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Manufacturer's declaration to extend the

validity of the declaration of conformity.
SNR 000009900

To whom it may concern,

PRISMAN GmbH has made use of the possibility of extending the validity described in more
detail in the amendment to Regulation (EU) 2017/745 by Regulation (EU) 2023/607 and has
received the necessary letter of confirmation (50681-Col-00, Rev.0) from DEKRA Certification
GmbH (CE 0124) as Notified Body.

For the medical devices covered by the letter of confirmation in accordance with the EC
certificate pursuant to Directive 93/42/EEC Annex Il without Section (4) Appendix No. 50681-
17-05 and No. 50681-16-04, valid until 2024-05-26, the following validity extensions apply with
immediate effect:

- 31 December 2028 for other Class Ilb devices, Class lla, Class | devices placed on
the market in sterile condition or have a measuring function

- 31 December 2028 for devices not requiring the involvement of a
notified body under MDD but requiring it under MDR (e.g., class |
devices that qualify as reusable surgical instruments)

The letter of confirmation covers all products listen in the annex.

Kind regards

Dr. Simone Sartorius-Neef
Lorsch

2024.05.17

17:01:21

+02'00'

Dr. Simone Sartorius-Neef, QMR

Geschaftsfuhrer: Stephan W. Metzger « Amtsgericht Darmstadt - HRB 101102 « USt-IdNr./VAT-No. DE 335652418
Bankverbindungen: Volksbank Darmstadt Mainz eG - IBAN: DE57 5519 0000 0037 9380 16 - SWIFT-BIC: MVBMDES5

Sparkasse Starkenburg « IBAN: DEO8 5095 1469 0003 0324 39 « SWIFT-BIC: HELADEF1IHEP « EORI Nummer: DE666162062011039
Unsere allgemeinen Geschdftsbedingungen finden Sie unter www.prisman.de.
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Annex to Notified Body Confirmation Letter 50681-CoL-00, Rev. 0

Table 1: Devices covered by this letter and for which the notified body DEKRA Certification GmbH is also
responsible for appropriate surveillance of the corresponding devices under the applicable Annex MDD:

Instrumentendesinfektion

EU-certificate acc. to Anx. Il excl. section 4 MDDNo.

: 50681-16-04, valid

RSD 600 inklusive
Desinfektionstiichern

until 2024-05-26 with Annex: 0 dd. 2019-05-28

E:::SZI:((I)\;I]E) D200 cone. | 11b until 2024-05-26 with Annex: 0 dd. 2019-05-28
Instrumentendesinfektion b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
FINISH, ID 710 until 2024-05-26 with Annex: 0 dd. 2019-05-28
Lnéwg)i?ztitﬂgsg:ztmn " EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
! until 2024-05-26 with Annex: 0 dd. 2019-05-28
IDP 400 conc.
Instrumentendesinfektion . . .
POW(D)ER HIGH Konz., b EU-Fertlflcate acc. 'Fo Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
until 2024-05-26 with Annex: 0 dd. 2019-05-28
IDP 700 conc.
Instrumenten
Desinfektionsreiniger b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
SOLIDSEPT Konz., IC 270 until 2024-05-26 with Annex: 0 dd. 2019-05-28
conc.
L”;;\‘/’Imztsfgsigiktlg” " EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
470 ! until 2024-05-26 with Annex: 0 dd. 2019-05-28
Ln;;\:mmts:gj:iz;e;tlﬁ; b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
! until 2024-05-26 with Annex: 0 dd. 2019-05-28
770 conc.
Instrumentendesinfektion - . .
VIREX BASIC Konz.. ID 200 b EU—Fertlflcate acc. t.o Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
conc. ! until 2024-05-26 with Annex: 0 dd. 2019-05-28
I\Zitg;n:”eg:'e;g:?nlfgsggn b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
coc. ! until 2024-05-26 with Annex: 0 dd. 2019-05-28
EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
Bohrerbad PLUS, DB 400 | Iib until 2024-05-26 with Annex: 0 dd. 2019-05-28
EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
Bohrerbad HIGH, DB 700 | 1ib until 2024-05-26 with Annex: 0 dd. 2019-05-28
EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
Bohrerbad VIREX, DB 700 | 1ib until 2024-05-26 with Annex: 0 dd. 2019-05-28
Egﬁ::nsd;;l;ﬁmﬁn VIREX b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
S until 2024-05-26 with Annex: 0 dd. 2019-05-28
Desinfektionstiicher
Flachendesinfektion VIREX b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
BASIC Konz., SD 200 conc. until 2024-05-26 with Annex: 0 dd. 2019-05-28
Flachendesinfektion VIREX b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
PLUS Konz., SD 400 conc. until 2024-05-26 with Annex: 0 dd. 2019-05-28
Flachendesinfektion VIREX b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
HIGH Konz., SD 700 conc. until 2024-05-26 with Annex: 0 dd. 2019-05-28
;T(;ul;—s\ll)vl:;g?:zhfeknon b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
! . . until 2024-05-26 with Annex: 0 dd. 2019-05-28
Desinfektionstiicher
Sprih- und
Wischdesinfektion MAX, b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
RSD 500 inklusive until 2024-05-26 with Annex: 0 dd. 2019-05-28
Desinfektionstiicher
Sprih- und
Wischdesinfektion MAX, b EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid
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Sprih- und
Wischdesinfektion MED,

EU-certificate acc. to Anx. Il excl. section 4 MDDNo.: 50681-16-04, valid

RSD 700 inklusive b until 2024-05-26 with Annex: 0 dd. 2019-05-28
Desinfektionstiicher
Absauganlagendesinfektio lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
n Konz., SS 400 conc. with Annex: 1 dd. 2019-12-02
Flachendesinfektion Konz., lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
SD 300 conc. with Annex: 1 dd. 2019-12-02
FlachendesinfektionPROTE lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
CT Konz., SD 420 with Annex: 1 dd. 2019-12-02
Flachendesinfektion
RAPID FOAM PLUS, RFD I3 EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
440 inkl. with Annex: 1 dd. 2019-12-02
Desinfektionstiicher
Flachendesinfektion
RAPID FOAM HIGH, RFD lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
740 inklusive with Annex: 1 dd. 2019-12-02
Desinfektionstlicher
AbformdesinfektionPLUS, lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
IM 400 with Annex: 1 dd. 2019-12-02
Abformdesinfektion, IM lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
200 with Annex: 1 dd. 2019-12-02
Mundspilbeckendesinfek- lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
tion SPITOON, SP 400 with Annex: 1 dd. 2019-12-02
Mundspulbeckendesinfek- lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
tion NANO, SPN 700 with Annex: 1 dd. 2019-12-02
SpruhWischdesinfektion, EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
RSD 400 inklusive lla .

. . .. with Annex: 1 dd. 2019-12-02
Desinfektionstiicher
Atzgel lla Eq—certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26

with Annex: 1 dd. 2019-12-02

Silanisierungsliquid lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26
SILANO with Annex: 1 dd. 2019-12-02
Flachendesinfektion BASIC lla EU-certificate acc. to Anx. V MDDNo.: 50681-17-05, valid until 2024-05-26

Konz., SD 200 conc.

with Annex: 1 dd. 2019-12-02
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