EC-CERTIFICATE

(Full quality assurance system)

This is to certify that the company

Chemische Fabrik Dr. Weigert GmbH & Co. KG - Mithlenhagen Bs - D-20539 Hamburg
Tel.: 040/78660-0 - Fax: 040/78560-120 - info@drweigert.de - www.drweigert.de

Chemische Fabrik Dr. Weigert GmbH & Co. KG

Muhlenhagen 85
20539 Hamburg
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il — excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the following medical devices:

Disinfection agents (class lla und Iib]

CHUNGTHUCBANSAODdNGV(ﬁB AN CHINH

The manufacturer is subject to gurveillance according to Annex I, Section 5. The CE marking
with the Notified Body Identification N@qr (02?3)523% ‘@zgd on the devices listed in the
certificate. An EC Design Examjnation™Certificat ing nex |, Section 4 ig required
for class lll devices covered by this certu Pz‘ he certificate is in the case of class|l(s) devices
(I(s) = class | products placed onéz] t &ile mni Fﬁg&sg to, ﬁ&m cts of
manufacture concerned with sec Gta dmantammg-s icate is in
the case of class I(m) devices (I ited to the

aspects of manufacture concerned wnh the conformity of the products with the metrological
requirements.

Certificate registration no. 001549 MR2

Certificate unique 1D 170763622
Effective date 2020-12-28
Expiry date 2024-05-26
Frankfurt am Main 2020-11-27
DQS Medizinprodukte GmbH CONG CHUNG vigN
D T
i . 4+
Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August- Schanz»Straﬂe 21, 00433 Frankfut am Main,

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297.
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GIAY CHI’PNG NHAN

(Hé théng dam bao chét lweng hoan toan)

- o

Chirng nhan rang Céng ty

Chemische Fabrik Dr. Weigert GmbH & Co. KG

Mihlenhagen 85
20539 Hamburg
Bc

Ba thwe hién va duy tri hé théng dam bao ch’ét lrong hoan toan dwoc ap dung cho cac san pham
& moi giai doan tir thiét ké dén kiém soat cudi cing

Théng qua viéc kiém toan, dan chirng béng tai liéu trong bao cao, duwoc thre hién béi DQS
Medizinprodukte GmbH, da xac minh duoc rang hé théng quan Iy dap (rng cac yéu cau cia:

Phu lyc Il - khéng bao gém Muc 4 cta Chi thj 93/42/EEC lién quand '
thiét bi y té J

ddi voi cac thiét bj y té sau day:
Cac chéat khir tring (loai lla va lib)

Viéc san xuat phai chiu sy giam sat theo Phy luc 1l, Myc 5. Chirng nhan CE marking c6 sé dinh danh cia
Co quan ching nhan (0297) c6 thé dwoc dan trén céc thiét bi duoc liét ké trong gidy chirng nhan. Gidy
chirng nhan Kiem tra Thiét ké EN theo Phy lyc I, Muc 4 1a bét budc @bi véi cac thiét bj loai Il duoc bao
gém béi chirng chi nay. Gidy chirng nhan trong truong hop thiét bi loai 1 (s) (I(s) = san pham loai | duoc
dura ra thi tredng trong diéu kién vo trung) gici han & cac khia canh san xuét lién quan dén bao dam va
duy tri diéu kién v6 tring. Chieng nhan danh cho trrdng hop thiét b loai | (m) (I (m) = thiét bj loai | c6 chirc
nang do) gi6i han & cac khia canh san xuét lién quan dén sy phi hop clia san pham voi cac yéu cau do
frong.

Gidy chirng nhan sé 001549 MR2
Ma dinh danh duy nhét 170763622
Ngay hiéu lyc 2020-12-28
Ngay hét han 2024-05-26
Frankfurt am Main 2020-11-27

DQS Medizinprodukte GmbH
(Ba ky) (Da ky)

Frank Graichen Tién si Thomas Feldmann
Giam dbc didu hanh Giam @bc Co quan Chirng nhan

August-Schanz-Strale 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

DQS Medizinprodukte GmbH I3 moét Co quan théng bao theo Chi thi caa Hoi
dong 93/42/EEC lién quan dén céc thiét bj y té co M3 sé 0297



