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Safety Statements

ZE A

BSE/TSE - residual solvents (ICH Q3C) - melamine-free - allergen declaration.
BSE/TSE - %8857 (ICH Q3C)- =R & fz-free - IHFASHA,

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 /= 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. X14%s SS-02

=
Version RZ~ 1.0 (template 1#&E1R)
Issue date K% HEA Sep 2026

1 BSE/TSE statement BSE /| TSE =BH

We confirm that the products listed below are manufactured from raw materials of non-animal origin. No material of
bovine, ovine, caprine or other ruminant origin, and no material classified as a specified risk material, is used at any
stage of manufacture, including fermentation media, filters, processing aids and packaging. The products are therefore

considered free of transmissible spongiform encephalopathy risk.
ZHIA: A mESTRASIERIR. £ E (SREEFE. DRNRA. MIBFISaEMN) HRERF. F. WFESNEMK
ShinsRREME, IARERFENMN . BIHES A FEEERIESEIRRXE.,

Product = Origin of raw materials [R#}3ER Testing &Ml
PEO 26N, BHERY EH
BKC 26N, BHERY ER
Trehalose Dihydrate ERRRIIEM > 1BHlE &R KE/EHITIK TiEMH

RIS #IA

2 Residual solvents statement 7% 23357508

Residual solvents are controlled in accordance with ICH Q3C(R) and the corresponding general chapter of the
applicable pharmacopoeia. Class 1 solvents are not used in any step of manufacture. Class 2 solvents, where used, are
controlled below the concentration limit; Class 3 solvents are controlled by loss on drying.
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TRBBIATIIR ICH Q3C(R) RERAZHBMIES ., £F-IRESBIINMERE —KEF; MEAETXSA, EHTREREMT; S=XE7
MUTFIRRELRH

Use in process T Control limit $=#IFR

ICH class 23l Solvent ;&7 Status XS

Z2{ER E

Class 1 £—% X, R, 1,2- 285 2IRE Not used F{FH — Declared
Class 2 88 3¢ [ to be confirmed ] [ to be confirmed # ICH Q3C [RE Pending
1
Class 3 =% 2. A, SAEE (RI1Z) [ to be confirmed < 0.5% (FIRESE) Pending
1

A solvent-by-solvent declaration for the specific manufacturing route is issued by the site on request.

HWEAR T ZRENZTUAHERR I RERLA,

3  Melamine-free statement =R & z-free =08

We confirm that no melamine, melamine-related compound, protein or nitrogen-rich additive is used as an ingredient,
processing aid or adulterant at any stage of manufacture, and that no raw material of dairy, plant-protein or animal-
protein origin is used. Where required, each batch is tested for melamine by LC-MS/MS with a limit of [ to be
confirmed ] ppm.

RN EFEdEARB=RER. —RERENMSY. EAHERNNTIBERS. INIEFIEEEY, TMERIR. EYMERImE
BSRREEN, MEFEX, Rt LC-MS/MS N =R &z, RE [FHIA ] ppm.

4  Allergen statement i S5 =08

The products are chemically defined substances produced in dedicated equipment. They contain no intentionally
added allergenic material. The following categories are declared as absent:
AF@ACEEXPRNYIR, FRERREER, RERRINMEAHRSIR. U TRIFREARE:

Present §

Category %3 5 Declared substances $ & 45
FLA L5 No & FLHE. FLER

BB No ~"& NE, BEREZ ®RE

RE No A& RERELTEY

E£3 No A& T, IBiEE (BR)
BRE5RE No A& BHERER L

ThRER &L No A& AR Eh2E

LN % No A& BRRR. FLAE. mh¥DimBE

FLAR No ~"& KRG (S ERIZAIR)

5 Declaration and sign-off E 5% E

We confirm the statements in sections 1to 4 are accurate as of the date of issue, and apply to all grades and supply
forms of the products listed. Any change affecting these statements will be communicated before shipment.
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BWIAE 1 E 4 TNFBEEAEE R 2 AESSER, ERTMIIFRINABASHMES, EEP0NDAFRNESE, BELEREN
BF,

Prepared by il Name #32: Signature £3: Date HER:
Checked by ## Name $#43: Signature &£&: Date HER:
Approved by #t/& (QA) Name #33: Signature £3: Date HER:

Signed by the manufacturing site FH4E 1725 E - Company chop required on the released version IETCARZTINE BN AE
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