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Annex 2 : General technical notices

General advice on sampling
The reliability of any conclusions drawn from the analysis of a sample will
depend upon how well the sample represents the whole batch. General
recommendations for the sampling of pharmaceutical materials in connection
with quality control are provided in the thirty-ninth report of the WHO Expert
Committee on Specifications for Pharmaceutical Preparations (3).
Because of the specific characteristics of medicinal plant materials, in particular
their lack of homogeneity, special handling procedures are required in relation
to sampling. The following procedures should be observed when selecting and
preparing an average sample from a batch of material.

Recommended procedures
Sampling of material in bulk
Inspect each container or packaging unit for conformity with pharmacopoeia
monographs or other requirements regarding packaging and labelling. Check the
condition of the package and note any defects that may influence the quality or
stability of the contents (physical damage, moisture, etc.). Sample damaged

containers individually.




If initial inspection indicates that the batch is uniform, take samples as follows.
When a batch consists of five containers or packaging units, take a sample
from each one. From a batch of 6-50 units, take a sample from five. In the
case of batches of over 50 units, sample 10%, rounding up the number of units
to the nearest multiple of ten. For example, a batch of 51 units would be
sampled as for 60, i.e. take samples from six packages.
After opening, inspect the contents of the units selected for sampling for:
® organoleptic characteristics (colour, texture and odour);
® presentation of the material (raw, cut, crushed, compressed);
e the presence of admixtures, foreign matter (sand, glass particles, dirt), mould
or signs of decay;
® the presence of insects;
® the presence of packaging material originating from poor or degraded containers.
From each container or package selected, take three original samples, taking
care to avoid fragmentation. Samples should be taken from the top, middle and
bottom of the container. In the case of sacks and packages, the three samples
should be taken by hand, the first from a depth of not less than 10 cm from
the top and the second and third from the middle and bottom after cutting into
the side of the package. Samples of seeds should be withdrawn with a grain
probe. Material in boxes should first be sampled from the upper layer; then
approximately half of the contents should be removed and a second sample
taken. Finally after further removal of material, another sample should be taken
from the bottom. Samples should be as uniform as possible in mass. The three
original samples should then be combined into a pooled sample which should

be mixed carefully.

The average sample is obtained by quartering. Form the pooled sample,
adequately mixed, into an even and square-shaped heap, and divide it diagonally
into four equal parts. Take two diagonally opposite parts and mix -carefully.
Repeat the process as necessary until the required quantity, to within = 10%, is

obtained (100- 200 g for flowers and up to 10 kg for certain roots). Any




remaining material should be returned to the batch.
Using the same quartering procedure, divide the average sample into four final
samples, taking care that each portion is representative of the bulk material. The

final samples are tested for the following characteristics:

degree of fragmentation (sieve test);

identity and level of impurities;

® moisture and ash content;

level of active ingredients, where possible.

A portion of each fi nal sample should be retained to serve as reference
material, which may also be used for re-test purposes, if necessary.

Sampling of material in retail packages

From each wholesale container (boxes, cartons, etc.) selected for sampling, take
at random two consumer packages. From small batches (1-5 boxes), take ten
consumer packages. Prepare the pooled sample by mixing the contents of the
selected consumer packages and proceed as described above to obtain the final

sample.




WHO: WHO guidelines on good manufacturing -
WHO guulelmes

practices(GMP) for herbal medicines(2007) on good manulacturiag

practices [GMP)
for herbal medicines

17. Good practices in quality control
17.1 General
17.1.1 The personnel of quality control units should have the necessary
expertise in herbal medicines to enable them to carry out identification
tests and recognize adulteration, the presence of fungal growth or
infestations and lack of uniformity in a consignment of herbal materials.
17.1.2 The quality control of the herbal material, herbal preparations and
finished herbal products should establish their quality, but does not
imply the control of every single constituent.
17.2 Sampling
17.2.1 Because herbal materials are an aggregate of individual plants and/or
different parts of the same plant and thus have an element of
heterogeneity, sampling should be carried out with special care by
personnel with the necessary expertise.

17.2.2 Further advice on sampling and visual inspection is given in the WHO

document Quality control methods for medicinal plant materials (6)".

) L— [13

* “Quality control methods for medicinal plant materials’= “WHO Guidelines for
assessing quality of herbal medicines with reference to contaminants and

residues(2007)"2t LI & S



WHO: WHO guidelines on good herbal proessing practices(GHPP]
for herbal medicines(2017)

g’&é World Health
% Organization

WHO/SDS/TCM

R-Draft WHO guidelines for comments
March 2017

Distribution: Restricted

Revised Draft:
WHO guidelines on good herbal processing practices (GHPP)
for herbal medicines

REVISED DRAFT FOR COMMENTS

Annex 1: Example of a model format of good herbal processing practices

monograph/SOP protocol to produce a herbal material

3.1 Sampling

Sampling of herbal materials should follow applicable national or regional
specifications. In absence of appropriate specifications, the following method may be
considered: When a batch consists of five containers or packaging units, take a
sample from each one. From a batch of 6-50 units, take a sample from five. In the
case of batches of over 50 units, sample 10%, rounding up the number of units to
the nearest multiple of ten (WHO, 2011).
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6] 82: Hong Kong Chinese Materia Medica
Standards(2005) Hong Kong

Chinese Materia Medica
Standards

Appendix I: Sampling

The sampling here refers to the method used for selecting CMM sample for
examination. As the representativeness of sampling directly affects the conclusions
of the examination, recommended sampling procedures are detailed in the

following paragraphs for reference.

(1) Before sampling, it is necessary to inspect each container or package to see
whether the name, source, specification and packaging of CMM are correct.
Examine the intactness and cleanliness of the package. Check any water stain,
contamination by moulds or of foreign matter, and make detailed notes. Any

abnormal package should be sampled separately.

(2) The following are the general requirements for random CMM sampling in a

consignment -

(a) For packages less than five : sample every packages
(b) For packages of 5 - 100 : sample five packages

(c) For packages of 100 - 1000 : sample 5%

(d) For packages over 1000 : sample 50 packages plus 1% of those in excess
of 1000

(e) For precious CMM : sample every packages regardless of the number

(3) Take CMM by portions from different parts of the selected packages and mix

them into one pooled sample. For small amount of material, the quantity of
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the sample taken should be not less than three times of the amount required
for tests; for large amount of material, the quantity of the sample taken is

recommended as follows -

(@) Common CMM : 100 - 500 g
(b) Powdered CMM : 25 g

(c) Precious CMM : 5-10 g

(4) One third of the samples are used for analysis; one third for verification and

the remaining for retention for at least a year.
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Association of South East Asian Nations (ASEANI:
ASEAN Guidelines on Good manufacturing | oiiaitoc.
practice for traditional medicines and health |~

supplements

CHAPTER 7 - QUALITY CONTROL
SAMPLING

7.10. Due to the fact that crude material shall be an aggregate of individual
natural materials i.e. contain an element of heterogeneity, the sampling has
to be carried out with special care by competent personnel. Each batch shall

be identified by its own documentation.

7.11. The sample taking shall be done in accordance with approved written

procedures that describe:
7.11.1. the method of sampling
7.11.2. the equipment to be used
7.11.3. the amount of the sample to be taken
7.11.4. instructions for any required subdivision of the sample
7.11.5. the type and condition of the sample container to be used
7.11.6. the identification of containers sampled

7.11.7. the storage conditions

7.11.8. instructions for the cleaning and the storage of sampling equipment.
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