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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, IIb or 11I)

No. G1 066097 0096 Rev. 02

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

Product Categ ory(ies): c::;‘i)\&et:::t ':::-t:t::tive medical devices for extracorporeal

- Active medical devices for extracorporeal blood treatment:
hemodialysis, acute dialysis, plasmapheresis.
Reverse osmosis Systems, central concentrate supply

Systems, ring piping and hot disinfection Systems for dialysis;

- Kit for Dialysis and Haemo(dia)filtration (extracorporeal

Circuit and dialyser); Lines for Dialysis and Haemo(dia)filtration;

- Kit for Plasma Treatment (Extracorporeal Circuit and Plasma

filter); Lines for Plasma Treatment;

-Dialyzers, hemofilters, hemodiafilters, dialysis fluid filters,

hemofilters for continuous renal replacement therapy;

- Plasma Filter Haemoselect;

- Blood filtration devices; H.E.L.P. SYSTEM kit;

- S.A.F.E. Apheresis Set;

- A.V. Fistula needles

- Catheters and Catheter Sets for Dialysis;

- Disinfectants for Dialysis Machines;

- Sterile and non-sterile hemodialysis concentrates (class lib),

solid dosage form for hemodialysis (class llb) and irrigation

Solutions (class lla)
The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |I.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713168200
Valid from: 2020-02-28
Valid until: 2024-05-26

Date, 2020-02-28 c
'@‘L\/

Christoph Dicks
Head of Certification/Notified Body
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TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH + Certification Body « Ridlerstrae 65 + 80339 Munich « Germany



Confirmation Statement related to the EC Certificate (MDD)

List of Sites involved in the Product Realisation Processes

No. GDS 066097 0103 Rev. 00

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

This List of Sites is only G1 066097 0096 Rev. 02
valid in combination with the
following EC Certificate (MDD):

The following pages list all sites under the manufacturer's quality system where product
realisation processes are conducted for those devices covered by the aforementioned
EC Certificate pursuant to the Directive 93/42/EEC (MDD) concerning medical devices.

Report No.: 713168200

Valid until: 2024-05-26
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Issue Date: 2020-02-28 < 3 /
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Product Service

Confirmation Statement related to the EC Certificate (MDD)

List of Sites involved in the Product Realisation Processes

No. GDS 066097 0103 Rev. 00

Sites:

Page 2 of 2

B. Braun Avitum AG
Schwarzenberger Weg 73-79, 34212 Melsungen, GERMANY

B. Braun Avitum AG, Werk Glandorf
Kattenvenner Stralle 32, 49219 Glandorf, GERMANY

B. Braun Avitum Saxonia GmbH
Juri-Gagarin-Strasse 13, 01454 Radeberg, GERMANY

B. Braun Avitum Italy S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY

B. Braun Avitum AG
Am Buschberg 1, 34212 Melsungen, GERMANY

B. Braun Melsungen AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANY

Lauer Membran Wassertechnik GmbH
Speichermatt 9, 79599 Wittlingen, GERMANY

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH - Certification Body * Ridlerstrae 65 « 80339 Munich « Germany



/ paveikslélis/

/Vertimas i$ angly kalbos/

/ OR kodas / /LOGOTIPAS:
paveikslélis:
TUV SUD/

EB sertifikatas

Pilna kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prietaisy (MDD), |l priedas, iSskyrus (4)
(lla, 1Ib arba Il klasés prietaisai)

Nr. G1 066097 0096 Perz. 02

Gamintojas: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen VOKIETIJA

Gaminiy kategorija (-o0s):
Aktyvas ir neaktyvis medicinos prietaisai ekstrakorporiniam
kraujui gydyti:
- Aktyvios medicinos priemonés ekstrakorporiniam kraujo
gydymui: hemodializé, Gminé dializé, plazmaferezé.
Atvirkstinio osmoso sistemos, centrinis koncentrato tiekimo
sistemos, ziediniai vamzdynai ir karStosios dezinfekcijos
sistemos dializei;
- Dializés ir hemo(dia)filtracijos rinkinys (ekstrakorporiné
grandiné ir dializatorius); Dializés ir hemo(dia)filtracijos linijos;
- Plazmos gydymo rinkinys (Eekstrakorporiné grandiné ir
plazmos filtras); Plazmos gydymo linijos;
-Dializatoriai, hemofiltrai, hemodiafiltrai, dializés skys¢iy filtrai,
hemofiltrai nuolatinei pakaitinei inksty terapijai;
- Plazminis filtras "Haemoselect;
- Kraujo filtravimo prietaisai; H.E.L.P. SISTEMOS rinkinys;
- S.A.F.E. Aferezés rinkinys;
- A.V. Fistuliy adatos.
- Kateteriai ir kateteriy rinkiniai dializei;
- Dializés aparaty dezinfekavimo priemonés;
- Sterilas ir nesterilis hemodializés koncentratai (llb klasé), kieta
dozavimo forma hemodializei (llb klasé) ir drékinimo tirpalai (lla
klasé)
,TUV SUD Product Service GmbH" sertifikavimo jstaiga pareiSkia, kad auk$ciau minétas
gamintojas jdiege atitinkamy prietaisy / prietaisy kategorijy projektavimo, gamybos ir galutinio
patikrinimo kokybés uztikrinimo sistemg pagal MDD Il prieda. Si kokybés uztikrinimo sistema

bitinas papildomas Il priedo 4 dalies sertifikatas. Taip pat ziGrékite pastabas kitoje lapo puséje.

Ataskaitos Nr.: 713168200
Galioja nuo: 2020-02-28
Galioja iki 2024-05-26

Data, 2020-02-28

/ parasas/

Christoph Dicks
Sertifikavimo / Notifikuotosios
jstaigos vadovas

Puslapis 1 iS5 1
,TUV SUD Product Service GmbH* yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

,TUV SUD Product Service GmbH" « Sertifikavimo jstaiga  RidlerstraBe 65 « 80339 Miunichenas * Vokietija

TUV®



/Vertimas i$ angly kalbos/

/LOGOTIPAS:
paveikslélis:
/ OR kodas / TUV SUD/
Gaminiy
- - - -w - .. - - paS|augOS
Patvirtinimo pareiSkimas, susijes su EB sertifikatu (MDD)
Gaminiy realizavimo procesuose dalyvaujanciy vietoviy sgrasas
Nr. GDS 066097 0103 Perz. 00
Gamintojas: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen VOKIETIJA
Sis vietoviy sgrasas galioja tik G1 066097 0096 Perz. 02
kartu su Siuo EB sertifikatu (MDD):
Tolesniuose puslapiuose pateikiamos visos gamintojo kokybés sistemos vietoves,
kuriose vykdomi realizavimo procesai dél gaminiy, kuriems taikomas auks¢iau minétas
EB sertifikatas pagal Direktyvg 93/42/EEB (MDD) dél medicinos prietaisy.
Ataskaitos Nr.: 713168200
Galioja iki: 2024-05-26
ISdavimo data: 2020-02-28 ) JAPSKRITAS NTSPAUDAS:
/ parasas / MIUNCHENAS;
TUV SUD;
GAMINIY PASLAUGOS/

1 puslapis i$ 2

,TUV SUD Product Service GmbH" yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123
,TUV SUD ,Product Service GmbH" « Sertifikavimo jstaiga * RidlerstraBe 65 « 80339 Miunichenas ¢ Vokietija



/Vertimas i$ angly kalbos/

/LOGOTIPAS:
paveikslélis:
TUV SUD/

Gaminiy paslaugos

Patvirtinimo pareiSkimas, susijes su EB sertifikatu (MDD)
Gaminiy realizavimo procesuose dalyvaujanciy vietoviy sgrasas

Nr. GDS 066097 0103 Perz. 00

Vietoves:

Puslapis 2 i§ 2

B. Braun Avitum AG
Schwarzenberger Weg 73-79, 34212 Melsungen, VOKIETIJA

B. Braun Avitum AG, Werk Glandorf
Kattenvenner StraBe 32, 49219 Glandorf, VOKIETIJA

B. Braun Avitum Saxonia GmbH
Juri-Gagarin-Strasse 13, 01454 Radeberg, VOKIETIJA

B. Braun Avitum ltaly S.p.A.
Via XXV Luglio, 11, 41037 Mirandola (MO), ITALIJA

B. Braun Avitum AG
Am Buschberg 1, 34212 Melsungen, VOKIETIJA

B. Braun Melsungen AG
Carl-Braun-Str. 1, 34212 Melsungen, VOKIETIJA

Lauer Membran Wassertechnik GmbH
Speichermatt 9, 79599 Wittlingen, VOKIETIJA

,TUV SUD Product Service GmbH" yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123
,TUV SUD ,Product Service GmbH" « Sertifikavimo jstaiga * RidlerstraBe 65 « 80339 Miunichenas ¢ Vokietija



VERTIMU B0 N:¥NRP-N

Vertimy karaliai, UAB

Jmonés kodas: 304255745

PVM mok. kodas: LT100010530314
GeleZinio Vilko g. 18A, Vilnius
www.vertimukaraliai.lt
info@vertimukaraliai.lt

Tel. +370 (630) 09 360

Vertimo sertifikatas

SERTIFIKATO NR.

2022-07-02

327013

Mes, , Vertimy karaliai“ UAB, jmonés kodas 304255745, patvirtiname, kad atliktas vertimas yra tikslus ir

atitinka vertimui pateikta originalg. Vertima atliko masy vertéjas profesionalas, kuris dirba masy jmonéje

pagal darbo sutartj Nr. 1 ir yra kompetetingas versti toliau nurodytg kalby kombinacija.

Vertimas is:

Vertéjo vardas, pavardé:
Asmens kodas:

Tel. numeris:

Adresas:

Vertéjo parasas

Angly k. ] Lietuviy k.
Vaidotas Rimeikis
38708310104

+3706 300 9360

Gelezinio Vilko g. 18A, Vilnius
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N, S
g ansiatn o=

Jmonés antspaudas

AutentiSkumo
patikrinimui




