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mdc medical device certification GmbH

сегtifiеs that

SERATEC
Gesellschaft ftir Biotechnologie mЬН

Е rnst-Ru hstrat-StraBe 5
37079 Gёttingen

Gеrmапу
fоr the scope

design, development, manufacture and sales of
in-vitro diagnostic devices for determination of

fertiIity, hormones, drug abuse, опсоlоgу and disease рrечепtiоп
as well as of !аЬоrаtоry assays for the fоrепsiс application

has introduced and applies а

Ouality Management System

The mdc audit has рrоvеп that this quality management system
meets all rеquirеmепts of the following standard

EN lso 9001

Quality management systems -
Requirements

(ISO 9001 :2015)

valid frоm
valid until

Registration по.
Rерогt по.

Stuttgart

of Се

2021-10_1 ,|

2024-10_10
D1063500034
р21-01 253 -211764
2a2,I -09_16

Body
t: t>цi it:,t,; t: с: l, t i f i t: а i i а r,i

mdc medical device ceгtifioation GmbH
КriеgеrstrаВе 6

D-701 91 Stuttgaгt, Gеrmапу
Phone: +49-(0)7 1 1-253597-0
Fах: +а9-(О)7 1 1-25З597-1 0

l пtеrпеt: http://www. mdc-ce. de
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mdc medical device certification GmbH
сегtifiеs that

SERATEс
Gesellschaft flir Biotechnologie m ЬН

Еrпst-Rч hstrat-Stra Ве 5
37079 Gёttiпgеп

Germany
fоr the scope

design, development, manufacture and sales of
in-vitro diagnostic devices for determination of

ferti!ity, hormones, drug abuse, oncology and disease рrечепtiоп

has introduced and applies а

Oual ity lvlanagement System

The mdc audit has рrочеп that this quality management system
meets all rеquirеmепts of the following standard

EN lso 134в5

Medical devices - Quality management systems -
Requirements fоr regulatory рurроsеs

EN lSO 13485:2016 + АС:2016 - lSO 13485:20,Iб

valid frоm
Valid until

Registration по.
Rерогt no.

Stuttgaгt

н of

2021_10-1 1

2024-10-10
D1063500035
р21-01 253 -21176в
2021-09-16
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mdc medical device сегtifiсаtiоп GmbH
КriеgеrstrаВе 6

D-701 91 Stuttgart, Gеrmапу
Phone: +49-(0)7 1 1-253597-0
Fах: *49-(0)7 1 1-25З597-1 О

l пtеrпеt: http://www: mdc-ce. de
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