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Method summary by product &= G755

Test &5 R Method 7% Reference {kiE Instrument {83

Polyethylene Oxide (PEQ) RIFE 2%

Identification ¥£3| Infrared absorption USP <197> - Ph. Eur. FT-IR
spectrophotometry 2.2.24
LTINS EIE A

Dynamic viscosity 5177 Rotational viscometry, spindle per USP <912> - Ph. Eur. Brookfield

HE grade 2.2.10 hede It
MEEEREIR, REISEET

Molecular weight 2F Viscometry, or size exclusion USP <911> - Viscometer [ SEC

= chromatography AR

MERNMIRAR A

pH Potentiometric determination USP <791> - Ph. Eur.
RBALE 2.2.3

pH meter

Water content 7Kk % USP <921> - Ph. Eur.

2512

Karl Fischer [ loss on drying KF titrator - oven

FTRENE | TIRKE
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Test &I

Residue on ignition R

IF%IE

Elemental impurities 7t

e

Microbial limits 449
FREE

Document Pack 2026

Method 7%

Gravimetric E£3%

ICP-MS

Microbial enumeration and
specified organisms
MEMTHEHEEERE

Benzalkonium Chloride (BKC) FiL &%

Identification %351

Appearance of solution
BRI

Acidity / alkalinity B
E

Water content 7Kk

Assay S

Alkyl chain distribution
IRERS T

Related substances &

KB

Residual solvents 5%%3
B

Trehalose Dihydrate 8%

Appearance #HIX

Assay 8=

Water content /K%

Specific optical
rotation LEHERE

pH

Related substances &

KB

Unibest Industrial Co., Ltd. -
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IR and chemical reaction of

quaternary ammonium
IHNESFHRBENFERN

Visual against reference standards
533ty B A

Potentiometric titration
FRALEE

Karl Fischer R/REIRE

Titration with sodium
tetraphenylborate, or HPLC
PO E E AT AR BIigiE

Reversed-phase HPLC RIERIEE

15

HPLC &HEEE

Headspace GC TiESHEIE

ZkEW

Visual and clarity of solution
BUSARERE

HPLC with refractive index

detection
MEITYENRIBEIE

Karl Fischer R/RBEIRE

Polarimetry FEYti%

Potentiometric BBk

HPLC with refractive index
detection
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Reference &1

Ph. Eur. 2.4.14

USP <233> - Ph. Eur.

2.4.20

USP <61> - <62>

EP - USP - JP - ChP
EX

Ph. Eur. 2.2.1/2.2.2

Ph. Eur. 2.2.3

USP <921> - Ph. Eur.
2.5.12

EP - USP - ChP
EX

EWNE | EPE
AR

ICH Q3C - USP <467>

ChP [ USP-NF [ EP [ JP

ChP [ USP-NF [ EP [ JP

USP <921> - Ph. Eur.
2.5.12

USP <781> - Ph. Eur.
227

USP <791>

ChP / USP-NF [ EP | JP

Instrument ¢33

Muffle furnace

ICP-MS

MAEERE

FT-IR

pH meter

KF titrator

Titrator /| HPLC

HPLC-UV

HPLC-UV

GC-HS

HPLC-RID

KF titrator

Polarimeter

pH meter

HPLC-RID
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Test &I

Bacterial endotoxin 4
BERNSXH

Microbial limits 449
FREE

Method 7%
RENRIBEIE

Limulus amoebocyte lysate,
kinetic turbidimetric

ERFHSRER

Enumeration and specified
organisms
THEREERE

Reference &1

USP <85> - Ph. Eur.
2.6.14

USP <61> - <62>

2 Validation and transfer status 8iF 5 5 E#RZIRS

Item EIR

Method validation at site

Status A&

[ to be confirmed ]

I BiESEIE

Pharmacopoeial method verification [ to be confirmed ]
BB EIA

Customer method transfer FRELHE
BEFPRIERR

CoA statement 18I0IREE

Method texts EEX

Prepared by 4l

Checked by F#%

Approved by #t)& (QA)

KXMRDHHERE, TE

BA Rt FR 3t

Note %88

AM-05

Instrument ¢33

LAL reader

MAEERE

Validation reports per ICH Q2(R2) retained by the

site.

12 ICH Q2(R2) MIIHREB T RTF,

Where a pharmacopoeial method is used,

verification rather than full validation applies.
RABAGENPTHIAMIAEEERIIE,

Full method text and transfer protocol under a
confidentiality agreement.

FEREX SR L REZEREMINVERE.

Each batch released against the released
specification; results reported on the CoA.
BitIREXRETERIT, BRBT CoA,

This document summarises the analytical methods. Full method texts, validation reports and chromatograms are
confidential technical documents supplied to qualified customers under a confidentiality agreement.
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