




100mg/ml Injection

69 Econazole 1% Ophthalmic | In the treatment of fungal | September-1985
Ointment infection of the eye.
70 Propranolol Hcl 80mg/160mg September-1985
Sustained Release Tablet
71 Spectinomycin Hydrochloride | Anti gonorrheal agent- | September-1985
Indicated in the treatment of
acute gonorrheal urethritis &
proctitis in male and acute
gonorrheal cervicitis &
proctitis in females.
72 Bleomycin Oil Suspension for | Anti cancer- Indicated in the | September-1985
Injection treatment of neck & head
cancer malignant.
73 Ciclopirox Olamine 10mg/ml | Anti fungal- Indicated in the | October-1985
Solution treatment of fungal infections
of the skin and vagina.
74 Ciclopirox Olamine 10mg/1gm | Anti fungal- Indicated in the | October-1985
Cream treatment of fungal infections
of the skin and vagina.
75 Ciclopirox Olamine 10mg/1gm | Anti fungal- Indicated in the | October-1985
Vaginal Cream treatment of fungal infections
of the skin and vagina.
76 Bacampicillin ~ Hcl  400mg | Antibiotic- Indicated in the | October-1985
Tablet treatment of upper & lower
respiratory tract infections,
urinary tract infections, skin
infections, gonorrhea, sinusitis,
tonsilitis, acute & chronic
bronchitis, otitis media, post-
operative infections.
77 Captopril 25mg/50mg Tablet Anti  hypertensive  agent- | October-1985

Indicated in the treatment of




hypertension only.

78

10%
Solution

wiv
(For

lvermectin
Concentrate

Veterinary)

Anthelmintic- Indicated for the
control of various helminthic
infestations such as round
worm, lung worm of sheep,
cattle, horse, swine, sucking
lice, mange of pigs, dogs, ticks

of sheep & cattle.

October-1985

79

Ivermectin 1% wi/v Injection

(For Veterinary)

Anthelmintic- Indicated for the
control of various helminthic
infestations such as round
worm, lung worm of sheep,
cattle, horse, swine, sucking
lice, mange of pigs, dogs, ticks

of sheep & cattle.

October-1985

80

Nicergoline 5mg/30mg

Dragee/Sugar Coated Tablet

Peripheral vasodilator-
Indicated in the treatment of
acute & chronic peripheral and
cerebral vascular metabolic
disorders, Raynaud's syndrome
and all syndromes due to

altered peripheral flow.

October-1985

81

Amoxapine
25mg/50mg/100mg/150mg
Tablet

Anti depressant- Indicated for
the relief of symptoms of
depression in patients with
neurotic or reactive depressive
disorders as well as
endogenous and  psychotic
depression, depression
accompanied by anxiety and

agitation.

November-1985

82

Satranidazole 150mg Tablet

November-1985

83

Amoscanate 250mg Tablet

Indicated in treatment of adult

November-1985




hookworm infestation only.

84 Purified Chick Embryo Cell | Indicated for treatment after | November-1985
(PCEC) Tissue Culture Rabies | exposure to rabies and for pre-
Vaccine exposure prophylaxis.
85 Acebutolol Hcl | Anti  hypertensive  agent- | December-1985
100mg/200mg/400mg Capsule | Indicated in the management of
all grades of hypertension,
angina pectoris and control of
tachyarrhythmias.
86 Acebutolol 5mg/ml Injection Anti  hypertensive  agent- | December-1985
Indicated in the management of
all grades of hypertension,
angina pectoris and control of
tachyarrhythmias.
87 Atenolol (Bulk) January-1986
88 Atricurium Dibesylate | Muscle relaxant- Indicated for | January-1986
Injection use in anaesthesia to relax
muscle during surgical
procedures and to facilitate
controlled ventillation.
89 Sulprostone Injection Abortificient-  For  second | January-1986
trimester abortion only.
90 Albendazole Tablet 200mg Anthelmintic. February-1986
91 Albendazole 200mg/5ml | Anthelmintic. February-1986
Suspension
92 Ranitidine Hydrochloride February-1986
50mg/2ml Injection
93 Praziquantel Tablets Neurocysticercosis- In  the | February-1986
treatment of infections brought
about the larvas of the pork
tapeworm in the central
nervous system.
94 Pentoxifylline 400mg Dragee March-1986




95 Infectious  Bursal Disease | Bursal disease vaccine- In the | March-1986
Vaccine  Inactivated  (For | treatment of infectious bursal
Veterinary) disease in poultry.
96 Buserelin  Acetate  4mcg/ml | Lueitinising hormone- | April-1986
Injection (For Veterinary) Indicated in the treatment of
infertility of ovarian origin for
the induction of ovulation and
improvement of conception
rate in cows, mares & rabbits.

97 Aspirin DL Lysine 900mg per April-1986

vial Injection

98 Buprenorphine Hydrochloride | Narcotic analgesic- Indicated | April-1986

0.3mg/ml in the treatment of post-
operative pain, pre-medication
before surgery & myocardial
pain.
99 Norethisterone Enanthate | Injectable contraceptive- | April-1986
Injection Indicated for contraception.
100 Dinoprost 5mg/ml Injection May-1986
(For Veterinary)

101 Biclotymol Respiratory tract infections, | May-1986
bronchitis, coughs and
tracheobronchitis.

102 Carboprost Tromethamine Syncrhronisation of oestrus | May-1986
and partium in animals and for
the treatment of resistant cystic
corpus luteum, help in the
involution of uterus, in
prolonged labour and for the
removal of dead foetus in
cattle, mares and sheep.

103 Gugulipid Lipid lowering agent. June-1986

104 Luprostiol 7.5mg per vial | Prostaglandin- Indicated in the | June-1986




Injection (For Veterinary)

treatment of corpora lutea,

induction of abortion etc.

105

Amikacin Sulphate
100mg/250mg/500mg per vial

Injection

Antibiotic- Indicated in the

treatment of serious infections
sensitive

due to amikacin

organisms.

June-1986

106

Flutamide 250mg Tablet

Oral anti cancer- Indicated for
pallative treatment of advanced

prostatic cancer only.

June-1986

107

lopamidol Sterile Solution

X-ray  contrast  medium-

Indicated in neuroradiology,
angiography, urography,

arthrography etc.

June-1986

108

lohexol Sterile Solution

X-ray  contrast  medium-

Indicated in neuroradiology,
angiography, urography,

arthrography etc.

June-1986

109

Medroxy Progesterone Acetate
Tablet

Gynaecological disorders-
Indicated in the treatment of
secondry amenorrhea and
functional uterine bleeding of

hormonal imbalance only.

June-1986

110

Vecuronium Bromide Injection

Muscle relaxant,
neuromuscular blocking agent-
Indicated for use in
anaesthestic to relax muscle
during surgical procedures and
to facilitate contraction

ventilation.

June-1986

111

Nitroglycerin Injection

Cardiac drug- Indicated in the
treatment of angina pectoris,
myocardial infarction etc.

June-1986

112

Doxorubicin Hydrochloride

July-1986




10mg per vial Injection

113

Estramustine Phosphate

Capsule

Anti cancer drug- Indicated in
the treatment of prostatic

carcinoma.

July-1986

114

Prednimustine Tablet

Anti cancer drug- Indicated in
the treatment of chronic
lymphocytic leukaemia, Non-
Hodgkin's

breast cancer.

lymphoma and

July-1986

115

Polyestradiol Phosphate

Injection

Anti cancer drug- Indicated in
the treatment of prostatic

carcinoma.

July-1986

116

Epirubicin Injection

Anti cancer drug- Indicated in
the treatment of breast cancer,
malignant lymphomas, soft
tissue sarcoma, gastric lung

and ovarian carcinomas.

July-1986

117

Piroxicam 10mg Capsule

Anti

Indicated in the treatment of

inflammatory  agent-

rheumatoid arthritis,

ankylosing  spondylitis and

other musculoskeletal

disorders.

August-1986

118

Tiamulin Hydrogen Fumarate
45% Soluble Granules (For
Veterinary)

Indicated in the prevention &
treatment of  mycoplasma
induced diseases of the

respiratory  tract including
complications due to secondary

infections only.

August-1986

119

Dextranomer Soluidine

Complex Beads

August-1986

120

Tiaprofenic Acid

Anti

Indicated in the treatment of

inflammatory  agent-

August-1986




post-operative period, sprains,

fractures, various conditions.

121

Avrticaine Hydrochloride

Local  anaesthetic  agent-

Indicated for spinal infiltration,
dental

surgical & epidural

anaesthesia.

August-1986

122

Ketoconazole 200mg Tablets

Oral

Indicated in the treatment of

anti  fungal  agent-

systemic  fungal infections,

candidiasis, chronic
mucocutaneous candidiasis,
vaginal candidiasis, oral rush

candiduria etc.

September-1986

123

Ketoconazole 20mg/ml

Suspension

Oral
Indicated in the treatment of

anti  fungal  agent-

systemic  fungal infections,

candidiasis, chronic
mucocutaneous candidiasis,
vaginal candidiasis, oral rush

candiduria etc.

September-1986

124

Clobetasone 17-butyrate

Topical corticosteroid-
Indicated in the treatment of
mild  eczema,  seborrhoic
dermatitis and other steroid

responsive disorders.

September-1986

125

Reproterol Hydrochloride

Bronchodilator- Indicated in
the treatment of conditions
involving reversible airways
obstruction  viz  bronchial

asthma, bronchitis etc.

September-1986

126

Clostebol Acetate

Protein  anabolizing agent-

Preparation containing the drug

with  neomycin shall be

September-1986




indicated in the treatment of
infected wounds and 1st and
2nd degree burns.

127 Parvo-Virus Vaccine (killed) | Indicated in the treatment of | October-1986
(For Veterinary) parvo-virus infectious in dogs
only.
128 Sucralfate 1gm Tablet Anti ulcer- Indicated in the | November-1986
treatment of gastric duodenal
& benign ulcer.
129 Canine  Distemper  Killed | Vaccine against canine | November-1986
Canine Hepatitis Leptorpira | distemper parvo viru,
Parvo Virus Vaccine (For | infectious canine hepatitis and
Veterinary) leptospirosis.
130 Propafenone Hydrochloride Anti arrhythmic agent- | November-1986
Indicated in the treatment of
ventricular extra systoles supra
ventricular tachycardia etc.
131 Clobetasone 17-butyrate 0.05% December-1986
Cream/QOintment
132 Tiaprofenic Acid December-1986
200mg/300mg Tablet
133 Centbutindole (Bulk) Neuroleptic agent. December-1986
134 Labetolol Hydrochloride Anti  hypertensive  agent- | December-1986
Indicated in the treatment of all
forms of hypertension (except
hypertension of pregnancy)
135 Propafenone ~ 150mg/300mg January-1987
Tablet
136 Propafenone 70mg/20ml January-1987
ampoule Injection
137 Reproterol 20mg Tablet January-1987
138 Reproterol 10mg/5ml Syrup January-1987
139 Labetolol Hydrochloride January-1987




50mg/100mg/200mg Tablet

140 Hepatitis B Vaccine | For treatment of Hepatitis B | January-1987
(recombinant DNA) virus infection.
141 Centbutindole 1.5mg Tablet February-1987
142 Carbocaine 2%-20mg Injection February-1987
143 Sulprostone  500mcg  per February-1987
ampoule Injection
144 Bleomycin Injection Anti cancer- Indicated in the | February-1987
treatment of prostatic
carcinoma, breast  cancer,
malignant lymphoma,
melanoma and carcinomas of
the head, neck and lungs.
145 Clavulanic Acid Antibacterial agent- To be used | February-1987
in combination with
amoxycillin  only in the
treatment of bacterial infection.
146 Gugulipid eq. to Guggulsterone March-1987
25mg Tablet
147 Infectious Coryza Vaccine March-1987
(Inactivated) (For Veterinary)
148 Trazadone Anti depressant- Indicated in | March-1987
the treatment of all types of
depression.
149 Polidocanol Injection Anti sclerosis- Indicated in the | March-1987
treatment of sclerosation of
various cutaneous veins and
oeseophageal varicose
haemorhoids and
haemangiomas.
150 Tobramycin Sulphate 0.03% April-1987
per vial Ophthalmic Solution
151 Cefotaxime Sodium Antibiotic- Indicated in the | April-1987




treatment of patients with
serious infections.
152 Cefotaxime June-1987
0.25gm/0.5gm/1gm/2gm  per
vial Injection
153 Diclofenac Sodium 75mg/3ml June-1987
ampoule Injection
154 Diltiazam Hcl eg. to | Coronary vasodilator- | July-1987
30mg/60mg  of  Diltiazam | Indicated in the treatment of
Tablet angina pectoris and chronic
stable angina only.
155 Trazadone 25mg/50mg/100mg July-1987
Tablet/Capsule
156 Alclometasone  Dipropionate | Topical corticosteroid- | July-1987
0.05% Cream/Ointment Indicated for the relief of the
inflammatory &  pruritic
manifestations of corticosteroid
responsive dermatosis.
157 Bromocriptine (as Mesylate) | Gynaecological disorders- | July-1987
2.5mg/5mg/10mg Tablet Indicated in the treatment of
prolactin dependent menstrual
cycle disorders, female
infertility, pre-menstrual
syndrome, hyper
prelactinaemia in men.
158 Carbocisteine Mucolytic agent- Indicated as | August-1987
an adjunctive therapy in
respiratory disorder.
159 Nova-T IUD- Contraceptive. August-1987
160 Stanozolol 50mg/ml Injection | Anti viral agent- Indicated in | September-1987

the treatment of Herpes

simplex virus infections of the
initial &

skin including




recurrence  genital  herpes,

herpes labiales, herpes simplex

keratites.

161 Flumequine (For Veterinary) Respiratory tract infections. September-1987

162 Neutral Insulin & Insulin Zinc | In the treatment of insulin | September-1987
Suspension (Human Insulin) | requiring diabetics by injection
Injection or infusion.

163 Acyclovir 200mg Tablet Anti viral agent- Indicated in | October-1987

the treatment of Herpes
simplex virus infections of the
skin including initial &
recurrence  genital  herpes,
herpes labiales, herpes simplex
keratites.

164 Acyclovir 5% | Anti viral agent- Indicated in | October-1987

Cream/Qintment the treatment of Herpes
simplex virus infections of the
skin including initial &
recurrence  genital  herpes,
herpes labiales, herpes simplex
keratites.

165 Acyclovir 3%  Ophthalmic | Anti viral agent- Indicated in | October-1987
Ointment &  400mg/5ml | the treatment of Herpes
Suspension(30.07.91) simplex virus infections of the

skin including initial &
recurrence  genital  herpes,
herpes labiales, herpes simplex
keratites.

166 Cloxacillin Benzathine October-1987
Intramammary Infusion 500mg
(For Veterinary)

167 Clobetasol Propionate 0.05% | Topical corticosteroid. October-1987

Cream/Ointment




168 Reproterol Hcl 20mg Tablet October-1987
169 Reproterol  Hcl  10mg/5ml October-1987
Elixir
170 Reproterol  Hcl  10mg/ml October-1987
Respirator Solution
171 Reproterol Hcl 0.50mg each October-1987
metered dose Aerosol
172 Reproterol  Hcl  0.09mg/mi October-1987
Injection
173 Domperidone 10mg Tablet Anti emetic- Indicated in the | November-1987
treatment of gastric motility
disorder etc.
174 Domperidone Img/ml | Anti emetic- Indicated in the | November-1987
Suspension treatment of gastric motility
disorder etc.
175 Domperidone 10mg/ml Oral | Anti emetic- Indicated in the | November-1987
Drops treatment of gastric motility
disorder etc.
176 Domperidone 30mg Rectal | Anti emetic- Indicated in the | November-1987
Suppositories treatment of gastric motility
disorder etc.
177 Norfloxacin Antibacterial- Indicated in the | November-1987
200mg/400mg/800mg  Tablet | treatment of acute
& 100mg ODT(July-93) uncomplicated/complicated
chronic, recurrent urinary tract
infections, including
pyelonephritis, cystitis,
urethritis & gonococcal
infections.
178 Rabies Veterinary Vaccine November-1987
Inactivated (For Veterinary)
179 Influenza Vaccine Inactivated | For treatment of Influenza in | November-1987

for Equine (For Veterinary)

equine.




180 Ozothine 60mg Tablet Bronchodilator- Indicated in | December-1987
the treatment of acute &
chronic infections of
respiratory tract.
181 Ozothine 60mg/sml Syrup Bronchodilator- Indicated in | December-1987
the treatment of acute &
chronic infections of
respiratory tract.
182 Buprenorphine 0.2mg December-1987
Sublingual Tablet
183 Auranofin 3mg Capsule Anti rheumatic- Indicated in | December-1987
the treatment of rheumatoid
arthritis and in children with
juvenile rheumatoid arthritis.
184 Chenodeoxycholic Acid December-1987
250mg Capsule
185 Propranolol Hcl 80mg December-1987
Sustained Release Capsule
186 Measles (Edmoustan zagreta December-1987
strain) Mumps and Rubella
Vaccine
187 Diclofenac Sodium January-1988
75mg/100mg Sustained
Release Tablet
188 Bezafibrate 200mg Tablet Lipid lowering agent- | January-1988
Indicated in all forms of
hyperlipoproteinaemia.
189 Amineptine Hcl 100mg Tablet | Anti depressant- Indicated in | January-1988
the treatment of all types of
depression.
190 Etoposide Capsule & Injection | Anti cancer- Indicated in the | January-1988

treatment of small cell lung

cancer, malignant lymphomas,




acute leukaemia, testicular

tumours etc.

191 Aztemizole 10mg Tablet Anti allergic- Indicated in the | February-1988
treatment of allergic rhinitis
allergic conjunctivitis, chronic
urticaria and other allergic
conditions.

192 Budesonide 200mcg  MDI | Anti asthmatic- Indicated in the | February-1988

Inhaler treatment of bronchial asthma.

193 Penfluridol 20mg Tablet Long acting  neuroleptic- | March-1988
Indicated in the treatment of
schizophrenia etc.

194 Etoposide 100mg/5ml Injection March-1988

195 Etoposide 50mg Capsule March-1988

196 Aclarubicin Hydrochloride | Anti cancer- Indicated in the | March-1988

Injection treatment of acute leukaemia,
malignant lymphoma, stomach,
lung cancer etc.
197 Silver Sulphadiazine April-1988
Ophthalmic Ointment 1%
198 Ceftriaxone Sodium | Cephalosporin antibiotic- | April-1988
250mg/500mg/lgm per vial | Indicated in the treatment of
Injection UTI, lower respiratory tract
infections, bacteraemia,
septicaemia, meningitis,
abdominal infections  and
infections caused by
pseudomonas species.

199 Zidovudine Capsule AIDS- Indicated in the | April-1988
treatment of short term
management of serious
manifestations of  humam

immuneno  deficiency  virus




(HIV) infection in patients with
AIDS.

200 Minoxidil 20mg/ml Topical | Alopecia- Indicated in the | May-1988
Lotion treatment of male pattern
baldness.
201 Benzydamine Hcl 3% Topical | Topical analgesic- Indicated in | May-1988
Cream the treatment of musculo-
skeletal pain only.
202 Amrinone Lactate 5mg/ml | Inotropic agent- Indicated for | May-1988
Injection the short term management of
congestive heart failure.
203 Ethamsylate 250mg/500mg | Anti haemostatic- Indicated in | May-1988
Tablet the treatment of small vessel
haemorrhage menorrhagia
(including IUD users)
prophylaxis of periventricular
haemorrhage in neonates.
204 Minocycline 100mg | Antibiotic- Indicated in the | May-1988
Tablet/capsule treatment of UTI, respiratory,
Skin & soft tissue, ENT
infections, rockettsial,
pneumonia, gonorrhea,
uncomplicated urethral,
endoservical or rectal
infections, STD, anarobic
infections meningitis.
205 Minocycline  50mg Oral | Antibiotic- Indicated in the | May-1988
Suspension treatment of UTI, respiratory,

Skin & soft tissue, ENT
infections, rockettsial,
pneumonia, gonorrhea,
uncomplicated urethral,
endoservical or rectal




infections, STD, anarobic

infections meningitis.

206 Interferon Alpha 2b Injection. | Anti cancer- Indicated in the | May-1988
treatment of multiple myeloma
hairy cell leukaemia etc.

207 Melagenina Lotion For leucoderma- Indicated in | May-1988
repigmenting treatment of skin
in  depigmented areas of
patients suffering from vertigo.

208 Alprazolam Anxiolytic agent- Indicated in | June-1988

0.25mg/0.5mg/1mg Tablet the treatment of anxiety
associated with depression.

209 Cefuroxime Antibiotic- Indicated in the | June-1988
250mg/750mg/1.5gm per vial | treatment of respiratory tract
Injection infections, UTI, ENT soft

tissue infections etc.

210 Tertatolol Hcl 5mg Tablet Anti  hypertensive  agent- | June-1988
Indicated in the treatment of
hypertension.

211 Ceftazidime Antibiotic- Indicated for UTI, | June-1988

250mg/500mg/1gm/2gm  per | respiratory, skin soft tissue, G.I
vial Injection infections, meningitis etc.

212 Cyclosporin  Oral  Solution/ | Immuno suppressant- Indicated | June-1988
Concentrate for [ in immuno-suppression in
Injection/Capsule organ transplants.

213 Gemfibrozil 300mg/900mg | Lipid lowering agent- | August-1988
Capsule Indicated for the treatment of

adult patients with very high
triglyceryl levels (type IV-
hyperlipidemia).

214 Astemizole 5mg/5ml August-1988
Suspension

215 Triclabendazole 250mg/900mg | Broad  spectrum  flubicide- | September-1988




Bolus (For Veterinary)

Indicated in the treatment of

chronic  fasciola gigantica,

F.hepatica in sheep, goats,

cattle and buffaloes.

216 Triclabendazole 5% & 10% | Broad spectrum flubicide- | September-1988
wiv Suspension (For | Indicated in the treatment of
Veterinary) chronic  fasciola gigantica,
F.hepatica in sheep, goats,
cattle and buffaloes.
217 Cephalexin 1gm Tablet October-1988
218 Gliclazide 80mg Tablet Anti diabetic- Indicated in the | November-1988
treatment of all types of
maturity ~ onset  diabetes,
diabetes without or with
obesity in adults.
219 Rabies Vaccine Inactivated Indicated for treatment after | November-1988
exposure to rabies and for pre-
exposure prophylaxis.
220 Purified Chick Embryo Cell | Vaccine- Indicated for | November-1988
(PCEC) Rabies Vaccine (HEP | treatment after exposure to
flury virus strain) rabies and for pre-exposure
prophylaxis.
221 Salinomycin ~ Sodium 6% | Prevention of coccidiosis. December-1988
Premix (For Veterinary)
222 Tripotassium Dicitrato | Anti ulcer- Indicated in the | January-1989
Bismuthate 120mg Chewable | treatment of gastric &
Tablet duodenal ulcers.
223 Tripotassium Dicitrate Bismuth | Anti ulcer- Indicated in the | January-1989
120mg/5ml Suspension treatment of gastric &
duodenal ulcers.
224 Lipoproteins Extracted from January-1989
Human Placenta 50% Lotion
225 Salinomycin Bulk January-1989




226

Desogestrel

Oral contraceptive- To be used
in combination with
ethinyloestradiol for
contraception indicated in the
treatment of gastric &

duodenal ulcers.

January-1989

227

Cefadroxil
Tablet/Capsule

500mg/1gm

Antibiotic- Indicated in the
treatment of UTI, skin & skin
structure infections caused by
S.cocci or streptococci,
pharyngitis, tonsilitis,
respiratory  tract infections

only.

February-1989

228

Cefadroxil 125mg/250mg per

5ml Oral Suspension

Antibiotic- Indicated in the
treatment of UTI, skin & skin
structure infections caused by
S.cocci or streptococci,
pharyngitis, tonsilitis,
respiratory  tract infections

only.

February-1989

229

Cefadroxil 250mg Dispersible

Tablet

Antibiotic- Indicated in the
treatment of UTI, skin & skin
structure infections caused by
S.cocci or streptococci,
pharyngitis, tonsilitis,
respiratory  tract infections

only.

February-1989

230

KFD  Vaccine

Forest Disease)

(Kyasanur

March-1989

231

Tripotassium

Bismuthate

Dicitrato

March-1989

232

Mitoxantrone

Injection

Hcl  2mg/ml

Anti cancer- Indicated in the

treatment of acute non-

March-1989




lymphotic leukaemia, breast

cancer, non-hodgkins
lymphoma.

233 Carboplatin  50mg/150mg + | Anti cancer- Advance stage of | March-1989
Mannitol IP 50mg/150mg per | ovarian cancer, small cell
vial Injection & Bulk carcinoma of lungs.

234 Equine Influenza & Equine | Vaccine against influenza, | March-1989
Rhino Pneumonnitis Vaccine | respiratory diseases, caused by
(For Veterinary) ENT virus, prevention of

abortion due to ENT virus
infection.

235 Anti-Rabies Vaccine (Killed | Vaccine against rabies. March-1989
virus) (For Veterinary)

236 Parvo Virus Vaccine (Killed) | Immunization of healthy dogs | March-1989
(For Veterinary) against  canine  parvovirus

infections.

237 Famotidine 20mg/40mg/ 10mg | Anti ulcer- Indicated in the | May-1989
Tablet treatment of duodenal & peptic

ulcer, Zollinger Ellison
syndrome.

238 Famotidine 40mg/sml Oral | Anti ulcer- Indicated in the | May-1989
Suspension treatment of duodenal & peptic

ulcer, Zollinger Ellison
syndrome.

239 Ciprofloxacin Hcl | Antibacterial- Indicated in the | May-1989
Monohydrate treatment of respiratory tract
250mg/500mg/750 Tablet infection, UTI, skin & soft

tissue, severe systemic
infections, surgical, gynae, G.I,
bone & joint infections, STD.
240 Ciprofloxacin Lactate | Antibacterial- Indicated in the | May-1989

100mg/50ml & 200mg/100ml

Infusion

treatment of respiratory tract

infection, UTI, skin & soft




tissue, severe systemic
infections, surgical, gynae, G.1,

bone & joint infections, STD.

241

Mesalazine (5-Amino Salicylic
Acid) 250mg/400mg
Enteric/resin Coated Tablet &
4gm/60ml Rectal Suspension

Enema

Ulcerative colitis.

June-1989

242

Sodium Hyaluronate 10mg/ml

Solution

To be supplied against the
prescription of a
ophthalmologist only.

June-1989

243

Miconazole 1% Eye
Drops/Ophthalmic

Suspension/Ointment

For fungal infection of eye.

July-1989

244

Flurbiprofen 0.03% Eye Drops

July-1989

245

Ketoprofen BP 100mg

Controlled Release Capsule

July-1989

246

Diltiazam Hcl
SR Tablet

90mg/120mg

July-1989

247

Diltiazam Hcl 30mg/60mg MR
Tablet

July-1989

248

Recombinant Human Tissue
Type Plasminogen Activation
(Actilyse) 20mg/50mg per vial

Injection

For fibrinolytic therapy in

acute thrombotic  coronary

artery occlusion.

July-1989

249

Enalapril Maleate

2.5mg/5mg/10mg/20mg Tablet

All grades of hypertension.

August-1989

250

Piperacillin Sodium

1gm/2gm/3gm/4gm per vial

Injection

Antibiotic- Indicated in the
treatment of systemic and local
infections, peri-operative
infections,  prophylaxis &

gynae
infections, UTI, neonatal and

obstructive and

August-1989




life  threatening paediatric
infections.
251 Desmopressin Intranasal | Central or neurogenic diabetes | August-1989
Solution/Nasal Solution/Nasal | insipidus, bleeding disorders
Spray/Injection nocturnal enuresis.
252 Enalapril Maleate Bulk September-1989
253 Flavophospholipol Antibiotic- Used as feed | September-1989
(Flavomycin) (For Veterinary) | additive in farm animals and
poultry farm, birds.
254 Nifedipine 20mg Sustained November-1989
Release Tablet
255 Purified Chick Embryo Cell | Indicated for treatment after | December-1989
(PCEC) Tissue Culture Rabies | exposure to rabies for pre-
Vaccine exposure prophylaxis.
256 Lofepramine 35mg/70mg | Tricyclic anti  depressants- | January-1990
Tablet Indicated in the treatment of
depressive condition only.
257 Haloperidol Decanoate | In the management of chronic | February-1990
50mg/ml & 100mg/ml | schizophrenia only.
Injection
258 Naproxen 375mg Tablet February-1990
259 Ofloxacin Antibacterial agents- For the | February-1990
100mg/200mg/400mg Tablet treatment of respiratory tract
infection, UTI, gynaecological
infection, skin or soft tissue
infection.
260 Ranitidine 150mg/10ml Syrup February-1990
261 Dinoprostone (PGE2) 0.5mg | For the induction of labour. February-1990
Tablet
262 Norfloxacin 0.3% Eye February-1990
Drops/Ear Drops/Eye Ointment
263 Tinidazole 2mg/ml in 400ml | In the treatment of anaerobic | February-1990

Infusion Bottle & 2mg/ml in

infections.




800ml Infusion Bottle (I.V
Infusion)
264 Piroxicam 0.5% Gel In the treatment of musculo- | March-1990
skeletal inflammatory
disorders.
265 Fluoxetine Hcl 20mg/60mg | For  the treatment of | March-1990
Capsule & Fluoxetine Hcl | depression.
20mg/5ml Syrup
266 Ibuprofen  600mg Controlled | For chronic arthritic disorders | March-1990
Release Tablet & Ibuprofen | and painful musculoskeletal
200mg/300mg/400mg/800mg | conditions.
SR Capsule
267 Pentoxyphylline  400mg SR | Indicated for the same purpose | March-1990
Tablet as for plane conventional
dosage.
268 Cyclopentolate Hcl BP | For mydriasis and cycloplegia. | March-1990
0.5%/1%/2% Ophthalmic
Solution
269 Tropicamide USP 1% wi/v and | For mydriasis and cycloplegia | March-1990
0.5% w/v Ophthalmic Solution | in diagnostic procedures.
270 Terbutaline Sulphate 10mg/ml | For acute asthma. March-1990
Nebulising Solution
271 Amiodarone Hcl | In the treatment of control of | April-1990
100mg/200mg  Tablet & | ventricular and
Amiodarone Hcl 150mg/3ml | supraventricular  arrhythmia
ampoule Injection where other drug cannot be
used, arrhythmia associated
with wolf-white syndrome.
272 Pinaverium Bromide 50mg | In the treatment of spastic | April-1990

Film Coated Tablet

colon, irritable bowel
syndrome, billiary dyskinesia
and for radiological

investigation.




273 Famotidine 10mg/ml Injection April-1990
274 Diazinon 20% w/w (For | Indicated in the treatment for | April-1990
Veterinary) the control of ectoparasites in
live stock.
275 Ceftizoxime Sodium Sterile April-1990
500mg/1000mg each Vial
276 Oxytetracycline Dihydrate | In the treatment of | May-1990
200mg/ml  Injection  (For | anaplasmosis and their
Veterinary) annulata infection.
277 Cefuroxime Axetil | Antibiotic- Indicated for lower | May-1990
125mg/250mg/500mg Tablet & upper respiratory tract
infection, UTI, gynaecological
infection, skin or soft tissue
infection etc.
278 Deltamethrine 12.5gm each June-1990
litre (For Veterinary)
279 Prazosin Hcl | All grades of essential primary | June-1990
0.5mg/1mg/2mg/5mg Tablet hypertension and all grades of
hypertension.
280 Flurbiprofen 200mg SR | Rheumatoid arthritis, | June-1990
Capsule osteoarthritis, ankylosing
spondylitis.
281 L-Carnitine 330mg Capsule, L- | Carnitine deficiency. June-1990
Carnitine 250mg Tablet & L-
Carnitine  1gm/10ml  Oral
Solution
282 Coligen  (Escherichia  coli | For the prevention of calf & | June-1990
bacterin) Vaccine (For | cows, due to infection with
Veterinary) enteropathogenic, E.coli
organism.
283 Ibuprofen 5% w/w & 10% w/w | In painful conditions. July-1990
Cream and Ibuprofen 10% Gel
284 lopromide Used as a contrast medium for | July-1990




0.499¢/0.6239/0.769¢g per ml angiography.
285 Prenoxdiazine Hcl 100mg | Anti tussive agent- Indicated in | July-1990
Tablet relief of cough of bronchial
origin.
286 Isoflurane Used for induction and | July-1990
maintenance of general
anaesthesia.
287 Extract of Mycobacterium | Indicated in the sterilization | August-1990
Vaccal eg. to 100mg/ml | castration of male animals
proteins Injection (For | (Dogs, Cattle, Buffalo, Bulls).
Veterinary)
288 Terfenadine Anti  histamine-  Allergic | September-1990
30mg/60mg/120mg Tablet and | rhinitis, allergic dermatological
Terfenadine 30mg/5ml | conditions and other histamine
Suspension mediated disorders.
289 Loxapine Succinate | Anti  depressant- For the | September-1990
5mg/10mg/20mg/50mg management of the
Capsule and Loxapine | manifestation of psychotic
25mg/ml Oral Concentration | disorders.
Solution
290 Buspirone  Hcl 5mg/10mg | Anxiolytic- Indicated in the | October-1990
Tablet treatment of anxiety and
tension states.
291 Mometasone Furoate 0.1% | Topical corticosteroid- Steroid | October-1990
Cream/Ointment responsive dermatosis, eczema
or atopic dermatitis.
292 Orthoclone Sterile (OKT3) Indicated for acute allograft | October-1990
rejection and in renal transplant
patients (Immunosppressant).
293 Ribavirin 100mg/200mg | Anti  viral agent-  Acute | November-1990
Capsule and Ribavirin | hepatitis, viral respiratory and
50mg/5ml Syrup herpes infection.
294 Flunarizine Hcl 5mg/10mg | For migraine- As a | November-1990




Capsule and Flunarizine Hcl
10mg Tablet

maintenance treatment for
classical and common migraine

(prophylaxis).

295 Salazopyrin  500mg Enteric | For rheumatoid. November-1990
Coated Tablet
296 Xylazine Hcl 20mg/ml (For | Used as a sedative analgesic | November-1990
Veterinary) and muscle relaxant properties
for use in horses, dogs and
cattle’s.
297 Centchroman 30mg Tablet Used as oral contraceptive. November-1990

Note: The above list of approved New Drugs is prepared as per the records available
with this office. If discrepancy is observed, the same may be brought to the notice of this
office along with documentary evidence for necessary action.




