7Y U.S. FOOD & DRUG

ADMINISTRATION

DMF 041704 DMF ACKNOWLEDGEMENT

LZHANGITAGANG ZHONGHUI MEDICAL PLASTIC TECHNOLOGY LTD., CO.
ATTENTION: TTUT WANG, GENERAL MANAGIIR

BUILDING 50, LIN RUI ZHI ZAO INDUSTRIAL, PART, NO. 99

MIAOQIAO CHUIGU ROAD, TANGQIAO TOWN, ZHANGJIAGANG CITY
JIANGSU PROVINCE, 215600 P.R. CHINA

Dear [Tu1 Wang,

The Food and Drug Administration acknowledges receipt of the tollowing Drug Master File

(DMUE) submission:

DMF NUMBER ASSIGNED: 041704

DATE OF SUBMISSION: MARCH 26, 2025

DMF TYPE: I11

SUBJECT (TITLE): OPHTHALMIC ANTIBACTERIAL MULTI-DOSE
DRUG DELIVERY SYSTEM

HOLDER: ZHANGIHAGANG ZHONGHUI MEDICAT PLASTIC
TECHNOLOGY LTD., CO.

SUBMITTED BY: ZHANGITAGANG ZHONGHUI MEDICAT. PLASTIC
TECHNOLOGY LTD., CO.

AGENT: NONE

All subsequent correspondence to this DMF should be identitied with the information as
provided above.

Your DME will be reviewed only 1n connection to a New Drug Application, Abbreviated New
Drug Application, Investigational New Drug Application, Biological License Application, New
Animal Drug Application, Abbreviated New Animal Drug Application, Investigational New
Anmimal Drug Application. or DMF 1t 1s intended to support when a Letter ol Authorization
(LOA) 18 submutted to the DMF and a copyv of the LOA 1s submutted 1n the application c.g.,
NDA . that references the DMF.

You are expected to:
s Adhere to the statement of commitment you have provided.
e Provide the following submissions to the DML
s [.etters of Authorization (1.OAs) granting permission to a third party (authorized
party) or scll to reference the DMEF and lor FDA to review the DMF. Listing an
authorized party 1n the Annual Report 1s not sulficient to authorize that party to
U.S. Food and Drug Administration

Silver Spring, MD 20993
www.fda.gov

Reference |1D: 5564165



