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One page that tells a QA reviewer what exists, what state it is in, and who owns it.

—TURBRMLES M. T 2RE. B,

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.
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1  Purpose Ef

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

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

Pharmaceutical Excipient Document Pack, Sep 2026 edition

DPI-00

1.0 (template 1&#R)

Sep 2026

EN. This index is the first page of the Unibest excipient document pack. It exists so that a quality-assurance reviewer
can see, at a glance, what documentation is available, in what state, and who owns each item — instead of asking for it

file by file.

3. AFR5|Z2 Unibest MR EREBNE—T1. ENFERRILAT QA —REFEME M. LTHARE. AERSE, M

FZEMNERE,

2 Contents &I E1R%

No. Document {4 Category %35l Format fzz{ Status k7S

00 Document pack index Index &3] PDF - EN/CN Template
BHaREs|

01 Quality system & GMP Quality system FR=AR PDF - EN/CN Template

certificates

REMKRS GMP iE$H
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No. Document X% Category %3l Format f2x{ Status XS

02 Safety statements Safety &% PDF - EN/CN Template
T4

03 Impurity control strategy Impurity /& PDF - EN/CN Template
FRIEHIRE

04 Product specifications Product /=& PDF - EN/CN Template
FRRENNE

05 Analytical methods Product /= PDF - EN/CN Template
PRAEE

06 Certificate of analysis template Product /=& PDF - EN/CN Template
CoA 11

07 Batch consistency & stability Product /=& PDF - EN/CN Template

ftE—EMSREGE

08 Regulatory & compendial Regulatory &#1 PDF - EN/CN Template
compliance
FEMSHAFSH

09 Regional declarations Regional X13 PDF - EN/CN On request {%E
XigFthnA= A

10 PEO technical data sheet Technical K PDF - EN/CN Issued BH
PEO RAREUER

1 BKC technical data sheet Technical K PDF - EN/CN Issued BH
BKC RAREIRER

12 Trehalose Dihydrate technical Technical K PDF - EN/CN Issued BH
data sheet

BEE KSR EIER

3  What a reviewer should read first #HiFA & 895EI5 %

Question [6]5 Read [#iE Why FH
Is the site GMP compliant? 01 Quality system Establishes the licence, the registration and the
1R EEH? 01 REMR certificate of GMP compliance.

IAVFRIE. 3RS GMP REMIES,

Is the material safe? 02 Safety - 03 Impurity Covers TSE, residual solvents, melamine,

MHRERE? 02 2% - 03 ;& allergens, elemental impurities and nitrosamines.
& TSE. BZREAF. = RER. I8RE. TEZRRS
T hERZ .

Does it meet our 04 Specification - 05 Methods Test items, limits and the analytical method

specification? 04 FRENE - 05 DI AE behind each number.

EENERAINE? KMNIE . BRE, UERBTEENNNDITHE.

Is it consistent batch to 07 Batch & stability Consecutive batch results and the stability

batch? 07 #itE 5T E M programme.

#HEEE—H? EEHRBIESREEAR.
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Question [B]&& Read [FiE Why FH
Can we file it? 08 Regulatory DMF status by market and compendial
BESRATIEM? 08 J&M compliance statements.

&5 DMF IRES HHNF SRR,

Can we use it in our 09 Regional GMO-free, Halal, Kosher and other market-
market? 09 XigFAHH specific declarations.
BESRTEATIH? ToiEE R, Halal, Kosher REfMMIZEBER.,

4  How to use this pack {#FHA

¢ Send the link, not the attachments. Share this index page as a link in the first email; add only the document the
buyer's question needs.
REEE, TR, ERMERBARSI9HE, SR —n B,

¢ Confidential documents. Full specifications, method texts, batch data and DMF letters are released under a
confidentiality agreement or a mutual CDA.
REXMH, TEASME. HEEX. RS DMF BIEEZEBREMUGERME.

¢ Version control. Each document carries a document number, a version and a date in the running footer.
Superseded versions are withdrawn.
A=, B HENRES . A5 BEREEDH; IBRRABEEEE.

¢ Replacement. When the manufacturing site issues a stamped original, it replaces the corresponding file under the

same name — no link changes.
BAN. I EEREFENE, MEBSUHSHRNRSHE, FEHEETE,

Contact for documentation requests X{FZEELR A
bd@unibestcn.com - +86 (0)574 2785 5666 - 11F.1B, Yinchen INTL Mansion, Ningbo, P.R.C.
BER: Binhiz. FE. MEXHRRSRETESEREMNN.

Unibest Industrial Co., Ltd. - Pharmaceutical Excipient Solutions - bd@unibestcn.com DPI-00 - Page 3 of 3
TEMPLATE / 4R — pending the manufacturer’s signed original



