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6 Guojing Road
7  Lantang Town, Zl]in oun
8 China-517 447 Heyua

9  Site(s) of production:
10 SEE ANNEX 1

11 US CERTIFICATE

12 02

13  After examination of the information’ ps® pn the manufacturing method and subsequent
14  processes (including purification) for is 'stipsts n the site(s) of production listed in annex, we
15 certify that the quality of the su ly. controlled by the current version of the
16  monograph CEFUROXIM ' { @yropean Pharmacopoeia, current edition
17  including supplements iTg, i / th ’ est(s) mentioned below, based on the

18  analytical procedure

19 Any unspecified impuri - substances of the monograph is

20 limited to no than 0.10%.
2t - Testfo IlOWing impurity by GC-MS/MS : (Annex 2)
22 o /VNitfos ylamine (NDMA) not more than 0.08
2 — Tests for residual solvents by gas chromatography

4 Ethyl’acetate not more than 5000 ppn“iw,» (Annex 3)
25 imethylacetamide not more than 1090 ppm * (Annex 4)
26 A risk management summary for elemental impurities has been provided.
27 - Test for physical characteristics by microscopy
28 Crystallinity amorphous

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 — e-mail: cep@edgqm.eu
Internet: https://www.edgm.eu
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The re-test period of the substance is 36 months if stored in double polyethylene bags, placed
in a cardboard drum.

rh ,g:ij@}mitted dossier must be updated after any significant change that may alter the quality,

rgfﬁcacy of the substance.

h’x;f the substance shall take place in accordance with the Good Manufacturing Practice

: ﬁath/ce with the dossier submitted.
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th these provisions will render this certificate void. ‘ C
This certif’iﬁs_m‘:e‘X rer _,\wed from 17 May 2023 according to the pgvisiofis of lution
AP-CSP (07):;' and f Directive 2001/83/EC and Directive 2001/82/EC & ubsequent

Six an , the first of 1 page, the second, the thir fourth of 2 pages
each, the fifth of 1 pagy
This certificate has:

lines.

%
bt

(name of the pharmaceuticaf: ,

The holder also certifies that no significant changes to the operations as described 11 ‘ 5S
have been made since the granting of this version of the certificate. 5 qs ety

Date and Signature (of the CEP holder):
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