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' The formal recommended by the US Food and Drug authority:
https://www.fda.gov/media/136118/download

2 Temporary specification of Ethanol and Isopropyl Alcohol as raw material in for Hand Sanitizer Products
annex 1
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Temporary Specification of Ethanol and Isopropyl Alcohol as Raw
Material for Hand Sanitizer Products

Saudi Food and Drug Authority (SFDA) recommends the pharmacopeial specifications for
ethanol and isopropyl alcohol which is according to PhsEur, USP and international
pharmacopoeia. However, due to €oronavirus Disease 19 (COVID-19) pandemic, SFDA
has established minimum requirements,to help local manufacturers with the purpose of
increasing the production of ethanol and isopropyl aleohol as active ingredients that
applied for hand sanitizeks. \

1. Current requirements
Specifications are critical quality ‘standards that}Aproposed and justified by the manufacturer and
approved by SFDA as conditions of approval. The certificate of analysis includes a description of
the test or examination method(s) used, limits of the test or examinations, and actual results of the

tests or examinations.

1.1.  Certificates of analysis
Certificates of analysis require an authentic certificate of analysis for each batch of ethanol and
isopropyl alcohol for hand sanitizer production. Among other things, this certificate should contain

the following information:

e Name of an intermediate or API

e Batch number

¢ Release date

e Expiry date

e List of the tests performed including acceptance limits
e Numerical results

o Dated signature by authorised personnel

e Name of the company

10
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e Type and amount of denaturants should be specified.

e or Name of the laboratory

1.2.

Ethanol specification

SFDA has established a new specification for ethanol with the minimum required tests and their

acceptance limits for the duration of public health emergency (Table 1).

Table 1. SFDA ethanol specification

Parameter Acceptance criteria Analytical method Method
Reference
Content NLT 93.0% by volume at 15.56° GC-FID UsP
Appearance Colourless, clear, volatile, Visual BP, International

flammable liquid, hygroscopic

N

pharmacopoeia

Identification

Relative density 0.812 - 0.816_ at 15.56° Oscillating transducer USP
density meter or
\ pycnometry
Impurities
Non-volatile impurities | Maximum 25 ppm m/V (NMT 2.5 Gravimerty BP, USP
mg)
Methanol 200 ppm GC-FID BP, USP
Acetaldehyde and Maximum 10 pL/L, expressed as GC-FID BP, USP
acetal acetaldehyde
Benzene Maximum 2 ppm GC-FID BP, USP
Total of other NMT 300 ppm () GC-FID BP, USP

impurities

(a) Disregard any peaks of less than 9 pL/L (0.03 times the area of the peak corresponding to 4-methylpentan-2-ol in
the chromatogram obtained with Sample solution B) (9 ppm).

11
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Additional Considerations for Alcohol (Ethanol):

1.3.

Beyond alcohol, water, and denaturants (if added at the point of production), the alcohol
production firm does not add other ingredients. Different or additional ingredients in the
APl may impact the quality and potency of the finished hand sanitizer product, and may
increase the risk of accidental ingestion in children.

Ethanol produced in facilities normally producing fuel or technical grade may be
considered for use if the ethanol is produced from fermentation and distillation as would
be typically used for consumable goods, and no other'additives or other chemicals have
been added to the ethanol. Further, special caution should be,taken to ensure any other
chemicals on site are not introduced into the ethanol either intentionally or via cross
contamination. Because of the potential for the presence of potentially harmful impurities
due to the processing approach, fuel or teehnical grade ethanol should only be used if it
meets SFDA grade requirements and the ethanol has been screened for any other
potentially harmful impuritiestnot,specified in the"SFDA requirements.

If sodium borohydride used for ethanolpurification to reduce aldehydes and ketones, it
should be on 98% grade ‘and the residual boron content of the final product should not

exceed 310 parts per million(0.0310 percent), calculated as boron.

N

Isopropyl alcohol specification

SFDA has established a new: specifigation for isopropyl alcohol with the minimum required tests

and their acceptancelimits for the duration of public health emergency (Table 2).

12
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Table 2. SFDA isopropyl alcohol specification

Parameter Acceptance criteria Analytical method Method
Reference
Assay NLT 95% GC-FID USP
Appearance Clear, colourless liquid Visual BP

Identification

Relative density

0.783 10 0.787

Oscillating/transducer density

meter or pychometry

USP, International

pharmacopoeia

Refractive index

1.376t0 1.378

Refractometry

N

USP, International

pharmacopoeia

Impurities
Non-volatile NMT 2.5 mg (0.005%) N\ Gravimerty USP, International
impurities pharmacopoeia
Benzene NMT, %m GC-FID Ph. Eur
Each individual NMT 0.1% GC-FID USP

impurity

1.4.  Analytical methods

o Analytical assessments should be performed using procedures that have been included in

either Ph. Eur., BP or USP, otherwise if in-house method was performed, the analytical

procedure should be validated according to ICH Q2(R1) guideline.

e USP, Ph. Eur or WHO reference standards should be applied for these analyses. Otherwise,

well-characterised reference materials, with documented purity, should be used. The

degree of purity necessary depends on the intended use. All reference standards (including

certified reference standards or stock solutions, commercially supplied reference standards,

13
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or other material of documented purity) should be supported with a certificate of analysis

(CoA) or equivalent documentation.

Storage
Ethanol should be kept in a well-closed container, and stored whenever possible at a
temperature between 8 and 15 °C.

Isopropyl alcohol should be kept in a tightly closed container

General Notices and Reguirements

Any water used to adjust the finished ethanol content in the alcohol API is sterile (e.g., by
boiling, distillation, or other process that results in‘water that meets the specifications for
Purified Water USP, Ph. Eur or WHO.). WaterNsed as quickly as possible after it is
rendered sterile or purified:

Any certificate of analysis complies withh\USP and/or Ph. Eur will be adopted in SFDA.

In case the specification does not comply with minimum requirements that are clarified in
this document, the manufacturer should take advanced approval from SFDA.

The finished product manﬁ%turer can only perform the content and identification tests to
ensure the quality .of API along with their compliance with the certificate of analysis

obtained from API manufacturer.
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Centers of Disease Control and Prevention (https://www.cdc.gov/coronavirus/2019-

ncov/infection-control/hcp-hand-sanitizer.html)

British Pharmacopeia
United States Pharmacopeia
International Pharmacopoeia

ICH Q2B; Text on validation of analytical proce Methodology, International

Conference on Harmonization of Technical Requir e Registration of Drugs

for Human Use, Geneva, Switz
FDA; Temporary Policy for Man or Incorporation into Alcohol

Based Hand Sanitiz oducts During t

|
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