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FDA Warning Letters on Quality
- 2|AHE: Kyowa Hakko Bio Co., Ltd. (Japan)
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https://www.fda.gov/downloads/drugs/guidances/ucm070287.pdf.
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1. Kyowa Hakko Bio Co., Ltd (Japan)
2. Appotex Research Private Limited (India)
3. bill Beauty and Health Products Ltd., (Canada)
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Ht# (Risk-based Site Selection Model)

Site

=
[

P

o
[¢)

=2
[S)

o AN Ab

=
[

ot
Ch & 7HOIX| 2 & = M=o oM U8 1K, 55,

2 M
= L=

Hio
1

N

NHo=z

Ql
= O

CDERO| A

N

Selection Model(SSM)

=
—

* H 11 M: https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTo-

bacco/CDER/ManualofPoliciesProcedures/UCM619302.pdf
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