NUOVA APTACA L &

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

CERTIFIED COMPANY UNI EN ISO 9001:2008 & UNI CEI EN I1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PIPETTE PASTEUR MONOUSO
DISPOSABLE PASTEUR PIPETTES

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 29011001 - Other Hardware + accessories + consumables

+ software
EDMA code: 29011001 - Other Hardware + accessories + consumables + software

> La presente dichiarazione é stata redatta in conformita all’Allegato Ill (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

! . Du
Rilasciato / Released Responsabild A

Canelli, 02.01.2015

Pipette Pasteur Monouso / Disposable Pasteur Pipettes
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PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

nuova APTACA s.r.1.
Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION

1501 Pipette Pasteur monouso da 1ml., non sterili Disposable Pasteur Pipettes 1ml., not sterile

1501/SG Pipette Pasteur monouso da 1ml., sterili, in confezioni da | Disposable Pasteur Pipettes 1ml., sterile in bags of &
5 pezzi pieces

1501/SG/10 Pipette Easteur monouso da 1ml., sterili, in confezioni da D!sposable Pasteur Pipettes 1ml., sterile in bags of 10
10 pezzi pieces

1501/SG/100 Pipette Pgsteur monouso da 1ml., sterili, in confezioni da D!sposable Pasteur Pipettes 1ml., sterile in bags of 100
100 pezzi pieces

1501/SG/CS E|pette Pasteur monouso da 1ml., sterili, confezione | Disposable Pasteur Pipettes 1ml., sterile, individually
singola wrapped

1502 Pipette Pasteur monouso da 3ml., non sterili Disposable Pasteur Pipettes 3ml., not sterile

1502/20 Pipette Pasteur monouso da 3ml., non sterili Disposable Pasteur Pipettes 3ml., not sterile

1502/SG Pipette Pasteur monouso da 3ml., sterili, in confezioni da | Disposable Pasteur Pipettes 3ml., sterile in bags of 5
5 pezzi pieces

1502/SG/10 Pipette Easteur monouso da 3ml., sterili, in confezioni da D!sposab/e Pasteur Pipettes 3ml., sterile in bags of 10
10 pezzi pieces

1502/SG/CS Rlpette Pasteur monouso da 3ml., sterili, confezione | Disposable Pasteur Pipettes 3ml., sterile, individually
singola wrapped

1503 Pipette Pasteur monouso capillari., non sterili Capillary Disposable Pasteur Pipettes, not sterile

1503/N Pipette Pasteur monouso capillari., non sterili Capillary Disposable Pasteur Pipettes, not sterile
Pipette Pasteur monouso capillari., sterili, in confezioni da | Capillary Disposable Pasteur Pipettes, sterile, in 5pcs

1503/SG 5pz bags

1503/SG/10 ﬁ’(i)%eztte Pasteur monouso capillari., sterili, in confezioni da t()):g;llary Disposable Pasteur Pipettes, sterile, in 10 pcs

1503/SG/10/N I:g:)eztte Pasteur monouso capillari., sterili, in confezioni da t()):g;llary Disposable Pasteur Pipettes, sterile, in 10 pcs

1503/SG/CS Rlpette Pasteur monouso capillari., sterili, in confezione | Capillary Disposable Pasteur Pipettes, sterile, individually
singola wrapped

1503/SG/CS/N Rlpette Pasteur monouso capillari., sterili, in confezione | Capillary Disposable Pasteur Pipettes, sterile, individually
singola wrapped

1511 Pipette Pasteur punta fine “FINE TIPS”, in PE, da 5 ml Pasteur pipettes “FINE TIPS” in PE, 5 ml
Pipette Pasteur punta fine “FINE TIPS’, in PE, da 5 ml, | Pasteur pipettes “FINE TIPS” in PE, 5 ml, sterili in bags of

1511/SG o : . s
sterili in sacchetti da 5 pezzi 5 pieces
Pipette Pasteur punta fine “FINE TIPS”, in PE, da 5 ml, | Pasteur pipettes “FINE TIPS” in PE, 5 ml, sterili

1511/SG/CS ) . . L
sterili in confezione singola individually wrapped

1515 Pipette pasteur gambo stretto Narrow stem Pasteur pipette

1515/SG Pipette pasteur gambo stretto, sterile Narrow stem Pasteur pipette, sterile

1515/SG/CS Pipette pasteur gambo stretto, sterile confezione singola | Narrow stem Pasteur pipette, sterile individually wrapped

1518 Pipette Pasteur speciali con pala integrata, 0,8 ml Paddle Pasteur pipettes with rigid paddle, 0.8 ml

1518/SG Pipette Pasteur speciali con pala integrata, 0,8 ml Paddle Pasteur pipettes with rigid paddle, 0.8 ml, sterile

1518/SG/CS Pipette Pasteur speciali con pala integrata, 0,8 ml Paqqle Rastourpipatiesiwithingidpaddle. {0:6-'ml Stoiils

individually wrapped

1519 Pipette Pasteur speciali con pala integrata, 1 ml Paddle Pasteur pipettes with rigid paddle, 1 ml

1519/SG Pipette Pasteur speciali con pala integrata, 1 ml Paddle Pasteur pipettes with rigid paddle, 1 ml, sterile

1519/SG/CS Pipette Pasteur speciali con pala integrata, 1 ml Pa(.jd.le fasicurpipotestnitnSigia paadio isnilSslonE

individually wrapped
1523 Pipette Pasteur monouso da 1,5ml, non sterili, lunghezza Pasteur pipettes 1.5ml, not sterile, lenght 230mm

230mm
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PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

nuova APTACA sir.l.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Copb. DESCRIZIONE DESCRIPTION
1523/SG ;’g%e;ntt; o da 1.5ml, sterll, lunghezza Pasteur pipettes 1.5ml, sterile, lenght 230mm
1523/SG/20 Eé%er;t; & Ecuso da 1,5ml, stenll, lunghezza Pasteur pipettes 1.5ml, sterile, lenght 230mm
Pipette Pasteur monouso da 1,5ml, sterili in confezione | Pasteur pipettes 1.5ml, sterile individually wrapped,
1523/SG/CS .
singola, lunghezza 230mm lenght 230mm
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

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
is-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.

i 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 ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

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.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.: DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Products: Nasal Oxygen Cannulae, Suction Catheters, Stomach Tubes, Feeding

Tubes, Suction Connecting Tubes with Yankauer, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plastic Handle, Sterile
Blood Lancets, Disposable Syringes, Disposable Infusion Sets, Disposable
Transfusion Sets, Intravenous Needles for Single Use, Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Tracheostomy Tubes, Laryngeal Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits, Oropharyngeal Airways, Venturi Masks, Self-destruction Safety
Syringes, Blood Collecting Needles, Foley Catheters, Disposable
Acupuncture Needles, Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wound Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidifier Jar), Enteral Feeding
Sets (Bag);

Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Report No.: 15092074 009

Effective date: 2020-11-18

Expiry date: 2024-05-26 —_ L

Issue date: 2020-11-18 \ &. | \ o ey y
' . .Nason Pan/

|
TUV Rheinland LGA beﬁbqﬁgtﬁﬂery“

TillystraBe 2 - 90431 Niirnberg ~Gérfiany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 1 of 2




EC Certificate

- @&
TUVRheinland

Production Quality Assurance

MDD Annex V

Registration No.:

Manufacturer:

Report No.:
Effective date:
Expiry date:

Issue date:

DD 2063008-1

Boen Healthcare Co., Ltd.

Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,

215021 Jiangsu

P.R. China

Medical Brushes, Disposable Vaginal Speculums, Disposable
Gynecological Sets,

Disposable Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Disposable Urine Drainage Bags, Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical |
Gowns, X-ray Detectable Gauze Swabs (Sponges), Gauze Balls and Lap
Sponges in Sterilization Packing, Gauze Swabs (Sponges), Gauze Balls
Gauze Bandages and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposable Oral Cavity Kits and
Implements, Sterile Urine Meters:

Aspects of manufacture concerned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers

Replaces Approval, Registration No.: DD 60142274 0001

15092074 009

2020-11-18 o

2024-05-26 = [3/ ‘
2020-11-18 | & 507l ‘

TOV Rheig;énd LGA Prodiets, Gmbt
Tillystrale 2 - 90431 Nurnberg - Germany

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.

Page 2 of 2
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



DEJIEPAIIEHOE ATEHTCTBO
~TI0 TEXHWYECKOMY PEI'VJIMPOBAHHIO U METPOJIOTHH
~ CUCTEMA JOBPOBOJ/IbHOM CEPTHOHKAIMM I'OCT P
«EAC AUDIT» =
PETHCTPAITMOHHBIN HOMEP POCC RU.32028.04EACI
OPIAH I10 CEPTHOHKAIIAN 000 «TOPTECT»
PECMCTPALIMOHHBI HOMEP POCC RU.32028
HH 7717616798 OTPH 1087746489060
HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

AUDIT atax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA
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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Boen Healthcare Co., Ltd.
Unit 602, International Center
No. 535, Shenxu Road
215021 Suzhou, Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Medical Devices

(see attachment for products included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-08-07
Certificate Registration No.: SX 60138020 0001
An audit was performed. Report No.: 15092074 004

This Certificate is valid until: 2022-02-27

Certification Body

({DAR})EuStsche

- Akkrediterungsstelle
D-ZM-14169-01-02

Date 2019-08-07

Fuxiu Sheng

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax +49 221 806-3935 e-mail.cert-validity @de tuv com http./iwww tuv com/safety

0020 ¢ 0408 ®  TOv, TUEV and TUAY ane fagstered Tademarks. (Iisation and apalication requires phor approgsl




CISQ is a member of
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****: [ R

[ ———
THE INTEANATIONAL CERTIFICATION NETWORK
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.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n.
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

4265/4/C

E CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per 'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application lo reference standard requirements.

Per informazioni puntuali e aggiornate circa eveniuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si praga di contattare il n* telefonico +39 02 725341 o indirizzo e-mail info@icim. it
For timely and updated information about any changes in the certification status referred to in this certificate,
please confact the number +39 02 725341 or email address info@icim.if.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
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SGQ N° 004 A CISQ & |a Federazione Italiana di Organismi di

Certiflcazione del sistemi di gestione aziendale.
Membro degli Accordi di Mutuo Riconoscimento EA, 1AF e ILAC CISQ is the Itaiian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.
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THE INTERNATIONAL GEHTIF\G_ATION NETWORK
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.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
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g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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Vacuum Blood Collection Tube
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Vacuum Blood Collection Tube, EDTA Tube
Material: PET, Glass
Color: Violet

Qty/case Qty/case

Cat. No. Specification Volume Additive (Glass) (PET)
630801 13x75mm iml EDTAK?2 1800 1800
630802 13x75mm 2ml EDTAK?2 1800 1800
630803 13x75mm 3ml EDTAK?2 1800 1800
630804 13x75mm 4ml EDTAK2 1800 1800
630805 13x75mm 5ml EDTAK?2 1800 1800
630806 13x100mm 5ml EDTAK2 1200 1200
630807 13x100mm eml EDTAK2 1200 1200
630808 13x100mm 7ml EDTAK2 1200 1200

630809 16x100mm 10ml EDTAK2 1200 1200
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630901 13x75mm iml EDTAK3 1800 1800
630902 13x75mm 2ml EDTAK3 1800 1800
630903 13x75mm 3ml EDTAK3 1800 1800
630904 13x75mm 4ml EDTAK3 1800 1800
630905 13x75mm 5ml EDTAK3 1800 1800
630906 13x100mm 5ml EDTAK3 1200 1200
630907 13x100mm 6ml EDTAK3 1200 1200
630908 13x100mm 7ml EDTAK3 1200 1200
630909 16x100mm 10ml EDTAK3 1200 1200
631001 13x75mm 2ml EDTANA2 1800 1800

631002 13x100mm 10ml EDTANA2 1200 1800
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Tlnanmer Aus onpenesenns rpynn xposy I1-50
TY 9464-020-29508133-2016

1. Hasmauenye
[Tpearazinadcn U1 ONpPENCNEHIA TPYIIt KPORIT METOAOM UPIMOH PCAKIWH ATTTIOTUIATIL M POBCNCH
1po0 113 COBMTCTIMOCTE JJOHOPA W PELIUITHENTY.

2. OcHOBUBIC TCXIIHYECKHE XAPAKTCPUCTHRA

I'uGapurasiil payMep, MM - (290£0,5) x (190£0,5) x (3,5+0,5).

Harorossel 13 yIapolpovHora NoAHCTHpoaa Mapkyn YIIM-0508. He asroruanupyceten.

Kondurypacus uanenns — 10 crpok to 5 imyiiok » kassoll (50 syrok). Passep ayxn, Mu - 0£1,0) x (14£1,0) *

(1,5£0,5). Kaxkaas syvka HMeer SOPTHRH, NPENATCTRYIOIHE PACTCKAUNIO PCAICHTOR,

4, Jlynxkw MapxupoBanLl Wia noasx isposoil MapkHposKodt (1o JuiHiol cropane omIUTH WGP oT 1 g0 10, 10
roporkoli — 1 (0), 1T (A), [T1 (B), [V (AB)). Tonomnmreasuulil pa AYUOK #e MAPKHPOBIH M NPCIUTA3HAYLH S
HONOMHNTCALHOrO AUATHIA KPOBIl AOACPA M PCIUHITHEHTA A COBMECTHMOCTE.

5. Macca manenma, r - e donee 80,

Yerolupn k geamngexuan 3% pacrnopom tiepekuen soaopoua mo ['OCT 177-88, npeacrepunusmmonioi
OUMCTKC PYHMITLIM CIIOCOG0M 1 CTEPHITHIAIIT XIMUICCKHM METO0M 1o MY 287-113.

W -

3. YuaxoBuiBan pe, TPANCHOPTHPOBAIIHE H XPaHCHHe
Unpuamiyainbio ynakosan. YNokonka oGecieddBacT COXPaHHOCTh HIACAME Wpu Tpancriopruporke. Ycaosus
TPANCIOPTHPUBaAA watenfi — yerosna xpasienws 5 o POCT 15150-69 B kpuitom Tpanicriopre mobore piia. Yeonus
xpanerns winennli — 2 1o F'OCT 15150-69. locne TpanCnopTHPORATHIA B YCAOBHAX OTPHIATEALHIIX TEMIICPATYP HINCIHA
JOIKEM OBITE BECPRAHE] WPH HOPMANBHLIX KIMMATAYCCKHX YCTOBHAX 1€ MeHee 4 4.

4. Tpeb Ha Ge HOCTH
TIpH axCnAyATALHN HEOGXOMMMO COBIIONNTE (IPABIITA GEIONACHOCTH WPH PaGoTe ¢ TANCTHKOBLIMK H3LETHIMM.

5. Coencuss of yrsansanms
Haszieane He NPEACTaBisAeT ONACHOCTH A OKPYRAloMel CPCLL, HKUINE 3 HIOPOBLA oell Hocae OKONMAIN
epoka caryxGu. Tlopraox yTunuss it wanenua onpenensercs MorpeGurenes.

6. Tapanrds HITOTOBHTCAN

Msroronurens: 000 «MunuMen», 241520, PO, Bpanckas obmicrs, Bpanckuit paiion, ¢. Cyneneno, ya.
[Hocceifnan, 17A.

Agpec nponssoxcrsa; 242600, Pocenn, Bpsuckan o6sacts, 1. Jirswoso, yo1. Jlemaa, 1. 182, xopriye 1.

PI30ToBKTeR TapauTHpYeT coorserctane nnasmere I1-30 tpeGopamnay TY 94G4-020-29508133-2016 npw
COBMOACHME  NOTPeBITedeM  YEIOBHI  IPANCIOPTHPOBAHNA, XpaMenus B dkcnayaramuy.  Caparuasii cpox
SKCILIYATAMA — 12 MCCAIIES €O JAHA BROAA B HRCIAYIALILIO,

“apanaiionit cpok Xpanein ~ 3 roga,

7. CBHACTEALCTBO 0 HPHEMKE
T3a¢He HATOTORICHO B COOTRETCTBIM ¢ ACHCTRYIOME! TCXHIGECKOH ROKYMETTANNISH H TIPHINAHO NOXHLIM I
ARCILIATAILNA.

Havaasank OTK Tpysunues C.A.,




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Vacuum Blood Collection Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data
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