C@ ' 'N I BEST PHARMACEUTICAL EXCIPIENT DOCUMENT PACK
@ ZRWAZAIE - QS-01- Sep 2026

Quality System & GMP Certificates
FREMXRS GMP IEH

Certificates, licences, registrations, manufacturing sites and the audit pathway.
MR, FENE. . a5 EITEE,

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 QS-01

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

1 Certificates, licences and registrations if¥. iFr[iE5 i+

Reference no. g
=

Item IE Issuing body B4 Validity B%XHA Status RS
Excipient GMP certificate SGS [ to be [ to be Pending 15$2{#
(Excipact) confirmed ] confirmed ]
R GMP IEH

(Excipact)
Drug manufacturing licence  Provincial MPA B%k% [ to be [to be Pending 7521#
B RTE miE BEEE confirmed ] confirmed ]
NMPA registration / NMPA | CDE [ to be [ to be Pending fi2(#
platform filing confirmed ] confirmed ]

NMPA i | ZiEFAEID

1ISO 9001 certificate [ to be confirmed ] [ to be [ to be If held tN%&
1ISO 9001 iEH confirmed ] confirmed ]
Business licence Administration for [ to be [ to be Pending g1t
EEE Market Regulation confirmed ] confirmed ]
Tis R EEER
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Certificates are supplied as colour scans of the signed originals, with the validity period visible. Where a certificate is issued in Chinese, a

notarised or company-certified English translation is supplied with it.

IEPUEERGZEMAHRMY, TIRNBRE. PIOIPERHEEMENEWSEEHEIGER,

2 Manufacturing sites and scope 417t 5 5EE

Product =

Site &£ 17it!

GMP status
GMP IR

Scope EB=CHE

PEO [ to be confirmed ] Excipact GMP REe. TR miE. 8%
RTETIR (I BFRSihit)

BKC [ to be confirmed ] NMPA registered &%, Eoil (50% B8i&k) . B3
FILEE®

Trehalose Dihydrate
BREECKEW

[ to be confirmed ]

NMPA registered  1&#l. &&@. TI&. REE

3  Quality management system FREEIE{F R

Basis A RKkiE

Batch traceability #ti&#i

Change control ZE %4

Deviation, 00S and complaints

fRZE. 00S 5%k

Retention samples &4

Subcontracting ZIE&E

ICH Q7 - Excipact (NSF/IPEC-PQRI) - current ChP general chapters on excipients
ICH Q7 - Excipact - P47 E 2 saig L@

Batch production records and QC records retained and traceable from raw material to
released batch.
HEFICRESRICRTERE, ATMNERHERERITIUR,

Customer notification before implementation of any change affecting specification,

method, site, process or packaging.
NERERE. BiE. i, TZHERNEE, LEpBHNER.

Documented investigation with root-cause analysis and CAPA; outcome shared with

affected customers on request.
PEHRAE, SRANFEESTSUEFLER: SRAUKEFERLEZ,

Retained for the shelf life of the batch, or as required by the applicable regulation.
BIERTFEZIUAE YR, SRERAENERRIT.

[ to be confirmed ] — any subcontracted step is disclosed and audited.
REFRIFHTFREHIESHIT,

4  Supplier qualification and audit (£ EFEZS MiZEiT

Activity IR

Written supplier questionnaire
PEMEEE

Confidentiality agreement
REY

On-site audit IiFEIT

Lead time EH Note %88

KEIaERE 5 T IERR Customer template accepted; completed and signed
by the site QA.
AMERAEFER, BT QAESHEE,

2-5 Either party's template, or a mutual CDA.

TI1EH AIRE—AER, HEZEWRERZEDNIN.

hWESHE, BE 4-83 Welcomed. Agenda, participant list and site access
arranged in advance.

RMET, WiE. 25 ARSH ZHHRRINE.
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Activity 17 Lead time EHj Note B8
Remote [ desktop audit iTf2&Hit 1-2 Document review by video conference, with batch
& records shown live.

MR H BRI, IR RTRHIER.

Note on excipient audits $if}&iti5%E8

For excipients, a documented written supplier questionnaire is accepted in most cases in place of an on-site audit; site
audits are mandatory mainly for active pharmaceutical ingredients. State your requirement and we will match it.
MNEHME, ZWERTIAPERNEDEENMZHEIT; WERITEERNFERGIEHIER, BEMRIER, HIHRURHE,

5 Declaration and sign-off SIR5&E

The information in this document is issued by the manufacturing site. Certificates are complete and unaltered; no page
has been removed or modified.
AXHHERHEFHE R, EBTE. RIEMEIR, Thsiis.

Prepared by 4l Name #+: Signature £3: Date HER:
Checked by &% Name #£3: Signature E&: Date HER:
Approved by #it/& (QA) Name #+: Signature £3: Date HER:

e =

Signed by the manufacturing site 417125 & - Company chop required on the released version IERXhRFINE B /N E
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