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Batch Consistency & Stability

it —MESRESE

Consecutive batch results and the long-term / accelerated stability programme.
EEHUREIES KA. INETBRE SR,

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

Unibest Industrial Co., Ltd. - Ningbo, China HET;&
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Sep 2026

1  Batch-to-batch consistency it g —FiE

Three consecutive commercial batches are reported as standard. Additional batches from the previous twelve months
are available on request. Results are reported against the released specification, and the batch numbers are stated so
that a reviewer can cross-check them against the corresponding certificates of analysis.

FRMREEE =T EAHOREIE; EEZHR, TREETZTEAMNIICERRE., SREBEXRENERS, HinAS, EFHT

ARSI CoA X%,

Parameter I H Specification [RfE Batch 1 Batch 2 Batch 3
Appearance IR BREtnE
Identification $3I GSay
Dynamic viscosity BN E RES
Molecular weight 5 F& RES
Water content 7Kk % NMT [ 1%
pH RREinE
Assay S = NLT [ 1%
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Parameter IiiH Specification [RE Batch 1 Batch 2 Batch 3
Microbial limits PR E RREmE

Product = [ to be confirmed ]

Grade 15 [ to be confirmed ]

Batch numbers #tS [ to be confirmed ]

Manufacturing site £7=17ith [ to be confirmed ]

Conclusion 45it [ to be confirmed ]
(tE—HETMN: 7S | THE)

2  Stability programme B2 EMHARHE

Study AR Condition & Timepoints BX# 53 Purpose HY
Long term 1<Hf 30 °C /65% RH 0,3,6,9 12,18, 24, 36 Supports the retest period or shelf
(3¢ 25 °C / 60% RH) ™R life
XIS R E R
Accelerated /& 40 °C[75% RH 0,1,2, 3,6 Short-term excursions and change
™A assessment

ERRBIMESEEXSF

Intermediate H|g] 30°C/65% RH 0,6,9 12 Applied where significant change
™A occurs at accelerated condition
MEEGTREEETHNEA

Stress &l =im. iR, YR %% Support for method development and
packaging assessment
XIEAEFAES ST

Programme designed to ICH Q1A(R2) and evaluated to ICH Q1E. Container closure: the marketed pack, stored upright. 77Z=&#E ICH Q1A(R2) i&
i, & ICH Q1E ¥d; HRUHESREIFN.

Stability summary table JaEMEUECE (EiR)

Parameter I H Months B

Appearance %R 0 3 6 9 12 18 24 36
Assay S22 0 3 6 9 12 18 24 36
Water content K% 0 3 6 9 12 18 24 36
pH 0 3 6 9 12 18 24 36
Viscosity #iE 0 3 6 9 12 18 24 36
Microbial limits {44 0 3 6 9 12 18 24 36
FRE

Values are entered from the stability study reports of the specific grade. Data are reported at the study condition shown above the table (long
term and accelerated are presented separately).

HIERE R AR SHRERARERS: KPBSMERGEEDAFIREN.
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3 Retest period and shelf life £38H15 B3 HA

PEO [ to be confirmed ]
(GBI MERBAREHHBIEISNERNER)

BKC powder #7K [ to be confirmed ]
BKC 50% solution ;&i& [ to be confirmed ]
Trehalose Dihydrate [ to be confirmed ]
Extrapolation basis JME{KiE ICH Q1E

; WREIME, DASTEUE &

Ongoing and commitment 54EEE 5 &S

stability triggers an investigation and, where relevant, notification to affected customers.
BTESBEELMHENFERELEETE, REMERBITNENEE, AELENBAZEINEF,
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At least one batch per year per grade is placed on the ongoing stability programme. Any out-of-specification result on
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