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Trehalose Dihydrate, Injectable Grade — Technical Data Sheet
BEETKEYW CEHER) — BARIER

Injectable-grade specification, lyoprotectant rationale and marketed biologics.

EREAE . FTRIPIIESE EmEMHIRNA,

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.

EMRIREIR, XXM Unibest B~ m& MBS RN, 0T [ FIA ] WFRIARLEFIZMSERGT; NEFRSER4R
X, DAREFHEAHEERE, HRIMEL.

Product =5 Trehalose Dihydrate, injectable grade ¥S#ME_/KEY) (CE5I4R)
Issued by HE A Unibest Industrial Co., Ltd. - Ningbo, China FETI&
Contact Bx& bd@unibestcn.com - +86 (0)574 2785 5666

Document no. X144 TDS-TRH

=]

Issue date X% HEA Sep 2026

1 Product profile = @)%

Chemical name {42 &R a-D-Glucopyranosyl-a-D-glucopyranoside dihydrate
a-D-MIEEEHEE-o-D-ILmEEHET _KEY

Formula /| MW 9F3 | 9 F=E  CioH,042H,0 | 378.33

CAS No. 6138-23-4
(Zk&EW)
Function IJgE Non-reducing disaccharide — no Maillard reaction with proteins. Protects proteins, lipids

and cell membranes during lyophilisation, freeze-thaw and storage.
ERFEMTNE, F5ERKEERNERN, 5T, FRSTEIRFPRIPER. BRS MR,

Appearance Ik White crystalline powder
HBSER MR
Solubility ;5f#i4 Freely soluble in water, approximately 689 g/L

ZaFK, 49689 g/L
Standards RERE Current USP-NF - EP - JP - ChP
Grade Z&5! Injectable grade, high purity and low endotoxin

EEIR, BRE. RASE

2 Specification BE&inE
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Test &I H Typical specification BREIFIHZ Reference {{kiE

Appearance I White crystalline powder; clear and ChP /| USP-NF [ EP [ JP
colourless in solution
HBegREMR; AREELE

Assay (HPLC, anhydrous basis) NLT 99.0% ChP /| USP-NF [ EP | JP
B2 (&, TkE)

Water content (Karl Fischer) 9.0% - 11.0% ChP /| USP-NF [ EP | JP
KD (RRBEINE)

Specific optical rotation LEiEE +197° ~ +201° ChP / USP-NF / EP [ JP
pH (100 mg/mL solution) pH 45-6.5 ChP [/ USP-NF [ EP [ JP
Related substances HXYJ& Glucose, maltotriose and other ChP /| USP-NF [ EP [ JP

polysaccharides tightly controlled
AENE. RN EM SRS

Bacterial endotoxin AENE X <2.51U/g VESTRIEH)
(AMRFE KRIBHBEANSZARE)

Microbial limits 4 YIFRE TAMC < 100 cfu/g; TYMC < 10 cfu/g; TSR
absence of E. coli and Salmonella
FEE <100 cfu/g; BEEEE <10 cfu/g; =
BRURFERFESOIA

3 Why trehalose rather than sucrose Jo{t4 S EEMAEERE

Property $/& Trehalose Dihydrate ;B%#E _/K&1) Sucrose EfE
Molecular volume in mAb Approximately 2.5 x that of sucrose > Reference &/
solution stronger preferential hydration; equivalent
BHARP D FHR stabilisation at lower concentration
LONFENER 2.5 & > ARKMBNER, AIEE
RRETERRE
Glass transition Approximately 120 °C Approximately 70 °C
temperature
BBt ETRE
Reducing sugar i&FE ¥ Non-reducing — no Maillard reaction Hydrolyses to reducing sugars
ERFEMY, TREFNERN RI7KAR R RNE
Acid [ thermal stability Stable at pH 2 and 100 °C for 24 h Hydrolyses under acid conditions
MBS RIEE M pH 2. 100 °C &4 T 24 /NHTEE BAME S T KR

4  Marketed biologics formulated with trehalose E &8 EENEDEF

Active substance - company EMR S -

Product =& Presentation 77| &!

&l
Ocrevus Ocrelizumab - Roche IV concentrate + SC
ERBORER + BT
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Active substance - company &M% -

H |
Product =4 2 Presentation &Y

Cosentyx Secukinumab - Novartis SC pen [/ PFS + IV
BT [ TFeEt + &8k

Herceptin Trastuzumab - Roche Lyophilised powder + SC
EFME + BT
Avastin Bevacizumab - Roche IV concentrate - 6% trehalose

BRBKORAETR - B 6% EENE

Product names and companies are referenced for illustration of trehalose use in marketed biologics. Trademarks belong to their respective
owners; no affiliation or endorsement is implied.

A B AR TR SRR D SRR, BATAS BAFIARIE.
5 Handling, packaging and storage &, E13&501"7F

Standard pack R G [ to be confirmed ]
(BI: 25 kg HEiRiE, ARRNERIER)

Storage "7z Keep in the original sealed container, protected from light, in a dry place at ambient

temperature.
[REEEN. BE. TR, BRICE,

Retest period 514K [ to be confirmed ]

Regulatory support jE#IzZ#5  Registered in NMPA; China DMF filed; GMO-free, Halal and Kosher declarations on request
NMPA St EiBRRHE DMF; FHEERE. Halal, Kosher FEBARIKEE ki (H

Contact BX & (]
Unibest Industrial Co., Ltd. - bd@unibestcn.com - +86 (0)574 2785 5666

11F.1B, Yinchen INTL Mansion, Ningbo, P.R.C. - HETKESEFNAE 11F.1B
WM SHEMIFTR: FIE., MBmEIHNE. FRE. BirmiaSmEX M.
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