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QUALITY SYSTEM

EC-CERTIFICATE

Directive 93/42/EEC

Manufacturer: Chemi-Pharm AS
Ténassilma tee 11
Ténassilma, Saku vald,
Harju maakond 76406
Estonia

Coverage of Certificate: Design, manufacture and final inspection

Product category: Disinfectants for medical
instruments and medical surfaces

Valid until: 27 May 2024

The manufacturer’s quality system for the design, manufacture and final inspection of
the aforesaid product category has been evaluated and meets the provisions of Council
Directive 93/42/EEC as set out in Annex II Section 3. This approval is valid until the
expiry date provided that the manufacturer fulfils the obligations imposed by Annex II -
in Directive 93/42/EEC. Products covered by the certificate are specified in the
attachment(s).

Valid from: 11 September 2019

Olli Kakkonen

Notified Body no. 0537:

Eurofins Expert Services
Kivimiehentie 4

FI-02150 ESPOO, FINLAND

Certificate no.
C-01-1215-699-19

v.1.1/10.9.2018
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Attachment 1 to the Certificate number: C-01-1215-699-19

Manufacturer: Chemi-Pharm AS
T#nassilma tee 11, Ténassilma, Saku vald, Harju maakond 76406
Estonia
Activity and Design, manufacture and final inspection of disinfectants for medical
product category: | instruments and medical surfaces.
GMDN-code(s): 47631, 58077
Products: The certificate covers the following products:
Name Brand name Class
Disinfectant for invasive CHEMIHYD DES 1Ib
medical instruments
Disinfectant for invasive STERISEPT IIb
medical instruments
Disinfectant for invasive STERISEPT — Ready to Use b
medical instruments
Disinfectant for invasive STERISEPT INSTRU IIb
medical instruments
Disinfectant for invasive STERISEPT WIPES b
medical instruments
Disinfectant for invasive CHEMIDES PULVER 1Ib
medical instruments
Disinfectant for non-invasive =~ BACTICID ITa
medical surfaces
Disinfectant for non-invasive ~ BACTICID WIPES Ila
medical surfaces
Disinfectant for non-invasive =~ DES INSURANCE Ila
medical instruments
Disinfectant for non-invasive =~ ALKADENT Ila
medical instruments
Disinfectant for non-invasive =~ ACIDENT Ila
medical instruments
Disinfectant for non-invasive =~ CLEAN FOAM Ila
medical surfaces
Disinfectant for non-invasive =~ WHITEWASH DES MD Ila
medical surfaces
Disinfectant for non-invasive =~ CHEMISEPT WIPES MD Ila
medical surfaces

Eurofins Expert Services is Notified Body no. 0537 under Council Directive 93/42/EEC.

EUROFINS EXPERT SERVICES

Medical Devices
Kivimiehentie 4
FI-02150 ESPOO, FINLAND

Business ID FI22975132

v.1.1/10.9.2018
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Attachment 1 to the Certificate number: C-01-1215-699-19

Name Brand name Class
Disinfectant for non-invasive =~ CHEMISEPT MD IIa
medical surfaces

Disinfectant for non-invasive =~ SMELL NET MD IIa
medical surfaces

Disinfectant for non-invasive =~ STERIDENT 1Ia
medical surfaces

Disinfectant for non-invasive =~ CHEMIPHARM DES New Ila
medical surfaces MD

Disinfectant for non-invasive =~ CHEMISEPT HF IIa
medical surfaces

Disinfectant for non-invasive =~ STERISEPT FORTE IIa
medical surfaces

Disinfectant for non-invasive =~ BACTICID AF IIa
medical surfaces

Disinfectant for non-invasive =~ STERISEPT PLUS Ila
medical surfaces

Disinfectant for non-invasive =~ BACTICID AF WIPES JIE

medical surfaces

Date: Valid from: 20 December 2019

Olli Kakkonen

This attachment 1 supersedes the previous attachment 1 signed 11 September 2019.

Eurofins Expert Services is Notified Body no. 0537 under Council Directive 93/42/EEC.

EUROFINS EXPERT SERVICES
Medical Devices

Kivimiehentie 4
FI-02150 ESPOO, FINLAND Business ID FI22975132

v.1.1/10.9.2018




Vertimas is angly kalbos

/Logotipas: Eurofins /Logotipas: FINAS
Expert Services/ Finnish Accreditation Service
S021 (EN ISO/IEC 17021-1)/

KOKYBES SISTEMA

EB SERTIFIKATAS

Direktyva 93/42/EEB

Gamintojas: Chemi-Pharm AS
Tanassilma tee 11
Tanassilma, Saku vald,
Harju maakond 76406

Estija
Sertifikato taikymo sritis: Projektavimas, gamyba ir galutiné patikra
Produkty kategorija: Dezinfekantai medicininiams instrumentams

ir medicininiams pavirSiams
Galioja iki: 2024 m. geguzés 27 d.

Anksciau nurodytos kategorijos produkty projektavimui, gamybai ir galutinei patikrai
taikoma gamintojo kokybés sistema buvo jvertinta ir atitinka Tarybos direktyvos
93/42/EEB nuostatas, nustatytas Il priedo 3 dalyje. Sis patvirtinimas galioja iki
galiojimo pabaigos datos, su salyga, kad gamintojas vykdys jsipareigojimus, nustatytus
pagal 93/42/EEB direktyvos Il prieda. Produktai, kuriems taikomas Sis sertifikatas, yra
nurodyti priede (-uose).

Galioja nuo: 2019 m. rugséjo 11 d.

/ParaSas/ /ParaSas/
Riina Uusmies /Antspaudas: Olli Kakkonen
Sertifikato Nr. Elng(;\tlizsté%e/rt Notifikuotosios jstaigos Nr. 0537:

Eurofins Expert Services
C-01-1215-699-19 Kivimiehentie 4

FI-02150 ESPOO, SUOMIA

v.1.1/10.9.2018
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Priedas Nr. 1 prie sertifikato Nr.: C-01-1215-699-19

Gamintojas: Chemi-Pharm AS
Téanassilma tee 11, Ténassilma, Saku vald, Harju maakond 76406
Estija
Veikla ir produkto Dezinfekanty medicininiams instrumentams ir medicininiams pavirsiams
kategorija: projektavimas, gamyba ir galutiné patikra
GMDN kodas (-ai): 47631, 58077
Produktai: Sertifikatas taikomas Siems produktams:
Pavadinimas Prekes zenklas Klase
Dezinfekantas invaziniams CHEMIHYD DES b
medicininiams instrumentams
Dezinfekantas invaziniams STERISEPT b
medicininiams instrumentams
Dezinfekantas invaziniams STERISEPT - Ready to Use Ib
medicininiams instrumentams
Dezinfekantas invaziniams STERISEPT INSTRU b
medicininiams instrumentams
Dezinfekantas invaziniams CHEMIDES PULVER b
medicininiams instrumentams
Dezinfekantas invaziniams STERISEPT WIPES b
medicininiams instrumentams
Dezinfekantas neinvaziniams BACTICID lla
/Antspaudas: medicininiams pavirSiams
Eurofins Expert Dezinfekantas neinvaziniams BACTICID WIPES lla
Services OY/ medicininiams pavirSiams
Dezinfekantas neinvaziniams CHEMIDES PULVER lla
medicininiams pavirSiams
Dezinfekantas neinvaziniams DES INSURANCE lla
medicininiams instrumentams
Dezinfekantas neinvaziniams ALKADENT lla
medicininiams instrumentams
Dezinfekantas neinvaziniams ACIDENT lla
medicininiams instrumentams
Dezinfekantas neinvaziniams CLEAN FOAM lla
medicininiams pavirSiams
Dezinfekantas neinvaziniams WHITEWASH DES MD lla
medicininiams pavirSiams
Dezinfekantas neinvaziniams CHEMISEPT WIPES MD lla
medicininiams pavirSiams

»Eurofins Expert Services“ yra notifikuotoji jstaiga Nr. 0537 pagal Tarybos direktyvg 93/42/EEB.

EUROFINS EXPERT SERVICES

Medical Devices

Verslo ident. kodas F122975132
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/Logotipas: Eurofins /Logotipas: FINAS

Expert Services/ 2 (2) Finnish Accreditation Service
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Priedas Nr. 1 prie sertifikato Nr.: C-01-1215-699-19

Pavadinimas Prekes zenklas Klasé
Dezinfekantas neinvaziniams CHEMISEPT MD lla
medicininiams pavirSiams

Dezinfekantas neinvaziniams SMELL NET MD lla
medicininiams pavirSiams

Dezinfekantas neinvaziniams STERIDENT lla
medicininiams pavirSiams

Dezinfekantas neinvaziniams CHEMIPHARM DES New lla
medicininiams pavirSiams MD

Dezinfekantas neinvaziniams CHEMISEPT HF lla
medicininiams pavirSiams

Dezinfekantas neinvaziniams STERISEPT FORTE lla
medicininiams pavirSiams

Dezinfekantas neinvaziniams BACTICID AF lla
medicininiams pavirSiams

Dezinfekantas neinvaziniams STERISEPT PLUS lla
medicininiams pavirSiams

Dezinfekantas neinvaziniams BACTICID AF WIPES lla

medicininiams pavirSiams

Data: Galioja nuo 2019 m. rugséjo 11 d.
/Antspaudas:
Eurofins Expert
. Services OY/ 5
/ParaSas/ /ParaSas/
Riina Uusmies Olli Kakkonen

»~Burofins Expert Services* yra notifikuotoji jstaiga Nr. 0537 pagal Tarybos direktyva 93/42/EEB.

EUROFINS EXPERT SERVICES

Medical Devices

Kivimiehentie 4

F1-02150 ESPOO, SUOMIJA Verslo ident. kodas FI22975132

v.1.1/10.9.2018
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Notified body confirmation letter
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in the
framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards
the transitional provisions for certain medical devices and in vitro diagnostic medical devices

This letter confirms that, Eurofins Electric & Electronics Finland Oy, a notified body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 0537 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the following
manufacturer:

Chemi-Pharm AS

Ténassilma road 11

76406 Tinassilma village, Harju county
ESTONIA

SRN Number: EE-MF-000001521

The devices covered by the formal application and the written agreement mentioned above are identified in the
Tables below. Table 1 identifies the devices for which an MDR application has been received, written agreement
concluded and for which the NB is also responsible for appropriate surveillance of the corresponding devices under
the applicable Directive. Table 2 identifies the devices for which an MDR application has been received and a
written agreement concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the
corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 93/42/EEC (MDD) that expired after 26 May
2021 and before 20 March 2023, without having been withdrawn, this letter also confirms that the manufacturer
signed the written agreement under MDR by the date of MDD certificate expiry; or provided evidence that a
competent authority of a Member State had granted a derogation or exemption from the applicable conformity
assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the
20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s continued
compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU) 2023/607), are shown
below:
o 26 May 2026 for Class III custom-made implantable devices
e 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-established
technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates,
wires, pins, clips and connectors)
e 31 December 2028 for other Class IIb devices, Class Ila, Class I devices placed on the market in sterile
condition or have a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring
it under MDR (e.g., class I devices that qualify as reusable surgical instruments)

On behalf of the Notified Body,
Aliisa Siljander

Head of Notified Body; NB-0537
Eurofins Electric & Electronics Finland Oy




eurofins

Eurofins Electric & Electronics Finland Oy

THTR-02-L14, Version 1.0
Valid from: 13.06.2023
24

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive:

Device name under MDR
application

MDR device classification (as
proposed by the manufacturer

If the MDR device is a

substitute device,

MDD certificate reference of
the devices under MDR

and verified at the pre- identification of the application, and the NB
application stage) corresponding MDD device | identification
CHEMIHYD DES Class IIb excluding class ITb | N/A, same device. C-01-1215-699-19 /
implantable non-WET Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)
STERISEPT Class IIb excluding class IIb | N/A, same device. C-01-1215-699-19 /
implantable non-WET Eurofins Electric &

Electronics Finland Oy (at the
time, Eurofins Expert
Services)

STERISEPT — Ready to Use

Class IIb excluding class IIb
implantable non-WET

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

STERISEPT INSTRU

Class IIb excluding class IIb
implantable non-WET

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

STERISEPT WIPES

Class IIb excluding class IIb
implantable non-WET

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

CHEMIDES PULVER

Class 1Ib excluding class ITb
implantable non-WET

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

BACTICID

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

BACTICID WIPES

Class Ila

m

N/A, same device.

/

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

DES INSURANCE

Class Ila

WS EURO/://V
6

?

N/A,
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@
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evice.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

S’V/aoana 5
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ALKADENT

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

ACIDENT

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

CLEAN FOAM

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

WHITEWASH DES MD

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

CHEMISEPT WIPES MD

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

CHEMISEPT MD

Class IIa

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

SMELL NET MD

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

STERIDENT

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

CHEMIPHARM DES New
MD

Class Ila

/DF\NS Eie
[9)

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

CHEMISEPT HF

Class Ila

N/A, same deNice.
«

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)
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STERISEPT FORTE

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

BACTICID AF

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

STERISEPT PLUS

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

BACTICID AF WIPES

Class Ila

N/A, same device.

C-01-1215-699-19 /

Eurofins Electric &
Electronics Finland Oy (at the
time, Eurofins Expert
Services)

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate surveillance of the
corresponding devices under the applicable Directive

Device name under MDR MDR device classification (as | If the MDR device is a MDD certificate reference of
application proposed by the manufacturer | substitute device, the devices under MDR
and verified at the pre- identification of the application, and the NB
application stage) corresponding MDD device | identification
Or
N/A — MDD class I device
N/A N/A - -

Confirmation Letter Revision History

NB internal reference traceable to each version

THTR-02-L08 (NB-1215;20.05.2024)
C-01-1215-699-19, Attachment 1

Revision | Date ol Description of changes
Letter no. 1
THTR-02-L08 (NB-1215; 24.10.2022) . i

1.0 20.05.2024 Initial version
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Notifikuotosios jstaigos patvirtinimo laiskas
Visiems suinteresuotiesiems,

oficialios paraiskos statuso patvirtinimas, rasytinis susitarimas ir tinkamos stebésenos vykdymas pagal Reglamenta ES
2023/607, kuriuo i§ dalies kei¢iami reglamentai (ES) 2017/745 ir (ES) 2017/746 dél pereinamojo laikotarpio nuostaty,
taikomy konkretiems medicinos prietaisams ir in vitro diagnostikos medicinos prietaisams.

Siuo laisku patvirtinama, kad ,,Eurofins Electric & Electronics Finland Oy*, notifikuotoji jstaiga (NB), paskirta pagal
Reglamenta (ES) 2017/745 (MDR) ir pazyméta NANDO numeriu 0537, pagal MDR VII priedo 4.3 skirsnio pirmaja pastraipa
gavo oficialig paraiska ir pagal MDR VII priedo 4.3 skirsnio antraja pastraipg pasira$é raSytinj susitarimg su toliau nurodytu
gamintoju:

,»Chemi-Pharm AS*

Tanassilma road 11

76406 Tanassilma village, Harju county
ESTONIA (Estija)

SRN numeris: EE-MF-000001521

Prictaisai, kuriems taikoma pirmiau minéta oficiali paraiSka ir raSytinis susitarimas, iSvardyti toliau pateiktose lentelése. 1
lenteléje nurodomi prietaisai, dél kuriy gauta MDR paraiska, sudarytas rasytinis susitarimas ir dél kuriy NB taip pat yra
atsakinga uz atitinkamy prietaisy stebésenos vykdyma (pagal taikomg direktyva). 2 lenteléje nurodomi prietaisai, dél kuriy gauta
MDR parai$ka ir sudarytas ra$ytinis susitarimas, ta¢iau dél kuriy NB dar neprisiémé jokios atsakomybés uz atitinkamy prietaisy
stebésenos vykdyma (pagal taikoma direktyva).

Prietaisy, kuriems taikomi pagal Direktyva 93/42/EEB (MDD) isduoti sertifikatai, kuriy galiojimas baigési po 2021 m. geguzés
26 d. ir iki 2023 m. kovo 20 d. ir kurie nebuvo panaikinti, atveju Siuo laisku taip pat patvirtinama, kad gamintojas pasirasé
raSytinj susitarimg pagal MDR iki MDD sertifikato galiojimo pabaigos dienos; arba pateiké jrodymy, kad valstybés narés
kompetentinga institucija iki 2023 m. kovo 20 d. atitinkamiems prietaisams taiké nukrypti leidZianc¢ia nuostata arba iSimtj nuo
taikytinos atitikties vertinimo procediiros pagal atitinkamai MDR 59 straipsnio 1 dalj arba MDR 97 straipsnio 1 dalj.

Toliau pateikiami pereinamojo laikotarpio terminai, taikomi Siame laiSke nurodytiems prietaisams, jei gamintojas ir toliau
laikosi kity MDR 120.3c¢ straipsnyje (su pakeitimais, padarytais (ES) 2023/607) nurodyty salygy:

e 2026 m. geguzés 26 d. — III klasés specialiai sukurti implantuojami prietaisai;

e 2027 m. gruodzio 31 d. — I klasés prietaisai ir IIb klasés implantuojami prietaisai, i$skyrus gerai zinomas technologijas
(WET - sialai, sgvarzos, plombos, breketai, vainikéliai, sraigtai, pleistai, plokstelés, vielos, smeigés, sgvarzos ir
sujungimo priemonés);

e 2028 m. gruodzio 31 d. — kiti IIb klasés prietaisai, Ila klasés prietaisai, I klasés prietaisai, pateikti rinkai steriliomis
salygomis arba atlickantys matavimo funkcija;

e 2028 m. gruodzio 31 d. — prietaisai, kuriems pagal MDD nereikia notifikuotosios jstaigos patvirtinimo, taiau pagal
MBDR jis bitinas (pvz., I klasés prietaisai, kurie laikomi daugkartinio naudojimo chirurginiais instrumentais).

Pasiraso Notifikuotosios jstaigos vardu,

Aliisa Siljander
Notifikuotosios jstaigos NB-0537 vadové

,.Burofins Electric & Electronics Finland Oy* I Paraso vieta | / Antspaudo vieta /
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1 lentelé. Prietaisai, kuriems taikomas §is laiSkas ir dél kuriy NB taip pat yra atsakinga uZ atitinkamuy prietaisy stebésenos
vykdymg pagal taikomg direktyva:

Prietaiso pavadinimas pagal
WDR paraiskq

MDR prietaiso klasifikacija
(kaip pasiilyta gamintojo ir
patikrinta pries pateikiant
paraiskq)

Jei MDR prietaisas yra
pakaitinis prietaisas, atitinkamo
MDD prietaiso identifikavimas

\Prietaisy, kuriems taikoma MDR
paraiska, MDD sertifikato
nuoroda ir NB identifikacija

CHEMIHYD DES

[Ib klasé, iSskyrus IIb klasés
implantuojamus ne WET
prietaisus

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

|, Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)

STERISEPT

[Ib klase, iSskyrus IIb klasés
implantuojamus ne WET
prietaisus

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services®)

STERISEPT — paruosta
naudoti

[Ib klase, iSskyrus IIb klasés
implantuojamus ne WET
prietaisus

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services®)

STERISEPT INSTRU

[Ib klase, iSskyrus IIb klasés
implantuojamus ne WET
prietaisus

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy (tuo metu —
,,Eurofins Expert Services*)

STERISEPT WIPES

[Ib klase, iSskyrus IIb klasés
implantuojamus ne WET
prietaisus

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)

CHEMIDES PULVER

[Ib klase, iSskyrus IIb klasés
implantuojamus ne WET
prietaisus

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)

BACTICID

lla klasé

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)

BACTICID WIPES

I1a klasé

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)

DES INSURANCE

I1a klasé

Netaikoma, tas pats prietaisas

C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
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prietaisas

ALKADENT Ila klase Netaikoma, tas pats C-01-1215-699-19 /
prietaisas ,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
ACIDENT Ila klasé Netaikoma, tas pats C-01-1215-699-19/
prietaisas ,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
CLEAN FOAM . Netaikoma, tas pats
I1a klase Lo ! -01- -699-
prietaisas C-01-1215-699-19/
,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
WHITEWASH DES MD [Ia klasé Netaikoma, tas pats C-01-1215-699-19/
prietaisas ,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
CHEMISEPT WIPESMD  [lla Klasé Netaikoma, tas pats C-01-1215-699-19/
prietaisas | Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
CHEMISEPT MD la klasé Netaikoma, tas pats C-01-1215-699-19/
prietaisas ,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
SMELL NET MD Ila klasé Netaikoma, tas pats C-01-1215-699-19/
prietaisas | Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
STERIDENT [a klasé N(_atail_<oma, tas pats C-01-1215-699-19/
prietaisas | Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
CHEMIPHARM DES New Ila klasé Netaikoma, tas pats C-01-1215-699-19/
MD prietaisas | Eurofins Electric & Electronics
Finland Oy (tuo metu —
,,Eurofins Expert Services*)
CHEMISEPT HF Ila klasé Netaikoma, tas pats C-01-1215-699-19/

,,Eurofins Electric & Electronics
Finland Oy (tuo metu —
,,Eurofins Expert Services*)
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STERISEPT FORTE Ila klasé Netaikoma, tas pats C-01-1215-699-19 /
prietaisas ,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,,Eurofins Expert Services*)
BACTICID AF ITa klasé Netaikoma, tas pats C-01-1215-699-19/
prietaisas ,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,Eurofins Expert Services*)
STERISEPT PLUS ITa klasé Netaikoma, tas pats
prietaisas C-01-1215-699-19/
,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,Eurofins Expert Services*)
BACTICID AF WIPES Ta klasé Netaikoma, tas pats C-01-1215-609-16/
rietaisas
P ,,Eurofins Electric & Electronics
Finland Oy* (tuo metu —
,Eurofins Expert Services*)

2 lentelé. Prietaisai, kuriems taikomas is lai§kas, tatiau dél kuriy NB NERA atsakinga u? atitinkamy prietaisy stebésenos
vykdyma pagal taikoma direktyva
Prietaiso pavadinimas pagal MDR prietaiso klasifikacija Jei MDR prietaisas yra \Prietaisy, kuriems taikoma MDR
MDR paraiskg (kaip pasiiilyta gamintojo ir —|sayaitinis prietaisas, atitinkamo [paraiska, MDD sertifikato
patikrinta pries pateikiant MDD prietaiso identifikavimas [nuoroda ir NB identifikacija
paraiskq) Arba
Netaikoma — MDD I klasés
prietaisas
Netaikoma Netaikoma - -

Patvirtinimo laiSko perzitiry istorija

NB vidiné nuoroda, atsekama pagal kiekviena laiSko

THTR-02-L08 (NB-1215; 2024-05-20)
C-01-1215-699-19, 1 priedas

Perziira | Data . Pakeitimy aprasymas
versija
LaiSkas Nr.: 1
THTR-02-L08 (NB-1215; 2022-10-24)
1.0 2024-05-20 Pradiné versija
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A$, Rima Davidaviciené, vertimy biuro UAB ,Adjutor” vertéja, adresas
Konstitucijos pr. 7, Vilnius, atsakau uZ vertimo j lietuviy kalbq teisingumag.

Data: 2024-05-23

Vertéja Rima Davidaviciené
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