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Product Specifications
= mRETE

PEO - BKC - Trehalose Dihydrate — grade tables, test items, limits and references.

PEO - BKC - EEMEKEY) — MR, 1NIE. RESKIE.

TEMPLATE [ ##}%. This document is a formatted template prepared for the Unibest excipient range. Fields marked [ to be
confirmed ] must be completed from the manufacturing site's stamped originals, and every declaration or certificate must
be issued and signed by the manufacturing site before this pack is sent to a customer.

BIRITEA, A7 Unibest R MRS UER ., F0F [ FRIA ] WFRIBLEFHNEEREHT NEFBSIER LR
X, DAREFHEAHEERE, HRIMEL.

Product /= Polyethylene Oxide (PEO) - Benzalkonium Chloride (BKC) - Trehalose Dihydrate, injectable grade
RUEIHR - FILEE - BRETKEY (E5R)

Issued by HE A Unibest Industrial Co., Ltd. - Ningbo, China IETK
Document pack #H#} Pharmaceutical Excipient Document Pack, Sep 2026 edition
&

Document no. Y144 PS-04

=
Version hR7s 1.0 (template 1#&E1R)
Issue date X# HEA Sep 2026

1  Polyethylene Oxide (PEO) R+ & 217

Chemical name {t3&#R Polyethylene Oxide BRIfE 2% - Macrogols, high molecular mass 59 FERZ B
CAS No. 25322-68-3
Standards BRETE Current USP-NF - EP - ChP
(RATARZS)
Grades #M1g PEO-10 to PEO-700 - 10 grades, molecular weight 100,000 - 7,000,000

Grade S x:::ﬁrz\;§ I(:)n‘::t;cﬁ;;;g’;ty Test solution JUERE | a5
PEO-10 100,000 12 - 50 30 g/ (570 + 125) mL H,O + IPA
PEO-20 200,000 65 - 115 309/ (570 + 125) mL H,O + IPA
PEO-40 400,000 2,250 - 4,500 309/ (570 + 125) mL H,O + IPA
PEO-60 600,000 4,500 - 8,800 30 g/ (570 + 125) mL H,0 + IPA
PEO-90 900,000 8,800 - 17,600 30 g/ (570 + 125) mL H,0 + IPA
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Molecular Dynamic viscosity

Grade B 5 Test solution JUERE | a5

(mPa-s) sIHHEE

weight 57 &

PEO-100 1,000,000 400 - 800 12 g/ (588 +125) mL H,O + IPA
PEO-200 2,000,000 2,000 - 4,000 12 g/ (588 +125) mL H,O + IPA
PEO-400 4,000,000 1,650 - 5,500 6 9/ (594 +125) mL H.O + IPA
PEO-500 5,000,000 5,500 - 7,500 6 g/ (594 +125) mL H,O + IPA
PEO-700 7,000,000 7,500 -10,000 6 g/ (594 +125) mL H,O + IPA

Test item 1&NIHIE Limit FRE Method A%

Description 1R White to off-white, free-flowing powder  Visual Bl

BHEZEXAEBERRMNAR

Identification ¥£3| [ to be confirmed ] IR

AR
Dynamic viscosity i1 FE iR (H&ES) Rotational viscometry HEERE &
Molecular weight ¥ RIS E Viscometry / SEC

pH
Water content 7Kk %
Residue on ignition {15 &

Heavy metals | elemental

[ to be confirmed ]
[ to be confirmed ]
[ to be confirmed ]

[ to be confirmed ]

Potentiometric B3I}k
Karl Fischer R/RERiA
Gravimetric E8%

ICP-MS

impurities (3214 03)
BEEE | TEZERR

Microbial limits &£ 4IFRE [ to be confirmed ] USP <61>/<62>

PIREFER

2 Benzalkonium Chloride (BKC) %3 55%

Chemical name {42 &R Benzalkonium Chloride ZX$L5&%% - Alkylbenzyldimethylammonium chloride (ADBAC)

CAS No. 8001-54-5
Standards FRETE Current EP - USP - JP - ChP
(BRAThRA)
Grades Mg Excipient grade ##$}4k - APl grade [RRIZZR

Supply forms HEAZES Powder ¥37K - 50% solution 33& - custom solution EHIA&

Test item 1&NIHIE Limit fREE Method 5i&

Description #IX White to yellowish-white powder or Visual B
gelatinous fragments

AREXEH BN RABIRFER
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Test item &I EH

Limit [REE Method 7%

Identification £3| IR - chemical reactions

o | 2R

[ to be confirmed ]

Appearance of solution ;&i&JM 0 Clear, colourless to slightly yellow Visual B

BB, TBREME

Acidity | alkalinity E&TRE [ to be confirmed ] Potentiometric BBIjA

Water content /K% [ to be confirmed ] Karl Fischer £/REIRE

Assay S [ to be confirmed ] Titration / HPLC
TRE | B8
Alkyl chain distribution IR &5 % [ to be confirmed ] HPLC
&1
Related substances B X [ to be confirmed ] HPLC
&1
Residual solvents 55833551 WX 02 GC
S8

Microbial limits & YIFRE [ to be confirmed ] USP <61>/<62>

3 Trehalose Dihydrate, injectable grade ;&EE_/ka (GE5H)

Chemical name £#&%r a-D-Glucopyranosyl-a-D-glucopyranoside dihydrate

a-D-It A EFEE-a-D-ILHEEEE —KEW

Formula /| MW 2Fx | ?F&  Ci,H.,0.-2H,0 | 378.33
CAS No. 6138-23-4
(ZKkEY)
Standards RETE Current USP-NF - EP - JP - ChP
(BRAThRAR)
Grade 43I Injectable grade JF534 - high purity, low endotoxin

Test item 1&NIGIE Reference xiE

Typical specification BEHI&

Appearance Ik White crystalline powder; clear and ChP / USP-NF [ EP [ JP

colourless in solution

Assay (HPLC, anhydrous basis)
28 (R, TkE)

Water content (Karl Fischer)
KD (RREINE)

Specific optical rotation LbiERE

pH (100 mg/mL solution) pH

BEeZERMNR; BREELTE

NLT 99.0%

9.0% - 11.0%

+197° ~ +201°

45-6.5
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Test item &I E Typical specification BREIFIHZ Reference {{iE

Related substances HX4)& Glucose, maltotriose and other ChP /| USP-NF [ EP [ JP
polysaccharides tightly controlled

BENE. T - REMZ RS
Bacterial endotoxin iEAEZX <2.51U/g JESIERIEH

(AR B RIBHEBERASZNE)

Microbial limits {4 IFRE TAMC < 100 cfu/g; TYMC < 10 cfu/g; e NEAE AT
absence of E. coli and Salmonella
FEE <100 cfu/g; BEBBE <10 cfu/g; T
BRUKRFERFRESOIA

4  Packaging, storage and shelf life 83, I"FZ585 %A

Product /=& Standard pack {FgEE% Storage 72 &4 Retest [ shelf life H3XH
PEO [ to be confirmed ] [FEEEH. EX. BARTR [ to be confirmed ]
(32X 25 kg 4EiRAE, AIFIRK &, #iY 30 °C AT
EBRZIER)
BKC powder [ to be confirmed ] kS, Bl [ to be confirmed ]
(32X 25 kg 4EiRiE, AIFIRK
EBRZIER)
BKC 50% solution [ to be confirmed ] ZE. Y. BR [ to be confirmed ]

(3% 200 L #8448 IBC)

Trehalose Dihydrate [ to be confirmed ] BEl. Y. TR [ to be confirmed ]
(BIX: 25 kg ARG, AT
BRIIER)

Pack configuration, storage condition and retest period are confirmed per product by the manufacturing site and stated on the released
specification.

BREE. NERGSERPHE R REIA, FEEXRENERHRA,

Note on limits X F[RE
Entries shown as [ to be confirmed ] are controlled by the applicable pharmacopoeial monograph and are stated in the
site's released specification. The complete released specification, signed and stamped, is provided under a

confidentiality agreement.
o [SHRIA ] WIMBRERARIEEEH, BEARESTI EXREME. EERTEREMENEZEREMNGRM.
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