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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, lib or IIl)

No. G1 025701 0090 Rev. 00

Manufacturer: B. Braun Surgical S.A.
Ctra. de Terrassa, 121
08191 Rubi (Barcelona)
SPAIN

Product Category(ies): Sterile absorbable and non absorbable sutures and
microsutures with and without needles, combined
and non combined with medicinal substances and
accessories, Sterile surgical tapes, Sterile surgical
meshes combined and non combined with
medicinal substances, Surgical stapler, Local
haemostatic agents, Absorbable implants for filling
of bone defects, Tissue adhesives and
accessories, Wound Care Products for Vacuum
Therapy, Sterile Suture Procedure packs.

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 II. 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 II (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713152189
Valid from: 2019-04-29
Valid until: 2024-04-26

Date, 2019-04-29 / / )

Stefan Preil

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH - Certification Body « Ridlerstraie 65 « 80339 Munich « Germany
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or 1)

No. G1 025701 0090 Rev. 00

Facilitv(ies): B. Braun Surgical S.A.
tY( ) Ctra. de Terrassa, 121, 08191 Rubi (Barcelona), SPAIN

B. Braun Surgical, S.A
C/ Aviny6 4, 08191 Rubi (Barcelona), SPAIN

B. Braun Surgical, S.A
C/ Avinyé 2, 08191 Rubi (Barcelona), SPAIN
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TOV SUD Product Service GmbH is Notified Body with identification no. 0123

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

Product Service



Sertifikatas

Vokietijos Federacinés

Visi8ko kokybés uztikrinimo sist
Medicinos prietaisy direktyva (MDD}
(lla, b arba Il klasés prietaisai)

?1“/ 2 ’ 8 ( T
Detumas tiFas

iksninis kodas/ /logotipas/

Nr. G1 025701 0090, 00 red.

Gamintojas:

B. Braun Surgical S.A.
Ctra. deTerrassa, 121

08191 Rubi (Barselona)
ISPANIJA

Gaminiy kategorija (-0s): Steriliis absorbuojamieji ir neabsorbuojamieji sitlai

bei mikrosiulai su adatomis ir be jy, suderinti ir
nesuderinti su vaistinémis medziagomis bei
priemonémis, sterilios chirurginés juostos, sterilis
chirurginiai tinkleliai, suderinti ir nesuderinti su
vaistinémis medziagomis, chirurginis segiklis, vietinés
hemostatinés medziagos, absorbuojamieji implantai
kaulo defektams uzpildyti, audiniy lipniosios
medziagos ir priemonés, vakuuminés terapijos zaizdy
prieziliros gaminiai, sterilis zaizdy susiuvimo
procediiros paketai.

,TOV SOD Product Service GmbH" sertifikavimo jstaiga skelbia, kad pirmiau minétas gamintojas pagal
MDD Il priedg jdiegé atitinkamy prietaisy arba prietaisy kategorijy projektavimo, gamybos ir galutinés
patikros kokybés uztikrinimo sistema. Si kokybés uztikrinimo sistema atitinka $ios direktyvos
reikalavimus ir jai taikoma periodiné priezidra. Norint 11l klasés prietaisus tiekti rinkai, privalomas
papildomas Il priedo 4 dalies sertifikatas. Taip pat Zr. pastabas kitame puslapyje.

Ataskaitos
Nr.:

Galioja
nuo:
Galioja iki:

Data: 2019-04-29

1i8 2 psl.

713152189

2019-04-29
2024-04-26

/para8as/
Stefan Preil}

»TIJV SUD Product Service GmbH" yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

,TUV SUD Product Service GmbH" + Sertifikavimo jstaiga « Ridlerstrale 65 + 80339 Miunchenas ¢

Vokietija

TOV®



Sertifikatas

Paskyré:
Vokietijos Federacinés

. Respublikos Zemiy sveikatos %
//OgOfI,DaS/ apsaugos centriné institucija, //OgOf/paS/
remdamasi vaistiniais preparatais
ir medicinos prietaisais

ZLG-BS-244.10.08

EB sertifikatas

VisiSko kokybes uztikrinimo sistema
Medicinos prietaisy direktyva (MDD) 93/42/EEB, |l priedas, iSskyrus 4 dalj

(lla, llb arba Il klasés prietaisai)

Nr. G1 025701 0090, 00 red.

B. Braun Surgical S.A.
ranga
l 9 Ctra. De Terrassa, 121, 08191 Rubi (Barselona),

ISPANIJA

B. Braun Surgical, S.A
C/Avinyo, 08191 Rubi (Barselona), ISPANIJA

B. Braun Surgical, S.A
C/Avinyé, 08191 Rubi (Barselona), ISPANIJA

2i$ 2 psl.
»,TUV SUD Product Service GmbH" yra notifikuotoji jstaiga, kurios identifikavimo Nr. 0123

»,TUV SUD Product Service GmbH" « Sertifikavimo jstaiga ¢ Ridlerstrale 65 ¢ 80339 Miunchenas *
Vokietija

TOV®



