AN RMBRROARAT
7 A=
D'\A displays better. ek D e



hYy
I
gt
i
k

9

;
ke

@ U.S. FOOD & DRUG ! 13183

ADMINISTRATION
JUN 182019

Via United Parcel Service

Gene Chen

Chairman

DIVA Laboratories Inc.

9FNo. 351. Sec. 2 Znongshan Rd., Zhonghe Dist.
New Taipei City, 23504

Taiwan

Re: 3007817002
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Dear Mr. Chen
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We are enclosing a copy of the establishment inspection report (EIR) for the inspection conducted at the
premises at the above referenced address on January 14-16, 2019, by Javonica F. Penn on behalf of the
U.S. Food and Drug Administration (FDA). When the Agency concludes that an Inspection is “closed,”
under 21 CFR 20.64(d)(3), it wil release a copy of the EIR to the inspected establishment. This
procedure is applicable to EIRs for inspections completed on or after April 1, 1997, For those inspections.
completed prior to the above date, a copy of the EIR may stil be made available through the Freedom of
Information Act (FOIA).

The Agency is working to make its regulatory process and activities more transparent to the regulated
Industry. Releasing this EIR to you is part of this effort. The copy being provided to you comprises the
narrative portion of the report; it reflects redactions made by the Agency in accordance with the FOIA and
21CFR Part 20. This, however, does not preclude you from requesting and, possibly, obtaining any
additional information under FOIA.

If there is any question about the released information, feel free to contact Michael Sturniolo at 301-796-
8431 or write to: U.S. Food and Drug Administration, Center for Devices and Radiological Health, Office
of Product Evaluation and Quallty, Office of Regulatory Programs, White Oak Building 66, Room 3540,
10903 New Hampshire Avenue Silver Spring, MD 20993-0002

i

Sincerely yours,

G T35

CAPT Sean Boyd

Director

Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
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Enclosure: Summary of Inspectional Findings
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