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TECHMICKYT SHOS0BNY OSTAV PIEATANY, 4.5

Cortifikadny organ cortifikujic virobky
Krajinakd ceata 292509

921 1 Pledtany, Slovak Republic

CEPTU®UKAT COOTBETCTBWUA
CONFORMITY CERTIFICATE

Ne./No. 181299257

Npoissogument

3A0 «AQWNONE

yn. Epurera, 17
r.MuHck 220003
PecnyBnuka Benapych

MpogywT fiwn

TpyBuaTeiA aneKTpoHarpeBaTens AnA
NPOMLILNEHHBIE YETAHOBOK,

Tan: TOH-XX([X}- XX{X)- XX{XKX(X)-X- XK(X)

Cneusdealis — RADMHABHTE MGG NPRBGAGHL
B MPAMOHEHHA HACTORALBIG 1]

HACTOA AR CEPTIGHIGET COOTBETCTONA NOATHCHEIMET,
Ut MPAAYET COSTRBTCTHYET GCHORH LM TReBoARHMAM
SesonacuacTv enenyour fupecmes EC/EU Hoaore
T

2014135/EU  HuzeoBonbTHOS 0GODYAODAHKE

Erponebioond rapuspaninponismae CTAHMANTE
HENONhIRMMMBAG ANA OO COOTOETETIAS

EN 60518-1:2015, EN 60513-2:2006

CopTadunT MafieTon 16 SCnondsme we bl TiimA
SHpazLm NPoLYRT.

ParynsTaTe npimegse B Oriene of cutHon
coomeaTcTarA My 180500121 or 11.09.2018

CE rosciomn

MAQTHEONEY MO0 DM TR B Ty
PRS0 AHHA SUHTH COOTDATITINGE = S T
B0 HAg s e [iupanes EC/EU

1.08.2018
10,05 2021

MlaTa sxanaqn /IS0 date:
fAefcrowTaneq go f Explry date:
Wanammo flssus: 1

lsl.liumnf 5. RANReTEH SR ottt ool EC,
rewsp 1700

Manufacturer

CJSC «ADIPOLY
Briketa str., 17
Minsk, 220003
Republic of Belarus

Product Mype
Tubular electric heater for industrial
installations,

typa: TEN-XX(X)- XX[X}- XX(X)HE{K)-X- XX[X)

Spedification - the specificaion variants ane Bsled in the
Annax of this certificale

This conformity conifcata confirma the confomity of the
product with essential safety roquirements of the
fellrwing EC/EL New Approach Directives as amended:

2014135/EY  Low Voltage equipment

Curppean hamonized standards used for confommity
DIBCHHARLAL

EM 60519-1:2015, EN 60519-2:2006

Thei exrlificnte hos bsen ssued on the basts of thae tesls
of the product type sample.

Thotr resulls o reconrdid in thg Confonmity deses smant
roport Mo, 180500121 dated 11,00.2018

M\rhihar.mulm

CEMMMM,mﬁ sevant EC/EY Duectves

SN0 COPTHEMKILIM NPOYRIDS
Head of Produet Cortification Body




DECLARATIE DE CONFORMITATE nr.(f'éf/;a' L0/ 13 CLC200 113

. Prezenta declaratie de conformitate este emisd pe raspunderea exclusiva a producatorului,
‘semnaté pentru si in numele:
AO JIEJIBAHC», Federatia Rusad

denumirea si adresa producétorului)
Produsul (tip, | Lampi electrice fluorescente cu soclu dublu m.c. <OSRAM» modele: T8...,
model): T5... TS LED....T5 LED....unde (...) - cifre si/sau litere ce reprezinta
(Product,(model(s)) variantele modelului
' Contract de livrare: nr.643/00214209/00647 din 26.11.2008 cu AO
«JIEJIBAHC», Federatia Rusa

Obiectul = Tn conformitate cu Legea nr. 235din1 decembrie 2011 privind activitatile de acreditare si de ,
| evaluare a conformitati, declaratia de conformitate atestd faptul c& produsul indeplineste |
cerintele esentiale de securitate mentionate in: |

Certificat de conformitate : Nr. OCpr - 001 13 C002421-19 din 16.07.2019 |
eliberat de OCP din cadrul 1.5. CMAC, str. E. Coca, 28, mun. Chisinau, MD *
2064, certificat de acreditare Nr. OCpr - 001 din 10.09.2018; Raport de
incercari Nr. Nr. 8235/02/19 din 01.07.2019, eliberat de LI CERTIFICARE
SRL, MD 2001, mun. Chiginau, bl.Gagarin 2, certificat de acreditare Nr. L -
076 din 17.06.2016. ‘ ‘

declaratiei:
(Base of Declaration)

Standarde { | “Aceasts declaratie nu pune in pericol viata si sinatatea consumatorilor, nu produce impact

‘ | asupra mediului inconjuritor si este in conformitate cu urmitoarele reglementdri tehnice i

relevante: o jurstors e L

Applied Standar i i S : 1

(Applied Standards) | “q\f SR EN 61195:2010 cap.2.2. 2.4, 2.5. 2.6 |

T pe— oo aTenta Dedari G datele farmiate I vaportul de Tcercar acoperd inclusv intreaga |

su limentare: grupd de produse asa cum acestea sunt similare prin constructie, diferentele fiind prin
P ' aspectele de dizain.

(Supplementary

information)

Reprezentantul autorizat: "EUROLUMINA" S.R.L.mun. Chiginau, str. Lunca,

Republica Moldova /(
| Chisinauy, Data: 16.07.2019 : i _

 Ghee foe 1'/;5%221“’/ %&Sc‘cy‘[ﬁg/ S e -5

{Nume, functia) (ser’hﬁétura)




DECLARATIE DE CONFORMITATE nr.f’f27”;,s; (04 [3 (O34 179

Prezenta declaratie de conformitate este emis3 pe raspunderea exclusivd a producatorului,
semnatd pentru siin numele:

000«3neKTpo Jaittinr», Federatia Rusé

(denumirea si adresa producitorului)

(i 1]

Produsul (tip, | Lampi electrice cu incandenscentd m.c. «KAJIATIIHUKOBO» modele: A..., i

model): lIC....IILl.l....MO....R....T....PH...,I/IKISK..._, 1

(Product,(model(s)) unde (...) - cifre gi/sau litere ce reprezinta variantele modelului §
b Contract de livrare: nr.02-003/2J1 din 26.09.2017 cu OO0« neKTpo ‘ i
b ¥ Jlaittuur», Federatia Rusd

Obiectul Tn conformitate cu Legea nr. 235 din 1 decembrie 2011 privind activitatile de acreditare gi de

d'eclarat;iei: : eva.luaref a conformitétii, defclaratia dg confqrnwitate atestd faptul c& produsul indeplineste

cerintele esentiale de securitate mentionate in:

| (Base of Declaration) |~ .icicat de conformitate : Nr. OCpr - 001 13 C002418-19 din 16.07.2013

! | eliberat de QCP din cadrul i.S. CMAG, str. E. Coca, 28, mun. Chisinau, MD
: 2064, Raport de incercari Nr. Nr. 8250/02/19 din 05.07.2019, eliberat de Li
! ! '| CERTIFICARE SRL, MD 2001, mun. Chisinau, bl.Gagarin 2, certificat de

| acreditare Nr. L1 - 076 din 17.06.2016.

Standarde Aceasta declaratie nu pune in pericol viata si sanitatea consumatorilor, nu produce impact
» BE | asupra mediului inconjurdtor si este in conformitate cu urmatoarele re lementari tehnice si
relevante: ‘ stanpdarde, . 7 ¢ i

(Applied Standords) | " g\1 SR EN 60432-1:2010 cap. 2.2,2.3, 2.5, 2.6, 27 | 1

Informatii Prin prezenta Declardm cé datele furnizate in raportul de incercéri acoperd inclusiv intreaga
‘ ‘ grupd de produse asa cum acestea sunt similare prin constructie, diferentele fiind prin |

| suplimentare: aspectele de dizain. g

(Supplementary
information) |

Reprezentantul autorizat; "EUROLUMINA" S.R.L., mun. Chisindu, str. Lunca Bic
i Republicé‘,MoldQva

Data: 16.07.2019
r 7 {’ 7 ‘ / : o B
‘Aeeet vor e FAlee Veales e

{Nume, functia) (semn&tura)




CENTRUL TEHNIC PENTRU SECH RITATE
INDUSTRIALA S CERTIFICARE SRI.

OCPesw MD 015 13C 46552-19

Nr. de inregistrare

£5

3 o3

I

Data emiterii 17 nwi 2010 Valabil pina fa 17 mai

ORGANISM UL DI ¢ ERTIFICARE A PROD! SELOR CU GRAD S IRET DE PERICO]

din cadrul SRL. "Centrul Fehnic pentru Securitate Industriala si Certificare™

certiticat de acrediare (O pr-ULS. MD-2004. mun. Clugindu, str. S.Lazo. 48, el 022208156, 0222081 86

PRIN PREZENTUL DO CUMENT ST ¢ ONFIRMA FAPTUL, CA PRO DUS ELE IDENTIFI( ATE AN TERD

DENUMIREA / DESCRIERFE A Codul NCMD
Pile cilindrice. mures camerciald "WVARTA™ (8306

modeleke AAAAALCL DL CR, V, E; f

ivrarea contorm contractulyi 08 din 12.02.2010:

pastrarca - depozl tirmed: (mun. ¢ Tisindu, str, Mitopolit Dosofiel. 124,

SUNT CONFORME ¢t CERINTELE OBLIGATORIL STABILITE IN
SAT JAcup. b oper 4 35

EN 6COR6-1 201 cup. 0.1 ey

{

PRODUCATOR
"Varta Ravovae R emington” SRL, or, Bucuresti, Romania
tara de origine - Ching

CLIENT [Codul IDNO

S.CL"Smartinvest” SR o 000001680

MD-2004, mun. Chismin st.Miropolit Dosofter, 24, el 079443535

CERTIFICATUL ESTE ELIBERAT IN BAZA

Raportula de identificare . 10 0314 din 24.04.2019,

Raportulut de ncercari nr. 81 1502719 din 02.05.2019.

cliberat de LI'CERTIFIC ARE" certif de acreditare nr | 1-076.
evaluare nr. 105095 -ev din 14.05.2019.

Sy

Raportalus

e

INFORMATIE SUPLIM ENTARA
Schena de tip 2.
Este stabiliti 1 supraveghere cu identificarea de catre OC PGSP a fiecdrui lot

f’lwbjefc date se comercinlizeazi nunw; I prezenta informatici in lba de st

i

o .
1S “Conducatorul

organmismului de certificare

0046

Fib o 1 s AT
Nicolal Manolon

nr.

(

Seria




D DEKRA

CERTIFICATE

Number: 2238851

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Richard Wolf GmbH

Pforzheimer Str. 32
75438 Knittlingen
Germany

Manufacturer DUNS 315304071

Conforms with the following standard and regulatory requirements:

ISO 13485:2016

Australia: Therapeutic Goods (Medical Devices) Regulations; 2002 and Schedule 3 Part 1
(excluding Part 1.6) - Full Quality Assurance Procedure

Brazil: RDC ANVISA N. 16/2013,23/2012 and 67/2009

Canada: Medical Devices Regulations -~ Part 1~ SOR98/282

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68 and’ PMD At/

United States: 21 CFR 803, 21 CFR 806,21 CFR 807 - Subparts Ato/'D’and 21/CFR 820

Scope: 1

Design and development, production, distribution;, instaltation and servrce of systems actlve medical
devices (sterile, non-sterile), non-active medical devices/(stefile, non+ sterlle) for human medicine,in
particular for endoscopy and extracorporeal’'shockwave application/, y

Design and development, production, /and distribution of non-active |mplants in, urology and surgery as well
as accessories for processing (cleaning, /disinfection, sterlllzatlon) aslig

Certificate expiry date: ' '/ 2022-07-01
Certificate effective date: 2019-07-11
Certified since: 2019-07-11

This certificate is valid for the organization(s) and/or locations’'mentioned on the addendum:
DEKRA Certification B.V.

TV
B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

The validation of the validity of this certificate can be checked through DEKRA's website using the following link:
https:/www.dekra-product-safety.com/en/certified-organizations

DEKRA Certification B.V. is recognized under the Medical Devices Single Audit Program.

MEDICAL DEVICE SINGLE AUDIT PROGRAM

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
Page 1 of 2



D DEKRA

page 1 of 1

ADDENDUM

To certificate: 2238851

The management system of the organization(s) and/or location(s) of:

Richard Wolf GmbH

Pforzheimer Str. 32
75438 Knittlingen
Germany

Certified organization(s) and/or locations:
Different scope

Richard Wolf GmbH Manufacture of flexible and rigid endoscopes;
Reuchlinstr. 10-11

10553 Berlin

Germany

DUNS 315079765

Addendum expiry date: 2022-07-01
Addendum effective date:  2019-07-11

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
Page 2 of 2



A4107.17

B

& i’,;

£ ?-L

'SUD

1 E~""E
]
( DAKKS : |
@S . . Deutsche '
“Tii Akkreditierungsstelle [= .
D-ZM-11321-01-00

Product Service
~ oo Bl P
N7 [
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Holder of Certificate: KARL STORZSE Co.KG
Dr.-Karl-Storz-Stralte 34
78532 Tuttlingen
GERMANY

Certification Mark:

- .SuUD

tuv-sud.comips-cert

Scope of Certificate: Design and development, production,
distribution, sales, installation and servicing of
active medical devices (non sterile, sterile),
non-active medical devices (non sterile, sterile),
implants (non sterile, sterile)

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.: 713142937
Valid from: 2019-08-25
Valid until: 2022-05-31
Date, 2019-06-25 .
Stefan Preil
Head of Certification/Notified Body
Page 10f 9

TUV SUD Product Service GmbH - Certification Body - Ridlerstralle 65 + 80339 Munich « Germany
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No. Q5 084462 0038 Rev. 02

Applied Standard(s):

Facility(ies):

Page 2 of 9

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

KARL STORZ Beteiligungs GmbH
Mittelstrasse 8, 78532 Tuttlingen, GERMANY

Storz Endoskop Produktions GmbH
Schneckenackerstr. 1, 8200 Schaffhausen, SWITZERLAND

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strae 11, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
Carl-von-Linde-Strae 15, 85748 Garching, GERMANY

KARL STORZ SE & Co. KG
Elsa-Brandstrom-Weg 21, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
take-off Gewerbepark 44-47, 78579 Neuhausen ob Eck,
GERMANY

KARL STORZ SE & Co. KG
KaiserstraRe 10, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strafe 34, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
take-off Gewerbepark 83, 78579 Neuhausen ob Eck, GERMANY

KARL STORZ SE & Co. KG
Friedrich-List-StraRe 6, 76297 Stutensee, GERMANY

KARL STORZ SE & Co. KG
Scharnhorststrale 3, 10115 Berlin, GERMANY

KARL STORZ Video Endoscopy Estonia QU
Parnu maantee 556b, Laagri, 76401 Harju maakond, ESTONIA

TOV SUD Product Service GmbH -« Certification Body - Ridlerstrae 65 « 80339 Munich « Germany
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Facilities:

KARL STORZ Beteiligungs GmbH
Mittelstrasse 8

78532 Tuttlingen

Germany

Management

KARL STORZ SE & Co. KG
Elsa-Brandstrom-Weg 21
78532 Tuttlingen

Germany

Production of non-active medical devices

Products in scope:

Instruments (Instruments with movable jaws, Instruments without movable jaws, Working
Elements/Working Inserts, Suction/Irrigation Instruments, Catheters, Cannulas)

Page 30f9
TUV SUD Product Service GmbH « Certification Body - Ridlerstral3e 65 » 80339 Munich « Germany
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No. Q5 084462 0038 Rev. 02

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-StraRe 11
78532 Tuttlingen

Germany

Design and development, production and servicing of active medical devices,
non-active medical devices and implants and sterile medical devices

Products in scope:

® Instruments (Instruments with movable jaws, Instruments without movable jaws, Working
Elements/Working Inserts, Suction/Irrigation Instruments, Catheters, Cannulas)

e Sheaths and Trocars

o Implants (Nonactive implants for ENT (S), Nonactive bone implants for arthroscopic
procedures (S), Bioabsorbable implants for arthroscopic procedures (S), Surgical suture
material for arthroscopic procedures (S))

¢ HOPKINS Optics (HOPKINS Telescopes with channel, HOPKINS Telescopes without
channel)

¢ Fiberscopes and semiflexible endoscopes (Fiberscopes with channel, Fiberscopes without
channel, Semiflexible endoscopes with channel, Semiflexible endoscopes without channel)

Videoendoscopes (Rigid Videoscopes with channel, Rigid Videoscopes without channel,
Flexible Videoscopes with channel, Flexible Videoscopes without channel)

Retaining Systems
Equipment Carts
Lithotriptors (Lithotripsy Devices, Foot Switches Lithotripsy Devices, Lithotripsy Probes)

© HF Systems (HF Instruments with movable jaws, HF Instruments without movable jaws/HF
Electrodes, HF Suction/Irrigation Instruments, HF Cables, HF Generators, HF Foot Switches,
HF Working Elements)

e Hygiene/Cleaning (Sterilization Trays/Perforated Baskets)

® © o

KARL STORZ SE & Co. KG
Kaiserstrafe 10

78532 Tuttlingen

Germany

Design and development, production of active medical devices, non-active medical devices,
servicing of active medical devices (non sterile)

Products in scope:
© OR1 (Data Storage, Data Management and Routing Systems, Active controlling systems)
© Lithotriptors (Lithotripsy Devices, Foot Switches Lithotripsy Devices, Lithotripsy Probes)

- lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps, Battery Light
Sources)

Page 4 of 9
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrafle 65 « 80339 Munich « Germany
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KARL STORZ SE & Co. KG
Dr.-Karl-Storz-StraRe 34
78532 Tuttlingen

Germany

Design and development, distribution, sales, installation and servicing of
active medical devices (non sterile, sterile), non-active medical devices (non sterile, sterile),
implants (non sterile, sterile)

Products in scope:

¢ Implants (Nonactive implants for ENT (S), Nonactive bone implants for arthroscopic
procedures (S), Bioabsorbable implants for arthroscopic procedures (S), Surgical suture
material for arthroscopic procedures (S))

® HOPKINS Optics (HOPKINS Telescopes with channel, HOPKINS Telescopes without
channel)

e Fiberscopes and semiflexible endoscopes (Fiberscopes with channel, Fiberscopes without
channel, Semiflexible endoscopes with channel, Semiflexible endoscopes without channel)

¢ Videoendoscopes (Rigid Videoscopes with channel, Rigid Videoscopes without channel,
Flexible Videoscopes with channel, Flexible Videoscopes without channel)

Retaining Systems
o Equipment Carts
¢ Imaging Systems (Camera Heads, CCUs, Monitors)

Lithotriptors (Lithotripsy Devices, Foot Switches Lithotripsy Devices, Lithotripsy Probes)
© Pumps (Pumps, Foot Switches Pumps, Tubing Sets)

® HF Systems (HF Instruments with movable jaws, HF Instruments without movable jaws/HF
Electrodes, HF Suction/Irrigation Instruments, HF Cables, HF Generators, HF Foot
Switches, HF Working Elements)

¢ Laser (Laser Devices, Foot Switch Laser, Laser Fibers)

© Motors (Motor Control Unit, Handpieces/Motors, Foot Switches Motor Control Unit,
Shaver/Drills)

Morcellator Systems and Accessories for Endoscopic Therapy
® OR1 (Data Storage, Data Management and Routing Systems, Active controlling systems)

@ lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps, Battery Light
Sources)

® [nsufflators/Tubing Sets

@ Instruments (Instruments with movable jaws, Instruments without movable jaws, Working
Elements/Working Inserts, Suction/Irrigation Instruments, Catheters, Cannulas)

o Sheaths, Trocars
Navigation (Navigation Units, EM Navigation)
© Hygiene/Cleaning (Sterilization Trays/Perforated Baskets)

Page 50f 9
TOV SUD Product Service GmbH « Certification Body « Ridlerstraie 65 « 80339 Munich « Germany
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Storz Endoskop Produktions GmbH
Schneckenackerstrasse 1

8200 Schaffhausen

Switzerland

Design and development, production, installation and servicing of active medical devices,
non-active medical devices

Products in scope:

® HOPKINS Optics (HOPKINS Telescopes with channel, HOPKINS Telescopes without
channel)

e Fiberscopes and semiflexible endoscopes (Fiberscopes with channel, Fiberscopes without
channel, Semiflexible endoscopes with channel, Semiflexible endoscopes without channel)

¢ Videoendoscopes (Rigid Videoscopes with channel, Rigid Videoscopes without channel,
Flexible Videoscopes with channel, Flexible Videoscopes without channel)

Retaining Systems

Equipment Carts

Imaging Systems (Camera Heads, CCUs, Monitors)

Lithotriptors (Lithotripsy Devices, Foot Switches Lithotripsy Devices, Lithotripsy Probes)
Pumps (Pumps, Foot Switches Pumps, Tubing Sets)

HF Systems (HF Instruments with movable jaws, HF Instruments without movable jaws/HF
Electrodes, HF Suction/irrigation Instruments, HF Cables, HF Generators, HF Foot Switches,
HF Working Elements)

Motors (Motor Control Unit, Handpieces/Motors, Foot Switches Motor Control Unit,
Shaver/Drills)

© Morcellator Systems and Accessories for Endoscopic Therapy

® lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps, Battery Light
Sources)

¢ Insufflators/Tubing Sets

e Instruments (Instruments with movable jaws, Instruments without movable jaws, Working
Elements/Working Inserts, Suction/Irrigation Instruments, Catheters, Cannulas)

© Navigation (Navigation Units, EM Navigation)

® & e o O

KARL STORZ SE & Co. KG
Carl-von-Linde-StraBe 15
85748 Garching

Germany

Service and Repair of Flexible Endoscopes for Diagnosis and Therapy (non
sterile)

Products in scope:

© Videoendoscopes (Flexible Videoscopes with channel, Flexible Videoscopes without
channel)

Page 6 of 9
TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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KARL STORZ SE & Co. KG
take-off Gewerbepark 83
78579 Neuhausen ob Eck
Germany

Distribution and servicing of active medical devices (non sterile, sterile),
non-active medical devices (non sterile, sterile), implants (non sterile, sterile)

Products in scope:

¢ Implants (Nonactive implants for ENT (S), Nonactive bone implants for arthroscopic
procedures (S), Bioabsorbable implants for arthroscopic procedures (S), Surgical suture
material for arthroscopic procedures (S))

® HOPKINS Optics (HOPKINS Telescopes with channel, HOPKINS Telescopes without
channel)

© Fiberscopes and semiflexible endoscopes (Fiberscopes with channel, Fiberscopes without
channel, Semiflexible endoscopes with channel, Semiflexible endoscopes without channel)

¢ Videoendoscopes (Rigid Videoscopes with channel, Rigid Videoscopes without channel,
Flexible Videoscopes with channel, Flexible Videoscopes without channel)

© Retaining Systems
e Equipment Carts
Imaging Systems (Camera Heads, CCUs, Monitors)
© Lithotriptors (Lithotripsy Devices, Foot Switches Lithotripsy Devices, Lithotripsy Probes)
¢ Pumps (Pumps, Foot Switches Pumps, Tubing Sets)

¢ HF Systems (HF Instruments with movable jaws, HF Instruments without movable jaws/HF
Electrodes, HF Suction/Irrigation Instruments, HF Cables, HF Generators, HF Foot
Switches, HF Working Elements)

¢ Laser (Laser Devices, Foot Switch Laser, Laser Fibers)

~ Motors (Motor Contro! Unit, Handpieces/Motors, Foot Switches Motor Control Unit,
Shaver/Drills)

@ Morcellator Systems and Accessories for Endoscopic Therapy
© OR1 (Data Storage, Data Management and Routing Systems, Active controlling systems)

© lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps, Battery Light
Sources)

¢ |nsufflators/Tubing Sets

© Instruments (Instruments with movable jaws, Instruments without movable jaws, Working
Elements/Working Inserts, Suction/Irrigation Instruments, Catheters, Cannulas)

® Sheaths, Trocars
¢ Navigation (Navigation Units, EM Navigation)
¢ Hygiene/Cleaning (Sterilization Trays/Perforated Baskets)

Page 7 of 9
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Akkreditierungsstelle
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Product Service
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No. Q5 084462 0038 Rev. 02

KARL STORZ SE & Co. KG
take-off Gewerbepark 4447
78579 Neuhausen ob Eck
Germany

Production of non-active medical devices (non sterile), Cleaning and Packaging of
final products

Products in scope:
® Instruments (Instruments with movable jaws, Instruments without movable jaws, Working
Elements/Working Inserts, Suction/Irrigation Instruments, Catheters, Cannulas)

® HOPKINS Optics (HOPKINS Telescopes with channel, HOPKINS Telescopes without
channel)

KARL STORZ SE & Co. KG
Scharnhorststrae 3
10115 Berlin

Germany

Design and Development of robotic systems for surgical assistance and of software for clinical
workflows, documentation, data management, interoperability and communication

Products in scope:
® Retaining Systems
o OR1" (Data Storage, Data Management and Routing Systems, Active controlling systems)

Page 8 of 9
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Praduct Service
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No. Q5 084462 0038 Rev. 02

KARL STORZ SE & Co. KG
Friedrich-List-Strafe 6
76297 Stutensee

Germany

Production, installation and servicing of Medical Device Communication Systems

Products in scope:
o OR1 (Data Storage, Data Management and Routing Systems, Active controlling systems)

KARL STORZ Video Endoscopy Estonia OU
Pirnu maantee 556b, Laagri

76401 Harju maakond

Estonia

Design and development, production and servicing of active and non-active medical devices
and components (non sterile)

Products in scope:

Videoendoscopes (Rigid Videoscopes with channel, Rigid Videoscopes without channel,
Flexible Videoscopes with channel, Flexible Videoscopes without channel)

Page 9 of 9
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INDUSTRIALA SI CERTIFICARE SRL

CERTIFICAT DE CONFORMITATE
Nr. de inregistrare OCPasr MD 015 13C 46552-19

Data emiterii 17 mai 2019 " Valabil pind la 17mai 2020

6

ORGANISMUL DE CERTIFICARE A PRODUSELOR CU GRAD SPORIT DE PERICOL
{din cadrul SRL "Centrul Tehnic pentru Securitate Industriala si Certificare",
8 { certificat de acreditare OCpr-015, MD-2004, mun. Chisindu, str. S.Lazo, 48, tel.: 022208156, 022208186
“/PRIN PREZENTUL DO CUMENTSE CONFIRMA FAPTUL, CA PRO DUS ELE IDENTIFIC ATE ASTFEL:
- " DENUMIREA / DESCRIEREA Codul NC MD
%’ ile cilindrice, marca comerciali "VARTA"; 8506
- imodelele: AAA, AA, C, D, CR, V, E;
area conform contractului nr.08 din 12.02.2019;

<

/' SUNT CONFORME CU CERINTELE OBLIGATORII STABILITE iN
SM EN 60086-1:2017 (cap. 4: pet. 4.1.6.1; cap. 5).

i
S .
;;RODUCATOR Codul tirii
8 {'Varta Rayovac Remington" SRL, or. Bucuresti, Romania CN

e

&*30: IENT [Codul IDNO
2 /S.C. "Smartinvest" SRL, 1013600001680

./ MD-2004, mun.Chisinu, str.Mitropolit Dosoftei, 124, tel. 079443535
/ CERTIFICATUL ESTE ELIBERAT IN BAZA

* -/ Raportului de identificare nr. 10/0314 din 24.04.2019.

/' \Raportului de incercéri nr.8115/02/19 din 02.05.2019,

-+ ( eliberat de LI "CERTIFICARE", certif. de acreditare nr.LI-076.

A Raportului de evaluare nr. 10b/095-ev din 14.05.2019.

Nicolai Manolov

In atentia antreprenorilor si organelor de control!
Copiile certificatului de conformitate se legalizeaza in modul stabilit de
Organismul de Certificare a Produselor cu Grad Sporit de Pericol




Declaration of Conformity £ *
Konformitatserklarung ewca
Déclaration de Conformité c E MICROSYSTEMS

We / Wir / Nous

Leica Microsystems (Schweiz) AG
Industry Division

Max Schmidheiny-Strasse 201

CH-9435 Heerbrugg

declare under our sole responsibility that the product
erklaren in alleiniger Verantwortung, dass das Produkt
déclarons sous notre seule responsabilité que le produit

10 450 596 Leica DMS1000

To which this declaration relates is in conformity with the following standards
Auf das sich diese Erklarung bezieht, mit den folgenden Normen libereinstimmt
Auguel se référe cette déclaration est conforme aux normes

EN 61010-1:2010
EN 61326-1:2013
EN 55011:2016
EN 50581:2012

Following the provisions of directive(s)
gemass den Bestimmungen der Richtlinie(n)
confomément aux dispositions de(s) directive(s)

Electromagnetic compatibility 2014/30/EU
Electrical equipment designed for use within certain voltage limits - 2014/35/EU
Restriction of the use of certain hazardous substances in electrical and electronic equipment

(RoHS) 2011/65/EU
Place, date, Ort, Datum/ Name and function/ Name und Funktion/ nom
lieu, date et fonction

Heerbrugg, July 14th, 2017 W

Michael Stroehle
Leica Microsystems (Schweiz) AG
Global Manager Regulatory/Quality engineering
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CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta

all’attivita di direzione e coordinamento

di Kiwa Italia Holding S.r.I.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)
Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info@kiwacermet.it

www.kiwacermet.it

C=RM=T

Pagina / Page 1di/of 10

Certificato CE del Sistema di Garanzia della Qualita
EC Quality Assurance System Certificate

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzia di Qualita
della Produzione dell’Organizzazione/ We certify that, on the basis of the audits carried out,
the Production Quality Assurance System of the Organization:

GIMA S.p.A.

Sede Operativa / Operational Headquarter:
Via Marconi, 1
20060 Gessate, MI - Italia

Sede Legale / Registered Headquarter
Via Tommaso Grossi, 2
20121 Milano, MI - ltalia

e conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed
integrazioni, Allegato V, attuata in Italia con Dlgs. 46 del 1997/02/24 e successive modifiche
ed integrazioni per le seguenti tipologie di Dispositivi Medici / /s in compliance with the
applicable requirements of 93/42/EEC Directive as amended, Annex V, transposed in ltaly by
Digs. 46 of 1997/02/24 as amended for the following Medical Devices:

Dispositivi attivi per I'aspirazione di sostanze e liquidi / Active substances and liquids suctioning devices
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT devices
Dispositivi per aerosolterapia / Aerosol therapy devices

Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices
Dispositivi per terapia termica / Thermic therapy devices

Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Rif. rapporto di audit/ Ref. audit report: del/dated 22/09/2018
Rif. analisi documentazione tecnica/ Ref. technical documentation analysis: del/dated 11-12/01/2017, 14/08/2018

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:32:37

Organismo Notificato n. 0476
Notified Body nr. 0476
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Kiwa Cermet Italia S.p.A.
Societa con socio unico, soggetta
all’attivita di direzione e coordinamento

di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111
Fax +39.051.763.382

E-mail: info@kiwacermet.it

www.kiwacermet.it
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi attivi per I'aspirazione di sostanze e liquidi / Active substances and liquids suctioning
devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:

MD 1104

Marca / Brandname:

VEGA / SUPER VEGA / TOBI / SUPER TOBI / TOBI CLINIC / TOBI HOSPITAL / CLINIC PLUS / HOSPI PLUS
Modello / Model:

Aspiratori chirurgici e vasi di ricambio / Surgical aspirators and jars

Tipologia / Medical Devices:
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and
ENT devices

Classe di rischio / Risk class:

I s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects
concerned the maintenance of sterile conditions

Codice NANDO / NANDO codes:

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)
Modello / Model:

Kit ORL sterile / Sterile ENT kit

Modello / Model:

Kit pap test/ Pap smear kit

Modello / Model:

Spatula cervicale monouso sterile in plastica o legno / Disposable sterile plastic or wooden cervical
spatula

Modello / Model:

Speculum vaginale monouso sterile perno centrale - mix / Disposable sterile vaginal speculum central
pin — mix

Modello / Model:

Speculum vaginale monouso sterile perno centrale - piccolo, medio, grande / Disposable sterile vaginal
speculum central pin - small, medium, large

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:33:43

Organismo Notificato n. 0476
Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and
ENT devices

Modello / Model:
Speculum vaginale monouso sterile tache - mix / Disposable sterile vaginal speculum tache - mix
Modello / Model:

Speculum vaginale monouso sterile vite centrale - mix / Disposable sterile vaginal speculum middle
screw - mix

Modello / Model:

Speculum vaginale monouso sterile vite laterale - mix / Disposable sterile vaginal speculum side screw
- mix

Modello / Model:

Speculum vaginale monouso sterile vite laterale (piccolo, medio, grande) / Disposable sterile vaginal
speculum side screw - small, medium, large

Modello / Model:

Tampone di trasport in plastica sterile / Sterile plastic transport swab
Marca / Brandname:

Gimabrush Ball / Gimabrush / Gima Collector

Modello / Model:

Spazzolini cervicali monouso sterile / Sterile disposable cervical brushes

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:
Proctoscopio adulti / Adult proctoscope

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:34:38

E-mail: info@kiwacermet.it

www.kiwacermet.it

Organismo Notificato n. 0476
Notified Body nr. 0476

C=RM=T
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per aerosolterapia / Aerosol therapy devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:

MD 1102

Modello / Model:

Aerosol a pistone adulti e bambini / Adult and Kids compressor nebulizers
Marca / Brandname:

EOLO / CORSIA

Modello / Model:

Aerosol professionale a pistone / Professional compressor nebulizers
Marca / Brandname:

FAMILY / PINGOO

Modello / Model:

Aerosol ad Ultrasuoni / Ultrasonic nebulizers

Marca / Brandname:
MISTRAL
Modello / Model:

Aerosol professionale a pistone per uso domiciliare / Professional compressor nebulizers for home
healthcare environment

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer
A — Giampiero Belcreds
www.kiwacermet.it Firmato digitalmente da:BELCREDI GIAMPIERO

Data:30/07/2019 13:35:38

Organismo Notificato n. 0476
Notified Body nr. 0476

C=RM=T
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Kiwa Cermet Italia S.p.A.
Societa con socio unico, soggetta
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di Kiwa Italia Holding S.r.l.
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:

MD 1302, MD 0104

Marca / Brandname:

BOSTON /BOSTON OLPRESS /BOSTON LOBIVON / BOSTON COMBISARTAN / BOSTON
VALPRESSION / DALLAS / GIMATONO / LONDON / ROMA / TOKIO / TOKIO ZANTIPRESS / DAYTON
Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers
Marca / Brandname:

SIRIO

Modello / Model:

Manometro Aneroide / Aneroid manometer

Marca / Brandname:

YTON

Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDQO codes:
MD 1302, MD 0104, MDS 7010

Modello / Model:

Sfigmomanometri Digitali DA POLSO / DA BRACCIO / Digital SphygmomanometersWRIST / ARM
Modello / Model:

Sfigmomanometri Digitali SENZA MERCURIO / Digital Sphygmomanometers WITHOUT MERCURY
Marca / Brandname:

DA POLSO/WRIST - DA BRACCIO/ARM / 24 H ABPM

Modello / Model:

Sfigmomanometri Digitali Automatici / Digital Automatic Sphygmomanometers

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:36:26

Organismo Notificato n. 0476
Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Marca / Brandname:

YTON / DOMINO

Modello / Model:

Sfigmomanometri Digitali / Digital Sphygmomanometers

Tipologia / Medical Devices:
Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDQO codes:
MD 1302, MD 0104, MDS 7010
Modello / Model:

Pulsoximetri / Pulse oximeters

Tipologia / Medical Devices:
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:
MD 1302, MD 0104, MDS 7010
Marca / Brandname:

DIGIT / DIGIT KIDS FARMAMED
Modello / Model:

NUB -Termometri clinici digitali / Digital clinical thermometers

CERTIFICATE

Marca / Brandname:
FARMAMED / LINEA F / CARREFOUR / GS /PBpharma / 36.2 T&B / SUCCHIOTTO °C / BASALE / GIMA

Kiwa Cermet Italia S.p.A. Modello / Model:

Societa consocio unico, soggetta Termometri clinici digitali classici e flessibili / Digital clinical thermometers classic and flexible
all’attivita di direzione e coordinamento

di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer

Fax +39.051.763.382 Glamp/'ero Be/cred/'

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:47:38

E-mail: info@kiwacermet.it

www.kiwacermet.it

Organismo Notificato n. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices

Marca / Brandname:

FARMAMED / LINEA F / GIMA

Modello / Model:

WATERPROOF- Termometri clinici digitali / Digital clinical thermometers
Marca / Brandname:

PBpharma /GIMA

Modello / Model:

Termometri clinici digitali auricolari e frontali multifunzione / Digital clinical ear and ahaed
multifunction thermometers

Tipologia / Medical Devices:
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:

MD 1301, MD 0104

Modello / Model:

Altimetro - Plicometro - Metro per neonati / Height meter - Skinfold caliper - Baby measuring meter
Codice NANDO / NANDO codes:

MD 1301, MD 0104, MDS 7010

Modello / Model:

Bilancia pesapersona / Scales - ASTRA - FAMILY - PEGASO

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDQO codes:
MD 1302

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer
Fax +39.051.763.382 Giampiero Belcredi

E-mail: info @kiwacermet.it
www.kiwacermet.it Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:48:53
C=RM=T Organismo Notificato n. 0476
Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices

Marca / Brandname:

ECG PALMARE

Modello / Model:

Elettrocardiografo / Electrocardiographs

Tipologia / Medical Devices:
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDQO codes:
MD 0101

Modello / Model:

Cannule di Guedel sterili / Sterile Guedel airways
Modello / Model:

Maschera per rianimazione CPR / CPR resuscitator mask
Modello / Model:

Maschere in silicone autoclavabili / Maschere autoclavabili in silicone GIMA PLUS / Silicone
autoclavable face masks / Silicone autoclavable face masks GIMA PLUS

Modello / Model:
Maschere laringee riutilizzabili / Reusable laryngeal airway masks
Modello / Model:

Palloni rianimatori in silicone / Kit Palloni rianimatori in silicone adulti / Silicone resuscitators / Adult
silicone resuscitators kit

Modello / Model:
Reservoir monouso (sacche ossigeno) e valvola / Oxygen reservoir and valve
Modello / Model:

Valvola PEEP e adattatore / Valvola antireflusso e posteriore / Peep valve and adapter / Non-rebreathing
valve and intake valve

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:50:48

Organismo Notificato n. 0476
Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per terapia termica / Thermic therapy devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:
MD 1403

Modello / Model:

Ghiaccio istantaneo TNT / PE/ TNT / PE instant ice cold pack

Tipologia / Medical Devices:
Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Kit per sutura standard / Kit per rimozione sutura / kit procedurale sutura / kit standard per parto /
Standard suture pack / Suture removal pack / Suture procedure pack / Standard delivery pack

Tipologia / Medical Devices:
Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Classe di rischio / Risk class:

I s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects
concerned the maintenance of sterile conditions

Codice NANDO / NANDQO codes:

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)
Modello / Model:

Forbici per bende di Lister / Forbici chirurgiche standard / Lister bandage scissors / Standard surgical
scissors

Modello / Model:

Pinza di Magill / Pinza di Hartmann per orecchio / Magill forceps / Hartmann ear forceps

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa ltalia Holding S.r.. Classe di rischio / Risk class:
Via Cadriano, 23 Ila

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111 Chief Operating Officer
Fax +39.051.763.382 Glamp/el‘o Be/C/‘ed/

E-mail: info@kiwacermet.it

www.kiwacermet.it

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:51:41

Organismo Notificato n. 0476
Notified Body nr. 0476

C=RM=T



kiwa

,R?ZQ. Numero / MED 26036 Revi.si.one/ 21

g. Number Revision

Pljimo' rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

Scadenza / 2021-10-24 Ultima modifica / 2019-07-24
Valid until Last change date

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it

C=RM=T

Pagina/Page 10 di/of 10

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Forbici di Mayo / Forbici di Metzenbaum / Forbici Iris / Forbice ombelicale / Forbice per chirurgia
orecchio di Bellucci / Pinze per medicazione standard / Pinze di Hunter-Splinter / Pinze emostatiche di
Adson / Pinze emostatiche Halstead-Mosquito / Pinza per dissezione McIndoe / Pinze di Pean / Pinza di
Spencer-Wells / Pinza portatamponi di Foerster / Portaghi di Hegar- Mayo / Portaghi di Crile-Wood /
Mayo scissors / Metzenbaum scissors / Iris scissors / Umbilical scissors / Bellucci ear scissors /
Standard dressing forceps / Hunter-Splinter forceps/ Adson haemostatic forceps/ Halstead-Mosquito
dissection forceps / Mclndoe dissection forceps/ Pean forceps / Spencer-Wells forceps/ Foerster polypus
forceps/ Hegar-Mayo needle holder / Crile-Wood needle holder

La lista completa dei codici, relativi ai modelli certificati, € disponibile presso Kiwa Cermet ltalia./ The complete list of the
codes related to the certificated models is available at Kiwa Cermet ltalia. || presente Certificato & soggetto al rispetto dei
requisiti contrattuali di Kiwa Cermet Italia ed e valido solo per le tipologie di dispositivi sopra identificate soggette a
sorveglianza/ This Certificate is subject to Kiwa Cermet Italia regulations and it is valid only for the above mentioned
Medical Devices that are subject to survey. L'allegato tecnico e parte integrante del presente Certificato./ The technical
sheet is an integrating part of this Certificate.

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:30/07/2019 13:53:05

Organismo Notificato n. 0476
Notified Body nr. 0476
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ma LS. . Centrul de Metrologie Aplicata si Certificare”
CERTIFICAT DE CONFORMITATE

Nr. de inregistrare 13 C019319-19
Data emiterii 11 februarie 2019 Valabil pini 1a 11 februarie 2020

ORGANISMUL DE CERTIFICARE

ORGANISMUL DE CERTIFICARE PRODUSE (OCP) din cadrul 1.5, "Centrul de Metrologic Aplicati
si Certificare” (1.S. CMAC). Adresa juridica: sos. Muncesti, 162a, MD 2002, mun. Chisindu;

Adresa fric: str. E. Coca, 28, MD 2064, mun, Chisinau; tel.: 022 719279, 022 750463, fax: 022 745449,
PHIN PREFZINTUL DOCUMENT SE CONFIRMA FAPTUL, CA PRO DUS ELE IDENTIFIC ATE AS TFEL:

DENUMIREA / DESC RIEREA

Elemente galvanice (battery) marca "GP" tipuri: SUPERCELL, POWERCELL,
GREENCELL, SUPER ALKALINE, ULTRA ALKALINE, ULTRA PLUS ALKALINE,
LITHIUM CELL, PHOTO LITHIUM, SILVER ZINC, AIR ZINC, NIKEL ZINC,
REMOTE CONTROL modele: GP..., unde (...) - ciffe si'sau litere care reprezinti variantele
modelulu,

Contract Nr. 1/GPM/2018 din 16.01.2018 cu "GP Battery (Poland) Sp. z0.0.", Polonia.

Codul NCM
8506

SINT CONFORME CU CERINT ELE OBLIGATORI STABILITE N :
GOST 9294-83 (p.p. 1.2, 1.5, 1.6, 1.8).

PRODUCATOR Codul {irii

"GP Batteries International Limited", China. CN

SOLICITANT Codul IDNO

S5.C. "GP BATERIA" S.R.L., mun. Chisindu, str. V, Alecsandri, 82/A. 1003600152374

CERTIFICATUL ESTE ELIBERAT IN BAZA
Raport de evaluare final Nr. 0329-RE din 11.02.2019, eliberat de OCP din cadrul {.8. CMAC,
str. E. Coca, 28, mun. Chisindu, MD 2064,

INFORMAT IE SUPLIMENTARA:

Schema de certificare 2. Supravegherea se va efectua una data pe an de catre OCP din cadrul 1.S. CMAC.
Certificatul este valabil doar in cazul asigurdrii cu informatie in limba de stat a fiecarei unitifi de produs
conform legislatiei in vigoare, Acord Nr. 5829/2019 din 11.02.2019. Dosar Nr, 1660.
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CERTIFICATE

This is to certify that the company

HEINE Optotechnik GmbH & Co. KG

Kientalstral3e 7
82211 Herrsching
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Design, Research & Development, Production, Distribution and Service of Otoscopes, ENT
Speciality Instruments, Ophthalmologic Instruments, Laryngoscopes, Dermatologic Instruments,
Sphygmomanometers and Stethoscopes, Proctological Instruments, Examination Lights,
Binocular Loupes, Headlights, Fibre Optic Projectors, Power Sources and accessories of
mentioned products.

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

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC : 2016
ISO 13485 : 2016

Certificate registration no. 325735 MP2016

Certificate unique 1D 170715630
Effective date 2019-01-28 (( DAKKS
Deutscl_'u_e
Expiry date 2022-01-27 g S e
Frankfurt am Main 2019-01-28

DQS Medizinprodukte GmbH

Al Lo

Sigrid Uhlemann

Qetencpemediy Cojocaru Vera
Date: 2019.10.25 04:46:09 EEST

Reason: MoldSign Signature |

k%ﬁ%ﬁ%cwgrllg?gﬁaee 21, 60433 Frankfurt al

Tel. +49 (0) 69 95427-300, medical.devices@d s-méd.de 1/2

T

Dr. Thomas Feldmann
Head of Certification Body

410.90.en Version 1.0


mailto:medical.devices@dqs-med.de

Annex to certificate

Certificate registration No.: 325735 MP2016
Certificate unique ID: 170715630

Effective date: 2019-01-28

HEINE Optotechnik GmbH & Co. KG

KientalstralRe 7
82211 Herrsching
Germany

Location

HEINE Optotechnik GmbH & Co. KG
Entwicklung/Konstruktion (Werk 5)
Arzberger Str. 10

82211 Herrsching

Germany

HEINE Optotechnik GmbH & Co. KG
Produktion (Werk 2)

Arzberger Str. 4

82211 Herrsching

Germany

HEINE Optotechnik GmbH & Co. KG
Zentrale (Werk 1)

Kientalstral3e 7

82211 Herrsching

Germany

HEINE Optotechnik GmbH & Co. KG
Spritzerei/Lehrwerkstatt (Werk 3)
Seefelder Str. 7

82211 Herrsching

Germany

HEINE Optotechnik GmbH & Co. KG
Werkstatt (Werk 4)

Worthseestr. 3

83254 Breitbrunn

Germany

Scope

Design, Research & Development

Production, Service, Testing

Headquarter, Optics Production, Testing

Thermal Plastic Injection Molding,
Apprenticeship Workshop, Tool & Die
Production, Utilities & Equipment Design and
Production, Testing

Machine Workshop

This annex is only valid in connection with the above-mentioned certificate. 2/2



| KALITE YONETIM SISTEMi BELGESI Farner o

3N
QUALITY MANAGEMENT SYSTEM CERTIFICATE o

TORK STANDARDLARI ENSTITOSO TURKISH STANDARDS INSTITUTION _
bu belge ile hereby certifies that the organization
INFORM ELEKTRONIK SAN, VETIC. A§. INFORM ELEKTRONIK SAN. VE TIC. A§. ;
EMEK MAH. ORDU CAD. NO:51 EMEK MAH. ORDU CAD. NO:51
SARIGAZI - SANCAKTEPE - SARIGAZ! - SBANCAKTEPE - =%
ISTANBUL / TORKIYE K- D ISTANBUL / TORKIYE SRET2
TSE-ISO-EN
kurulugunun TS EN ISO 9001:2015 gartlarma uygun bir KALITE m D DQ has & QUALITY MANAGEMENT SYSTEM which fulfills
YONETIM SISTEMINE sahip oldugunu onaylar. the requirements of the TS EN IS0 9001:2015 Sk
2@
- - - e %7 m
TURK STANDARDLARI ENSTITUSU rE
_ Belge kapsami Ek'te verilmigtir TURKISH STANDARDS INSTITUTION  Scope of the certificats is given In annex Q4
€0 .90y
A%k
Baige o / Certficats No numm
KY-530-03/KG-0T/8-R1E 3=%
af SISTEM BELGELENDIRME GRUP BASKAN V. Beigs Tarihi / Data of Certificats 152
R VICE HEAD of SYSTEM CERTIFICATION GROUP 20002018 353
o \w / Gogerilik Tarihl / Vaid Un®l
R 2 __20.06.2021
- 8 Revizyon Tarihi / Daiw of Revision
.M.u F M.00.2018
ﬁ AHMET S KAPLAN T Balga Tarthi/ Inftial Cartification Dats _
A . 081097
e gl g 58 Tirk Standardlan Enstitisi Tiirk Akreditasyon Kurumu TURKAX tarafinan akredite edlimisth. gl el ey
_ Turkish Standards institution, has bean accredited by the Turkish Accreditation Agency TURKAR.




g OF MULY;
h:\..r ..ar.. L] ue o - z .
,_ ) o= KALITE YONETIM SISTEMI BELGESI .
T w,.h Foh » : |
u......:. .ﬂ:i.-.l:ﬂ...z....f \ .L..k ll' |
— QUALITY MANAGEMENT SYSTEM CERTIFICATE :
AR-DODY-
EK / APPENDIX

——————————————————————————————————

———————————————————————————————————————————

ﬁ

SARIGAZI - SBANCAKTEPE
K-Q {STANBUL / TORKIYE
N TSE-ISO-EN |
TS EN ISO 9001:2015 9000 TS EN IS0 9001:2015
C DAGITIM PANOSU DESIGN, PRODUCTION, MARKETING, SALES AND
KESINTISIZ GOC KAYNAGI SERVICE OF
OTOMATIK VOLTAJ REGOLATORLER!
REDRESOR CIHAZLARI -POWER STRIP
FREKANS KONVERTORU - UNINTERRUPTIBLE POWER SUPFLIES
TEM RACK KABINETLERI VE AKSESUARLARI - AUTOMATIC VOLTAGE REGULATOR
-BILGISAYAR VE SERVER DOLAPLARI - RECTIFIER EQUIPMENT
-PANOLAR VE ELEKTONIK CIHAZ KUTULARI FREQUENCY CONVERTOR

TASARIM, ORETIM, PAZARLAMA, SATI§ VE SERVISI

\I"\I’I’I’III’
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ZERTIFIKAT & CERTIFICATE @

Industrie Service

CERTIFICATE

_ The Certification Body of
TUV SUD Industrie Service GmbH,
a Notified Body of the Pressure Equipment Directive (PED),

certifies that

JUMO GmbH & Co. KG

Moritz-Juchheim-Strafie 1
36039 Fulda, Germany

implemented, operates and maintains a quality
assurance system as described in the Pressure Equipment
2014/68/EU Annex lli, Module D

for the scope of

manufacture and sales of

safety accessories
(thermostats, safety temperature limiter and —monitor) and
pressure accessories (flowmeter)

acc. to EU-type examinations — production type (specified in attachment)

The audit with the report number Q-1S-AN3-STG-PED-402014-523-17
proves that the quality assurance system fulfils the PED requirements.

The manufacturer is authorized to provide the pressure equipment

produced within the scope of the assessed quality assurance system with

the following Notified Body number:

C€ 0036

Certificate No.: DGR-0036-QS-989-17

valid until June 09", 2020 i

provided that annual surveillance audits have been performed successfully \l -
Mannheim, June 12t, 2017 Peter Pek

Notified Body No.: 0036

TUV SUD Industrie Service GmbH

Westendstrale 199 Tel.: +49 7117005 289
80686 Munchen Fax: +49 711 70 05 351
Germany e-mail: martina.john@tuev-sued.de

TUV SUD Industry Services - PED-QA-Certification Body - Germany



Annex Rev.1 to certificate no. DGR-0036-QS-989-17 dated 12.06.2017

Industrie Service

List of certificates for EU-type examinations — production type acc. to module B

Certificate no. valid until Pressure equipment issued by
Z-1S-TAF-MUC-17-11-2652099-021 26.11.2027 Thermostat/STL/STM TOV SUD Industrie Service GmbH
ZISTAF-MLC 18 05-2652099- 03.05.2028 ThermostatSTL/STM | TOV SUD Industrie Service GmbH
S TR O &0 5-2052099- 03.04.2028 Thermostat/STL/STM | TUV SUD Industrie Service GmbH
07 202 1045 Z 0031/14/D/0046 rev.01 31.01.2023 STL/ STM TUV Nord Systems GmbH
07/202/1045/2/0075/15/D/0046-rev.2 07/2022 Flowmeter TUV Nord Systems GmbH
07/202/1045/2/0076/15/D/0046-rev.2 05/2024 Flowmeter TUV Nord Systems GmbH
07/202/1045/2/0077/15/D/0046-rev.2 05/2024 Flowmeter TUV Nord Systems GmbH

/((%4‘3

Notified Bady'No.: 0036

TOV SUD Industrie Service GmbH - DGR-QS-Zertifizierungsstelle - Germany
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HPi Verification Services

EU-type Examination Certificate

This is to certify that the product listed below conforms to the requirements of the

Pressure Equipment Directive 2014/68/EU

Annex [l Module B(prod)

Certificate Number
Date of Issue

Designer

Description of Pressure
Equipment

Drawing No

Serial No
Design Pressure

Design Temperature
Standards Used

Report Reference

HPiVS/P1057-048-1-01 rev.1

15-Nov-2017 Date of Expiry 01-Oct-2027

NUVE SANAYi MALZEMLERi iMALAT VE TiCARET As.
Saracalar Mah. Saracalar Kiimeevleri No:4/2
Akyurt /Ankara /Turkey

Steam sterilizer Range : NC 23B, NC23S, NC32S, NC 100, NC
150, NC 150D, NC 40M, NC 90M, NC 300, NC 430, NC 430D,
NC 570, NC 570D, NC 710, NC 710D;

Steam generator Range: NC 100, NC 150, NC 300, NC 430, NC
o), NC 710,

N 8467, N 8466, N 8468, N 8475, N 8458, N 8460, N 8463, N 8462, N 8464, N 8461, N 8465, N
7118, N 8040, N 8036, N 6871, N 7987, N 8457, N 7539, N 8359, N 8456 Rev.0 dated 28 Sep 2017;
N 8515 Rev.0 dated 19 Oct 2017; N 8497 Rev.0 dated 05 Oct 2017;

N 8491 Rev.0 dated 26 Sep 2017

n/a

PS = 3 bar (for NC 23S, NC 23B, NC 328 PS = 2,6 bar)
Max 144 °C (for NC 23S, NC 23B, NC 32S Max 140 °C)
EN 13445

HPiVS/P1057-048-DR01 to DR04

This Certificate is valid in any European Economic Area Member State.
This Certificate has been issued by HPi Verification Services Ltd which is a body notified to the European Commission
according to the provisions of the Pressure Equipment Directive (Notified Body number 1521).

This Certificate is issued following the assessment of a representative sample of the Pressure Equipment detailed above
in accordance with the provisions of the above regulations. The equipment must be subject to an appropriate conformity
assessment module during manufacture prior to the CE Mark being affixed.

Managing Director Technical Manager

£ 7 ’/,/ 7 - g
EU Notified Body No. 1521 Tel 1441491 822818 HPi Verification Services Ltd.

Company registered in England #7217086

DigitRIPLYHiGrIRP egjdesnbidvapd”
Date: 2019.10.25 04:45:19 EEST
Reason: MoldSign Signature
Location: Moldova

The Manor House
Howbery Park, Wallingford
OX10 8BA, United Kingdom

+44 700 600 6831
il enquiries@eucertification.com
www.eucertification.com




\ iS ,,CENTRUL TEHNIC PENTRU SECURITATE INDUSTRIALA
‘: MOLDAC \ SI CERTIFICARE“ (CTSIC)

2\ 7 CERTIFICAT DE CONFORMITATE
) TEET N de Inregistrare OCPgsr MD 015 13C 45065 - 18

Data emiterii 21 martie 2018 Valabil pini la 21  martie 2019

ORGANISMUL DE CERTIFICARE
A PRODUSELOR CU GRAD SPORIT DE PERICOL din cadrul
IS "Centrul Tehnic pentru Securitate Industriala si Certificare"
certificat de acreditare OCpr - 015
MD-2004, or.Chisinau, str.S.Lazo,48, Fe|.208152, tel /fax:208184
{,PRIN PREZENTUL DOCUMENT SE CONFIRMA FAPTUL CA PRODUSELE IDENTIFICATE ASTFEL:

DENUMIREA/DESCRIEREA Aparate electrice pentru iluminat,
marca comerciald "PHILIPS"; Codul NC MD
8539, 9405

. livrarea conform contractului din 21.05.2015;

/tipurile, modelele, codurile NC MD - conform anexei (6 pozitii);
.\ /termenul de garantie - 24luni de la data fabricarii;
. pastrarea - depozitul firmei (mun.Chisinau, str.Padurii 19)
~(“SINT CONFORME CU _CERIN'!'ELE OBLIGATORII STABILITE IN
¢ - conform anexei.

' /PRODUCATOR Codul arii

- Ofurnizor: "Philips Lighting Romania" SRL, Romania RO

. ‘or.Bucuresti, str.Barbu Vacarescu 301-311

. /CLIENT "VOLTA" SRL Codul IDNO
| 1003600028059 -

" /MD, or.Chisinau, st.Padurii 19
tel.: 022 26-77-53

"»CERTIF|CATUI. ESTE ELIBERAT IN BAZA
‘\Rapoartelor de incercari: Nr.7318,/02/18, 7319/02/18 din 14.03.2018,

#/\LI "CERTIFICARE" SRL, certif. de acreditare Nr.LI-076
‘Raportului de identificare a produselor Nr.10/0130 din 07.03.2018.
Raportului de evaluare Nr.10/043-ev din 20.03.2018.

‘/INFORMATIE SUPLIMENTARA Este stabilita 1 supraveghere cu identificarea de catre
¢ OC PGSP (10) a fiecarui lot de produse importate

/\Schema de tip 2.
/PQdlusele date se comercializeaza numai in prezenta informatiei in limba de stat.

.este valabil numai in Prezenta anexei la certificatul dat.
Dl
%2 Conducitorul organismului \’
-1 ) C\ )

de certificare

e /
In atentia antreprenorilor st organelor de control!

Copiile certificatului de conformitate se legalizeazdi in modul stabilit de
Organismul de Certificare a Produselor cu Grad Sporit de Pericol

V.Sargarovschi

S.Melnic




IS ,,CENTRUL TEHNIC PENTRU SECURITATE INDUSTRIALA
SI CERTIFICARE* (CTSIC)

Anexa
Fila 1 File 3 la certificatul de conformitate .
Nr. OCPss» MD 015 13C 45065-18 din 21.03.2018

Lista produselor concrete
asupra carora se extinde actiunea certificatului de conformitate

Nr. Tipul, modelele produsului DN Codul
de conformitate NC MD

A 1 Lampi electrice, m.c. PHILIPS, SM SR EN 60968:2014 8539
modelele: EcoGenue..., EcoTornado High Lumen..., Twister..., cap. 5
A N Eco Classic...
Sy 2 Lampi electrice, m.c. PHILIPS, SM SR EN 60432-1:2010 8539
modelele: Caps...,Core Pro candile ND..., Twistline Alu MR 186, p.2.2.1
HalogenA PAR 30S..., Stan..., Stan Candile..., Stan lustre. .. SM SR EN 60432-2:2010
p.2.2.1
3 Lampi electrice, m.c. PHILIPS, SM SR EN 62035:2010 8539
modelele: ML..., BR... p.4.2
Master LED lustre...., Master LED spot. .

Lampi electrice, m.c. PHILIPS, SM SR EN 61195:2010 8539

modelele: Core pro LED tube..., Master TL. .. ,Master PL... cap.2.2

Aparate electrice pentru iluminat, m.c. Philips, SM SR EN 60598-2-1:2010 9405
modelele:Coreview panel, Black Brush, Anthracite, Lima, Monastir, cap.1.4-1.9, 1.11, 1.14
Munchen, Peking, Utrechit Inox, Veranda Inox, RobinLED, WT ...,
TCW..., BN..., Aloe..., Brazos..., Breeze..., Butternut.. ., Cherry...,
Greek..., Docu..., Dust..., Elen..., Elmore..., Ely..., Forest..., Isia...,
Eden..., LED Inox..., Meadow.. ., Nature..., Nectar..., Neyo..,
Nonni LED..., Oslo..., Seasonal..., Shades..., Vaduz...,
myGarden..., myLiving..., Cinnabar.._,CIavate..., CoilLED...,
County..., Denim..., Hosta..., Moire LED..., SepiaLED...
Twiri LED..., Zara..., DynalED..., Fremont LED. =
myHome Office. .., Spoon LED...

4 | Lapmpi eectrice LED, m.c. PHILIPS, SM SR EN 62560:2014 8539 X )8
modelele: Classic LEDbulb.... Core PRO LED candile..., cap. 5 N
Core Pro LED capsule ..., Core PRO LED luster..., Vieacs
Core Pro LED spot ..., LED Hue..., R50..., T28..- _LED bulb..., ek
LED candile ..., Master LED bulb..., Master LED candile..., A\

@)
%

onducitorul organismului :
de certificare V. Sargarovschi

Expert S. Melnic




EC Certificate Full Quality Assurance System: Certificate US98/13066

The management system of

Sechrist Industries Inc.

4225 East La Palma, Anaheim, CA, 92807, United States

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex |l (excluding Section 4)

For the following products
Gas Mixers for respiratory care and heart bypass oxygenation equipment.

Where the above scope Includes class Il medical device{s), a valid EC Design Examination Certificate
according to Annex I {Section 4) is a mandatory requirement for each device In addition to this
certificata to place that device on the market.

This certificate is valid from 07 February 2019 until 14 May 2021
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 14 May 2019

Issue 12. Certified since 18 May 1998

Certification is based o reports numbered WW/MC 08239

Authorised by

Sl el

SGS United Kingdom Ltd, Notified Body 0120

202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
+44 (011934 522917 f+44 (01934 522137 www.5gs.cOM

SG5 CE020215

Page 1 of 1

‘This document | issuad by the Company ubjed to its General Cendilions of Certifeation

Sanvicas acceesible ot www.ogt.comarms_and_eonddione.bim. Attaticn is drawm 1o the
imitatons of Lablity, Indemnification ond jurisdictional issues seiablished therein, The authentici
of this documenl may be veriled at hitpe fwww.ags.can/aveertbed-cients-and- products/certified-
clont & Ay unauthorize atecal y

or fakskeation of the comtent o

1 rieyanmant i 1l surkd anel nfierwtors mave he rrrmar sad In the hlast putent of tha L



RoHS FaHES

Declaration of RoHS Compliance

IRBEEEE(GREBR I EZRMNHBRLE - BUMBEEFBRLASE - BUEES T
ARATEIEREEFERAD)RENERTaEREFERBASYERRAIES(EU)
2015/863 1 2011/65/EU itz BRI ZMRE - MEMRPREAMESFTELINRESZXK -
SUNON (including Sunonwealth Electric Machine Industry Co., Ltd.,

Sunon Electronics(Foshan)Co., Ltd., Sunon Electronics(Kun Shan)Co., Ltd.,

Sunon Electronics(Beihai)Co., Ltd.) guarantee that the products made by SUNON
comply with the requirements of the The Restriction of Hazardous Substances in
Electrical and Electronic Equipment (ROHS) Directive (EU) 2015/863 amending
2011/65/EU the Annex Il , the use of the restricted substances in homogeneous

materials is in accordance with the following limits :

1.Cadmium (Cd) #® <100 ppm
2.Hexavalent Chromium (CrVI) 7~NE#g <1000 ppm
3.Lead (Pb) # <1000 ppm
4.Mercury (Hg) 7k <1000 ppm
5.Polybrominated Biphenyls(PBBs) Z;RHE <1000 ppm
6.Polybrominateddiphenyl ethers (PBDEs) 225 Bt it <1000 ppm
7. Di- butyl Phthalate(DBP) 353 — S igfs — T s <1000 ppm
8. Benzyl butyl Phthalate(BBP) #i% _ 58 T B~ 5 <1000 ppm
9. Di-ethylhexyl Phthalate (DEHP)#% — B2 — 2 fis <1000 ppm
10. Di-isobutyl Phthalate (DIBP)#33 — Bt — 27T fig <1000 ppm

ATHERA Signature Mink  Lee

B Title ; QA Senior Specialist

HEH8 Date ; 2017/11/10
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