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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or )

No. G1 029056 0067 Rev. 00

Product Service

Manufacturer: ALPRO MEDICAL GMBH

Mooswiesenstralle 9
78112 St. Georgen
GERMANY

Facility(ies); ALPRO MEDICAL GMBH
Mooswiesenstralle 9, 78112 St. Georgen, GERMANY

Product Category(ies): * Cleaning and disinfection preparations
for water-bearing lines of medical and
dental treatment units
* Cleaning and disinfection preparations
for aspiration and separation systems
as well as spittoon bowls of medical and
dental treatment units
* Disinfection preparations for
surfaces of medical products
* Preparations for cleaning and
disinfection of medical and dental
instruments including rotary
instruments and endoscopes

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713140253
Valid from: 2019-01-18
Valid until: 2023-12-31

Date, 2019-01-18 / / A

Stefan Preil3
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body * Ridlerstrae 65 » 80339 Munich - Germany TOV



Zertifiziervertrag

Grundlage fir die Zertifikatserteilung ist die Prif-
und Zertifizierordnung von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils gliltige Fassung der
Praf- und Zertifizierordnung an (www.tuev-
sued.de/ps_regulations) und wird somit Partner im
Zertifiziersystem von TUV SUD Product Service.

Prinzipielle Voraussetzung fiir die Giiltigkeit

des Zertifikates:

¢ Gultigkeit der zitierten normativen
Prifgrundlage(n) ist gegeben

und zusétzlich bei Zertifikaten mit Berechtigung

zur Verwendung eines Priifzeichens bzw. bei

Zertifikaten fir QM-Systeme:

e Voraussetzungen fiir vorschriftsmaBige
Fertigung werden eingehalten.

¢ Die Fertigungs- bzw. Betriebsstétten werden
regelméBig Uberwacht.

Certification contract _

Certification is based on the TUV SUD Product
Service Testing and Certification Regulations.

On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Regulations (www.tuv-
sud.com/ps_regulations) and thus becomes partner
in the TUV SUD Product Service Certification
System.

Requirements for the validity of the certificate

in principle:

e Validity of the quoted test standard(s)

In addition, for certificates with the right to use a

certification mark and for QM certificates:

e Conditions for an adequate manufacturing are
maintained

e Regular surveillance of the facility is performed
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Contrato de certificacao

A certificacdo se baseia nos Regulamentos de
Testes e Certificagio do Grupo TUV SUD.

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a versio atual dos
Regulamentos de Testes e Certificacdo do Grupo
TOV SUD (www.tuv-sud. com/ps_regulations) e
assim, torna-se parceiro no Sistema de Certificagdo
de Produtos e Servigos TUV SUD.

Requisitos para a validade do certificado (em

principio):

¢ Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

ao uso da marca de certificacdo e para certificados

de SG:

e Condicbes de fabricagdo adequada estéo
mantidas.

¢ Auditoria de monitoragéo realizada
regularmente.
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ZERTIFIKAT & CERTIFICATE & %%

A

(( DAKKS

- Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 029056 0069 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

ALPRO MEDICAL GMBH

Mooswiesenstralie 9
78112 St. Georgen
GERMANY

ALPRO MEDICAL GMBH
MooswiesenstralRe 9, 78112 St. Georgen, GERMANY

N ENISO13485

tuv-sud.com/ps-cert

Design and Development, Production and
Distribution of Hygiene Agents, Cleaners
and Disinfectants for the General Medicine,
the Odonthology and Laboratories as well
as Special Products for the Water and
Waste Water Technique in Medical
Treatment Units And Dosage Devices for
Decontamination Agents in Medical Devices

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2019-01-18

Page 1 of 1

TUV SUD Product Service GmbH -« Certification Body * Ridlerstraie 65 « 80339 Munich « Germany

713140812

2019-01-18
2021-12-31
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Zertifiziervertrag

Grundlage fur die Zertifikatserteilung ist die Prif-
und Zertifizierordnung von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils glltige Fassung der
Prif- und Zertifizierordnung an (www.tuev-
sued.de/ps_regulations) und wird somit Partner im
Zertifiziersystem von TUV SUD Product Service.

Prinzipielle Voraussetzung fiir die Giiltigkeit

des Zertifikates:

o Gultigkeit der zitierten norma’uven
Prifgrundlage(n) ist gegeben

und zusétzlich bei Zertifikaten mit Berechtigung

zur Verwendung eines Priifzeichens bzw. bei

Zertifikaten fur QM-Systeme:

e Voraussetzungen fiir vorschriftsmaBige
Fertigung werden eingehalten.

e Die Fertigungs- bzw. Betriebsstétten werden
regelmé&Big Gberwacht.

Certification contract .

Certification is based on the TUV SUD Product
Service Testing and Certification Regulations.

On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Regulations (www.tuv-
sud.com/ps_regulations) and thus becomes partner
in the TUOV SUD Product Service Certification
System.

Requirements for the validity of the certificate

in principle:

e Validity of the quoted test standard(s)

In addition, for certificates with the right to use a

certification mark and for QM certificates:

o Conditions for an adequate manufacturing are
maintained

o Regular surveillance of the facility is performed
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Contrato de certificacdo

A certificac@o se baseia nos Regulamentos de
Testes e Certificagdo do Grupo TUV SUD.

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a versao atual dos
Regulamentos de Testes e Certificagdo do Grupo
TUV SUD (www.tuv-sud.com/ps_regulations) e
assim, torna-se parceiro no Sistema de Certificagdo
de Produtos e Servicos TUV SUD.

Requisitos para a validade do certificado (em

principio):

¢ Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

ao uso da marca de certificacéo e para certificados

de SG:

e Condi¢Ges de fabricagio adequada estéo
mantidas.

» Auditoria de monitoragéo realizada
regularmente.



| AGENTIA MEDICAMENTULUI
| $IDISPOZITIVELOR MEDICALE

La nr. AQ7.PS-01.Rg01-153¢ din 21.09.2018

GBG-MLD S.R.L.

MD - 2001, or. Chisinau
str. Tighina, 65, of. 607
office@gbg.md

Prin prezenta, Agentia Medicamentului sI Dispozitivelor Medicale (in continuare
AMDM), cu referire la solicitarea Dvs. nr. G-392 din 20.09.2018 cu privire la
inregistrarea dispozitivelor medicale in Republica Moldova, Va comunica urmatoarele:

Conform Legii nr. 102 din 09 iunie 2017 cu privire la dispozitivele medicale, unica
confirmare a faptul ca dispozitivele medicale au fost Inregistrate este Registrul de Stat al
Dispozitivelor Medicale. Registrul este accesibil pe site-ul oficial al AMDM: www.amed.md
(Registrul Dispozitivelor Medicale - http://89.32.230.138:8081/).

Totodata, Va informam ca urmatoarele dispozitive medicale:

" Nr._ de Denumirea dispozitivului medical Denum_i i
Iinregistrare comerciala
DM000026511 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE ALPROJET-DD
DM000107528 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE ALPROJET-W

DM000026512 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE DESNET +
DM000026515 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE .
DM000026516 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE MINUTENWIPES
DM000026517 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE MIN%EINB‘gIPES
DM000026519 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE PLASTISEPT-ECO
DM000026521 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE PRINTOSEPT-ID
DM000026522 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE BILPRON
DM000026529 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE ALPRON
DM000026575 | DEZINFECTANT PENTRU CUCRS;[IJQQLIJQI_\I’EQIEP;SLERUMENTELOR MEDICALE SI S8, N

de la producatorul ALPRO MEDICAL GMBH din Germania, sunt inregistrate si

incluse in Registrul de Stat al Dispozitivelor Medicale in baza Ordinului AMDM nr. A07.PS-
01.Rg04-229 din 06.11.2017 si AO7.PS-01.Rg04-102 din 17.04.2018.

Director general adjunct Dumitru SAGHIN

Ex.: Scripcari Adrian
Tel:022 88 43 05
adrian.scripcari@amed.md

Agentia Medicamentului si Dispozitivelor Medicale
| Medicines and Medical Devices Agency

str. Karolenko 2/1, MD-2028, Chisinau, Republica Moldova
Tel: +373 22 884301; e-mail: office@amed.md: web: www.amed.md




ZERTIFIKAT CERTIFICATE CERTIFICADO CERTIFICAT ZER TIFIKAT CER TIFICATE CER TIFICADO CER TIFIC

Bezugnehmend auf die Bestatigung der With reference to the confirmation of the
Zertifizierstelle des Certification Body of the
TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Miinchen
EG-Zertifikats-Nr. EC-Certificate No.
G113 11 29056 065
vom dated
2014-01-01
gultig bis valid until
2018-12-31
wird hiermit nachfolgende Konformitatserklarung  the following declaration of conformity is
erstellt: prepared:

CE€ 0123

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

fur das Medizinprodukt Klasse lla for the medical device class lla

GMDN Code - Term:
57887 - Ethanol device disinfectant

MinutenSpray-classic

Alkoholische gebrauchsfertige Lésung zur
schnellen Reinigung und Desinfektion von
Oberflachen von Medizinprodukten, wie z.
B. Turbinen, Hand- und Winkelstiicke,
Unitgriffe, Schwebetische und medizinische
Gerate

durch by

ALPRO MEDICAL GMBH
Mooswiesenstr. 9
D - 78112 St. Georgen

auch Hersteller dieses Medizinprodukts ist und erklart
dass dieses Medizinprodukt den Grundlegenden
Anforderungen der Richtlinie 93/42/EWG entspricht
und eine vollstdndige Dokumentation verliegt. Das
Konformitétsbewertungsverfahren wurde geman
Anhang Il der Richtlinie 93/42/EWG durchgefiihrt.

Die Zertifizierung nach MPG erfolgte durch die
benannte Stelle

Alcoholic solution ready for use for the
quick cleaning and disinfection of surfaces
of medical devices such as turbines, hand
pieces and contra-angles, unit grips,
suspension tables and medical equipment

also manufacturer of this medical device and
declares that this medical device corresponds to the
basic requirements of the Directive 93/42/EEC and
that a complete documentation lie before. The
evaluation of conformity was carried out according to
Appendix |l of the Directive 93/42/EEC. The
certification of MPG resulted by the Notified Body

TUV SUD Product Service GmbH

Produktkategorie: Product Category:
Desinfektionspréparate fiir Disinfection preparations for surfaces of medical
Oberflichen von Medizinprodukten products _ ,.-;-;.j_‘_if%'.i-‘f:}_

® St. Georgen, 05. ...-'/
%LPRO

ALPRO MEDICAL GMBH
Qualitatsbeauftragter/ quality manager
TUV SUD Product Service GmbH
ist benannte Stelle gemaR der Richtlinie des Rates Nr. is the Notified Body according to Directive 93/42/EEC

93/42/EWG (ber Medizinprodukte mit der Kennnummer concerning medical devices with identification no.

0123



 MinutenSpray

Pentru dezinfectare rapida C’a85'c

S

Preparat special pentru dezinfectarea si curatarea rapida
a suprafetelor dispozitivelor medicale precum piesele de
mana sau contraunghi, masuta unitului si echipament
divers sau mobilier din cabinet sau laborator.

¢ lipsit de aldehide s fenoli

¢ solutie gata preparat
¢ certificare VAH/DGHM

Spectrul de activitate:
bactericid (incl. TBC, MRSA), fungicid (Candida albicans)
in1 min,

virucid conform DVV 2012, carrier test in conditii de
practica. Este eficace impotriva virusilor non incapsulati

in2 minute (in special adenosi virusi noro) si toti virusii
incapsulati in 30 de secunde (inclusiv HBY, HCV, HV,

hempes simplex, gripa, | virusul rujeolic, inclusiv
coronavirusul si MERS-CoV),

Utilizare:
Pubherizati de la o distanta de 30 cm si Bsatl sa-si faca efectul.

Apol stergeti cu un servetel de unica folosintd fex. MinutenWipes).
A se folosi doar pe suprafete rezistente la alcool.

Pentru curdtarea sl dezinfectarea suprafetelor sensibile &
aloool va rugam s utilizati produsul PlastiSept eco.

Expertize stiintifice:

Prof. Dr. R. Schubert, Frankfurt/M., VAH inkl EN 13624 +

EN 13727, 200605 ¢ Prof. Dr. H-P. Werner, Schwerin, VAH,
2009-09; virucid conform DVV (2012), 2013-11 # Dr. H. Brill,
Hamburg, EN 14561 + EN 14562, 2009-06; MRSA, 200907,
efect de lunga durata/remanenta incl. EN 13697, 200801 ¢
Prof. Dr. P. Heeg, Tubingen, DGHM, 199903 ¢ Dr. J. Hoffler,
Hamburg, EN 1040, 2009-05; EN 1275 + EN 1276, 2009-04 +
Dr. J. Steinmann, Bremen, BVOV, 2003-11; Vaccinia, 200605
Adeno, 2006-05; coronavirus inkl. MERS-CoV, 2014-05

Compoztie:

100 g contin:

45 g etanal, 15 g isopropanol, 0,1 g clorhexidinadigluconat,
0,08 g propionat de tdakchiletoxikamoniu, 0,05 g dervate de
akchilamine

Observatii speciale:

Atentie. Lichud s1 vapon inflamabili. Povo-
aca o mtare grava a ochilor. Ase pastra
departe de surse de caldurd, supraiete
herbinti, scante, flacan si1 alte surse de
apnndere. Fumatul interzs. Pastrat res
mentul inchs etans. Purtat echipament de
protecte a ochilor/ echipament de protecthe
a fetel. IN CAZ DE CONTACT CU OCHIE:
clatt cu atente cu apa timp de mai multe
munute. Scoatet lentilele de contact, daca
este cazul 1 daca acest lucru se poate
face cu usunnta. Continuati sa datiti. Daca
e - st ot -y
Nu amestecatt MinutenSp ray-classic cu
alte substante de curatare sau dezinfectan
t1 sau umpleraa in alte stcle de pulhverzare.

Iimpact asupra mediulut
Substantele care compun MinutenSpray-

classic sunt bwodegradabile conform
normelor OECD. Pentru a economesi

ambalaele s1 a reduce impactul asupra
mediuiul, va recomandam sa folosit
sstemul de reumplere cubtamner de 5 1.

715 11 flacon cu pulverzator
5 lcanstra

Importator in Moldova, "GBG-MLD"SRL, str.Tighina65, tel:+373542091,+37360999924
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ALPRO MEDICAL GMBH

ALPRO MEDICAL GMBH = Mooswiesenstrafie 9 « 78112 St. Georgen/GERMANY MOOSWieSEnStTaBe 9
78112 St. Georgen/GERMANY
fon: +49 7725 9392-0
fax: +49 7725 9392-91

To our valued eMail:  alpro@alpro-medical.de
Business Partners Web: www.alpro-medical.com
6 May 2020
AH/kp

Corona virus
Information by ALPRO MEDICAL GMBH
on the efficacy of ALPRO products against the corona virus COVID-19

Ladies and Gentlemen,

Referring the last days‘ news focusing on corona virus infections and the resulting questions
to dental professionals, we would like to clarify matters as follows.

For more than 30 years, ALPRO MEDICAL has been working on the development and production
of user- and environmentally friendly hygiene products and for many years
we help to maintain the health of professionals and patients.

ALPRO MEDICAL offers a wide range of products for the disinfection of hands, surfaces
and instruments as well as special applications that protect against enveloped viruses
including COVID-19.

Therefore we would like to inform you in the following according to the latest European
regulations, which products from ALPRO MEDICAL are effective against the COVID-19 virus.

Below, please find a list of products that comply with these criteria:
For hand disinfection:

»  AlproSept-HD
> AlproSept-HDE
» AlproSept-HDE gel

page 1 of 2
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Dental Solutions.
German Manufacturers,
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ALPRO MEDICAL GMEH

Circular letter on the subject corona virus COVID-19 dated 6 May 2020

For surface disinfection:
Alcoholic:

MinutenSpray-classic
MinutenWipes 50
MinutenWipes Jumbo 50
MinutenWipes Maxi

YV VY

Without alcohol:

PlastiSept eco

PlastiSept eco Wipes 50

» PlastiSept eco Jumbo Wipes 50
» PlastiSept eco MaxiWipes

Y v

General hygiene:
> DesNet +
For instrument disinfection:
> BIB forte eco
> AlproZyme
> WoL-cid
» BC San 100

For the cleaning and disinfection of dental aspiration systems:

> AlproJet-D
» AlproJet-DD

For impression disinfection:
» PrintoSept-ID
All products listed above have at least limited virucidal activity and inactivate

besides bacteria all enveloped viruses. Enveloped viruses include corona and influenza viruses.
All these products meet the EN 14476 standard and/or the German DVV RKI guidelines.

If you need any further information, please visit us at our website www.alpro-medical.com,
use our MEDICAL PROGRAM or ask our medical device consultants.

We hope this has been helpful for you and remain
with kin regar;{ds from the Black Forest.
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