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Declaration

We, company Sanger GmbH, hereby declare that company Ecochime Ltd is an
authorized distributor for company Sanger GmbH for the Moldavian market.

Best regards,
Sanger GmbH

Yulia Fan/]

Julia Fessel

Digitally signed by Iurcu Nicolae
Date: 2021.09.30 16:10:32 EEST
Reason: MoldSign Signature
Location: Moldova

Bankverbindung: Deutsche Bank AG, Heilbronn, BLZ 620 700 24, Konto 120 1136 00, BIC-Code: DEUTDEDB620, IBAN: DE 30 620 700 240 120 113 600
Raiffeisenbank Kocher-Jagst eG, Ingelfingen, BLZ 600 697 14, Konto 62 000 004, BIC-Code: GENODES1IBR, IBAN: DE 36 600 697 140 062 000 004

ILN 40 12677 00000 5, USt.-IdNr.: DE 146282737, Steuer-Nr.: 57073/20104, Registergericht Ulm HRB 722163

Sitz der Gesellschalt: 74573 Schrozberg, Geschaftstihrer: C. Sanger, Dipl. Betrw., Dipl Volksw., M.5c.Econ. (lond.)
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Certificate

Production Quality Assurance System Approval
Annex V of the Directive on Medical Devices

ECM, Bismarckstr.106, 562066 Aachen, notified to EC under 0481 hereby eCI I l
declares that an examination of the under mentioned quality assurance

system has been carried out following the requirements of annex V of the

Directive 93/42/EEC,

This certificate is issued on behalf of;

Manufacturer

Sdnger GmbH

Industriegebiet Herdwiesen / Zeller Weg 30
74575 Schrozberg, Germany

ECM certifies that the quality assurance system under which the products
listed in annex | to this certificate are manufactured conforms with the
requirements of annex V of the Directive 93/42/EEC on medical devices.

The approved quality assurance system is subject to periodic surveillance
as defined by Annex V, section 4.

This Certificate is only valid for the products mentioned above. Special
terms of validity are described in annex | to this certificate.

Any substantial changes of the quality assurance system or the listed
products which might affect conformity fo annex V of the Directive
93/42/EEC have to be notified toc ECM and are subject fo a separate

assessment.
Report Number Registered under Valid until
364-17-117 Z/17/04144E December 3", 2022

Aachen, December 4™, 2017
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Annex | fo Certificate Z/17/04144E
Number of Pages: 1 of 1

viedizinprodukle in FEuropag mbt

This certificate is valid for the hereafter following devices:

Name of product category  Name of individual type Nomenclature
code’

Single use devices Gloves, Surgical 11-883

Single use devices Gloves, Examination/Treatment 11-882

Special terms of validity;

In case of class | products or sterile procedure packs acc. to article

12 (3) of the Directive 93/42/EEC the intervention of ecm is limited to
aspects of manufacture concerned with securing and maintaining sterile
conditions respectively the conformity with the metrological requirements.

"UMDNS Code is optional




Annex | to Certificate Z/12/02905b
Date of revision: August 28fh, 2013
Number of Pages: 1

This certificate is valid for the hereafter following devices:

Name of product category Name of individual fype Nomenclature code’

Single use devices Disinfectant for non- /
invasive medical devices

Single use devices Gloves, Surgical 11-883

Single use devices Gloves, 11-882
Examination/Treatment

Single use devices Casework, General Purpose 15-896
(procedure pack,
§10, Sect. 3)

Single use devices Covers 15-571

Special ferms of validity:

In case of class | products or sterile procedure packs acc. to article 12
(3) of the Directive 93/42/EEC fhe infervention of ecm is limited fo
aspects of manufacture concerned with securing and maintaining sterile
conditions respectively the conformity with the metfrological requirements.

"UMDNS Code is optional



CERTIFICATE

DIN EN ISO 9001

PUG Prif- und Uberwachungsgesellschaft mbH
herewith certifies that the company

®
Certificate holder: Sanger GmbH
Zeller Weg 30, 74575 Schrozberg
Germany
Scope: Manufacture and distribution of medical products,

trading and distribution of protective equipment,
hand disinfectants, spa products and other
commodities for household and industry

introduced a quality system in accordance with DIN EN ISO 9001:2015 and uses this
effectively.
The evidence has been provided within the framework of the certification audit.
This certificate is valid from: 2021-09-23
until: 2024-09-22
Audit report no: 20092021_K13736

Certificate registration no. K13736-20210922-Q-en DIN EN ISO

« DAKKS Gaufelden, 2021-09-22

Deutsche
Akkreditierungsstelle
D-ZM-16007-01-00

Manager of Certification Authority

Health care

This is the translation of the original German certificate. For legal reasons, the original German
certificate is valid.

PUG Pruf- und Uberwachungsgesellschaft mbH | Himmerlestrale 14 + 16 | 71126 Gaufelden
Telefon (0 70 32) 78 08-0 | Fax (0 70 32) 78 08-50 | info@pueg.de | www.pueg.de




CERTIFICATE

DIN EN ISO 13485

PUG Prif- und Uberwachungsgesellschaft mbH
herewith certifies that the company

®
Certificate holder: Sanger GmbH
Zeller Weg 30, 74575 Schrozberg
Germany (
Scope: Manufacture and distribution of non-sterile

disposable examination gloves.
Trading with medical products.

introduced a quality system in accordance with DIN EN ISO 13485:2016 and uses this
effectively.

The evidence has been provided within the framework of the certification audit.
This certificate is valid from: 2021-09-23

until: 2024-09-22
Audit report no: 20092021_K13736

Certificate registration no. K13736-20210922-D-en

DIN EN I1SO
13485

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16007-01-00

Health care

This is the translation of the original German certificate. For legal reasons, the original German
certificate is valid.

PUG Pruf- und Uberwachungsgesellschaft mbH | Himmerlestrale 14 + 16 | 71126 Gaufelden
Telefon (0 70 32) 78 08-0 | Fax (0 70 32) 78 08-50 | info@pueg.de | www.pueg.de
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