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2675-1 Nishikata, Koshigaya-shi, Saitama, Japan
_ Deﬁqg_ldmﬁ@qt
Sterile UNIEVER Spinal Anaesthesia Needles
Intended Purpose of Dewce
Injection of local anaesthetic into the subarachnoid space in order
to block neurotransmission, reduce pain and relax muscles
withdrawal of cerebrospinal fluid for testing and the intrathecal
injection of medicinal products
has been assessed and certified as meeting the requirements of

Directive 93/42/EEC
on ‘Me_dical Devices, Annex ll, Section 4
Itis certified that the manufacturer's destg'f]bs.ﬁer {and pmduﬁ.mhemappﬁwble)farmeabmede\nne

has been examined and, based on the evidence submitted, it is considered that the device conforms to
i Eneaﬂevam Essential Requirements of EC Directive 93/42/EEC.

This certificate is issued in wqundmvdhawﬁﬁm{emhﬁﬂquaﬁtymmsymm
Annex 1], uhldl must be subject wsaﬁsfaduywwsknce audits.

This certficate i valid from 16 December 2019 unm 06 August 2022

Ghangas to labelfing and IFU to add "NRFit” branding

Authorised by

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
£ +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.5gs. com

LPMDS00T - Centificate CE1638 Annex I-4_ENrev. 02

Page 10f1




