Health Products Regulatory Authority o
CERTIFICATE Nﬂmﬂksmzyjas39

CERTIFICATE OF GMP COMPLIANCE OF A M.QNUFACTURER

Part 1
Issued following an inspection in accordance with : [ A,

The competent authority of Ireland confirms the following:
~The manufacturer: Synergy Health Ireland Limited
| Site address: IDA Business & Technology ParkTullamorefa: Gpilg, R3f X865, Ireland

Has been inspected under the national inspection programmeé in/ 9bnpaqﬂon with manufacturing
authorisation no. V10839/00001 in accordang& w1th£ﬂ 44 of"D‘I‘l'ﬁs:hve 2001/82/EC.
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From the knowledge gained during inspection Bft!'u,§ hgnufafturer the latest of which was conducted
on 2021-11-18, it is considered that it compi,!es. with:§

This certificate reflects the status of thé@hﬂpfacmrmg site at the time of the inspection noted above and
should not be relied upon ta reflegbthe cotnpl‘:ance status if more than three years have elapsed since the date
of that inspection. HoweVef, this pagiod, of ¥alility may be reduced or extended using regulatory risk
management princip-légab“j( anntry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presente&.w‘tthﬂh&ages_md both Parts 1 and 2.The authenticity of this certificate may be verified
in EudraGMDP. If it dhe_g hpt ag,pélgr', please contact the issuing authority.

el . 4
I The certificate veferred to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001-82/EC, shall also be required for imports
conting from third countries inta a Member State.

2 Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database
*These requirements fulfil the GMP recommendations of WHO.
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Part 2

1 MANUFACTURING OPERATIONS

14 Other products or manufacturing activity

1.4.2  Sterilisation of active substance/ excipients/ finished product
1.4.2.4 Chemical
1.42.6 Electron beam

1.6 Quality control testing
1.6.2  Microbiological: non-sterility

1.6.3 Chemical/Physical

Clarifying remarks (for public users)

1.4..2.4 relates to sterilisation using Ethylene oxide. Referénce to 1.2 and 1.6.3 refers to biological
indicator testing and chemical residuals testing, respegtively. ;@'1 RA does not routinely issue hard

copies of GMP certificates. the authenticity gf GM ay be verified on the EudraGMDP
database.

2021-12-09 Name and signature of the authorised person of the

Competent Authority of Ireland
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