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Abstract 
Water is a critical component in the manufacturing process of pharmaceuticals. The quality of water used in pharmaceuticals 
can have a significant impact on product quality, efficacy, and patient safety. Therefore, it is essential to ensure that the 
water used in pharmaceutical manufacturing meets the required standards. This article provides an overview of the water 
qualification process in the pharmaceutical industry, including the different types of water used and the standards that must 
be met. The article also highlights the various techniques used to qualify water, such as physical, chemical, and 
microbiological testing. Additionally, the article discusses the critical role of validation in the water qualification process, 
including the need for ongoing monitoring to ensure water quality remains within acceptable limits. Finally, the article 
emphasizes the importance of a robust water management system, including maintenance and control procedures, to ensure 
water quality is maintained throughout the pharmaceutical manufacturing process. Overall, this article emphasizes the 
importance of water qualification in the pharmaceutical industry and highlights the measures necessary to ensure the quality 
of water used in pharmaceutical manufacturing. 

 

1.Introduction 

Water is an essential component in the pharmaceutical 

industry. It is used in a wide range of applications, from 

the production of drugs and medical devices to the 

cleaning and sterilization of equipment. The purity and 

quality of the water used in these processes are of the 

utmost importance, as impurities or contaminants can 

compromise the safety and efficacy of the final 

product(1). The pharmaceutical industry is heavily 

regulated, and strict guidelines are in place to ensure 

the safety and quality of drugs and medical devices. 

Water used in the production of these products must 

meet specific quality standards, and regular testing and 

validation are required to ensure that these standards 

are met. (2,3) 

The use of purified water, water for injection (WFI), 

sterile water for injection (SWFI), and highly purified 

water (HPW) are the most common types of water used 

in the pharmaceutical industry, each with its own set of 

specifications. The water must be free from 

microorganisms, pyrogens, and other impurities. (3–5) 

The strict water quality standards and regulations 

ensure the safety and efficacy of drugs and medical 

devices for patients.(6) 

In this article, we will take a closer look at the 

importance of water in the pharmaceutical industry, the 

types of water used, the specifications and testing 

methods used to ensure water quality, and the 

regulatory requirements and guidelines for water 

qualification. (7,8) 

2. The Need for Strict Water Quality Standards 

Water is a vital component in the pharmaceutical 

industry, and its purity and quality are of the utmost 

importance. (9) The use of impure or contaminated 

water in the production of drugs and medical devices 

can have serious consequences, compromising the 

safety and efficacy of the final product. This is why 

strict water quality standards are in place and adhered 

to in the pharmaceutical industry. (10) 
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In the pharmaceutical industry, water is used for a 

variety of purposes, including the production of drugs 

and medical devices, the cleaning and sterilization of 

equipment, and the manufacturing of ingredients. (11) 

The different types of water used in these processes, 

including purified water, water for injection (WFI), 

sterile water for injection (SWFI), and highly purified 

water (HPW), have their own set of specifications that 

must be met. 

o Purified water, for example, is produced by reverse 

osmosis or distillation and must meet strict 

microbiological and chemical specifications. It is 

used in the production of injectable drugs, as well 

as in the cleaning and rinsing of equipment. On the 

other hand, Water for Injection (WFI) is the 

highest-purity water used in the pharmaceutical 

industry, produced by distillation, and must meet 

even stricter microbiological and chemical 

specifications than purified water. It is used in the 

production of injectable drugs and in the cleaning 

and rinsing of equipment that comes into contact 

with injectable drugs. (12,13) 

o To ensure that the water used in the pharmaceutical 

industry meets these specifications, regular testing 

and validation are required. Testing methods 

include total viable counts (TVC), endotoxin 

testing, and conductivity testing. These tests help to 

detect any impurities or contaminants in the water 

and ensure that it meets the necessary quality 

standards. 

o In addition to the water itself, the storage and 

distribution systems used to transport and dispense 

the water must also meet strict standards to ensure 

the water remains pure and uncontaminated. 

(14,15) 

The strict water quality standards in the pharmaceutical 

industry are not only important for the safety and 

efficacy of the drugs and medical devices produced, but 

also for the safety and well-being of patients who use 

them. Without these strict standards, the potential for 

harm would be much greater. Strict water quality 

standards in the pharmaceutical industry are essential 

for ensuring the safety and efficacy of drugs and 

medical devices. These standards help to ensure that 

the water used in the production of these products is 

pure and free from impurities or contaminants, 

protecting patients from harm. Regular testing and 

validation are critical for maintaining these standards 

and ensuring the continued safety and quality of the 

products produced. (16–18) 

3. Overview of Different Types of Water Used in 

the Pharmaceutical Industry 

Water is an essential component in the pharmaceutical 

industry, and it is used in a wide range of applications, 

from the production of drugs and medical devices to the 

cleaning and sterilization of equipment. (19,20) To 

ensure the safety and efficacy of these products, the 

water used must meet strict quality standards. The 

pharmaceutical industry uses several different types of 

water, each with its own set of specifications. 

 Purified Water is the most commonly used type of 

water in the pharmaceutical industry. It is produced 

by reverse osmosis or distillation and must meet strict 

microbiological and chemical specifications. It is 

used in the production of injectable drugs, as well as 

in the cleaning and rinsing of equipment. The 

specifications for purified water include a total 

bacterial count of less than 10 CFU/mL and a 

conductivity of less than 10 µS/cm. 

 Water for Injection (WFI) is the highest-purity water 

used in the pharmaceutical industry. It is produced by 

distillation and must meet even stricter 

microbiological and chemical specifications than 

purified water. WFI is required to be sterile and 

pyrogen-free, and it must have a conductivity of less 

than 1.3 µS/cm. It is used in the production of 

injectable drugs and in the cleaning and rinsing of 

equipment that comes into contact with injectable 

drugs. (21–23) 

 Sterile Water for Injection (SWFI) is another type of 

water used in the pharmaceutical industry. It is also 

used in the production of injectable drugs and in the 

cleaning and rinsing of equipment that comes into 

contact with injectable drugs. SWFI is sterile, 

pyrogen-free, and must have a conductivity of less 

than 1.3 µS/cm. 

 Highly Purified Water (HPW) is used in the 

production of certain types of medical devices, such 

as dialysis equipment. It must meet strict 

microbiological and chemical specifications. The 

specifications for HPW include a total bacterial count 
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of less than 100 CFU/mL and a conductivity of less 

than 1.3 µS/cm. (24) 

The different types of water used in the pharmaceutical 

industry have their own specific requirements and 

specifications. (25) The pharmaceutical industry is 

heavily regulated, and the water used in these processes 

is closely monitored through regular testing and 

validation to ensure that it meets the necessary quality 

standards. (26) 

The pharmaceutical industry uses several different 

types of water, each with its own set of specifications. 

These include purified water, water for injection 

(WFI), sterile water for injection (SWFI), and highly 

purified water (HPW). These different types of water 

have specific requirements and specifications that are 

necessary to ensure the safety and efficacy of the drugs 

and medical devices produced. Strict water quality 

standards in the pharmaceutical industry are essential 

for ensuring the safety and efficacy of drugs and 

medical devices, and regular testing and validation are 

critical for maintaining these standards and ensuring 

the continued safety and quality of the products 

produced. (27,28) 

3.1 Purified Water 

Purified water is a commonly used type of water in the 

pharmaceutical industry. It is produced through a 

process of reverse osmosis or distillation and is used 

for a variety of purposes, including the production of 

drugs and medical devices, the cleaning and 

sterilization of equipment, and the manufacturing of 

ingredients. 

o To ensure the safety and efficacy of the products 

produced in the pharmaceutical industry, purified 

water must meet strict quality standards. The 

specifications for purified water include limits on 

the levels of various impurities, such as bacteria, 

pyrogens, and dissolved minerals. These 

specifications are put in place to ensure that the 

water is pure and free from contaminants that could 

potentially harm patients. 

o The process of producing purified water involves 

the use of a series of filtration and treatment steps 

to remove impurities and ensure that the water 

meets the necessary specifications. The first step in 

the process is typically pre-treatment, which 

involves the removal of particles and dissolved 

solids using a series of filters. The water is then 

passed through a reverse osmosis membrane, which 

removes dissolved salts and other impurities. 

(29,30) 

o After the reverse osmosis process, the water is 

further treated to remove any remaining impurities. 

This may include the use of UV light, ozone, or 

other treatments to kill any remaining 

microorganisms. The water is then passed through 

a series of final filters to remove any remaining 

particles or impurities. 

o Once the water has been purified, it is stored in 

stainless steel tanks or other containers to prevent 

contamination. The tanks or containers are 

designed to prevent the growth of microorganisms 

and are regularly inspected and cleaned to ensure 

that the water remains pure. 

o The quality of purified water is closely monitored 

through regular testing and validation. Testing 

methods include total viable counts (TVC), 

endotoxin testing, and conductivity testing. These 

tests help to detect any impurities or contaminants 

in the water and ensure that it meets the necessary 

quality standards. (27,31,32) 

3.2 Water for injection (WFI) 

Water for injection (WFI) is a type of water used in the 

pharmaceutical industry that is of the highest purity 

level. It is produced by distillation and must meet 

extremely strict microbiological and chemical 

specifications, making it suitable for use in the 

production of injectable drugs and in the cleaning and 

rinsing of equipment that comes into contact with 

injectable drugs. 

 In the production of injectable drugs, WFI is used 

as a solvent, diluent, or excipient. It is also used in 

the preparation of solutions and suspensions and as 

a rinse or cleaning solution for equipment that 

comes into contact with injectable drugs. The high 

purity level of WFI ensures that the final product is 

free from impurities or contaminants, increasing the 

safety and efficacy of the drug. (33,34) 

 WFI is produced by a process of distillation, which 

involves heating water to its boiling point, then 

capturing and condensing the steam, effectively 

eliminating any impurities or contaminants that 
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may be present in the water. The distillation process 

is repeated multiple times to ensure that the water 

meets the necessary specifications. (35,36) 

 The specifications for WFI are strict and include 

limits on total bacteria, pyrogens, and other 

impurities. Regular testing and validation are 

required to ensure that the water meets these 

specifications. Testing methods include total viable 

counts (TVC), endotoxin testing, and conductivity 

testing. 

 The storage and distribution of WFI are also strictly 

controlled to ensure that the water remains pure and 

uncontaminated. Water storage tanks and 

distribution systems must be constructed of 

materials that do not interact with the water, such as 

stainless steel. The storage and distribution systems 

must be designed and maintained to prevent 

contamination and must be regularly tested and 

validated to ensure that the water remains pure. (37) 

 In conclusion, WFI is a crucial component in the 

pharmaceutical industry, used in the production of 

injectable drugs and in the cleaning and rinsing of 

equipment that comes into contact with injectable 

drugs. Its high purity level ensures that the final 

product is free from impurities or contaminants, 

increasing the safety and efficacy of the drug. The 

strict specifications and regular testing and 

validation of WFI, as well as the strict control of its 

storage and distribution, ensure that the water 

remains pure and uncontaminated, protecting 

patients from harm. (38) 

3.3 Sterile Water for Injection (SWFI) 

Sterile Water for Injection (SWFI) is a type of water 

that is used in the pharmaceutical industry for the 

production of injectable drugs and in the cleaning and 

rinsing of equipment that comes into contact with 

injectable drugs. It is considered the most critical type 

of water used in the production of injectable drugs as it 

is intended for direct injection into the human body. 

 The production of SWFI involves a series of 

purification and sterilization processes to ensure 

that the water is free from any microorganisms, 

pyrogens, and other impurities. Distillation is the 

most commonly used method to produce SWFI, but 

other methods such as reverse osmosis, 

deionization, and ultrafiltration are also used. The 

water is then subjected to rigorous testing and 

validation to ensure that it meets the necessary 

quality standards. 

 The quality of SWFI is closely monitored through 

regular testing and validation. Some of the tests 

performed include total viable counts (TVC) to 

detect any microorganisms present, endotoxin 

testing to detect pyrogens, and conductivity testing 

to detect any impurities or contaminants. The water 

must meet strict microbiological and chemical 

specifications to be considered safe for use in the 

production of injectable drugs. (39,40) 

 The use of SWFI in the pharmaceutical industry is 

regulated by various international and national 

agencies such as the United States Pharmacopeia 

(USP), the European Pharmacopoeia (EP), and the 

World Health Organization (WHO). These 

agencies have set guidelines and standards that 

manufacturers must adhere to in order to ensure the 

safety and efficacy of injectable drugs. 

 In addition to its use in the production of injectable 

drugs, SWFI is also used in the cleaning and 

sterilization of equipment used in the production of 

injectable drugs. The equipment must be cleaned 

and sterilized with SWFI to ensure that any 

microorganisms or impurities present on the 

equipment are removed. This helps to prevent 

contamination of the drugs and maintain the safety 

and efficacy of the final product. (15,16,33,41,42) 

3.4 Highly Purified Water (HPW) 

Highly Purified Water (HPW) is a specific type of 

water used in the pharmaceutical industry that must 

meet strict quality standards. It is used in the production 

of certain types of medical devices, such as dialysis 

equipment, and must meet strict microbiological and 

chemical specifications. (43) 

o The production of HPW involves a multi-step 

process that includes reverse osmosis, deionization, 

and distillation. This process removes impurities 

such as dissolved solids, bacteria, and organic 

compounds, leaving the water with a very high 

level of purity. (44) 

o The use of HPW in the production of medical 

devices is critical for ensuring the safety and 
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efficacy of these products. For example, in the 

production of dialysis equipment, HPW is used to 

clean and sterilize the equipment, as well as in the 

production of the solutions used in the dialysis 

process. The purity and quality of the water used in 

these applications are essential, as any impurities or 

contaminants can compromise the safety and 

effectiveness of the final product. 

o In addition to the production of medical devices, 

HPW is also used in other applications within the 

pharmaceutical industry such as in the production 

of active pharmaceutical ingredients (API) and in 

the cleaning and sterilization of equipment. (16,45) 

o The quality of HPW is closely monitored through 

regular testing and validation. This includes testing 

for total viable counts (TVC), endotoxin testing, 

and conductivity testing. These tests help to detect 

any impurities or contaminants in the water and 

ensure that it meets the necessary quality standards. 

o The storage and distribution systems used to 

transport and dispense HPW must also meet strict 

standards to ensure the water remains pure and 

uncontaminated. This includes the use of closed 

systems and regular cleaning and sanitization of the 

storage and distribution systems. (46,47) 

o Highly Purified Water (HPW) is a specific type of 

water that is used in the pharmaceutical industry, 

and it is essential to ensure that it meets the 

necessary quality standards. HPW is used in the 

production of certain types of medical devices such 

as dialysis equipment and also in other applications 

within the pharmaceutical industry. The strict water 

quality standards and regular testing and validation 

help ensure the safety and efficacy of the products 

produced with HPW. Maintaining the purity and 

contamination of the water throughout the storage 

and distribution process is also critical for ensuring 

that the HPW remains suitable for its intended use. 

(48–50) 

4. The Specifications to Ensure the Quality of 

Water 

Ensuring the quality of water used in the 

pharmaceutical industry is of the utmost importance, as 

impurities or contaminants can compromise the safety 

and efficacy of the final product. To ensure that the 

water used in the industry meets the necessary quality 

standards, strict specifications are in place and must be 

adhered to. 

There are several different types of water used in the 

pharmaceutical industry, each with its own set of 

specifications. These include: 

 Purified Water: This is the most commonly used 

type of water in the pharmaceutical industry. It is 

produced by reverse osmosis or distillation and 

must meet strict microbiological and chemical 

specifications. The specifications for purified water 

include a maximum total bacterial count of 100 

CFU/mL and a maximum conductivity of 1.3 micro 

siemens/cm. 

 Water for Injection (WFI): This is the highest-

purity water used in the pharmaceutical industry. It 

is produced by distillation and must meet even 

stricter microbiological and chemical specifications 

than purified water. The specifications for WFI 

include a maximum total bacterial count of 10 

CFU/mL and a maximum conductivity of 0.5 micro 

siemens/cm. 

 Sterile Water for Injection (SWFI): This is sterile 

water that is used in the production of injectable 

drugs and in the cleaning and rinsing of equipment 

that comes into contact with injectable drugs. The 

specifications for SWFI include no bacterial growth 

and no endotoxins 

 Highly Purified Water (HPW): This type of water 

is used in the production of certain types of medical 

devices, such as dialysis equipment. It must meet 

strict microbiological and chemical specifications. 

The specifications for HPW include a maximum 

total bacterial count of 10 CFU/mL and a maximum 

conductivity of 0.06 micro siemens/cm. (12,51,52) 

The specifications outlined above are the most 

common in the pharmaceutical industry and they are in 

line with the guidelines established by regulatory 

bodies such as the United States Pharmacopeia (USP) 

and the European Pharmacopoeia (EP). Regular testing 

and validation are required to ensure that the water used 

in the pharmaceutical industry meets these 

specifications. Testing methods include total viable 

counts (TVC), endotoxin testing, and conductivity 

testing. These tests help to detect any impurities or 

contaminants in the water and ensure that it meets the 

necessary quality standards. In addition to the water 

itself, the storage and distribution systems used to 
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transport and dispense the water must also meet strict 

standards to ensure the water remains pure and 

uncontaminated. (36,53) 

5. Testing Methods Used to Ensure the Quality 

of Water 

Ensuring the quality of water used in the 

pharmaceutical industry is crucial for the safety and 

efficacy of drugs and medical devices. Regular testing 

and validation are required to ensure that the water used 

meets the necessary quality standards. (54) There are 

several different testing methods used in the 

pharmaceutical industry to ensure the quality of water, 

including total viable counts (TVC), endotoxin testing, 

and conductivity testing. (27,55) 

 Total viable counts (TVC) testing is used to 

determine the number of microorganisms present in 

the water. This test involves taking a sample of the 

water and incubating it under conditions that allow 

the microorganisms to grow. The number of 

colonies that form is then counted and compared to 

the acceptable limits set by regulatory agencies. 

This test helps to ensure that the water is free from 

harmful microorganisms and meets the necessary 

microbiological specifications. (56,57) 

 Endotoxin testing is used to detect the presence of 

endotoxins in the water. These are toxins that are 

released by certain types of bacteria when they die. 

(58) Endotoxins can cause fever, shock, and other 

serious reactions in patients, so it is crucial to 

ensure that the water used in the pharmaceutical 

industry is free from these contaminants. The most 

common method of endotoxin testing is the 

Limulus amoebocyte lysate (LAL) test, which 

measures the level of endotoxins in the water. (59) 

 Conductivity testing is used to measure the 

electrical conductivity of the water. This test helps 

to determine the presence of dissolved ions, such as 

salts, in the water. High levels of dissolved ions can 

indicate the presence of impurities or contaminants 

in the water, and so conductivity testing is used to 

ensure that the water meets the necessary chemical 

specifications. (60,61) 

In addition to these testing methods, other tests such as 

pH testing, total organic carbon (TOC) testing, and 

particle counting, are also used to ensure the quality of 

water used in the pharmaceutical industry. The testing 

and validation of water quality in the pharmaceutical 

industry is a continuous process that must be carried 

out regularly to ensure that the water remains pure and 

free from impurities or contaminants. These testing 

methods help to detect any impurities or contaminants 

in the water and ensure that it meets the necessary 

quality standards. (62–64) 

6. The Storage and Distribution of Water in the 

Pharmaceutical Industry 

The storage and distribution of water in the 

pharmaceutical industry are of crucial importance in 

ensuring the purity and quality of the water used in the 

production of drugs and medical devices. (65,66) The 

use of impure or contaminated water can have serious 

consequences, compromising the safety and efficacy of 

the final product. 

 The storage and distribution systems used in the 

pharmaceutical industry are designed to prevent 

contamination and maintain the purity of the water. 

This includes the use of closed systems, which 

prevent the introduction of impurities from the 

environment, as well as regular cleaning and 

sanitization of the storage and distribution systems 

to prevent the growth of microorganisms. (27,67) 

 One of the key components of the storage and 

distribution systems used in the pharmaceutical 

industry is the use of purified water storage tanks. 

These tanks are made of materials that are resistant 

to corrosion and erosion, and they are designed to 

prevent leaks and spills. They also have tight-fitting 

lids to prevent contamination from the 

environment. 

 Another important component of the storage and 

distribution systems used in the pharmaceutical 

industry is the use of filtration systems. (68) These 

systems are used to remove impurities such as 

bacteria, particles, and dissolved solids from the 

water. This ensures that the water remains pure and 

suitable for its intended use.  

 The use of water treatment systems such as reverse 

osmosis and ultraviolet (UV) disinfection is also an 

important aspect of the storage and distribution 

systems used in the pharmaceutical industry. These 

systems are used to further purify the water, 

removing any remaining impurities and ensuring 

that the water meets the necessary quality 

standards. (69–71) 
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In addition to these measures, regular monitoring and 

testing of the water is also an important aspect of the 

storage and distribution systems used in the 

pharmaceutical industry. (72) This includes testing for 

total viable counts (TVC), endotoxin testing, and 

conductivity testing. These tests help to detect any 

impurities or contaminants in the water and ensure that 

it meets the necessary quality standards. (73,74) 

7. The Importance of Maintaining the Purity and 

Contamination of the Water 

The purity and contamination of the water used in the 

pharmaceutical industry are of the utmost importance, 

as any impurities or contaminants can compromise the 

safety and efficacy of the final product. The use of 

impure or contaminated water in the production of 

drugs and medical devices can have serious 

consequences, and it is essential to ensure that the water 

used in these processes is pure and free from impurities 

or contaminants. (75–78) 

 One of the ways to ensure the purity of the water 

used in the pharmaceutical industry is through the 

use of strict water quality standards. These 

standards specify the levels of impurities and 

contaminants that are allowed in the water, and 

regular testing and validation are required to ensure 

that these standards are met. Testing methods 

include total viable counts (TVC), endotoxin 

testing, and conductivity testing. These tests help to 

detect any impurities or contaminants in the water 

and ensure that it meets the necessary quality 

standards. (79,80) 

 Another important aspect of maintaining the purity 

and contamination of water in the pharmaceutical 

industry is through the use of proper storage and 

distribution systems. These systems must be 

designed to prevent contamination and to ensure 

that the water remains pure and uncontaminated 

throughout the transportation and dispensing 

process. This includes the use of closed systems, 

regular cleaning and sanitization of the storage and 

distribution systems, and proper maintenance of 

these systems. 

 In addition to the water itself, other factors that can 

affect the purity and contamination of water in the 

pharmaceutical industry include the equipment and 

facilities used in the production process. Proper 

cleaning and sterilization of equipment, as well as 

regular maintenance and calibration of equipment, 

are essential to ensuring that the water remains pure 

and free from impurities or contaminants. (48,81–

83) 

Strict water quality standards, regular testing and 

validation, proper storage and distribution systems, and 

proper maintenance and cleaning of equipment and 

facilities all play vital roles in maintaining the purity 

and contamination of water in the pharmaceutical 

industry. These measures are critical for ensuring the 

safety and efficacy of the drugs and medical devices 

produced, as well as for protecting patients from harm. 

(75,84–86) 

8. The Regulatory Requirements and Guidelines 

The pharmaceutical industry is heavily regulated, and 

strict guidelines are in place to ensure the safety and 

quality of drugs and medical devices. One important 

aspect of these regulations is the qualification of water 

used in the production of these products. The 

regulatory requirements and guidelines for water 

qualification in the pharmaceutical industry are 

designed to ensure that the water used is pure and free 

from impurities or contaminants, protecting patients 

from harm. (20,27) 

 In the United States, the Food and Drug 

Administration (FDA) is responsible for regulating 

the pharmaceutical industry and has established 

guidelines for water quality in the form of the 

United States Pharmacopeia (USP) <645> Purified 

Water and <1069> Water for Injection. (87,88) 

These guidelines establish the specifications and 

testing methods that must be met for water used in 

the production of drugs and medical devices. 

 In addition to the USP guidelines, the FDA also has 

Good Manufacturing Practices (GMP) regulations 

in place, which outline the requirements for the 

production, testing, and distribution of drugs and 

medical devices. These regulations include 

requirements for the storage and distribution of 

water, as well as the cleaning and sanitization of 

equipment used to produce drugs and medical 

devices. (23,89) 

 The European Medicines Agency (EMA) also has 

guidelines in place for water quality in the form of 

the European Pharmacopeia (Ph. Eur.) 2.6.1 

Purified Water, 2.6.7 Water for Injections, and 

2.6.30 Sterile Water for Injections. These 

guidelines are similar to the USP guidelines and 
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establish the specifications and testing methods that 

must be met for water used in the production of 

drugs and medical devices in Europe. (90,91) 

In addition to the guidelines and regulations from the 

FDA and EMA, there are also international guidelines 

for water quality, such as the International Conference 

on Harmonisation (ICH) QW guidelines. (92–94) 

These guidelines provide a harmonized approach to the 

water quality requirements for the pharmaceutical 

industry, worldwide. 

The guidelines for water qualification in the 

pharmaceutical industry are established by regulatory 

bodies such as the United States Pharmacopeia (USP) 

(95) and the European Pharmacopoeia (EP) (96) to 

ensure the safety and efficacy of drugs and medical 

devices produced. These guidelines outline the 

specifications and testing methods that must be met for 

different types of water used in the pharmaceutical 

industry, including purified water, water for injection 

(WFI), sterile water for injection (SWFI), and highly 

purified water (HPW). 

 Purified water, for example, must meet USP and EP 

specifications for microbiological purity and 

chemical purity. This includes limits on the total 

viable count (TVC) of microorganisms, the absence 

of specified microorganisms, and limits on the 

levels of certain chemicals such as conductivity and 

total organic carbon. 

 Water for injection (WFI) must meet even stricter 

specifications than purified water, as it is used in the 

production of injectable drugs and in the cleaning 

and rinsing of equipment that comes into contact 

with injectable drugs. The WFI specifications 

include limits on TVC, the absence of specified 

microorganisms, and limits on the levels of certain 

chemicals such as conductivity and total organic 

carbon. 

 Sterile Water for Injection (SWFI) must be sterile 

and meet the WFI specifications. 

 Highly Purified Water (HPW) must meet 

microbiological and chemical specifications that 

are specific to the type of medical device it is 

intended to be used with. (97,98) 

The guidelines also outline the testing methods that 

must be used to ensure that the water meets these 

specifications. This includes regular testing for total 

viable counts (TVC), endotoxin testing, and 

conductivity testing. In addition to guidelines for the 

water itself, the guidelines also cover the storage and 

distribution systems used to transport and dispense the 

water. These systems must be designed and operated to 

prevent contamination and maintain the purity of the 

water. (99,100) 

Overall, the guidelines for water qualification in the 

pharmaceutical industry are established to ensure the 

safety and efficacy of drugs and medical devices 

produced. These guidelines outline the specifications 

and testing methods that must be met for different types 

of water used in the industry, and cover the storage and 

distribution systems used to transport and dispense the 

water. Compliance with these guidelines is essential for 

the safety and well-being of patients who use these 

products. (56,90,101,102) 

9. Case Studies: 

There are many companies and facilities in the 

pharmaceutical industry that have implemented best 

practices for water qualification in their operations. 

Here are a few examples: 

1. Pfizer Inc: Pfizer Inc, one of the largest 

pharmaceutical companies in the world, has 

implemented a comprehensive water management 

program to ensure the quality of water used in their 

operations. This program includes regular testing 

and monitoring of water at all stages of production, 

from raw water to finished product. The company 

also has strict guidelines in place for the storage and 

distribution of water, including the use of closed 

systems and regular cleaning and sanitization of 

storage and distribution systems. (103–105) 

2. AstraZeneca: AstraZeneca, another large 

pharmaceutical company, has implemented a water 

management program that includes regular testing 

and monitoring of water quality, as well as the use 

of advanced technologies such as UV disinfection 

and reverse osmosis to ensure the purity of the 

water used in their operations. The company also 

has strict guidelines in place for the storage and 

distribution of water and regular cleaning and 

sanitization of storage and distribution systems. 

(106–109) 

3. Novo Nordisk: Novo Nordisk, a leading producer 

of diabetes drugs, has implemented a water 

management program that includes the use of 

advanced technologies such as membrane filtration 
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and UV disinfection to ensure the purity of the 

water used in their operations. The company also 

has strict guidelines in place for the storage and 

distribution of water, including the use of closed 

systems and regular cleaning and sanitization of 

storage and distribution systems. (110–113) 

4. Merck: Merck, a leading pharmaceutical company, 

has implemented a water management program that 

includes the use of advanced technologies such as 

reverse osmosis and UV disinfection to ensure the 

purity of the water used in their operations. The 

company also has strict guidelines in place for the 

storage and distribution of water, including the use 

of closed systems and regular cleaning and 

sanitization of storage and distribution systems. 

(114–117) 

These are just a few examples of companies and 

facilities that have implemented best practices for 

water qualification in their operations. By 

implementing strict guidelines and advanced 

technologies, these companies are able to ensure the 

quality of water used in their operations and protect the 

safety and efficacy of the drugs and medical devices 

they produce. (27,118–120) 

10. Conclusion: 

In conclusion, water qualification plays a critical role 

in ensuring the safety and efficacy of drugs and medical 

devices produced in the pharmaceutical industry. The 

use of impure or contaminated water in the production 

of these products can have serious consequences, 

compromising the safety and efficacy of the final 

product. Strict water quality standards and guidelines 

are established by regulatory bodies such as the United 

States Pharmacopeia (USP) and the European 

Pharmacopoeia (EP) to ensure the safety and efficacy 

of drugs and medical devices produced. These 

guidelines outline the specifications and testing 

methods that must be met for different types of water 

used in the pharmaceutical industry, including purified 

water, water for injection (WFI), sterile water for 

injection (SWFI), and highly purified water (HPW). 

Companies and facilities in the pharmaceutical 

industry have implemented best practices for water 

qualification in their operations, including regular 

testing and monitoring of water quality, the use of 

advanced technologies such as UV disinfection and 

reverse osmosis to ensure the purity of water, and strict 

guidelines in place for the storage and distribution of 

water. By adhering to these guidelines and best 

practices, companies in the pharmaceutical industry 

can ensure the safety and efficacy of the drugs and 

medical devices they produce. Compliance with these 

guidelines is essential for the safety and well-being of 

patients who use these products. Water qualification is 

a crucial aspect that should not be overlooked in the 

pharmaceutical industry. 
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