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Abstract: 
There are more than 24.1 % of the world's population are Muslim. Considering the religious preference, Drug Control Authority (DCA) requires 

manufacturers to declare clearly if their products contain materials of animal origin, as well as unsafe drugs. In general, Health supplements, herbal 

products, and traditional medicine are classified as “food-drug interphase (FDI) products. FDI products are products with a combination of food ingredients 

and active ingredients for oral consumption. FDI products are widely believed to be able to prevent or even cure many diseases. However, over the past ten 

years, there are various FDI products in Malaysia contain dangerous drugs. Hence, this study summarizes the harmful effect of listed unsafe drugs possess 

in the FDI products, the category of the product, and the type of claim.  According to the National Pharmaceutical Regulatory Agency (NPRA) recent report, 

there are 162 FDI products have been mixed up with illegal drugs which majority of them contain Dexamethasone. The most category of products that 

contain unsafe drugs is among traditional medicine products followed by health supplements, herbal supplement products, and dietary supplements. These 

products were commonly marketed to strengthen the veins & joint and pain relief, weight loss, sexual enhancement, energy booster, relieve sinus, and gout. 

Hence, an awareness of adulteration in pharmaceuticals is crucial to ensure the quality, safety, and effectiveness of the products towards human health.   
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1.0. Introduction: 

The Muslim population is approaching 1.6 billion people and expected to be increased by 30% of the world’s population by 2025. There are around 1.3 

billion Muslims in the world and 1.5 billion Halal consumers which is one out of every four human beings consume Halal products [1]. Halal is an Islamic 

term that guides the Muslims that what is allowed and prohibited for them to practice in every aspect of life which also includes any products allowed to 

be consumed and used by Muslims according to Syariah Law [2]. The concept of Halal is not only limited to food but it is also practiced in each aspect of 

Muslims’ life such as pharmaceutical and cosmetics. As stated in the Holy Quran, “And spend in the way of Allah and do not throw (yourselves) with your 

(own) hands into destruction (by refraining). And do good; indeed, Allah loves the doers of good ”Quran 2:195 [3]. “Forbidden to you (for food) are Al-

Maitah (the dead animals - cattle - beast not slaughtered), blood, the flesh of swine” (Sûrat Al-Mâ’idah, Verse 3). 

In Malaysia, the concept of halal is meaningful for both Muslim and non-Muslim customers as consumers nowadays believe in the advantages that are 

associated with halal products. In other words, the religious and safety concept associated with the halal product has influenced the customers to purchase 

it [4].  Halal certification on non-food products (pharmaceutical, cosmetic, leather goods, and others) able to give Malaysia a unique edge globally to confirm 

the highest qualities of those products by counting religious aspects of fulfilling Muslim’s obligations and business perspectives [5]. Moreover, Halal 

pharmaceutical products are suitable for both Muslims as well as non-Muslim consumers in terms of the knowledge of ingredient, process, and nature of 

the products.  

The detection of adulterants is one of the greatest challenges facing not only in food and feed products companies but as well as cosmetics and 

pharmaceutical companies today. Therefore, this study was conducted to determine the most common adulterant detected in Malaysian FDI products based 

on the recent report by the National Pharmacy Adverse Impact Monitoring unit, National Pharmacy Regulatory Agency (NPRA) on 13th January 2017, to 

summarize the category of products and types of claims among the reported FDI products and to highlight the severity and danger of using such adulterated 

medication. All of the sample data in an Excel file from the recent report by the National Pharmacy Adverse Impact Monitoring unit, National Pharmacy 

Regulatory Agency (NPRA) was measured by Excel software.  

An amazing array of food supplements have become available in the market around the world, including Malaysia. These products have been known by a 

variety of names, including "functional foods", "designer foods", nutraceuticals, nutrient supplements, and "health foods". Some of these products are not 

clearly defined as “food” or “drugs” but are freely marketed. Some of them are regulated as foods in some countries, while other countries may regulate 

them as drugs. A few countries group name them separately. Generally, health supplements, herbal products, and traditional medicine are classified as 

“food-drug interphase (FDI) products. FDI products are products with a combination of food ingredients and active ingredients for oral consumption. Food 

ingredients should include fruit, vegetables, meat, poultry, milk, cocoa, and cereal. Examples of active ingredients are vitamins, minerals, herbs, enzymes, 

probiotics, prebiotics, amino acids, peptides, coral calcium, fatty acids, collagen, chia seed, astaxanthin, lutein and other ingredients that are not traditionally 

consumed as food. FDI products are not presently considered to be part of conventional medicine [1]. 

FDI products are widely believed to be able to prevent or even cure many diseases including cancer. Some of the FDI products in Malaysia, there is scientific 

evidence that a treatment is both beneficial and safe. Unfortunately, many other products, the evidence is negative, lacking, or inconclusive. Statements that 

manufacturers and providers of FDI products may make about the effectiveness of a therapy and its other benefits can sound reasonable and promising. 

However, they may or may not be backed up by scientific evidence. Even though these products may not do as they claim, they may remain on the market 

as long as they are not shown or reported to be dangerous.  FDI products may cause adverse reactions, just like prescription drugs can. The short- and long-

term effects of these products are still unknown [2-4]. As well as FDI products could cure chronic diseases, these products also potentially trigger a serious 

health problem too [5-7]. Although the Halal cosmetic industry is large, not all products that are appeared to be Halal have been properly tested and 

examined in the laboratory. Some products manage to manipulate the existing Halal standard set in a particular country or even escape the stringent Halal 

procedures. Ironically, consumers also often overlook the ingredients or contents in the FDI products that may contain harmful chemicals.  

In Malaysia, FDI products are not fully regulated like prescription medicines are, as these products can be sold without adequate safety testing, and without 

evidence that they produce the desired results [8]. Therefore, Food Safety and Quality Division (FSQD) of the Ministry of Health Malaysia and National 

Pharmacy Regulatory Agency (NPRA) have formed a Committee for the Classification of Food Drug Interphase Products in 2000 to assist both Divisions in 

classifying, in a consistent manner, an application from the industry which is not clearly defined either as a food or drug product [1]. 
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As part of its function to monitor supplement safety, the National Pharmacy Adverse Impact Monitoring unit, National Pharmacy Regulatory Agency (NPRA), 

Malaysia, has received a side-effects report on the 162 FDI products in Malaysia and the results of the test have found that these products have been mixed 

up with undeclared adulterant (illegal drug) or scheduled poisons. Over 162 FDI products, 51% contain Dexamethasone, 25% of Chlorpheniramine, 7% of 

Sibutramine and the rest contain Tadalafil, Sildenafil, Phenylbutazone, and Caffeine [9]. 

Materials used in FDI products must be suitable with Islamic philosophy which referring to given categories i.e contain substances from animals that are 

not halal or not slaughtered according to Islamic law, contain substances which are considered najis by Islamic law, unsafe and toxic, would cause damage 

or toxication and harmful to health, not prepared, processed or manufactured using equipment contaminated with najis according to Islamic law and 

contain human body parts or products which are not allowed by Islamic law [10-15]. Muslims are permitted to consume foods that not only be free from 

haram constituents but also good or termed Halalan Thoyyiban so that it would not jeopardize our body. Ministry of Health Malaysia (MOH) through the 

Pharmaceutical Services Division plays a role in ensuring medicines and FDI products in Malaysia are registered with MOH. Registered products will be 

evaluated in terms of safety and quality. This coincides with Thoyyiban concept [16-17]. In Malaysia, the Department of Islamic Development Malaysia 

(JAKIM) and State Islamic Department (JAIN) are the authority bodies that are responsible for halal pharmaceutical [15]. JAKIM plays an important role in 

introducing halal certification for pharmaceutical products based on the first Halal Pharmaceuticals Standard in the world which is the MS2424:2012 [18]. 

2.0. List of Unsafe Drugs In Malaysian FDI Products 

2.1. Dexamethasone 

Dexamethasone is a steroid that prevents the release of substances in the body that cause inflammation [10]. Dexamethasone works by mimicking the effect 

of cortisol, a hormone released by the adrenal glands (which are located on top of the kidneys) that controls metabolism and stress. Dexamethasone belongs 

to the class of medicines known as corticosteroids. It is specifically a glucocorticoid. Dexamethasone is used to treat many different conditions such as 

allergic disorders, skin conditions, ulcerative colitis, arthritis, lupus, psoriasis, or breathing disorders [11-12]. The following side effects are commonly 

occurring in greater than 30% for patients taking dexamethasone such as increased appetite, irritability, difficulty sleeping (insomnia), swelling in your 

ankles and feet (fluid retention), heartburn, muscle weakness, impaired wound healing and increased blood sugar levels [13-14]. 

2.2. Chlorpheniramine 

Chlorpheniramine is the first-generation antihistamine used to relieve symptoms of allergy, hay fever, and the common cold but will not treat the cause of 

the symptoms or speed recovery [19]. These symptoms include rash, watery eyes, itchy eyes/nose/throat/skin, cough, runny nose, and sneezing. This 

medication works by blocking a certain natural substance (histamine) that your body makes during an allergic reaction [20-21]. By blocking another natural 

substance made by your body (acetylcholine), it helps dry up some body fluids to relieve symptoms such as watery eyes and runny nose. Common side 

effects may include drowsiness, dry mouth, nose, and throat, nausea, vomiting, loss of appetite, constipation, headache, increased chest congestion [22,23]. 

Some side effects can be serious which including vision problems and difficult urination. 

2.3. Sibutramine 

Sibutramine is indicated for the management of obesity, including weight loss and maintenance of weight loss, and should be used in conjunction with a 

reduced-calorie diet [24,25]. Sibutramine assists with weight-loss by altering neurotransmitters within the brain [26]. Neurotransmitters are produced 

and released by nerves to connect with other nerves. Released neurotransmitters may attach to other nerves or they may be taken up again by the nerves 

that release them. This process is called reuptake. Sibutramine blocks the reuptake of the neurotransmitters dopamine, norepinephrine, and serotonin. 

Blocking the reuptake of neurotransmitters alters the balance of neurotransmitters within the nerve cells and thereby affect nerve function and interaction 

[27,28]. In general, sibutramine is well-tolerated. The most common side effects have been constipation, inability to sleep, headache, dry mouth, abdominal 

pain, acne, rash, and chest pain. On a serious note, this ingredient was banned in many countries including the U.S. market in October 2010 and the Malaysian 

market in early 2017 due to toxicities and mortality effect such an increased risk of heart attack and stroke among those taking the obesity drug [29,30]. 

2.4. Tadalafil 

Tadalafil is used to treat erectile dysfunction (inability to get or keep an erection) and symptoms of benign prostatic hypertrophy (enlarged prostate) which 

include difficulty urinating (hesitation, dribbling, weak stream, and incomplete bladder emptying), painful urination, and urinary frequency and urgency in 

adult men [31,32]. Moreover, it also used to improve the ability to exercise in people with pulmonary arterial hypertension (PAH; high blood pressure in 

the vessels carrying blood to the lungs, causing shortness of breath, dizziness, and tiredness) [33]. Tadalafil is in a class of medications called 

phosphodiesterase (PDE) inhibitors. It works to treat erectile dysfunction by increasing blood flow to the penis during sexual stimulation [34]. This 

increased blood flow can cause an erection. Tadalafil treats PAH by relaxing the blood vessels in the lungs to allow blood to flow more easily [35]. The side 

effects of Tadalafil are headache, indigestion or heartburn, nausea, diarrhea, flushing, pain in the stomach, back, muscles, arms, and cough [36]. Some side 

effects can be serious too, for example, getting sudden decrease or loss of vision, blurred vision, changes in color vision (seeing a blue tinge on objects or 



ISSN: 2616-1923 (Online)                                                        Malaysian Journal of Halal Research Journal (MJHR)                                         2020, VOLUME 3, ISSUE 2 

65 

having difficulty telling the difference between blue and green), a sudden decrease or loss of hearing, ringing in ears and erection that lasts longer than 4 

hours [37, 38]. 

2.5. Sildenafil 

This ingredient is a medication for male sexual function problems (impotence or erectile dysfunction-ED and commonly is used to treat pulmonary arterial 

hypertension and improve exercise capacity in men and women [39,40]. Sildenafil is a phosphodiesterase-5 (PDE5) inhibitor. PDE5 is a substance produced 

in the lungs and other parts of the body that breaks down another substance called cyclic guanosine monophosphate (GMP). Cyclic GMP causes the blood 

vessels (arteries) to relax and widen. In sexual function problem condition, Sildenafil inhibiting phosphodiesterase type 5 and allows corpus cavernosum 

smooth muscle to relax, potentiating erections during sexual stimulation [41]. Meanwhile, in hypertension condition, sildenafil decreases the activity of 

PDE5, so that more cyclic GMP is available for the blood vessels inside the lungs to decreases the pulmonary blood pressure to the heart and improves its 

function. Even though sildenafil is generally well tolerated, it still may lead to various side effects such as nose bleeds, headache, upset stomach and 

heartburn, worsening shortness of breath, and nasal congestion. Caution should be taken as sildenafil should not be used in combination with nitrates or 

nitric oxide donors as an unsafe drop in systemic blood pressure may occur [42,43]. 

Table. Category of product in 162 FDI products reported by the NPRA to be adulterated in Malaysia 

Abrreviation: NPRA, National Pharmaceutical Regulatory Agency (NPRA) 

2.6. Phenylbutazone 

Phenylbutazone is a nonsteroidal anti-inflammatory drug (NSAID) [44]. It also is known as a painkiller for horses, which can cause blood disorders in 

humans but at doses much higher than any one person is likely to ingest from eating horsemeat [45,46]. In the 1950s, the drug was used to treat 

inflammation and pain that results from rheumatoid arthritis, gout, and osteoarthritis [47]. But has been removed from the market in most countries due 

to the availability of newer drugs with less adverse effects. Its mechanism of action is by inhibiting the body's production of prostaglandins, thromboxane, 

and other inflammatory mediators. Some of these actions may be dose-dependent [48]. Phenylbutazone is not commonly used nowadays because of the 

unique potential for severe bone marrow toxicity, which results in dangerously low white blood cell counts, and these given phenylbutazone a bad 

reputation for safety [49]. Serious side effects can occur and generally tend to be dose-related. The most common side effects of phenylbutazone involve 

ulcerations, abdominal burning, pain, cramping, nausea, gastritis, serious gastrointestinal bleeding, and liver toxicity. Sometimes, stomach ulceration and 

bleeding can occur without any abdominal pain [50]. 

2.7. Caffeine 

Caffeine is a psychoactive drug which consider being both a drug and a food additive [51]. This substance also an ingredient in some prescription and non-

prescription drugs, such as cold, allergy, and pain medication [52]. An example of a medication that used caffeine as an ingredient is Aspirin and Cafcit/ 

Caffeine citrate (available by prescription only). According to Malaysia National Drug Policy 2017, caffeine is fallen under 10 different classes of drug and 

it refers to a drink or liquor containing an active ingredient of weakly stimulated xanthine contained particularly in energy drinks, coffee, tea, chocolate, or 

soft drinks [53]. Caffeine acts as a stimulant by activating the central nervous system (CNS). It can counteract tiredness and improve concentration and 

focus [54, 55]. Ingesting caffeine in high doses may lead to more harmful effects on health. Several unwanted side effects of consuming more than 400 mg 

of caffeine per day may lead to a fast heartbeat, anxiety, agitation, restlessness, sleeping problems, and tremors [56]. 
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2.8. Paracetamol 

The consumers mostly had taken paracetamol to treat fever, headache, menstrual pain, and common pain [57]. According to the Ministry of Health 

Medicines Formulary-2/2015 (Malaysia), the optimal dosage of paracetamol for adults is 500 - 1000 mg every 4 - 6 hours, a maximum of 4 g daily. 

Researchers have been guessing at paracetamol’s mechanism of action for decades. Some explanations involve chemical messengers of inflammation and 

pain. Others invoke aspects of neurotransmission in the brain and spinal cord. But the exact mechanism of action is still not known. In Malaysia, consumers 

are able to treat minor illnesses themselves due to easy accessibility to over‑the‑counter drugs including paracetamol. However, self‑medication using it 

without proper information and knowledge is dangerous as this might leads to acetaminophen overdose and poisoning. An overdose of paracetamol can 

cause serious harm. An acute single ingestion of acetaminophen dose >10 g or 200 mg/kg (whichever is lower) in adults will lead to liver toxicity. 

3.0. Discussion 

In this quality improvement study, analysis of unsafe ingredients included in Malaysian FDI products showed that unapproved pharmaceutical ingredients 

were identified in 162 FDI products with the category of 78 traditional medicine products, 42 health supplement products, 17 herbal supplement products 

and 25 product of dietary supplement. These products were commonly marketed to strengthen the veins & joint and pain relief, weight loss, sexual 

enhancement, energy booster, relieve sinus, and gout. The most common adulterants were Dexamethasone, a corticosteroid used to reduce inflammation, 

Sibutramine for weight loss supplements, and Chlorpheniramine for treating clinical symptoms. It is common in the halal market to use the terms halal and 

halal-toyyiban interchangeably due to a perception that whatever is halal, is also halalan-toyyiban. But, the two terms carry two different meanings. For 

example, junk food that complies with halal certification requirements is certified as halal. Such certification tells the world that these products do not 

contain items prohibited by the Syariah law while simultaneously complying with the specified legal provisions prescribed by the law of the land. But, 

although, they are certified as such, eating junk food is unhealthy and could lead to many health issues. This scenario was similar to consuming FDI products 

composed of unapproved ingredients. Even though these products using an organic or natural product which represent the halal aspect but with the 

contamination of adulterant, this product is no longer toyyib as it was harmful and unsafe. Since Malaysia aspires to become the global halal hub, it is time 

to extend the application of halalan-toyyiban to other areas in the halal industry as this would encourage the halal market players to produce products or 

services that are not only halal-certified but also contain wholesome elements. The aforementioned public regulation is vital for the protection of public 

health. Without the regulatory control and adequate law enforcement on the said product, members of the public would be at stake of health risks such as 

multi-organ failure and poisoning, including fatalities. This is in line with the toyyiban aspect which means any products, which are not harmful and safe to 

be consumed as underlined by the Syariah law, and thus are allowable and permissible.  

4.0. Conclusion 

The use of unsafe/undeclared drugs is prevalent among consumers. The drug ingredients in these FDI products have the potential to cause a serious adverse 

effect. The consumers found to have a lack of awareness of adulterant used in FDI products, lack of medical advice regarding the proper dosage, side effects 

of unsafe/undeclared drug used in those products, and interactions with other agents. The potential risk of adulterant overdose existed among the 

consumers is high. All these issues need to be addressed promptly in order to avoid poisoning among consumers. Furthermore, this investigation is not 

able to extend the application of halalan-toyyiban to other areas in the halal industry and raising halalan toyyiban awareness globally as this would 

encourage the halal market players to produce products that are not only halal-certified but also contain wholesome elements. 
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