Loratadine Oral Solution absence Salmonelia species, p-1274
FEscherichia coli
TAMC.100 cfu/mL
mold & yeasts 50cfu/mL
Magaldrate absence Escherichia coli p-1287
Magaldrate Oral Suspension TAMC. 100 cfu/mL p-1288
absence Fscherichia coli
Magaldrate Tablets absence FEscherichia coli p-1289
Magaldrate and Simethicone Oral | TAMC. 100 cfu/mL p-1290
Suspension absence FEscherichia coli
Magaldrate and Simethicone Tablets absence Escherichia coli p-1290
Milk of Magnesia TAMC. 100 cfu/mL p-1291
absence Escherichia coli
Magnesium Carbonate absence Escherichia coli p-1292
Magnesium Carbonate and Citric Acid foy absence Escherichia coli, Salmonella | p-1293
oral species
Solution
Magnesium Citrate for Oral Solution absence ZHscherichia coli, Salmonella | p-1296
species
Magnesium Hydroxide absence Escherichia coli p-1298
Magnesium Hydroxide Paste TAMC. 400 cfu/mlL p-1298
absence Fscherichia coli
Magnesium Phoaphate absence Escherichia coll p-1300
Mangafodipir Trisodium TAMC. 500 cfu/g p-1306
Methylcellulose Oral Solition TAMC. 100 cfu/mL p-1395
absence Escherichia coli
Miconazole Nitrate Topical Powder Total count 100 cfu/g p-1436
negative Staphylococcus
aureus,Pseudomonas aeruginosa
Mometasone Furoate Cream absence Staphylococcus p-1450
aureus, Pseudomonas aeruginosa,
FEscherichia coli, Salmonella species
Mometasone Furoate Ointment absence Staphylococcus p-1451

aureus, Pseudomonas aeruginosa,

FEscherichia coli, Salmonella species
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Mometasone Furoate Topical Solution absence Staphylococcus p-1451
aureus, Pseudomonas aeroginosa,
FEscherichia coli, Salmonella species

Naftifine Hydrochroride Cream absence Staphylococcus p-1472
aureus, Pseudomonas aeruginosa

Naftifine Hydrochroride Gel absence Staphylococcus p-1472
aureus, Pseudomonas aeruginosa

Neomycin Sulfate and Flurandrenolidg absence Staphylococcus p-1496

Lotion aureus, Pseudomonas aeruginosa

Ondansetron Oral Solution absence Fscherichia coli p-15685
TAMC. 100 cfu/g
mold & yeasts 50 cfu/g
FEnterobacteriaceae count 10 cfulg

Oxytocin total b.c 200 cfu/g p-1623
absence Salmonella
species , Fscherichia coll

Paclitaxel TAMC. 100 cfu/g p-1625
absence Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia
coli, Salmonella species

Pancreatin absence Salmonella p-1629
species , Escherichia coll

Pancreatin Tablet absence Salmonella p-1631
species ,Fischerichia coli

Pancrelipase absence Salmonella p-1631
species , FEscherichia coli

Pancrelipase Capsules absence Salmonella p-1633
species , Bscherichia coli

Pancrelipase Delayed-Release Capsules absence Salmonella p-1633
species , Escherichia coli

Pancrelipase Tablets absence Salmonella p-1633
species ,Escherichia coli

Papain Tablets forTopical Solution absence Staphylococcus p-1635
aureus,Pseudomonas aeruginosa

Pectin absence Salmonella species p-1647

Polymixin B Sulfate and Bacitracine Zinc | special method; not more than 20 p-1752




Topical

Aerosol

colonies/
2 specimens absence
Staphylococcus

aureus, Pseudomonas aeruginosa

Polymixin B Sulfate and Bacitracine Zinc | special method; not more than 20 p-1752
Topical colonies/
Powder 2 specimens absence
Staphylococcus
aureus,Pseudomonas aeruginosa
Pramoxine Hydrochloride Cream absence Staphylococcus p-1782
aureus, Pseudomonas aeruginosa
Pramoxine Hydrochloride Jelly absence Staphylococcus p-1782
aureus,Pseudomonas aeruginosa
Pseudoephedrine Hydrochloride| TAMC. 100 cfu/g p-1860
Carbinoxamine mold & yeasts 10 cfu/g
Maleate, and Dextromethorphan | absence Salmonella
Hydrobromide species , Fscherichia coli
Oral Solution
Psyllium Hemicellulose TAMC. 1000 cfu/g p-1861
mold & yeasts 100 cfu/g
absence Salmonella
species , Fscherichia coli
Psyllium Husk mold & yeasts 1000 cfu/g p-1863
absence Salmonella
species , Fscherichia coli
Psyllium Hydrophilic Mucilloid for Oral | absence Salmonella p-1864
Suspension species ,Fscherichia coli
Ranitidine Oral Solution TAMC. 100 cfu/mL p-1892
absence Salmonella
species ,FKscherichia coli
Rauwolfia Serpentina absence Salmonella species p-1895
Powdered Rauwolfia Serpentina absence Salmonella species p-1896
Rauwolfia Serpentina Tablets absence Salmonella species p-1896
Sargramostim TAMC. 1 cfu/mL p-1947
Simethicone Emulsion TAMC. 100 cfu/g p-1963
Sodium Polystyrene Sulfonate Suspension| TAMC. 100 cfu/mL p-1990
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molds and yeasts 100 cfu/mL

absence Pseudomonas aeruginosa

Somatropin

TAMC. 300 cfu/g
0.3g

for about 0.2 to

p-1994

Topical Starch

TAMC. 500 cfu/g
mold & yeasts 50 cfu/g

p-2005

Sufacetamide Sodium Topical Suspension

TAMC. 100 cfu/mL
molds and yeasts 50 cfu/mL
meets the requirement of the test for

Pseudomonas aeruginosa

p-2021

Silver Sulfadiazine Cream

total count 23 cfu/g

molds and yeasts 10 cfu/g
absence Staphylococcus

aureus, Pseudomonas aeruginosa,

Escherichia coli, Salmonella species

p-2027

Sumatriptan Nasal Spray

TAMC. 100 cfu/mL
absence Staphylococcus

aureus,Pseudomonas aeruginosa

p-2048

Tale

Topical administration: TAMC. 100
cfu/g

molds and yeasts 50 cfu/g

oral administration: aerobic m ¢ 1000
cfu/g

mold and yeasts 100 cfu/g

p-2055

Tetracaine Ointment

absence Staphylococcus

aureus,Pseudomonas aeruginosa

p-2092

Tetracaine Hydrochloride Cream

absence Staphylococcus

aureus,Pseudomonas aeruginosa

p-2094

Tetrahydrozoline Hydrochloridoe Nasal

Solution

absence Staphylococcus

aureus,Pseudomonas aeruginosa

p-2106

Thalidomide

p-2107

Theophylline Oral Solution

TAMC. 100 cfu/mL
molds and yeasts 50 cfu/mL
absence Salmonella

species , Fscherichia coli

p-2114

Thyroid

absence Salmonella

p-2139
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species , Escherichia coli

Thyroid Tablets absence Salmonella p-2140
species , Bscherichia coli

Triamcinolone Acetonide Topical Aerosol | absence Staphylococcus p-2184
aureus, Pseudomonas aeruginosa

Triamcinolone Acetonide Cream absence Staphylococcus p-2185
aureus,Pseudomonas aeruginosa

Triamcinolone Acetonide Lotion absence Staphylococcus p-2185
aureus,Pseudomonas aeruginosa

Triamecinolone Acetonide Ointment absence Staphylococcus p-2186
aureus, Pseudomonas aeruginosa

Triamcinolone Acetonide Dental Paste absence Staphylococcus p-2186
aureus, Pseudomonas aeruginosa

Crystallized Trypsin absence Staphylococcus p-2223
aureus,Pseudomonas aeruginosa,
Salmonella species

Vasopressin Total b.c. 200 cfu/g p-2242
For animal origin: absence Salmonella
species , Fischerichia coli

Verteporfin arebic m.c 100 cfu/g p-2250

Water for Hemodialysis total viable count 100 c¢fu/ml p-2266

Wheat Bran TAMC. 1000 cfu/g p-2266
absence FEscherichia coli, Salmonella
species

Zidovudine Oral Solution absence Staphylococcus
aureus,Pseudomonas aeruginosa, p-2283
FEscherichia coli, Salmonella species

NF 23

Acacia absence Salmonella species p-3263

Acacia Syrup absence Salmonella species p-3263

Agar absence Salmonella species p-3267

Alfadex Total aerobic bacterial count 1000 cfu/g | p-3268

molds and yeasts 100 cfu/g

absence Salmonella




species , Fischerichia coli

Alginic Acid

total b.c. 200 cfu/g
absence Sa/monella

species , Escherichia coli

p-3269

Ammonium Salfate

TAMC. 1000 cfu/g
mold & yeasts 1000 cfu/g

p-3273

Asparagine

TAMC. 1000 cfu/g
molds and yeasts 100 cfu/g

p-3276

Bentonite

absence Escherichia coli

p-3279

Purified Bentonite

TAMC. 1000 cfu/g

absence FEscherichia coli

p-3279

Bentonite Magma

absence Escherichia coli

p-3281

Benzalkonium Chloride Solution

absence Pseudomonas aeruginosa

p-3282

Betadex

total b.c.1000 cfu/g
negative Salmonella

species , Fischerichia coll

p-3284

Caramel

absence Salmonella

species , Fischerichia coli

p-3292

Carragenan

total b.c. 200 cfu/g
negative Salmonella

species , Escherichia coll

p-3304

Microcrystalline Cellulose

TAMC. 1000 cfu/g

molds and yeasts 100 cfu/g

absence Salmonella

species , Fischerichia coli
Staphylococcus aureus,Pseudomonas

aeruginosa

p-3307

Powdered Cellulose

TAMC.1000 cfu/g

molds and yeasts 100 cfu/g

absence Salmonella

species , Escherichia coli
Staphylococcus aureus, Pseudomonas

aeruginosa

p-3308

Cetrimonium Bromide

TAMC. 1000 cfu/g
mold & yeasts 10 cfu/g

p-3310

Chocolate

total b.c. 5000 cfu/g

p-3314




absence Escherichia coli

Croscarmellose Sodium

TAMC. 1000 cfu/g
molds and yeasts 100 cfu/g

absence Escherichia coli

p-3319

Galactose

TAMC. 1000 cfu/g

molds and yeasts 100 cfu/g

absence Salmonella

species ,Escherichia coli
Staphylococcus aureus, Pseudomonas

aeruginosa

p-3336

Galageenan

TAMC. 200 cfu/g
molds and yeasts 20 cfu/g
absence Escherichia coli, Salmonella

species

p-3337

Gelatine

total b.c. 1000 cfu/g
negative Escherichia coli, Salmonella

species

p-3338

ellan GumG

TAMC. 1000 cfu/g
molds and yeasts 100 cfu/g
absence Escherichia coli, Salmonella

species

p-3338

Purified Honey

total b.c. 1000 cfu/g
molds and yeasts 100 cfu/g

p-3346

Lactose Monchydrate

TAMC.100 cfu/g
molds and yeasts 50 cfu/g

absence Escherichia coli

p-3358

Magnesium Aluminum Silicate

TAMC.1000 cfu/g

absence Escherichia coli

p-3363

Maltodextrin

absence Escherichia coli, Salmonella

species

p-3368

Magnesium Stearate

TAMC.1000 cfu/g
molds and yeasts 500 cfu/g
absence Escherichia coli, Salmonella

species

p-3365

Maltitol Solution

TAMC.1000 cfu/mL
molds and yeasts 100 cfu/mL

p-3367
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Phenolsulfonphthalein

TAMC.1000 cfu/g
molds and yeasts 100 cfu/g

p-3389

Propylene Carbonate

total b.c. 200 cfu/g
negative Escherichia coli, Salmonella

species

p-3411

Sodium Alginate

total b.c. 200 cfu/g
negative Escherichia coli, Salmonella

species

p-3420

Sodium Starch Glycolate

absence Fscherichia coli, Salmonella

species

p-3426

Sorbitol Sorbitan Solution

TAMC.1000 cfu/g
molds and yeasts 100 cfu/g

p-3433

Solbitol

Total aerobic count 1000 cfu/g
molds and yeasts 100 cfu/g

p-3432

Noncrystallizing Sorbitol Solution

TAMC.1000 cfu/mL
molds and yeasts 100 cfu/mL

p-3434

Modified Starch

absence Fscherichia coli, Salmonella
species

TAMC.1000 cfu/g

molds and yeasts 100 cfu/g

p-3435

Pregelatinized Starch

TAMC.1000 cfu/g
molds and yeasts 100 cfu/g
absence Fscherichia coll, Salmonella

species

p-3436

Corn Starch

TAMC.1000 cfu/g

molds and yeasts 100 cfu/g
absence FKscherichia coli

for absorbale Dusting powder:
absence Staphylococcus

aureus,Pseudomonas aeruginosa

p-3437

Potato Starch

TAMC.1000 cfu/g
molds and yeasts 100 cfu/g

absence Escherichia coli

p-3438

Tapioca Starch

TAMC.1000 cfu/g
molds and yeasts 100 cfu/g

absence Fscherichia coli

p-3438
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Wheat Starch

TAMC.1000 cfu/g
molds and yeasts 100 cfu/g

absence Fscherichia coli

p-3439

Compressible Sugar

absence FEscherichia coli, Salmonella

species

p-3444

Confectioner’s Sugar

absence Fscherichia coli, Salmonella

species

p-3445

Sugar Spheres

TAMC.100 cfu/g
absence Staphylococcus
aureus,Pseudomonas aeroginosa,

Escherichia coli, Salmonella species

p-3445

Tragacanth

absence FEscherichia coli, Salmonella

species

p-3450

Xanthan Gum

absence Fscherichia coli, Salmonella

species

p-3459

Zein

total b.c. 1000 cfu/g
negative Fscherichia coli, Salmonella

species

p-3461

#2 USPIZBUBEETREMED (2006 )

SE T REWMEY USP29 NF23 USP29 +NF23
WME - HE - SEMEY 19 15 34
B - SEMED 31 11 42

HiF - SEMED 1 0 1

HE - BE 8 9 17

I 11 0 11
AWMLY 110 13 123
ZNi 2 0 2

23 USP IZB1F 3 MEFHHE O

Total aerobic microbial count : 7 O

Total aerobic bacterial count : 1
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e Total aerobic count : 1

o Total bacterial count : 2 4

e Total microbial count : 2

e Total count : 3

e Colonies: 2

e Total viable count : 1

o IEFEDFEEH—I N TR (EFEHRMT F X M Tid. total aerobic microbial
count & HW\WTW\5)

#£4 USPRBIIHPBEITREFEMEDNEET) V778
e Salmonellasp., E colii b 4
e S aureus, P aeruginosa: 75
e FE coli P aeruginosa: 2
e Salmonella sp., S. aureus, P aeruginosa: 3
e Salmonellasp., E. coli S. aureus, P aeruginosa: 2 1
e K. colt 34
o Salmonellasp. 12
o P aeruginosa: 3
o Salmonella sp., E. coli, S. aureus, P aeruginosa, Enterobacteriaceae family and

Pseudomonadaceae family: 1

£5 RMFLAEBHEBEDEBLL BAROEE (HE. £ EHER) I
SNTWBHEBED

'VP,/Biological Tests, Appendix 10 JP &EYE
Statistical Analysis of Results of Biological Assays and] X X
Tests

Test for Histamine X X
Test for Bacterial Endotoxins O @)
Test for Depressor Substances X X
Test for Pyrogens O O
Test for Abnormal Toxicity X O
Microbial Limit Tests @) X
Test for Sterility O O
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Fifficacy of Antimicrobial Preservation

@)
X

Microbiological assay of Antibiotics O X

HYEL © HARD LY S

56

JP/EP/USP & VP COBETRERFERMEYED L

Test for Specified Microorganisms JP/EP/USP VP

Bile-tolerant Gram-negative bacteria O X

\Enterobacteria

|E'scherichia coli

Salmonella

Pseudomonas acruginosa

Staphylococcus aureus

Clostridia

Candida albicans

O] O] O] O] O] Of X%

®T BREDBEBEWRE. (JP, EP, USP)

@ ®

Staphylococcus aureus such as ATCC 6538, NCIMB 9518, CIP 4.83 or NBRC
13276,

Pseudomonas aeruginosa such as ATCC 9027, NCIMB 8626, CIP 82.118 or
NBRC 13275,

Escherichia coli such as ATCC 8739, NCIMB 8545, CIP 53.126 or NBRC 3972,
Salmonella enterica ssp. enterica serotype typhimurium such as ATCC 14028 or,
as an alternative,

Salmonella enterica ssp. enterica serotype abony such as NCTC 6017 or CIP
80.39,

Candida albicans such as ATCC 10231, NCPF 3179, IP 48.72 or NBRC 1594.
Clostridium sporogenes such as ATCC 11437 or ATCC 19404 (NCTC 532 or CIP
79.03) or NBRC 14293.

®8 MEDHBREMRELk (VP)

Clostridium sporogenes such as ATCC 19404 or NCTC 532.
Clostridium perfringens such as ATCC 13124 or NCTC 8237
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#£9 FEEABRENEERE (JP, EP, USP)

@

#£10

Aerobic bacteria
—  Staphylococcus aureus ATCC 6538, CIP 4.83, NCTC 10788, NCIMB
9518, NBRC 13276
~  Bacillus subtilis  ATCC 6633, CIP 52.62, NCIMB 8054, NBRC 3134
— Pseudomonas aeruginosa ATCC 9027, NCIMB 8626, CIP 82.118,
NBRC 13275
Anaerobic bacterium
—  Clostridium sporogenes ATCC 19404, CIP 79.3, NCTC 532 or ATCC
11437, NBRC 14293
Fungi
—  Candida albicans ATCC 10231, IP 48.72, NCPF 3179, NBRC 1594

—  Aspergillus niger ATCC 16404, IP 1431.83, IMI 149007, NBRC 9455

mEHBRNEER (VP)
Aerobic bacteria
~  Staphylococcus aureus ATCC 12228
—  Bacillus subtilis ATCC 6633
Anaerobic bacterium
—  Clostridium sporogenes ATCC 11437
Fungi
—~  Candida albicans ATCC 10231

% 11 HAOBKEYY— (NBRC) »5~ M ADEKEY ¥ — (VICC) w5

R
Name Code Code for NBRC

Aspergillus niger ATCC 16404 | NBRC 9455
Bacillus cereus ATCC 11778 | NBRC 3836
Bacillus pumilus ATCC 14884 | NBRC 3813
Bacillus pumilus NCTC 8241 | NBRC 3813
Bacillus stearothermophylus ATCC 7953 | NBRC 13737
Bacillus subtilis ATCC 6633 | NBRC 3134
Candida albicans ATCC10231 | NBRC 1594
Clostridium sporogenes ATCC 18404 | NBRC 14293
Clostridium sporogenes NCTC 8594 | NBRC 16411
Enterobacter aerogenes ATCC 13048 | NBRC 13534




Lactobacillus acidophilus ATCC 4356 | NBRC 13951
Lactobacillus leichmanii ATCC 7830 | NBRC 3376

Micrococcus luteus ATCC 10240 | NBRC 13867
Micrococcus luteus ATCC 9341 | NBRC 12708
Pseudomonas aeruginosa ATCC 10145 | NBRC 12689
Staphylococcus aureus ATCC 25923 | NBRC 14462
Staphylococcus aureus ATCC 6538 | NBRC 13276
Siaphylococcus epidermidis ATCC 12228 | NBRC 12993
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