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7 TeSt range

Appearance(lncuding externa appearance) (1)

pH

Weight change rale

Lm"of
mlcroo「ganlsms

Total aerobic viab e
cell count

Bacter a count

Fungus count

Speclfied bacteria

Esε力θricわ′a εO″

Pseudamanas aeruginasa

Staphylacoccus aureus

8. Test condition of stability iest and assessment method

8.1. Test condition ol stability test

8.1 .1 . Storaoe condition

8.1.1.1. Accelerated storage conditlon : 40 C
8.1.1.2. Stress storage condjtion: -15 C

8.1.2. Assessment period I nitial(Do), After l0(Dro) days ol condltionlng

8.2. Test method

8.2.1. Appearance

8.2.1.1. Aiter the storage period described 6.1., visually observe changes in appearance. As a resull of

visual judgnrent, if it meets the crlteria presented by the client withoL.rt any changes, ii is ludged

as'conforms'.
8.2.2. aA

8.2.2.1. After the deslgnated storage period has elapsed, take approximately 2 g of the sample and

place it in a 100 mL beaker. Add 30 mL ol water, heat the mixture in a water bath to dissove

the iatty subslances, and stir to mlx thoroughy. Then coo it in a refrlgerator to solldify the fats

and fi ter the mixture. ll the fat and water layers are not clearly separated, use the mixture as

is. However. in the case ol clear liquid formulations depending on the product characte ristics,

the pH may be rneasured direciy without the above procedure.

8.2.3. Weiqht change rate

8.2.3.1. After the designated storage period has elapsed, weigh the product and caculate the weight

change rate uslng the fol owing formula.
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fx : fi,4easured weight at Day ]0 (Dlo)

fo: Measured weight at Day 0 (Oo)

8.2.4, Limit of microorganisms

8.2.4.1. Total aerobic viable cell count test

8.2.4.1.1. Growth promotion of the media and suitability of the countins meihod in the oresence of

Droduct

8.2.4.1 .1.1. Negative Conirol

8.2.4.1.1.1.1. To verify testing conditions, a negative control is performed using the chosen diluent in
place of the test preparation. There must be no growth of microorganisms.

8.2.4.1 .1.2. Growth promotion of the media

8.2.4.1.1 .2.1 . Test each batch of medium prepared from dehydrated medium.

8.2.4.1.1.2.2. Use standardized stable suspensions of test strains. Use Buffered Sodium Chloride-
Peptone Solution pH 7.0 to make test suspensions

8.2.4.1.1.2.3. lnoculate petri dish of tryptic soy agar (TSA) or sabouraud dextrose agar (SDA) with a
small number (not more than 100 CFU) of the microorganisms indicated in the table
below, using a separate petri dish ol medium for each. lncubate according to the

conditions described in the table below.

8.2.4-1.1.2.4. For a freshly prepared inoculum, growth of the microorganisms comparable to that
previously obtained with a previously tested and approved batch of medlum occurs.

8.2.4.1.1.3. Suitability of the counting method in the presence of product

8.2.4.1.1.3.1. Preparation of the sample

8.2.4.1.1.3.1.1. Carry out ihe determination under conditions designed to avoid extrinsic microbial

contamination of the product to be examined.

8.2.4.1 .1.3.1 .2. Add I g of inactivator polysorbate 80 to 1 q of a sample, make it sufticiently

homogenized, and add 8 mL of D/E Neutralizing Broth to prepare a 1o-fold dilution

solution.

8.2.4.1.1.3.2. Medium

8.2.4.1.1.3.2.1. For the Bacteria count test, tryptic soy agar (TSA) is used, and for the Fungus

[:'|[. ll●  lr ll  l11 1:
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Microorganisrn lncubation condition

[saりθ//cbra εο″(ATCC 8739)
TSA(Under aerobic condition)

< 100 cFU, (30 - 35) b, = 48 h
∂a_‐″″s sυb=ills(ATCC 6633)

Staphylococcus auleus (ATCC 6538)

0′ρddθ aわたaηs(ATCC 10231)
SDA(Under aerobic condition)

< 100 CFU, (20 - 25) C, > 5 days
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count test, sabouraud dextrose agar (SDA) is used.

8.2.4.1.1.3.3. Perf orming the test

8.2.4.1.1.3.3.1. Prepare the tesi sample accolding to 8.2.4.1.1.3.1. and prepare the control wthout

the sample. lnoculate the sample and the contro with the straln used in

8.2.4.1 .1.2.4. to not exceed 100 CFU and incubate.

8.2.4.1.1.3.3.2. After incubatlon, check the nalure of the colonies and compare the count with a
control (without the sample). The number ot rnicroorganisrns recovered is cornpared

lhe number ol rn croorganisms recovered from the control preparation. lf the count

ls ess than 50% oi the control, modlfy the procedure (diluents, neutralizatlon

ilgents or comblnation of both).

8.2.4.1 .2. Examinatlon of the Product

8.2.4.1 .2.1 . Preparaiion of the sample

8.2.4.1 .2.1 .1 . Carry out the determination under conditions designed to avoid exkinsic microbia

contamination of the producl to be examined.

8.2.4.1 .2.1.2. Add I g of lnactlvator polysorbate 80 to 1 g of a sampie, make it sulf icientlv

homooenized. afd add B mL of D/E Neltralizing Broth to prepare a ]o-Jold dilution

solution.

8.2.4.1.2.2. N/ediurn

8.2.4.1 .2.2.i. For the Bacteria count test, tryptic soy agar (TSA) s used, and for tlre Fungus count

test. sabouraud dextrose agar (SDA) is used.

8.2.4.1.2.3. Perforrnlng the test

8.2.4.1 .2.3.1. Bacteria count test (Pour-Plate [,4ethod)

8.2.4.1.2.3.1.1. For petrl dishes I crn in diarneter, add to the dish I mL of lhe sample prepared

able to neutralize preseruative's antimicrobia activity

Phenolic compounds : Parabens, phenoxyethano,

phenyletharol. etc. Anilides

Lecithin, Polysorbate 80, Ethylene oxide condensate of

fatty a cohol, Non-ionic sl.rfactants

Quaternary ammonlum cornpounds, Cationic

surfactants

Lecithln, saponin, polysorbate 80. sodium dodecyl

sullate. Ethylene oxide condensate of fatty alcohol

Aldehydes. Formaldehyde-release agents Glyclne, hislidine

Oxidizinel compounds Sodium thiosu iate

isothlazolinones. imidazo es
Leclthin, saponln, Amines. sulfaies. mercaptans,

sodiurn bisulfite. sodium thloglycol ate

Biguanides Lecithln, saponin, polysorbate 80

Metallic salts (Cu, Zn, Hs), Organo-meICuric

com po und s

Sodiurn bisulfate, L-cysteine. Sufhydryl cornpounds,

thioglycollic acid

l,Ji:.11 tr rr:i,ir.
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and 15 to 20 mL of tryptic soy agar (TSA) media maintained at not more than 45
t.

8.2.4.1 .2.3.1 .2. Use at least two dishes per sample and incubate at (30 - 35) t for at least 48

hours. Use petri dish with the maximum number of colonies, but measure the

bacteria count with 300 or les6 colonies per petri dish as the maximum.

8.2.4.1.2.3.2. Fungus count test (Pour-Plate Method)

8.2.4.1 .2.3.2-1 . For Oetri dishes I cm in diameter, add to the dish 1 mL of the sample prepared

and 15 to 20 mL of sabouraud dextrose aoar (SDA) media maintained at not

more than 45 C.

8.2.4.1 .2.3.2.2. Use at least two dishes per sample and incubate at (20 - 25) b for at least 5

days. l\ileasure the fungus count by counting petri dish with less than 100

colonies.

8.2.4.1.3. Expression of results

8.2.4.1.3.1. Determine the dilution factor of the test solution based on the results of the suitability of

the counting method in the presence of product. lf multiple dilution levels are used,

select the plate showing the highest number of colonies.

8.2.4.1.3.2. lf the average number oi colonies on the plate inoculated with 1 mL of the test solution

is less than l, express the result as; < ldilution factor] CFU/S

8.2.4.1.3.3. lf the average number of colonies on the plate inoculated with 1 mL of the test solution

is less than l, express the result as; < ldilution factor] CFU/g

8.2.4.2. Test for specified bacteria

8.2.4.2.1. Growth promoiion of the media and suitability of the counting method in the presence of
product

A.2.4.2.1 .1 . Nesative Control

8.2.4.2.1 .1.1. To verify testing condiiions, a negative control is performed using the chosen diiuent in
place of the test preparation. There must be no growth of microoroanisms.

8.2.4.2.1 .2. Growth promotion of the media

8.2.4.2.1.2.1. Test each batch of medium prepared from dehydrated medium.

8.2.4.2.1.2.2. Use standardized stable suspensions of test strains. Use Buffered Sodium Chloride-

Peptone Solution pH 7.0 to make test suspensions.

8.2.4.2.1.2.3. Each strain shall be individually inoculated into the medium at 100 CFU and incubated

under its respective conditions.

8.2.4.2.1.2.4. For a freshly prepared inoculum, growth of the microorganisms comparable(positive) to

that previously obtained with a previously tested and approved batch of medium

occurs.

8.2.4.2.1.3. Suitability of ihe counting method in the presence of product

8.2.4.2.4.3.1. Each test strain shall be inoculated at 100 CFU into the test and control solutions

prepared with and without the sample, according to the specified microbial limit test
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method, and lncubated as di「 ected Each strain sha‖  yield a pos tive result

8242432  1f microblal g「 owth is inhibited (negalive result) due to antimicrobial activily of
p「eservatves o「  olher substances in the sample, d‖ ution or neutralizers(8241 1 33)

may be used to ensure the va dty of the resuts

8.2.4.2.2. Examination of the Product

8.2.4.2-2.1. lesl 'fot Escherichia coli

8.2.4.2.2.1.1. Preparation of the sample

8.2.4.2.2.1 .1.1 . Carry out the deiermination under conditions designed to avoid exkinsic microbial

contamination of the product to be examined.

8.2.4-2-2.1 .1-2. Prepare the test solution by diluting I g of the sample with 10 mL of lactose broth
(l:10 dilution), and incubate at (30 - 35) 'A lor (24 - 72) hours.

8.2.4.2.2.1 .2. Selection and subculture

8.2.4.2.2.1 .2.1 . Subculture on a plate of Macoonkey Agar, and incubate at (30 - 35) t for (18 -
24) hours.

8.2.4.2.2.1 .3. Judsment

8.2.4.2.2.1 .3.1 . lf no reddish-brown Gram-negaiive colonies with a red precipitate ring surrounding

them are detected, the sample is considered negative for Escherichia coli.

8.2.4.2.2.1 .3.2. lf colonies of reddish-brown Gram-negative bacteria with a surrounding red

precipitate ring are observed, streak each colony onto eosin methylene blue (EMB)

agar and incubate at (30 - 35) c for (18 - 24) hours.

8.2.4.2.2.1.3.3. lf colonies showino a metallic sheen or dark blue-black coloration under transmitted

light are observed on EL,tB agar, transfer a single colony using a platinum loop into

lactose broth containino a fermentation tube, and incubate in a water bath at (44.3

- 44.7) 'c lor 122 - 26) hours.

8.2.4.2.2.1.3.4. lf gas production is observed, suspect the presence of Escherichia col/ and confirm

by identification testing.

8.2.4.2.2.2. f e* lat Pseudomanas aeflJoinosa

Paoe 6 of 15
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Microorganism lncubation condition

εsεわθ/7.‐力′a εO″ (ATCC 8739)
LB,(30～ 35)℃ ,(24-72)h

MAC agar,(30 ～ 35)℃ ,(18 ～ 24)h

Psθ udomοη′s aθ rl g/7・οsθ (ATCC 9027)
TSB,(30 ～ 35)℃ ,(24 ～ 48)h

CET agar.(30 ～ 35)℃  (24 ～ 48)h

SにρれノocοcCυS a17″″s(ATCC 6538)
TSB,(30 ～ 35)℃ .(24 ～ 48)h

8P agar.(30 ～ 35)℃ ,24h
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8.2.4.2.2.2.1 . Preparation of the sample

8.2.4.2.2.2.1 .1 . Carry out the determinatlon under conditions designed to avold extrinslc microbial

contamlnation of the product to be examined.

8.2.4.2.2.2.1 .2. Pfepare the test so utlon by dlluting I o of the sample wlth 10 rnL ol tryptlc soy

broth (lrl0 dilution), and incubate at (30 - 35) C tor (24 - 48) holrs.
8.2.4.2.2.2.2. Seleciion and subculture

8.2.4.2.2.2.2.1 . Subculture on a plate of Cetrirn de Agar, and lncub,ate at {30 - 35) c lat 124 -
48) hours.

8.2.4.2.2.2.3. Judgment

8.2.4.2.2.2.3.1 . i no microbial growth is observed, the sarnple is consldered negative for

Pscbdonanas aetUg:,1ASa.

8.2.4.2.2.2.3.2. I colon es of Gram-negative rods exhibiting green flr.rorescence are observed. the

enrichment culture is streaked onto Pseudomonas agar base rnedia P and F, and

incubated at (30 - 35) "c tot {24 - 72) hours.

8.2.4.2.2.2.3.3. Colonies on Pseudomonas asar F (for fluorescein detection) are examined under UV

light for ye low fiuorescence, and colonies on Pseudomonas agar P (for pyocyanrn

detection) are exarnined under UV llght for blue pigmentaton.

8.2.4.2.2.2.3.4. ll such colonies are observed, an oxidase test is performed. A positive oxidase

reaction is indicated lly the appearance of a purple color within (5 .- l0)

seconcis. I no color change is observed within l0 seconds, the result is

considered negative ior Pseudomonas aeruginosa. f the oxidase reacilon is

positive, the presence ol Pseudamonas aeruginosa is suspected, and further

identification testing shall be pertormed for confirmation.

8.2.4.2.2.3. Iesl lot Staphylacoccus aureus

8.2.4.2.2.3.1. Preparation of the sample

8.2.4.2.2.3.1 .1 . Carry out the determlnation under conditions desiOned to avoid extrinsic mlcroblal

contamination of the product to be exarnined.

8.2.4.2.2.3.1 .2. Piepare the test soluiion by d iuting I g of the sample with 10 mL of trvptic sov

broth (l:10 dilution). and incubate at (30 - 35) c lat (24 - 48) hours.

8.2.4.2.2.3.2. Selection and subcullure

8.2.4.2.2.3.2.1 . Subcuture on a pate of Baird Parker Agar, and lncubate at (30 - 35) c lat 24

hours.

8.2.4.2.2.3.3. Judgment

8.2.4.2.2.3.3.1. lf the colony appears black vyith a surrounding yel ow clear zone and is identilied

as Gram-positive by Gram staining, a coagulase test shall be periormed.

8.2.4.2.2.3.3.2. f the coagulase test ls negative, the sample is considered negative for

Staphylococcus aureus. I positive, the presence of Staphylacoccus auteus ts

suspected and shal be corlfirmed by identification testlng.

lt,it,l: r, I'lr ,ir.
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9 Tost results

9 1 Appearance

Test item SpecificatiOn
D10

DO
-15℃40℃

Appearance

ヽ́′et tlssue

impregnated

w th ‖quid

f^rm:1911ハ n 1

Conforms Conforms Conforms

Test item
D0 Di。

40℃ -15℃ 40℃ 15℃

″ヽeight(g) 94095 94265 93436 94291

Weight change rate(%) -070 003

nれlal m c「 ob a limtt test

9.4.1, Total aerobic viable cell count

9.4.1.1. Negative Control

Med a Growth of microorganisms

Tryptic soy agar (TSA) No Growth

Sabouraud dextrose agar (SDA) No Growth

1

Med a Microorganisms lnoculation 電:‖:1評  」udgmem
I Escherichia coli

Tryptic soy aoar (TSA)
(ATCC 8739)

100 CFU or less
°O LT)℃ 'I PASS

Paoe 3 ol 15
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θθεlllじs,υ b`′″s

(ATCC 6633)
100 CFU o「  less

(30～ 35)℃ .

48 h
PASS

S″ρhylot-Ot‐ ευs at1/θ tls

(ATCC 6538)
100 CFU o「  less

(30～ 35)℃
48 h

PASS

Sabouraud dextrose agar (SDA)
Candida albicans

(ATCC r 0231)
100 CFU or less

(20 ～ 25)℃ .

5 days
PASS

9 41 3 Sutab‖ ty Of the countnO Of

丁EStt REPOR丁
NO i CU25-01167E

presence of product

9.4.1.3.1. The method suitability oi bacterlal count test was confirmed under 10-fold dilution conditions

using D,/E Neutralizing Broth as the diluent and polysorbate B0 as the disperslng agent.

9.4.1.3.2. The method sultability of the fungal count test was confirmed under lo-fold di ution

conditions uslng D/E Neutralizing Broth as the diluent and polysorbale 80 as the dispersing

a0ent.

11● [ IF11,・ ll  i1 1「

Esc力θr/c‐わ′a t‐ 0″

(ATCC 8739)
100 CFU or less

TSA (30～ 35)℃ ,

48 h

D/E Neutra zl∩。 Broth/

polysorbate 80/

10-fold

PASS
θθごlllυs sυbllた

(ATCC 6633)
100 CFU or less

S″ρわノοοοεεt7S aυ

“

υs

(ATCC 6538)
100 CFU or less

θθρσida θめたaρs

(ATCC 10231)
100 CFU orless

SDA (20 ～ 25)℃ ,

5 days

D/E Neutra zing Broth/

pOlysOrbate 80/

10-千 old

PASS

Of

Test item Test resuLts (CFU/s)

Total aerobic

viabie cell

count

Bacieria

count
100 ol less く 10 PASS

嶋
　
耐

肺
　
∞

100 of less く 10 PASS

:|=||■  ||IJご 1111,‐ t:Ⅲ ■1'ふも|  ■ 11,‐ |=111'1111'JIIに‐1 1■ li.:it t

Spec ficat on(CFU/0) J u d gment

Page 9 ol 15
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9 4 2 Specified bacteria test

9421 [sαりarla/71a Cαア
9 4 2 1 l Negative Cont「 ol

丁EStt REPOR丁

aο 、、、″οsa
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9 4 2 2 1  Negatve Control
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Med a Growth ol microorganisms

LaCtoSe Broth(L8) No Growth

Macconkey Agar (MAC agar) No Growth

on of

Media Microorganisms lncubation condition Judgment

ヒB _rsο
l.θ″ε々 ″ εO″ (ATCC 8739) (30～ 35)℃ .(24～ 72)h PASS

MAC asar [saりθ″οわた οO″ (ATCC 8739) (20～ 25)℃ ,5 days PASS

13 of the cou presence

Microorganisms
Sample preparation and

pre-incubation Selection and subculture 」udgment

εscわerlc/7″ cO″

lATCC 8739)

L8(10-fold)

(30～ 35)℃ ,(24～ 72)h
MAC agar

(30～ 35)℃ ,(18～ 24)h
PASS

4 O

Sample preparation and
pre-incubation

Selection and subculture Test result Judgment

L8(10-fold)

(30-35)℃ .(24～ 72)h
MAC agar

(30～ 35)℃ .(18～ 24)h
Negative PASS

Med a Growth of microorganisms

Tryptic Soy Broth(TS8) No Growth

Cetrimide Asar(CET asar) No Growth
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Staphylacoccus

9 4 2 3 1  Negatve ContrOI

Page ,l o' 15
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Media lMicroorganisms lncLbalion condition Judgment

TSB
Psθυdo′ηOρaS aθ′lya′ηOsa

(ATCC 9027)
(30～ 35)℃ (24ヽ 48)h PASS

CET agar
ρsallσο′ηο′as aθ′」。′ηOSθ

(ATCC 9027)
(30-(,5)℃ (24～ 48)h PASS

the presence of product

Sample preparation and

pre-incUbalion
Select on and subculture

Pseudomanas

aeruginosa
(AICC 9027)

TSB(10-lold)

(30 -35)℃  (24ヽ 48)h
CET agar

(30～ 35)℃ ,(24～ 48)h
PASS

9 Examination

Test result Judgment

TSB(10-fold)

(30～ 35)℃ .(24-48)h
CET agar

(30-35)℃ ,(24-48)h
Negative PASS

23 θυ′θυS

Med a Growth of microorganisms

Tryptc Soy Broth(TS8) No Growth

Baird Parker Agar(8P agar) No Growth

9.4.2.3.2. Growth promotion of the medla

Med a l\l icroorgan isms lncubation condition Judgment

TSB
S′θρ
17 710ε

Ot‐ t‐′S aυ′θ4/s

(ATCC 6538)
(30-35)℃ (24-48)h PASS

BP agar
S`θρうy′οcOct‐υs a.7′θυs

(ATCC 6538)
(30～ 35)℃ (24-48)h PASS

11 1t‐ |||:1111■ ■t■ 1,■ li● 1● 1111「|'■ F■ r■ '■ J口 .ri t‐「 :|,I■111

Saflrple preparation and

pre-incubation
Selectlon and subcultur3
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9 4 2 3 3 Suitab‖ ity of the countng method in the presence of p「 oduct

Sample preparation

and pre-incubation
Selectlon and subculture Test result Judgrnent

Staphyloοο00υs

aυ′θυs

(ATCC 6538)

TS8(10-fold)

(30～ 35)℃ ,(24～ 48)h
BP agar

(30 ～ 35)℃ ,(24 ～ 48)24h
PASS

Product

Sample preparation and

pre-incubation
Selection and subculture Test result Judgment

TS8(10-lold))

(30～ 35)℃ ,(24～ 48)h
BP agar

(30～ 35)℃ ,24h
Negative PASS

microbial test

951  Total aerobic viable ceH count

9 5 1 l  Negative Control

9.5.1.3.1. The method suitability of bacterial count test was confirmed under 1o-fold dilution conditions

using D/E Neutralizino Broth as the diluent and oolvsorbate 80 as the dispersing agent.

pr
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Media Growth of microorganisms

Tryptic soy agar (TSA) No Growth

Sabouraud dextrose agar (SDA) No Growth

０
こ omo

Media Microorganisms lnoculation
lncubation
condition

Judgment

T「yptic soy agar

(TSA)

EsOわθr,c/77a σO″

(ATCC 8739)
100 CFU or less

(30～ 35)℃ ,

48 h
PASS

θaε″lt2s st/btilis

(ATCC 6633)
100 CFU or less

(30～ 35)℃ ,

48 h
PASS

StaphプocOoσυS aυ′θυs

(ATCC 6538)
100 CFU o「 less

(30～ 35)℃ .

48 h
PASS

Sabouraud dextrose aOa「

(SDA)

Candida albicans
(ATCC 1023r )

100 CFU o「 less
(20-25)℃ ,

5 days
PASS

95 1 3 counting method in the presence
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951 32  The method suitab‖ ity of the fungal count test was confirmed under 10-lold d‖ ution

cond tions using D/E Neutratizing Broth as the d‖ uent and polysorbate 80 as the dispersing

agent

Specified

9 5 2 1 Escllθ ふヽ を 00″

9 5 2 1 l Negative Control

Negative

Microorganisms lnoculation lncubation condition

Diluent/

Dispersing agent/

Dilution factor

Judgment

εsc″ o■ヽい ′θ εO〃

(ATCC 8739)
100 CFU o「  less

TSA,(30 ～ 35)℃ ,

48 h

D/E Neutralizing Broth/

polysorbate 80/

10-fold

PASS
θaο 7/1」 s sυbr/1rs

(ATCC 6633)
100 CFU o「 less

S′θρnylοεοεOυs aυ′θ.ls

(ATCC 6538)
100 CFU or less

εしη″da alblca″ s

(ATCC 10231)
100 CFU o「 less

SDA.(20 ～ 25)℃ ,

5 days

D/E Neutra‖ zing Broth/

pOlysOrbate 80/

10-fold

PASS

Test item Spec fication(CFU/g) Test results (cFU/s) Judgment

Total aerobic

viable cell

COUNT

Bacteria

count
100 of less く 10 PASS

Fu ng us

COU Nt
100 of less く 10 PASS

2 bacteria test

Med a Growth of microoroanisms

LactoSe Broth (LB) No Growth

MacConkey Agar (MAC agad No Growth

5 2 1 2 Conirol

Media Microorganisms lncubation condition Judgment

LB [sc/1θ 1/r力 la cο″(ATCC 8739) (30～ 35)℃ ,(24～ 72)h PASS

Page 13 o〔  15
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Product

■ li :[ ,li lll il

111L‐・.|■ 111デ  tll ilヤ ,,■ |■ li,サ l lll Fソ トサ|■ ′|・ ■ )● 11111■ IL‐ 1 '1111「 |[[

εscわθ′′0カ″ εO″ (ATCC 8739) (20～ 25)℃ .5 days

Microorganisms
Samole oreDaration and

pre-incubation
Selection and subculture Judgment

_rscj.θ′′。わね σO″

(ATCC 8739)

LB(10-iold)

(30～ 35)℃ .(24-72)h
MAC agar

(30～ 35)℃ .(18-24)h
PASS

the

Sample preparation and

pre-incubation
Seiection and subculture Test result Judgment

LB(10-fold)

(30～ 35)℃ .(24～ 72)h
MAC agar

(30～ 35)℃ ,(18～ 24)h
Negative PASS

9 5 2 2 1  Negatve Control

Med a Growth oi microorganisms

Tryptic Soy Broth(TS3) No Growth

Cetrimide Asar(CET agar) No G「owth

Media Microoroanisms lncubation condition Judgment

TSB
′,θυdomOηas aθ′″σわοsa

(ATCC 9027)
(30～ 35)℃ .(24～ 48)h PASS

CET agar
Psθυdo′ηOηaS aerug′′οsa

(ATCC 9027)
(30～ 35)℃ ,(24～ 48)h PASS

0 presence

lvlicroorganlsms
Sample preparation and

pre-incubation
Selection and subcultur-a J udg rnent

Pseudomonas

aeruoinosa
(ATCC 9027)

TS8(10-fold)

(30～ 35)℃ ,(24～ 48)h
CET aga「

(30 ～ 35)℃ .(24 ～ 48)h
PASS

NIAC agar PASS

presence
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9 5 2 2 4 Examinaton of the Product

[111=■ 1: |,口 ||_|■

Selection and subcu ture Test result

TS3(10-fold)

(30-35)℃ .(24-48)h
CET aoar

(30-35)℃ ,(24～ 48)h
Negative PASS

θ●7′θ″S

9523 1  Negatve Cont「 ol

Med a Growth of microorganisms

Trypt c Soy Broth(TSB) No Growth

Baird Parker Agar(BP agar) No Growth

9.5.2.3.2. Growth promotlon of the media

Med a Microorganisms lncubation conditlon Judgment

TSB
S″ρ,y10θ Oεευs at7rpυ s

(ATCC 6538)
(30 ～ 35)C (24 - 48)h PASS

BP aoar
S″ρ■v Oヽt‐ Oc‐εr7S aυ「θ.7S

(ATCC 6538)
(30-35)℃ .(24-48)h PASS

95 Su tab‖ tv of the method in thecountlng p「 esence

Test result J udgmen t

S〔ap、ッヽοεοεεびε

θ′′θυS

(ATCC 6538)

TSB(10-fold)

(30～ 35)℃ ,(24～ 48)h
8P agar

(30-35)℃ ,(24 - 48)24h
PASS

0

Sample preparation and

pre-incubation
Selection and subculture Test result Jud grne nt

TSB(10-iold))

(30～ 35)℃ ,(24～ 48)h
8P aOar

(30～ 35)℃ ,24h
Negative PASS

- --- End of Report -----
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Sample preparation and

pre-incubation Judsmenl

Sample preparation

and pre-incuballon
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