PHARMACEUTICAL EXCIPIENT DOCUMENT PACK
AR ERE - RC-08 - Sep 2026

& UNIBEST

Regulatory & Compendial Compliance
ERSHERTEMY

DMF and filing status by market, compendial compliance statements and the regulatory support we provide.
&Mis DMF 5&RIKE. BH/{FSUSHE, URBITHRENENZRE,

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

RUAINE - FILRE - HRE_KEY (EHR)

Issued by HE A

Document pack #H#}

12!

Unibest Industrial Co., Ltd. - Ningbo, China HET;&

Pharmaceutical Excipient Document Pack, Sep 2026 edition

Document no. X14%s RC-08

=

Version hR7s 1.0 (template 1#&E1R)
Issue date K% HEA Sep 2026

1  Regulatory filing status by market EHiziEMEERIRS

Market Hi1%

Filing type &K H

Status XS

Letter of access 1Z{Us

China =

United States [

NMPA
WHEICFEEID

FDA DMF
(ERHEER Type IV)

[ to be confirmed ]

[ to be confirmed ]

AHA

A E, FBFEF ANDA /NDA 5|H

European Union BX88 it CEP; UAHTGE [ to be confirmed ] AREL A SR
+ R B S

Japan 7 MF S5 ERF & Bt [ to be confirmed ] AHA

Korea #[E MF | BTSN [ to be confirmed ] A

Brazil BF ANVISA 38 B30 52 15 [ to be confirmed ] A

India ENE CDSCO &R+ [ to be confirmed ] A

Regulatory expectations differ by market and by route of administration. Confirm the filing route with your regulatory affairs team before

submission; we will supply the corresponding document set.

EMHENERERERMAE, RRANES SREEMER A RIRE

Unibest Industrial Co., Ltd. - Pharmaceutical Excipient Solutions -

TEMPLATE / 4R — pending the manufacturer’s signed original

,
&1z,

bd@unibestcn.com
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2 Compendial compliance statement 85 S 147 A

We confirm that the grades listed below are manufactured and released in accordance with the current editions of the
pharmacopoeial monographs stated, and that the certificate of analysis for each batch reports the results obtained by

the methods of those monographs.
ZHIA: TR SRR BIE SXIThAR AN E 5 14T, SitialiRERZARGEHRER.

Product /=@ USP-NF EP [ Ph. Eur. JP ChP

PEO Complies f&& Complies & %% Complies f&&&
BKC Complies & Complies & Complies & Complies &
Trehalose Dihydrate Complies /F& Complies & Complies & Complies &
Editions applied EFkRZA [ to be confirmed ]

(IN4THRZS, 80 USP-NF 2026. Ph. Eur. 12th Edition. ChP 2025)

Statement reference =% [ to be confirmed ]

=

Re-issue policy #ARBUR BERIRE 3 N BRSNS ERAERLAESH

3 Regulatory support we provide {112 {Ha0EM L5

Support ZIFEI Detail iBH

Letter of access 1B Issued to the customer or to the authority, for DMF or MF referencing.
WEFFEENMLER, BT DMF/MF 5|H,

Regulatory questionnaire i%#l[a) Completion of customer templates, including excipient qualification questionnaires.

& AMHEERFER, SW8ERES,

Change notification ZTE &4 Prior notice of any change affecting specification, method, site, process or
packaging.

REaREmE. Bk, o, TZRERNETE, EaEx.

Samples for verification 7535383 Samples provided for customer method verification and comparability studies.

T REEGBTEFP AIERIES FTEEEMAR.
Statements EIiFEH GMO-free, Halal, Kosher, allergen, vegan, latex-free, REACH SVHC, Proposition 65 —

see document 09.

TCHEEE . Halal, Kosher, IEIR. 43, JILAR. REACH SVHC. hnM 65 SRR U154
% 09,
Authorities EFEE Support for authority questions arising during review, through the customer's

licensing route.
EEXFBRRERET, WESEETEIRTNESRE,

Note B8

Filing status, DMF numbers and letter-of-access availability are confirmed per product and per market by the

manufacturing site. Where a filing does not yet exist, the timeline for opening one is confirmed in writing.

BRI, DMF BSEEUEATHEMBEFIF IR R 5 HIMIA. BREEREN, SEEAHUPEREIRIA.
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Prepared by Z&#l Name & Signature &3 Date HER:
Checked by 1% Name #2: Signature £3: Date HER:
Approved by #t/E (QA) Name #3: Signature £3: Date HER:

Signed by the manufacturing site R4 1712 % - Company chop required on the released version IERRAMNE WA E

Unibest Industrial Co., Ltd. - Pharmaceutical Excipient Solutions - bd@unibestcn.com RC-08 - Page 3 of 3
TEMPLATE / ##R — pending the manufacturer’s signed original



