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Comments from China on USA Notification

G/TBT/N/USA/214

Requirements for Foreign and Domestic Establishment Registration and Listing for Human Drugs.

Including Drugs that are Regulated Under a Biologies License Application, and Animal Dsugs;

Proposed Rule
Dear Sir or Madam,

We appreciate the opportunity to submit comments on this regulation proposed by
Food and Drug Administration (FDA), USA.

Enclosed please find comments in English and Chinese.

Please acknowledge receipt of comments by e-mail to thti@aqsiq.gov.cn.

Thank you very much in advance for Food and Drug Administration (FDA) taking our

comments into consideration.

Best regards

: %
Lo Ll
Guo LiSheng
Deputy Director General
China WTO/TBT National Notification & Enquiry Center
No. 9 Ma Dian Dong Lu, Hai Dian District, Beijing
Post Code: 100088
Tel: 86-10-82260611/0618
Fax:86-10-82262448
E-mail: tht{glaqsig.gov.cn
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COMMENTS FROM CHINA ON USA NOTIFICATION
G/TBT/N/USA/214 |

- Requirements for Foreign and Domestic Establishment Registration and Listing for Human Drugs,

Inctuding Drugs that are Regulated Under a Biologics License Application, and Animal Drugs;

Proposed Rule

The government of China appreciates the opportunity to comment on ihis notification.

1.We suggest that FDA of the USA arrange a reasonable transitional period for drug

enterprises in China.
2. 1t is proposed that FDA supply enquiry services to drugs enterprises in China after

related regulations being promulgated.

Comments in Chinese are as below:
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