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#E(C) (uS/cm) HECC) (uS/cm)
0 0.6
5 08 ’ 55 2.1
10 09 60 22
15 10 65 24
20 1.1 70 25
25 1.3 75 27
30 14 80 27
35 15 85 27
40 1.7 920 27
45 18 95 29
50 19 100 31
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1. +5 20X BLULFHICEY, »EEES. BE
FHRHL (25+1°C), BHLBLLA»EREL NS, BEYD
KEEZPELIT). RAFOZBILREORICL S 5 &5
B%7 ) OBEBEREAS 01 uS/cm UFTHL, £0fEx
(KR L PHRBICS2AH D) BBERETS.

2. (RREFHRBIIH2ABD) 25°C KT 4EBE
A% 21 pS/cm BT Thhid, HERABAHASGE L, #hllE
ThiuE, ETERNEED.

BB

1. ABRES B521°C ICTHF LTS, F2ERED 1
K 2EEFEHELE 5 FUACKTT 2. 2058 100 mL
Do &, Bl s ) Y AKER 03 mL X /2%, 01
pH B FTo pH WEFTH.

2. F4h6, WEEN pH CBILHFEEEL 2 RD
3. QI ENEEEY, COFFEEEIVNSFNE, F
DOKIEBESBRES LTS, FAEEEEL I REVHAER
HD pH » 50~ 70 OFELLANZBEIE, Fokid
EERRABRTEALHET 5.

K4 FE-BE BA4D pHICsUI3HRMEE

pH pH
{uS/cm) (uS/cm)

50 47

5.1 4] 6.1 24
52 36 6.2 25
53 33 6.3 24
54 30 64 23
55 28 6.5 22
56 26 6.6 21
5.7 25 6.7 26
58 24 6.8 3.1
59 24 69 38
6.0 24 7.0 46

*25°C OKRR L F#HHEABOMERT 5.

3.5.2 HHMERE (TOC) higELTrEyY 7
BABE TR xS [NESHK] oFRERE (TOC)
DOBRIEHEMEIE 1500 ppb BT &N T w3, BHERK
DOFEERRE, BEHKY A7 LOBEEIBICY-D, JE
DA EL LELEEZEDT TOC =5 ) Y 7 %T)

ZEMNEF L. HEEND TOC ODREBHREMI, FTiio
EBYTHAE.
- QLEBHHEEE <300 ppb (4 ¥F L)
< 400 ppb (A 754 )

AGEABEEE KEES 4 5) KLhid, TOC oFE%
W82 [5 ppm BLT ) TH 2%, LEOEHEEZEEL
FEARIZOWTH FRBRRIC B\ TE R B A E R CALE
REMLHTIT TOC £E=4 ) VLI AKREEHE2ERT
HIENEFT L.

AAERFCRERGREZKBEEZZDTBY, @,
ZHIGEAETHEBEHAVT TOC DREEZITH IS, SHE
DORERAKELLTHCWRAEECRY, XKEERFBH (USP
28, 2005) @ General Chapter <643> TOTAL ORGANIC
CARBON X iz Bk M ¥ B » (EP 50, 2005) @ Methods of
Analysis 2.244. TOTAL ORGANIC CARBON IN WATER
FOR PHARMACEUTICAL USE B0 %X B EAHRAEKIC
HETIEBLPREAAKIATFAD TOC €=V vy FHE
BLLTHWwWLZ LI TEL.

2L, SRMLREEREAD SSBETICHIE LAY
SRNECEEROENSHBEARER L RO L X0 %R,
FEARICA A P HOEBRYEIEEINTVIER, HLE
EE AT XAEFESoO NP VEFESUAERDSS IR
TWABEICE, TAFANETIADEE*ZIT B LD
20T, JEFROBEAKOMERLEBONBSFHEROE
) A7 S CCET B BRT 5.

3.6 EFRAORE

FESTHADBRF OV TR, Mk odEnE % ¥HS 5 g
WEDONBE1TH L, BREFCHELILDO) X2 #£E
L, S F—va v CESHTRERE 2 BYICRET 5.

14, B+ESEBAERSICH T 5ERRMN

BAESS, BINERS (The European Pharmacopoeia)
RUKEFERBF (The United States Pharmacopeia) T H
MABCESEHEL L -RABERUVERRESIE, Kok
BYTH5.

EBAFANEEOWCIRBHFANGEXTORNEE 7,
BTEXTAAERSOMICRET AR ERAERFOHE A
LRRBRT L. WEMCR, EHARERAERKFE, ¥RAF
FNEHE OEESELBECL L CRBET 2.

nB, BHEOBHEICERLRARNER QY —RRBRERD
EXELEEVFRAMENEAERL TS, $4, ANEHED
BEZT--HEE, () A Rf:v. RO EE % B3
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Sterility. 1406 SEREEE
(Introduction) (FIHE)
Precautions against microbial contamination AHXICTHBROERTER
Culture media and incubation temperatures By, PR T ORME
Fluid thioglycollate medium HRF F 7)) 2 — VR FEMANPIE .
B A3 R 515 DA 0 3 3. 1 kR TT
i%i&ﬁ YTELROD ‘S‘cﬂff’i’ﬁ%b&'\/‘
RO 7 3 VIIRR
ﬁ%’gﬁfl U] @%ﬂtﬂ)fﬁﬂﬁﬁﬂlﬁ%ﬂﬁ 14
KEGERE ECERRORBS L R

Soya-bean casein digest medium
Sterility
Growth promotion test of aerobes,
anaerobes and fungi
Validation test
Membrane filtration
Direct inoculation

Test for sterility of the product to be
examined

Membrane filtration

Aqueous solutions
Soluble solids
Oils and oily solutions
Ointments and creams
Direct inoculation of the culture medium
Oily liquids
Ointments and creams

Catgut and other surgical sutures for
veterinary use

Observation and interpretation of results

Application of the test to parenteral
preparations, ophthalmic and other
non-injectable preparations required to
comply with the test for sterility

Table 26.1-1 Strains of the test
micro—organisms suitable for use in the
growth promotion test and the validation
test

Table 2.6.1-2 Minimum quantity to be
used for each medium
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Table 2.6.1-3 Minimum number of items F2 Oy bELhORESROER FERANWIE |
to be tested FFe ~REARBEO—RBE LT
AEERBHOMESWOERETRLA 10 B
FAI4EH (2004 4E 2 B
R S wmnEs HAWTE HAERK 1 £
Uniformity of Dosage Units 6.02 MABI—-1EHIRE
(Introduction) (Ai#&) HE RREIE
?‘fiﬁJLML #WHEBH
R %ﬁi VIR OWE S
Content uniformity ERYHRR
Solid dosage forms BERSLA
Liquid dosage forms WA
Calculation of acceptance value HEMotE
Mass variation HEREAR HARR7HE
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XA AYE FTHIEBRERT (F—BHD) wWoE
Sodium Starch Glycolate FrTrIVI-NEF T A
Definition RE, FrUTLoEREE
Identification A TR E (1)
Identification B RERSER(3)
pH pH
Loss on drying XM
Limit of iron WA () %
Limit of sodium chloride AR (4) BAEF FY oA
Limit of sodium glycolate MEERERG) yYa—- ATy YA
Assay TRk
FFE)] D 2006 & 6 F
B3z P piik ] FTAREHEERA (B—BEH) W
Hypromellose Phthalate E7OA0—-X TS NBIATV
Definition R, AKX IRVTANEDOEERRAE
Packaging and storage 5873
Viscosity W
Water x5
Residue on ignition RIS
Chloride FEESRER (1) $E1LD
Limit of free phthalic acid HERBRG) 7708
Phthalyl content SERE
AAEA 12005 4 11 A
KRR FHAZIEHAKR ST (BB %

Anhydrous Dibasic Calcium Phosphate

Definition

Identification (1)
Identification (2)

Acid insoluble substances
Chloride

Sulfate

Carbonate

Barium

Loss on ignition

Assay

Ay s RAEINT T A
B ERHE
HeEHE (1)
R (2)
HEAER (1) BB
FUHEABR (2) KEALY
HEERAER (3) WM
HUEIRER (4) BeTRiR
FEERRER (6) 7N 7 A
SEft
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FER T ANFR BHAREHEERS (B—EH) o
Dibasic Calcium Phosphate ) BAKEHI N T T AKHY
Definition BFOERIE
Identification (1) FERRER (D)
Identification (2) 2R (2)
Acid insoluble substances MERER (D) BTEY
Chloride MEaAe(2) By
Sulfate MEERER (3) TRMHE
Carbonate IR (4) BRIE
Barium WEREG6) /XYY A
Loss on ignition HMEE R
Assay ERE

FHEH 2005 £ 11 B

BSOS H+AYERERRS (E—BH) W%
_Microbiological Examination _of Nonsterile_ 405 _WEMREREE
Products : 1. FEANDOMEDEHAR | ERBRBR
Introduction 1. BX
General procedures 2. XEFMH
Enumeration methods 3. EWBWEE
Growth promotion test and suitability of the 4, R UWEEOESE
counting method
General considerations 41. —BEF
Preparation of test strains 42. FERBADOHAR
Negative control 43. BatExm
Growth promotion of the media 44, HEibikhe
Suitability of the counting method 45. ROGHET ColREoREH
in the presense of product
Results and interpretation 46. HRRUHE
Testing of products 5. RGO R
Amount used for the test ‘ 5.1. RERA
Examination of the product 52. WRoRK
Interpretation of the results » 53. BROHE
Microbiological Examination of Nen-sterile OI. JEmmRAOBEDEORR | 1Mty
Products : Test for Specified Micro-organisms HER
Introduction 1. FX
General procedures 2. JAFM

Growth promoting and inhibitory properties 3. RO ERREUCRBRO RS
of the media and suitahility of the test

Preparation of test strains 31, ABREORMR

Negative control 32. BRtExHE

Growth promotion and inhibitory 33. HEHoHGERR

properties of the media

Suitability of the test method 34. RABREOBENE
Testing of products 4. RRORR

Bile-tolerant gram—negative bacteria 4.1, NByFRikEH: 7 5 Kbtk

Escherichia coli 42. KBW

Salmonella 43. ¥LEXRT

Pseudomonas aeruginosa 44. RIRE

Staphylococcus aureus 45. WBT KO KK

Clostridia 46. JRAMYTT

Candida albicans 47. ho ¥ - TINEA R
Recommended solutions and culture media 5. MERINDBFRM U






