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рrосuсt soryice

EU Quality Management System CeЁificate
Regulation (EU) 20171745 on Medical Devices, Аппех lX Chapter l

Certificate No. G15 029670 0040 Rev. 00

Manufacturer: Greiner Bio-One GmbH
Bad Наllеr StrаВе 32
4550 KremsmUnster
AUSTRlA

SRN Manufacturer - АТ-МF-000024608

The quality management system has Ьееп evaluated iп ассоrdапсе with Regulation (EU) 20171745,
Аппех lX Chapter lwith а positive result.

Details оп devices сочеrеd Ьу the quality management system аrе described оп the following
page(s), The rероrt rеfеrепсеd below summarises the results of the assessment and includes
rеfеrепсе to rеlечапt CS, harmonised standards and test rерогts,
The certified quality management system is subject to periodical surveillance"

lf class l devices in sterile conditions, with mеаsчriпg function, оr reusable surgical instruments аrе
сочеrеd Ьу this сегtifiсаtе, the audit was limited to the respective aspects relating to
- establishing, securing, and maintaining sterile conditions,
- conformity of the devices with the metгological requirements,
- rечsе of the device, in раrtiсчlаr cleaning, disinfection, sterilization, maintenance and functional
testing and the related instructions for use.
lf class lla оr class llb devices аrе covered Ьу this certificate, the quality mапаgеmепt system
assessment was accompanied Ьу the assessment of technical documentation fоr devices selected оп
а rерrеsепtаtiче basis. The periodical surveillance includes fчгthеr assessment of the technical
documentation оп the basis of representative samples.
lf class lll оr class llb implantable devices аrе сочеrеd Ьу this ceгtificate, ап EU Technical
Documentation Assessment Сегtifiсаtе in ассоrdапсе with Аппех lX Сhарtеr ll is rеqчirеd before
placing them оп the market.

All applicable rеqчirеmепts of the Testing, Certification, Validation and Verification Regulations TUV
SUD Group have to Ье complied with.
Fоr details and сегtifiсаtе validity see: www,t_u.v_ý}i.d.,ýýmlp_ý.:99"!:t"?_q:,s9_tlý,:1,"ý_.."a.2"9"ý7"_Q..a"a"*_0_.Rey,.._9_0

RероЁ No.:
VaIid frоm:
valid until:

]ssue date: 2025-10-01
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71зз72550
2025-1 0-1 3

2030-1 0-1 2

Christoph Dicks
Head of Certification/Notifi ed
Body
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ТUV SUD Рrоdчсt Service GmbH is Notified Body with identification по, 0,123
TUV SUD Product Service GmbH . Сегtifiсаtiоп Body . RidlеrstrаRе 65 . 80ЗЗ9 Munich . Gеrmапу пJV@
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EU Quality Management System Gertificate
Regulation (EU) 2017t745 оп Medical Devices, Аппех lX Сhарtег l

Gertificate No. G15 029670 0040 Rev, 00

pгilduct seryice

classification:
Device Group:

Device РrореЁiеs:

Glassification:
Device Group:

Revision History:

Rev" Dated Report
00 2025-10-13 713372550

The validity of this ceЁificate .l

depends оп conditions and/or
is limited to the foIlowing:

Class l

А07 - ADAPTERS, coNNEcToRS, RAMPS, SToPcocKS,
cAPS
MDS 10о5 - Devices iп sterile condition

Class lla
MDN 1202 - Non-active non-implantable devices for administration,

сhъппеttlпg and rеmочаl of substances, including devices for

dialysis

Description
lnitial issuance
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тUV SUD Product Sеrчiсе GmbH is Notified Body with idепtifiсаtiопло, 012з'

TUV SUD рrоduсt Service GmbH . Certification Body , RidleBtraRe 65 , 80зз9 Munich , Gеrmапу п)VФ
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