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#&ybnforme alla norma
in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.
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Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.
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/= APTACA

Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

CERTIFIED COMPANY UNI EN 1SO 9001 & UNI CEI EN I1SO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET
ZDQB,AZZAQSSIONE | DATE OF ISSUE m
ARTICOLO: CONTENITORI FORMA ROTONDA
ITEM:  ROUND SHAPE CONTAINERS

CONTENITORE PER RIFIUTI SPECIALI FORMA ROTONDA

Questa serie si compone di otto misure di contenitori monouso e
resistenti alla perforazione a forma rotonda per lo smaltimento di rifiuti
acuminati, taglienti, pungenti e affilati. Coperchio con chiusura
provvisoria e definitiva, dotato di meccanismo di sgancio aghi da
insulina, con alette antiriflusso per impedire la fuoriuscita accidentale dei
rifiuti. La chiusura definitiva € inviolabile. | modelli piu capienti (5-6-7-12
Lt) sono provvisti di manico ergonomico. Indicazione del livello massimo
di riempimento.

SAFETY CONTAINERS ROUND SHAPE

This line includes round shape disposable and puncture resistant
containers for the disposal of sharp and cutting waste and it comes in
eight sizes.

Lid with temporary and definitive closure, provided with mechanism for
unhooking insulin needles and anti-defluxion wings that prevent the
outflow of the waste. The permanent closure is inviolable. The more
spacious models (5-6-7- 12 Lt) are provided with ergonomic handle.
Maximum filling level indicator.

Materiale plastico ecologico (Polipropilene copolimero colorato conforme alla normativa REACH con colorante senza
metalli pesanti). Il corpo del contenitore € di colore giallo e il coperchio di colore rosso per consentirne 'immediata
individuazione ed avvertire della pericolosita del contenuto.

Ecological plastic material (colored copolymer polypropylene compliant to REACH regulations and with masterbatch
heavy metal free). The container body is yellow and the lid is red to allow the immediate detection and warning of the
dangers of the content.

Conformi alla Norma AFNOR NF X-30-511
Conforme Marchio NF

Conformi alla Norma ISO ISO 23907-1 - Kite Mark
Conformi all’accordo ADR - Certificato UN
Conforme FDA K071517

Conforme TRBA 250

IS0 23907: 2012
KM 99113

Compliant to AFNOR NF X-30-511
Compliant to NF Mark

Compliant to 1ISO 23907-1 - Kite Mark
Compliant to ADR - UN Certificate
Compliant to FDA K071517 CONTROLE PR i
Compliant to TRBA 250 TRBA 250

FDA KO71517
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Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

Manico ergonomico per i modelli piu capienti

Meccanismo di sgancio aghi da insulina

Alette antideflusso per impedire la fuoriuscita dei rifiuti nei contenitori cod. 7015 — 7020 — 7050 — 7060 - 7070 —
7120.

Chiusura permanente irreversibile

Indicazione del livello di riempimento massimo

Disponibilita di supporti vari

Nessuna emissione di gas nocivi in fase di incenerimento. Alla fine del ciclo vitale, i contenitori vengono smaltiti
per incenerimento, senza emanazioni nocive e senza deposito di materiali pesanti

Il contenitore pud essere autoclavato a 134' per 18 minuti

Ergonomic handle for the more spacious models

Machanism for unhooking insulin needles

Anti-defluxion wings that prevent the outflow of the waste in containers cod. 7015 — 7020 — 7050 — 7060 - 7070 —
7120.

Irreversible permanent closure

Maximum filling level indicator

Various supports available

No emission of any harmful gasses during the inceneration process. Once filled, the containers have to be
disposed through incineration, releasing no toxic emissions

Suitable to autoclave at 134° for 18 min

DIMENSIONI ESTERNE ‘ EXTERNAL DIMENSIONS
@100 x 145 mm H
DIMENSIONE BASE | BASE DIMENSIONS
@78 mm
FORMA ‘ SHAPE
Tronco di cono / Truncated cone
PEso | WEIGHT
87 gr.
CARICO MASSIMO ‘ MAXIMUM LOAD
400 gr.
%78 CAPACITA NOMINALE ‘ NOMINAL VOLUME
0,600 Lt.
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Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

DIMENSIONI ESTERNE ‘

EXTERNAL DIMENSIONS

Jl urr M

/”‘\

\ @%’ﬂ 184 mr

@100 x 184 mm H

BASE DIMENSIONS

DIMENSIONI BASE ‘
@75 mm
FORMA ‘ SHAPE
Tronco di cono / Truncated cone
PEso ‘ WEIGHT
109 gr.
CARICO MASSIMO ‘ MAXIMUM LOAD
460 gr.
CAPACITA NOMINALE ‘ NOMINAL VOLUME
0,800 Lt.

DIMENSIONI ESTERNE

‘ EXTERNAL DIMENSIONS

@140

X 165 mm H

BASE DIMENSIONS

|

|

DIMENSIONI BASE

@102 mm
FORMA ‘ SHAPE
Tronco di cono / Truncated cone
PEso WEIGHT
155 gr.
CARICO MASSIMO ‘ MAXIMUM LOAD

850 gr.

NOMINAL VOLUME

CAPACITA NOMINALE

|

1,50 Lt.
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Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

DIMENSIONI ESTERNE

‘ EXTERNAL DIMENSIONS

@140 x 210 mm H

DIMENSIONI BASE

‘ BASE DIMENSIONS

S/l;lg mm
@106 mm
FORMA ‘ SHAPE
Tronco di cono / Truncated cone
PESo ‘ WEIGHT
210mm 187 gr.
\ | CARICO MASSIMO ‘ MAXIMUM LOAD
. 1200 gr.
106 mm CAPACITA NOMINALE ‘ NOMINAL VOLUME
2,00 Lt.

DIMENSIONI ESTERNE

‘ EXTERNAL DIMENSIONS

@214 x 195 mm H

214 mn
i - e . DIMENSIONE BASE ‘ BASE DIMENSIONS
_— = N @182 mm
=& ”// FORMA | SHAPE
’g‘ n ] Tronco di cono / Truncated cone
‘ é%i "2’:; s PEsO ‘ WEIGHT
=T | { 365 gr.
o I CARICO MASSIMO ‘ MAXIMUM LOAD
N > 2400 gr.
w2l CAPACITA NOMINALE ‘ NOMINAL VOLUME
5,00 Lt.
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Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

DIMENSIONI ESTERNE

‘ EXTERNAL DIMENSIONS

@ 214 x 233h mm

FORMA ‘ SHAPE
Tronco di cono / Truncated cone
PESsO ‘ WEIGHT
350 gr.
233mm CARICO MASSIMO ‘ MAXIMUM LOAD
1500 gr.
CAPACITA NOMINALE ‘ NOMINAL VOLUME
5180 mm
6,00 Lt.
DIMENSIONI ESTERNE ‘ EXTERNAL DIMENSIONS
@250 x 195 mm H
@ 250 mm DIMENSIONI BASE ‘ BASE DIMENSIONS
o ‘ ™ @218 mm
e FORMA | SHAPE
( Tronco di cono / Truncated cone
R — PEso WEIGHT
@ '.'E?llﬂgg 460‘ ar.
k. W:ﬁ;ﬁé:’ | CARICO MASSIMO ‘ MAXIMUM LOAD
\ = 3200 gr.
i CAPACITA NOMINALE ‘ NOMINAL VOLUME
.\\
@218 mm 7,00 Lt.
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Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
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@250 mm

313mm

DIMENSIONI ESTERNE | EXTERNAL DIMENSIONS
@250 x 313 mm H
DIMENSIONE BASE | BASE DIMENSIONS
@205 mm
FORMA | SHAPE
Tronco di cono / Truncated cone
PEso | WEIGHT
565 gr.
CARICO MASSIMO | MAXIMUM LOAD
2200 gr.
CAPACITA NOMINALE | NOMINAL VOLUME
12,00 Lt.

ASSEMBLAGGIO: Premere fortemente attorno al coperchio con il palmo delle
mani. Dei "click” si sentono ad ogni pressione ed attestano la chiusura del coperchio

ASSEMBLY: Firmly press on all the perimeter, until the lid clicks on the body

IMPORTANTE!

Pericod. 7015 - 7020 — 7050 — 7060 - 7070 — 7120 premere sulle alette antiriflusso.
Prima dell'utilizzo, premere queste alette antiriflusso al massimo, in forma di imbuto.
per facilitare I'introduzione di oggetti sporchi, in quanto il dispositivo anti riflusso

crea un ostacolo all'uscita.

IMPORTANT!

Before use, for codes 7015 — 7020 — 7050 — 7060 - 7070 — 7120 press on the anti-
reflux fins in order to create a funnel-shaped opening. This device eases the
insertion of the waste and creates a barrier to prevent from leakage.

Mod ST-059/11.19/2 CONTENITORI FORMA ROTONDA - ROUND SHAPE CONTAINERS

Pag. 6 of 9


mailto:info@aptaca.com

V- APTACA

Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
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CHIUSURA PROVVISORIA: Il contenitore pud essere chiuso
provvisoriamente utilizzando il tappo con la parte concava verso l'alto. A questo
stadio, la riapertura € possibile.

TEMPORARY CLOSURE: The container could be temporari ly closed using the
cap upside down.

CHIUSURA DEFINITIVA: 1l contenitore pud essere chiuso definitivamente
utilizzando il tappo con la parte concava verso il basso fino al clic. A questo stadio,
la chiusura é definitiva.

PERMANENT CLOSURE: The container could be closed permanently applying
pressure on the cap until it clicks on the lid

Durante I'uso, aprire e chiudere il contenitore utilizzando il tappo dal lato della
chiusura provvisoria.

During use, open and close the cap in temporary mode.

Chiudere il contenitore definitivamente ed irreversibilmente utilizzando il tappo
dal lato della chiusura definitiva.

Close the container permanently and irreversibly once full, positioning the lid on
the permanent closure side.
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Utilizzare la tacca a “V” per sganciare I'ago dalla
siringa.

Use the “V” removal device to separate needle
and syringe

Penne da insulina: Introdurre nella tacca a “margherita” e applicare sulla penna un
movimento dal basso verso l'alto (effetto del braccio sulla leva) prima di iniziare a
svitare.

Insulin pens removal: Use the “marguerite” device and pull the pen bottom-up
(leverage effect) before unscrewing

Orifizio per introduzione rifiuti: orifizio di grandi dimensioni per permettere
l'introduzione tra gli altri, di provette, bisturi, ecc.

Hole for introduction of waste: large orifice to allow the introduction among
others, of tubes, scalpels, etc..

Utilizzare il contenitore solo con il coperchio previsto. Non utilizzare il contenitore prima di aver montato il coperchio
Use the product only with the previded lid. Do not use the product before fitting the lid

Non utilizzare il contenitore prima di aver abbassato le alette anti riflusso nei cod. 7015 — 7020 — 7050 — 7060 - 7070 -
7120 che proteggono dalla fuoriuscita del materiale dal foro.
Do not use before pushing down the anti- reflux fins in cod. 7015 — 7020 — 7050 — 7060 - 7070 - 7120

Non cercare di riaprire il contenitore chiuso e sigillato definitivamente
Do not reopen the closed container and sealed permanently

Non cercare di recuperare oggetti all'interno del contenitore
Do not attempt to rescue objects already in the container

Non superare il livello di riempimento indicato dalla tacca incisa sul lato del contenitore.
Respect the filling level indicated: 80% of real capacity

L’imperforabilita dei materiali impiegati e la particolare costruzione preservano I'operatore da possibili danneggiamenti
corporali, sempre che I'utilizzo corretto del contenitore venga rispettato dall’'operatore

Containers are tested to not being perforated by sharp objects allowing safety to the operators, as long as the container
is used properly according to instructions

Non avvicinare il dispositivo alla famma o a fonti di calore che lo potrebbero danneggiare.
Keep out of flame or heat sources which might damage the product

Non utilizzare il prodotto scaduto o con la confezione aperta
Do not use after expiry date or if packing is opened

Non riutilizzare: Dispositivo monouso
Do not re-use: Disposable device
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Non variare la destinazione d’uso
Do not vary the intended purpose of the product

Prodotto non adatto ai bambini
Keep out of reach of children

Conservare in luogo asciutto, Temperatura min -10°C max +50°C
Store in dry place, Temperature range: min -10°C max +50°C

Smaltimento: utilizzare gli appositi D.P.l e smaltire secondo le nhormative vigenti
Disposal: use appropriate personal protective equipment and act according to applicable regulations

Prima dell'utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilita dei materiali.
Before use with particular substances check the resistance / compatibility chart on our catalogue

CODICE Quantita (pz): Misura esterna scatola (cm): Volume (m3):
CODE Quantity (pcs): External box dimensions (cm): Volume (m3):
7006 100 62 x 41 x 34 h. 0,086
7008 100 62 x 41 x 34 h. 0,086
7015 100 60 x 41 x 44 h. 0,108
7020 75 60 x 41 x 44 h. 0,108
7050 55 79 x 53 x 49 h. 0,205
7060 55 79 x 53 x 49 h. 0,205
7070 40 79 x 53 x 49 h. 0,205
7120 25 79 x 53 x 49 h. 0,205
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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 Srl

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 kiwa.it

C=RM=T

kiwa

2021-10-14

10164 - M Valid From

Reg. Number

2012-10-15 2021-10-14

First issue date Last change date

Valid until 2024-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CElI EN ISO 13485:2016 for the following products/services:

Management of design and production, packaging and service of:

General non-active, non-implantable medical devices (except: injection, infusion, transfusion and dialysis;
disinfecting, cleaning, rinsing; IVF, ART; ingestion), Devices for wound care, Non-active dental devices and
accessories (except dental implants), General active medical devices (except: extra-corporal circulation,
infusion and haemopheresis; stimulation or inhibition, rehabilitation devices and active prostheses; IVF, ART,;
software; medical gas supply systems and parts thereof), Monitoring devices, Devices for imaging and
thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic Medical Devices (VD).

Trade and service of: General non-active, non-implantable medical devices (except: IVF, ART; ingestion),
Devices for wound care, Non-active dental devices and accessories (except dental implants), General active
medical devices (except IVF, ART), Devices for imaging (except ionizing radiation), Monitoring devices,
Devices for radiation therapy and thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic
Medical Devices(IVD)

Chief Qperatiflg Officer
Giampigr Belgredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate (M) - Italia

ACCREDIA X

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 007A



LANCETS 28G for 23915, 23919 - sterile

Code: 23916

Category: Lancets

Unit of sale: box of 100 pcs. ‘;“‘-‘\“ -,._'.
Minimum order: 1

Type: Medical device

Class: ITA

NSIS: 2213662

CND: V010402

EANI13: 8023279239164

Description: Fine needles usable with code 23919 and most of lancet devices in the market to draw a

blood sample for glucose testing.

Multilingual box: GB, FR, IT, DE, ES, PT, GR, PL, CZ, Arabic.ic.

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056



Shandong Lianfa Medical Plastic Products Co., Ltd. Document No.: LF/CE-02
Revision: 09

Technical Documentation of Sterile Lancet for Single Use Released on 2019-08-23

01 Declaration of Conformity

Manufacturer: Shandong Lianfa Medical Plastic Products Co., Ltd.

Address: No.1 Shuangshan Sanjian Road, 250200, Zhanggiu City, Jinan, Shandong, PEOPLE’'S
REPUBLIC OF CHINA

EC Representative: Shanghai International Holding Corp. GmbH (Europe)

Address: Eiffestrasse 80, 20537 Hamburg Germany

Product: Sterile Lancet for Single Use

Classification: (Rule 6 of MDD Annex IX): lla

UMDNS code: 10440

Models and specifications: 33G,32G,31G,30G, 28G, 26G, 23G

We herewith declare that the above-mentioned products meet the provisions of the following EC Council
Directive and Standards (MDD/93/42/EEC). The products meet prospective uses and all supporting
documentation is retained under the premise of manufacturer.

DIRECTIVES
General Applicable Directive:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical device
(MDD 93/42/EEC)

Notify Body: TUV SUD Product Service GmbH, Ridlerstr.65, 80339 Munich, Germany
Identification number; 0123

EC-certificate number: G2 036153 0021 Rev.00

Valid Until: May 26,2024

Valid From: August 23,2019

7 ¥
Signature: W g ? ’

Name: Yang Lianying
Position: President
Place, Date: Jinan, 2019-08-23
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THE INTEANATIONAL CERTFICATION NETWORK
www.ignet-certification.com

IQNet, the assaciation of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compased of more than 30 bodies and counts

C E PT M ¢ I KAT Ng over 150 subsidiaries all over the giobe.
DM/21/228/S
CERTIFICATE No.

[ns oTprumaHHs iHdopmaLlii
npo AicHicTL cepTudikara,

LIMM 3ACBIOYYETLCA, WO CUCTEMA MEHEIXMEHTY AKOCTI Bu MoxeTe BiasinaTM canT
IT IS HEREBY CERTIFIED THAT THE QUALITY MANAGEMENT SYSTEM OF www:nha-org
For information concerning

validity ofthe certificate, you

isitthe site
ZAVET COMPANY SUBSIDIARY e rine.org
PIVNICHNO-SYRETSKA ST, 3, KYIV, UKRAINE, 04136

B HACTYMHUX BUPOBHUYUX OINbHUUAX /IN THE FOLLOWING OPERATIONAL UNITS:

PIVNICHNO-SYRETSKA ST, 3, KYIV, UKRAINE, 04136

BIAMNOBIOAE CTAHOAPTY /1S IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2016

NS HACTYMHOI C®EPW [IANBHOCTI / FOR THE FOLLOWING FIELD(S) OF ACTIVITIES:

MNPOEKTYBAHHA, BUPOBHULITBO, MPOJAX TA OBCIYTOBYBAHHA MEAUYHUX NDKOK, MEANYHUX
KYLWETOK, MEAWYHUX KPICEN TA TABNULb ANA NEPEBIPKU 30PY

DESIGN, MANUFACTURING, SALES AND SERVICE OF MEDICAL STRETCHERS, MEDICAL BEDS, MEDICAL
CHAIRS AND EYE CHARTS

[LiAcHicTb faHoro cepTudikaTy 3anexuTb Bia WOPIHHNX/NIBPIMHWUX ayANTIB Ta NOBHOT NEpPeBIpKA CUCTE MU MEHEAXKMEHTY KOXHI TPU poku
The validity of this certificate is dependent onan Vsi thly audit and on a complete review, every three years, of the management system

[ins oTpumaHHs AeTanbHOI iHopMaLlil LWOAO BUKNIOYEHHS BUMOT CTaHAapTy Heo6XiaHO 3BepHYTHCA 40 HacTaHoBM 3 sKOCTi
Reference is to be made to the Quality Manual for details regarding the ptions from the requi ts of the standard

BukopucranHs Ta TepmiH Al uboro cepmdikaTta 3anexars Bia sianosigHocTi aokymeHTy RINA: Mpasuna cepTudikauii cucTeM ynpasniHH s AKCTIO B
HacTynHomy cekropi MeanuHi Bupobn
The use and validity of this certificate are subject to compliance with the RINA document: Rules for the Certification of Quality Management Systems in the
Medical Devices Sector

Cucrema MeHe A MeHTY cepTudikoBaHa 3:

Organization with Management System certified since:
0 germ Y 11/07/2017

Alessandro Romei

Mepwe BuaaHHsA Certific: A Region
First Issue 26/02/2021 i

YuHHuA o [ara nepernsgy

Expiry Date 25/12/2022 Revision date 26/02/2021

S
RINA Services S.p.A.
Via Corsica 12 - 16128 Genova ltaly

FEDERAZIONE

ACCREDIA
LENTE ITALANO DI ACCREDITAMENTO ~

cisQ

www.cisq.com

SGQ N° 002 A

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements

CISQ - ITaniiiceka ®epepauis OpraHis
CepTudikauii Cuctem YnpaeniHHsa

CISQis the Italian Federation of management
system Cettification Bodies
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OEKNAPALA MPO B1AMNOB1AHICTb
Ne 04-19 Buy 19.04.2019p.

Jody|pHe nwnpunemcteBo «kKOMIMAHL1A 3AMOB1T»
(noeHa Ha3Ba BMpO6GHMKa abo 10ro ynoBHOBaX<eHO1 0cobK, abo nocTavanbHuKa,
YKpaTHa, 04136, m. Kws, Byn. LLIBWYHO-CupeubkKa, 3,
kog CAPIMOY-31868655

MbCLie 3HAXOA.XKEHHS, AN BTUYM3HAHOTO - Ko CAPIOY)

Bocod| avpekTopa MoTupaino Onbru AHaTONMBHY

(nocaga, npossuLle, W' Ta no 6aTbKoB\)

LIATBEP/KYE, WO Mebnl megmyLl cnewansLu,
srigHo logaTKy (BCbOro 45 HaliMeHyBaHb)
(noeHa HasBa MpoAyKLUMW, Twn, Mapka, MoAenb)
BMPOGHMLTBA JoulpHe nwnpuemcTBo «kKOMIMAHI1A 3ATMOB1T»,

kog COPIMOY - 31868655
YKpaYHa, 04136, M. Knys, Byn. lNiBHIYHO-CupeLbKa, 3

(Ha3Ba, agpeca BUPOGHMKA, M!cue BUPOBHNLTBA, AN BiTUU3HAHOTO - Kog CAPMOY)

BUTOTOBNSAETHCS CEPLIHO3a TY ¥ 33.1-31868655-002:2005 «Meb611 MeaANyH!
cnewanbw», 3ngHo AogaTky

(Ha3Ba Ta NO3HAUEHHs [4OKymMeHTaum)

Knacuep|kay s | knac pnsuMky 3rugHo n.9 Jopatky 2 TexwyHoOro
pernameHTy w040 MeguyHux Bupoble (MoctaHoBa KMY
Ne 753 BLY 2 »x0BTHA 2013p.)

( knac pu3unky meguyHoro(ux) BupobyOB), LOKYMEHT Ta ioro posgbl)

BLLMOBLYae BAMOTam TexXHIUHOro pernaMeHTy LoA0 MeAUYHUX BUPOGEB
(MoctaHoBa KMY Ne 753 Buy, 2 >koBTHA 2013p., 4ogaTtok 8
- [MopAfoK 34LWLCHEHHA BHYTPlWHLOr0O KOHTPO/IHO
BUPOOHMLTBA MeANYHUX BUPOOIB)

(TexH1unmit/1/pernameH T /u/ Ha NPOAYKLLI0)

(No3HAYEHHS HOPMATMBHbIX JOKYMEHT 1B /3a HasBHOCTY)

[eknapalo CKnafeHo Mil, LU KOBUTY BLLMOBLLAMbLICTL BUPOOHMKA.

JunpekTop
AN «KOMIMAH14a 3AMOBI I'» O.A, MoTupaiino.
(nocaga) (Twann Ta nplssuLe)
19,04.2019 p.

(naTa)



JopaTok
[0 geknapayn npo sBignoB!aHICTbL Ne04-19 Buy 19.04.2019p.
«Mebnl Mmegnyll criew,anbIn»

Tabnuua
° Ne s HasBsa Bupoby
n/m KaTtanorom
1 2 3
1. 01 KyweTtka npoueaypHa Krl
2. 02 KylweTKka npouefypHa 3 peryntoemMnum waronosHukom KPT1
3. 03 KyweTtka macaxxHa KM
4. 04 KyweTka npouegypHa 3 Tymooto KPUT
5. 05 Kyuwertka - naBa KC
6. 06 KyweTka nHekononyHa KKI
1. 07 Kywetka ana gl3totepaneBTMYHOro Kabwety Keri
8. 08 KylweTtka npouefypHa autada KA
9. 09 Ctln macaXHUin ogHoceKULWHMA CM-1
10. 10 CTw mMacaXHuin TpboxcekywHnin CM-3
11. n Ctln neneHanbHui CIJl
12. 12 Ctln nepes’sasyBanbHui Cl-1
13. 13 B13ok gna nepesBe3eHHs xBopux TI1b
14. 14 B130k gna nepeBe3eHHA XBOPUX 13 PErynroemoto sucotoro Tr1bP
15. 15 B130k gnsi nepeBe3eHHA XBOPMX 13 3MOMHUMK Hocunkamn TBC-100
16. 16 B130K 13 31OMHMMKN HOocunkamn TBC-150
17. 17 B13ok aHatom1uHnin TATI
18. 18 B13ok gnsa TpaHcnopTyBaHHA T TTIT
19. 19 ' B13ok gna npubupanns TYTI
20. 20 B13ok anda nepeBe3eHHs s1xc1s TKCK
21. 21 B130k gns nepeseseHHsA 6pyaHOT Ta umctoT 61am3Hn TI'b
22. 22 B130K BHYTplwHbOKOpNycHUn TBK
23. 23 B13ok gna kablHetls (MPT) TMPT
24, 24 NTDXKO (hyHKLWAHe aByXxceKuliiHe K®-2M
25. 25 JTLXKO pyHKLWMHe TpboXceKlwitHe K®-3M
26. 26 JTIXKO (hyHKLMHE YOTMPbOXCEKLLWHe KP-4M
217. 27 NTKKo thyHKU1iMHe ans alteit Ao n’atu potos Ko
28. 28 Nxko pyHkulinHe guTtave KOO tnuny «Antoa»
29. 29 N1xko meanyHe KOM
30. 30 nuxkko ana nopoginnt KA-2
31. 31 N1Xko gna ncuxivyHo xsopux KrIib



32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,
45.

3aKlWyeHHsa Tabnumy!

2 3
32 Kptono copbuwHe BP
33 Kptono cop6uylHe BP-1C
34 Kptono - kKatanka anga nepese3eHHs xBopux KBK
35 Kptono oTtopuHonapuHrononyHe KO-1
36 Kptono bapaw KB-1
37 LTatnue ansa TpuBanux snmeaHb THAB
38 LLiTaTuB ans TpuBannx BnmBaHb nepecysHuit TrAB-I
39 LLiTaTuB gnsa TpuBanux BNnBaHb «EBpo» LLUAB-E
40 LLITaTMB gns TpMBanux BAMBaHb yLwiBepcanbHuid TTTOB-Y
41 LLiTaTuB ans TpuBanux BnmBaHb cknagHunin LLIAB-C
42 MpacTaBka w g 1as3 MT-1
43 MuwcTaska wp T1a3 MT-2
44 MocTtaBka nw, 61kc Mb
45 MNuwcrtaska wpa tepmoctart NIl
[unpekTop
AN «KOMMAH14 3AMOB1T» O.A. MoTtwupaiino.

M..

(nocana) (Twanu Ta nprasuLe)
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