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EC Certificate

Product Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex VI
(Devices in Class | with measuring function)

No. G3M 044963 0031 Rev. 01

&

Product Service

www.zlg.de

Manufacturer: Fazzini s.r.l.
SS Padana Sup. 317
20090 Vimodrone (M)
ITALY

Facility(ies): Fazzini s.r.l.
SS Padana Sup. 317, 20090 Vimodrone (Ml), ITALY

Product Aneroid Sphygmomanometers
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for final inspection and testing of the
respective devices / device categories in accordance with MDD Annex VI. This quality assurance
system covers those aspects of manufacture concerned with the metrological requirements of the
respective devices / device categories and conforms to the requirements of this Directive. It is subject
to periodical surveillance. See also notes overleaf.

Report no.: ITA1466063
Valid from: 2020-04-03
Valid until: 2024-05-26

Date, 2020-04-03 C
'@lt‘\/

Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Ceaicovschi Tudor
Date: 2024.02.09 12:05:07 EET
Reason: MoldSign Signature
Location: Moldova
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



EU-KONFORMITATSERKLARUNG
EU-DECLARATION OF CONFORMITY

Hersteller / Manufacturer: Kirchner & Wilhelm GmbH + Co KG
Eberhardstr. 56
71679 Asperg
Deutschland / Germany

Produktfamilie / Otoskope

Product family: Otoscopes

Zweckbestimmung / Diagnostikinstrument fiir die medizinischen Untersuchung des duBeren
Intended use: Gehorgangs bis zum Trommelfell. Fiir Sets gilt zusatzlich die

Konformitatserklarung "Ophthalmoskop, direkt".
Diagnostic instrument for medical examination of the external auditory canal

up to the eardrum. For sets, the declaration of conformity
"Ophthalmoscopes, direct" also applies.

Hiermit erklaren wir in alleiniger Verantwortung, dass:
¢ die oben genannte Produktfamilie den einschldgigen Bestimmungen der Verordnung (EU) 2017/745
Uber Medizinprodukte entspricht.
Die Medizinprodukte werden nach Verordnung (EU) 2017/745 Anhang VIl der Klasse |  zugeordnet.

e die oben genannte Produktfamilie mit allen Komponenten den einschldgigen Bestimmungen der
Richtlinie 2011/65/EU (RoHS) und der Richtlinie 2014/30/EU (EMV) sowie den zutreffenden
Umsetzungen in nationale Gesetze entspricht.

We hereby declare in sole responsibility that:
¢ the product family named above complies with the relevant provisions of Regulation (EU) 2017/745
concerning medical devices.
The medical devices are assigned to Class | according to Regulation (EU) 2017/745 Annex VIII.

e the product family named above with all components complies with the relevant provisions of
Directive 2011/65/EU (RoHS) and Directive 2014/30/EU (EMC) as well as the applicable
implementations in national laws.

Basis UDI-DI / Basic UDI-DI: 4030155KaWe0101YR

Diese Konformitatserklarung ist bis zur Ausstellung einer neuen Version giiltig.
This declaration of conformity is valid until a new version is issued.

R Ll

R. Kirchner-Gottschalk
Geschéftsleitung / President

Asperg, 2021-05-06

Dokument: Rev. Erstellt am:/von: Gepriift am:/von: Seite
Otoskope 06 2021-05-06 /SL 2021-05-06 / RK 1



Artikel-Nr. / Ref

Liste der zur Konformitatserklarung zugehorigen Produkte

Stethoskop, mechanisch

List of devices accompanying the declaration of conformity

Stethoscopes, Mechanical

Bezeichnung

06.10100.014

06.10100.024

06.10100.034

06.10100.044

06.10100.054

06.10100.094

06.10100.124

06.10100.134

06.10300.012

06.10300.022

06.10300.032

06.10800.022

06.10800.172

06.22100.014

06.22100.024

06.22100.034

Dokument:

Stethoskop, mechanisch 04

Colorscop-Steth. "Plano" rot

Colorscop-Steth. "Plano" schwarz

Colorscop-Steth. "Plano" blau

Colorscop-Steth. "Plano" griin

Colorscop-Steth. "Plano" gelb

Colorscop-Steth. "Plano" lila

Colorscop-Steth."Plano" tiirkis

Colorscop-Steth. "Plano" pink

Flachkopf-Stethoskop single

rot, Aluminium

Flachkopf-Stethoskop single
schwarz, Aluminium

Flachkopf-Stethoskop single
blau, Aluminium

Top-Kardiologie
Stethoskop, Edelstahl, schwarz

Top-Kardiologie Stethoskop
Edelstahl, burgunder
Colorscop-Steth. "Duo" rot

Colorscop-Steth. "Duo" schwarz

Colorscop-Steth. "Duo" blau

Rev. Erstellt am:/von:

2021-04-27 /SL

Denomination

Colorscop-plano stethoscope
red

Colorscop-plano stethoscope
black

Colorscop-plano stethoscope
blue

Colorscop-plano stethoscope
green

Colorscop-plano stethoscope
yellow

Colorscop-plano stethoscope
violet

Colorscop-plano stethoscope
turquoise

Colorscop-plano stethoscope
pink

Nurse stethoscope single red,
aluminium

Nurse stethoscope single black,
aluminium

Nurse stethoscope single blue,
aluminium

Top Cardiology stethoscope
stainlesssteel, black

Top Cardiology stethoscope
stainlesssteel, burgundy

Colorscop-duo stethoscope
red

Colorscop-duo stethoscope
black

Colorscop-duo stethoscope

blue
Gepriift am:/von: Seite
2021-04-27 / RK 2
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EC Certificate — Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V
Certificate No. MDD-128

Issued to: Kirchner & Wilhelm GmbH + Co. KG

Eberhardstrasse 56, 71679 ASPERG, Germany
Product category: Blood pressure measuring devices
UMDNS: 16-156

SIQ has audited the quality system in accordance with MDD Annex V, restricted to the aspects
of manufacture concerned with the conformity of the devices with metrological requirements and
found that the above-mentioned manufacturer’'s quality system meets the requirements of the
Directive 93/42/EEC concerning medical devices Annex V, including all subsequent
amendments. This certificate is based on:

Audit report No.:

OSV 00357B/2019, 2019-04-11

OSV 00022/2019, 2019-02-25

OSV 01182/2018, 2018-10-29

OSV 00984/2018, 2018-08-30

OSV 00921/2018, 2018-08-20

See also decision of NB's commission for medical devices.

This certificate remains valid as long as the Manufacturer's quality system is subject to
periodical surveillance as referred to in Directive 93/42/EEC concerning medical devices Annex
V (4), restricted to the aspects of manufacture concerned with the conformity of the devices with
metrological requirements and continues to meet the above requirements.

Certification date: 2019-04-04

S Director of SIQ
Issue: 2/2019-04-12 F — ) '
Sl = < lgorLikar
Valid until: 2024-04-04 ——— /4 ¢
‘ [~
Trzaé csta 2 1L

ka ¢
S1-1000 Ljubljana / Slovenija
8

SIQ Ljubljana, Trzaska cesta 2, SI-1000 Ljubljana, Slovenia, Notified Body No. 1304
tel.: +386 1 4778 100 o fax: +386 1 4778 444  e-mail: info@siq.si ® hitp://www.siq.si




A\V4
PEAEPAABHASA CNYXXBA MO HAA3OPY B CHEPE 3[IPABOOXPAHEH/SA
(POC3PABHA/3OP)

oT 27 aBrycta 2019 roga Ne ®CP  4)9/05017

Ha megnumHCcKoe nsgenuve

VHAMKaTopbl XMMUYECKUE 04HOPa30Bble BO3AYLLHON cTepunusaumnm MegC-B
B ncrnonHeHmnax: Meg1C-B-180/60, MegC-B-180/60-1

no TY 9398-032-11764404-2004

HacTosLee perncrpaunoHHoe y0CTOBEPEHME BblaHO

O6LWEeCTBO C OrpaHNYeHHOM OTBETCTBEHHOCTbLIO "*Hay4HO-npon3sBoacTBeHHasA (rupma
"BuHap" (OO0 "HIMdD "BNHAP"),

Poccus, 105094, Mocksa, yn. FocnuTanbHbIn Ban, 4. 5, cTp. 7A, nomewy,. VHI

MpownssoauTens

O6L1ecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTbLIO "*Hay4HOo-npon3soacTBeHHasa upma
"BuHap” (OO0 "HM® "BNHAP"),

Poccus, 105094, MockBa, yn. FocnuTasnbHbI Ban, 4. 5, cTp. 7A, nomely,. VHI

MecTo npon3soacTsa MEAULIMHCKOIO U3aenns
OO0 "HIMN® "BNHAP™", Poccua, 141009, MockoBcKasa 061acTb, . MbITULN,
yn. KonoHuosa, 4. 17/2

Howmep perucrtpaumoHHoro gocse Ne P[1-27958/39246 ot 03.07.2019
Knacc noTeHUManbHOro pucka npuMeHeHusa MeguLMHCKOro nsgenmsa 1

Kopg O6Lepoccriickoro knaccumkaropa npoayKuum no BugaM sKOHOMUYECKOM
JearensHoctn 32.50.50.190

npuvkasom Poc3gpaBHaasopa ot 27 asrycta 2019 roa.1 Ne 6347
[OMyLLEHO K 06paLLeHNIo Ha TeppuTopun Poccuiickon ®eaepa

3amecTuTesib pyKoBoauUTeNns ®deaepasibHOM CriyXobl i
rno Haa3opy B cepe 3apaBoOXpaHeHNs [.1O. MNasntokos

0043820



105094, Mockea, yAa. TocnutansHbil Ban, fAom 5, cTp. 7A, nom. V|| +7 (495) 988 7667
HAYSHO-MPOU3BORCTEEHHAR

F ) ObwecTeo ¢ orpaHMueHHo OTBETCTBEHHOCTLIO
» «Hay4Ho-npoussogcTeennan upma «BHHAP» (000 «Hnao «BMHAP>)
®
i 4 105094, Poccua, r. Mocksa, a/s 26 vinar@vinar.ru wWww.vinar.ru +7 (800) 201 0202

NACMOPT KAYECTBA

Magenme UHAMKaTOpLI XMMMyeckue OAHOpa3oBbie BO3AYLIHOMN
CTepunusauymm «MegMUC-B-180/6C

TexHuyecKkne

VCHEBHA TY 9398-032-11764404-2004

PerucrtpaumorHoe Ne ®CP 2009/05017 ot 27.08.2019 r.

yAoCToBepeHue
Kog OKMNA 2 32.50.50.190
MapTtua 2082062

Aata usrotoBnenus Uious 2022r.
FapaHTuiHbIN cpok 36 mecsues

YcnoBus xpaHeHmus B cooTReTCTBUM C MHCTPYKLMEN MO NPUMEHEHMIO

TexHuyeckue nokKasaresium:

HanmeHoBaHue nokasatens Hopma 3HayeHue

TexHuyeckue XapaKTePUCTHKM | TY 9398-032-11764404-2004 CootBeTcTBYeET

CootBetcTBue NOCT Knacc 4 CootBeTcTByeT
no NOCT 1SO 11140-1-2011

BeiBog: Mpodykyus coomsemcmsyem 8cem YCmaHoBAeHHbIM mpebosaHuam

HAYA nbHuk OKK
UOG«HF:'@«BHH AP»
T EHE XKuHp E.A,




O6wecTeo C OrpaHUYEHHON OTEETCTEEHHOCTbIO
«HayuHo-npoussogcTeeHHan Gpupma «BUHAP» (000 «HM® «BUHAP»)
®

HAYSHO-MPOM3BOACTEEHHAR

105094, Mocksa, yn. FocnnTanbHbi Ban, gom 5, cTp. 7A, nom. VIII +7 (495) 988 7667

oupma 24 105094, Poccua, r. Mocksa, a/s 26 vinar@vinar.ru www.vinar.ru +7 (800) 201 0202

Uspenue

TexHunyeckue
ycnosus

PeructpauuonHoe
yAocToBepeHue

Koa OKNA 2

Maptus
Jlata usrotosseHus
lapaHTUIHBIN CpoK

YcnoBusa xpaHeHus

NMACMNOPT KAYECTBA

MHAnKaTOp XMMMYeCKUit ogHOPa30BBIi napoBou
crepunusaumm «MeghC-132/20»

TY 9398-027-11764404-2003

Ne P3H 2013/38 ot 30.03.2021 r.

32.50.50.190

2094062
UioHb 2022 r.
48 mecsueB

B cooTBeTCTBMM C MHCTPYKUMEN MO NPUMEHEHMIO

TexHMYecKHe nokasartesiu:

HanMmeHoBaHuMe nokasarens Hopma 3HayeHue

TexHuueckue xapaktepuctuku | TY 9398-027-11764404-2003 CootBeTtcTBYET

CootBeTtctBue NOCT

Knacc 4 CootBetcTBYET
no NOCT 1SO 11140-1-2011

BbiBoA: [Ipodykyus coomsemcmayem 8cem YCMAaHOBAEHHbIM MPeBOBAHUAM

OTBeTCTBEHHLIH
32 KOHTPO/Ib K&

HAY9ATBHIK QK&
000<‘HF¢‘«BHH AP»
o JIEHE XKuHA E.A,

!aanw‘/‘/f‘g{

T
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