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
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MpownssoauTens

O6L1ecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTbLIO "*Hay4HOo-npon3soacTBeHHasa upma
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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
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O6wecTBO C OrpaHU4YEHHOM OTBETCTBEHHOCTbIO

«HayuyHo-nponssoacTeeHHas dupma «BUHAP» (000 «HM® «BUHAP»)

105094, Mocksa, yn. FocnuTanbHbiM Ban, 40M 5, cTp. 7A, nom. VIII +7 (495) 988 7667
HAYYHO- ”P°”3B°“°TBEH“"” B< 105094, Poccusa, r. Mockea, a/s 26 vinar@vinar.ru www.vinar.ru +7 (800) 201 0202

MACMOPT KAYECTBA

UHAMKaTOPbI XMMMYECKME O4HOPA30BbIe BO3AYLIHOM

Uzne

FRE/IHE cTepuamsaumm «MegMC-B-180/60>
Texuuueckme TY 9398-032-11764404-2004
yCJI0BUSA

PerucrpaumoHHoe Ne ®CP 2009/05017 ot 27.08.2019 r.

yZAoCTOBepeHue
Kog OKNA 2 32.50.50.190
MapTua 2049042

Jata nsrotoBneHna Anpenb 2022r.
FapaHTMMHBIM CPOK 36 MecsALeB

YcnoBusa XxpaHeHMa B cOOTBETCTBUMM C MHCTPYKLMEN MO MPUMEHEHMIO

TexHu4yecKHe rnokasaTenu:

HarvMeHoBaHuWe nokasaTens Hopma 3Ha4yeHue

TexHn4eckne xapaktepuctukm | TY 9398-032-11764404-2004 CootBeTcTBYET

CooteetctBme NOCT Knacc 4 CooTtBeTcTBYET
no NOCT 1SO 11140-1-2011

BbiBoa: [Mpodykyus coomsemcmayem 8cem YCmMaHoBIeHHbIM Mpebos8aHUAM

OTBETCTBEHHbIM
3a KOHTPO/Ib KaquTBa
M I_I » J-*‘i £ & '. oy

MHPOHOBA I.C.

OTAEN
KOMTPONSA

KAYECTBA




EC Certificate Full Cuality Assurance System: Certificate CN1941013

Tihe: managenant System of

Shenzhen City Teveik
Technology Co., Ltd.

GiF, B Bid, No.21, Pinggang Industrial Road, Shiwed \illage, Gongming Street,
Guangming New District. Shenzhen City, Guangdeng Province, 518106, PR. China

has teen assessed ind oeribed &S meeting B requinements of

Directive 93/42/EEC

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

Fiar he llowrg prodects

Reusable Sp02 (Pulse Oxygen Saturation) Sensor,

Disposable Sp02 (Pulse Oxygen Saturation) Sensor

Whare the above scope includes class Ib or class 1 medical deviceis), a valid EC Type
Examination Certificate according to Aneax 1l is 3 mandatony requiremant for asch device
in addition f this certificaie o place that device on the marked.

This cenificale is vabd fram 16 December 2019 untd 30 January 2024
and remains valid subject to satisfactary surveillance audits,

Issue 1. Cenified since 03 June 2013

and first certified by SGS Belgaum NV since 16 December 2019

Cariication i based on réports numibened CHISTX 45342

Authoried by

—— B
e ]
. o

Fater Wetnrngs
Certhabon Mansge!

SGS Belgium NV, Notified Body 1639

365 Houte Nooderdass 87 2000 Anbeerp Bulgiom
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CISQ is a member of

—TaNet —

R )
"HE u rnmmnrm CERTIFICATION NETWOI ﬁk

www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z % Systemn Certification in the world,
www.imq. it IQNet is composed of more than 30 bodies and counts

C E RTI F ICATO N . owver 150 subsidiaries all over the globe.
CERTIFICATE N. 9190.CRC3

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video
stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID),
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for videoprinters,
printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti 1ISO 9001:2015 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

IMQ S.p.A_ - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

ACCREDIA X, |, \““Q

SGQ N° 005 A

FEDERAZIONE

CISQ

WWW.CIsg.com

Lo vahdts del cerificatn & subordinata a sorveghanza annuale & tessme compielo
del Sistema o Gestiane con peris nunnale

Thie vlidiy of Ahe cerficats is submMted 1o annusal audt and o eassRarmant Organismo di Certificazione Federato CISQ CISQ & |a Federazione Italiana di Organismi di
af the arfira management System wiinin tres years www.img.it Certificazione dei sistemi di gestione aziendale,
CISQ is the Italian Federation of management

system Certification Bodies.




CISQ is a member of

'.THE INTERNATICHAL L-:"-i I'I[-I(:AI'IIEI.'J NEWJ"_'[‘-\D-
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
= . System Certification in the world.
www., II'T'Iq, “ IQNet is composed of more than 30 bodies and counts

ALLEGATO N . 91 90 .C R03_1 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario,
medicale e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a
lettura/scrittura in radio frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per
applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed
immissione in commercio di accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per
strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della produzione ed immissione
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori.
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi
materiali di consumo ed accessori.

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
frequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not sterile
for electromedical and ultrasound procedures also on behalf of third parties. Trade and placing on the
market of accessories for electromedical and ultrasound diagnostic devices and for electromedical
equipment. Manufacture of electrods for ECG. Production management and placing on the market of
electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of
videoprinters, photographic papers for videoprinters, printers and related consumable and accessories

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AlM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRS| AL CERTIFICATO N. 9180.CRC23
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-08-29 2023-10-07

—

IMQ S.pA. —VIA%N/TILIANO. 43 - 20138 MILANO ITALY
Management Systems Divisicn - Flavio Ornago FEDERAZIONE

Il presente documenta integra il certificalo n 9180 CRC3
ACCRED EA ( This document 15 A part of cenificate n 9190, CRCA
L} .
“

IAF: 07, 09,19, 29, 12

CISQ

SGQ N° 005 A www.cisg.com

LT (ALK 0 ACTRTMTAMITD

o8 ) Mg o ; ube a sarveglian uale & rigs complel i
Her :a:lg ;T_.:E La validita del & T::rllzu;.:lll:a.‘uI:.“I:‘:r:la Za annuale e rigsama completo Organisma di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di

ar E4, nac Tha validity of submed la annual aust and a raassassmant www.imgq.it Certificazione dei sistemi di gestione aziendale.
Aecagnition Agresments of Ihe enfire management System wilken theas yaars CISQ Is the [talian Federation of management
systam Certification Bodies.




CISQ is a member of

he YONAL CERTIFICATION NETHORK
www ignet-certification.com
IQNet, the association of the world's first class
certification bodies, is the largest provider of management
z 3 System Certification in the worid,
WWW‘Imq‘ it IQNet s composed of more than 30 bodies and counts

ALLEGATO N i 91 90 -C RC3_2 over 150 subsidiaries all over the globe,
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:;

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL'/AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9190.CRC3
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2020-09-29 2023-10-07

IMQ S.p.A - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago

Il presente do integra il certificalo n. 2180 CRC3
ACCREDIA \ This document is a part of certificate n, 3120 CRC3
L 3
-

FEDERAZIONE

CIs@

LVENTE [TAshi0 ENLAAENTO
IAF: 12
SGQ N° 005 A Www.cisq.com
! Stam 8t Gustions ccn peratiats ety 4% ¢ (#SETE SO Organismo di Certificarione Federato CISQ  CISQ é la Federazione Italiana di Organismi di
ity ot fhe ceniNcats itiind www.img.it Certificazione dei sistemni di gestione aziendale.

The validty of {he cemiicate s submitted tn annual audt and & resssessmant

ofthe entire managemant Systam withip three yaars CI5Q is the [talian Federation of management

system Certification Bodies.




®

2 e
* *
e e
* S

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization.

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)
has implemented and maintains a

Quality Management System

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Jrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Manufacture of electrods for ECG. Production management and placing
on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and

related consumable and accessories
Further clanfications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 9001:2015

Issued on: 2020 - 09 - 29
Expires on: 2023 - 10 - 07

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: 1T - 112265

_— ) |

Alex Stoichitoiu Ing. Mario Romersi
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI freland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com




ClSQ is a member of

in@m:

r AL INTERNATK H-ll f EATWICATION NETWDRK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
" iz System Certification in the world.
www.img.it IGNet is compased of more than 30 bodies and counts

CERTI FICATO N . over 150 subsidiaries all over the globe,
CERTIFICATE N. 9124.CRC4

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA"' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n. 2 pagine)
View the Annexes for the Operative Units (n. 2 pages)

E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della
produzione ed immissione in commercio di elettrodi per ECG, Immissione in commercio di piastre per elettrobisturi e
defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi materiali di
consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG. Production management
and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade
of videoprinters, photographic papers for videoprinters, printers and related consumable and accessories for medical use

Ulteriori informazioni riguardanti 'applicabilitad dei requisiti 1ISO 13485:2016 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of /SO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA. -VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

FEDERAZIONE

cIsQ

ACCREDIA X

VINTE ALIANE D ACCMDTTARMUNTT

sorvegliunzd annuak e fiesame completo

e www.cisg.com

| auid® and & reansessment

SGQ N7 005 A

Tire manageme

Organismo di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.img.it Certificazione dei sistemi di gestione aziendale.
CISQ is the [talian Federation of management

system Certification Bodies.




CISQ is a member of

S THE INTERNATICHAL CEATIRCATION NETWORK
www.ignet-certification.com

1QNet, the association of the world's first class
certification bodies, is the largest provider of management

. . System Certification in the world.
www.imq.it IQNet is compased of mere than 30 badies and counts
aver 150 subsidiaries all over the giobe.
ALLEGATO N. 9124.CRC4-1 '
ANNEX N.
CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche
conto terzi. Produzione e stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel
sterile e non sterile per applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi.
Commercializzazione ed immissione in commercio di accessori per applicazioni
elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti,
carte fotografiche per video stampanti, stampanti e relativi materiali di consumo
ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third
parties. Manufacture and print of labels for medical use. Development and manufacture of creams,
gels sterile and not sterile for electromedical and ultrasound procedures also on behalf of third
parties. Trade and placing on the market of accessories for electromedical and ultrasound
diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories for medical use

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA" OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 8124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRCH4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.p.A. - VIA QUINTILIAND, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago FEDERAZIONE

Il presente documenta integra il cedificato n, 9124 CRC4 I M Q
ACC RE D IA & This document is a part of cedificate n. 9124 CRC4
~

CISQ

o www.cisg.com
SGQ N 005 A La validia del cemtficata & subordimata G:r\nglnnza annuale e nesame completo
del Gistema di Gestione con pencdicta tnennale " . g r. 3 .8 e . o
Mermbra degh Accordi di Mubuo ittt s S Organismo di Certificazione Federato CISQ  CISQ & |a Federazione Italiana di Organismi di
14 0 III.‘»\_E of the entee management Systam within Ihres yeass www.imq.it Certificazione del sistemi di gestione aziendale.

LML ITALIAO 06 ATRIDATASENTD

CIS3 is the Italian Federation of management
system Certification Bodies.
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3 THE IN Il—.i‘iNA-f \'."‘-J&I l_'.} Hl'lrlf_'.ﬂTlrJH NETWORK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
s P System Certification in the world,

Www. tmq It IQNet s composed of more than 30 bodies and counts

ALLEGATO N 91 24.CRC4‘2 over 150 subsidiaries all over the globe.
ANNEX N.

CERACARTA SPA
VIA GRAMADORA 12/14 - 47122 FORLI' (FC)

Attivita:
Activities:

Produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi
Manufacture of creams, gels sterile and not sterile for electromedical
and ultrasound procedures also on behalf of third parties

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA' SVOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE
RILASCIATA A CERACARTA SPA

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/QPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA

PER LA VALIDITA' RIFERIRSI AL CERTIFICATO N. 9124 CRC4
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9124.CRC4

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2020-09-29 2023-10-07

IMQ S.pA - VIAQUINTILIANO, 4%- 20138 MILANO ITALY

Management Systems Divisicn - Flavio Omago

FEDERAZIONE

This document is & part of cedificate n. 9124 CRC4

ip d integra il Eertificato n 9124 CRGA \IMQ
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. . del Sisterna i Gestione con penadicita trennale Organisma di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
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system Certification Bodies.
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Cerfificate CN13/31315

Tha sranagement syutem of

Shenzhen City Teveik
Technology Co., Ltd.

&/F, B Bld, No, 21, Pinggang Industrial Road, Shiwei Village, Gongming Street,
Guangming Mew District, Shenzhen City, Guangdeng Province, 518106, P.R. China

P been sssassed and cerified a8 meeting the requinments of

ISO 13485:2016
EN ISO 13485:2016

For e fokowing activies

Design and Manufacture of Reusable Sp02 (Pulse Oxygen Saturation) Sensors,
Disposable SpO2 (Pulse Oxygen Saturation) Sensors;
Manufacture of ECG (Electrocardiogram) Cables

This certificale is valid from 31 January 2022 until 31 January 2025

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date
Issue 4. Cartified sinca 08 Movember 2013
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®EAEPAABHAS CAVKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETUCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAULIMHCKROE U3AEJIME
or 28 uroaia 2016 romra Ne P3H 2015/3070

Ha mequnuHcKkoe u3geme
HMuaukaTopsl XAMAYECKHE 118 KOHTPOJIS HAPOBOi CTEPH/IM3AIHHA MHOTOPeKHUMHBIE
onnopa3sosbie mo TY 9398-110-11764404-2014

{| Hactosimee perucTpalliOHHOE yAOCTOBEPEHHE BIIAHO

{| O6mecTBO ¢ OrpaHMYeHHO¥ 0TBeTcTBeHHOCTHIO ""Hay4uHo-nponsBoacTBeHHas Gpupma
"BUHAP" (OOO "HII® "BHUHAP"), Poccus,

105094, Mocksa, I'ocnuraasHbiii Baj, 1. 5, crp. 7A, nom. VIII

{| TIpousBoauTens

OO6mecTBO ¢ OrpaHHYEHHO 0TBeTCTBeHHOCTHI0 ''Hayuno-npoussoacreennas gpupma
"BUHAP" (OOO "HII® "BUHAP"), Poccus,

105094, MockBa, locnaraabHblii Baj, A. 5, crp. 7A, nom. VIII

3 ) Mecto IIPOU3BOACTBA MEAUIINHCKOI'O H3ICIH

Il 000 "HII® "BUHAP", 141009, MockoBckasi 00.1., r. MpiTHmu, yJi. Kojonnosa,
1772

Howmep perucrpanuonsoro gocse Ne P/I-12313/20482 ot 20.07.2016

Bun meummnckoro u3nenus 181260

|| Knacc moTeHUManbHOro prcka NPUMEHEH s METUIMHCKOTO H3/1eTHs 1

Kox O6mepoccuiickoro kiaccuukaTopa MpoayKIHuH JUIs MEeIUIHHCKOro n3nenus 93 9854

HacTosinee perucTpalMoHHOE YIOCTOBEPEHUE UMEET IPUIIOKeHHe Ha | jmcTe

& X
npukazoM PocanpasHazizopa ot 28 miong ?@}6&

JOTYIIEHO K 06pallleHuIo Ha TeppHTOpHY- PO

& G‘:c

PykoBoauTenab @enepaabHoii CIyK0bl
1o Haa3opy B cdepe 371paBOOXPAHEHHA
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®EAEPAABHAS CAV)KBA 10 HAA3OPY B COEPE SAPABOOXPAHEHIAH ,
(POC3APABHAA3OP)

 MPUJIOKEHME

K PETUCTPALHUOHHOMY YZIOCTOBEPEHUIO
HA MEJAWLIMHCROE U3/EJIUE
~or 28 miotn 2016 rona  No P3H 2015/3070

Ha MEIHUIUHCKOE U3JEITHE :
HuaukaTopsl XHMHYECKHE AJIsi KOHTPOJIS NapOBOii c*repwmsamm Mﬂoropexmmmﬂe =
oxnopasossie mo TY 9398-110-11764404-2014: o
1. iHaukaTop XUMUYECKHH 1715l KOHTPOJIS IAPOBO# CTEPAIIM3ALHI MHOTOPSKHMHbIH

onHopa3zoseii «CtepuKOHT-II-A» st pexumoB creprmmsanu «120 °C, 45 muny, «126 °C,

30 Mun», «132 °C, 20 Mun».

2. IHauKaTOp XMMHYECKAH /I KOHTPOJIs NapOBOH CTEPHIH3ALMH MHOI‘Ope)KI/IMHBII/I
omHopa3sosbii «CTepuTECT-TI-A» /15t KOHTPOIIS YCIOBHIT BHYTPH H3JC/Hii U YIIAKOBOK B
pexumax ctepumsanmn « 120 °C, 45 muny, «126 °C, 30 muny, «132 °C, 20 Man».

3. IHAHKATOp XMMUYECKHH 11l KOHTPOJIS TAPOBOH CTEPHIH3AIME MHOTOPEKUMHBIHA
onuopasossit «<UHTECT-IT-A» ¢ 1ByMs HHAMKATOPHBIMU METKAMH U1 KOHTPOJIS YCHOBHHA

'Kak BHYTpPH H3/I€JM¥ U YIIAKOBOK, TaK M CHAPYXKH B PEKHAMAX CTEPHIIM3AIAH «120 oA
MuHy, «126 °C, 30 muny, «132 °C, 20 Muu».

4. laiuxaTop XUMUYECKUH JUTS KOHTPOJIS HApOBON CTEPUITH3AIIAA MHoropexchHLm o
onHopasosbit «AHTECT-TI®-A» ans pexumos cTeprm3ammn 121 o, 20 MHHY, «126 °C,
10 Mun», «134 °C, 5 MaH. o ‘

5. Unaukatop XMMHUYECKHH 11 KOHTPOJIS AapOBOi crepnnnsaunn MHOI‘Ope)KHMHLIﬁ :
oanopaszossii «AETECT-TTD8-A» U peXXMMOB CTEPHIIA3ALAH «121 °C, 15 Mury, «126 °C
10 muny, «134 °C, 5 Mun».

6. nauKaTop XUMUYECKUH 171 KOHTPOJIA naponoﬁ CTEPHIN3alH MHOTOPEKUMHBIH
omaopa3osklit «METECT-TIO9-Ax» anst pesxumos creprimsammy «121 °C, 20 muny, «126 °C,
10 mun», «134 °C, 7 Mmus».

7. UupukaTop XUMHYCCKUH TSl KOHTPOJISA IapOBOH CTePHIIH3AIUH MHoropemnMHHﬁ
onuopazossiit «<MRTECT-TI®10-A» nns pexumos crepumusaimy «120 °C +137 °Cy.
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PykobopuTens Dexepansnoii cryxobr %
110 Ha/30PY B crepe 3ApaBOOXpaHEHH




		2023-03-15T15:57:51+0200
	Moldova
	MoldSign Signature




