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Certificate of suitability
No. R1-CEP 2000-124 - Rev 10

hokaier:
ANQIU LU'AN PHARMACEUTICAL CO., LTD,
o35,
China-262 100 Angiu City, Shandong Province

Sites] of
8 SEE ANNEX 1

¥
3

10 R1-CEP 2000-124 - REV 09

11 nnzrmnlnmufunlnrwnanmprmumunu\e ing method and
12 (including for this on the site(s) of production fisted in annex, we

13 certify that the quality of the sumnu is suitably controfled Dy the current wversion of the
14 man PARACETAMOL no. 49 of the European Pharmacopoeia, current edition including
15 su|

16 In the last steps of the synthesis acetic acid is used as solvent. Its residual content is limited by
17 the test for loss on drying described in the monograph, with a limit of not more than 0.5%.

18 A risk management summary for elemental Impurities has been provided. (Annex 2)

15 The re-test period of the Substance i 4 years If stored in @ sealed two-layer poiyethylens bag in
20 a weli-closed paperboard drum or in 8 sealed one-laver polyethylene bag placed in &
21 polypropylene bag and protected from light.

22 The holder of the certiicate has dectared the absence of use of matenal of human or animal

25 safety or efficacy of the mbsnmce

26 Manufacture of the substance mmﬁﬁtw Manufacturing Practice
27 and In accordance with the dossier submitted.

28 Failure to comply with these provisions will render this certificate woid.

Adkdress: 7 Alie Kasiner, C3 10006
(rrance)

A0 Sirastours
Tek: +33 (0} 3 88 41 30 30 — e-roast: cepeciamms
R ————

23

a1
az

34

This certificate is r from 22 March 2007 acoording to the provisions of Resolution AP-CS®
(07} 1, and of Directive 2001/B3EC and Directive 2001/B2/EC and any subsequent amendment,
and the related guidefines.

This cestificate has two annexes of 1 page each,

This cestificate has:
lines,

‘On behall of the
Director of EDQM
Strashourg, 11 July 2022
DECLARATION OF ACOESS [t e £ i by

Angiu Lu'an Pharmaceutical Ca., Led., a5 holder of the corficate of sutability

R1-CEF 2000-124 - Rev 10 for Paracetamol

hesnatiy sutharses ...

" {mame or the mharmaceuticsl company)

1t use the abave-mentionad certificate of sultability in suppart of their applicstion(s) for the following
Marketing AUSharsaton{s): {Ame af SrOSUETS) ane marketing murbens), & know)

The halder alsa certifies that no significant changes to the operations as described in the CEP dessier
have been mace granting of this version of

Date and Signature (o the CEF fhokder:

Faga 302

RE

CEPIUEF (FRERBERARSEMIRIFH)
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