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CERTIFICATE OF A PHARMACEUTICAL PRODUCT

(SEPEHUE EHZ5m)

(Pharmaceutical Product Approved in China)

This certificate conforms to the format recommended by the World Health Organization.
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auisanc Soseges SOmL 0L e ol #3L: Fludarabine Phosphate for Injection,Lyophilized Powder for Injection
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Active Ingredient(s) and Strength[Not disclosed —
to the public] #L: Fludarabine Phosphate,50mg
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Is this product strength licensed to be placed & (Yes )
on the market for use in China
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Is this product strength actually on the Yes
market in China
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LA :Cisen Pharmaceutical Co., Ltd.
Manufacturer or Product-license holder iy
(name and address) LR .

Address ﬁi Tongji Tech-Industry Garden, Jining High&New Technology Ind. Development Zone, Jining, Shandong
* Province,China.
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Does the certifying authority arrange for & (Yes )
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 & (Yes)
been inspected
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Do the facilities and operations conform to GMP
as recommended by the World Health Organization
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Does the information submitted by the B (Yes )

applicant satisfy the certifying authority on all
aspects of the manufacture of the product
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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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This certificate remain valid until
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July 5th,2025
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