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— fasldnuime Staphylococcus aureus siagn 1 nfu viga 1
UANART
— faslinuima Salmonella spp. siaan 10 nFu i9a 10 HaRams

— faslinuime Clostridium spp. siasn 1 nfu iga 1 Aaaans
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TP Supplement 2005

— --““ i “ =

5. Preparations of 5 x 107 5x 10* Absence  Absence Absence Absence

crude drugs and (1gorml) (10g (10g (1 gorml)
or 10 ml) or 10 ml)

mixtures of crude

drugs for internal use

which will undergo a
process for reduction
of microbial count
before use (e.g., by
pouring boiling
water over them);
and preparations for
external use
containing whole or
ground crude drugs.

. Other preparations 5x10° 5x 103 103 Absence  Absence  Absence - Absence Absence
for internal use (1gorml) (10g  (1gorml) (10g (1 gorml)
containing whole or or 10 ml) or 10 ml)

ground crude drugs.

* Applied only when anthrax outbreaks are reported.
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umsg1u TP Supplement 2005
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TP Supplement 2010

TAMC | TYMC | _Bile | _E.coli | _Salmonella m

5A. Preparations from crude drug 2x10° 2x10? - Absence Absence
extracts which underwent a (1gorml) (10 gor 10 ml)
process for reduction of micro-

organisms
A. Preparations for oral use.

5B. Preparations from crude drug 2x10%2 2x10? - - - Absence Absence -
extracts which underwent a (1 gorml) (1 g or ml)
process for reduction of micro-
organisms
B. Topical preparations for intact
skin.

. Preparations for oral 2x10® 2x10® 102 Absence Absence Absence Absence -

administration containing raw (1gorml) (10gor10ml) (1gorml) (1 gorml)
materials of natural origin (animal,
vegetable or mineral) which
cannot be treated with a process
for reduction of microbial count

. Preparations of crude drugs and 2x107 2x10° 103 Absence Absence - - Absence
mixtures of crude drugs for (1 gorml) (10 g or ml) (1 g orml)
internal use which will undergo a
process for reduction of microbial
count before use (e.g., by pouring
boiling water over them); and
preparations for external use
containing whole or ground crude
drugs

8. Other preparations for internal use [ ¢ {0ERS S {0 LB [0 Absence Absence - - Absence
containing whole or ground crude (1 gorml) (10 g or ml) (1 g orml)

drugs.
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1A. Preparations from crude drug 5x103 5x 10?2 - Absence Absence
extracts which underwent a (1gorml) (10 gor 10 ml)

process for reduction of micro-
organisms
A. Preparations for oral use.

1B. Preparations from crude drug 5x 10> 5x10! - - - Absence Absence -
extracts which underwent a (1 gorml) (1 gorml)
process for reduction of micro-
organisms
B. Topical preparations for intact
skin.
Preparations of crude drugs and 5x107 5x10° - Absence Absence - - Absence
mixtures of crude drugs for (1 g orml) (10 g or ml) (1 gorml)
internal use which will undergo a
process for reduction of microbial
count before use (e.g., by pouring
boiling water over them)

. Preparations of crude drugs and 5x107 5x10° - - - Absence Absence Absence
mixtures of crude drugs for (1 g or ml) (1 gorml) (1 g or ml)
external use.*

. Other preparations for internal use [P @ (0N S (0 LMN (0E Absence Absence - - Absence
containing whole or ground crude (1 g orml) (10 g or ml) (1 gorml)
drugs.

* The examples are LUKPROKHOP (herbal compress), YAPHOK (herbal poultice)



BP 2012 Appendix XVI G
Microbiological Quality of Herbal Medicinal Products for Oral Use

Herbal medicinal products containing herbal 50,000,000 500,000 103 CFU/g Absence
drugs, with or without excipients, intended for CFU/g CFU/g (25 g)
the preparation of infusions and decoctions using

boiling water (for example herbal teas, with or

without added flavourings)

Herbal medicinal products containing, for 50,000 500 102 Absence  Absence
example, extracts and/or herbal drugs, with or CFU/g CFU/g CFU/g (1g (25g
without excipients, where the method of or mi or ml or ml orlml) or25ml)

processing (for example, extraction) or, where
appropriate, in the case of herbal drugs, of pre-
treatment reduce the levels of organisms to
below those stated for this category

Herbal medicinal products containing, for 500,000 50,000 104 Absence  Absence
example, extracts and/or herbal drugs, with or CFU/g CFU/g CFU/g (1g (25g
without excipients, where it can be demonstrated or ml or ml or ml orlml) or25ml)

that the method of processing (for example,
extraction with low-strength ethanol or water
that is not boiling, or low-temperature
concentration) or, in the case of herbal drugs, of
pre-treatment, would not reduce the level of
organisms sufficiently to reach the criteria
required under B




BP 2018 Appendix XVI G: EXTRACTS

More-stringent acceptance criteria may be required for
extracts that are to be incorporated into
pharmaceutical preparations to be administered by

other routes in order to satisfy the acceptance criteria
for the intended route of administration (5.1.4).



BP 2018 Appendix XVI D
Table 5.1.4.1 Acceptance criteria for microbiological quality of non-sterile dosage forms

e L1 sie | sawess Lrssengnos L_ccoi | samorls

Oromucosal use

Gingival use
Cutaneous use 200 20 ) Absence Absence ) i
Nasal use (1gor1ml) (1gor1ml)
Auricular use
Absence Absence
200 20 - -
(1 gor1ml) (1gor1ml)
Transdermal patches (limit
for one patch including 500 20 ) Absence Absence i
adhesive layer and (1 patch) (1 patch)
backing)
Inhalation use (special
requirements apply to 500 20 Absence Absence Absence i
liquid preparation for (goriml) (1gorlml) (1goriml)
nebulization)
*Special Ph.Eur.provision
for oral dosage forms
containing raw materials
of natural (animal, vegetal
or mineral) origin for
which antimicrobial Absence Absence Absence
. 20,000 200 102
pretreatment is not (1 gori1ml) (1goriml) (10gor 10 ml)

feasible and for which the
competent authority
accepts TAMC of the raw

material exceeding 103
CFU/ g or CFU/ml
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— RaNmIgau 2 faatine (3erax 8.7) @ Bile tolerant gram negative
bacteria



508z U09318AZIRAAMINANINIFIUMNTDNKUA TP Supplement 2005 (2551)

257 24.3%
20
15
10

-

0% 0%
0 L LA
AC Y&M EN EC cP SA SAL




Soaazu0InaZRENMINANAIZIUMN Uszma o8, (2551)

307

257

20

157

10

26.3%

0%

0%

S.aureus

Salmonella spp. Clostridium spp.




080z U09718ZIRIAMINANIATFIUMNTDMKiUA TP Supplement 2010 (2556)

/ 155%
16 -

14 A

12 A

10 -

8 - 5.6%

2.8%

TAMC Bile Clostridium



JoaazvasnwazPaansnnaIgumuTamviua BP 2016 XVI D
(2560)

/ 75%
80 -

70 -

60 -

50 A

40 A

30 -

15%

20 A

10 A

TAMC TYMC Clostridium



#1552 nu

n. snuaulusaiilssnaudiadnsann uaz/svisa Nd 5x 107 5x10° - 03 Absence Absence
ayulng (Mvidaludansilgeuse) Feiinisiutlssmu CFU/g CFU/g CFU/g (25 g) (1g)

Tuaneuzaangifan bdazd ursa bl

nsEzUAIUNTHARTIANNNT AR TRqAUEdvEa liimw

2. enunulusuiidsznausiaansann uas/visa W 5x10* 5x10° 10? Absence Absence - Absence
anulng (Mvidalidansilgeuse) uanwiaanda n. CFU/g CFU/g CFU/g (1g (25g (1g
or mi or mi or mi or1ml) or 25 or 1 ml)
ml)
IR T MR ERR LR ol 2 x 10° 2 x 102 10? Absence Absence Absence Absence
819 (Husaendany iuudnsdifidauilsznauansdns CFU/g CFU/g CFU/g (1g (25g (1g (1g
uwazdaussanudaiusnsdon Ivenunulusmiy AU or ml orml orlml) or25 orlml) orlml
paaflulilmuinadida n. vida 2. udwAngdl ml)
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n HLUTLNINTUIN 2x10° 2 x 102
a. e lgnudasn

g L NULYiSan

g I ALEINGS (B8n13ugn

szAw) 2 x 102 2x10 Absence Absence Absence
ﬂﬁmﬁmmgn (BNLAULAN (1 gorml) (1 gorml) (1 gorml)

S @ =
nigulsznaulududIu

anulng)
ENEANY
. wduwlzAifanda
Absence Absence Absence
2 x10?2 2x10 -
(1 patch) (1 patch) (1 g orml)
9. gnanTadoulsznausly 5 x 107 5x10° - Absence Absence Absence
> (1 gorml) (1 gorml) (1 gorml)

Fudauayulng gniszau
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