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m"" Foed and Drug Administration
Silver Spring MD 20993
DMF 27321 |
: DMF ACKNOWLEDGEMENT-REGULAR _
CHUNG JIN BIOTECH CO., LTD. |

Attention: CHOUL GOO, KIM, CEQ
#309 HBI, HANYANG UNIV,, 1271 SA3-DONG _ _
SANGROK-GU, ANSAN-SI, GYEONGGI-DO, KOREA (426-1’_73)

Dear Choul Goo, Kim,

The bed and DrJ;Aa;hi_r;istrétion ééknoWléc.‘l.géswré(-:eipt of the following Drug Masfer File (DMF)
submission: . .

DMF Number Assigned: 27321

Date of Submission: JUNE 28, 2013

DMF Type: I

Subject (Title): PURIFIED BEEVENOM as manufactured in GYEONGGI-DO,
Holder: , - CHUNG JIN BIOTECH CO., LTD,

Submitted by: CHUNG JIN BIOTECH CO., L.TD.

Agent: ‘ J.S. CHEM INTERNATIONAL CO.

All s.ubseqliént -corrésponde_nce to this DMF should be identified with the information as provided
above and, if in paper, should be submitted in duplicate to the following address: .

Food and Drug Administration

Center for Drug Evaluation and Research
Central Document Room '

Drug Master File Staff -

5901-B Ammendale Road-
Beltsville MD 20705-1266

Subsequent electronic submissions on disc should be submitted to the same address. Subs'equent
electronic submissions can also be submitted through the Electronic Submission Gateway.

Your DMF will be reviewed only in connection with a New Drug Applications, Abbreviated New
Drug Application, Investigational New Drug Application, Biological License Application, New
Animal Drug Application, Abbreviated New Animal Drug Application, Investigational New Animal
Drug Application, or DMF it is intended to support when.a Letter of Authorization is submitted to the
DMEF.. : - _

Youare responsible for compliéhce with. 21 CFR3_14.420. Sée “The Guideline for Drug Master Files” -
hitp://www.fda.gov/Drugs/DevelopmentA pprovalProcess/F ormsSubmissionRequirements/DrugMaster
FilesDMFs/ucm073 164.htm . : - '
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You are required to submit all changes in information regarding the DMF (21 CFR 314.420(c)). In |
particular the FDA must be notified of any changes in the holder name or ownershlp and/or the agent
and/or the name of the contact person.

The types of information to be submltted may be found at the DMF Web S]te www fda. gov/cdcr/dmf
See “Submission of Amendments, Annual Reports, and Letters of Authorization.

You are expected to:

‘¢ Adhere to the statement of commitment you have prov1ded
e Provide the following submissions to the DMF:

a. Letters of Authorization (LOAS) granting permission to a third party (authorized party)
to reference the DMF and for FDA to review the DMF. Listing an authorized party in
the Anfitial Repott (see below) is not snfficient to authorize that party to reference the
DMEF.. Submission of a copy of the I.OA to the authorized party without submitting the
original LOA to the DMF is also not sufficient to authorize that party to reference the
DMF.

b, Annual Reports to the DMF containing:

1. Date(s) of the amendment(s) reporting changes since the last Annual Report or
the original DMF filing date, whichever is most recent or a statement that no
- amendments have been submitted since the last Annual Report or the original
DMF filing date, whichever is most recent.

ii. - A complete list of all parties authorized to make reference to the DMF,
identifying by name, reference number, volume, date, and page number the
information that each person is authorized to incorporate and the date of the
LOA or a statement that there are no Authorized Parties.

iii. A list of all parties whose authorization has been withdrawn, if applicable.

Submissions containing muitiple types of information ¢.g. admlnlstratlve changes, an annual report, or

changes in technical information should specify the d1ffercnt types of information in the header in the
cover letter. :

Ifyou submltted an LOA without the DMF number with the orlgmal submlssmn please resubmit the
LOA with-the DMF number. : S

If you have any questions, please email dmfquestion@cder.fda.cov

Sincerely,

{See appended electronic signature page}
Vathsala Selvam '

Records Quality Assurance Specialist
Immediate Office

Office of Pharmaceutical Science -
Center for Drug Evaluation and Research
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CC: :
J.S. CHEM INTERNATIONAL CO.
GRACE KIM, CEO

4231 MARKHAM ST. # 208
ANNANDALE, VA 22003
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This is a representation of an eleétronic record that was signed
electronically and this page is the manifestation of the electronic
signature. | _ '

Is/

SCOTT E'ZEISS
07/25/2013
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