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Abstract 

Drugs are meant to save lives, not to her people. 

Although all medications have potential adverse 

effects, they can be reduced   with appropriate 

dosage. Furthe more, some side effects can be 

lessened by taking additional     medications, which 

makes doctor-prescribed treatment safer than self-

medication. Because of the increased hazards 

associated with illegal medications, clinicians should 

not prescribe them. Decreased demand will deter 

producers from creating these medications. The 

government must make sure that narcotics are 

disposed of appropriately and enforce stringent 

regulations against those who manufacture and sell 

prohibited substances. Additionally, more 

Pharmacovigilance initiatives in India should be 

quickly expanded, and citizens should push for an 

end to the safe use of prohibited substances. 

 

I. Introduction: 
When safety concerns arise, leading to the 

withdrawal of drugs or medicines from the market, it 

is often due to unexpected adverse effects not 

identified during phase 3 clinical trials. These 

significant issues usually surface only and become 

apparent through post-marketing surveillance data 

gathered over longer periods. Other factors, such as 

low demand, high production costs, or risks to 

patients, may also contribute to a drug's withdrawal.  

 

While drugs are legal and can be prescribed 

by physicians, sold by retailers, and purchased by 

individuals, misusing them or obtaining them 

illegally is dangerous. Drugs are chemicals that alter 

how the body functions when prescribed 

appropriately, and they can aid in recovery from 

illnesses. However, illegal substances can cause 

significant harm to the heart, brain, and other vital 

organs, which is why their use should be prohibited. 

Other commercial factors, such as low demand and 

high production costs, or patient risks, may cause the 

withdrawal. Although drugs are legal things that 

physicians can prescribe, retailers can sell, and 

people can buy, it is dangerous to misuse them or to 

obtain them illegally. Drugs are chemicals that 

change how the body works when prescribed by a 

doctor. They can also help you recover from the 

disease. Since illegal substances can damage the 

heart, brain, and other important organs, they ought 

to be prohibited.  

Before being released onto the market, 

drugs must pass a number of clinical trial stages, 

beginning with animal testing and moving on to 

human trials. Both safety and efficacy are assessed 

during these stages, but some negative effects may 

still appear after the broader public has used the 

substance. Pharmacovigilance, the technique of 

routinely monitoring medications after they are 

released, is used to identify adverse effects. 

Pharmaceutical firms frequently endanger the health 

of innumerable people who are ignorant of the 

negative effects of their products by selling fake 

medications that have been outlawed or restricted in 

other nations. If the risks outweigh the benefits or if a 

drug is found to be ineffective, it may be banned, and 

the company may be forced to recall that batch. 

 

Due to competition and profit, India has 

banned the manufacture, marketing, and distribution 

of severe single drugs and fixed-dose combinations. 

As a result, the country has turned into a dumping 

ground for illegal drugs and is one of the countries 

that exports a significant amount of these substances. 

Many unscrupulous pharmaceutical companies are 

growing quickly; there are insufficient regulations to 

control spurious drugs in the Indian market, and a 

large portion of the population uses dangerous 

medications without a prescription from a doctor. 

More prohibited medications, including ones that the 

FDA has never approved, are making their way into 

India. While certain medications, like LSD, were 

never authorized for use in Europe, others, like 

lumiracoxib and rimonabant, were after their adverse 

effects became apparent.   

 

2. List of Drugs Withdrawn from the Country in 

20th Century and its Adverse Effects:  

 

COUNTRY WITHDRAWN REMARKS 

US 2000 Serious 
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gastrointesti

nal adverse 

events; 

ischemic 

colitis; 

severe 

constipation.

[2] 

worldwide 2006 Liver 

toxicity; 

serious liver 

injury 

leading to 

liver 

transplant; 

death.[2] 

US 2001 Not for 

reasons of 

safety or 

efficacy.[7] 

World wide  2011 Lack of 

efficacy as 

shown by 

PROWESS-

SHOCK 

study 

[17][18][19] 

Germany  2004 Drug 

interactions, 

prolonged 

QT. [12] 

US 2006 Increased 

risk of 

dysglycemia

. [2] 

 2005 High risk of 

accidental  

overdose 

when 

extended 

version 

(Palladone) 

administered 

with alcohol 

Germany 2002 Hepatotoxici

ty 

World wide 2007-2008 Liver 

damage 

US 2003 Cardiac 

arrest. [2] 

US 2010 No 

improvemen

t in clinical 

benefit; 

Veno-

occlusive 

disease. [2] 

US 2007 Risk for 

heart valve 

damage. [2] 

worldwide 2004 Withdrawn 

by MAH [2] 

worldwide 2008 Risk of 

severe 

depression 

and suicide 

[12] 

Germany 2010 Hepatotoxici

ty. [12] 

Australia, 

[40] China 

2010 Increased 

risk of heart 

stroke. [2] 

European 

Union, US 

1999-2001 Withdrawn 

because of 

risk of liver 

failure [2][3] 

US 2004 Risk of heart 

attack and 

Stroke. [2] 

 

3. List Of Banned Fixed Dose Combination [FDC] 

Drugs In 2016: 

 Nimesulide  + Diclofenac 

 Paracetamol + Cetirizine + Caffeine 

 Diclofenac   + Tramadol   + Chlorzoxazone 

 Paracetamol + Phenylephrine + Caffeine 

 Naproxen     + Paracetamol 

 Paracetamol + Diclofenac + Famotidine 

 Omeprazole + Paracetamol + Diclofenac 

 Tamsulosin + Diclofenac 

 Paracetamol + Pseudoephedrine + Cetirizine 

 Phenylbutazone + Sodium Salicylate 

 Lornoxicam + Paracetamol + Trypsin 

 Heparin + Diclofenac 

 Tranexamic Acid + Proanthocyanidin 

 Lornoxicam + Paracetamol + Tramadol 

 Diclofenac + Paracetamol + Magnesium 

Trisilicate 

 Paracetamol + Domperidone + Caffei 

  Ammonium Chloride + Sodium Citrate + 

Chlorpheniramine Maleate + Menthol 

 Paracetamol + Prochlorperazine Maleate 

 Aceclofenac + Paracetamol + Famotidine 

 Aceclofenac + Zinc Carnosine 

 Paracetamol + Disodium Hydrogen Citrate 

+ Caffeine 

 Disodium Hydrogen Citrate + Paracetamol 

 Aceclofenac (SR) + Paracetamol 

 Diclofenac + Paracetamol injection 

 Azithromycin + Cefixime 

 Azithromycin + Levofloxacin 
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 Cefixime + Linezolid 

 Levofloxacin + Ornidazole + Alpha 

Tocopherol Acetate 

 Nimorazole + Ofloxacin 

  Azithromycin + Ofloxacin 

 Amoxycillin + Tinidazole 

 Cefixime + Levofloxacin 

 Ofloxacin + Metronidazole + Zinc Acetate 

 Diphenoxylate + Atropine + Furazolidone 

 Ciprofloxacin + Phenazopyridine 

 Azithromycin + Cefpodoxime 

 Lignocaine + Clotrimazole + Ofloxacin + 

Beclomethasone                             

 Cefuroxime + Linezolid 

 Metronidazole + Norfloxacin 

 Amoxicillin + Bromhexine 

 Metronidazole + Tetracycline 

 Cephalexin + Neomycin + Prednisolone 

 Cilnidipine + Metoprolol Succinate + 

Metoprolol     Tartrate 

 L-Arginine + Sildenafil 

 Clindamycin + Telmisartan 

 Pholcodine + Promethazine 

 Paracetamol + Promethazine 

 Doxylamine + Pyridoxine + Mefenamic 

Acid + Paracetamol 

 Imipramine + Diazepam 

 Flupentixol + Escitalopram 

 Gabapentin + Mecobalamin + Pyridoxine + 

Thiamine 

 Imipramine + Chlordiazepoxide + 

Trifluoperazine + Trihexyphenidyl 

 Gliclazide 80 mg + Metformin 325 mg 

 Metformin 850mg + Pioglitazone 7.5 mg + 

Glimepiride 2 mg 

 Pioglitazone 30 mg + Metformin 500 mg 

 Metformin (Sustained Release) 500mg + 

Pioglitazone 15 mg + Glimepiride 3mg 

 Paracetamol + Prochlorperazine 

 Chlorpromazine + Trihexyphenidyl 

 Ursodeoxycholic Acid + Silymarin 

 Metformin 850mg + Pioglitazone 7.5 mg + 

Glimepiride 2 mg 

 Glimepiride + Pioglitazone + Metformin 

 Glipizide 2.5mg + Metformin 400 mg 

 Metformin (SR) 500mg + Pioglitazone 5mg 

 Chloramphenicol + Beclomethasone + 

Clotrimazole + Lignocaine 

 

4. List of Single Drugs Banned in 2000-2024: 

 Nialamide 

 Practolol 

 Amidopyrine 

 Phenacetin 

 Methapyrilene and its salt 

 Chloral hydrate as a drug 

 Mepacrine hydrochloride 

 Astemizole 

 Terfinadine 

 Phenformin 

 Valdecoxib 

 Rimonabant 

 Rosiglitazon 

 Phenylpropanolamine 

 Dextropropoxyphene 

 Metamizole 

 

5. List of Combination Drugs Banned in India in 

2024: 

 

   Diphenhydramine 

hydrocloride+phenylephrine 

hydrochloride+sodiumchloride+methylpara

ben  

 Methenamine + sodium benzoate + benzyl 

alcohol 

 Paracetamol + phenylephrine hydrochloride 

+ chloride+chlorpheniramine maleate  

 Paracetamol + phenylephrine hydrochloride 

+ chlorpheniramine maleate. 

 

 
 

6. Conclusion: 

Creating awareness among clinicians and 

healthcare professionals regarding the serious 

adverse reactions of banned medications notifying 

the educating the general population about 

internationally banned drugs, the risk associated with 

their use, so as to retain them in stride with the aware 

residents of developed countries These can be 

accomplished by the inauguration of drug 
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information centers to make available the 

rationalized, critically appraised, and unbiased data 

pertaining to the drugs for healthcare professionals 

and consumers, educating medical graduates at the 

undergraduate level regarding the banned drugs so as 

to hold back the prescription of such drugs in 

upcoming practice. evaluating the safety and 

effectiveness of any novel drug beforehand and 

familiarizing it in the market by the drug controller 

general of India. 

 

References: 
[1]. Health Canada press release. 

[2]. Qureshi ZP, Seoane-Vazquez E, Rodriguez-

Monguio R, Stevenson KB and Szeinbach SL. 

"Market withdrawal of new molecular entities 

approved in the United States from 1980 to 

2009". Pharmacoepidemiology and drug 

safety. 20 (7); 2011:772–7. 

[3]. Fung M, Thornton A, Mybeck K, Wu JH, 

Hornbuckle K and Muniz E. Evaluation of the 

Characteristics of Safety Withdrawal of 

Prescription Drugs from Worldwide 

Pharmaceutical Markets-1960 to 1999. 

Therapeutic Innovation and Regulatory 

Science. 35 (1); 2001: 293–317. 

[4]. Berson A, et al. (2001) Toxicity of alpidem, a 

peripheral benzodiazepine receptor ligand, but 

not zolpidem, in rat hepatocytes: role of 

mitochondrial permeability transition and 

metabolic activation. J Pharmocol Exp Ther. 

299(2):793-800. 

[5]. Drug Bank. "Amineptine". Retrieved 24 

September 2013. 

[6]. FDA Response to Citizen Request re 

Ardeparin. 

[7]. Drug Bank. "Bezitramide". Retrieved 24 

September 2013. 

[8]. Drug Bank. "Bunamiodyl". Retrieved 24 

September 2013. 

[9]. WHO 2005. 

[10]. Department of Economic and Social Affairs of 

the United Nations Secretariat Consolidated 

List of Products Whose Consumption and/or 

Sale Have Been Banned, Withdrawn, Severely 

Restricted or not Approved by Governments 

Twelfth Issue: Pharmaceuticals United 

Nations – New York, 2005. 

[11]. Schubert-Zsilavecz, Manfred (2011). 

"Arzneimittelrucknahmen Ruckrufe I’m 

Ruckblick". Pharmaceutics Zeitung (German). 

Retrieved 25 September 2013. 

[12]. Drug Bank. "Dantron". Retrieved 24 

September 2013. 

[13]. FDA announcement. 

 

[14]. Col John Lammie et al. Report of the 

Department of Defense: 1,3 

Dimethylamylamine (Dmaa) Safety Review 

Panel June 3, 2013. 

[15]. FDA. "Stimulant Potentially Dangerous to 

Health, FDA Warns". Retrieved 26 January 

2014. 

[16]. Drotrecogin Alfa (Activated) in Adults with 

Septic Shock, N Engl J Med 2012; 366:2055-

2064, May 31, 2012, DOI: 

10.1056/NEJMoa1202290. 

[17]. "Xigris (drotrecogin alfa (activated)) to be 

withdrawn due to lack of efficacy". Press 

release. London, UK: European Medicines 

Agency. 25 October 2011. 

[18]. http://www.businessweek.com/news/2011-10-

25/lilly-pulls-xigris-off-markets-after-sepsis-

drug-fails-study.html. 

[19]. Drug Bank. "Ethyl carbamate". Retrieved 24 

September 2013. 

[20]. Drug Bank. "Fenfluramine". Retrieved 24 

September 2013. 

[21]. Drug Bank. "Iproniazid". Retrieved 24 

September 2013. 

[22]. Centers for Disease Control and Prevention 

(CDC) (December 2009). "Agranulocytosis 

associated with cocaine use - four States, 

March 2008-November 2009". Morb. Mortal. 

Wkly. Rep. 58 (49): 1381–5. PMID 

20019655. 

[23]. Central Drugs Standard Control Organization. 

Drugs Banned In India. Ministry of Health and 

Family Welfare, Government of India. 

Retrieved 24 September 2013. 

[24]. "Drug Effects - Methaqualone". South African 

Police Service. Retrieved 24 September 2013. 

[25]. Cosgrove-Mather, Bootie. Anti-Depressant 

Taken Off Market. CBS NEWS. Retrieved 29 

September 2013. 

[26]. Drug Bank. "Oxeladin". Retrieved 24 

September 2013. 

[27]. Drug Bank. "Oxyphenbutazone". Retrieved 24 

September 2013. 

[28]. Drug Bank. "Pemoline". Retrieved 24 

September 2013. 

[29]. Drug Bank. "Phenacetin". Retrieved 24 

September 2013. 

[30]. Wysowski Diane K. Adverse Drug Event 

Surveillance and Drug Withdrawals in the 

United States, Archives of Internal Medicine 

165 (12); 2005: 1363–9. 

[31]. FDA Advisory. 

[32]. Drug Bank."Phenylpropanolamine". Retrieved 

24 September 2013. 

[33]. WHO. Consolidated List of Products - Whose 

Consumption and/or Sale Have Been Banned, 

Withdrawn, Severely Restricted or Not 

http://www.businessweek.com/news/2011-10-25/lilly-pulls-xigris-off-markets-after-sepsis-drug-fails-study.html
http://www.businessweek.com/news/2011-10-25/lilly-pulls-xigris-off-markets-after-sepsis-drug-fails-study.html
http://www.businessweek.com/news/2011-10-25/lilly-pulls-xigris-off-markets-after-sepsis-drug-fails-study.html


Advance Journal of Pharmaceutical Research & Review 

Volume 2, Issue 1, January 2025, PP: 19-23, ISSN No: 3048-491X 

www.ajprr.com                                                                                                                                           Page | 23 

Approved by Governments, Twelfth Issue - 

Pharmaceuticals. United Nations - New York, 

2005. 

[34]. Drug Bank. "Prenylamine". Retrieved 24 

September 2013. 

[35]. Drug Bank. "Sertindole". Retrieved 24 

September 2013. 

[36]. "Sibutramine (brand name Reductil) 

Information - Australia". Abbott Laboratories. 

2010. Retrieved 2010-10-08. 

[37]. Health Canada Endorsed Important Safety 

Information on MERIDIA (Sibutramine 

Hydrochloride Monohydrate): Subject: 

Voluntary withdrawal of Meridia 

(sibutramine) capsules from the Canadian 

market. 

[38]. "Notification of Termination of Production, 

Sale, and Usage of Sibutramine Preparations 

and Their Active Pharmaceutical Ingredient". 

sda.gov in People's Republic of China. 

October 30, 2010. Retrieved 2011-05-21. 

[39].  (German) Sibutramin-Vertrieb in der 

Europäischen Union ausgesetzt [1]. Abbott 

Laboratories in Germany. Press Release 2010-

01-21. Retrieved 2010-01-27. 

[40]. "De-registration of pharmaceutical products 

containing sibutramine" (Press release). 

info.gov in Hong Kong. November 2, 2010. 

Retrieved 2010-11-08. 

[41]. "Banned Medicines" (Press release). Ministry 

of Health and Family Welfare. February 10, 

2011. Retrieved 2011-03-15. 

[42]. "Withdrawal of Sibutramine (Reductil) in New 

Zealand" (Press release). MedSafe in New 

Zealand. October 11, 2010. Retrieved 2012-

11-06. 

[43]. "FDA warns online sellers of banned slimming 

pills". January 12, 2014. Retrieved February 

20, 2014. 

[44]. "Thai FDA reveals voluntary withdrawal of 

sibutramine from the Thai market" (PDF) 

(Press release). Food and Drug Administration 

of Thailand. October 20, 2010. Retrieved 

2010-12-22. 

[45]. "Top obesity drug sibutramine being 

suspended". BBC News. 2010-01-22. 

Retrieved 2010-01-22. 

[46]. Rockoff JD, Dooren and Jennifer Corbett. 

"Abbott Pulls Diet Drug Meridia Off US 

Shelves". The Wall Street Journal. Retrieved 8 

October 2010. 

[47]. Paar, W.D; Müller-Jakic. "Ruhen der 

Zulassung Tetrazepam haltiger Arzneimittel in 

der EU (German)" (PDF). Sanofi-Aventis 

Deutschland GmbH. Retrieved 25 September 

2013. 

 

[48]. Luippold, Gerd (2006). "Renaissance des 

Contergan-Wirkstoffs". Pharmaceutics 

Zeitung (German). Retrieved 25 September 

2013. 

[49]. Drugbank. "Thenalidine". Retrieved 24 

September 2013. 

[50]. "Shared Care Protocol Thioridazine" (PDF). 

NHS Lothian Joint Formulary. March 2012. 

[51]. Drug Bank. "Triazolam". Retrieved 24 

September 2013. 

[52]. Fagus J, et al. Guillain-Barré syndrome 

following timeline treatment J Neurol 

Neurosurgeon Psychiatry. 1985 Jan; 48(1):65-

9.  

[53]. Drug Bank. "Zimelidine". Retrieved 24 

September 2013. 

 


