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- Spinal Anesthesia Needles

- Spinal Anesthesia Setfs

- Jpinal Epidural Combined Anasthesia Setfs
- Spinal Epldural Combined Anesthesia Kits

2- Epldural Anesthesia Needles - Sets ~ Kits - Class lla - Sterile

- Epidural Anesthesia Neadles
- Epidural Anesthasia Sets

- Epidural Anesthesio Kits

- Caudal Anesthesio Needles

3 Intrauterine Contraceptive Device — Class [l - Sterile

4- Seldinger {Angiography) MNeedle - Class Il - Sterile

J- Biopsy and Aspiration Needles and Accessories — Class lig - Sterile
é6- Medical Accessories for Infusion — Class | - Sterile
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/f-& with the registration date of 28.07.2016 issued for “TMT Tibbi Medikal Malzemalari San. va Tic. Ltd. 5ti." by UDEM

= Uluslararasi Belgelendirme Denetim Egitim Merkez| San. ve Tic, Ltd. 5ti. that Is giving service as Notifled Body with

the |D No: 2292 according to 93/42/EEC Medical Davices Directive

UDEM

Spinal Anesthesia Needles — Sets — Kits — Class 11| — Sterile

Spinal Anesthesia Needles

Quincke Type Spinal Anesthesia Needles

Atraumatic Type {Pencil) Spinal Anesthesia Neadles

Specially Grinded - Curved Type Atraumatic Spinal Anesthesia Needlas

Spinal Anesthesia Sets o

Spinal Anesthesia Sets with Quincke Type Splnal Needle:

{Spinal Needle, Guide Needle (Optional), Filtered Aspiration Cannula, Syringe 5mi, Adhesive Surgical

Drape, Surgical Towel, Medical Gauze Compress / Gauze Ball, Forceps)

Spinal Anesthesia Sets with Atraumatic Type {Pencil Point) Spinal Needle:

{Spinal Needle, Guide Needle {Optional), Filkered Aspiration Cannula, Syringe Sml, Adhesive Surgical

| Drape, Surgical Towel, Medical Gauze Compress / Gauze Ball, Forceps)

Spinal Anesthesia Sets with Specially Grinded - Curved Type Atraumatic Spinal Needle:

| {Spinal Needle, Guide Needle (Opticnal), Filtered Aspiration Cannula, Syringe 5ml, Adhesive Surgical

| Drape, Surgical Towel, Medical Gauze Compress / Gauze Ball, Forceps)

! Spinal Epidural Combined Anesthesia Sets

! Spinal Epidural Combined Anesthesia Sets:

| {Epidural Needle with Combined Application Fixator, Spinal Needle, Epidural Catheter, Epidural Filter,

! Epidural LOR Syringe / Automatic LOR Syringe, Tuchy Borst Connector, Epidural Catheter Fixing Device,
Epldumi Filter Fixing Device, Filtered Aspiration Cannula) e i
| Spinal Epldural Combined Anesthesia Sets ~ Single Shot Spinal Epidural Combined Anesthesia Appllcatlun

| Sets:

: {Epidural Needle with Combined Application Fixator, Spinal Needle, Epidural LOR Syringe / Automatic LOR |

Syringe, Filtered Aspiration Cannula) |

Spinal Epidural Combined Anesthesia Kits

Spinal Epidural Combined Anesthesia Kits:

(Epidural Needle with Combined Application Fixator, Spinal Needle, Epidural Catheter, Epidural Filter,

Epidural LOR Syringe / Automatic LOR Syringe, Tuohy Borst Connector, Epidural Catheter Fixing Device,

Epidural Filter Fixing Davice, Filtered Aspiration Cannula, Hypodermic Needle, Syringe 5mlf2mli, Adhesive

Surgical Drape, Surgical Towel, Medical Gauze Compress, Sticking Plaster, Sponge)

Spinal Epidural Combined Anesthesia Kits - Single Shot Spinal Epidural Combined Anesthesia Application

Kits:

(Epidural Needla with Combined Application Fixator, Spinal Needle, Epidural LOR Syringe / Automatic LOR

Syringe, Filtered Aspiration Cannula, Hypodermic Needle, Syringe 5mlf2ml, Adhesive Surgical Drape, |

Surgical Towel, Medical Gauze Compress, Sponge)

Epidural Anesthesia Needles — Sets — Kits — Class lla — Sterile

Epidural Anesthesia Needles

Epidural Anesthesia Sets

Epidural Anesthesia Sets:

{Epidural Needle, Epidural Catheter, Epidural Filter, Epidural LOR Syringe / Automatic LOR Syringe, Tuchy

_Borst Connector, Epidural Catheter Fixing Device, Epidural Filter Fixing Device)

Ep|durat Anesthesia Sets {Mlm A}

{Epidural Needle, Epidural Catheter, Epidural Filter, Tuohy Borst Connector)

Epidural Anesthasia Sets {Mini B):

(Epidural Catheter, Epidural Filter, Tuohy Borst Connector)

Epidural Anestezi Setleri (Mini C):

(Epidural Needle, Epidural Catheter, Tuohy Borst Connector)

Epidural AnesthesiaKits

Epidural Anesthesia Kits:

(Epidural Needle Epidural Catheter, Epidural Filter, Epidural LOR Syringe / Automatic LOR Syringe, Tuohv

|_Borst Connector, Epidural Catheter Fixing Device, Epidural Filter Fixing Device, Hypodermic Neediew

LIDEM Ulyslararas Belgelendirme Denetim ESftm Merkezl San. ve Tic. Lid, 5t

Mutlukent Mahailesi 2073, Sokak [Eski 93 Sokak) Mo:10 Omitkéy - Cankaya — ANKARA

T:03124430390 F:03124430376 info@udemltd.corn. br www.sdemltd.com.tr
Beviu 172




e

UDEM

This document containing 2 (tweo) pages is the Annex of the Certificate with the number M.2016.106.6908 and

with the registration date of 28.07.2016 issued for “TMT Tibbi Medikal Malzemeleri San. ve Tic. Ltd, §ti."

by LIDEM

Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. Ltd. 5ti. that is giving service as Notified Body with

the ID No: 2292 according to 93/42/EEC Medical Devices Directive

Syringe 5mi / 2mi, Adhesive Surgical Drape, Surgical Towel, Medical Gauze Compress, Plaster, Sponge)
Epidural Anasthesia Kits (Mini &):
{Epidural Needle, Epidural Catheter, Epldural Filter, Tuohy Borst Connector, Hypodermic Needle, Syringe
Sral/2mil, Adhesive Surgical Drape, Surgical Towel, Medical Gauze Compress, Plastar, Sponge)

Epidural Anesthesia Kits (MiniB};:

(Epidural Cathetar, Epidural Filter, Tuchy Borst Connector, Hypodermic Needle, Syringe Smi/Zmi,
Adhesive Surgical Drape, Surgical Towel, Medical Gauze Compress, Plaster, Sponge)

Epidural Anesthesia Kits (Mini C)

(Epidural Needle, Epidural Catheter, Tuchy Borst Connector, Hypodermic Meedle, Syringe Smi/f2ml,
Adhesive Surgical Drape, Surgical Towel, Medical Gauze Compress, Plaster, Sponge)

Caudal Anesthesia Meedles e B

Intrauterine Contraceptive Device — Class Ill — Sterile
e e Seldinger {Ang-ugraphﬂ Needle — Class 1l — Sterile
s Bmpsv,r and Aspiration Needles and Accessories — Class lla — Sterile

Manual Guillotine Bropsy Needle
“semi-Automatic Guillotine Biopsy Naedle

Bone Marrow Biopsy Needle

Sternal Crista 1I|ac Aspiration Needle
| Chiba Needle

Amniocentesis Needle

| Guide Needle

. Epidural Filter
| Epidural LOR {Loss Of Resistance) Syringe
Epidural Automatic LOR (Loss Of Res|stanc:aj S\rrlnge

Medlcal Accessories for Infusion — Class | - Sterile .
Epldural C.atheter ang Device - |

Epidur'a! Filter F lxing Device

Tuohy Borst Connactor
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SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos priemoniy direktyva 93/42/EEB, II priedas
M.2016.106.6908-1 kiirimo sertifikatas yra skirtas III klasés produktams, nurodytiems Siame

sertifikate.
Imonés pavadinimimas : TMT Tibbi Medikal Malzemeleri San. Ve Tic. Ltd. Sti.
Imonés adresas : Faith Mah. 1188 Sok. Nr. 14 Sarnic Gaziemir

IZMIR/TURKIJA

Susijusios direktyvos ir priedai : MDD 93/42/EEB Medicinos priemoniy direktyva — Il
priedas (iSskyrus 4 skyriy)

Produktai : 1 — spinalinés anestezijos adatos — rinkiniai — komplektai —

III klasé — sterilu

- spinalinés anestezijos adatos

- spinalinés anestezijos rinkiniai

- spinaliniai epidiiriniai kombinuoti anestezijos rinkiniai

- spinaliniai epiduriniai kombinuoti anestezijos komplektai
: 2 — epidirinés anestezijos adatos — rinkiniai — komplektai —
I1a klasé — sterilu

- epidirinés anestezijos adatos

- epidirinés anestezijos rinkiniai

- epidirinés anestezijos komplektai

- Kaudal tipo anestezijos adatos
: 3 — gimdos kontraceptinés priemonés — III klasé — sterilu
: 4 — Seldinger (angiografijos) adatos — I1I klasé — sterilu
: 5 — biopsijos ir aspiracijos adatos ir priedai — Ila klasé —
sterilu
: 6 — medicininiai priedai infuzijai — I klasé — sterilu

Produkty tipai yra nurodyti priede.

Sertifikato numeris : M.2016.106.6908
PraneSimo numeris : MD.3193.1B
Pirminio jvertinimo data : 2016 07 16
Registracijos data 2016 07 28
Perzitiréjimo data/Nr |-

Galiojimo data 2021 07 27

Siuo dokumentu UDEM patvirtina, kad 93/42/EEB direktyvos II priedo, isskyrus 4 skyriy, reikalavimai tinka sgrase
nurodytiems produktams. Auks¢iau nurodytas gamintojas jdiegeé ir taiko kokybés uztikrinimo sistema, kuri periodiskai
perzilirima audito, pagal ansCiau paminétos direktyvos II priedo 5 skyriy. Remiantis II priedo 4 skyriumi, CE karimo-
tyrimo sertifikatas yra reikalingas norint rinkoje parduoti III klasés priemones. Sis sertifikatas yra UDEM International
Certification Auditing Training Centre Industry and Trade Co. Ltd. nuosavybé, kuriai, Sis sertifikatas turi biiti grazintas
(pagal prasymg). Auks¢iau nurodyta jmoné ir UDEM privalo saugoti $io sertifikato kopija 5 metus nuo $io sertifikato
jregistravimo. CE Zenklo naudojimas yra priskiriamas gamintojo atsakomybei. Auks¢iau paminéta jmoné privalo pranesti
UDEM apie visus pakeitimus, susijusius su sgraSe nurodytais produktais. Jeigu UDEM neatnaujins sertifikato galiojimo
datos, auksc¢iau nurodyta jmoné turés sustabdyti produkty pardavinéjima rinkoje. Sertifikato paplitima galima pasitikrinti
www.udemltd.com.fr internetiniame puslapyje.



http://www.udemltd.com.fr/
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o Sis dokumentas, susidedantis i§ 2 lapy, yra sertifikato, kurio numeris M.2016.106.6908,

/ & registracijos data 2016.07.28 priedas, iSduotas jmonei ,,TMT Tibbi Medikal Malzemeleri
_ 4 L_‘:__ San. Ve Tic. Ltd. Sti. Sertifikata iSdavé UDEM Uluslararasi Belgelendirme Denetim
UDE Egitim Merkezi San. Ve Tic. Ltd. Sti, veikianti kaip notifikuota institucija, 1D Nr. 2292,
pagal medicinos priemoniy direktyva 93/42/EEB.

Spinalinés anestezijos adatos — rinkiniai — komplektai — III klasé — sterilu

Spinalinés anestezijos adatos

Quincke tipo spinalinés anestezijos adatos

Atraumatinio tipo (Pencil) spinalinés anestezijos adatos

Specialiai nugludinto — lenkto tipo atraumatinés spinalinés anestezijos adatos

Spinalinés anestezijos rinkiniai

Spinalinés anestezijos rinkiniai su Quincke tipo spinaline adata:

(spinalinés adatos, praved¢jai (opciniai), aspiracijos kaniulé, 5 ml SvirkStas, lipnus chirurginis
paklotas, chirurginis ranksluostis, spaudziamasis tvarstis/marliniai apvalis tamponai, chirurginés
znyplés)

Spinalinés anestezijos rinkiniai su atraumatinio tipo (Pencil Point) spinaline adata:

(spinalinés adatos, praved¢jai (opciniai), aspiracijos kaniulé, 5 ml SvirkStas, lipnus chirurginis
paklotas, chirurginis ranksSluostis, spaudziamasis tvarstis/marliniai apvallis tamponai, chirurginés
znyplés)

Spinalinés anestezijos rinkiniai su specialiai nugludinto — lenkto tipo atraumatine spinaline adata:
(spinalinés adatos, praved¢jai (opciniai), aspiracijos kaniulé, 5 ml SvirkStas, lipnus chirurginis
paklotas, chirurginis ranksluostis, spaudziamasis tvarstis/marliniai apvaliis tamponai, chirurginés
znyplés)

Spinaliniai epidiriniai kombinuoti anestezijos rinkiniai:

(epidiriné¢ adata su kombinuotu aplikavimo fiksatoriumi, spinaliné¢ adata, epidirinis kateteris,
epidirinis filtras, epidirinis LOR $virkStas / automatinis LOR S$virkstas, Tuohy tipo konektorius,
epidirinio kateterio fiksavimo priemoné, epidirinio filtro fiksavimo priemong, aspiracijos kaniul¢)

Spinaliniai epiduriniai kombinuoti anestezijos rinkiniai — vieno paspaudimo spinaliniai epidiriniai
kombinuoti anestezijos rinkiniai:

(epidurine adata su kombinuotu aplikavimo fiksatoriumi, spinaliné adata, apidiirinis LOR S$virkStas /
automatinis LOR $virkstas, aspiracijos kaniulé)

Spinaliniai epidiiriniai kombinuoti anestezijos rinkiniai:

(epidurine adata su kombinuotu aplikavimo fiksatoriumi, spinalin¢ adata, epidirinis kateteris,
epidurinis filtras, epidirinis LOR S$virkstas / automatinis LOR $virkstas, Tuohy tipo konektorius,
epidirinio kateterio fiksavimo priemoné, epidiirinio filtro fiksavimo priemoné, aspiracijos kaniule,
hipoderminé adata, Svirkstas Sml / 2 ml, chirurginis paklotas, chirurginis ranksluostis, spaudZziamasis
tvarstis, pleistras, kempinél¢)

Spinaliniai epidiiriniai kombinuoti anestezijos rinkiniai — vieno paspaudimo spinaliniai epidiriniai
kombinuoti anestezijos rinkiniai:

(epiduriné adata su kombinuotu aplikavimo fiksatoriumi, spinaliné adata, epidarinis LOR §virkstas /
automatinis LOR Svirkstas, aspiracijos kaniulé, hipoderminé adata, SvirksStas S5ml / 2 ml, chirurginis
paklotas, chirurginis ranksluostis, spaudziamasis tvarstis, kempinélé

Epidiirinés anestezijos adatos — rinkiniai — komplektai — Ila Kklasé - sterilu

Epidirinés anestezijos adatos

Epidiirinés anestezijos rinkiniai

Epidiirinés anestezijos rinkiniai:

(epiduriné adata, epidirinis kateteris, epidurinis filtras, epidirinis LOR Svirkstas / automatinis LOR
svirkstas, Tuohy tipo konektorius, epidiirinio kateterio fiksavimo priemong, epidirinio filtro fiksavimo
priemong¢)

Epidiirinés anestezijos rinkiniai (Mini A):
(epiduriné adata, epidiirinis kateteris, epidiirinis filtras, Tuohy tipo konektorius)




Epidirinés anestezijos rinkiniai (Mini B):
(epidurin¢ adata, epidiirinis kateteris, epidirinis filtras, Tuohy tipo konektorius)

Epidiirinés anestezijos rinkiniai (Mini C):
(epidurin¢ adata, epidiirinis kateteris, epidiirinis filtras, Tuohy tipo konektorius)

Epidurinés anestezijos komplektai

Epidiirinés anestezijos komplektai:

(epidiiriné adata, epidurinis kateteris, epidiirinis filtras, epidiirinis LOR Svirkstas / automatinis LOR
Svirkstas, Tuohy tipo konektorius, epidiirinio kateterio fiksavimo priemong, epidiirinio filtro fiksavimo
priemoné, hipoderminé adata, Svirkstas 5 ml / 2 ml, chirurginis paklotas, chirurginis ranksluostis,
spaudziamasis medicininis tvarstis, pleistras, kempinélé)

Epidiirinés anestezijos komplektai (Mini A):

(epiduriné adata, epidiirinis kateteris, epidurinis filtras, Tuohy tipo konektorius, hipoderminé adata,
Svirkstas 5 ml / 2 ml, chirurginis paklotas, chirurginis ranksluostis, spaudziamasis medicininis tvarstis,
pleistras, kempin¢l¢)

Epidirinés anestezijos komplektai (Mini B):

(epidiiriné adata, epidiirinis kateteris, epidiirinis filtras, Tuohy tipo konektorius, hipoderminé adata,
SvirkStas 5 ml / 2 ml, chirurginis paklotas, chirurginis ranksluostis, spaudziamasis medicininis tvarstis,
pleistras, kempin¢l¢)

Epidirinés anestezijos komplektai (Mini C):

(epidiiriné adata, epidiirinis kateteris, epidiirinis filtras, Tuohy tipo konektorius, hipoderminé adata,
SvirkStas 5 ml / 2 ml, chirurginis paklotas, chirurginis ranksluostis, spaudziamasis medicininis tvarstis,
pleistras, kempin¢l¢)

Kaudalinés anestezijos adatos

Gimdos kontraceptinés priemonés — 111 klase — sterilu

Seldinger tipo (angiografijos) adata — I1I klasé - sterilu

Biopsijos ir aspiracijos adatos ir priedais — Ila klasé - sterilu

Mechaning¢ giljotinos tipo biopsijos adata

Pusiau automatiné giljotinos tipo biopsijos adata

Kauly ¢iulpy biopsijos adata

Sternaliné aspiraciné adata

Chiba adata

Amniocentezés adata

Pravedimo adata

Epidurinis filtras

Epidurinis LOR SvirkStas

Epidiirinis automatinis LOR SvirkStas

Medicinos priedai infuzijai — I klasé — sterilu

Epidurinio kateterio fiksavimo priemoné

Epidiirinio filtro fiksavimo priemoné

Tuohy tipo konektorius




CERTIFICATE

iwWa

EC Certificate
Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-Il 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 I
(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.

Organization:

PLASTI-MED PLASTIK MEDIKAL URUNLER
SANAYi VE TICARET LIMIiTED SiRKETi
Deri OSB Mahallesi. Yan Sanayi Cad. No:13 Tuzla/istanbul/Turkey

The products defined at the enclosure which is the part of this certificate and
contains eight pages.

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.3567.08

Date of first issue: 25 July 2011

Date of last issue: 16 July 2020

Revision Number: 10

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to
the aspects of manufacture concerned with securing and maintaining sterile
conditions in accordance with MDD Annex Il for Class Is devices covered by this
certificate and found that the quality system meets the requirements of MDD

Annex Il
Muhtesem Gékhan Yiicel
16 July 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

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

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



CERTIFICATE

Enclosure of the EC Certificate:

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 10

Concerned medical devices;
Sterile medical devices

Product Name Types
Nitinol Helical
Nitinol Flat Wire
Stone Baskets Nitinol Triprong
Nitinol Tipless

Nitinol Percutaneous Basket

Urodynamic Cystometry Catheter and Set

hili :
Wrodynami Cathetars Hydrophilic Urodynamic Cystometry Catheter

And Sets Urodynamic Cystometry Catheter & UPP Catheter

Hydrophilic Urodynamic Cystometry Catheter & UPP
Catheter

Amplatz Renal Sheat

Amplatz Renal Dilatér and Sheat Set

Fascial Dilator and Sets

Percutaneous Tract Dilatation Kit with Nephrostomy Balloon
Dilator

Renal Dilator And Sets

Screw Dilator

Percutaneous Tract Dilatation Kit with Amplatz Renal Dilator
Set

Dual Lumen Ureteral Catheters

Ureteral Catheters Ureteral Catheters

Hydrophilic Ureteral Catheters

Ureteral Access Sheat& Dilator Set

reteral Access Sheat - -
Ureteral Aceess Shea Nottingham Dilator Catheter

And Dilator Sets

Ureteral Dilators and Sets

Muhtesem Gékhan Yiicel
16 July 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepebren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



CERTIFICATE

Enclosure of the EC Certificate:

kiwa

Page 2/8

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-11-100, Revision Number: 10
Concerned medical devices;

Sterile medical devices

Product Name

Types

IUI Catheter

IUI Catheters

IUI Catheter Cannula

Suprapubic Catheter And
Sets

Suprapubic Catheters and Sets

Silicone Suprapubic catheter and Sets

TLA Introducer Needle

Needles Initial Puncture Needles
Chiba Needle
Guide Wire- Nitinol
Giidie Wikes Hydrophilic Guide Wire- Nitinol

Zebra Guide Wire- Nitinol

Guide Wire-PTFE

Ballon Dilator Catheters

Ureteral Balloon Dilator

Nephrostomy Balloon Dilator

Transureteroscopic Balloon Dilator

Transureteroscopic Ureteral Balloon Dilator and Sets
With Hydrophilic Tip

Ureteral Balloon Dilator and Sets With Hydrophilic Tip

Occlusion Balloon Catheter

Malecot Nephrostomy
Catheter And Sets

Malecot Nephrostomy Catheter and Sets

Re-Entry Malecot Catheter

Nephrostomy Catheter And
Sets

Nephrostomy Pigtail Catheter and Sets

Nephrostomy Pigtail Catheter and Sets with Trocar
Needle

Nephrostomy Pigtail Catheter and Sets with Locking

Nephrostomy Pigtail Catheter and Sets With Trocar
Needle, Locking

Hydrophilic Multi Purpose Pigtail Drainage Catheter and
Sets Locking, with Needle

16 July 2020, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.S.

MQM,)

Muhtesem Gékhan Yiicel
Head of Notified Body

iITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr, e-mail: posta@kiwa.com
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Enclosure of the EC Certificate: Page 3/8
Full Quality Assurance System according to

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

Certificate Number: 1984-MDD-11-100, Revision Number: 10

Concerned medical devices;
Sterile medical devices

Product Name Types
Nephrostomy Balloon 30F 15cm
Dilatation Catheter Set 30F 12cm
Nephrostomy Balloon 30F 15cm
Dilatation Catheter Kit 30F 12cm
Intracavitary Hyperthermia

Catheter Sg " 950151

Wound Drainage Sets

Soft Drains with Drainage Bag

Wound Drainage Sets with Reservoirs and with Flat
Drains

Closed Wound Drainage
Systems And Accessories

Flat Drains

Wound Drainage Reservoir
Round Silicone Drains

Eliptic Mouth

Circular Mouth

Graded Mouth - Cartoon Mouth
Circular Mouth - Cartoon Mouth
Yankauer Suction Sets

Spirometer Filters

Yankauer Suction Sets And

. Yankauer Suction Handles
Accessories

Aspirator Connecting Tube

1)
I___
<
O
—
I_
A
1]
@,

230101
. 230102
Biopsy Punch
230103
230104
Muhtesem Gokhan Yiicel
16 July 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



kiwa

Enclosure of the EC Certificate: Page 4/8
Full Quality Assurance System according to

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

Certificate Number: 1984-MDD-11-100, Revision Number: 10

Concerned medical devices;

Sterile medical devices

Product Name Types
200101
200102
200103
200104
Airway 200105
200106
200107
200108
200109
Poche Perforator 150201
Umbilical Cord Clamp 150101
Bacterial Filter
Hmef Filter
Hme Filter
Bacterial Filters Hepa Filter

Bacterial Filter
HMEF Filter- Elite
HME Filter- Elite
Smear Brush

Smear Brush

Smear Brush Endocervical

w@zw,)

Muhtesem Gdkhan Yiicel
16 July 2020, Istanbul, Turkey Head of Notified Body

CERTIFICATE

Kiwa Belgelendirme Hizmetleri A.S.

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

Web: www .kiwa.com.tr , e-mail: posta@kiwa.com



CERTIFICATE

kiwa
Enclosure of the EC Certificate: Page 5/8

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 10

Concerned medical devices;

Sterile medical devices

Product Name Types
240111
240112
240113
240114
Karman Cannula 240115
240116
240117
240118
240119
Suction Bags
Suction Bag Tubes
Kapkon Connector
310030
310045
310060
310075
310090
Extension Line 310120
310145
310200
320030
320045
320060

Suction Bag & Canister And
Acccessories

w@w,)

Muhtesem Gokhan Yiicel
16 July 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

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

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com
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Enclosure of the EC Certificate: Page 6/8
Full Quality Assurance System according to

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

Certificate Number: 1984-MDD-11-100, Revision Number: 10

Concerned medical devices;
Sterile medical devices

Product Name Types
320075
320090
320120
320145
320200
320210
325030
325045
325060
325075
325090
325120
325145
325200
Three Way Stopcock 301001
Breathing Circuits

Extension Line

Anesthesia Circuits
Catheter Mount
Breathing Inhalation- Threatment Chamber

Breathing And
Anesthesia Circuits

Breathing and Anesthesia Circuit Accessories

Arthroscopy Set Y Arthroscopy Set Y (T.U.R.)

(T.U.R) Arthroscopy Set with Manual Pressure Pump (T.U.R.)
Muhtesem Gokhan Yiicel

16 July 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



CERTIFICATE

kiwa

Enclosure of the EC Certificate: Page 7/8
Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-11-100, Revision Number: 10

Concerned medical devices;
Sterile medical devices

Product Name Types
210301

Blood Gas Syringe i
210321
210322

Endometrial Cell Sampler 240201

Disposable Oral Swab 490101

Sponge Swab 490104

Ureteral Stent and Sets

Long Term Ureteral Stent and Sets

Hydrophilic Ureteral Stent and Sets

Ureteral Stents And Sets Multilenght Ureteral Stent and Sets

Hydrophilic Multilenght Ureteral Stent and Sets
Silicone Multilenghth Ureteral Stents and Sets
Endopylotomy Stent and Sets

Cutting Electrodes Cutting Electrodes Single Stem

Non- Sterile medical Devices
Product Name Types

Reusable Manuel Resuscitator

Manual Resuscitator Disposable Manuel Resuscitator
Reusable Manuel Resuscitator Sets
Disposable Manuel Resuscitator Sets

ux@,w,)

Muhtesem Gokhan Yiicel
16 July 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

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

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com



CERTIFICATE

Enclosure of the EC Certificate:

kiwa

Page 8/8

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 10

Concerned medical devices;
Non - Sterile medical devices

Product Name Types

Neonatal

Infant

Disposable Air Cushion Pediatric

Mask Child

Small Adult

Adult

Neonatal

Infant

Pediatric

Silicone Mask
Child

Small Adult

Adult

Respiratory Masks and
Accessories

Oxygen Masks and Accessories

Nebulizer Set and Accessories

High Concentration Oxygen Mask

Nasal Oxygen Cannula

Karman Syringe

Single Valve

Double Valve

Suction Bag & Canister
And Acccessories

Suction Bags

Suction Canister

Breathing And Anesthesia
Circuits

Breathing Circuits

Anesthesia Circuits

Catheter Mount

Breathing Inhalation- Threatment Chamber

Breathing and Anesthesia Circuit Accessories

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

16 July 2020, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.S.

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

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com

w@wﬂ

Muhtegsem Goékhan Yiicel

Head of Notified Body



CERTIFICATE

kiwa

CE Sertifikatas
Pilnos Kokybés Draudimo Sistema pagal
Medicinos Prietaisy Direktyva 93/42/EEC Priedas — Il Sekcija 3
Sertifikato numeris: 1984-MDD-11-100

Mes tokiu budu deklaruojame, kad patikrinimas pagal Zemiau paminétos pilnos
kokybéssistemos draudima, buvo vykdomas islaikant nacionaliniy jstatymy reikalavimus
pagal kuriuos veikiama, perkeliant Medicinos Prietaisy Direktyvos 93/42/ECC Prieda II (Su

Sekcijos 4 iSimtimi).
Mes sertifikuojame, kad pilnos kokybés draudimo Sistema atitinka minétos Direktyvos
reikiamas nuostatas .

Organizacija:
PLASTI-MED PLASTIK MEDIKAL URUNLER
SANAYI VE TICARET LIMITED SIRKETI
Deri OSB Mahallesi. Yan Sanayi Cad. Nr.:13, Tuzla/Stambulas/Turkija

Produktai apibtidinami priede, kuris yra yra Sertifikato dalis ir sudaro 8 puslapius.

Sertifiktas galioja iki galiojimo datos pabaigos, sekmingai jvykdZius periodiSkus auditus.
PraSome, kreiptis | Kiwa dé¢l detaliy.

Ataskaitos numeris: M.3567.08
Pirmo iSdavimo data: 2011/07/25
Paskutinio iSdavimo data:  2020/07/16
Patikros numeris: 10

Galiojimo data: 2024/05/27

Kiwa Belgelendirme Hizmetleri A.S. patikrino kokybés sistema, kuri yra ribojama gamintojo
suinteresuotais aspektais saugoti ir i§laikyti sterilias sglygas pagal MDD Priedg 11 klasei Is
prietaisams, apie kuriuos kalba $is sertifikatas, ir nustaté, kad kokybés sistema atitinka MDD

Priedo Il reikalavimus.

/paraSas/

Liepos 16 d. Stambulas, Turkija Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas



- CE Sertifikato Priedas
. Pilnos Kokybés Draudimo Sistema pagal

|
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‘ Medicinos Prietaisy Direktyva 93/42/EEC Priedas — Il Sekcija 3
: Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

kiwa¥l

Puslapis 1/8

Riipimi medicinos prietaisai:
Steriliis medicinos prietaisai

Produkto pavadinimas

Tipai

Akmeniniai krepseliai

Nitinolio spiralinis

Nitinolio plokscios vielos

Nitinolio triSakis

Nitinolio be galo

Nitinolio perkutaninis krepselis

Urodinaminiai kateteriai ir rinkiniai

Urodinaminis cistometrinis kateteris ir rinkinys

Hidrofilinis urodinaminis cistometrinis kateteris

Urodinaminis cistometrinis kateteris ir UPP
kateteris

Hidrofilinis urodinaminis cistometrinis kateteris ir
UPP kateteris

Inksty pléstuvas

CERTIFICATE

Amplatz inksty lapas

Amplatz inksty pléstuvas ir lapy rinkinys

Jungiamojo audinio pléstuvas ir rinkinys

Perkutaninio trakto plétimo rinkinys su
nefrostominiu plétimo balionu

Prisukamas pléstuvas

Perkutaninio trakto plétimo rinkinys su Amplatz
inksty plétimo rinkiniu

Slapimtakiy kateteriai

Dvigubo spindzio Slapimtakiy kateteriai

Slapimtakiy kateteriai

Hidrofiliniai Slapimtakiy kateteriai

Slapimtakiy prieigos lapas ir
plétikliy rinkinys

Slapimtakiy prieigos lapas ir plétikliy rinkinys

Nottingo plétimo rinkinys

Slapimtakiy plétikliai ir rinkiniai

Liepos 16 d. Stambulas, Turkija

/paraSas/

Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas
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| CE Sertifikato Priedas Puslapis 2/8

2
i

Pilnos Kokybés Draudimo Sistema pagal
- Medicinos Prietaisy Direktyva 93/42/EEC Priedas — 11 Sekcija 3
i Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

Riipimi medicinos prietaisai:
Steriliis medicinos prietaisai

Produkto pavadinimas Tipai
- IUI kateteriai
IUT kateteriai IUI kateteriy kaniulés

Suprapubiniai kateteriai ir rinkiniai

Suprapubiniai kateteriai ir rinkiniai Silikoniniai suprapubiniai kateteriai ir rinkiniai

TLA jvedimo adata

Adatos Pirminio punktavimo adata

Chiba adata

Nitinolinés vielos-pravedéjai

Hidrofilinés nitinolinés vielos-pravedéjai

Nukreipiamosios vielos TSI T
P Zebra nitinolinés vielos-pravedéjai

Teflonu dengtos vielos-pravedéjai

Ureteriniai balioniniai plétikliai

Nefrostominiai balioniniai plétikliai

Transureteroskopiniai balioniniai plétikliai

Transuretoskopiniai Ureteriniai balioniniai

Balioniniai plétimo kateteriai plétikliai ir rinkiniai su hidrofiliniu dangteliu

Ureteriniai balioniniai plétikliai ir rinkiniai su
hidrofiliniu dangteliu

Okliuziniai balioniniai kateteriai

Malecot nefrostominiai kateteriai ir Malecot nefrostominiai kateteriai ir rinkiniai

rinkiniai Pakaitiniai Malecot kateteriai

CERTIFICATE

Nefrostominiai ,,pigtail* kateteriai ir rinkiniai

Nefrostominiai ,,pigtail* kateteriai ir rinkiniai su
trokar adata

Nefrostominiai ,,pigtail* kateteriai ir rinkiniai su
Nefrostominiai kateteriai ir rinkiniai uzraktu

Nefrostominiai ,,pigtail* kateteriai ir rinkiniai su
trokar adata, uzraktu

Hidrofiliniai daugiafunkciniai ,,pigtail” drenavmo
Kateteriai ir rinkiniai su uzraktu ir adata

/parasSas/

Liepos 16 d. Stambulas, Turkija Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas
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CE Sertifikato Priedas Puslapis 3/8

| Pilnos Kokybés Draudimo Sistema pagal

A Medicinos Prietaisy Direktyva 93/42/EEC Priedas — Il Sekcija 3
E’: Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

Riipimi medicinos prietaisai:
Steriliis medicinos prietaisai

Produkto pavadinimas Tipas
Nefrostominiai balioniniai 30F 15cm
plétimo rinkiniai 30F 12cm
Nefrostominiai balioniniai 30F 15cm
plétimo rinkiniai 30F 12cm
Vidaus ertmiy hipertermijos 950151

kateteriy rinkiniai

Zaizdy drenaZo rinkiniai

Minksti drenai su drenazo krepSiu
Zaizdy drenaZo rinkiniai su rezervuarais ir plaGiais
drenais

Platiis drenai

Zaizdy drenaZo rezervuaras

Apvalis silikono drenai

Elipsin¢ anga

Apvali anga

Graduota anga — multiplikaciné anga
Apvali anga — multiplikaciné anga
Yankauer atsiurbimo rinkiniai
Yankauer atsiurbimo rankenos

Uzdary Zaizdy drenazo sistemos ir
priedai

Spirometriniai filtrai

Yankauer atsiurbimo rinkiniai ir

CERTIFICATE

priedai Aspiratoriaus jungiamasis vamzdis
230101
L 230102
Biopcija 230103
230104
/paraSas/
Liepos 16 d. Stambulas, Turkija Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas
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CE Sertifikato Priedas Puslapis 4/8
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Pilnos Kokybés Draudimo Sistema pagal

IS

Medicinos Prietaisy Direktyva 93/42/EEC Priedas — Il Sekcija 3
Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

Riipimi medicinos prietaisai:
Steriliis medicinos prietaisai

Produkto pavadinimas Tipai
200101
200102
200103
200104
Kvépavimo takai 200105
200106
200107
200108
200109
Kabliukas (Ginekologinis) vaisiaus | 150201
plévés pradiirimui
Virkstelés spaustukas 150101

Bakterinis filtras

Hmef filtras

Hme filtras

Bakteriniai filtrai Hepa filtras

Bakterinis filtras

HMEF filtras - rinktinis

HME filtras - rinktinis

Ginekologinis Sepetélis

Ginekologiné sluotelé endocervikalinis

CERTIFICATE

Ginekologiné Sluotelé

/parasSas/

Liepos 16 d. Stambulas, Turkija Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas
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CE Sertifikato Priedas

Pilnos Kokybés Draudimo Sistema pagal

kiwa¥

Puslapis 5/8

Medicinos Prietaisy Direktyva 93/42/EEC Priedas — Il Sekcija 3

Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

Riipimi medicinos prietaisai:
Steriltis medicinos prietaisai

Produkto pavadinimas

Tipas

Karman kaniulés

240111

240112

240113

240114

240115

240116

240117

240118

240119

Atsiurbimo maiselis ir indas su
priedais

Atsiurbimo maiseliai

Atsiurbimo indy vamzdeliai

Kapkon konektorius

Prailginimo linijos

310030

310045

310060

310075

310090

310120

310145

310200

320030

320045

320060

Liepos 16 d. Stambulas, Turkija

/paraSas/

Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas
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Riipimi medicinos prietaisai:
Steriltis medicinos prietaisai

kiwa¥

Puslapis 6/8

Pilnos Kokybés Draudimo Sistema pagal

Medicinos Prietaisy Direktyva 93/42/EEC Priedas — Il Sekcija 3
Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

Produkto pavadinimas

Tipas

Prailginimo linijos

320075

320090

320120

320145

320200

320210

325030

325045

325060

325075

325090

325120

325145

325200

Trijy kanaly voztuvas

301001

Kveépavimo ir anestezijos grandinés

CERTIFICATE

Kvépavimo grandinés

Anestezijos grandinés

Kateterio stovas

Kvépavimo inhaliacija — gydymo kambarys

Kvépavimo ir anestezijos grandinés priedai

Artroskopijos rinkinys Y (T.U.R)

Artroskopijos rinkinys Y (T.U.R)

Artroskopijos rinkinys su rankine slégio pompa
(TUR)

Liepos 16 d. Stambulas, Turkija

/parasSas/

Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas



| CE Sertifikato Priedas

Riipimi medicinos prietaisai:
Steriltis medicinos prietaisai

kiwa

Puslapis 7/8

Pilnos Kokybés Draudimo Sistema pagal

Medicinos Prietaisy Direktyva 93/42/EEC Priedas — 11 Sekcija 3
Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

Produkto pavadinimas Tipas

Kraujo dujy Svirkstai 210301
210302
210321
210322

Endometrumo Igsteliy méginiy 240201

émiklis

Vienkartinis burnos tamponas 490101

Kempinés tamponas 490104

Slapimtakiy stentai ir rinkiniai

CERTIFICATE

Slapimtakiy stentai ir rinkiniai

Ilgo veikimo Slapimtakiy stentai ir rinkiniai

Hidrofiliniai Slapimtakiy stentai ir rinkiniai

Daugiailgiai Slapimtakiy stentai ir rinkiniai

Hidrofiliniai daugiailgiai Slapimtakiy stentai ir
rinkiniai

Silikoniniai daugiailgiai Slapimtakiy stentai ir
rinkiniai

Endopilotomijos stentai ir rinkiniai

Pjovimo elektrodai

stentai ir rinkiniai vienastiebiali

Nesteriltis medicinos prietaisai

Produkto pavadinimas

Tipai

Rankinis reanimatologas

Daugkartinio naudojimo rankinis reanimatologas

Vienkartinis rankinis reanimatologas

Daugkartinio naudojimo rankinis reanimatology
rinkiniai

Vienkartiniai rankinis reanimatology rinkiniai

Liepos 16 d. Stambulas, Turkija

/paraSas/

Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas



| CE Sertifikato Priedas

Riipimi medicinos prietaisai:
Nesteriltis medicinos prietaisai

kiwa

Puslapis 8/8

Pilnos Kokybés Draudimo Sistema pagal

Medicinos Prietaisy Direktyva 93/42/EEC Priedas — Il Sekcija 3
Sertifikato numeris: 1984-MDD-11-100, Patikrinimo numeris: 10

Produkto pavadinimas

Tipas

Vienkartinés oro pagalvéliy kaukés

Naujagimis

Kidikis

Vaikas

Vyresnis vaikas

Jaunas suauges

Suauges

Silikoninés kaukés

Naujagimis

Kidikis

Vaikas

Vyresnis vaikas

Jaunas suauges

Suauges

Kvépavimo kaukeés ir priedai

Deguonies kaukés ir priedai

PurkStuvy rinkiniai ir priedai

Aukstos koncentracijos deguonies kauke

Nosies deguonies kaniulé

CERTIFICATE

Karman svirkstai

Vieno voztuvo

Dviejy voztuvy

Atsiurbimo maiSeliai ir indai ir
priedai

Atsiurbimo maiSeliai

Atsiurbimo indai

Kvépavimo ir anestezijos grandinés

Kvépavimo grandinés

Anestezijos grandinés

Kateterio stovas

Kvépavimo inhaliacija — gydymo kambarys

Kvépavimo ir anestezijos grandinés priedai

Kiwa Belgelendirme Hizmetleri A.S. yra notifikuojanti jstaiga pagal medicinos
prietaisyTarybos Direktyva 93/42/EEC su identifikacijos numeriu: 1984

Liepos 16 d. Stambulas, Turkija

/paraSas/

Muhtesem Gokhan Yucel

Notifikuotos jstaigos vadovas
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CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex |l
(Excluding Section 4)

Company Name : DLR Medikal San. ve Dis Tic. Ltd. Sti.

Company Address : Serifali Mah. Beyan Sok. No:36/A Umraniye ISTANBUL / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : Class lla and Class llb - Sterile Products
- Guide Wire - Class lla
- Drainage (PCN) Catheters and Set - Class lla
- Suprapubic Catheter- Claoss lla
- Ureteral Catheter - Class lla
- Dilators - Class lla
- Needles - Class lla
- TURP Loops - Class b
- Stone Basket - Class lla
- Ureteral Balloon Dilator - Class lla
- Evacuator - Class lia
- Ureteral Stent [Double J Stent) - Class lib
- Dual Lumen Ureteral Catheter - Class lla

145623, 10735, 34924, 34926, 11265, 38821, 32337, 12734, 62061,
35808, 11265, 37143, 47035, 34926

Product Types are attached.

Certificate Number 1 M.2016.106.6518

Report Number - UD.3098.YB

Initial Assessment Date - :02.02.2016

Registration Date :29.03.2016

Recertification Assessment Date : 24.10.2019 S

Reissue Date / No : 04.05.2020/01 Auditing Train
Revision Date /No < and Trade Inc. Co.

Expiry Date :27.05.2024

UDEM hereby declares that the requirements of Annex I, excluding section 4 of the $3/42/EEC Directive have been met for the listed products.
The above named manufacturer has established and applied a quality assurance system, which is subject to periodic surveillance audits,
defined by Annex |, section 5 of the forementioned directive. According to Annex Il, section 4 an EC design- examination certificate is required
for placing the Class Il devices on the market. UDEM's responsibility for class | devices covered by the EC cerfificate is limited to manufacturing
issues related to safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related to product’s
conformity with metrological requirements, if it has measurement function. This certificate remains as the property of UDEM Intemational
Certification Audifing Training Centre Industry and Trade Inc. Co. to whom it must be retumed upon request. The above named company
and UDEM must keep a copy of this certificate for 5 years from the regisiration of the cerfificate. Usage of the CE mark is under the responsibility
of the manufacturer with the completion of EC Declaration of Conformity. The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the validity of this certificate in question, the mentioned company
should stop placing the product on the market. The validity of the certificate can be checked through www.udem.com.ir.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 312 443 03 77 Fax: +90 312 441 87 72
E-mail: infoQudemitd.com.tr www.udem.com.ir
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This document containing 1 (one) pages is the Annex of the Certificate with the number
M.2016.106.6518 and with the registration date of 29.03.2016 and with the re-issue date
P& 04.05.2020 issued for “DLR Medikal San. ve Dis Tic. Ltd. S$ti.” by UDEM Uluslararasi
/L - Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body
-LTD Eﬁ with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.

1. Guide Wire - Class lla GMDN 9.TURP Loops - Class lib GMDN
PTFE Guide Wire 45623 Cutting Loop 62061
Hydrophilic Guide Wire 45623 Cold Knife 62061
Striped Guide Wire 45623 Colling Knife 62061
Nitinol Guide Wire 45623 Roller Loop 62061
2. Drainage (PCN) Catheter and Set - Class lla Bipolar Loop 62061
Drainage (PCN) Catheter 10735 Ball Bipolar Loop 62061
Drainage (PCN) with Needle 10735 Ball Electrode 62061
Drainage (PCN) Catheter Set 10735 10.Stone Basket - Class lla
Drainage (PCN) Set with Needle 10735 Stone Basket Nitinol (Z) 35808
3.Suprapubic Catheter and Set - Class lla Stone Grasper 35808
Suprapubic Catheter Set 34924 URS Forceps 35808
Suprapubic Cysto Catheter Set 34924 PCN Basket (Perk) 35808
4.Ureteral Catheter - Class lla S| = Towe Ba“:::" T
5.Dilators - Class lla e
Inflation Device
Amplatz Dilator Sheat 11265 Nephrostomy Balloon Dilator 11265
Amplatz Dilator Set T Eeee BT
Inflation Device
Braided Shaft Catheter 38821 S R 11265
Amplatz Sheat
6.Needles - Class lia 12.Evacuator - Class lla 37143
P Needle 32337 13.Ureteral Stent (Double J Stent) 47035
-Class lib
Chiba Needle 32337
Biopsy Gun 12734
7-Dual Lumen,Ureteral Catheter- Class lla 34926

UDEM Uluslararast Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S.
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak} No:10 Umitk&y — Cankaya — ANKARA
T:03124430390 F:03124430376 info@udemitd.com.tr www.udem.com.tr Auditing Training Cénire Industry

Sayfal/1 and Trade Inc. Co.
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Annex to the EC Certificate No. 5126

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class Il a (non-active):

i

il \\'II
N
(i

Class | MD-Code GMDN Brand/ variants/ item code group
lla MD0101 37148 Laparoscopic sleeve EcoFlex Mod
FlowSys Tube
MIS (Minimal Invasive Surgery) 1298-Series (i
Systems: 1295-Series ',,'||'|
1288-Series .'I',"}
1000-Series .
lla MD0101 45342 Laparoscopic trocar EcoBalloon RA(-S)
MDS7006 sleeve anchor EcoBalloon URO(-S)
EcoBalloon SB
Balloon Systems for fixation; MonoBalloon RA(-S)
1285-series modular disposable | MonoBalloon URO(-S)
and 1283-/ 1284-Series fully MonoBalloon SB
disposable VarioBalloon RA(-
VarioBalloon =
VarioBal
Mo
lla MD0101 45342 Laparoscopic
sleeve anchor
Modular Tr ation abdemin
lla MD0101 37148 L ocaTee
Mod Relisable-guide tube for-trecar sleeve
/ 287566
lla MDO0101 s /-
lla MD0101
MDS7006 |/,
lla MD0101 145597 Trocal caTe
reducer cersleeve
__e'tr
Modular reusable system: —
Reusable valve top Z
lla MDO0101 37148 Laparoscopic sleeve
MDS7006 7
Modular disposable systems TrocaSys SLEEVE

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
lla MDO0101 42412 Laparoscopic TrocaSys:
MDS7006 trocar/sleeve TrocaSys SHIELD
TrocaSys PYRAMID
Modular disposable systems TrocaSys BLUNT

TrocaSys PROTECT
TrocaSys HASSON
TrocaSys VIEW
TrocaSys Double Kit
TrocaSys Triple Kit
TrocaSys Duo PROTECTTroca
SHIELD

TrocaSys Duo PYRAMID
TrocaSys Duo BLUNT

1289-series
lla MDO0101 42412 Laparoscopic 1282-Series
MDS7006 trocar/sleeve

MultiPort P

lla MDO0101 16833 Bone marrow biopsy
MDS7006 procedure kit

Cannula-trocar-syst
biopsy of bone
Marrow
lla MD0101 niration needle
MDS7006

——
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T
e

—
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oy ey
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T
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——————
o >3
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lla MD0101
MDS700

( edicated /fi
lla MD0101 546 N ' UniPles I,
MDS7006 esthes /// 7

R
N
N

X
NN

\

N
\

}’_}'}.‘:?ﬁ}}d-“ =2,
I MDO0101 1 e-block sh SonoTAP
: MDS7006 i 7 S onoTAP NRF

61546 Nerve-ldcating

lla MDO0101 ‘SonoLong NanoLine
MDS7006 anaesthesia needle ‘| SonoLong NanoLine Tuohy
7 SonoLong NanoLine NRFit™
Needles for peripheral nerve SonolLong NanoLine Tuohy NRFit™
block and catheter placement PlexoLong NanoLine
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Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
lla MD0101 45018 Non-implantable needle IntroDucer
MDS7006 guide, single-use Initial Puncture needle/ Pravaz
Introducer 2.G
Needles/ trocars for needle- Introducer SONO
through-needle/ catheter- Introducer NRFit®
through-needle and initial GCS Guidance Instrument GLOA
puncture TIPPS-Placement needle
lla MDO0101 45018 Non-implantable needle DeltaCut Trocar/ Coaxial Sleeve
MDS7006 guide, single-use PrimoCut Trocar/ Coaxial Sleeve ,
CoreCut Trocar/ Coaxial Sleeve ///3
Trocars for biopsy system ///I ;;f;////

lla MDO0101 58865 Vascular catheter Vascular Sono
MDS7006 introduction kit, non-steerable Tsui E-IV

Needle/ kit for placement of
central venous catheter

<

lla MDO0101 45018 Non-implantable needle Split ¢
MDS7006 guide, single-use In
Needles/ trocars for %
tunnelisation (e. g. of a
lla MDO0101 46801 Subcutaneo

MDS7006 tunneler, single-

Needles/ t
tunnelisati

=
= =
—_— =
——

N
N

lla | MDO101
h
i
}ilhl‘;i‘:i‘v
R,
lla | MD0101 / - ff;jﬁ;}!}‘ﬁ‘,‘i
1AL ] f LHW
MDS7006 I
N
/ ] agents R
MDS700 ' 77 00

AR

N
- §§\
AR
R
N
N
N

N\
\
\
N
N

TS
07

N\

’ff};‘/ Lo j

/4
e

lla MDO0102

pheumoy
reusable -

Veress-Needle-System
reusable System and reusab
insufflation body for reusable
modular system :

lla MD0102 46669 Breast ductography | Galactography kit
MDS7006 cannula
lla MDO0102 33961 General surgical T-Pex Anchoring kit
MDS7006 procedure kit, non-medicated,
single-use

Customized Procedure Kit for
common hospital use

lla MDO0102 33069 Brachytherapy needle DeltaSeed
MDS7006 DeltaFix
Needle for Seed placement and
implantation
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Annex to the EC Certificate No. 51268-1 -:I“‘

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
lla MD0102 47714 Subdermal needle Bo-Inject-Series: Bo-Nanolnject
MDS7006 Electrode Bo-Inject-Series: Bo-Sonolnject _
Bo-Inject-Series: Stimulation-Cable for
Needles for injection of needle, Accessory '
Botulinumtoxin
lla MDO0102 45130 Tissue extraction bag Resection Bag
MDS7006
lla MDO0102 58742 Wound drainage bag MultiPort Bag
MDS7006
lla MDO0102 35824 Closed-wound drainage Quadrain F10
MDS7006 kit, general-purpose Quadrain F12 //// //////
Quadrain F15 //
lla MD0102 10817 Pleural drainage system | Pleura Puncturing Kit /////////////////
MDS7006
lla MDO0102 46328 Simple Insufflation can
MDS7006 pneumoperitoneum needle
Veress-Needle-Systems, semi-
Reusable
lla MDO0102 46329 Spring-loaded
MDS7006 pneumoperitoneum ne
reusable /
Veress-Nee
reusable, i A //
lla MD0102 ge i i
MDS7006
lla MD0102
MDS7006
lla MD0102
MDS7006
lla MD0102
MDS7006
lla MD 0102 |
MDS7006
lla MDO0105
MDS7006
lla MD0106 60417 Surgical in
cleaning adaptor
la MDO0106 47829 Surgical instrument
handle o
Handles for Suction-Irrigation | FlowSys ACCESS
Systems : ‘Valve Handle
Pistol Handle
FlowSys Ergo
lla MDO0106 12291 Rigid optical 502-series

Laparoscope

Optical Endoscopes/
Laparoscopes

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

il
|;":I|II;':I

"fx

Class | MD-Code GMDN Brand/ variants/ item code group
lla MDO0106 44794 Surgical balloon dissector | Eco Balloon DIL |
MDS7006 EcoBalloon DIL-XL i
Balloon Systems for distension, EcoBalloon DIL-BI
1285-series modular disposable
and 1284-Series fully disposable | MonoBalloon DIL |
MonoBalloon DIL-XL -I.'J',|'|',||
MonoBalloon DIL-BI i
lla MD0204 40808 Implantable lesion MammalLoc SONO i
MDS7006 localization marker Mammalocalization Kit
Mammography Localisation-
Puncturing-kit

Class Il a (active):

w

0

Class | MD-Code GMDN Brand
lla MD1103 35723 Nerve-locating system,
battery-powered i
Nerve stimulator for
muscle localizati
lla MD1104
MDS7006 / il
/ / i
lla MD1104 2 ;
I
L
."udl/f i
”||||,'I|'|; .l'l'."r]
|'|".".".".f'fx. /f; ]
|!|||||'“”'|I'f:e’,f{x/
||;||I.'| !.é,/
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Annex to the EC Certificate No. 51268-1

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class Il b (non-active):

Class | MD-Code GMDN Brand/ variants/ item code group

IIb MDO0101 46383 Nerve-locating PlexoLong f
MDS7006 anaesthesia kit, continuous- PlexoLong SONO NanoLine acc. Meier || |
administration PlexoLong NanoLine JAnmS
PlexoLong NanoLine acc. Meier I _"|,'nn
Pre-Assembled Procedure Kit PlexoLong Seldinger ';.I i
for peripheral Nerve Block with/ | SonoLong Sono NanoLine ) i H
without stimulation SonolLong Echo NanoLine (incl. 3

SonoLong Sono NanoLine NRF
SonolLong Echo NanoLin %/4//‘- 3 ,/

LR /)

USaCeE st

i,
)
SonoLong Curl Echo (incl /-//f//f’
[®

NS

IIb MD0101
MDS7006

.-’,:'fﬂ :.‘ »::; e .'.,, ng
o | MDO1OZ {i :

IIb MDO101 | |
MDS7006

llb MD0101 47191 Anaesthesi
MDS7006 catheteriza_tio_n ;kit'i

- —

ong SONO-Series (420, 420T, 5
'500T, 600, 600T, 900, 900T)
~|"InfiltraLong TUN-series (420T, 500T,

| 600T, 700T, 900T)

InfiltraLong DUO-Series

InfiltraLong Forte-series

Fuser Pump Kit-Series (500, 600, 700,
900)

FuserPump Forte series

InfiltraLong- NRFit® Series (900, 900T, 400,
400T, 420, 410T, 500, 500T, 600, 600T,
700, 700T)

InfiltraLong SONO- NRFit®-Series (420,
420T, 500, 500T, 600, 600T, 900, 900T)

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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Annex to the EC Certificate No. 5126

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:
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Class | MD-Code GMDN Brand/ variants/ item code group _
InfiltraLong TUN- NRFit®-series (420T,
500T, 600T, 700T, 900T)

InfiltraLong DUO- NRFit®-Series
Fuser Pump Kit- NRFit®-Series (500, 600,
700, 900) il
FuserPump Forte NRFit®-series |
IIb MD0101 47191 Anaesthesia conduction FASCIA ILIACA Block .
MDS7006 catheterization kit Rectus Sheath Block y I ,.
SonoTAP Dual Katheter Set 7 | }
Pre-assembled Procedure Kit for
peripheral Nerve Block //
IIb MDO0101 16430 Anaesthesia conduction PlexoLong Cath
MDS7006 catheter StimuLong Cath
Plexus Cath
Peripheral catheters for SonoLong CurtECHO Catl
continuous anaesthesia and Perip
analgesia (;, :'G/ .
sy
ot s it o8
IIb MDO0102 16472 Cement disp tfor Cemento-relisable-Gup
MDS7006 orthopaedic W(("u & quin
1385=5¢efrle
Systems/ GM
injectio ;
cyphoy
IIb MD0102 47737-Orthopaedie
MDS7006 i : /
Dispos .Ia/' 8¢
b MD0106 |
MDS7006 |

N
N

NN
N
N
NN
NN
NN

Class 1l b (active):

N
NN
\\\

Class | MD-Code Brand/ variants/ item code group
Iib MD 0102 58739 - Radio-frequency | F Jeedle 2
MDS7006 | || ABiAben s proecaniiia AORE Z

single-use e/ cannula
Thermolesion needlés:,f cénnu_l_a
and trocars for RF-Ablation

IIb MD1104 33596 Endoscopic ~ | FlowTube HF

electrosurgical

coagulator/cutter, unipolar,
reusable

Modular HF/SI-System: Rod,
Handle, tube, figure

FlowTube HF-C
FlowTube HF RET
FlowTube HF-C RET
Handle HF

Handle HF-C
J-Hook

Right Angle (90°)
45° angle

Needle

Spatula

Ballpoint

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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Annex to the EC Certificate No. 51268

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
Conical
1299-Series
2000-series (standalone, integrated
handle)
IIb MD1104 35732 Rigid endotherapy biopsy | ErgoForceps
forceps, reusable ErgoTop
biopsy punch, serration
Modular HF/SI-System: Rod, biopsy punch
Handle, tube, figure biopsy punch, spoon shaped
Biopsy spoon forceps with fixati
Biopsy punch, spoon shaped
Biopsy Kit
1292-Series
IIb MD1104 35080 Laparoscopic grasping ErgoForceps \
forceps ErgoClamp |
ErgoTop 'l
Modular HF/SI-System: Rod, BABC 0} | ll‘” “\
Handle, tube, figure |}|I
MONTGOMERY
oo i
e i
Mult D‘-’vﬂ‘: RYLAND ‘l’l |
J W _‘f,i
i o
DO 'f 4HN /‘;f’
Seseri /f;f:
.%; 7 %};l}l Wi
e""f;, s /t‘f’f ]
At ﬁ;’!’,’!";’ iy iy
ORTOR G
o S, i
NVHXTE l’;l’;.l ‘l,
LS i i
i )
72 ﬁW”ﬂ 7, i
M D-ENDOCEHINCF ;}’;:{ﬁf’lﬁ{/]’,’,&"’[ ;’;"ﬁ'
i 00
RETRATS) )
DUCKBIL ff;/f_,ripr;r///// 7277
‘.%’r MonoTip 7 ///////
IIb MD1104 noTip MARY
b MD1104 37148 Laparoscopic sle T
747 owTube HF-C
HF and Sl Systems: 1299-Series
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Annex to the EC Certificate No. 51268-

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class

MD-Code

GMDN

Brand/ variants/ item code group

b

MD1104

38727 General-purpose surgical

scissors, reusable

Modular HF/SI-System: Rod,

Handle, tube, figure

MultiTip METZENBAUM (M, L, S, P)
ErgoScissors
ErgoTop

Dissection SCISSORS curved/ straigh
Dissection SCISSORS METZENBAU
Hook Type SCISSORS

Hooked Scissors METZEMBAUM
Micro Scissors curved/ straight
Peritoneal Scissors curved/ strai
Fine Serration Curved
Surgical scissors
Wondercut
Metzenbaum Soft
Surgical Spoon
Scissor Kit
1292-Seri

b

MD1104

38727 General-purpose surgical

scissors, reusable

Modular HF/SI-Syst

b

MD1104
MDS7006

MOnG P T CERE I
z*"?v;:g? 'il":‘ '
%f/

b

MD1104
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b

MD1104 |

ErgoNeedle
M-;ﬁr Holder Ki

series
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
IIb MD1104 47829 Surgical instrument EcoGrip Mod
handle ErgoFlex

ErgoGrip
Handles for Suction-Irrigation/ EcoFlex
HF-Systems EcoGrip

EcoGrip-M

EcoGrip-F

FlowSys Eco HF
FlowSys Ergo HF
FlowSys Twin HF
FlowSys HF
TipRatchet
TipHandle

Pistol Handle
Lever Valve
Valve Hand|
Trump

D

b MD1104
IIb MD1104 {
b MD1104

L

’H; / ’:’.
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Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class lll:

Class

MD-Code

| GMDN

| Brand or item code group

Cannulas for regional anaesthesia at the central nervous system
(epidural, spinal, combined spinal-epidural (CSE))

MDO0101 58293 - Epidural needle, non- Tuohy IIIII|'|| |
MDS7006 threaded Tuohy SONO "}'{""" J
Tuohy SURETY® fﬁ/ﬁiﬁ’ i ")ljl |

Tuohy NRFit® |
Tuohy NanoLine
SPROTTE SPECIAL

SPROTTE® SPECIAL N

i
7

35212 - Spinal needle, single-
use

"M;‘r:?’.@

SPROTTE® STANDARD
SPROTTE® Curved

SPROTTE® Tapered
A
Spinal needle for anaesthesia/ SPROT RFit®
analgesia conduction and SPRO 4&:3/_;&:‘3"{5///
lumbar puncture SPR 33,.'3

-of-q'nm ARD2,C

Cannulas for lumbar puncture and myelography at

\}
Rt il
MDO0101 = ; 1l
W A
MDS7006 o STANDA M
Soie ,W" / il

-
o
-
S

-
S
S,

Sy

, A

A i CoG HHHHIN ‘;il' 3
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Annex to the EC Certificate No. 51268-

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

1] Kits for regional anaesthesia contacting the central nervous system

for continuous epidural
Anaesthesia

MD0101 34842 - Epidural anaesthesia EpiLong
MDS7006 kit, non-medicated EpiLong |
EpiLong Il
Pre-Assembled Procedure Kit EpiLong Soft

EpiLong Soft Sono
StimuLong Sono Tsui
Tuohy NRFit®
EpiLong NRFit®
EpiLong SURETY®

34842 - Epidural anaesthesia
kit, non-medicated

Customized Procedure Kit for
continuous epidural Anaesthesia

001151-Series
021151-Series
0431157-Series
061151-Series
071151-Series

46308 - Epidural/ intrathecal
anaesthesia kit

Pre-Assembled
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

1] Cannulas, Special cannulas and treatment units for navigated and manual brain biopsy
MD0101 38563 Brain biopsy procedure BrainPro
MDS7006 kit DBZ Sedan

BrainPro Access

Cannula system for stereotactic
and navigated brain biopsy

o
Al

For the placing on the market of class Il devices covered by this certificate an EC desig
certificate according to directive 93/42/EEC annex Il (4) is required.
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Ruth Delbdck-Bayer
DEKRA Certification GmbH, Stuttgart, 2018-03-20
Notified Body ID-number: 0124
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CE kokybés uztikrinimo sertifikatas

Pagal 93/42/EEC Direktyvos
I1 Prieda iSskyrus 4 skirsnij

Europos sajungos notifikuota jstaiga DEKRA Certification GmbH
patvirtina, kad gamintojo

PAJUNK GmbH Medizintechnologie
Karl-Hall-Strasse 1 — 78187 Geisingen, Vokietija

Medicinos tikslais taiko kokybeés uzZtikrinimo sistemg pagal Direktyvos 93/42 / EEB II prieda prietaisams, kurie
yra i§vardinti preide. Patvirtinimas grindZiamas pakartotinio sertifikavimo audito ataskaitos Nr.51268-Z3-00,
sprendimas priimtas 2018-03-20 ir galioja tik sékmingai vykdant metinius preizitiros auditus.

Sertifikatas galioja nuo 2018 03 22 iki 2023 03 22

Registracijos numeris: 51268-16-02

/ParaSas/
Dekra Certification GmbH
Stuttgart, 201-03-22

Notifikuotas jstaigos nr: 0124



CE sertifikato Nr. 51268-16-02 priedas

Patikrinimy skaicius:0

Galioja: nuo 2018-03-22 iki 2023-03-21
I sertifikatg jtrauktos preimonés / priemoniy ketegorijos:

Klas¢ | MD-kodas GMDN Pavadinimas / variantai / elemento
kody grupé
la MDO0101 42412 Laparoskopiné rankové/ trokaras TrocaSys:
MDS7006 Modulinés vienakrtinés sistemos TrocaSys SHIELD
TrocaSys PYRAMID
TrocaSys BLUNT
TrocaSys PROTECT
TrocaSys HASSON
TrocaSys VIEW
TrocaSys Double Kit
TrocaSys Triple Kit
TrocaSys Duo PROTECTTrocaSys Duo
SHIELD
TrocaSys Duo PYRAMID
TrocaSys Duo BLUNT
1289-series
la MDS0101 42412 Laparoskopiné rankové/ trokaras 1282-Series
MDS7006 MultiPort PROTECT
MultiPort VIEW
MultiPort CAP
la MDO0101 16833 Kauly ¢iulpy biopsijos procediiry rinkinys TrokaBone
MDS7006 Kaniulés-trokaro sistema kauly ir kauly ¢iulpy TrokaBone Sternal
biopsijai TrokaCut
lla MDO0101 35886 Aspiraciné adata, vienkartiné Nusmailintos adatos
MDS7006 Aspiracinés ir injekcinés adatos bendram -Chiba
ligoninés naudojimui -Chiba Sono
Dual Cannula System
Triple Cannula Systems
PTC
lla MDO0101 47540 minksty audiniy biopsinés adatos, DeltaCut adatos
MDS7006 vienkartinés
Adatos biopsijai ir aspiracijai
lla MDO0101 16835 Minksty audiniy biopsijos procediiros Dr. Steinhoff rinkinys
MDS7006 rinkinys,
Ne medicininis
lla MDO0101 61546 Nervy lokalizacinés anestezinés adatos UniPlex
MDS7006 Adatos periferinei nervy blokadai UniPlex NanoLine
KombiPlex B
UniPlex NanoLine SURETY®
SonoPlex STIM
SonoPlex STIM SURETY®
lla MDO0101 61547 Nervy blokados astrios adatos SonoTAP
MDS7006 Adatos periferinei nervy blokadai SonoTAP NRFit
SonoBlock
Multilnject
Multilnject Sono
SonoMSK
la MDO0101 61546 Nervy lokalizacinés anestezinés adatos SonoLong NanoLine
MDS7006 Adata periferinei nervy blokadai su kateteriu SonoLong NanoLine Tuohy

SonoLong NanoLine NRFit™
SonoLong NanoLine Tuohy NRFit™
PlexoLong NanoL.ine

Puslapis 2 i§ 13




Certification. Medical Only. '. _

EC-Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Primed Halberstadt Medizintechnik GmbH
Strafle des 20. Juli 1

38820 Halberstadt

Germany

has introduced, applies and maintains a Quality Assurance System
for the products / product categories:

Medical devices as per attachment 1

The compliance of the Quality Assurance System with the below mentioned
requirements of the Council Directive 93/42/EEC was verified by an audit:

Annex Il excluding section 4

This certificate is valid from 01 April 2016 until 31 March 2021

Report No.: 0521FS28F
Process No.: QS5 -0521
Certificate No.: 0521GB410160331

Hamburg/ 81 Maych 2016 MEDCERT Identification No.: 0482
. ye ¥ . Benanntdurch/Designated by
. . ;
>~ ‘_ w Z?_ntglslelled Sei La::}dfzr i
3 - & ur Gesunaneillsscnul =B
N === bei Arzneimilieln und 3
w K Medizinprodukten E

¥ MEDCERT Certification Body

* *
oy K ZLG-BS-237.10.15
(Markus Bianchi) *x




| Certification. Medical Only. |

Attachment 1
EC-Certificate of Conformity
QS - 0521

This attachment is valid only in connection with certificate No: 0521GB410160331

e Sets for autologous transfusion

e Bacterial-and viral filters

e Brachytherapy catheters

e Brachytherapy needles with goldmarker

« Disinfectants

e 3-way stopcocks

» Feeding tubes, tubes for small intestine and suction catheters
o Loops

¢ Intra uterine pessaries (IUP)

e Artificial noses (HME) with O2-connector and their accessories
* Nasal splints

¢ Ventilation tubes

o Pessaries

¢ Pump tubing systems and their accessories
* Redon-systems

¢« Oxygene cannulas

¢ Fecal management systems

e Thoracic and trocar catheters

¢ Tracheostomy cannulas and stents

» Transfusion devices for blood bags

e Urine drainage systems

Hamburg, 31 March 2016

* MEDCERF-€ertification Body
(Markus Bianchi)

LW R y¢ ., Benannl durch/Designated by
* i

b ¢ 4 Zentralstelle der Lander &
. R . fur Gesundheitsschutz &
Ea——— X bei Arzneimitteln und 3
W, . Medizinproduklen g
w L X
Koy X ZLG-BS-237.10.15




MED/CERT
CE Sertifikatas

Notifikuojanti jstaiga

MEDCERT Zertifizierungs- und Priifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburgas — VVokietija

patvirtina, kad

Primed Halberstadt Medizintechnik GmbH
Straf3e des 20. juli 1 — 38820 Halberestadt
Vokietija

1diege ir pritaiko Kokybés valdymo sistema,
susijusia su medicinos priemoniy atitikimu metrologiniams reikalavimams
Siems produktams/produkty kategorijoms:

Zr. Priede
Auditas patvirtino kokybés valdymo sistemos atitikimag

Medicinos priemoniy direktyvos 93/42/EEC
II Priedui, iSkyrus 4 skirsnj

Sertifikatu tikimasi, kad jmoné¢ pritaiko ir laikosi Kokybés valdymo sistemos pagal minétajj prieda.

v —

Sis sertifikatas galioja iki 2021 m. kovo 31 d. Proceso Nr. QS - 0521
Hamburgas, 2016 m. Kovo 31 d. Sertifikato Nr.: 0521 GB410160331
MEDCERT identifikacijos Nr.: 0482

/Parasas/
MEDCERT sertifikavimo institucija
(Markus Bianchi)



MED/CERT
Priedas
Prie CE atitikties sertifikato
QS-0521

Sis priedas galioja tik kartu su sertifikatu nr.: 0521 GB410160331
Rinkiniai autologinei transfuzijai
Anti-bakteriniai/-virusiniai filtrai
Brachiterapiniai kateteriai
Brachiterapinés adatos su auksinémis Zymomis
Dezinfekantai
Trijuy kryp¢iu kraneliai
Maitinimo vamzdeliai, vamzdeliai plonosioms Zarnoms, atsiurbimo kateteriai
Kilpos
Dirbtinés nosys su O2 konektoriumi ir ju priedai
Nazaliniai jtvarai
Ventiliaciniai vamzdeliai
Pesarai
Pumpavimo vamzdeliy sistemos ir juy priedai
Redon sistemos
Deguonies kaniulés
ISmaty surinkimo sistemos
Kritininiai ir troakariniai kateteriai
Tracheostominés kaniulés ir stentai
Tranfuziniai prietaisai kraujo maiSeliams
Slapimo drenavimo sistemos

Hamburg, 2016 m. kovo 31 d.

/parasas/

Medcert Sertifikavimo jmoné

Markus B

ianchi



D DEKRA

EC CERTIFICATE

Number: 93928CE01

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex Il excluding (4)

(Devices in Class lla, llb or 1l1)

Manufacturer:

Nutricia Medical Devices B.V.

Schiphol Boulevard 261
1118 BH Schiphol Airport
The Netherlands

For the product category(ies)
Enteral feeding pumps and accessories

DEKRA grants the right to use the EC Notified Body Identification Number illusirated below to accompany
the CE Marking of Conformity on the products concerned conforming/1o'the required Technlcal
Documentation and meeting the provisions-of the EC-Directive which apply to them _

0344

Documents, that form the basis of this certificate:
Certification Notice 93928CN, initially dated 1 July 1999
Addendum, initially dated 2'December 2002

DEKRA hereby declares that the above mentioned' manufacturer fuffils the’relevant provisions,/of/Besluit Medische
Hulpmiddelen', the Dutch transposition of the' Council Directive/93/42/EEC/of June/14, 1993/ concerning Medical
devices, including all subsequent amendments. The manufacturer has'impleémented/a quality assurance system for
design, manufacture and final inspection for the above' mentioned product category in/accordance to the provisions of
Annex Il of Council Directive 93/42/EEC of June 14, 1993 and is/subject to'periodical surveillance: For placing on the
market of Class lll devices an additional EC design examination certificate according to’/Annex |l (4) is'mandatory.
The necessary information related to the quality management system of the manufacturer, including facilities'and the
reference to the relevant documentation, of the products concerned and the assessments performed, are stated in the
Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: 1 September 2022
Issued for the first time: 1 July 1999
Reissued: 18 September 2017

DEKRA Certification B.V.

4,
drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

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




D DEKRA

ADDENDUM

Belonging to certificate: 93928CE01 11

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Enteral feeding pumps and accessories

Issued to:

Nutricia Medical Devices B.V.

Schiphol Boulevard 261
1118 BH Schiphol Airport
The Netherlands

This certificate covers the following product categories:
Enteral feeding pumps and accessories:

Nurse Call Interface
- Flocare® Infinity™ Nurse Call
- Flocare® Infinity™ Data Cable

Flocare® Infinity™ enteral feeding pumps
- Flocare® Infinity™ +

- Flocare® Infinity™ |l

- Flocare® Infinity™ France

- Flocare® Infinity™ |l

Initial date: 2 December 2002
Revision date: 11 June 2018

DEKRA Certification B.V.

4,
drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

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




Sertifikatas
Numeris: 93928CE01

CE ATITIKTIES ZENKLAS
MEDICINOS PRIETAISAMS

ISduotas:

Nutricia Medical Devices B.V.
Schiphol Boulevard 261

1118 BH Schiphol Airport
Nyderlandai

Produkty kategorijai:
llgalaikio naudojimo kateteriai enteriniam maitinimui

DEKRA suteikia teis¢ naudoti EC identifikacijos numerj iliustrutg Zemiau, kartu su CE atitikties zyméjimu
ant produkty atitinkanciy reikalaujamg Techning Dokumentacijg bei jiems taikomas EC Direktyvos
nuostatas:

0344

Dokumentai, kuria sukuria pagrindg Siam sertifikatui:

Sertifikavimo praneSimas 93928CN, pirma data Liepos 1, 1999

Priedas, pirma data Gruodzio 2, 2002

DEKRA deklaruoja, kad auks¢iau minétas gamintojas iSpildo atitinkamas ,,Besluit Medische Hulpmiddelen*
nuostatas, kurios yra 1993 m. liepos 14 d. Tarybos Direktyvos 93/42/EEB dél medicinos prietaisy
perkélimas. Su visais vélesniais pakeitimais, ir auk$¢iau minétai produkty kategorijai, produkcijos kokybés
uztikrinimo atitikimas yra iSdéstytas Direktyvos 93/42/EEB 11 Priede ir yra periodiskai tikrinamas. | rinka
jvedant III Klasés prekes reikalingas papildomas CE sertifikatas II Priedo (4). Reikalinga informacija bei
nuorodos ] atitinkama dokumentacija, susijusiy produkty ir atlikty vertinimy, yra nurodytos Sertifikavimo
pranesime, kuris integruota Sio sertifikato dalis.

Sertifikato galiojimo data: Rugséjo 1, 2022
Sertifikuota pirmq kartq: Liepos 1, 1999
Sertifikato jsigaliojimo data: Rugséjo 18, 2017

DEKRA Certification B.V.

/Parasas/ /Parasas/

drs. G. J. Zoetbrood ing. A. A. M. Laan
Vykdantysis Direktorius Sertifikavimo Vadybininkas



PRIEDAS
Priklausantis sertifikatui: 93928CE01

CE ATITIKTIES ZENKLAS
MEDICINOS PRIETAISAMS

Enterinio maitinimo pompos ir priedai
ISduotas:

Nutricia Medical Devices B.V.
Schiphol Boulevard 261

1118 BH Schiphol Airport
Olandija

Sertifikatas apima Siuos produkty kategorijas:
Enterinio maitinimo pompos ir priedai:

Slaugytojy kvietimo sistema
— Focare Infinity Nurse Call
— Flocare Infinity Data Cable

Flocare Infinity Enterininio maitinimo pompos
— Flocare Infinity +
— Flocare Infinity I
— Flocare Infinity France
— Flocare Infinity 111

Pirma data: Gruodzio 2, 2002
Revizijos data: Liepos 11, 2018

DEKRA Certification B.V.
/Parasas/

drs. G. J. Zoetbrood
Vykdantysis Direktorius

/Parasas/
ing. A. A. M. Laan
Sertifikavimo Vadybininkas



Certificate of Registration

i

C€

Application of Council Directive 93/42/EEC as updated directive 2007/47/EC for Class I
Medical Devices
This is certifying that the products submitted are:

SURGICAL AND DENTAL, CLASS I MEDICAL DEVICES
(Re-useable, non-powered and do not penetrate into the body)

Registration No. DCS/9155577

Manufactured By:

CHAMPION SURGICAL CO.
Pacca Garrha, P.O. Box: 2885, Sialkot-Pakistan

Comply with the applicable requirements of the Directive 93/42/EEC as updated directive
2007/47/EC for Class I Medical Devices

The Technical file of the products have been assessed according to the procedure of
Conformity Assessment described in the Module A, Annexure VII.
Limitations:
The manufacturer must inform DCS of any substantial changes occurred in the

Product or process in order to examine whether this certificate remains valid.

CHAIRMAN SCHEME MANAGER

Certificate Issue Date: June 21,2019 7 Certificate Expiry Date: June 20, 2029
This Certificate of Registration is granted subject to the Regulations approved by the Board




93/42/EEB Tarybos Direktyvos paraiska pagal 2007/47/EB atnaujinta direktyva I klasés medicinos
priemonéms

Siuo sertifikatu patvirtiname, kad produktai:

I KLASES CHIRURGINES IR STOMATOLOGINES MEDICINOS PRIEMONES

(Daugkartinio naudojimo, bepudrés ir nejsigeriancios i kiing)

Registracijos Nr. DCS/9155577

Pagaminti:

CHAMPION SURGICAL CO.

Pacca Garrha, P.O. box: 2885, Sialkot-Pakistanas

Sutinka su atitinkamais 93/42/EEB Direktyvos reikalavimais pagal Sertifikavimo atestavimo
procediira, apibudinta A modulyje, VII priede.
ISlygos:

Gamintojas turi informuoti DCS apie esminius pasikeitimus, atsiradusius produkte ar gamybos

procese, kad biity istirta, ar Sis sertifikatas lieka galioti.

PIRMININKAS PROJEKTU VADOVAS
/parasas/ /parasas/
Sertifikatas iSleistas: 2019 m. birzelio 21 d. Sertifikatas galioja iki: 2029 m. birzelio 20 d.

Sis registravimo sertifikatas yra isleistas atsizvelgiant j Tarybos pripaZintas nuostatas.



D DEKRA

EC CERTIFICATE

Number: 2126204CEO1

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex Il excluding (4)

(Devices in Class lla, IIb or Ill and Devices in Class | in sterile conditions and sterilised systems or
procedure packs)

Manufacturer:

PLAN 1 HEALTH S.R.L.

Via Solari 5
33020 Amaro (UD)
Italy

For the product category(ies)
Implantable Access Systems and associated Introducer Sets, mvaswe Drug Dellvery
Devices for Administration of Pain Medication /

DEKRA grants the right to use the EC Notified Body Identification Numbe'r'illustra'ted bélow to;accompany
the CE Marking of Conformity on the products concerned conforming to/the/ reqwred Technical
Documentation and meeting the provisions of the EC Directive WhICh apply to them

0344

Documents, that form the basis of this certificate: ' 11111/
Certification Notice 2126204CN; initially dated 4 /August 2009/,
Addendum, initially dated 4 April 2016

DEKRA hereby declares that the above mentioned manufacturer fulfils'the relevant/provisions’ of 'Besluit Medische
Hulpmiddelen', the Dutch transposition of the Council Directive 93/42/EEC of June 14,1993 concerning Medical
devices, including all subsequent amendments. The manufacturer/has implemented a/quality assurance system for
design, manufacture and final inspection, that covers the aspects of manufacture/concerned with securing and
maintaining sterile conditions, for the above mentioned product category/in accordance to'the provisions of Annex'I|
Council Directive 93/42/EEC of June 14, 1993 and is subject to periodical surveillance. For placing on the market of
Class lll devices an additional EC design examination certificate according to’Annex Il (4)/is mandatory.

The necessary information related to the quality management system of the manufacturer, including facilities and the
reference to the relevant documentation, of the products concerned and the assessments performed, are stated in the
Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: 1 December 2022
Issued for the first time: 4 August 2009
Reissued: 15 January 2018

DEKRA Certification B.V.

4,
drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

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




D DEKRA

ADDENDUM

Belonging to certificate: 2126204CEO01 11

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Implantable Access Systems and associated Introducer Sets, invasive Drug Delivery Devices for
Administration of Pain Medication

Issued to:

PLAN 1 HEALTH S.R.L.

Via Solari 5
33020 Amaro (UD)
Italy

This certificate covers the following product(s):

Implantable Access Port System (Venous‘and Splnal) (Class Ay,

Implantable Central Venous Catheter System, peripherally mserted (Class III)
Implantable Access Port System Arterial (Class’1Ib)
PAINfusor Catheter (Class lla) - / /]
Accessories for Delivery Systems (including/Huber Needles nony lnvaswe components lnfu3|on line) (Class lla and

Ist)
*  Accessories for HealthPICC Catheter (includes/HealthPICC Introducer Set midline/mézzo, components like Peel+
away Needle) (Class lla and Ist)

Initial date: 4 April 2016
Revision date: 11 July 2016

DEKRA Certification B.V.

4,
drs. G.J. Zoetbrood ing. A.A.M. Laan
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

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

EC Certificate - Full Quality Assurance System

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

No. CE 511137

Issued To: Arrow International, Inc.
(subsidiary of Teleflex, Incorporated)
2400 Bernville Road
Reading
Pennsylvania
19605
USA

In respect of:

See certificate scope page.

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):

Frank Lee, EMEA Compliance & Risk Director

First Issued: 18 October 2006 Date: 13 October 2016 Expiry Date: 17 October 2021

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. 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.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.

Certificate No: CE 511137

,AMWM
By Royal Charter

Certificate Scope:

The design, development and manufacture of ARROWg-+ard Blue Plus Central Venous
Catheters (CVC); Arrowg+ard Blue CVCs, hemodialysis catheters and Percutaneous Sheath
Introducers (PSI); non-coated CVC, PSI, hemodialysis catheters, Peripherally Inserted
Central Catheters (PICCs), thermodilution catheters, intra-aortic balloon catheters, intra-
aortic balloon pumps, angiographic catheters, balloon wedge pressure catheters, guidewires,
anesthesia products, mid-line/peripheral vascular access catheters, Multi-Access Catheters
(MAC), drainage catheters, Pneumothorax/ Thoracentesis products, arterial catheterization
products, Percutaneous Thrombolytic Device (PTD), central catheters with Chlorag+ard
technology, sterile single-use Vascular Positioning System (VPS) convenience kits and non-
sterile Vascular Positioning System (VPS) consoles, plus components and accessories for the
above product lines; and procedure packs incorporating the above product lines.

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

First Issued: 18 October 2006 Date: 13 October 2016 Expiry Date: 17 October 2021

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. 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.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading
Pennsylvania
19605
USA
Subcontractor: Service(s) supplied
Acme Monaco Corporation Manufacture
75 Winchell Drive
New Britain
CT 06052
USA
Arrow Internacional de Chihuahua Manufacture

S.A. de C.V,, Ave Washington 3701,
Interior Circuito Industrial Alta
Tecnologia Edificio 2

Colonia Panamerica, Chihuahua,
Chihuahua

CP31200

Mexico
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading

Pennsylvania

19605

USA
Subcontractor: Service(s) supplied
Arrow Internacional de Chihuahua Manufacture

S.A. de C.V,, Ave Washington 3701,
Interior Circuito Industrial Alta
Tecnologia Edificio 40

Colonia Panamerica, Chihuahua,
Chihuahua

CP31200

Mexico

Arrow Internacional de Chihuahua Manufacture
S.A. de C.V.

Ave. Washington 3701, Edificio 4

Colonia Complejo Industrial

Las Americas

Chihuahua,

Chihuahua

CP31114

Mexico

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



{ ,-‘W ST

b .
Sl.
By Royal Charter

EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading

Pennsylvania

19605

USA

Subcontractor: Service(s) supplied

Arrow International CR, a.s. Manufacture
Jamska 2359/47

Zdar nad Sazavou

59101

Czech Republic

Arrow International CR, a.s. Manufacture
Prazska 209

50004 Hradec Kralove

Czech Republic

Arrow International, Inc. Manufacture
16 Elizabeth Drive

Chelmsford

Massachusetts 01824

USA

Arrow International, Inc. ETO Sterilization
312 Commerce Place Manufacture
Asheboro

North Carolina 27203

USA

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading

Pennsylvania

19605

USA
Subcontractor: Service(s) supplied
Arrow Interventional, Inc. Manufacture

(subsidiary of Arrow International, Inc)
9 Plymouth Street

Everett

Massachusetts 02149

USA

Brivant Ltd Manufacture
Parkmore West Business Park

Galway

Ireland

Celestica Oregon LLC Manufacture
18870 NE Riverside Parkway

Portland

OR 97230

USA

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading

Pennsylvania

19605

USA
Subcontractor: Service(s) supplied
Custom Wire Technologies, Inc. Manufacture

1123 Mineral Springs Drive
Port Washington

WI 53074

USA

Ebster s.r.o. ETO Sterilization
Priimyslova Zéna Kosikov Microbiology Service

59501 Velka Bites
Czech Republic

EPflex Feinwerktechnik GmbH Manufacture
Im Schwdllbogen 24

72581 Dettingen/Erms

Germany

Galt Medical Corp Manufacture
2220 Merritt Drive

Garland

TX 75041

USA

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.
(subsidiary of Teleflex, Incorporated)
2400 Bernville Road
Reading
Pennsylvania
19605
USA
Subcontractor: Service(s) supplied
Hudson Respiratory Care Tecate S. de R.L Manufacture
de C.V. (A Teleflex Medical Company) Packaging

Prolongacion Mision Eusebio Kino
No. 1316, Rancho El Descanso
Tecate, B.C., C.P,

21478

Mexico

Lake Region Medical Ltd. Manufacture
Butlersland

New Ross

Co. Wexford

Ireland

Lake Region Medical Manufacture
340 Lake Hazeltine Dr.

Chaska

MN 55318

USA

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading

Pennsylvania

19605

USA
Subcontractor: Service(s) supplied
NeoMetrics Inc. Manufacture
2605 Fernbrook Lane- Suite J
Plymouth
MN 55447
USA
SaFeMed spol.s.r.o. Manufacture
Trabantska 292 Packaging

19015 Praha 9/Satalice,
Czech Republic

SFM Medical Devices GmbH Manufacture
Suddeutsche Feinmechanik GmbH Packaging
BriickenstraBe 5 Sterilization
63607 Wachtersbach

Germany

Sterigenics, Inc. ETO Sterilization
10821 Withers Cove Park Drive

Charlotte

North Carolina 28278

USA

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading

Pennsylvania

19605

USA

Subcontractor: Service(s) supplied

Sterigenics ETO Sterilization
2400 Airport Road

Santa Teresa

New Mexico

88008

USA

Sterigenics ETO Sterilization
7775 South Quincy

Willowbrook

Illinois

60527

USA

Teleflex Medical Europe Ltd. Control of Sterilization
IDA Business and Technology Park EU Representative
Dublin Road, Athlone, Manufacture

Co. Westmeath

Ireland

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.
(subsidiary of Teleflex, Incorporated)
2400 Bernville Road
Reading
Pennsylvania
19605
USA
Subcontractor: Service(s) supplied
Teleflex Medical Design
3015 Carrington Mill Boulevard Regulatory Compliance
Morrisville
North Carolina 27560
USA

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading
Pennsylvania
19605
USA
Date U Action
Number

18 October 2006 First Issue
Re-issue due to extension to scope, addition of manufacturin

28 March 2007 . . h . J
locations and an alternative subcontractor for sterilization
Re-issue due to clarify previously supplied information to the
company's name at three locations and extend the scope to
cover
"Intra-Aortic Balloon Pumps."

Added Arrow at Jamska as a subcontractor.

18 May 2010 7522899 . . !
Removed Arrow International, Inc, Wyomissing Pennsylvania
from
the list of significant subcontractors.

Added Teleflex Medical as EU Representative to the list of
significant subcontractors

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. 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.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading
Pennsylvania
19605
USA
Date U Action
Number
Addition of alternative sterilization site, Sterigenics in Charlotte,
North Carolina, for production from all Arrow North America
manufacturing facilities.
Correction to add Sterigenics sterilization site in Santa Teresa,
29 September 2010 | 7572925 New Mexico that was inadvertently omitted.
Clarification of Arrow Chihuahua facility addresses. Arrow has
two
manufacturing facilities in Chihuahua, Mexico in the same office
park that were previously listed as one address
30 June 2011 7689688 Approval of new subcontractor Teleflex Medical, Ireland for

manufacture and control of sterilisation

Certificate Renewal. Removal of subcontractor Arrow
12 October 2011 7731342 Internacional de Chihuahua, Carmargo, Mexico. Clarification in
scope wording.

Scope extension to include procedure packs under Article 12.

19 k)7 20 S Updated ER representative address.

EpFlex Feinwerktechnik, Acme Monaco, Galt Medical, Lake
16 August 2012 7878198 Region Medical (USA and Ireland), Brivant and NeoMetrics added
to the list of significant subcontractors.

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. 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.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 511137
Date: 13 October 2016
Issued To: Arrow International, Inc.

(subsidiary of Teleflex, Incorporated)
2400 Bernville Road

Reading

Pennsylvania

19605

USA

Date Reference Action
Number

Ad(dition of significant subcontractors SFM and SaFeMed spol.
15 May 2013 7944946 s.r.o. Update of Arrow International de Chihuahua S.A. de C.V.
and Teleflex Medical addresses.

Arrow International (Mount Holly) removed and Arrow

(0 oEleE? Atls Sl International (Chelmsford) added to the list of subcontractors.

Hudson Respiratory Care Tecate and Teleflex Medical (North

O LS Al e Carolina) added to the list of subcontractors.

Update certificate scope to add: central catheters with
Chlorag+ard technology, and Change: "mid-line catheters" to
"mid-line/peripheral vascular access catheters". Arrow

12 August 2015 8373794 Internacional de Chihuahua (edeficio 4), and Teleflex Medical
(Morrisville) added to the list of subcontractors, and Teleflex
Medical Durham removed. Corrected Edificio 2 and 40 address
typos for these 2 ARROW International de Chihuahua facilities.

Scope extension to include the Vascular Positioning System
26 August 2015 8332115 (VPS). Introduction of Sterigenics (Willowbrook) as a significant
subcontractor.

Addition of Celestica Oregon LLC and Custom Wire Technologies,
Inc. as significant subcontractors.

13 October 2016 8562443 Certificate Renewal. Corrected EBSTER s.r.o address.

29 July 2016 8534169
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. 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.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

By Roval Charter

Nr. CE 511137
I$duota: Arrow International Inc.
(dukteriné Teleflex, Incorporated jmoné)
2400 Bernville Road
Reading
Pensilvanija
19605
JAV

Del:

Zr. Sertifikato apimties puslapyje

Atsizvelgiant | misy atlikta kokybés uZtikrinimo sistemos apzitirg pagal Tarybos direktyvos
93/42/EEC 1I priedo, iS$skyrus 4 skyriy, reikalavimus. Kokybés uZztikrinimo sistema atitinka

direktyvos keliamus reikalavimus. Norint rinkoje pardavinéti III klasés produktus, reikalingas 11
priedo 4 skyriaus sertifikatas.

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

/ParasSas/

Frank Lee, EMEA Atitikties ir rizikos direktorius
Pirmas leidimas: 2006 m. spalio 18 d. Data: 2016 m. spalio 13 d.
Galiojimo data: 2021 m. spalio 17 d.

Puslapis: 11§ 2

Sio sertifikato galiojimas yra salyginis priklausomai nuo Direktyvos reikalavimy uztikrinimo kokybés sistemoje. Sis
pritarimas negalioja visiems produktams Siame sertifikate minétos jmonés vardu, sukurtiems ir/ar pagamintiems
tre¢iosios Salies, nebent buvo atskirai sutarta su BSI.

Sis sertifikatas yra i3leistas elektronine forma ir yra apribotas sutarties salygy.
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Sertifikato Nr: CE 511137

By Roval Charter

Sertifikato apimtis:

ARROWg+ard Blue Plus centrinés kateteriy (CVC), Arrowg+ard Blue CVCs, hemodializés
kateteriy ir perkutaniniy pravedéju (PSI); nedengty CVC, PSI, hemodializés Kkateteriy,
periferiSkai jvedamu centriniy kateteriy (PICCs), termodiliuzijos kateteriy, intraaortiniuy
balioniniy Kateteriy, intraaortiniy balioniniy pompuy, angiografiniy kateteriy, balioniniy
spaudimo kateteriy, pravedéju, anestezés produkty, periferiniy kateteriy (Midline),
daugiafunkciniy kateteriu (MAC), drenaZo kateteriy, pneumotorakso/toracentezés produkty,
arterinio kateterizavimo produkty, perkutaniniy trombozés priemonés (PTD), centriniy
kateteriy su Chlorag + ard technologija, steriliy vienkartiniu kraujagysliu pozicionavimo
sistemy (VPS) rinkiniy ir nesteriliy kraujagysliu pozicionavimo sistemuy (VPS) konsoliy,
minéty produkty linijy priedy ir procediiriniy pakuoc¢iy dizaino, kiirimo ir gamybos.

Sie aspektai susije su procediiriniy pakuotiy sterilumo savybiy i§laikymu pagal Medicinos
priemoniy direktyvos 12 straipsnj.

Pirmas leidimas: 2006 m. spalio 18 d. Data: 2016 m. spalio 13 d.
Galiojimo data: 2021 m. spalio 17 d.

Puslapis: 2 is 2

Sio sertifikato galiojimas yra salyginis priklausomai nuo Direktyvos reikalavimy uztikrinimo kokybés sistemoje. Sis
pritarimas negalioja visiems produktams Siame sertifikate minétos jmonés vardu, sukurtiems ir/ar pagamintiems
treCiosios Salies, nebent buvo atskirai sutarta su BSI.

Sis sertifikatas yra i3leistas elektronine forma ir yra apribotas sutarties salygy.
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By Roval Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais SuU paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
ISleista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated imoné)

2400 Bernville Road
Reading
Pensilvanija

19605

JAV

Subrangovas

Teikiama(os) paslauga(os)

Acme monaco Corporation
75 Winchell Drive

New Britain

CT 06052

JAV

Gamyba

Arrow International de Chihuahua S.A. de C.V.
Ave Washington 3701

Interior Circuito Industrial Alta

Tecnologia Edificio 2

Colonia Panamerica, Chihuahua,

Chihuahua

CP31200

Meksika

Gamyba

Puslapis 11§ 9
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By Roval Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais SuU paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
ISleista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated imoné)

2400 Bernville Road
Reading
Pensilvanija

19605

JAV

Subrangovas

Teikiama(os) paslauga(os)

Arrow International de Chihuahua S.A. de C.V.
Ave Washington 3701

Interior Circuito Industrial Alta

Tecnologia Edificio 40

Colonia Panamerica, Chihuahua,

Chihuahua

CP31200

Meksika

Gamyba

Arrow International de Chihuahua S.A. de C.V.
Ave Washington 3701, Edificio 4

Colonia Complejo Industrial

Las Americas

Chihuahua,

Chihuahua

CP31114

Meksika

Gamyba

Puslapis 218 9



bsi.
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CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais SuU paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr.

CE 511137

Data: 2016 m. spalio 13 d.
ISleista: Arrow International, Inc.
(dukteriné Teleflex, Incorporated imoné)
2400 Bernville Road
Reading
Pensilvanija
19605
JAV
Subrangovas Teikiama(os) paslauga(os)
Arrow International, CR, a.s. Gamyba
Jamska 2359/47
Zdar nad Sazavou
59101
Cekijos respublika
Arrow International CR, a.s. Gamyba
Prazska 209
50004 Hradec Kralove
Cekijos respublika

Arrow International, Inc.

16 Elizabeth Drive
Chelmsford
Masaciusesas 01824
JAV

Gamyba

Arrow International, Inc.

312 Commerce place
Asheboro

Siaurés Karolina 27203
JAV

Sterilizacijos kontrolé
Gamyba

Puslapis 318 9
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By Roval Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais Su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
ISleista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated imoné)

2400 Bernville Road

Reading
Pensilvanija
19605

JAV

Subrangovas

Teikiama(os) paslauga(os)

Arrow International, Inc.

(dukteriné Teleflex, Incorporated jimon¢)
9 Plymouth Street

Everett

Massachusetts 02149

JAV

Gamyba

Brivant Ltd

Parkmore West Business Park
Galway

Ailrija

Gamyba

Celestica oregon LLC

18870 NE Riverside Parkway
Portlandas

OR 97230

JAV

Gamyba

Puslapis 4 1§ 9
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By Roval Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas

Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais Su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
ISleista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated imoné)
2400 Bernville Road

Reading

Pensilvanija

19605

JAV
Subrangovas Teikiama(os) paslauga(os)
Custom Wire Technologies, Inc. Gamyba

1123 Mineral Springs Drive
Port Washington

W1 53074

JAV

Ebster s.r.o. Sterilizacijos kontrolé
Priimyslova Zona Kosikov Mikrobiologinés paslaugos
59501 Velka Bites

Cekijos respublika

Epflex Feinwerktechnik GmbH Gamyba
Im Schwollbogen 24

72581 Dettingen/Erms

Vokietija

Galt Medical Corp Gamyba
2220 Merritt Drive

Garland

TX 75041

JAV

Puslapis 51§ 9
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By Roval Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas

Medicinos priemoniy direktyvos 93/42/EEC 1l priedas, i§skyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais SuU paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
ISleista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated jmon¢)
2400 Bernville Road

Reading

Pensilvanija

19605

JAV
Subrangovas Teikiama(os) paslauga(os)
Hudson Rspiratory Care tecate S. de R.L Gamyba
De C.V. (Teleflex Medical Company) Pakavimas

Prolongacion Mision Eusebio Kino
Nr. 1316, Rancho El Descanso
Tecate, B.C., C.P.,

21478

Meksika

Lake Region Medical Ltd. Gamyba
Butlersland

New Ross

Co. Wexford

Ailrija

Lake Region Medical Gamyba
340 Lake Hazeltine Dr.

Chaska

MN 55318

JAV

Puslapis 6 1§ 9
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By Roval Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas

Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais SuU paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
Isleista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated imoné)
2400 Bernville Road

Reading

Pensilvanija

19605

JAV

Subrangovas Teikiama(os) paslauga(os)

NeoMetrics Inc. Gamyba
2605 Fernbrook Lane — Suite J

Plymouth

MN 55447

JAV

SaFeMed spol.s.r.o. Gamyba
Trabantska 292 Pakavimas
19015 Praha 9/Satalice,

Cekijos respublika

SFM Medical Devices GmbH Gamyba
Suddesutsche Feinmechanik GmbH Pakavimas
Briickenstrasse 5 Sterilizacija
63607 Wichtersbach

Vokietija

Sterigenics, Inc. Sterilizacijos kontrolé
10821 Withers Cove Park Drive

Charlotte

Siaurés Karolina 28278

JAV

Puslapis 718 9
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CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas
Medicinos priemoniy direktyvos 93/42/EEC 11 priedas, iSskyrus 4 skyriy

By Roval Charter

Svarbiy subrangovy sarasas

Pripazinty susijusiais SuU paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
ISleista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated imoné)
2400 Bernville Road

Reading

Pensilvanija

19605

JAV

Subrangovas Teikiama(os) paslauga(os)

Sterigenics Sterilizacijos kontrolé
2400 Airport Road

Santa Teresa

Naujasis Meksikas

88008

JAV

Sterigenics Sterilizacijos kontrolé
7775 South Quincy

Willowbrook

Ilinojus

60527

JAV

Teleflex Medical Europe Ltd. Sterilizacijos kontrolé
IDA Business and technology Park ES atsatovas

Dublin Road, Athlone, Gamyba

Co. Westmeath

Airija

Puslapis 8 1§ 9
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By Royal Charter

CE Sertifikatas — Pilnas produkcijos kokybés uztikrinimas

Medicinos priemoniy direktyvos 93/42/EEC II priedas, iSskyrus 4 skyriy

Svarbiy subrangovy sarasas

Pripazinty susijusiais su paslaugy teikimu produktams, sertifikuojamiems:

Sertifikato Nr. CE 511137
Data: 2016 m. spalio 13 d.
I$leista: Arrow International, Inc.

(dukteriné Teleflex, Incorporated jmon¢)
2400 Bernville Road

Reading
Pensilvanija
19605
JAV
Subrangovas Teikiama(os) paslauga(os)
Teleflex Medical Kirimas
3015 Carrington Mill Boulevard Reguliavimas
Morrisville
Siaurés Karolina 27560
JAV

Puslapis 91§ 9
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By Roval Charter

CE sertifikatas - Kokybés uztikrinimo sertifikaty istorija

Sertifikato Nr.
Data:

CE 511137
2016 m. spalio 13 d.

[Sleista: Arrow International, Inc.
(dukteriné Teleflex, Incorporated jmoné)
2400 Bernville Road
Reading
Pensilvanija
19605
JAV
Data Dokume_nto Veiksmas
numeris
2006 10 18 Pirmas leidimas
Pakartotinis leidimas dél apimties iSsiplétimo, gamykly ir
2007 03 28 S-S
alternatyvaus subrangovo sterilizacijai jraSymo.
Pakartotinis leidimas paaiskinti anksciau pateiktg jmonés
pavadinimo trijose vietose informacijg ir iSplésti apimtj,
pridedant ,,Intraaorting balioning pompa*.
2010 05 18 7529899 Pridétas subrangovas Arrow, Jamska.

Arrow International, Inc, Wyomissing Pennsylvania buvo
pasalintas 1§ svarbiy subrangovy saraso.

Prie svarbiy subrangovy saraso pridétas Teleflex Medical kaip
ES atstovas.

Puslapis 118 3
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By Roval Charter

CE sertifikatas - Kokybés uztikrinimo sertifikaty istorija

Sertifikato Nr.
Data:

CE 511137
2016 m. spalio 13 d.

[Sleista: Arrow International, Inc.
(dukteriné Teleflex, Incorporated jmoné)
2400 Bernville Road
Reading
Pensilvanija
19605
JAV
Data Dokume_nto Veiksmas
numeris
Pridéta alternatyvi sterilizacijos vieta: Sterigenics, Charlotte,
North Carolina visai produkcijai Arrow gamyklose Siaurés
Amerikoje.
2010 09 29 7579995 Sterilizacijvqg \{i.gtos Sterigenicg, Sar?tavTeresa, New Mexico, kuri
per neapsiZiiiréjimg buvo praleista, jraSymas.
Arrow Chihuahua gamyklos adreso paaiskinimas. Arrow turi dvi
gamyklas Chihuahua, Meksikoje, tame pac¢iame jmoniy parke,
kurie anksciau buvo pateikti vienu adresu.
2011 06 30 7689688 Nau_j(_) sup_rangovo Te_Ieerx _I\/I_ed_ical, Airija gamybai ir
sterilizacijos kontrolei, patvirtinimas
Sertifikato atnaujinimas. Arrow International de Chihuahua,
20111012 7731342 | Carmargo, Meksika, subrangovo panaikinimas. Apimties
formuluotés paaiskinimas.
2012 05 15 7828408 Apimti_es i§plétimg§ pggal 12 straipsnj, ptidedant pakavimo
procediiras. Atnaujinti ES atstovy adresai.
Prie svarbiy subrangovy saraso prideti EpFlex Feinwerktechnik,
2012 08 16 7878198 | Acme Monaco, Galt Medical, Lake Region Medical (JAV ir

Airija), Brivant ir NeoMetrics .

Puslapis 2 i§ 3
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By Roval Charter

CE sertifikatas - Kokybés uztikrinimo sertifikaty istorija

Sertifikato Nr.
Data:

CE 511137
2016 m. spalio 13 d.

[Sleista: Arrow International, Inc.
(dukteriné Teleflex, Incorporated jmoné)
2400 Bernville Road
Reading
Pensilvanija
19605
JAV
Data Dokume_nto Veiksmas
numeris
Prie svarbiy subrangovy saraso pridéti SFM ir SaFeMed
201305 15 7944946 | spol.s.r.o. Arrow International de Chihuahua S.A. de C.V. ir
Teleflex Medical adresy atnaujinimas.
I8 svarbiy subrangovy saraso paSalintas Arrow International
201311 16 8080642 (Mount Holly) ir pridétas Arrow International (Chelmsford)
Prie svarbiy subrangovy saraso pridétas Hudson Respiratory
201406 16 8166172 Care Tecate ir teleflec Medical (Siaurés Karolina).
Atnaujinta sertifikato apimtis pridedant: centriniai kateteriai su
Chlorag+ard technologija, pakei¢iant: ,,mid-line kateteriai*
,»~mid-line/periferiniai kraujagysliy pri¢jimo kateteriai*. Prie
201508 12 8373794 | svarbiy subrangovy saraso pridéti Arrow Internacional de
Chihuahua (edeficio 4) ir Teleflex Medical (Morrisville), o
pasalintas Teleflex Medical Durham. Pataisyti Arrow
International de Chihuahua fabriky Edificio 2 ir 40 adresai.
Apimties iSplétimas pridedant vienkartiniy kraujagysliy
2015 08 26 8332115 | pozicionavimo sistema (VPS). Sterigenics (Willowbrook), kaip
svarbaus subrangovo, pristatymas.
2016 07 29 8534169 Prie svarbig subrangovy _sa,raéo pridétas Celestica Oregon LLC ir
Custom Wire Technologies, Inc.
2016 11 13 8562443 | Sertifikato atnaujinimas. Pakoreguotas EBSTER s.r.o adresas.

Puslapis 318 3
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EC Certificate - Full Quality Assurance System

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

No. CE 00772

Issued To: Vitalograph (Ireland) Ltd
Gort Road Business Park
Ennis
Co. Clare
Ireland

In respect of:

The design, development and manufacture of electronic spirometers, Bacterial Viral Filters,
peak flow meters, mouthpieces, cough monitors and ECG devices.

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 2797):

chu\ C_Kaclc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 1995-07-14 Date: 2020-06-08 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 2
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00772

Issued To: Vitalograph (Ireland) Ltd
Gort Road Business Park
Ennis
Co. Clare
Ireland
NBOG code(s) Device Description Intended purpose per IFU
Class IIa
MD 1301 Spirometers Not required for Class IIa
MD 1301 Respiratory Monitor Range Not required for Class IIa
MD 0106 Respiratory Test Disposables Not required for Class IIa
MD 1302 ECG Not required for Class IIa
MD 1111 Software Not required for Class IIa
Spirotrac
First Issued: 1995-07-14 Date: 2020-06-08 Expiry Date: 2024-05-26

..making excellence a habit”
Page 2 of 2



CE sertifikatas - visiSko kokybés uztikrinimo sistema
Direktyvos 93/42 / EEB dél medicinos prietaisy Il priedas, isskyrus 4 skirsnj

Nr. CE 00772

ISduota: Vitalograph (Ireland) Ltd
Gort Road Business Park
Ennis
Co. Clare
Airija

Apima:

Elektroniniy spirometry, bakteriniy-virusiniy filtry, didziausio srauto matuokliy, kandikliy, kosulio
monitoriy ir EKG prietaisy projektavima, tobulinimg ir gamyba.

remdamiesi kokybés uZtikrinimo sistemos tyrimu pagal Tarybos direktyvos 93/42 / EEB Il priedo
reikalavimus, iSskyrus 4 skirsnj. Kokybés uztikrinimo sistema atitinka direktyvos reikalavimus.
Pateikiant j rinkg Il klasés gaminius, reikalingas Il priedo 4 skirsnio pazyméjimas.

BSI vardu, minétos direktyvos notifikuotoji jstaiga (notifikuotosios jstaigos numeris 2797):

/parasas/
Gary E Slack, medicinos prietaisy vyresnysis viceprezidentas

Pirmasis leidimas: 1995-07-14 Data: 2020-06-08 Galiojimo data: 2024-05-26

Gary E Slack, Senior Vice President Medical Devices
First Issued: 1995-07-14 Date: 2020-06-08 Expiry Date: 2024-05-26

Puslapis 1i$ 2



CE sertifikatas - visiSko kokybés uztikrinimo Sistema

Papildoma informacija CE 00772 sertifikatui

ISduota: Vitalograph (Ireland) Ltd
Gort Road Business Park
Ennis
Co. Clare
Airija
NBOG kodai Prietaiso aprasymas Paskirtis pagal instrukcijg
Klasé lla
MD 1301 Spirometrai Nereikalaujama lla klasei
MD 1301 Kvépavimo monitoriai Nereikalaujama lla klasei
MD 0106 Kvépavimo testavimo Nereikalaujama lla klasei
vienkartinés priemonés
MD 1302 EKG Nereikalaujama lla klasei
MD 1111 Programiné jranga Nereikalaujama lla klasei
Spirotrac
First Issued: 1995-07-14 Date: 2020-06-08 Expiry Date: 2024-05-26

Puslapis 2 i$ 2
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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 1260202 019

Manufacturer: Shanghai Channelmed Import & Export
Co., Ltd. (Channelmed Group)
Room 1402, No. 707 of Zhangyang Road
200120 Shanghai
PEOPLE'S REPUBLIC OF CHINA
EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)
EiffestralRe 80
20537 Hamburg

GERMANY
Product First-Aid-Kit,
Category(ies): Sterile Hemostasis Adhesive Dressing Series

(Sterile Wound Plasters Liquid Transfusion Plaster
and Adhesive Dressing),

Sterile Gauze Swabs without X-ray,
Sterile Lap Sponge without X-ray,

Sterile Non-Woven Sponge without X-ray,
Sterile Gauze Bandage,

Disposable Surgical Gowns,
Oropharyngeal Airways,

Sterile Latex Examination Gloves,
Stomach Tubes, Rectal Tubes,

Feeding Tubes,

Umbilical Cord Clamp, Urine Bags,

Sterile Vaginal Speculum,

Sterile Wooden Tongue Depressor,

Male External Catheter

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.: SH16448EXT01
Valid from: 2017-01-26
Valid until: 2022-01-25

Date, 2017-01-13 M

Stefan Preil
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany 118,"
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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 1260202 019

Facility(ies): Shanghai Channelmed Import & Export Co., Ltd.
(Channelmed Group)
Room 1402, No. 707 of Zhangyang Road, 200120
Shanghai, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOV



EC Sertifikatas

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC, Priedas V

(I klasés prietaisai sterilios salygos, sterilizuotos sistemos, procediiry rinkiniai).
Nr. G2S 16 12 60202 019

Gamintojas: Shanghai Channelmed Import & Export
Co., Ltd. (Channelmed Group)
No. 707 Zhangyang Road
200120 Sanchajaus miestas
KINIJOS LIAUDIES RESPUBLIKA

EC — atstovas: Shanghai International Holding
Corp. GmbH (Europa)
Eiffestralie 80
20537 Hamburgas
VOKIETIA

Produkto kategorija(os):  Pirmos pagalbos rinkinys,
Sterili hemostazés limpandiy tvarsciy serija
(Sterilais Zaizdy pleistrai, skyscius sugeriantys pleistrai
ir limpantys tvarsciai),
Steriliis marliniai tvarsciai be x-ray,
Steriliis tvarstukai su x-ray,
Sterilus neaustiniai tvarstukai be x-ray,
Sterilus marliniai bintai,
Vienkartiniai chirurginiai chalatai,
Orofaringiniai vamzdeliai,
Sterilios lateksinés pirsStinés,
Skrandzio vamzdeliai, rektaliniai vamzdeliali,
Maitinimo vamzdeliai,
Umbilikaliniai spaustukai, $lapimo maiseliai,
Sterilus vaginaliniai skétikliai,

Vyriski iSoriniai kateteriai.

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas jdiegé
kokybeés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos 93/42/EEC V Prieda. Si kokybés uztikrinimo sistema
atitinka Sios direktyvos salygas ir turi biiti periodiSkai perZitirima. Taip pat Zr. kitame lape.

Protokolo Nr. SH16448EXTO01
Galioja nuo: 2017-01-26
Galioja iki: 2022-01-25
Data, 2017-01-13 /parasas/

Hans-Heiner Junker
TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.

Puslapis 1 is 2



EC SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEC, Priedas V

(I klasés prietaisai, sterilios salygos, sterilizuotos sistemos, procediiry rinkiniai )
Nr. G2S 16 12 60202 019

Gamykla: Shanghai Channelmed Import & Export
Co., Ltd. (Channelmed Group)
No. 707 Zhangyang Road, 200120
Shanghai, KINIJOS LIAUDIES RESPUBLIKA
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GREETM ED NINGBO GREETMED MEDICAL INSTRUMENTS CO., LTD.

Declaration of Conformity
Manufacturer:
Ningbo Greetmed Medical Instruments Co., Ltd.
Address: 16F-1, No.1 Building, NO.98 Chuangyuan Road, Hi-Tech Zone, 315042 Ningbo, Zhejiang
Province PEOPLE'S REPUBLIC OF CHINA
Tel: 86-574-87739070 Fax: 86-574-87722360

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

Address: Eiffestrasse 80, 20537 Hamburg, Germany

Product Name:see attachment

Size/model :see attachment
UMDNS Code: see attachment
Classification (MDD, Annex IX): see attachment

Conformity Assessment Route: Annex 11.3

We herewith declare that the above mentioned products meet the transposition into national law,
the provisions of the following EC Council Directives and Standards. All supporting documentations

are retained under the premises of the manufacturer.

Ningbo Greetmed Medical Instruments Co., Ltd. is exclusively responsible for Declaration of Conformity.

DIRECTIVES
General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical
devices (MDD 93/42/EEC).

Standard Applied: All applicable harmonized Standard (publish in the Official Journal of the
European Communities)

Place, Date of Issue: Ningbo, 2020-05-28 s 3

Signature: 75’_7F£ -;4,‘7"
& - Jo

Name: Li Guirong

Position: General Manager
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GREETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO., LTD.

Attachment:
Product Name Model UMDNS Code Classification (MDD,
Annex IX)
non-woven plasters 12448 I (Rule 4 of Annex IX)
silk plasters 14202 I (Rule 4 of Annex IX)
non-sterile gauze swabs 16779 I (Rule 1 of Annex IX)
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®
REETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO..LTD.

Atitikties Deklaracija

Gamintojas:

Ningbo Greetmed Medical Instruments Co., Ltd.

Adresas: 16F-1, No.1 Building, NO.98 Chuangyuan Road, Hi-Tech Zone, 315042 Ningbo, Zhejiang
Provincija, KINIJOS LIAUDIES RESPUBLIKA

Tel: 86-574-87739070 Fax: 86-574-87722360

Atstovas Europoje:
Shanghai International Holding Corp. GmbH (Europe)
Adresas: Eiffestrasse 80, 20537 Hamburg, Vokietija

Produkto pavadinimas: zZitiréti priedg
Dydis/modelis: zitiréti prieda

Klasifikacija (MDD, Priedas IX): Ziiiréti prieda
Deklaracijos jvertinimo tipas: Priedas I1.3

Mes Siuo rastu deklaruojame, kad aukS¢iau minéty produkty jvezimas ir platinimas pagal
nacionalinius jstatymus atitinka EC Tarybos Direktyvas ir Standarus. Visi reikalingi dokumentai yra
saugomi gamintojo.

Ningbo Greetmed Medical Instruments Co., Ltd. Yra iSskirtinai atsakingas uz Atitikties Deklaracija

DIREKTYVOS

Bendrai taikomos direktyvos:
Medicinos prietaisy direktyva: TARYBOS DIREKTY VA 93/42/EEC 1993 birzelio 14 d., apimanti
medicinos prietaisus (MDD 93/42/EEC)

Pritaikyti Standartai: visi taikomi harmonizuoti Standartai (publikuoti Oficialiame Europos
Bendruomenés Zurnale)

ISdavimo vieta, data: Ningbo, 2020-05-28
Parasas:

/paraSas/

/antspaudas/

Vardas: Li Guirong

Pareigos: Generalinis vadovas
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®
REETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO..LTD.

Priedas:

Produktas Modelis UMDNS Kodas Klasifikacija (MDD,
Priedas 1X)

Neaustiniai pleistrai / 12448 I (Taisyklé 4 of Annex
IX)

Silkiniai pleistrai / 14202 I (Taisykle 4 of Annex
IX)

Nesteriliis marliniai / 16779 I (Taisykle 1 of Annex

tvarsciai

IX)
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GREETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO., LTD.

Declaration of Conformity

Manufacturer:

Ningbo Greetmed Medical Instruments Co., Ltd.

Address: 16F-1, Building 1, No.98 Chuangyuan Road, Hi-Tech Zone, 315042 Ningbo, Zhejiang
Province, PEOPLE'S REPUBLIC OF CHINA

Tel: 86-574-87739070 Fax: 86-574-87722360

European Representative:
Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Product Name: Undercast bandage
Size: 10cm x 2.7m, 15cm x 2.7m

Classification (MDD, Annex IX): I (Rule 1 of Annex IX)

Conformity Assessment Route: Annex 1.3

We herewith declare that the above mentioned products meet the transposition into national law,
the provisions of the following EC Council Directives and Standards. All supporting documentations
are retained under the premises of the manufacturer.

Ningbo Greetmed Medical Instruments Co., Ltd. is exclusively responsible for Declaration of

Conformity

DIRECTIVES
General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical
devices (MDD 93/42/EEC).

Place, Date of Issue: Ningbo, 2020-11-27

75— /»‘Ei % A4S EE 25\;,?-‘
Signature: x == [2 [ % =
g % (o b—-ﬁg &\ /<
Name: Li Guirong

Position: General Manager




>

1]
GRE ETMED NINGBO GREETMED MEDICAL INSTRUMENTS CO., LTD.

Atitikties Deklaracija

Gamintojas:

Ningbo Greetmed Medical Instruments Co., Ltd.

Adresas: 16F-1, No.1 Building, NO.98 Chuangyuan Road, Hi-Tech Zone, 315042 Ningbo, Zhejiang
Provincija, KINIJOS LIAUDIES RESPUBLIKA

Tel: 86-574-87739070 Fax: 86-574-87722360

Igaliotas atstovas:
Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Produkto pavadinimas: Pamusalinis tvarstis
Dydis: 10cm x 2,7m, 15cm x 2,7m

Klasifikacija (MDD, Priedas IX): I (IX Priedo 1 Taisyklé)
Deklaracijos jvertinimo tipas: Priedas 11.3

Mes Siuo rastu deklaruojame, kad aukSciau minéty produkty jvezimas ir platinimas pagal
nacionalinius jstatymus atitinka EC Tarybos Direktyvas ir Standarus. Visi reikalingi dokumentai yra
saugomi gamintojo.

Ningbo Greetmed Medical Instruments Co., Ltd. Yra iSskirtinai atsakingas uz Atitikties Deklaracija
DIREKTYVOS

Bendrai taikomos direktyvos:
Medicinos prietaisy direktyva: TARYBOS DIREKTY VA 93/42/EEC 1993 birzelio 14 d., apimanti
medicinos prietaisus (MDD 93/42/EEC)

ISdavimo vieta, data: Ningbo, 2020-11-27
Parasas:

/paraSas/

/antspaudas/

Vardas: Li Guirong

Pareigos: Generalinis vadovas



EC Certificate Production Quality Assurance System: Certificate ES13/88103

The management system of

BASTOS VIEGAS, SA

Avenida da Fabrica, 298,
4560-164 Guilhufe-Penafiel. Portugal

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions.

For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 08 August 2019 until 31 July 2023
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 22 June 2021

Issue 13. Certified since 21 February 2013

Certification is based on reports numbered ESIMAD 228876

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (011934 522917 f +44 (0)1934 522137 www.sgs.com

SGS CE 18 0811 M2
Page 1 of 2
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EC Certificate Production Quality Assurance System: Certificate ES13/88103, continued

BASTOS VIEGAS, SA
Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions.

Issue 13

Detailed scope

Sterile, single use non-invasive non-woven dressings.

Sterile, single use orthopedic padding, elastic and tubular bandages.

Sterile, single use non-adherent wound dressings.

Sterile, single use absorbent pads, maternity pads and first aid dressings.

Sterile, single use non-invasive, gauze dressings, eye pads.

Sterile, single use non-invasive forceps, and umbilical cord clamps.

Sterile, single use tongue depressor.

Sterile, single use Ayre spatula.

Sterile, single use, eye shield,

Sterile, single use surgical drapes and draping sets.

Sterile, single use operating room towels, towel clamps, incise drapes, instrument
pouches, fluid pouches, tube holders, adhesive tape for operations and surgical
absorbent pads.

Sterile, single use protection blankets for patients in emergencies and baby blankets.
Sterile, single use disinfectant applicators.

Sterile, single use procedure sets.

Sterile single use plastic skin staple remover.

Sterile single use guidewire bowls

for preparation and temporary storage of guidewire while keeping it in place

and hydrated.

Material de penso de nao-tecido, ndc-invasivo, estéril e de uso tnico,

Ligaduras ortopédicas, elésticas e tubulares, estéreis e de uso iinico.

Material de penso néo-aderente estéril e de uso tnico.

Pensos absorventes, pensos de maternidade e compressas de primeiros socorros
estéreis e de uso tnico.

Material de penso de gaze nao-invasivo, pensos oftilmicos estéreis e de uso tnico.
Pingas nao-invasivas e clamp umbilical, estéreis e de uso tGnico.

Abaixa-linguas estéril e de uso tinico,

Espatula d'Ayre estéreis e de uso unico,

Protector ocular estéril e de uso Gnico.

Campos cirirgicos e sets de cobertura, estéreis e de uso Ginico.

Toalha de bloco operatério, clamp de campos, campos de incisdo, bolsas

de instrumentos, bolsas de recolha de fluidos, segura-tubos, adesivo para operagées
e almofada absorvente cirlirgica, estéreis e de uso linico.

Lengol de protecgao para pacientes em situagdo de emergéncia e lengol de bebé,
estéreis e de uso tnico.

Aplicadores para desinfecgdo estéreis e de uso tnico.

Sets de procedimento, estéreis e de uso tinico.

Removedor de agrafos plastico, estéril e de uso tinico.

Recipiente fio-guia estéril e de uso nico, destinado & preparagio

e armazenamento temporario do fio-guia, mantendo-o0 na sua posi¢ao e hidratado.
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CE Sertifikatas Gamybos Kokybés Uztikrinimo Sistema: Sertifikatas ES13/88103

Valdymo sistema

BASTOS VIEGAS, SA

Avenida da Fabrica, 298,
4560-164 Guilhufe-Penafiel. Portugalija

Buvo patvirtinta ir sertifikuota kaip atitinkanti

Direktyva 93/42/EEC

apimanti medicinos prietaisus, Priedas V
Apibrézianti gamybos aspektus, kaip uZtikrinti ir palaikyti sterilias salygas.

reikalavimus Siems produktams

Registracijos taikymo sritis yra Sio sertifikato 2 lape.

Sertifikatas galioja nuo 2019 rugpjicio 8 dienos iki 2023 liepos 31 dienos
ir lieka galioti tinkamai audituojant

Resertifikacijos audito data: prie§ 2021 Birzelio 22 diena

[8davimas 13. Sertifikuota nuo 2013 vasario 21 dienos

Sertifikatas paremtas ES/MAD 28876 ataskaitomis

PasiraSytas
/parasas/

SGS United Kingdom Ltd, Notifikuota jstaiga 0120
Irekvizitai/

SGS CE 18 0811 M2

Puslapis 1 i§ 2



CE Sertifikatas Gamybos Kokybés Uztikrinimo Sistema: Sertifikatas ES13/88103, tesinys

BASTOS VIEGAS, SA

Direktyva 93/42/EEC

apimanti medicinos prietaisus, Priedas V
Apibrézianti gamybos aspektus, kaip uZtikrinti ir palaikyti sterilias salygas.

13 iSdavimas

Detali sritis

Steriliis, vienkartiniai neinvaziniai neaustiniai tvarsciai.

Sterilus, vienkartiniai ortopediniai, elastiniai ir tubuliariniai tvarsciai.

Sterilus, vienkartiniai nelipniis Zaizdy tvarsciai.

Steriliis, vienkartiniai absorbuojantys, motinystés, pirmosios pagalbos tvars¢iai.

Sterilas, vienkartiniai neinvaziniai marliniai tvarsc€iai, akiy tvarsciai.

Sterilios, vienkartinés neinvazinés Znyplés ir virkstelés spaustukai.

Sterili vienkartine Ayre mentelé.

Sterili, vienkartiné akies apsauga.

Sterilus, vienkartiniai chirurginiai apklotai ir apkloty rinkiniai.

Steriliis, vienkartiniai operacinés ranksluosciai, ju laikikliai, inciziné plévelé, instrumenty
maiSeliai, skys¢iy maiSeliai, vamzdeliy laikikliai, lipni juosta operacijos ir sugeriamieji
paklotai.

Sterilas, vienkartiniai dezinfekcijos aplikatoriai.

Sterilus, vienkartiniai procediiry rinkiniai.

Steriliis, vienkartiniai odos siuvimo aparato kabuciy iSémikliai.

Steriliis, vienkatiniai pravedimo vielos dubenéliai paruoSimui ir laikinam pravedimo vielos
laikymui iSlaikant ja sudrékinta.

Puslapis 2 i§ 2



Santex S.p.A. www.santex.it Stabilimenti e uffici commerciali: Sede legale e amministrativa:

Medicazione, Cap. Soc. € 7.280,000,00
Ortopedia, Cod. fisc. € P. IVA 00860580158 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

Sarego, 20/11/2012

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/Ma{Z;er
Dr.Aléssantro Zogno




Santex S.p.A. www.santex.it
Medicazione,
Ortopedia,

Incontinenza

Stabilimenti e uffici commerciali: Sede legale e amministrativa:

Cap. Soc. € 7.280.000,00
Cod. fisc. & P. IVA 00860580158
Reg. Imp. Mi 00860580158

36040 Sarego (Vi) - Via Massina, 10

20121 Milano - Via S, Giovanni sul Muro, 1
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 | 52€90, 10/12/2012
Quality Manager: Dr. Alessandro Zogno
SIGNATURE 7 /
r PRODUCT TECHNICAL FILE | Doc. FT51

Rev. 03/2010
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Santex S.p.A.
Medicazione,
Ortopedia,

Incontinenza

www.santex.it

Stabilimenti e uffici commerciali: Sede legale e amministrativa:

Cap. Soc. € 7.280.000,00
Cod. fisc. e P. IVA 00860580158
Reg. Imp. Mi 00860580158

36040 Sarego (Vi) - Via Massina, 10 20121 Milano - Via S. Giovanni sul Muro, 1

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® 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)

NIIBCR B8 N.A. (SELF CERTIFICATION)

CERTIFICATION

VALIDITY OF

CONFORMITY From 11/02/2008

DECLARATION

OF CURRENT 1s5UE | S27e90, 10/12/2012
Quality Manager Dr.Alessandro Zogho

SIGNATURE

B, s VW %Wf

PRODUCT TECHNICAL FILE |

Doc. FT51

Rev. 03/2010

Tel. +39 0444 726311 - Fax +39 0444 436397  Tel. +39 02 85917711 - Fax +39 02 86463407




ANTEX)

Santex S.p.A. www.santex.it Stabilimenti e uffici commerciali: Sede legale e amministrativa:

Medicazione, Cap. Soc. € 7.280.000,00 g ' )

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 00860580158 Tel. +39 0444 726311 - Fax +39 0444 436397  Tel. +39 02 85917711 - Fax +39 02 86463407

Sarego, 2012-11-20

CE ZYMEJIMO SERTIFIKATAS

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

Kokybés vadovas
Dr. Alessandro Zogno
/paraSas/
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www.santex.it

Cap. Soc. € 7.280.000,00

Santex S.p.A.
Medicazione,
Ortopedia,

Incontinenza

Cod. fisc. e P. IVA 00860580158
Reg. Imp. Mi 00860580158

Stabilimenti e uffici commerciali: Sede legale e amministrativa:

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

36040 Sarego (Vi) - Via Massina, 10
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 (V1)

Fabrikas

Via Alberto Santurro, 2 — 36040 Meledo di Sarego (V1)

PRODUKTAS

EGOSAN® SAUSKELNES VISKAS VIENAME,
NESTERILUS

KVALIFIKACIJA

KOMPETENSIJOS )
IVERTINIMO KOKYBE

Medicinos priemoniy Direktyvos 93/42/EEC 7 priedas ir 1997 m.
vasario 24 d. posédzio Nr. 46 nutarimas (Direktyvos 93/42/EEC
igyvendinimas, remiantis Medicinos priemonémis)

gamintojui kontroliuojant

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

VISI PAGALBINIAI DOKUMENTAI YRA SAUGOMI GAMINOTOJO KOKYBES
SISTEMOS ARCHYVUOSE.

Sis pareiskimas buvo ileistas atsizvelgiant j Medicinos priemoniy Direktyvos 93/42/EEC 7 prieda

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 iSduoda pats gamintojas)

ISLEIDIMO VIETA IR
DATA

INSTITUCIJA

SERTIFIKATU SKAICIUS | Netaikoma (Pazyméjimg iduoda pats gamintojas)
ATITIKTIES Nuo 2008-02-11

DEKLARACIJOS

GALIOJIMAS

DABARTINIO Saregas, 2012-12-10

PARASAS

Kokybés vadovas: Dr. Alessandro Zogno
/ParaSas/

|  PRODUKTO TECHNINIS APLANKAS |

Doc. FT51

Perziaréta 2010-03




(SANTEX)

Santex S.p.A. www.santex.it
Medicazione,
Ortopedia,

Incontinenza

Stabilimenti e uffici commerciali: Sede legale e amministrativa:

Cap. Soc. € 7.280.000,00
Cod. fisc. e P. IVA 00860580158
Reg. Imp. Mi 00860580158

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

36040 Sarego (Vi) - Via Massina, 10
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 (V1)

Fabrikas

Via Alberto Santurro, 2 — 36040 Meledo di Sarego (V1)

PRODUKTAS

EGOSAN® MOTERISKI IKLOTAI NESTERILUS

KVALIFIKACIJA

KOMPETENSIJOS
JVERTINIMO KOKYBE

Medicinos priemoniy Direktyvos 93/42/EEC 7 priedas ir 1997 m.
vasario 24 d. posédzio Nr. 46 nutarimas (Direktyvos 93/42/EEC
igyvendinimas, remiantis Medicinos priemonémis)

gamintojui kontroliuojant

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 isleistas atsizvelgiant j Medicinos priemoniy Direktyvos 93/42/EEC 7 prieda

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)

ISLEIDIMO VIETA IR
DATA

INSTITUCIJA

SERTIFIKATU SKAICIUS | Netaikoma (Pazyméjimg iduoda pats gamintojas)
ATITIKTIES Nuo 2008-02-11

DEKLARACIJOS

GALIOJIMAS

DABARTINIO Saregas, 2012-12-10

PARASAS

Kokybés vadovas: Dr. Alessandro Zogno
/ParaSas/

| PRODUKTO TECHNINIS APLANKAS |

Doc. FT51

Perziuréta 2010-03




EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) / @acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fiir die Produkte / die Kategorie: Liste der Produkte siehe Anlage 1
for the products / product category: List of products see annex 1

Skalpellklingen, Skalpellen, Bluttransfusionssets, Blutlanzetten, elektronische Blutdruckmessgerite, Kondome,
Trachealtuben, Foley Ballon Katheter, chirurgische Handschuhe, Infusionssets, Intravendse Katheter, Nadeln,
Paraffingaze, Intravendse Infusionsbestecke Kopfhautvenen, Spritzen komplett mit Kaniile, Tuberkulinspritzen,
Insulinspritzen, digitale Thermometer, 3-Wegeh&hne, Aneroide Blutdruckmessgerate, Thermometer,
Untersuchungshandschuhe, Spritzen, Urinbeutel, Tropfer fir Medikamente.

Blades, Scalpels, Blood Administration Sets, Blood Lancets, Electronic Sphygmomanometers, Condomes,
Tracheal Tubes, Foley Balloon Catheters, Surgical Gloves, Infusion Sets, Intravenous Catheters, Needles,
Paraffin Gauze, Scalp Vein Infusion Sets, Syringes complete with Needle, Tuberculin Syringes, Insulin Syringes,
Digital Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers, Examination
Gloves, Syringes, Urine Bags, Droppers for Medicine.

ein Qualitatssicherungssystem fiir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach MafRigabe
des Anhang Il (chne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gilltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitéts-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang Il Abschnitt 5. Das Zertifikat ist unter keinen Umsténden tbertragbar.

has established a quality system for design, production and final testing acc. to the requirements of Annex Il (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the natification humber of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quality system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex Il section 5. The certificate may not be transferred under any
circumstances.

Reg.-Nr. / Reg.-No. 04 232 041335 Gultigkeit / Validity

Bericht Nr. / Report No. 3523 7665 von / from 2019-03-12
bis / until  2024-03-11

Zertifizierungsstelle fiir Medizinprodukte Essen, 2019-03-12
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen www.tuev-nord-cert.de = medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
1&( Benannt durch/Designated by
Yo ¥

Zentralstelle der Lander

@
T’AT;T-L ’{;, fiir Gesundheitsschutz %
=== bei Arzneimitteln und =
* ‘iﬁf Medizinprodukten %
6

Hoke # #% 7LG-BS-236.10.1



ANLAGE/ANNEX

Anlage 1, Blatt 1 von 5
Annex 1, page 1 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse Im UMDNS
Products of class Im

Thermometer, Quecksilber frei 14-028
Thermometer, Mercury free

BlutdruckmeRgerat, aneroid 16-156
Sphygmomanometers, Aneroid

Anmerkung: Fiir Produkte der Klasse | mit Messfunktion beschrankt sich das Zertifizierungsverfahren auf die
Herstellungsschritte in Zusammenhang mit der Konformitat der Produkte mit den messtechnischen
Anforderungen.

Note: For products of class | with measuring functions the certification process is restricted to the aspects of
manufacture concerned with the conformity of the devices with metrological requirements.

Bericht Nr. / Report No. 3523 7664 Gultigkeit / Validity
von / from 20198-03-12
Edition 5
-
. o L/
Zertifizierungsstelle flir Medizinprodukte Essen, 2019-03-12

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen  www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*ﬁ(* 'ﬁ"ﬁrﬁ Benannt durch/Designated by
¢ Yy  Zentralstelle der Lander §
YR fir Gesundheitsschutz 2
"é( = * bei Arzneimitteln und 3
7&{ 72( Medizinprodukten E
6

o ﬁ-uﬂ‘r’ﬁ' ZLG-BS-236.10.1



Anlage 1, Blatt 2 von 5
Annex 1, page 2 of 5

Reg.-Nr./ Reg. No. 04 232 041335
Produkte der Klasse Is

Products of class Is

Spritzen 2- und 3-teilig

Syringes 2- and 3-part

Harnauffangbeutel
Urinary Collection Bags

Harnauffangbeutel, Sdugling
Urinary Collection Bags, Infant

Untersuchungshandschuhe, steril
Examination gloves sterile

Tropfer, Medikamente
Dropper, Medicine

ANLAGE/ANNEX

UMDNS

13-929

14-298

16-782

11-882

12-506

Anmerkung: Fiir Produkte der Klasse | steril beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mit der Sterilisation und der Aufrechterhaltung der Sterilitat.
Note: For products of class | sterile the certification process is restricted to the aspects of manufacture concerned

with securing and maintaining sterile conditions.
Bericht Nr. / Report No. 3523 7664

I &

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

’%*ﬁf T:f‘f{ﬁ Benannt durch/Designated by

Zentralstelle der Lander

1;5 !._é ﬂ;{ fiir Gesundheitsschutz 2

bei Arzneimitteln und 2
Medizinprodukten §

o wﬁ* ZLG-BS-236.10.16

lg.de

Gililtigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

medical@tuev-nord.de
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Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Klinge, Messer
Blades, Knife

Messer, Skalpell
Knifes, Scalpel

Bluttransfusionsbesteck
Blood Administration Set
Lanzette, Blut

Lancets, Blood

BlutdruckmeRBgerat, elektronisch
Sphygmomanometers, Electronic

Endotracheal Tubus
Endotracheal tubes
Katheter, Harnwege, Foley
Catheters, Urinary, Foley

Handschuhe, chirurgisch
Gloves, Surgical

Bericht Nr. / Report No. 3523 7664

-

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralke 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

Tﬁ'jﬁ( 'ﬁ"k* Benannt durch/Designated by
Zentralstelle der Lander g

‘;{!.—é ﬁ;‘( fiir Gesundheitsschutz &

= bei Arzneimitteln und ;
'Ié( 791' Medizinprodukten £

*ﬁf: ,g-m'r* ZLG-BS-236.10.16

ANLAGE/ANNEX

Glltigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

UMDNS

12-234

12-252

10-421

10-440

16-157

14-085

10-720

11-883

medical@tuev-nord.de
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Reg.-Nr. / Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class Ila

ANLAGE/ANNEX

Intravenoses Infusionsbesteck, allgemeine Verwendung
Intravenous Administration Sets, General Purpose

Katheter, intravenous, peripher
Catheters, Intravenous, Peripheral

Intravenoses Infusionsbesteck Kopfhautvene
Intravenous Administration Sets, Scalp Vein

Nadeln, hypodermisch
Needles hypodermic

Verband, nichthaftend
Dressing, Nonadherent

Spritze, subkutan
Syringe, hypodermic
Spritze, Tuberkulin
Syringes, Tuberculin

Spritze, Insulin
Syringes, Insulin

Bericht Nr. / Report No. 3523 7664

H-J. de—

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TOV NORD CERT GmbH Langemarckstrae 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*jﬁv ‘ﬁ(‘ﬁ_ Benannt durch/Designated by
+ * Zentralstelle der Lander 2
wE fur Gesundheitsschutz 2
“""r == ‘ﬁ{ bei Arzneimittein und ;
7}( ﬁ( Medizinprodukten §

*ﬁ? *1& ZLG-BS-236.10.16

Gultigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

UMDNS

12-157

10-727

17-825

12-745

11-325

13-940

13-945

13-941

medical@tuev-nord.de
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Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Thermometer, elektronisch
Thermometers, Electronic

Dreiwegehahn
Three-way stopcock

Produkte der Klasse llb
Products of class Ilb

Kondome, mannlich
Condoms, Male

Bericht Nr. / Report No. 3523 7664

A-J

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*jﬁ( ﬁ*,‘é{ Benannt durch/Designated by
Zentralstelle der Lander

ggl_é ‘ﬁ( fiir Gesundheitsschutz

bei Arzneimitteln und 2
* Medizinprodukten

ke -ﬁ(‘;f(* ZLG-BS-236.10.16

www.zlg.de

ANLAGE/ANNEX

Gililtigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

UMDNS

14-032

13-803

UMDNS

18-080

medical@tuev-nord.de



CE Sertifikatas

Remiantis 93/42/EEB direktyvos, II Priedu (iSskyrus 4 skirsnj)

Patvirtinama, kad jmon¢

Van Oostveen Medical B.V.
Herenweg 269

3648 CH Wilnis

Nyderlandai

Produktams/produkty kategorijoms: saraSas pateikiamas 1 Priede

ASmenims, skalpeliams, kraujo sistemoms, kraujo lancetams, elektroniniams kraujospudZio
matavimo aparatams, prezervatyvams, trachéjiniams vamzdeliams, balioniniams Foley
kateteriams, chirurginéms pirStinéms, infuzijos rinkiniams, intraveniniams kateteriams,
adatoms, parafininiams tvarsCiams, drugelio tipo adatoms, Svirk§tams su adata,
tuberkuliniams SvirkStams, insulininiams Svirk§tams, skaitmeniniams termometrams, triju
padéciy kraneliams, aneroidiniams kraujospiidZio matavimo aparatams, termometrams,
apziuros pirStinéms, Svirk§tams, Slapimo maiSams, pipetéms

Idiegeé kokybés sistemg kiirimui, gamybai ir galutinei apziiirai, remiantis 93/42/EEB direktyvos II
Priedo reikalavimais (iSskyrus 4 skyriy). Prie CE Zenklo reikalingas notifikuotos jstaigos numeris.
Sertifikato galiojimas paremtas kokybés valdymo sistemos laikymusi, remiantis direktyvos
reikalavimais ir jos prieziiira, atlickama notifikuotos jstaigos, pagal II Priedo 5 skirsnj. Sis
sertifikatas negali biiti perduodamas jokiomis aplinkybémis.

Registracijos Nr. 04 232 041335 Galioja nuo: 2019-03-12
Ataskaitos Nr. 3523 7665 Galioja iki: 2024-03-11
4 leidimas
/paraSas/
Medicinos prietaisy sertifikavimo jstaiga Essen, 2019 03 12
TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen www.tuev-nord-cert.de medical@tuev-nord.de

Notifikuojan¢ios insitucijos identifikavimo Nr. 0044



PRIEDAS

Priedas 1, puslapis 11§ 5

Reg.Nr. 04 232 041335

Im klasés produktai UMDNS
Termometrai be gyvsidabrio 14-038
Aneroidiniai kraujosptidZio matavimo aparatai 16-156

Pastaba: I klasés produkty su matavimo funkcija sertifikavimo procesas yra apribotas gamybos aspektais, susijusiais su
metrologiniais reikalavimais.

Galioja nuo: 2019-03-12
Ataskaitos Nr. 3523 7665

5 leidimas
/paraSas/
Medicinos prietaisy sertifikavimo jstaiga Essen, 2019 03 12
TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen www.tuev-nord-cert.de medical @tuev-nord.de

Notifikuojancios insitucijos identifikavimo Nr. 0044



PRIEDAS

Priedas 1, puslapis 2 1§ 5

Reg.Nr. 04 232 041335

Is klasés produktai UMDNS
2-ju ir 3-jy daliy Svirkstai 13-929
Slapimo surinkimo maiseliai 14-298
Slapimo surinkimo maieliai vaikams 16-782
Sterilios apZitiros pirstinés 11-882
Pipeté, medicininé 12-506

Pastaba: I klasés steriliy produkty sertifikavimo procesas yra apribotas gamybos aspektais, susijusiais su sterilumo
sqlygy laikymusi.

Galioja nuo: 2019-03-12
Ataskaitos Nr. 3523 7665

5 leidimas
/parasas/
Medicinos prietaisy sertifikavimo jstaiga Essen, 2019 03 12
TUV NORD CERT GmbH Langemarckstrale 20 45141 Essen www.tuev-nord-cert.de medical @tuev-nord.de

Notifikuojancios insitucijos identifikavimo Nr. 0044



PRIEDAS

Priedas 1, puslapis 3 i§ 5

Reg.Nr. 04 232 041335

ITa klasés produktai

Skalpeliy aSmenys

Skalpeliali

Kraujo sistemos

Kraujo lancetai

Elektroniniai kraujospiidZio matavimo aparatai
Endotrachéjiniai vamzdeliai

Slapimo, Foley kateteriai

Chirurginés pirstinés

Ataskaitos Nr. 3523 7665

/paraSas/

Medicinos prietaisy sertifikavimo jstaiga

TUV NORD CERT GmbH Langemarckstra3e 20 45141 Essen

Notifikuojancios insitucijos identifikavimo Nr. 0044

UMDNS

12-234

12-252

10-421

10-440

16-173

14-085

10-762

11-813

Galioja nuo: 2019-03-12

5 leidimas

Essen, 2019 03 12

www.tuev-nord-cert.de

medical@tuev-nord.de



PRIEDAS

Priedas 1, puslapis 4 1§ 5

Reg.Nr. 04 232 041335

ITa klasés produktai

Bendro pobiidZio intraveninés sistemos

Periferiniai intraveniniai kateteriai

Intraveninés veny sistemos (Drugelio tipo adatos)

Hipoderminés adatos
Nelimpantys tvarscéiai
Svirkstai hipoderminiai
Tuberkuliniai Svirkstai

oooooo

Ataskaitos Nr. 3523 7665

/paraSas/

Medicinos prietaisy sertifikavimo jstaiga
TUV NORD CERT GmbH Langemarckstrafe 20

Notifikuojancios insitucijos identifikavimo Nr. 0044

45141 Essen

UMDNS

12-157

10-727

17-825

12-745

11-325

13-940

13-945

13-941

Galioja nuo: 2019-03-12

5 leidimas

Essen, 2019 03 12
www.tuev-nord-cert.de

medical@tuev-nord.de



PRIEDAS

Priedas 1, puslapis 518 5

Reg.Nr. 04 232 041335

ITa klasés produktai

Elektroniniai termometrai

Trijuy padéciy kraneliai

IIb klasés produktai

Vyriski prezervatyvai

Ataskaitos Nr. 3523 7665

/paraSas/

Medicinos prietaisy sertifikavimo jstaiga

TUV NORD CERT GmbH Langemarckstrafe 20

Notifikuojan¢ios insitucijos identifikavimo Nr. 0044

45141 Essen

UMDNS

14-032

13-803

UMDNS

18-080

Galioja nuo: 2019-03-12

5 leidimas

Essen, 2019 03 12

www.tuev-nord-cert.de medical@tuev-nord.de



ROMED HOLLAND
Declaration of Conformity

Manufacturer Van Oostveen Medical BV
Herenweg 269

3648 CH Wilnis
Netherlands

Tel: 0031 297 282101
Fax: 0031 297 288316
E-mail: info@romed.nl

Website: www.romed.nl

Notified Body TUV NORD CERT GmbH, Langemarckstrasse 20,
45151 Essen, Germany

Notified Body ID Number 0044

Validity of this Declaration of Conformity until 11 March 2024

Product Copolymer examination gloves, sterile
Ref: GL-1366, GL-1367, GL-1368

Brand ROMED

Classification (MDD, Annex IX) | (sterile)

UMDNS 11882

We, with sole responsibility in drawing up this Declaration of Conformity, declare that the above
mentioned product meets the provisions of the following EC Council Directives and Standards. All
supporting documentation is retained under the premises of the manufacturer.

DIRECTIVES
General applicable directives

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning medical
devices (MDD 93/42/EEC) according to Annex Il as amended by council directive MDD 2007/47/EC

Applicable Standards

EN 455-1:2000, 2:2015, 3:2015, 4:2009, EN SO 13485:2016, EN ISO 14971:2012, EN 1SO 11137-
1:2015, EN I1SO 11607-1:2017, EN 1SO 15223-1:2016, EN 1041:2008+A1:2013.

Wilnis, The Netherlands, 18 January 2021
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M.J. van Oostveen
Managing Director



mailto:info@romed.nl
http://www.romed.nl/

ROMED HOLLAND
Atitikties Deklaracija

Gamintojas Van Oostveen Medical BV
Herenweg 269

3648 CH Wilnis
Nyderlandai

Tel. Nr.: 0031 297 282101
Faksas: 0031 297 288316
El. pastas: info@romed.nl

Tinklapis: www.romed.nl

Notifikuojanti {staiga TUV NORD CERT GmbH, Langemarckstrasse 20,
45151 Essen, Vokietija

Notifikuojancios jstaigos ID numeris 0044

Atitikties deklaracijos galiojimo laikas iki 2024 m. kovo 11 d.

Produktas Kopolimerinés apZidros pirstinés, sterilios
Nuoroda: GL-1366, GL-1367, GL-1368

Prekés Zenklas ROMED

Klasifikacija (MDD, Annex IX) | (sterilios)

UMDNS 11882

Mes, prisiimdami pilng atsakomybe rengiant $ig Atitikties Deklaracijg, patvirtiname, kad anksCiau
minétas produktas atitinka Siy EC Tarybos Direktyvy ir Standarty nuostatas. Visi tai patvirtinantys
dokumentai yra saugomi gamintojo patalpose.

DIREKTYVOS
Bendros taikomos direktyvos
Medicinos Prietaisy Direktuva: medicinos prietaisy 1993 m. birzelio 14 d. TARYBOS DIREKTYVA pagal
Il Priedg su tarybos direktyvos pakeitimais MDD 2007/47/EC.
Taikomi standartai

EN 455-1:2000, 2:2015, 3:2015, 4:2009, EN SO 13485:2016, EN ISO 14971:2012, EN 1SO 11137-
1:2015, EN 1SO 11607-1:2017, EN 1SO 15223-1:2016, EN 1041:2008+A1:2013.

Wilnis, Nyderlandai, 2021 m. sausio 18 d.

M.J. van Oostveen
Vykdantysis direktorius
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Certification. Medical Only. '. _

EC-Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Primed Halberstadt Medizintechnik GmbH
Strafle des 20. Juli 1

38820 Halberstadt

Germany

has introduced, applies and maintains a Quality Assurance System
for the products / product categories:

Medical devices as per attachment 1

The compliance of the Quality Assurance System with the below mentioned
requirements of the Council Directive 93/42/EEC was verified by an audit:

Annex Il excluding section 4

This certificate is valid from 01 April 2016 until 31 March 2021

Report No.: 0521FS28F
Process No.: QS5 -0521
Certificate No.: 0521GB410160331

Hamburg/ 81 Maych 2016 MEDCERT Identification No.: 0482
. ye ¥ . Benanntdurch/Designated by
. . ;
>~ ‘_ w Z?_ntglslelled Sei La::}dfzr i
3 - & ur Gesunaneillsscnul =B
N === bei Arzneimilieln und 3
w K Medizinprodukten E

¥ MEDCERT Certification Body

* *
oy K ZLG-BS-237.10.15
(Markus Bianchi) *x




| Certification. Medical Only. |

Attachment 1
EC-Certificate of Conformity
QS - 0521

This attachment is valid only in connection with certificate No: 0521GB410160331

e Sets for autologous transfusion

e Bacterial-and viral filters

e Brachytherapy catheters

e Brachytherapy needles with goldmarker

« Disinfectants

e 3-way stopcocks

» Feeding tubes, tubes for small intestine and suction catheters
o Loops

¢ Intra uterine pessaries (IUP)

e Artificial noses (HME) with O2-connector and their accessories
* Nasal splints

¢ Ventilation tubes

o Pessaries

¢ Pump tubing systems and their accessories
* Redon-systems

¢« Oxygene cannulas

¢ Fecal management systems

e Thoracic and trocar catheters

¢ Tracheostomy cannulas and stents

» Transfusion devices for blood bags

e Urine drainage systems

Hamburg, 31 March 2016

* MEDCERF-€ertification Body
(Markus Bianchi)

LW R y¢ ., Benannl durch/Designated by
* i

b ¢ 4 Zentralstelle der Lander &
. R . fur Gesundheitsschutz &
Ea——— X bei Arzneimitteln und 3
W, . Medizinproduklen g
w L X
Koy X ZLG-BS-237.10.15




MED/CERT
CE Sertifikatas

Notifikuojanti jstaiga

MEDCERT Zertifizierungs- und Priifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburgas — VVokietija

patvirtina, kad

Primed Halberstadt Medizintechnik GmbH
Straf3e des 20. juli 1 — 38820 Halberestadt
Vokietija

1diege ir pritaiko Kokybés valdymo sistema,
susijusia su medicinos priemoniy atitikimu metrologiniams reikalavimams
Siems produktams/produkty kategorijoms:

Zr. Priede
Auditas patvirtino kokybés valdymo sistemos atitikimag

Medicinos priemoniy direktyvos 93/42/EEC
II Priedui, iSkyrus 4 skirsnj

Sertifikatu tikimasi, kad jmoné¢ pritaiko ir laikosi Kokybés valdymo sistemos pagal minétajj prieda.

v —

Sis sertifikatas galioja iki 2021 m. kovo 31 d. Proceso Nr. QS - 0521
Hamburgas, 2016 m. Kovo 31 d. Sertifikato Nr.: 0521 GB410160331
MEDCERT identifikacijos Nr.: 0482

/Parasas/
MEDCERT sertifikavimo institucija
(Markus Bianchi)



MED/CERT
Priedas
Prie CE atitikties sertifikato
QS-0521

Sis priedas galioja tik kartu su sertifikatu nr.: 0521 GB410160331
Rinkiniai autologinei transfuzijai
Anti-bakteriniai/-virusiniai filtrai
Brachiterapiniai kateteriai
Brachiterapinés adatos su auksinémis Zymomis
Dezinfekantai
Trijuy kryp¢iu kraneliai
Maitinimo vamzdeliai, vamzdeliai plonosioms Zarnoms, atsiurbimo kateteriai
Kilpos
Dirbtinés nosys su O2 konektoriumi ir ju priedai
Nazaliniai jtvarai
Ventiliaciniai vamzdeliai
Pesarai
Pumpavimo vamzdeliy sistemos ir juy priedai
Redon sistemos
Deguonies kaniulés
ISmaty surinkimo sistemos
Kritininiai ir troakariniai kateteriai
Tracheostominés kaniulés ir stentai
Tranfuziniai prietaisai kraujo maiSeliams
Slapimo drenavimo sistemos

Hamburg, 2016 m. kovo 31 d.

/parasas/

Medcert Sertifikavimo jmoné

Markus B

ianchi
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, b or 1)

No. G1 036993 0016 Rev. 01

Manufacturer: TRACOE medical GmbH
Reichelsheimer Str. 1/3
55268 Nieder-Olm
GERMANY

Product Categ/ory(ies): Tracheostomy Tubes incl. Accessories, Voice
Protheses, Stoma Buttons, Heat-/Moisture-Exchangers,
Compresses, Cuff Pressure Control Devices for
Endotracheal Tubes and Tracheostomy Tubes,
Percutaneous Dilation Tracheostomy Set with Minimal
Traumatic Inserter, Balloon Dilation Catheter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex |l (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713167690
Valid from: 2020-03-16
Valid until: 2024-05-26
Date, 2020-03-10

c@th\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH ¢ Certification Body « Ridlerstrafie 65 » 80339 Munich « Germany TOV




Zertifiziervertrag

Grundlage fur die Zertifikatserteilung ist die Prif-
und Zertifizierordnung von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils gultige Fassung der
Prif- und Zertifizierordnung an (www.tuev-
sued.de/ps_regulations) und wird somit Partner im
Zertifiziersystem von TUV SUD Product Service.

Prinzipielle Voraussetzung fir die Giiltigkejy N
des Zertifikates:

e Gultigkeit der zitierten normativen
Prufgrundlage(n) ist gegeben
und zusatzlich bei Zertifikaten mit Berechtigung

zur Verwendung eines Prifzeichens bzw. bei

Zertifikaten flir QM-Systeme:

e Voraussetzungen fur vorschriftsmaBige
Fertigung werden eingehalten.

s Die Fertigungs- bzw. Betriebsstatten werden
regelmaBig lberwacht.

Certification contract ) )

Certification is based on the TUV SUD Product
Service Testing and Certification Regulations.

On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Regulations (www.tuv-
sud.com/ps_regulations) and thus becomes partner
in the TUV SUD Product Service Certification
System.

Requirements for the validity of the certificate

in principle:

» Validity of the quoted test standard(s)

In addition, for certificates with the right to use a

certification mark and for QM certificates:

s Conditions for an adequate manufacturing are
maintained

o Regular surveillance of the facility is performed

NEEY

WEET TUV SUD = RARS CU BIAEAR) .
SRBILPAERPULER BT EEEZHAMRAN Otk
NEE Y (R www.tuv-sud.com/ps_regulations )

F R TOV SUD 7= @ ARSS INE RS N BY & TR

SR RN FEUER :

o AR AT HE AR OAE Y B U

A, M TFENATERANRENIEIRNREERE
RSP

o REXDMEFZME

o 7 AT FE ERAY U B

%ﬁfﬁgﬂ

SRFE & TUV SUD Product Service O FBRFRRERAIIC

B, RIASRBFBGRAEEZZHITDILICK

V) B D R SR EERE AR 49 (www tuv-

sud.com/ps_regulations)ICEAEL L&D ET D,
M#ER, TUV SUD Product Service &aE> AT A

TASSS e a8

ORI MO BEVMMEICE TS AN ERER
e SIALTVRHBABNIEITHS
ESICRIAN—VOERAZHHEENLERE
BIYZDA NBEHER

o HEYIBEDOFRMGZMHELTVS

o EHMLGTHEEEERREL TV

=X

Contrato de certificacao

A certificac@o se baseia nos Regulamentos de
Testes e Certificacao do Grupo TUV SUD.

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a versao atual dos
Regulamentos de Testes e Certificacao do Grupo
TUV SUD (www.tuv-sud.com/ps_regulations) e
assim, torna-se parceiro no Sistema de Certificagao
de Produtos e Servigos TUV SUD.

Requisitos para a validade do certificado (em

principio):

e Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

ao uso da marca de certificacao e para certificados

de SG:

» Condigbes de fabricacao adequada estao
mantidas.

» Auditoria de monitoracao realizada
regularmente.




| hereby certify that the foregoing copy is a true copy of the original which has been

produced to me.

Nieder-Olm, 20" March 2020 (
Notary Public
NS
APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Land: Bundesrepublik Deutschland
Diese offentliche Urkunde
2. ist unterschrieben von Markus Kehl
3. in seiner Eigenschaft als Notar
4. sie ist versehen mit dem Markus Kehl - Notar in Nieder-Olm
Stempel/Siegel
Bestitigt

5. in Mainz 6. am 26. Mrz. 2020

e

7. durchden Prasidenten des Landgerichts

410/2020

el 10. Unterschrift

T

bias Eisert




CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEB, Priedas II (iSskyrus4)
(ITa, IIb ar III klasés prietaisai)

Nr. G1 036993 0016 perz. 01

Gamintojas:

Adresas:

Produkto kategorija(os):

TRACOE medical GmbH
Reichelsheimer g. 1/3
55268 Nieder-Olm
VOKIETIA

TRACOE medical GmbH
Reichelsheimer g. 1/3, 55268 Nieder-Olm, VOKIETIJA

Tracheostominiai vamzdeliai, jskaitant priedus, kalbos voZtuvai,
oro filtrai, tamponéliai, manzZetés slégio kontrolés prietaisai
endotrachéjiniams vamzdeliams ir tracheostominiams
vamzdeliams, perkutaninés dilatacijos tracheostominis rinkinys
su atraumatiniu pravedéju

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
1diege kokybeés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos 93/42/EEB |l Prieda. Si kokybés uztikrinimo
sistema atitinka Sios direktyvos salygas ir turi biiti periodiSkai perZidirima. III klasés produktams yra
privalomas papildomas Il priedo (4) sertifikatas. Taip pat zr. kitame lape.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2020-03-10

713167690

2020-03-16
2024-05-26

/parasas/
Christoph Dicks
Notifikuotos jstaigos vadovas

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.

Puslapis 11§ 1

Dokumentg elektroniniu
parasu pasirasé MONIKA

KATINAUSKAITE

Data: 2021-02-26 13:43:54

Vieta: Kaunas
Kontaktiné informacija:

Teisininkée - vieSyjy pirkimy
specialisté +37060732661
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