
HALAL CONTROL
POINTS

DRUGS AND
PHARMACEUTICAL
SECTOR

Version 1.0
Created and managed by HQC Headquarters
in the Netherlands

Publicly available on
www.halalqualitycontrol.com
Green ribbons represent guidelines.
Copyright COHS and HQC B.V.

HQC Guideline 0492-3



Example Halal Control Points for the Drugs and Pharmaceutical Sector  
Guideline Code: 0491-3 | Version 1.0 | English Version 

 
 

1 
 

 

 

 

 

 

Halal Control Points for Drugs and Pharmaceuticals 

1. Purpose and Applicability 
This guideline provides illustrative, non-exhaustive examples of Halal 
Control Points (CPs) across pharmaceuticals, supplements, medicinal, and 
related products. 
 
The purpose is to support companies in identifying potential Halal risks 
within their operations and to assist in developing the Halal Assurance 
Program (HAP), as this guideline forms part of the HQC HAP Scheme. 
This guideline provides practical insight for auditors and customers during 
assessments. 
 
The examples do not represent mandatory requirements in isolation and 
must be interpreted in conjunction with the applicable guidelines. 
The examples may not apply to all sectors or companies, depending on 
the product type, process complexity, and supply chain structure. 
Companies are expected to perform their own risk assessment and 
determine relevant CCPs accordingly. 
 
Halal Control Point Guidelines available: 

1. Halal Control Points for the Food and Beverage Sector (0492-1) 
2. Halal Control Points for the Chemical Sector (0492-2) 
3. Halal Control Points for the Drugs and Pharmaceutical Sector (492-3) 
4. Halal Control Points for the Cosmetics Sector (0492-4) 

 
The Guidelines can be downloaded through our Supporting Documents page. 
 

https://halalqualitycontrol.com/en/support-documents/
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2. General Interpretation of Halal Control Points 

Halal Control Points (HCPs) and Critical Control Points (CCPs) typically 
relate to: 

• Source of raw materials (animal, microbial, synthetic)  
• Auxiliary materials (e.g. solvents, excipients, validation media)  
• Cross-contamination risks  
• Cleaning and sanitation status  
• Supplier compliance  
• Production environment and facility control  
• Use of alcohol, enzymes, or biological agents  

 
Particular attention must be given to: 

• Animal-derived substances (e.g. gelatin, collagen, glycerine)  
• Microbial sources and growth media  
• Alcohol-based solvents and extraction systems  
• Multi-purpose production facilities  
• Complex formulations and synthesis processes 

 

3. Sector-Based Halal Control Point Guidance 

This section provides guidance on Halal Control Points (CPs) for drugs, 
pharmaceuticals, and related medicinal products. 
 
Pharmaceutical products may represent a high-risk category due to: 

• Complex formulations  
• Use of animal-derived and synthetic ingredients  
• Presence of excipients and processing aids  
• Multi-stage production processes  
• Use of alcohol and biological systems  

 
Halal control points shall be determined based on risk classification, 
formulation complexity, and production environment. 
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3.1 General Halal Control Points for Drugs 
Halal critical points for drugs are areas where non-Halal ingredients or 
contamination may occur, including: 

• Raw materials (active and inactive ingredients)  
• Auxiliary materials (e.g. gelatin, solvents, excipients)  
• Validation media and processing inputs  
• Production facilities and equipment  

 
Cross-contamination during:  

• Production  
• Packaging  
• Storage  
• Transportation  

 
To be considered Halal, a drug must: 

• Use ingredients from permissible sources  
• Avoid haram substances (e.g. pork, blood, non-permissible alcohol)  
• Be produced in an environment that prevents cross-contamination 

with forbidden substances 
 

3.2 Raw Materials and Ingredient Control 
 
Halal control points may include: 

• Verification that all active and inactive ingredients are Halal 
compliant  

• Avoidance of Porcine derivatives, Human-derived substances, and 
Non-Halal animal ingredients  
 

For animal-derived materials:  
• Source must be from Halal-slaughtered animals  
• Traceability must be available  
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For microbial products:  
• Source of microorganism must be verified  
• Growth media must be free from najis or haram substances  

 
Attention must be given to:  

• Gelatin  
• Glycerine  
• Collagen  
• Enzymes (e.g. proteases)  
• Alcohol-containing ingredients 

 
3.3 Excipients and Auxiliary Materials 
 
Excipients represent a significant Halal risk, even when used in small 
quantities. 
 
Halal control points may include: 

• Solvents (especially alcohol-based systems)  
• Preservatives and stabilizers  
• Colorants and coating materials  
• Capsule shells (gelatin origin)  

 
Requirements include: 

• Excipients must be Halal certified or supported by sufficient 
documentation  

• Alcohol must not be used unless assessed and permitted under 
applicable standards, fatwas, or approved guidelines 

• All auxiliary materials must be assessed as part of the formulation 
 
 
 
 
 
 
 



Example Halal Control Points for the Drugs and Pharmaceutical Sector  
Guideline Code: 0491-3 | Version 1.0 | English Version 

 
 

5 
 

3.4 Validation Media and Processing Systems 
 
Halal control points may be required if the validation media used during:  

• Equipment qualification  
• Process validation  
• Cleaning validation  

 
Halal control points may include the risk of contamination from:  

• Non-Halal substances used during validation  
• Cross-contact through testing systems  

 
3.5 Product Categories and Specific Risks 
 
The following product categories may involve risks: 
 
Traditional Medicines 

• Risk of non-Halal animal-based additives  
• Use of alcohol as a solvent  
• Use of exotic or prohibited animal materials  

 
Health Supplements 

• Gelatin capsules and coatings  
• Amino acids and functional ingredients  
• Alcohol-based extraction systems  

 
Quasi-Medicines / OTC / Prescription Drugs 

• Similar risk structure across categories:  
• Raw materials  
• Excipients  
• Validation media  
• Production facilities 
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Disclaimer: 
This section provides sector-based examples of Halal Control Points to 
assist companies and auditors in identifying potential risks within specific 
industries. 
 
These examples are non-exhaustive and may not apply to all operations. 
The applicability of each control point shall be determined based on the 
company’s activities, risk classification, and product scope. 
The Halal Management Team remains responsible for conducting a risk-
based assessment and defining relevant control measures. 
 
Useful tip: 
 Please refer to the Halal Positive/Suitable Material lists                          
(Guideline 0457 Series) for chemicals that are Halal by default and do not 
require supporting documents. 
 
These guidelines are available upon request and can be requested by 
emailing info@halalqualitycontrol.com  
 
Need Help? 
Your HQC contact or office partner can guide you through this guideline or 
answer any questions you have. 
 
You may contact us by emailing info@halalqualitycontrol.com or 
calling/messaging us on +31 70 346 97 95 (WhatsApp available for multi-
language communications). 
 

mailto:info@halalqualitycontrol.com
mailto:info@halalqualitycontrol.com
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