DNV
Matified Body Confirmation Letter Reference: CT15728

Te i il fay Gonoam,

Confirmetion of the status of a formal application, written agreement, and appropriae
survaillance in the framewark of Regulation EU 20ERE0T amending Regulations [EL)
2017745 and |EL) 201 7/746 as regards the transiicnal provisions for cerain medical
devices and in vitro diagnostic medical devices

Thiss latter confims that, DNV Product Assurance A%, a Notded Body (M| designaled against
Fagulston (EL 2017745 (MDR) &nd identifisd by the number ME 2480 on MANDD, kas received
a lormal application i accordance wilh S&0tion 4.3, inl subparagraph of Aanex W of MOR ard
haa aignad & wiillen Sgraemant in acconianca with Saclion 4.3, second subganagraph of Annee
Wil of MIOR with tha folgwing manulaciunar

Sleritast - Sterdizaton & Disinfection Syslema, LDA
Parqua Emgrasanal do Faddo N7 11,

B4E-343 Bolicas, Forugal

S5RM Humber {if avaiable): PT-MF-00001 2425

The devices covered by the formal application and the written agreemient mentioned abave ars
ianlilisd in he Tablas bakow. Table 1 idendhias the dacas T which an MOR applicslan has
Laen feceived, wiillen agraaimient condleded and i whedh e MB I8 a0 respanaibs for
Bpprupriata sursailance of e coreaponding devices under the sppicable Diradive. Table 2
kantitias e devices for which an MDR application has Dean recahad and 8 weitlan egrasmss
cancided, ks dhe Rl Rar ool gel sbas e sepennkibhy for appeoprass monimiianes of @
caresponding devicas under The applcabka Directve,

In el ceesil o diavicss covangd by certificates imsued 1ndar Dirciie S3M2EES (MDD that
eapired afier 28 May 2021 and bedore 20 March 2023, withoul having been withdrasm, this letier
alsa sonlirms (hat e marutaciunes sgned [he wrillen agresment under BMOR By e daba of MDD
cemficele axpiry; of provided svdencs Ful 8 compstan] awhaiily of 8 Member Sale had gramed
B ded ogeaion of axamgiion Tnom the appicable conlormity ssasaemant proceduna in ACCOFTENGS
with firficle 85 1) of MO® or Adide 97(1] of the MOR respectively, by e 20 8ar 2023 for the
relevant devices.

The transticn imedines that apply bo the devioss covered by this eSer, subject to e
rearlaciu s corlinusd Sompliancs 1o e ofer condilions spaciSed m Arlicle 120,36 of MOR
s amended by {EU| ZUERGEUT ), ans shorwm beiow:

= 76 May 2066 for Class 1 custom-mada implamable devices

# 51 Decemibar 2027 lor Class I devices and Class Bb imptantable devicoes excluding Well-
establbshed lechrologies (WET - sulures, stapkes, denlal lilings. dankal bracss. toolh
CITWTS, SCIPWE, wRipes, plabes, wims, pins, clips, and connaciors)
1 Drecemiper 2020 Tor olhver Clags 11 devicoss, Class |la, Cless | devices phaded on lhe
rrarkat in glenle condition of have 8 measuning luncion
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DNV

EC CERTIFICATE
Full Quality Assurance System

Comoatu - el ¢ o e 36wy A2 VAl Ll 57 My S

This Is o certify ihat the mamagement sysbem of

Sterifast - Sterilization & Disinfection System, Lda
Parue Empresarial do Padrao Mo 11-5460-343 Boficas- Porugal

SRR R PR e

has been assessed and fourd To comply win respect to:
the conformity assessment procedure described in Annex Il excluding
section 4 of Council Directive 33M42/EEC on Medical Devices, as

amended
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