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CERTIFICATE OF A PHARMACEUTICAL PRODUCT
(ETEREHGE EHS )

(Pharmaceutical Product Approved in China)

This certificate conforms to the format recommended by the World Health Organization.

ZAF RSt 5 PR (WHO) HEF IR

IEH% 5 H3:

Certificate No. Y

BE I E A X R ERE K | ey,

THBIX) A% A0 A FF]

Importing Country /Region

(Requesting Country WY

/Region)[Not disclosed to the

public]
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Name and Dosages Form of the

Product P
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Active Ingredient(s) and

Strength[Not disclosed to the
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For complete composition

including excipients, see
attached[Not disclosed to the B
public]
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Is this product strength licensed e (Yes)
to be placed on the market for
use in China
2 A R C A AE P
i3 LA 52l (Yes/ No)

Is this product strength actually
on the market in China
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Number of product license
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s
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Product-license holder(name ’
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If the license holder is not the
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address of the manufacturer | il
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Does the certifying authority | = (Yes)
arrange for periodic inspections
of the manufacturing plant in
which the dosage form is
produced
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Periodicity of routine
inspections (years)
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Has the manufacture of this
type of dosage form been
inspected

£ (Yes)
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Do the facilities and operations
conform to GMP as
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/
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Does the information submitted
by the applicant satisfy the
certifying authority on all
aspects of the manufacture of
the product

& (Yes)
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This is to certify that the above product(s) comply with the relevant standards of the P. R. China,
have been registered and authorized to be sold in China. The exportation of the product(s) is not
restricted.
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CERTIFICATE OF A PHARMACEUTICAL PRODUCT
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(Unregistered Strength of the Pharmaceutical Product Approved in
China)

This certificate conforms to the format recommended by the World Health Organization.
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Is this product strength licensed | 75 (No)
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Does the information submitted
by the applicant satisfy the
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the product
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This is to certify that the above product strength (s) is not registered in China and not authorized to
be placed in China. The exportation of the product strength is not restricted.
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registered in China
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The product has been developed exclusively for the treatment
of diseases outside of China
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its stability under specific conditions outside of China
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Does the certifying authority
arrange for periodic inspections
of the manufacturing plant in
which the dosage form is
produced
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Has the manufacture of this type
of dosage form been inspected
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Do the facilities and operations
conform to GMP as
recommended by the World
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the product
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This is to certify that the above product(s) is not registered in China and not authorized to be

placed in China. The exportation of the product(s) is not restricted.
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