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« The exploration of remote inspection of drugs in China began in 2020. Due to the restrictions on
mobility and personnel protection risks caused by the COVID-19, on-site inspection of drugs,
especially overseas on-site inspection, faces many difficulties and is hard to carry out normally. In
response to this challenge, CFDI begun to explore the use of remote inspection methods in the
inspections of overseas pharmaceutical production enterprises. The remote inspection practice in
overseas inspections has partially compensated for the impact of the lack of normal on-site drug
inspections during the epidemic.
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« The remote inspection method has shown some advantages in overseas inspections. After the end of
epidemic control, based on risk assessment, some tasks are still carried out by remote inspection.
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Construction of Procedures

ARSI AREFEIWTIERE TFISERE, RETUREEL 7 —RIBXEIERE, 8!
To ensure the standardized implementation of overseas remote inspection, CFDI has
explored and established a series of relevant procedures, including:
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Inspection notice
and a list of required
documents will be
sent out 40 days
before inspection
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The inspection team will
spend 3-5 days to
conduct document checks
and video checks, base
on the findings ,further
documents may be

requested.
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Defects list will be
sent out within 20
working days after

the inspection, and if
the enterprise has

any objections, it can
provide feedback
within 10 working

days
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The enterprise
should submit
CAPAs in 50
working days
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Based on the CAPAs
submitted by the
enterprise, the
conclusion may be
either compliant,
compliant after
rectification, or non
compliant
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Basic information
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1 Kagamiishi Plant, Nipro Pharma Corporation Japan
2 Dr.Reddy"s Laboratories Limited India
3 Gilead Sciences Ireland UC Ireland
4 Wyeth Lederle S.R.L. Ttaly
5 Pfizer Ireland Pharmaceuticals Treland
6 JW LIFE SCIENCE CORPORATION South Korea
7 Vianex S.A.—Plant C Greece
8 WSERIZG) Hong Kong
9 UCB Pharma S.A. Ttaly
10 Pharmacia & Upjohn Company America
11 Sun Pharmaceutical Industries Limited India
12 GlaxoSmithKline (Ireland) Limited Poland
13 Cephalon Inc. Netherlands
14 Hetero Labs Limited India
15 Pfizer Limited Germany. Ireland
16 CHEPLAPHARM Arzneimittel GmbH Denmark
17 ALMIRALL,S.A. Spain
18 Sandoz Inc SLOVENTA
19 Hetero Labs Limited India
20 BIOTON S.A. Poland
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Avoid the complex
1 procedures for going IiAETRENY
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Poor communication
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3 AT IR Limited depth problem
Inspection can be / confirmation

carried out in a timely
manner
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Remote inspection cannot replace on-site inspection. Based on the type of inspection, technical
means, and the degree of electronic data in the enterprise, remote inspection can be carried out in a
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Thanks for your attention EXi57 |
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Safeguard the public health as our beloved ones!
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