SHANDONG ZIBO SHANCHUAN MEDICAL INSTRUMENT CO., LTD.

EC DECLARATION OF CONFORMITY

Manufacturer: whose single Authorized Representative:

Shandong Zibo Shanhcuan Medical Instrument | Shanghai International Holding Corp.GmbH
Co., Ltd. (Europe)

No. 88, Shanchuan Road, Zichuan 255100 Zibo City, | Eiffestrasse 80,20537 Hamburg Germany

Shandong ZICHUAN ZIBO, SHANDONG PROVINCE | Tel: 0049-40-2513175 Fax: 0049-40-255726
255100, P. R. CHINA

We, the manufacturer hereby declare on our own responsibility that the following
products:

Disposable Syringe Sets, Infusion Sets (include Infusion Extension line), Blood
Transfusion Sets, Scalp Vein Sets, Hypodermic Needles and Retractable Safety Syringes

Type: Venepuncture Equipment
Medical Devise Class: lla

This declaration is referring to, complies with the following normative standards/
requirements:

Title/ No.: Harmonized Standards (published in the official journal of the European
Communities) applicable to this product is EN1441, EN980, EN868-1, EN550, EN540

And, thus meets the essential requirements, according to ANNEX | of the Council Directive
93/42/EEC of 14" June 1993 including revision 2007/47/EEC concerning medical devises.
Conformity Assessment Procedure was carried out according to ANNEX II/ IV/ V/ VI/ VII of
the MDD and is certified by the following notified body

Notify Body: TUV SUD PRODUCT SERVICE GMBH,
Ridlerstre. 31, D-80339 Munichen, Germany
Identification Number: 0123

€ €

Date of issue: 2014-01-21

EC Certificate No.: G2 13 11 34827 018

Valid until: 2019-01-20

KOPIJA TIKRA

Date: June 20'", 2016 Place: Shandong, Chinl.-_.;(;f;\‘*ﬂfi;;gii
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(Signature of the responsible person)
Shandong Zibo Shanchuan Medical Instrument Co., Ltd.



SHANDONG ZIBO SHANCHUAN MEDICAL INSTRMENT CO.,LTD

CE ATITIKTIES DEKLARACIJA

Gamintojas: ‘[galiotas atstovas ES:

Shandong Zibo Shanchuan Medical Shanghai International Holding Crop. GmbH
Instrument '(Europe)

No. 88 Shanchuan Road, Zichuan 255100 Eiffestrasse 80, 20537 Hamburgas, Vokietija

Zibo City, Shandong Zichuan ZIBO, ‘Tel. nr.: 0049-40-2513175 Faksas: 0049-40-255726
Shandong Provincija, Kinijos L.R. ‘

Mes, gamintojai, prisiimdami atsakomybe, kad $ie produktai:
Vienkartiniai §virkstai, Infuzijos sistemos (jskaitant Prailginimo Linijas), Kraujo transfuzijos sistemos,
Drugelio tipo adatos, Hipoderminés adatos, Saugils Svirkstai.

Tipas: Diirimo | veng jranga
Medicinos prietaisy klasé: Ila

Si deklaracija rodo, kad $ie produktai atitinka standartus:

Pavadinimas/Nr.: Harmonizuoti Standartai (publikuoti oficialiame Europos Bendruomenés Zurnale)
$iems produktams taikomi EN1441, EN980, EN868-1, EN550, EN540.

Taip pat, atitinka esminius BirZelio 14d. Tarybos Direktyvos 93/42/EEC I priedo reikalavimus, kartu su

2007/47/BEC revizija dél medicinos prietaisy.
Atitikimo jvertinimo procediros atliktos pagal MDD Priedus IVIV/V/VI/VII, tai patvirtina Zemiau

nurodyta notifikuojanti jstaiga

Notifikuojanti jstaiga: TUV SUD PRODUCT SERVICE GMBH,
Ridlerstre. 31, D-80339 Miunchenas, Vokietija.

Identifikacijos Nr.: 0123
0123
[§davimo data: 2014-01-21
CE sertifikato Nr.: G2 13 11 34827 018
Galioja iki: 2019-01-20
Data: Birzelio 20 d., 2016 Vieta: Shandong, Kinija
/antspaudas/
/paraSas/
(Atsakingo asmens paradas)
Shandong Zibo shanchuan Medical Instrment
Co.,Ltd. A —=885>  KOPIA TIKRA
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bsi.
Certificate

Full Quality Assurance

No. CE 00364

Issued to:

ConvaTec Limited

First Avenue

Deeside Industrial Park
Deeside

Flintshire

CH5 2NU

United Kingdom

In respect of:

The design, development and manufacture of sterile wound management dressings
(incorporating alginate, hydrogel, foam, fibrous hydrocolloid, porcine gelatin based
hydrocolloid and odour-absorbing technologies), sterile medicated wound dressings, sterile
wound irrigation devices, and pneumatic compression systems, sterile ostomy, non-sterile
incontinence appliances; sterile catheters, cannulae and accessories (excluding
intravascular, epidural and spinal); sterile suction sets, sterile tubing; sterile and non-sterile
urinary drainage systems and accessories; sterile collection devices and accessories; sterile
wound drainage systems, bags and accessories including systems for autotransfusion of

filtered blood; sterile surgical disposables.
on the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex II, Section 3.2.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Gary Fenton, Global Assurance Director ]
"‘":'J ﬂ',? ?

' | . r\ [%-a
! |
o) | \Lr-\’( E__ % \ JA"IL‘-EIEI pifkimy spefialists

Gﬂ;h Rumsm icitte

First Issued: 9 Dec 1994 Date: 20 Sep 2013

Expiration Date: 20 Oct 2018
Page: 1 of 1

Conditions of Approval ki i
Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive. )
This approval excludes all products designed and/or manufactured by a third party on behalf of the company named

on this certificate, unless specifically agreed with BSI. ) .
.making excellence a habit”

Information and Contact: BS|, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS BPP. Tel: +44 (0}845 080 9000
BSI Assurance UK Limited. registered in England under number 7805321 at 389 Chiswack High Road, London W4 4AL UK. A member of the BSI Group of Companies.



bsi
Sertifikatas
Pilnas kokybés uztikrinimas

Nr. CE 00364

ISduota:

ConvaTec Limited
Pirmasis aveniu

Deeside industrinis parkas
Deeside

FlintSyras

CHS 2NU

Jungtiné Karalysté

I§duodama:

Projektuoti, kurti ir gaminti sterilig Zaizdy tvarsliava (alginato tvarséius, hidrogelj, puty
tvars¢ius, hidrokoloido pluoSto tvars¢ius, hidrokoloido tvarséius Zelatinos pagrindu ir kvapg
sugerian¢iy gaminiy technologija), sterilius gydomuosius tvars¢ius, sterilius Zaizdy irigacinius
prietaisus, pneumatines kompresijos sistemas, sterilius i$maty surinkimo maiSelius, nesterilius
surinkimo maiSelius, sterilius kateterius, kaniules ir jy priedus (i¥skyrus intravaskulines,
epidiirines ir spinalines), sterilias siurbimo sistemas, sterilius vamzdelius, nesterilias $lapimo
drenaZo sistemas ir priedus, sterilius surinkimo prietaisus ir priedus, sterilias Zaizdy drenaZo
sistemas, maiSelius ir priedus, jskaitant autotransfuzines kraujo surinkimo sistemas, sterilias
vienkartines chirurgines priemones.

Remiantis miisy tyrimais pagal direktyva 93/42/EEC, II prieda, 3.2 skirsnj.

BSI suteikta teise, notifikuota jstaiga auks¢iau paminétos direktyvos (notifikuotos jstaigos numeris
0086).

_—_ KOPNATIKRA

-.:Z/?

' / S T) .
STeSEaly pirkamy specialisté
JViPeta Rum3evidiite

parasas
Gary Fenton, globalinés kokybés uztikrinimo jstaigos vadovas

ol

Pirmas leidimas: 1994 12 09 Data: 2013 09 20,‘-"4'.‘-"{: N

(oo =

S| SKIRGESA'

Galioja iki: 2018 10 20 Z\s,
Puslapis: 1181 SO\

Patvirtinimo sglygos

Sio sertifikato galiojimas yra salygojamas kokybés sistemos, paremtos direktyvos reikalavimais.

Sis patvirtinimas nejtraukia produkty, kurias suprojektavo ir/ar pagamino tregios 3alys §ios kompanijos
vardu, nebent su BSI sutikimu.

Informaciniai kontaktai: Kitemark Court, Davy Aveniu, Knowlhill, Milton Keynes MKS5 8PP. Tel:
+44 (0)845 080 9000

BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road,
London W4 4AL UK. BSI Group Kompanijy narys.
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or lil)

No. G217 03 26513 024

Manufacturer: TIK d.o.0. Proizvodnja
medicinskih pripomockov
Goriska cesta 5b

5222 Kobarid
SLOVENIA

Facility(ies): TIK d.o.o. Proizvodnja medicinskih pripomackov
Goriska cesta 5b, 5222 Kobarid, SLOVENIA

Product Sterile disposables for anesthesia,

Category(ies): emergency and intensive care (class lla)
Sterile disposables for injection, infusion, transfusion
and dialysis (class lla)
Sterile disposables for In-Vitro Fertilization (IVF) and
assisted reproduction technologies (ART) (class lla)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ilb and Il devices an additional Annex ll| certificate is
mandatory. See also notes overleaf.

Report No.: 713101764

Valid from: 2017-04-22

Valid until: 2022-04-21

Date, 2017-04-03 WM
Stefan Preil®

TUV SUD Product Service GmbH is Notified Body with identification no. 0123/‘;*}"3

| CKTIRCTC A
Page 1 of 1 =l oK RGES/
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TUV 50D Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Minchen \éldigmny// TV



CE SERTIFIKATAS

Produkto kokybés uZtikrinimas
Medicinos priemoniy Direktyva 93/42/EEC, V priedas
(ITa, ITb ar III klasés priemonés)

Nr. G2 17 03 26513 024

Gamintojas: TIK d.o.0. Proizvodnja
medicinskih pripomockov
Goriska cesta 5b
5222 Kobarid
Sloveénija

Istaiga(os): TIK d.o.0. Proizvodnja medicinskih pripomockov
Goriska cesta 5b, 5222 Kobarid, Slovénija

Produkto kategorija(os): Sterilios vienkartinés medicininés priemonés anestezijai,
kritiniais atvejais, intensyviai priezitrai (I1a klasé¢)
Sterilios vienkartinés medicininés priemonés injekcijoms,
infuzijai, transfuzijai ir dializei (ITa klasé¢)
Sterilios vienkartinés medicininés priemonés dirbtiniam
apvaisinimui (IVF) ir dirbtinio apvaisinimo
technologijoms (ART) (Ila klasé¢)

TUV SUD Product Service GmbH sertifikavimo institucija patvirtina, kad auk$¢iau minimas
gamintojas jsteigé kokybés sistema atitinkamy priemoniy gamybai ir galutiniam patikrinimui,
atitinkan&ia Medicinos priemoniy Direktyvos 93/42/EEC V prieda. Si kokybés uztikrinimo sistema
sutinka su Direktyvos reikalavimais ir bus periodiskai priZitirima. Zitréti prieda.

Registracijos Nr.: 713101764
Galioja nuo: 2017 04 22
Galioja iki 2022 04 21
/ParaSas/
Data, 2017 04 03
KOPIJA TESRA
Stefan Preil3 _peamamns, -
= S T L 2 [P
TUV SUD Product Service GmbH sertifikavimo institucija, identiﬁkg’ghﬁb Nﬁ‘t@l%ﬁ C U KL
Ty R . I
2 7 Vitagif pirkithu Tpecialiste
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CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il

This Certificate is only valid in connection with certificate;
registration no CE 622890 issued by NB 0086.

Company Name : DLR Medikal San. ve Dig Tic. Ltd. $ti.

Company Address : Bulgurlu Mah, ZOmrUt Sk. No:45/3 Uskidar ISTANBUL / TURKEY

1 MDD 93/42/EEC Medical Devices Directive -~ Annex |l

Related Directives and Annex ,
(Excluding Section 4)

: Class lla and Class lib — Stertile Products
- Guide Wire - Class lia
- PCN Catheters and Set - Class lla

- Suprapubic Catheter - Class Hla

- Dual Lumen Catheter - Class lla

- [Dilatars — Class lla

- Needles — Class lka

- Il Catheter - Class lla

- TURP Loops ~ Class b

- $tone Basket - Class lia

- Ureteral Balloon Dilator — Class Hla

- Inflation Device -~ Class lla

- Evacuator- Class lla

- Urelerai Stent (Double J Stent) - Class lib

Product

Product Types are atfached.

Certificate Number :M.2016.106.6518

Report Number 1 UD.3098.1B
Initial Assessment Date 1 02.02.2016
Registration Date 129.03.2016
Revision Date /No s

Expiry Date 1 28.03.2021
QOEM Expiry Date : 18.03.2020

UDEM_hereby declares that the tequitements of Annex i, excluding 1ection 4 of the directive 93/42/EEC
have been met for the fisted products. The above named manutacturer has estoblished and oppites a
quality assurance system. which is subject to periedic surveilionce audils, defined by Annex fl, section §
ol the forementioned directive, According fo Annex I, seclion 4 an EC design: examination cerfificate is
requited for placing the Closs It devices an the market. This cartificaie remains as the property of UDEM
Internationol Certitication Auditing Training Centre indusiry and Trade Co. Lid. Jo whom it must be retumed
upon requaest. The above nomed cwp&mﬁmd UDEM miust keep u copy of this certificate lor § yean friom
the reglstrofion of the cedificote. Usage of the CF mark is under the esponsibiity of the manviaeiuter with the
completion of EC Declaration of Con otmag the obove mantioned company must notify ol changes refatad
with Ihe approved praduc! to UDEM, If UDEM will not renew the expiry date of this cetificate in quastion, the
menlicned company should stop placing the product on the markel. The cunrency of the ceriificote can
be checked through www.udemitd.com, i,

Addrres: Mutiukent Mahallesi 2073 Sokak {Eski 93 Sokak] No:10 Cankaya - Ankara -~ TURKEY

Phone: +90 312 44303 77 Fax: +90 312 441 87 72
E-_maii: info@udemitd.com.tr www.udemitd.com.ir




This document containing 1 (one) pages is the Annex of the Certificate with the number M.2016.106.6518

4
A®

UDEM

and with the registration date of 29.03.2016 issued for “DLR Medikal San. ve Dis Tic. Ltd. Sti.” by UDEM
Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. Ltd. $ti. that is giving service as Notified
Body with the ID No: 2292 according to 93/42/EEC Medical Devices Directive

1-Guide Wire - Class lla

7- Ul Catheter — Class lla

PTFE Guide Wire Ul Catheter
Hydrophilic Guide Wire 1UI Catheter Cannula
Striped Guide Wire 8- TURP Loops — Class lib
Terumo Guide Wire Cutting Loop

2 - PCN Catheter and Set - Class lla Cold Knife

PCN Catheter Colling Knife

PCN with Needle Roller Loop

PCN Catheter Set Bipolar Loop

PCN Set with Needle Ball Bipalar Loop

3- Suprapubic Catheter — Class lia Ball Electrode
Suprapubic Catheter Set 9- Stone Basket ~ Class ifa

Suprapubic Cysto Catheter Set

Stone Basket Nitinol (Z)

4- Dual Lumen Catheter— Class lla

Stone Grasper

5- Dilators — Class lla

URS Forceps

Amplatz Dilator Sheat

PCN Basket (Perk)

Amplatz Dilator Set

10- Ureteral Balloon Dilator — Class lla

6- Needles — Class lla

Ureteral Balloon Dilator with Inflation Device

IP Needle Nephrostomy Balloon Dilator

introducer Needle Nephrostomy Balloon Dilator with inflation Device
Chiba Needle Nephrostomy Balloon Dilator with Amplatz Sheat
Biopsy Gun 11- Inflation Device — Class lla

12- Evacuator — Class lla

13- Ureteral Stent (Double J Stent) — Class lib

UDEM Uluslararasi Belgelendirme Denetim Eitim Merkezi San. va Tic. Ltd. Sti.
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkdy — Cankaya ~ ANKARA
www. udemitd com.tr

T:03124430390 F:03124430376 info@ udemitd.com. tr
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bsi.

By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 597089

Issued To: Medline International France SAS
5, rue Charles Lindbergh
Chateaubriant
44110
France

In respect of:

Those aspects of manufacturing relating to obtaining sterility in the
assembly of procedure packs in accordance with Article 12 of the Medical
Devices Directive.

The manufacture and final inspection of sterile procedure packs.

Those aspects of manufacture related to maintaining and securing
sterility of surgical drapes, surgical gowns, table covers, surgical

towels, instrument covers and patient plastics (cups and lids, bowls and
lids, basins and lids, trays and pitchers).

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class II products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Gary Fenton, Global Assurance Director

First Issued: 17 July 2013 Date: 28 August 2014 Expiry Date: 21 June 2019

.making excellence a habit”
Page 10D R]JA TiKRA
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bsi.

CE Sertifikatas - Produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC V priedas

By Royal Charter

Nr. CE 597089

ISleista: Medline International France SAS
5, rue Charles Lindbergh
Chateaubriant
44110
Pranciizija

Deél:

Gamybos aspekty, susijusiy su sterilumo savybiy iflaikymu steriliuose pakuotése pagal
Medicinos priemoniy direktyvos 12 straipsni.

Steriliy procediiriniy pakuo¢iy gamyba ir galutinis patikrinimas.

Chirurginiy apdangaly, chirurginiy chalaty, stalo apdangaly, chirurginiy ranksluosciy,
instrumenty apdangaly ir plastikiniy gaminiy, skirty pacientams (puodeliy su dangteliais,
dubenéliy su dangteliais, basony su dangtiais, padékly ir gsoéiy) gamybos aspektai, susije
sterilumo i$laikymu ir uztikrinimu,

AtsiZvelgiant | miisy atlikta kokybés uztikrinimo sistemos apzifirg pagal Tarybos direktyvos
93/42/EEC V priedo reikalavimus. Kokybés uZtikrinimo sistema atitinka direktyvos keliamus
reikalavimus. Norint rinkoje pardavinéti IIb ir III klasés produktus, reikalingas III priedo
sertifikatas.

BSI vardu, Notifikuojanti institucija dél minétos Direktyvos (Notifikuojanéios institucijos Nr.
0086):

/Para3as/

Gary Fenton, Visuotinio uZtikrinimo direktorius
Pirmas leidimas: 2013 m. liepos 17 d. Data: 2014 m. rugpjicio 28 d.

Galiojimo data: 2019 m. birZelio 21 d.

Puslapis: 11§ 1 KOPIA TIKRA

Sio sertifikato galiojimas yra sglyginis priklausomai nuo Direktyvos reikalavimy uitlknnﬁno \1:3:

pritarimas negalioja visiems produktams Siame sertifikate minétos jmonés vardu, sukurhcm%"-l pagammugms' /
treCiosios $alies, nebent buvo atskirai sutarta su BSI. NG

Sis sertifikatas yra i3leistas elektronine forma ir yra apribotas sutarties sglygy. S /1"7 -STOCK 52 /'/



EC Certification

Intertek

PRODUCTION QUALITY ASSURANCE
Directive 93/42/EEC for Medical Devices, Annex V

We hereby declare that an examination of the under mentioned production quality assurance system - restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions - has been carried out following the
requirements of the UK national legislation to which the undersigned is subjected, transposing Annex V of the Directive
93/42/EEC on medical devices. We certify that the production quality system conforms with the relevant provisions of
the aforementioned legislation, and the result entitles the organization to use the CE 0473 marking on those products

listed below.

PLASTI-MED, PLASTIK MEDIKAL URUNLER SANAYI VE
TICARET LTD STI

Deri Organize Yan San, Gel Alani, YA/11, Aydinli-Tuzla, Istanbul,

STERILE
SMEAR BRUSH
TONGUE DEPRESSOR
VAGINAL SPECULUM
ASPIRATOR CONNECTION TUBE
CAMERA COVER
ENDOTRACHEAL STYLETS
URIMETER
URINE BAG
MOUTHPIECES

NON STERILE
RESPIRATORY EXERCISER

Certificate Number: 627-02 CCE
Initial Certification Date: 07 November 2006
Certificate Effective Date: 27 June 2017
Certificate Expiry Date: © 01July 2018
B __[;-;:."9
Brian Moan

AMTAC Certification Setvices Limited, Milton Keynes, UK
This certificate is the property of AMTAC Certification Services Ltd

In'the Issuance of this certificate, Intertek assiimes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification
Agreement. This certificate’s validity is subject to the organization mainlaining their system in accordance with Intertek’s requirements for syslems certification. Validity
may be confirmed via email at certi . validati i .com or by scanning the code to the right with a smartphone.

This Certificate is for the exclusive use of AMTAC's client and Is provided pursuant to the agresment between AMTAC and its Client. AMTAC's responsibility and liability are limited to the terms and
conditions of the agreement. AMTAC assumes no liability fo any party, other than to the Client in accerdance with the agreement, for any loss, expense or damage occasioned by the use of this
Certificate. Only the Client is autharized to permit copying or distribution of this Certificate. Any use of the AMTAC name or one of its marks for the sale or advertisement of the tested material,

product or service must first be approved in writing by AMTAC.
The certificate remains the property of Intertek, to whom it must be returned upon request.

The certification is subject to the organization maintaining their system in compliance with the regulations stated in this certificate, allowing regular assessments and following the contracted

requirements of the Notified Body.
AMTAC Certification Services Limited is a Notified Body according to Directive 83/42/EEC for medical devices, with identification number 0473.
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CE sertifikatas

Intertek

Pilno kokybés uztikrinimo sistema
Medicinos prietaisy direktyvos 93/42/EEB V priedas

PareiSkiame, kad buvo atliktas patikrinimas pagal minétg pilno kokybés uztikrinimo sistema, laikantis Jungtinés
Karalystés tarptautinio jstatymy leidimo, pagal kurio subjektu tampa pasiraSytas dokumentas, perkeliant
medicininiy prietaisy direktyvos 93/42/EEB II prieda (iSskyrus 4 skirsnj). Mes patvirtiname, kad pilno kokybés
uztikrinimo sistema sutinka su anksiau minéty jstatymy leidimo atitinkamomis nuostatomis ir rezultatas
suteikia teis¢ organizacijai naudoti CE 0473 Zenklinimg ant Zemiau paminéty produkty.

PLASTI-MED, PLASTIK MEDIKAL URUNLER SANAYIT
VE TIKARET LTD STI

Deri Organize Yan San, Gel Alani, YA/11, Aydinli-Tuzla, Stambulas, Turkija

STERILUS PRODUKTAI
ONKOCITOLOGINIAI SEPETELIAI
LIEZUVIO PRISPAUDEJAI
VAGINALINIAI SKETIKLIAI
PRIJUNGIMO VAMZDELIS PRIE ASPIRATORIAUS
KAMEROS UZVALKALAS
ENDOTRACHEJINIAI ZONDAI
URIMETRAI
SLAPIMO MAISELIAI
ANTGALIAI

NESTERILUS PRODUKTAI
KVEPAVIMO TRENIRUOKLIAI

Sertifikato numeris: 627-02 C CE
Pradiné sertifikato data: 2006 lapkricio 07
Sertifikato jsigaliojimo data: 2017 birzelio 27
Sertifikato galiojimo pabaiga: 2018 liepos 01

parasas

Barry A. Fitch
AMTAC Certification Services Limited, Milton Keynes, UK
Sis sertifikatas yra AMTAC Certification Services Limited nuosavybé

Leidziant § sertifikata, Intertek neperleidzia atsakomybés tretioms $alims, o tik Klientui ir tik remiantis Sertifikato sutartimi, Sio
sertifikato galiojimas yra jmonés, palaikantios savo veikla pagal Intertek sistemos sertifikavimo reikalavimus, objektas. Galiojimas
gali biiti patvirtintas e. patu certificate.validation@intertek.com arba nuskenavus desingje esantj koda su iSmaniuoju telefonu. 3is
sertifikatas i3skirtinai priklauso AMTAC klientui, jis suteiktas pagal sutartj tarp AMTAC ir kliento. AMTAC atsakomybé¢ apriboja
sutartyje paminétos salygos. AMTAC neprisiima jokios atsakomybés jokiai kitai 3aliai, nei pagal sutartj klientui, saskaita uz
nuostolius ar Zala, atsiradusig dél §io sertifikato naudojimo.

Tik klientas yra jgaliotas leisti kopijuoti arba platinti §j sertifikata. Bet koks AMTAC pavadinimo ar vieno i jo prekinio Zenklo panaudojimas pirmiausia
turi biiti patvirtintas radtu AMTAC.Sis sertifikatas islicka Intertek nuosavybe ir pareikalavus turi biti graZintas §iai organizacijai.

AMTAC Certification Services Holdings Limited yra notifikuota jmoné pagal medicinos prietaisy direktyva 93/42/EEB su identifikavimo numeriu 0473.
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Partner for progress

EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-11-100
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the
national legislation to which the undersigned is subjected, transposing annex
Il (with the exemption of section 4) of the Directive 93/42/EEC on medical
devices. We certify that the full quality assurance system conforms with the
relevant provisions of the aforementioned directive.

Org.a'ni.zaticn:
PLASTI-MED PLASTIK MEDIKAL URUNLER
SANAYI VE TICARET LIMITED $iRKETi
_Istéhbul' Tuz]a,Deri':Ofg. .Sah.'B't':Ig. 'Y.'an San. Gél. Alan.
Orhanli Mev. YA/11 Par.K.2 Tuzla, Istanbul, Turkey

Products: The products defined at the enclosure which is the part of this
certificate and contains three page

- The certificate is valid till expiration date, subject to successful completion of
; _peuodlcal survelllance audits. Please contact Kiwa Meyer for details.

Report Number: M.3567.06

Date of firstissue: 25 July 2011
Revision Number: 04 :

Date of last issue: 15 July 2016
Expiry Date: 14 July 2019

115 July 2016, Istanbul, Turkey

cﬁl(& specialiste

‘Kiwa Meyer Certification Services Inc, . r ta Rumievi At

ITOSB 9.-Cad. No:15 Tepedren, Tuzla; Istanbul, Turkey
Tel,: +80 216 593 25 75 , Fax; +90 216 593 25 74
Web: hitp:/Avww. kiwa.com.tr , e-mail; posta@meyer:gon ir

* Certificates without seal are invalid.

700k C° /
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Partner for pr( ;frcw '
Enclosure of the EC Certificate: 1/3
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-Il Section 3

Certificate Number: 1584-MDD-11-100, Revision Number: 04
Concerned medical devices;

Model
Name of the products Types Numbers ri:lassT
Nitinol Helical
Nitinol Flat Wire
STONE BASKETS Nitinol Triprong e 532XXX lla
Nitinol Tipless

Nitinol Percutaneous Basket

Urodynamic Cystometry Catheter
and Set .

) | Hydrophilic Urodynamic Cystometry

| URODYNAMIC | Catheter

| CATHETERS AND SETS ‘Urodynamic Cystometry Catheter &

| UPP Catheter

‘Hydrophilic Urodynamic Cystometry

Catheter & UPP Catheter

Amplatz Renal Sheat -

Amplatz Renal Dilator and Sheat Set

Fascial Dilator and Sets -

Percutaneous Tract Dilatation Kit :

with Nephrostomy Balloon Dilator 542XXX | lia

545XXX Tla

'RENAL DILATORS AND

| SETS
Screw Dilator-
: Percutaneous Tract Dllatatlon Kit
with
With Amplatz Renal Dilator Set :
Sy o Dual Lumen Ureteral Catheters . .| 541XXX
i URETERAL CATHETERS Ureteral Catheters . - : _ 537XXX | la
| Hydraphilic Ureteral Catheters 537XXXH
URET ERAL ACCESS __ U.rete'r_al Access Sheat& Dilator Set £ ZXX)t-
SHEAT AND DILATOR Nottingham Dilator Catheter 3 lla
SETS = . Ureteral Dilators and Sets 533XXX |
Ul CATHETER | 1UI Catheters & 1UI Catheter Cannufa ‘544XXX lla
INFLATION DEVICE INFLATION DEVICE _ : 534XXX | lla

INFLATION DEVICE SETS

wLQ;Qt '

15 July 20186, Istanbul, Turkey

Kiwa Meyer Certification Services Inc.
ITOSB 8. Cad. No:15 Tepedren, Tuzla; Istanbul, Turkey BT

.’,L \

[t 3"’\

Tel.: 480 216 593 25 75, Fax: +90 216 593 25 74 & SK} 14 _. -

Web: htip:/mww.kiwa com:. tz , e-malil: posta@meyer; gen tr E:J DN ]{ Lw ELL/\ # by ki Soetane
: 1.‘9 : /t_. (.retn Rumsevidiite

* Certificates without seal are invalid. 2% \.\j;%:'._\(f‘ =/
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Partner for progress
Enclosure of the EC Certificate: 2/3
Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 04
Model
Name of the products Types Numbers Class
Ureteral Stent and Sets
Long Term Ureteral Stent and Sets
Hyd ili :
y r'ophlhc Ureteral Stent and Sets —
; : Multilength Ureteral Stent and Sets 500XXXH
| seTS .Stent and Sets 510XXXH
: ‘Slllcone Multllength Ureteral Stent. 520XXX
| and Sets 520XXXH
Long Term Multilength Ureteral
Stents and Sets
Endopylotomy Stent and Sets :
'SUPRAPUBIC CATHETER _ét:prapusfc Cathztercs a;:dtSets - : 539)$XX. -
| ANDSETS ilicone Suprapubic Catheteran 5391XX
R | Sets ' :
TLA Introducer Ne_edle ;
NEEDLES Initial Puncture Needles | 543X%XX lla
Chiba'Needle
- Cutting Electrodes Single Stem :
AR SR
JCUTTING ELECTRODES - fcuting Electrodes Doublle Stem 531XXX | 1b
: Cutting Loop
| Roller Loop Double Stem
‘Guide Wire - Nitinol -
, ' ‘| Hydrophilic Guide Wire - Nitinol :
Soeliae Zebra Guide Wire - Nitinol 53.5-XXX- o 113
Guide Wire-PTFE
Ureteral Balloon Dilator
BALLOON DILATOR Nephrostomy Balloon Dilator 533K .
‘| CATHETERS. Transureteroscopic Balloon Dilator i
; : Occlusion Balloon Catheter '
MALECOT Malecot Nephrostomy Catheterand | ;
NEPHROSTOMY Sets 538XXX lla
'CATHETER AND SETS Re-Entry Malecot C'athet"er ; Sy

15 July 2016, Istanbul, Turkey

- Kiwa Meyer Cerﬂf‘cahon Services Inc.

WL

Head of Notlfled

BQU;}}FIJV i 1F\§\A

ITOSB 8..Cad. No:15 Tepebren, Tuzla, istanbul, Turkey
Tel;+80 216 503 25 75, Fax; +90 215 593 25 ?4 ! i
_Wab http:fAwww.kiwa.com ir , e-mail: posta@meyer gen.tr. .

* Certificates without seal are invalid

ot wTorV G m/
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Partner for progress

Enclosure of the EC Certificate: 3/3
Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 04
Model
Name of the products Types Numbers Class
Nephrostomy Pigtail Catheter and 537XXX
Sets S540XXX
Nephrostomy Pigtail Catheter and
Sets with Trocar Needle S
. NEP_HROSTOMY' | .SN:tp;}:sis;ir;c\;(:’r:gtall Catheter and SA0XXX L
| CATHETER AND SETS ; s
_ i Nephrpstomy Ptgt.all Cathe_‘_ce_r and SA0XXX
Sets with Trocar Needle, Locking
Hydrophilic Multi Purpose Pigtail
Drainage Catheterand Sets Locking, | = 540XXXH
o With Needle . L ;
MANUAL Reusable Manual Resuscitator
RESUSCITATOR Disposable Manuel Resuscitator
DISPOSIBLE i
AIRCUSHION MASK P _ : 130XXX lla
; Silicone Mask - o
HOEE IR Silicone:Rendell Barker Mask
TRACHEOSTOMY MASK. | - e
_NEPHROSTOMY ' i ; i
'BALLOON DILATATION | 30F 15CM . 533020 lla
| CATHETER SET ' '

- | NEPHROSTOMY e O e e, ' 2
BALLOON DILATATION 30F 12CM 533013 la
CATHETER SET :
NEPHROSTOMY : : O

| BALLOON DILATATION | 30F 15CM 533023 lia
CATHETER KIT ' '
NEPHROSTOMY
BALLOON DILATATION | 30F 12CM 533024 la
{ CATHETER KIT !
INTRACAVITARY _
HYPERTHERMIA - 950151 lla
| CATHETER SET

Kiwa Meyer Certification Services Inc. is NOtIfled Body under Council Directive
93/42/EEC concerning medical devices with identification number : 1984

MQJ’O‘ ' KOPLIA TIKRA

15 Ju‘Iy 2015-,- Istanibul-,_Turkey : Head,q{/clﬁfe@ﬁpdy e
/ ‘9\’/ T\\\(-' lE &J o
. ff\)./o\\ s
 Kiwa Meyer Certification Services Inc. i ’,(g?,%
ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey : / t;f {'§"
Tel,; #60 216 583 25 75, Fax: +80 216 583 2574 : : 't'ch(gi
Web: http:ﬂvnw.kiwa.com.tr . e-mail: posta@meyer.gen.tr len A
Ll LT A3 K]RQE%
* Certificates without seal are invalid. : ; R_g v I
e
\\"i\\@.ip
NN 5700k 00
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Partner for pr uﬂn 54

CE sertifikatas
Pilna kokybés uztikrinimo sistema pagal
Medicinos priemoniy direktyvos 93/42/EEB II priedo 3 skyriy
Sertifikato numeris: 1984-MDD-11-100

Siuo rastu patvirtiname, kad auk3¢iau paminétos pilnos kokybés uztikrinimo sistemos patikrinimas
yra atliktas remiantis nacionaliniy jstatymy reikalavimais, priklausomas Zemiau pasirasiusiyjy,
perkeliant medicinos priemoniy direktyvos 93/42/EEB 11 priedg (be 4 skyriaus). Mes patvirtiname,
kad pilna kokybés uztikrinimo sistema atitinka auk3¢iau paminétos direktyvos nuostatas.

[moné:

PLASTI-MED PLASTIK MEDICAL URUNLER
SANAYI VE TICARET LIMITED SIRKETI

Stanbulas Tuzla Deri Org. San. Bolg. Yan San. Gel. Alan,
Orhanli Mev. YA/11 Par.K.2 Tuzla, Stambulas, Turkija

Produktai: produktai yra suraSyti priede, kuris yra $io sertifikato dalis ir susideda i§ 3 lapy.

Sis sertifikatas galioja iki nustatytos datos, remiantis periodigkai atliekamo audito sékmingu
jvykdymu. PraSome susisiekti su Kiwa Meyer dél detaliy.

Prane§imo numeris: M. 3567.06
Pirmo leidimo data: 2011 m. liepos 25 d.
Perziiiros Nr: 04
Paskutinio leidimo data: 2016 m. liepos 15 d.
Galioja iki: 2019 m. liepos 14.
/para3as/
2016 m. liepos 15 d. Stambulas, Turkija Notifikuotos jstaigos vadovas

Kiwa Meyer Certification Services Inc.

iITOSB 9. Cad. No:15 Tepedren, Tuzla, istanbul, Turkey
Tel.: +90 216 59325 75, Fax: +90 216 593.25 74

Web: http:/iwww kiwa.com.tr , e-mail: posta@mever.gen ir

*Sertifikatai be antspaudo negalioja.
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Partnier tor progress
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Priedas prie CE sertifikato:
Pilna kokybés uZztikrinimo sistema pagal

Medicinos priemoniy direktyvos 93/42/EEB II priedo 3 skyriy
Sertifikato numeris: 1984-MDD-11-100, perziiiros numeris: 04

Medicinos priemonés:

Produkto pavadinimas Tipai Modeliy Klasé
numeriai
Nitinolo spiraliniai
Nitinolo vielos
KREPSIAI AKMENIMS | Nitinolo trijy viely 532XXX Ila
Nitinolo buku galu
Nitinolo perkutaniniai krepSiai
Urodinaminiai cistometrijos kateteriai ir
rinkiniai
URODINAMINIAI ]I;I;irt(;glaiinjai urodinaminiai cistometrijos
KATETERIAI IR . e i — 545X XX IlIa
RINKINIAI Urodmamm%a? cistometrijos kateteriai ir
UPP kateteriai
Hidrofiliniai urodinaminiai cistometrijos
kateteriai ir UPP kateteriai
Amplatz inksty mova
Amplatz inksty dilatoriai ir movy rinkiniai
Fascijy dilatoriai ir rinkiniai
INKSTU DILATORIAT IR | Perkutaniniai trakto dilatacijos komplektai 549X XX Ia
RINKINIAI su nefrostomijos balionéliy dilatoriais
Sraigtiniai dilatoriai
Perkutaniniai trakto dilatacijos komplektai
su Amplatz inksty dilatoriy rinkiniais
URETERINTAL Dvigu’pi .u¥eterinia_i l_(ateteriai 541XXX
KATETERIAI U.retenn}a} lfatetenal . _ 537XXX IIa
Hidrofiliniai ureteriniai kateteriai S37XXXH
URETERINES [VEDIMO Ilj;itii?;es Ivedimo movos ir dilatoriy —
MOVOS IR DILATORIU - ; : o IIa
RINKINIAT Nottingham dilatoriy kateteriai
Ureteriniai dilatoriai ir rinkiniai 533XXX
1UI kateteriai IUI kateteriai ir IUI kateteriy kaniulés 544X XX Ila
ISPOTIMO PRIETAISA] |opatimo prietaisai 534XXX Mla
ISputimo prietaisy rinkiniai

2016 m. leipos 15 d. Stambulas, Turkija

Kiwa Meyer Certification Services Inc.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 2575, Fax: +90 216 593 25 74
Wehb: http:/fwww.kiwa.com.tr , e-mail; posta@mevyer.qen tr

*Sertifikatai be antspaudo negalioja.
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Priedas prie CE sertifikato:

Pilna kokybés uztikrinimo sistema pagal

Medicinos priemoniy direktyvos 93/42/EEB Il priedo 3 skyriy
Sertifikato numeris: 1984-MDD-11-100, perziiiros numeris: 04

Produkto pavadinimas Tipai Modeliy Klasé
numeriai
Ureteriniai stentai ir rinkiniai
Ilgalaikiai ureteriniai stentai ir rinkiniai
H1d_r9ﬁ.11nlla1 uretegm@ stentgl_lr 1_1111(‘111‘15}1 500XXX
[vairiy ilgiy ureteriniai stentai ir rinkiniai
Hidrofiliniai jvairiy ilgiy ureteriniai S
URETERINIAI STENTAI R APep S510XXX
IR RINKINIAL SEHL Il | 510XXXH b
Slll.kOI.lII.llfil jvairiy ilgiy ureteriniai stentai 520XXX
e 1 520XXXH
Ilgailaikiai jvairiy ilgiy ureteriniai stentai
ir rinkiniai
Endopietolomijos stentai ir rinkiniai
SUPRAPUBINIAI Suprapubiniai kateteriai ir rinkiniai 539XXX
KATETERIAI IR Silikoniniai suprapubiniai kateteriai ir 5391XX la
RINKINIAI rinkiniai
TLA jvedimo adata
ADATOS Punkcinés adatos 543XXX IIa
Chiba adatos
Pjovimo elektrodai su vienu stiebu
BIOVIMO ELERTRODAT | F29mo elekirdal su dviguby stisbu 531XXX ITb
Pjovimo kilpa
Ritinin¢ kilpa su dvigubu stiebu
Pravedéjas — Nitinol
PRAVEDEJAI Hidrofiliniai P?ayedéj_a_i — Nitinol 536XXX lla
Zebra pravedéjai — Nitinol
Pravedéjai PTFE
Ureteriniai balioniniai dilatoriai
o [Nefosomiosbalonnidlai |
DILATORIU RINKINIAI | . o our® P
dilatoriai
Okliuzijos balioniniai kateteriai
MALECOT Malecot neforstomijos kateteriai ir
NEFROSTOMIJOS rinkiniai
KATETERIAI IR »SugrjZtantys* Malecot kateteriai RS SREE i
RINKINIAI

KOPIJA TIKRA
2016 m. leipos 15 d. Stambulas, Turkija
2018 97 1,6
Kiwa Meyer Certification Services Inc.
iTOSB 9. Cad. No:15 Tepedren, Tuzla, istanbul, Turkey
Tel.: +90 216 593 2575, Fax: +90 216 5932574
Web: hitp:/fwww kiwa.com..tr , e-mail; posta@mevyer.gen.ir

Syju pirkimy specialisté
reta Rum3evidinte

*Sertifikatai be antspaudo negalioja.




Priedas prie CE sertifikato:
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Partner for progress

Pilna kokybés uztikrinimo sistema pagal
Medicinos priemoniy direktyvos 93/42/EEB II priedo 3 skyriy
Sertifikato numeris: 1984-MDD-11-100, perziiiros numeris: 04

Produkte pavadinimas Tipai Modeliy Klasé
numeriai
Neforstomijos ,,Pigtail* tipo kateteriai ir 537XXX
rinkiniai 540X XX
Nefrostomijos ,,Pigtail” tipo kateteriai ir
rinkiniai su troakaro adata ITARX
NEFROSTOMIJOS Nefrostomijos ,,Pigtail” tipo kateteriai ir 540XXX
KATETERIAI IR rinkiniai su uzraktu Ila
RINKINIAT Nefrostomijos ,,Pigtail* tipo kateteriai ir 540XXX
rinkiniai su troakaro adata ir uzraktu
Hidrofiliniai daugiafunkciniai ,,Pigtail” tipo
drenavimo kateteriai ir rinkiniai su uzraktu, be S40XXXH
adatos
Daugkartinio naudojimo rankiniai kvépavimo
RANKINIAI KVEPAVIMO | maiai
MAISAI Vienkartinio naudojimo rankiniai kvépavimo
maisai
VIENKARTINIO
NAUDOJIMO - 130XXX IIa
PRIPUCIAMA KAUKE
. . Silikoniné kauké
B ONINE KAl STlikanine  Rendell Barker" tipo kauke
TRACHEOSTOMINE
KAUKE )
NEFROSTOMIJOS
BALIONINES
DILATACIJOS 30F 15CM 533020 IIa
KATETERIU RINKINIAI
NEFROSTOMIJOS
BALIONINES
DILATACIOS 30F 12CM 533013 Ila
KATETERIU RINKINIAI
NEFROSTOMIJOS
BALIONINES
DILATACLIOS 30F 15CM 533023 Ila
KATETERIU RINKINIAI
NEFROSTOMIJOS
BALIONINES
DILATACIIOS 30F 12CM 533024 Ila
KATETERIU RINKINIAI
INTRAKAVITARINES
HIPERTERMIJOS - 950151 Ia .
KATETERIU RINKINIAI T * B Jiciitd

2015 m. rugséjo 10 d. Stambulas, Turkija

Kiwa:Meyer Certification Services Inc.

ITOSB 9. Cad. No:15 Tepebren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: http:/iwww.kiwa.com.tr , e-mall: posta@meyer.gen it




Shanghai Channeimed import & Export Co., Lid.

CE Technigue Document

EC Declaration of Conformity

a. Manufacturer
Manufacturer Name

Address Room 1402, No.707 of Zhangyang Road,
Shanghai, China
Post code 200120
Tel 86-21-58354015
Fax 86-21-58354018

b. European Representative
Authorized European Representative
Address EiffestRe 80
20537 Hamburg
GERMANY

C. Products name
CPE and PP Shoe Covers

d. Classification

Annex V of the Directive 93/42/EEC on Medical Devices

e. Declaration of Conformance

Shanghai Channelmed Import & Export Co., Ltd,

Shanghai Internationaf Holding Corp.GmbH (Europe)

We herewith declare that the above mentioned product meet the provisicns of the following EC Council Directive and
Standards (MDD/93/42/EEC). The products meet prospective uses and al| Supporting documentation are retained

under the premise of manufacturer and the notify body.

Directives
General Applicable Directive: MDD 93/42/EEC 1993.06.14

f. Notify body

Notify body: TUV Product Service GMBH

Address: Ridler str65 Munich D-80339, Germany

EC Certificate: G2S 16 12 60202 019/G2S 16 12 60202 017
Expiry date of the Certificate: 2022-01-25

First Issue date: 2007-01-26

EREEHNORGERAR

General director: Zhong Ming Jun SHANGHAI CHANNELMED IMPORT & EXPORT CO,, LTD.

Date: 2017-01-26 }/ If@ %

IT BEARS THE MARK. c .

KDp|
. 2018 -
‘.f{.“‘
< REA
[en] = s
ol & K | %
P Gretd Rumseviciate
=\ e X
\ive) bl
A% L

.
R R e \\\\q\f""“f
a2 T0ok GO




Shanghai Channelmed Import & Export Co., L.td CE Techninis lapas
CE atitikties deklaracija

a. Gamintojas

Gamintojo pavadinimas: Shanghai Channelmed Import & Export Co., Ltd.
Adresas: Room 1402, Nr. 707 of Zhangyang Road, Sanchajus, Kinija.
Pasto kodas: 200120.

Tel.: 86-21-58354015.

Fax.: 86-21-58354018.

b. Atstovas

Europoje jgaliotas atstovas: Shanghai International Holding Corp., GmbH (Europa).
Adresas: Eiffestbe 80

20537 Hamburgas

Vokietija
c¢. Produkto pavadinimas:

CPE ir PP chirurginis apavas

d. Klasifikacija

Direktyvos 93/42/EEC medicininiy priemoniy, V priedas.
e. Atitikties deklaracija:

Mes pareiskiame, kad pries tai jvardintas produktas atitinka CE Tarybos direktyvas ir standartus
(MDD/93/42/EEC). Gaminys atitinka bisimus naudojimo ir visus patvirtinamuosius dokumentus,
kurie saugomi gamintojo ir jgaliotos jstaigos.

f. Igaliota jstaiga:

TUV Product Service GMBH.

Adresas: Ridler str. 65 Munich D-80339, Vokietija.

EC sertifikatas: G2S 16 12 60 202 019/G2S 16 12 60202 017.
Sertifikato galiojimo pabaiga: 2022-01-25.

Isdavimo data 2007-01-26

Generalinis direktorius: Zhong Ming Jun
Data 2007-01-26

FREEHRHOREARAH KOPIA TIXRA

SHANGHAI CW‘@EL?&EG MPORT & EXPCRT €O, LTD.

aSTock O
~Kauks_~




Shanghai Channelmed Import & Export Co., Ltd. CE Technigue Document

Declaration of Conformance

Manufacturer: Shanghai Channelmed Import & Export Co., Ltd.(Channelmed Group)
Room 1402, No.707 of Zhangyang Road, Shanghai, China
People’s Republic of China
Post code: 200120
Tel: 86-21-58354015 Fax: 86-21-58354018

European Representative: Shanghai International Holding Corp.GmbH (Europe)
EiffestraRe 80 20537 Hamburg GERMANY

Products name:Under-pads,PE aprons,Non-woven masks, CPE mattress covers.

Annex V of the Directive 93/42/EEC on Medical Devices

Under-pads,PE aprons,Non-woven masks, CPE mattress covers.

Conformity Assessment Route: Annex V
We herewith declarer that in our sole responsibility, the above mentioned products
meet the provisions of the Council Directive 93/42/EEC for medical devices.

All supporting documentation is retained under the premises of the manufacturer.
DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC, amended by

2007/47/EC.

Notify body: TUV SUD Product Service GmbH
RidlerstraBe 65, 80339 Munchen, Germany

ldentification number: CEO0123

Certificate Number: G2M161260202018/ G2161260202017

Expire date of the Certificate: 2022-01-25

Using date of CE label: Not yet

Place,Date of Issue: Shanghai

Signature: ga-;ii;gisiz‘ui ‘iﬁ [f% 4 EXPORT CO..‘JD

Name: Zhong MEgdareHNELTED TFor

Position: Sales manager/ q?r’,@%

fily pirkimiy specialiste
a Rumievitiite



Shanghai Channelmed Import & Export Co., Ltd
Atitikties deklaracija

Gamintojas: Shanghai Channelmed Import & Export Co., Ltd (Channelmed group),
Room 1402, No. 707 of Zhangyang Road, Shanghai, China;
People's Republic of china;
Pasto kodas: 200120;
Tel.: 86-21-58354015; Fax.:86-21-58354018.

Jgaliotas atstovas: Shanghai International Holding Corp. GmbH (Europa) Eiffestrabe 80 20537
Hamburgas, Vokietija.

Produktas: Sugeriamieji paklotai, PE prijuostés, Neaustinés medZiagos kaukés, CPE ¢iuZiniy
uzvalkalai.

Annex V MDD93/42/EEC
Sugeriamieji paklotai, PE prijuostés, Neaustinés medziagos kaukés, CPE Ciuziniy uzvalkalai.
Atitikties jvertinimas: V priedas

Norime pareiksti, kad miisy minéti produktai atitinka nustatytas direktyvas 93/42/EEC medicinos
priemonéms. Visi patvirtinamieji dokumentai yra saugomi gamintojo.

DIREKTYVOS

Bendrosios taikomos nuostatos:
Medicinos priemoniy direktyva: TARYBOS DIREKTYVA 93/42/EEC pakeitimais padarytais

2007/47/EC

Notifikuotoji jstaiga: TUV SUD Product Service GmbH
Ridlerstrasse 65, 80339 Munchen, Vokietija

Notifikuotos jstaigos numeris: CE0123

Sertifikato numeris: G2M161260202018/ G2161260202017

Sertifikato galiojimo pabaiga: 2022-01-25

CE etiketés naudojimo data: ne dabar

Iidavimo vieta, data: Sanchajus, 2017 01 13

Vardas: Zhang Yuan
Pareigos: Pardavimy vadybininkas
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_ Compliance Report

Applicant: . Zhangjiagang Wenhao Industrial Co., Ltd.

Address: - No.8 Chuangye Road, Fcnghuang Town, Zhangjiagang Cny.-
A Jiangsu Province, China 215614

Product: : PE Glove, PE Apron, CPE Gown (Isolation Gown)

Type: ' See annex for details

Product Classification: Class I

The submitted technical files including test report of the above pfbducts lmf‘é |
been reviewed against the self declaration requirements of conformity for CE
 ace rding to Annex I & VII of the 93f42/EEC Mediml Deviee Directive

Inmal Issue Date: 23 Mar 2016

7@@{% @é@(/&

Goneml Managur (Slgnamrc)

KOPIJA TIKRA

This report is the property of NQA and should be returned to NQA upon

~KATw KAUNRS .~
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Annex to Report (No. 02491)

: :.:Zh“gjﬁgang'We_nhaq Industrial Co., Ltd.

Prodtthama o TR

PEGlove SMLXL
PE_Apron - Sk _69*107cm,69-122cm,71*1nm,so*:zsm,so*mom,:

_A_ocordmgmcu_stomcrs special requirements
CPE Gown (Iso}ntim Gown) f.s,M,fL,x[,. : i P

Thismmisonlyvahdifaﬁachedtoﬁwrepoﬂmennonedabove

LA TIKRA
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This report is the property of NQA and should ba returned to NQA upon request. ‘%
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Atitikties deklaracija

Gamintojas: Zhangjiagang Wenhao Industrial Co., Ltd.
Adresas: Nr. 8, Chuangye Road, Fenghuang Town, Zhangjiangang City,
Jiangsu provincija, China 215614

Produktas: Apsauginés (PE) rankovés, apsauginés (PE) prijuostés, CPE operacinis
chalatas (izoliuojantis chalatas)

Tipas: dél detalesnés informacijos Zr. priede

Produkto I klase

klasifikacija:

Pateikti techniniai dokumentai, jskaitant pateikiamy produkty testo ataskaita, buvo perziaréti
ir Zenklinami pagal deklaravimo atitikties reikalavimus pagal medicinos prietaisy direktyvos
93/42/EEC I ir VII priedus (jskaitant 2007/47/EC).

Techniniy dokumenty perziliréjimo rezultatai ir testo ataskaita skirta apacioje nurodytiems
prietaisams. Testo ataskaita ir techniniai dokumentai yra §io pranes$imo priedas ir turi biiti naudojami

kartu.

Kur produktai yra Zenklinami CE Zenklu, turi bati uZtikrinama, kad produktai atitikty visus ES
direktyvos reikalavimus.

Sis pranesimas néra atitikties sertifikatas.

Numeris: 02491
I5davimo data: 2016 m. kovo 23 d.

/paraSas/ ‘
Tony Chen B KOPIJATIKRA

Generalinis vadybininkas (par3as)
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Priedas prie pranesimo (Nr. 02491)

Zhangjiagang Wenhao Industrial Co., Ltd.

Produkto pavadinimas

Tipas

Apsaugines (PE) rankovés

S, M, L, XL

Apsauginés (PE) prijuostés

69*107cm, 69*117cm, 80*125¢cm, 80*140cm;
Priklauso nuo kiiento specialiy poreikiy

CPE chalatas (izoliuojantis chalatas)

S,M,L, XL

Sis priedas galioja tik pridéjus jj prie prane$imo, minéto auksciau.

Puslapis 1 1§ 2
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bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 67878

Issued To: Ameco Medical Industries
Industrial Zone B4
Plot 119 East
10th of Ramadan City

Egypt

In respect of:

Design, development and manufacturing of sterile biopsy needles, Ureteric stent kits, kits and
accessories for Urology catheters; dialysis catheters, Central and midline venous catheters,
Percutaneus sheath introducers

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

S M J/@.—;

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2002-11-27 Date: 2017-11-23 Expiry Date: 2022-11-26
..making excellence a hapit);» yiqa
o FPage1of1 '
e :L‘«‘E‘C\Nt 8‘:’1/ < \zn
i W on’vf;\uig "‘Q? 6
Validity of this certificate is conditional on the quality system being maintalned to the requirements of the Directive as dq-%mbr@}ated through the recg’x' “‘-\ &P fff 4

survedllance activities of the Notified Body, This approval excludes all products designed and/ar manufactured by a third ;iz?r*‘gbn behalf of th ?OT{WYE]
named on this certificate, unless specifically agreed with BSL ™ e Y‘l ‘l‘)\(\ ;ﬁ,-.'.) W= ey
This certificate was issued electronically and is bound by the conditions of the contract, b5l S ] Nichpf pifkimu spec inliste

Pz, iirﬁ"s Rumsevidiité

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhili, Milton Keynes MK5 8PP Tel: + 44 345 080 9000 ‘\,\“’ % :"’.l;f/f\ . 0\\/ /
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK. - OTOCK G/ 4://
A member of BSI Group of Companies. S TRAUNRS
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Reg.Nr. LV 50103083021
Maskavas iela 218-73, Riga, LV-1019
Talr.direktors 67544388 birajs 67351713
Fakss 67551720
E-pasts olko@ml.lv: olko3@inbox.ly
Norgkinu konts Nr. LV03 UNLA 0034 3004 33100

Riga 04.06.2013

EC DECLARATION OF CONFORMITY

We, "OLKO", Ltd. (unified reg.No. 010308303, legal adress: 218-73 Maskavas
street,Riga, LV-1019) hereby declare with full our responsibility, that our EC —
marked products, namely: gauze bandage non-steril with woven edge (different

size), - 1% class, conforms with the following regulatory documents:

1). Medical Device Directive 93/42, addendum 1; and is marked in accordance
with the demands of paragraph 11 and addendum VII;

- Director V.Rusinov
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OLKO /Rekvizitai/

Ryga 2013 06 04

CE ATITIKTIES DEKLARACIJA

Mes, ,,OLKO*, Ltd. (unifikuotas reg. Nr. 010308303, oficialus adresas: 218-73 Maskavas gatvé,
Ryga, LV-1019) prisiimdami visg atsakomybe patvirtiname, kad musy CE Zyméti produktai:
nesterilus bintas (tvarstis) su austais krastais (ivairiy dydziy) - 1 Klasés, atitinka Sivos kontroles
dokumentus:

1) Medicinos priemoniy direktyvos 93/42 1 Prieda; ir yra Zymima pagal VII Priedo 11 skirsnio
reikalavimus;

Direktorius V.Rusinov

/Para8as/

KOPA TIERA

D 108 -07- 16
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ZERTIFIKAT & CERTIFICATE ¢

Product Service

"EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 16 10 66708 021

Manufacturer: Medwell Medical Products Co.,Ltd.

NO.888 Fenglin road

Fenglin Town, dean county

330400 Jiujiang City, Jiangxi Province
PEOPLE'S REPUBLIC OF CHINA

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

Eiffestralte 80
20537 Hamburg

GERMANY
Product Sterile Gauze Bandage,
Category(ies): Sterile Non-woven Sponges,

Sterile Surgical Gowns,

Sterile Surgical Drapes,

Sterile Instrument Cover,

Sterile CPE/PE Examination Gloves,
Sterile Face Mask

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

Report No.: SH16450EXTO1
Valid from: 2016-12-28
Valid until: 2021-12-27
Date, 2016-11-23 ‘NJ
Stefan Preif}
TUV SUD Product Service GmbH is Notified Body with identification no. 012
Page 1 0of 2
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 . 80339 Miinchen - Germany TOV®
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Product Service

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 16 10 66708 021

Facility(ies): Medwell Medical Products Co.,Ltd.
NO.888 Fenglin road, Fenglin Town, dean county,
330400 Jiujiang City, Jiangxi Provmce, PEOPLE'S
REPUBLIC OF CHINA

Medwell Medical Products Co., Ltd.

NO.999 Xue Song road, Fenglin town, dean county,
330400 Jiujiang City, Jiangxi Province, PEOPLE'S
REPUBLIC OF CHINA
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CE-SERTIFIKATAS

Produkto kokybés uztikrinimo sistema
Medicinos prietaisy direktyvos 93/42/EEC priedas V
(I klasés prietaisai steriliomis sglygomis, sterilizuotos sistemos ar procediiriniai paketai)

Nr. G25 16 10 66708 021

Gamintojas: Medwell Medical Products Co., Ltd.
Nr. 888 Fenglin kelias
Fengling miestas, dean provincija
330400 Jiujiang miestas, Jiangxi provincija
KINIJOS LIAUDIES RESPUBLIKA

CE Atstovas: Shanghai International Holding
Corp.GmbH (Europa)
Eiffestrafle 80
20537 Hamburgas
Vokietija

Produkto kategorija (-0s):  Sterili marle,
Sterilios neaustinés kempinés,
Steriliis chirurginiai chalatai,
Steriliis chirurginiai paklotai,
Steriliis instrumenty apdangalai,
Sterilios CPE/PE apziiiros pirstinés,
Sterilios kaukés

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad ank$¢iau paminétas
gamintojas jdiegé kokybés uztikrinimo sistema, pagal medicinos prietaisy direktyvos 93/42/EEC V
Priedg. | 8ig kokybés uztikrinimo sistema jeina atitinkamo gaminio/gaminiy kategorijy sterilumo
salygy uZtikrinimo ir palaikymo aspektai; sistema atitinka direktyvos nuostatas. Reguliariai
atliekami perzitiros auditai. Taip pat Zr. pastabas kitoje puséje.

Protokolo Nr.: SH16450EXT01
Galioja nuo: 2016-12-28
Galioja iki: 2021-12-27
Data, 2016-11-23 /para8as/

Stefan Preiss

TUV SUD Product Service GmbH yra notifikuota jstaiga, kurios identifikavimo numeris yra 0123.
%  RE: KOPRIJA TIKRA

Puslapis 118 2




CE-SERTIFIKATAS

Produkto kokybés uztikrinimo sistema
Medicinos prietaisy direktyvos 93/42/EEC priedas V
(I klasés prietaisai steriliomis salygomis, sterilizuotos sistemos ar procedriniai paketai)

Nr. G2S 16 10 66708 021

Fabrikai: Medwell Medical Products Co., Ltd.
Nr. 888 Fengling kelias, Fenglin miestas, dean provincija,
330400 Jiujiang miestas, Jiangxi provincija
KINIJOS LIAUDIES RESPUBLIKA

Medwell Medical Products Co., Ltd.

Nr. 888 Xue Song kelias, Fenglin miestas, dean provincija,
330400 Jiujiang miestas, Jiangxi provincija

KINIJOS LIAUDIES RESPUBLIKA

KOPIJA TIKRA

218 -07-16

Puslapis 2 1§ 2




Compliance Report

~ Applicant: ~ Zhangjiagang Wenhao Industrial Co., Ltd.
~Address: ' No.8 Chuangye Road, Fenghuang Town, Zhangﬁagang Cxty,
o JmngsnPrownce,ChmaZlSGM i ,

Product: ' PE Giove, PE Apron, CPE Gown (Isolation Gown)
Type: ~ See annex for details

Product Classfication: ~ Class I
- The :ubmlmd techniul files including test report of the above products have

 been reviewed against the self declaration: reqn!mmmu of conformity for CE
mnrldn;mordhgwAnnexl&VHoﬂhe%MMCMediulDeﬂuDirecﬁve

G .
testifeporf and the technical filéSiare the annex of this

No. tmsu
Initial Issue Date' 23 Mar 2016

General Manager ~ (Signature) _ : KOPIUA THRA

i J
o ;
Vi /
i »_’I AT A aage
A Vidiyjh pirkvmuy specialist®
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Annex to Report (No. 02491 )

Zhangjiagang Wenhao Industrial Co., Ltd.

Product Name Type

PE Glove SM,LXL W i R

PEA;m 69*107cm,69*122cm,71*117cm,80*125cm,80* 140cm;
'Amordingmcummm'specmlmqmmms

CPB Gown (Ixolauon Gown) | SMLXL

This report is the property of NQA and shoukd be returned to NOA upon request.

o Thisannexm mlyvahdifamchedtoﬁmreponmenbomd nbove,

— _; (.’/\ gj\w llp]rknnu m.u‘lh-\ln
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Atitikties deklaracija

Gamintojas: Zhangjiagang Wenhao Industrial Co., Ltd.
Adresas: Nr. 8, Chuangye Road, Fenghuang Town, Zhangjiangang City,
Jiangsu provincija, China 215614

Produktas: Apsauginés (PE) rankoves, apsauginés (PE) prijuostés, CPE operacinis
chalatas (izoliuojantis chalatas)

Tipas: del detalesnés informacijos Zr. priede

Produkto I klasé

klasifikacija:

Pateikti techniniai dokumentai, jskaitant pateikiamy produkty testo ataskaity, buvo perzinréti
ir Zenklinami pagal deklaravimo atitikties reikalavimus pagal medicinos prietaisy direktyvos
93/42/EEC 1 ir VII priedus (iskaitant 2007/47/EC).

Techniniy dokumenty perZilir¢jimo rezultatai ir testo ataskaita skirta apacioje nurodytiems
prietaisams. Testo ataskaita ir techniniai dokumentai yra $io praneiimo priedas ir turi biiti naudojami
kartu.

Kur produktai yra Zenklinami CE Zenklu, turi bati uZtikrinama, kad produktai atitikty visus ES
direktyvos reikalavimus.

Sis prane$imas néra atitikties sertifikatas.

Numeris: 02491
ISdavimo data: 2016 m. kovo 23 d.

/paraSas/
Tony Chen

Generalinis vadybininkas (pargas)

Puslapis 1 i§ 2
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Priedas prie prane§imo (Nr. 02491)

Zhangjiagang Wenhao Industrial Co., Ltd.

Produkto pavadinimas Tipas
Apsauginés (PE) rankovés S,M, L, XL
Apsauginés (PE) prijuostés 69*107cm, 69*117cm, 80*125¢m, 80*140cm;
Priklauso nuo kliento specialiy poreikiy
CPE chalatas (izoliuojantis chalatas) | S, M, L, XL B

Sis priedas galioja tik pridéjus jj prie pranesimo, minéto auksdiau.

A “\( ’\ U =
XN A
by 2%\ ¢
’f;d S i r“‘ Eé"‘ .
. . |{_rf| = ; 1_\.{1 E(‘:\ "\ Icgc‘ Wy pirkl'n:;u specialiste
Puslapis 1 i§ 2 ol GKi > /= Greta Rumidevidigg
\ZA\ AN SIS/ ite
N2 &
SN P 5
N srock & “'"//
S e B e
AR



Santex S:p.A.
Medicazione,
Ortopedia,

Incontinenza

vewunsantex.it

Cap. Soc. € 7.280.000,00

Cod. fisc, ¢ P. IVA 00860580158
Req. tmp. Mi 00860580158

Sarego, 20/11/2012

Stabiliment] e uffici commerciall:

36040 Sarego (Vi) - Via Massina, 10

Tel. +39 0444 726311 - Fax +39 0444 436397

Sede fegale e amministrativa:

20121 Milano - Via S, Gievanni sul Muro, 1
Tel. +39 02 85917711 - Fax 439 02 86463407

CE MARKING SELF CERTIFICATION

Hereby to confirm that as the Santex S.p.A. is in possession of CE
marking, according to the Medical Device Directive 93/42/EEC relating to

Medical devices of

Class I (orthopaedic wadding and incontinence

medical devices) is applicable manufacturer self certification and no
involvement of any certified or notified body is required.

Quality Manager
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wwwisantex.it

Santex. S.p.A.
Medicazione,

Stabilimenti ¢ uffic commerciali: Sede legale ¢ amministrativa:

Cap. Soc, € 7,280.000,00

20121 Milano - Via S. Giovanni sul Muro, 1

Ortepedia, Cod. fisc. & P. IVA 00860580158 36040 Sarego (Vi) - Via Massina, 10

Incontinenza Reg, Imp. Mi 00B60580158 Tel. +39 0444 726311 - Fax +39 0444 436397  Tel. +39 02 85917711 - Fax +39 02 86463407
CONFORMITY DECLARATION

MANUFACTURER SANTEX S.p.A.

Head office

Via S. Giovanni sul Muro, 1 - 20121 Milano (MI) - ITALY

Commercial offices

Via Massina, 10 - 36040 Sarego (VI)

Production Plant

Via Alberto Santurro, 2 - 36040 Meledo di Sarego (VI)

PRODUCT EGOSAN® ALL IN ONE DIAPERS
NOT STERILE
CLASIFICATION I
REFERENCE Annex VII of Medical Device Directive 93/42/EEC and
| VALUATION Order in Council n.46 from 24/02/1997(Implementation
QUALITY of Directive 93/42/EEC, relating to Medical Devices)

93/42/EEC.

WE DECLARE THAT THE PRODUCT AFOREMENTIONED IS IN CONFORMITY
WITH THE PRESCRIPTIONS OF THE MEDICAL DEVICE DIRECTIVE

ALL SUPPORT DOCUMENTATION IS PRESERVED IN THE MANUFACTURER'’S
QUALITY SISTEMS ARCHIVES.

The present statement was issued in compliance with the Annex VII of Medical
Device Directive 93/42/EEC under the supervision of Manufacturer

STANDARDS APPLIED

EC Council Directive 93/42/EEC and 2007/47/EEC

Order in Council n.46 from 24/02/1997 and n.37 from
25/01/2010

UNI EN ISO 9001:2008

UNI EN ISO 13485:2004

UNI CEI EN ISO 14971:2009

UNI EN 14079:2004

Other standards of the attachment 1 of product
technical file

NOTIFY BODY N.A. (SELF CERTIFICATION)
NUMBER OF |
N.A. (SELF CERTIFICATION)
CERTIFICATION
VALIDITY OF
CONFORMITY From 11/02/2008
DECLARATION
PLACE AND DATE
OF CURRENT ISSUE | 52reg0, 10/12/2012
Quality Manager: Dr. Alessandro Zogno kb
SIGNATURE pir B i
.......-.......a/ (rj}'--i}/---%... L/ !
? 3
[ PRODUCT TECHNICAL FILE [ Doc. FIBL 0o f\‘?l'e-
Rev, OS/ﬁfﬁ
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Santex S.p.A. wwwnsantex.it Stabilimenti e wifici commerciali: Sede legale e amministeativa:

Medicazione, Cap. Soc. € 7.280.000,00

Ortopedia, Cod, fisc, e P. IVA D0BG0580158 36040 Sarego (Vi) - Via Massina, 10 20121 Milano - Via S. Giovanni sul Muro, 1
Incontinenza Reg. Imp. Mi 00860580158 Tel. +39 0444 726311 - Fax +39 0444 436397  Tel. +39 02 85917711 - Fax +39 02 86463407
MANUFACTURER SANTEX S.p.A.

Head office

Via S. Giovanni sul Muro, 1 - 20121 Milano (MI) - ITALY

Commercial offices

Via Massina, 10 - 36040 Sarego (VI)

Production Plant

Via Alberto Santurro, 2 - 36040 Meledo di Sarego (VI)

PRODUCT EGOSAN® LADY PADS

NOT STERILE
CLASIFICATION I
REFERENCE Annex VII of Medical Device Directive 93/42/EEC and
VALUATION Order in Council n.46 from 24/02/1997(Implementation
QUALITY of Directive 93/42/EEC, relating to Medical Devices)

WE DECLARE THAT THE PRODUCT AFOREMENTIONED IS IN CONFORMITY
WITH THE PRESCRIPTIONS OF THE MEDICAL DEVICE DIRECTIVE

93/42/EEC.

ALL SUPPORT DOCUMENTATION IS PRESERVED IN THE MANUFACTURER’S

QUALITY SISTEMS ARCHIVES.
The present statement was issued in compliance with the Annex VII of Medical

Device Directive 93/42/EEC under the supervision of Manufacturer

STANDARDS APPLIED

EC Council Directive 93/42/EEC and 2007/47/EEC
Order in Council n.46 from 24/02/1997 and n.37 from
25/01/2010

UNI EN ISO 9001:2008

UNI EN ISO 13485:2004

UNI CEI EN ISO 14971:2009

UNI EN 14079:2004

Other standards of the attachment 1 of product
technical file

NOTIFY BODY

N.A. (SELF CERTIFICATION)

NUMBER OF
CERTIFICATION

N.A. (SELF CERTIFICATION)

VALIDITY OF
CONFORMITY
DECLARATION

From 11/02/2008

PLACE AND DATE
OF CURRENT ISSUE

Sarego, 10/12/2012

SIGNATURE

irkingl; ¢ spee

u ;:‘,“‘. \..Lf(,
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PRODUCT TECHNICAL FILE

| Doc.FT51 . -
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Santex S.pi vewansantex.it Stabilimenti e uffici conumerciali Sede legale ¢ amministrativa:

Medicazione, Cap. Sec. € 7.280.000,00 _ )

Ortopedia, Cod. fisc. e P. IVA 00860580158 36040 Sarego (Vi) - Via Massina, 10 20121 Milano - Via S. Giovanni sul Muro, 1
Incontinenza Reg. Imp. Mi ODBGD580158 Tel. +39 0444 726311 - Fax +33 0444 436397  Tel. +39 02 85917711 - Fax +39 02 86463407

Sarego, 2012-11-20

CE ZYMEJIMO SERTIFIKATAS

Siuo rastu patvirtiname, kad kadangi Santex S.p.A turi teisg sau suteikti CE Zyméjimq, remiantis
Medicinos priemoniy direktyva 93/42/EEC, susijusia su I klasés Medicinos priemonémis
(ortopedinis pamusalinis tvarstis ir §lapimo nelaikymo medicininés priemonés) Siam gamintojui yra
suteikiamas CE Zyméjimas ir nereikalingas jokios kitos patvirtintos institucijos jsitraukimas.

Kokybeés vadovas
Dr. Alessandro Zogno
/paraSas/




Santex SpA. wviwsantent Stabifimenti ¢ uffici commercializ Sede fegale & amministrativa:

Medicazione, Cap. Soc. € 7.280.000,00

Ortopedia, Cod. fise. ¢ P. IVA 00860580158 36040 Sarego (Vi) - Via Massina, 10 20121 Milano - Via S. Giavanni sul Muro, 1
Incontinenza Req. Imp. Mi 00860580158 Tel. +39 0444 726311 - Fax 439 0444 436397 Tel. +39.02 85917711 - Fax +39 02 86463407
GAMINTOJAS SANTEX S.p.A.

Biistine | Via S. Giovanni sul Muro, 1 —20121 Milanas (MI) - ITALIJA
Komerciniai skyriai | Via Massina, 10 — 36040 Sarego (VI)
Fabrikas | Via Alberto Santurro, 2 — 36040 Meledo di Sarego (VI)

PRODUKTAS EGOSAN® SAUSKELNES VISKAS VIENAME,
NESTERILUS

KVALIFIKACIJA I

KOMPETENSILJOS Medicinos priemoniy Direktyvos 93/42/EEC 7 priedas ir 1997 m.

JVERTINIMO KOK YBE vasario 24 d. posédzio Nr. 46 nutarimas (Direktyvos 93/42/EEC
igyvendinimas, remiantis Medicinos priemonémis)

MES PATVIRTINAME, KAD AUKSCIAU MINIMAS PRODUKTAS ATITINKA
MEDICINOS PRIEMONIU DIREKTYVOS 93/42/EEC [SAKYMA.

VISI PAGALBINIAI DOKUMENTAI YRA SAUGOMI GAMINOTOJO KOKYBES
SISTEMOS ARCHYVUOSE.

Sis pareiskimas buvo isleistas atsiZvelgiant | Medicinos priemoniy Direktyvos 93/42/EEC 7 priedg
gamintojui kontrolivojant

TAIKOMI STANDARTAI | CE Tarybos direktyva 93/42/EEC ir 2007/47/EEC

1997 m. vasario 24 d. posédZio Nr. 46 nutarimas ir 2010 m. sausio
25 d. posédzio Nr. 37 nutarimas

UNI EN ISO 9001:2008

UNI EN ISO 13485:2004

UNI CEI EN ISO 14971:2009

UNI EN 14079:2004

Kiti standartai produkto techninio aplanko 1 priede

NOTIFIKUOJANTI Netaikoma (PaZyméjima iSduoda pats gamintojas)

INSTITUCIJA

SERTIFIKATU SKAICIUS | Netaikoma (PaZyméjimg iSduoda pats gamintojas)

ATITIKTIES Nuo 2008-02-11

DEKLARACIJOS

GALIOJIMAS

DABARTINIO Saregas, 2012-12-10

ISLEIDIMO VIETA IR

DATA

PARASAS Kokybés vadovas: Dr. Alessandro Zogno KOPIJA THCRA
/ParaSas/ ——
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Santex S.p.A.
Medicazione,
Ortopedia,

Incontinenza

wwwsantex.it

Cap. Soe, € 7.260.000,00
Cod. fisc: e P. IVA 00860580158
Reg. Imp. Mi-00BG0580158

Stabilimenti e uffici commerciai: Sede fegaic e amministrativa:
20121 Milano - Via S. Giovanni sul Muro, 1

36040 Sareqo (Vi) - Via Massina, 10
Tel, +39 02-85917711 - Fax +39 02 86463407

Tel. +39 0444 726311 - Fax +39 0444 436397

ATITIKTIES DEKLARACIJA

GAMINTOJAS

SANTEX S.p.A.

Biistine

Via S. Giovanni sul Muro, 1 —20121 Milanas (MI) - ITALIJA

Komerciniai skyriai

Via Massina, 10 — 36040 Sarego (VI)

Fabrikas

Via Alberto Santurro, 2 — 36040 Meledo di Sarego (VI)

PRODUKTAS

EGOSAN® MOTERISKI JKLOTAI NESTERILUS

KVALIFIKACIJA

I

KOMPETENSLJOS
JVERTINIMO KOKYBE

Medicinos priemoniy Direktyvos 93/42/EEC 7 priedas ir 1997 m.
vasario 24 d. posédZio Nr. 46 nutarimas (Direktyvos 93/42/EEC

jgyvendinimas, remiantis Medicinos priemonémis)

MES PATVIRTINAME, KAD AUKSCIAU MINIMAS PRODUKTAS ATITINKA
MEDICINOS PRIEMONIU DIREKTYVOS 93/42/EEC ISAKYMA.

VISI PAGALBINIAI DOKUMENTAI YRA SAUGOMI GAMINOTOJO KOKYBES
SISTEMOS ARCHYVUOSE.

Sis pareiskimas buvo i3leistas atsizvelgiant | Medicinos priemoniy Direktyvos 93/42/EEC 7 priedg

gamintojui kontroliuojant

TAIKOMI STANDARTAI | CE Tarybos direktyva 93/42/EEC ir 2007/47/EEC
1997 m. vasario 24 d. posédZio Nr. 46 nutarimas ir 2010 m. sausio
25 d. posédzio Nr. 37 nutarimas
UNI EN ISO 9001:2008
UNI EN ISO 13485:2004
UNI CEI EN ISO 14971:2009
UNI EN 14079:2004
Kiti standartai produkto techninio aplanko 1 priede
NOTIFIKUOJANTI Netaikoma (Pazyméjimg i§duoda pats gamintojas)
INSTITUCIJA
SERTIFIKATU SKAICIUS | Netaikoma (Pazyméjima iduoda pats gamintojas)
ATITIKTIES Nuo 2008-02-11
DEKLARACLIOS
GALIOJIMAS
DABARTINIO Saregas, 2012-12-10

ISLEIDIMO VIETA IR
DATA

PARASAS

Kokybes vadovas: Dr. Alessandro Zogno

/ParaSas/
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EC CERTIFICATE

Hindustan Syringes & Medical Devices Ltd.

174, 178/25, Ballabgarh, Faridabad, India -121004

Full Quality Assurance System
Approval Certificate

Annex |l (excluding section 4) of Council Directive 93/42/EEC concerning medical
devices

Scope of Certificate:
Design, manufacture and Inspection of sterile single use medical devices and

accessories

Device Classification:
Class lla

Device Descriptions:

Hypodermic Syringes - Disposable/Auto Disable,
Needles- Hypodermic/Blood Collection

Insulin Syringes

IV Cannula (Catheter) with / without S.I.P. Clip
Scalp Vein Infusion/Blood Collection Sets

Model Type:

Hypodermic Syringes — Disposable/Auto Disable
Needles- Hypodermic/Blood Collection

Insulin Syringes

IV Cannula (Catheter) with/without S.I.P.Clip
Scalp Vein Infusion /Blood Collection Sets

We hereby declare that an examination of the full quality assurance system has been carried out per report
11945724, following the requirements of the national legislation to which the undersigned is subject, transposing
Annex II (with the exemption of section 4) of Council Directive 93/42/EEC on Medical Devices. We certify that the
full quality assurance system conforms with the relevant provisions of the aforementioned directive and is subject to
periodic surveillance as required by 93/42/EEC. Annex II, Section 5. For Class III devices where they are covered by
this certificate, an EC Design Examination certificate according to 93/42/EEC, Annex II, Section 4 is required.

File Number A28652 Cycle Start Date 28 June 2017
Certificate No. 888.171219 Effective Date 19 December 2017
Expiry Date 27 December 2018

Authorised by

" e
Ay MI{"/% "
S

Itoro Udofia
Certification Manager 155
For and on Behalf of UL International (UK) Lt
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0 8 4 Yt Iptertational (UK) Limited
Wonersh House, The Guildway, Old Portsmouth Road,
MDD A2 §3 FQ 00-MB-S0043 Issue: 13.0 Guildford, Surry, GU3 1 LR, United Kingdom



EC Certificate Production Quality Assurance System: Certificale CN15!20493'
The mansgement system of

Hefei Jingcheng Plastic

Products Co., Ltd.

No.8 Jinyang Road, Feidong New City Development Zone, Hefei C!ty
Anhui Province, P.R.China 231600

mmmwmumwwd

Directive 93/42/EEC

‘on medical devices, Annex v

Restncted to the aspects of manufacture concerned with securing
and maintaining sterile concmlons.

Fomemamgmum .
_ Sterile Combine Dressmg Ior Absorpﬁon of Wound Exudata

This cemﬁcate is valid from 22 November 201? unti 26 April 2020
and remains valid subject 1o satisfactory su rveillance audits.

' Re certification audit due before 29 January 2018

o lssus2. Cerkxﬁedsmoaz?Aprﬁzms -

Cortcaton s ased on ropos nienbered CNNGB 5639




CE sertfikatas, visidka kokybés uZtikrinimo sistema: Sertifikatas CN15/20493

valdymo sistema

Hefei Jingcheng Plastic
Products Co., Ltd.

Nr. 6 Jinyang Road, Feidong New City Development Zone, Hefei miestas
Anhui Provincija, Kinija 231600

nustatyta, kad atitinka

DIREKTYVOS 93/42/EEC

Dél medicinos priemoniy, V priedas
apribotas gamybos aspekty dél saugumo ir sterilumo savybiy
laikymosi

reikalavimus sekantiems produktams

Steriliis kompleksiniai tvarséiai, skirti Zaizdy eksudato sugérimui

Sis sertifikatas galioja nuo 2017 m. lapkrigio 22 d. iki 2020 m. balandZio 26
d. ir lieka audito prieZitroje.

Pakartotinis sertifikavimas bus atliekamas prie$ 2018 m. sausio 29 d.

2 leidimas. Sertifikuojamas nuo 2015 m. balandZio 27 d.

Sertifikavimas yra grindZiamas ataskaita, kurios numeris: CN/NGB 5839

[galiota

/paraSas/

SGS Jungtiné Karalysté Ltd Systems & Services Certification
202B Worle Parkway, Weston-super-Mare, BS22 6WA JK KOPLA TIKRA
Tel. +44 (0) 1934 522917 faks. +44 (0) 1934 522137 www.sgs.eom ;; -
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NOBA Verbandmittel

Danz GmbH u. Co KG

NOBAPROTECT®

Product Description and Purpose
NOBAPROTECT® is a latex-free FFP-
respirator mask, available with and without
vent. The mask protects the user against
solid and non-vaporizable liquid particles.
It reduces the chance for the user to get in
contact with microorganisms, blood and
body liquids contained in the air.
NOBAPROTECT® is available in two
protection levels: FFP2 with min. 94% of
aerosol retention, and FFP3 with min.
99%. The vent, available for FFP2 and
FFP3, facilitates the exhalation. At the
same time all masks protect the patient
against exhaled microorganisms of the
user in the sense of a surgical mask. Here
the filtration efficiency is more than 99%.
To select the adequate mask, please
respect the relevant current directives and
the state of the art. The product's shelf life
is limited to a period of 3 years, as the
filter efficiency is obtained by means of
electrostatically charged fibres whose
efficiency gradually decreases.

Composition

Polypropylene, Terylene®  (polyester
fibres), polyethylene, EVA-foam, rubber
(latex-free) and silicone rubber

(€ ® [H

Date of information: June 10, 2014 [REV 5]
replaced: November 7, 2013

Normative and Legal

Requirements

NOBAPROTECT® is a medical product in
accordance with the MDD, class |, rule 1,
and complies with the requirements of the
directive 93/42/EEC and DIN EN 14683
“Surgical masks — Requirements and test
methods®. NOBA-PROTECT® meets the
demands of EN 149 “Respiratory
protective devices - Filtering half masks for
protection against particles -
Requirements, testing, marking” (PPE).
The product does not contain dangerous
toxic substances according to REACH. It
has CE marking and DIN EN ISO 15223-
1- labels on all its packaging.

Packaging

Primary packaging: foil packaging

Secondary packaging: ~ folding box
made of
cellulose

Tertiary packaging: carton made of
cellulose

Storage

To be stored in a dry (less than 80 %
humidity) and dust-free environment;
temperature must not exceed 25°C or fall
below -20°C

-20 "’C,f}‘
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NOBA Verbandmittel

Danz GmbH u. Co KG

NOBAPROTECT®

Produkto apibaidinimas ir paskirtis
NOBAPROTECT® yra FFP respiraciné kauke
be latekso su/be voztuvo. Kauké apsaugo nuo
kiety ir mneiSgaruojanéiy skysCiy daleliu.
Sumazina salycio galimybe su
mikroorganizmais, krauju ir kiino skysciais,
esantiais ore. Yra trijy apsaugos lygiy
NOBAPROTECT® modeliy: FFP1 minimalus
80%, FFP2 - 94%, FFP3 - 99% aerozoliy
sulaikymas. Voztuvas, galimas FFP2 ir FFP3
modeliams, palengina iSkvépima. Visos kaukes
be voztuvo kaip chirurginés kaukés apsaugo
pacienta nuo iSkvepiamy mikroorganizmy.
Tokiu btdu filtracija yra vir§ 99%. Rinkdamiesi
tinkamg kauke, atsizvelkite | galiojancias
direktyvas ir naujoves. Produkto galiojimo
laikas yra 3 metai, kadangi filtro efektyvumas
yra pasiekiamas elektrostatiSkai jkraunant
daleles, kurios laikui bégant praranda S$ias
savybes.

Sudétis

Polipropilenas, Terilenas® (poliesterio
dalelés), polietilenas, EVA-puta, guma (be
latekso) ir silikoniné guma.

(€@ ©

Informacijos data: 2014 06 10 [REV 5]
Pakeista: 2013 11 07

Normatyvai ir teisiniai reikalavimai
NOBAPROTECT® yra medicinos produktas pagal
MDD, 1 klases, 1 taisykle ir atitinka direktyvos
93/42/EEC ir DIN EN 14683 ,, Chirurginés kaukés
— Reikalavimai ir testavimo budai" reikalavimus.
NOBA-PROTECT® atitinka EN 149 ,, Respiracinés
apsaugos ~ priemonés —  filtravimo  kaukes,
nedengiancios akiy, apsaugai nuo daleliy -
Reikalavimai, testavimas, Zyméjimas " reikalavimus
(EPE).

Remiantis REACH produktas neturi pavojingy
toksiniy medZiagy. Ant visy pakuociy yra CE
7yméjimas ir DIN EN ISO 15223-1 — etiketes ant
visy pakuodiy.

Pakuoté

Pradiné pakuoté: aliuminio pakuoté

Antriné pakuoté: sulankstoma déze i3
celiuliozés

Tretiné pakuote: kartono dézé i§ celiuliozes

Laikymas:

Laikyti sausoje (maZiau nei 80 % drégmes) ir
nedulkétoje aplinkoje, temperatiira neturi virSyti
25°C ar nukristi zemiau -20°C. KOPLA TIXRA
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