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Akkredltierungsзtelle
D.zllt-11321Ф1{0

certificatв
Nо. Q5 098{54 0002 Rev. 0,|

Holder of CertificatE:

Facility(ies}:

GеЁifiсаtiоп llJ|ark:

ýсоре of CeЁificate:

Dr. J. НЁпslеr GmbH
Nordring 8
7M73lffezheim
GERMANY

Dr, J. Нёпslеr GmbH
Nоrdriпg 8, 76473 lffezheim, GERMANY

Dеsigп and týlапчfасtчrе, Sеrчiсе and
Distribution of ozone Gепеrаtоrs апd
Associated Disposables

EN lSO 13485:2016
Medicaldevices - Qua|ity mапаgеmепt systems -
Req чirеmепts for rеgчlаtоry рч rроsеý
(lSO 13485:2016)
DlN ЕN lSO 13485;20'tб

713145726

2019-04_09
2а22-04-о4

Applied Standard(s):

RероЁ Nо.:

Valid from:
valid until:

The Сеrtifiсаtiоп Body of Тuv sOD product sеrчiсе GmbH сеЁifiеs that the соmрапу montioned
above has established апd is maintaining а qualiý mапаgеmепt systBm, which meeis the
rеqчirеmепts of the listed stапdаrd(s), See alBo notes overleaf.

l"
Date, 2019-04-09 stefan РrеiB

Page ,l of ,t

тUv SUD Product Sвгчiсе GmbH . Certification Body , RidlerstraBe 65 .80зз9 Munich . Gеrmапу

рrоdчоt sвrчiсв
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Fчll Qualiý Assurance System
Directive 9З/42lЕЕС оп Medical Devices (MDD), Аппех llexcluding (4)
{Devices in Class lla, llb оr lll)

No. G1 098154 0001 Rеч. 01

мапчfасtчrеr:

Ес Сеrtifigаtе

Facility(ies):

Report Nо.:

Valid from:
valid чпtil:

Dr. J. Нiпslеr GmbH
Nоrdriпg 8
76473lffezheim
GERMANY

Dr. J. НДпs|еr GmbH
Nоrdriпg 8, 76473 lffezheim, GERMANY

713,156026

2019-04_14
202+04-13

Product Category(ies); Ozone generatorý, ýterile часччm bottles
and sterile transfer filter set for
Оzопе-Охуgеп-Тhеrару

The Certification Body of ТЁV ýЁD Рrоdчсt Service GmbH declares that the aforementioned
mапчfасtuгеr has implemented а quality а8ýчrапсе system fог design, manufacturB апd final
inspection of the rеsресtiче devices l device categories iп ассоrdапсе with MDD Аппех ll. This quality
аýýчrапсе system сопfоrms to the rеqчirеmепts of this Directive апd is subject to periodical
surveillance, Fоr mаrkеtiпg of class lll devices ап additional Аппех ll (4) certlficate is mandatory. See
also поtеg очеrlеаf.

Date, 2019_04_09 l.Ы4
ýtefan Рrеil3

Page 1 of 1

TUV ýUD Product ýervice GmbH is Notified Bodywith idвntification no. 0123

ТЁV ýUD Product Sвrчiсе GmbH . Сегtifiсаtiоп Body. RidlBBtral}e 65 ,80339 Munich . Gеrmапу

product ýеrчiсе
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сOри сORESPIJNDE

oRIGINAL[rLIл

Dг. j. Нбпslеr GmbH

ozoNOSAN
Tel,: +49 7229 - з0 46 ]0
Fах: +49 7229 - З0 46 З0
info@ozonosan.de

Declaration of Authorisation

'1 ii,,) 4lr.Гr

i{f*.jsL$}Х-*N*ýАN

Dг. J. Нёпslег GmbH,

based iп7647З lГГеzhеim, Nогdгiпg 8, Gегmапу

assign Romedcom SRL, based in Str*Sciusev, 16, оГ.6 Chisinau MD -200'l, Republic оГ

Moldova, as аuthогizеd гергеsепtаtiче in соггеsропdепсе with thе conditions iГ diгective

93 / 42/ЕrС, 98 /79 /ЕЕС and 9О /385 /ЕЕС.

We dесlаrе that the соmрапу mentioned above is authorlzed to рагtiсiраtе in public

ргосuгеmепts with оur medicaI equipment, to геgistег, notifiy, гепеw ог modily the

rеgrstгаtiоп оl оuг medical devlces оп ihe tеrгitогу of the Republic оГ Moldova,
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RоЬеrt ViеЬаhп, Managing Diгесtоr
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