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Benzalkonium Chloride — Technical Data Sheet

FILSFE — BARBIER

Supply forms, use levels by route,

handling and regulatory support.

HNZS, SLEHRRAE. BIESENXSE.

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.

EHRIIA, A7 Unibest FRl ™ MARTERIER, 0E [ Fi8IA ] NFRIAE-HSSERET NEFRSIHMER

BN, DR RHE

BfE, HRINIMEH.

Product =& Benzalkonium Chloride (BKC) FiL55%
Issued by HE A Unibest Industrial Co., Ltd. - Ningbo, China FIETK
Contact Bx& bd@unibestcn.com - +86 (0)574 2785 5666

Document no. X144 TDS-BKC

=]

Issue date X% HEA Sep 2026

1 Product profile = @)%

Chemical name {32 &%
CAS No.

Function IJgE

Appearance Ik

Solubility ;5f#i4

Standards FRETE

Grade &5l

2  Supply forms {®EAS

Benzalkonium Chloride Z3$L5&%% - Alkylbenzyldimethylammonium chloride (ADBAC)
8001-54-5

Quaternary ammonium cationic surfactant with broad-spectrum antimicrobial activity
against bacteria, fungi and enveloped viruses. The most widely used preservative in multi-
dose ophthalmic and nasal formulations.

FRHXABFRETEN, NAE. EESORFSENIENEEY, R2TSERTS S RHF
RERE RINER,

White to yellowish-white powder or gelatinous fragments; also supplied as a 50% solution
HEEXEHBMARBRER; TRAEH 50% 8K

Freely soluble in water, ethanol and acetone
ZBTFK. ZESHEE

Current EP - USP - JP - ChP

Excipient grade FI4K - API grade [RRIZG4R
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Form S Characteristics ¥4 Compliance F&atnE

Powder #37< White to yellowish-white powder or gelatinous EP/USP/JP/ChP
fragments; hygroscopic — store in tight containers,
protected from light
HBZEXREABMRIBRAER; BIREME, FERABLR
=

50% solution ;& Clear, colourless to slightly yellow aqueous solution; EP /USP /[ JP/ChP
ready-to-use concentrate for easy handling and

accurate dosing
BiE. TREMERKAR: BRRER, ETRIESE

it=
Custom solution E#ll  Prepared to the customer's solution specification HMEEFEX
Bl BB P 1EERA RS ES Hl

3 Typical use levels by route &44%5i2 2 EHE

Route 4RA75i%13 Typical level EH Note %88

Ophthalmic BR#} 0.001 - 0.025% w/w Preservative in multi-dose eye drops
ZHIEFARTIINE T

Nasal £2F 0.005 - 0.1% wjw Preservative in nasal sprays

SBFHE

Otic HH 0.005 - 0.1% w/w Preservative in ear drops
TEEFEF

Small-volume injectables N&& ~0.01% FEEIFIINE T

FEFHF

Antiseptics [ disinfectants jEE;  EZH@mLH API grade [RHRIZ54%

i

Use levels are indicative and quoted from the product literature. Confirm against the applicable regulation and the approved formulation for

each market. IERN=MENPETIHEE, BESERENS ERELTSHIA.

4  Handling, packaging and storage i#{f. G¥507F

Standard pack fnEEE Powder: [ to be confirmed ]
(32X 25 kg ARG, ARNERIHR)

50% solution: [ to be confirmed ]
(EiY: 200 L BH44@Es] IBC)

Storage I"7F Keep in the original sealed container, protected from light, protected from moisture and

freezing.
[REEZE. B, FHE. Bk,

Handling 12{E Avoid contact with skin and eyes; concentrated solutions are irritant. Use protective
equipment.

BR RS IRIEEA REBRERMME, BEAIFES.

Retest period E3&H [ to be confirmed ]
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5 Regulatory support and documents ;Z#l 55 x4

Quality system B2 R GMP compliant; the manufacturer is registered with NMPA
GMP &/l; A=W B NMPA AU

DMF &% DMF support available according to the target market and route
AIRIE BinTin 5 A2 12 1R 11 DMF 285

Documents X1{§ CoA per batch - specification - analytical methods - safety statements - impurity control -

compendial compliance - batch and stability data
Bt CoA - REWNE - DA - TRMFIR - ZERH - HAKGEM - ftESREEHIE

Audit #1it Site audit welcomed; written supplier questionnaire available first
SIMEAETT; ISR AP ERNE S

Contact BARFA]

Unibest Industrial Co., Ltd. - bd@unibestcn.com - +86 (0)574 2785 5666
11F.1B, Yinchen INTL Mansion, Ningbo, P.R.C. - FETRIEEEFRAE 11F.1B
RMSEEIEER: B, IARMESENE. FRE. Binmia5mEx .
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