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New Laws and Regulations on Medical Care Field
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The Rules on the Review of Production Licensing for Health Foods (Draft for Comment)
AT ERE Enacted details

(1) AT Promulgated authority: the China Food and Drug Administration
(2) A H ¥ Promulgation date: May 4,2016
(3) #% 1k H ¥ Expiration date: June 4, 2016
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In order to standardize production licensing for health foods and strengthen the supervision and
administration over quality and safety of health foods, the China Food and Drug Administration
("CFDA") has drafted the Rules on the Review of Production Licensing for Health Foods (Draft for
Comment) (the "Rules") for public comments by June 1, 2016.

The Rules specifies that the CFDA shall formulate the standards and procedures for the review of
production licensing for health foods, and direct the review of production licensing for health foods
by provincial food and drug administrations. The provincial food and drug administrations shall
establish the process of review of production licensing for health foods and organize the review of
production licensing for health foods in their respective jurisdictions. Technical review departments
shall organize technical review work related to production licensing for health foods, such as review
in written form, on-site verification and license inspection, etc., select, train, assign and manage
relevant examiners, and carry out the review of production licensing for health foods in written form.

3. TG Details: (ol veari f i R R )

The Rules on the Review of Production Licensing for Health Foods (Draft for Comment)
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The Amendment to Regulations on the Supervision and Administration over Medical
Devices (Draft for Review)

1. AR HENE Enacted details

(1) MiAEHRT] Promulgated authority: The General Office of the State Council
(2) &4 HH#H Promulgation date: May 4, 2016
(3) 1k H Y Expiration date: June 4, 2016

2. JREFRIE Related content
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On May 4, 2016, the Legislative Affairs Office of the State Council promulgated the Amendment to
Regulations on the Supervision and Administration over Medical Devices (Draft for Review) (the
"Draft for Review") for public comments by June 4, 2016.

The Draft for Review proposes that no medical institution may be equipped with or use large medical
equipment without permission, so as to prevent the change from "hospital operations depending on
drug sales" to "feeding hospitals with charges for equipment"”. The State will formulate a plan for
allocation of large medical equipment and implement hierarchical allocation licensing for large
medical equipment by items. A medical institution shall be equipped with large medical equipment
according to such plan, and have matching technical conditions, using ability and supporting facilities
as well as professional technical personnel with the corresponding qualifications.

The Draft for Review specially stresses that where a user of medical devices fails to reasonably use
large medical equipment in accordance with the rules for diagnosis and treatment, and cannot
guarantee medical quality and safety, it may be fined not more than CNY20,000; if the circumstance is
serious, it will be ordered to suspend production or operation and stop using such equipment until its
license for allocation of large medical equipment is revoked by the original issuing department.

3. B Details: (s st BT R AHIE ER GEFRD ) 4

The Amendment to Regulations on the Supervision and Administration over Medical Devices (Draft for Review)
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The Law and Regulations on Pharmaceutical Enterprises of Unfair
Competition
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v'  Please feel free to contact us if you have any further request.
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