Certificate of Pharmaceutical Product
75 o ik BH 1

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

HAE R AR EAEBLH (WHO) HIERF

No. of Certificate: CoPP-K1.-202401

EH5: CoPP-KL-202401

Exporting (certifying country): P.R. China

WHE GMEEHMER) « FRARKHE

Importing (requesting country): Molidova

HOE GRHERMEZR « BERZE

1. Name and dosage form of the product: Paclitaxel for Injection {Albumin Bound). powder for dispersion for infusion

Lo P AMRARE. EAREEE (GRAHEET) . HHH

1.1 Active ingredient(s) and amount(s) per unit dose: _Paclitaxel 100mg

11 GRSy (RERZ) IR, S48 100mg

For complete composition including excipients: Each vial contains 100 mg of Paclitaxel and about 900 mg of Human Albumin
AIETRIENEELFER: SESEEE 100me A A M E 8 H 2 900m

1.2 Is this product licensed to be placed on the market for use in the exporting country? Yes

12 X aRERETFnEROETR LER? 2

1.3 Is this product actually on the market in the exporting country? _Yes

1.3 X—FhEGEAEHDEWS LEH? &

If the answer to 1.2. is yes, continue with section 2A and omit section 2B,

RN 1.2 FEER R R, GRERINS 2A EE4Y, HNE 2B #55).

If the answer to 1.2 is no, omit section 2A and continue with section 2B:

R AR 1.2 FIEIERE RN, &% 2A 34, HEHE 2B ¥4

2.A.1. Number of produet licence and date of issue:

2 AP P EHE R SRS A0 58 R B -

GYZZ H20203443  Aug, 17. 2020

EZ5HEF H20203443 2020 £E 8 H 17

2.A.2. Product licence holder (name and address):

A2 BFTIERA A CERRAND .

Hunan Kelun Pharmaceutical Co., Lid.

Site address: Kangwang Industrial Park, Yueyang Economic and Technological Development Zone, Hunan Province, P. R. China
e AHMERIZH IR A, A : IR PR REEE T
2.A.3. Status of product licence holder: (a/b/c) a. manufactures the dosage form
2A3FERITANERE AR (able) o EFFHEAEA

a: manufactures the dosage form;

b: packages and/or labels a dosage form manufactured by an independent company; or

¢: is involved in none of the above.

a EFEEARAN b ARIEFENHMAE o EafbMHEMAAF

2.A.3.1. For categories b and ¢ the name and address of the manufacturer producing the dosage form is: /

2A3.1 RTEA b Mo, EFERFIFERY KERMEHER: /

2.A.4. Is a summary basis for approval appended? No

2A4ZTGHET R EHIGEME? _F

2.A.5. Is the attached, officially approved product information complete and consonent with the licence? _Not applicable
2ASFTM S BN RERRTEEF SHHE LHEE—F0 £EA
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Reason: MoldSign Signature
Location: Moldova




2.A.6. Applicant for certificate, if different from licence holder (name and address): /

2ZAGIERHIFEN (ZFHAMELD) , WRSETIERE ALR: /

2.B.1. Applicant for certificate (name and address): OMIT

2.B.1 GEFRFAN (EFRFMAE) o HIE

2.B.2. Status of applicant: (Key in appropriate category as defined in footnote): _Not applicable

2.B.2. HIEARRM: ALEA

2.B.2.1. For categories (b) and (c) the name and address of the manufacturer producing the dosage form is: Not applicable
2.B2.1. XFFRA] b A e, EFTEEITRE) R AFMMALR: TEM

2.B.3. Why is marketing authorization lacking? Not applicable

2.B3. AftA#D EHEFT? L&

2.B.4. Remarks: Not applicable

2BA4. &iE:_FiEH

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?
Yes

3. RAERIHRE BEIVR G b £ /b s i L T s e _ 2

If not or not applicable, proceed to question 4,

MREFHERAER, SEEZRE 4.

3.1. Periodicity of routine inspections (years): Half a year

SIEMRERMEN (L) « _FF

3.2. Has the manufacture of this type of dosage form been inspected? _ Yes

3.2 B EFE L TR EE? _&

3.3 Do the facilities and operations conform to GMP as recommended by the World Health Organization? _ Yes

334 KB RMARERT &M GMP? _ £

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product:
Yes

4. PHEARZTMERRATESREFWHEHERL 7 RIENMNER? _&

If no, explain:

MBS, W AR

This certificate remains valid for two years.

AT R &

Address of certifying authority:

Yueyang Market Supervision Administration;

No. 72 Qingnian Middle Road. Yueyang City, Hunan Province. P. R. China 414000
RAEHL bk
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B Signature: § l HiF: Telephone number: +86 730 8843703

%EE5HM: Stamp an\‘*\iéte ZJW\ ¢ ,7 f5E:  Fax number: +86 730 8852890
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