Digitally signed by Palii Nina
Date: 2020.02.10 16:58:35 EET
Reason: MoldSign Signature
Location: Moldova

The Certificatioh Body of
TUV Rheinland LGA Products GmbH

hereby certifies that thel organaation
Spotka Ysiglznnqh e ‘I;ur;:lllal osci
Z ogran odpow cia,
% koma Eytﬂwa > .
ul. Pod Borgm 18
41-808 Zabrze
Pols

has eslablished and pplies a quality manpgement system for medical devices
for the folio BCOpE;

(see attachments for sc and site included)

Proof has been fumished that this requirements specified in

EN ISO 13485:2016

are fulfiled. The guality management sysiam is subject io yearly surveillance.

Effectiva Date: 2018-07-11
Cartificate Registration No.. SX 6014084000001
Ansudil was performed. Repbrt Mo 26300232 01
This Certificate is valid until 2020-08-08
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Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

Date: 2019-07-11

TOV Rheinl
LGA Products
TillystraBe 2, 90431

SX 60140840 0001
26300232 013

nd
mbH
Niirnberg

Dog,

ZARYS International Greup
Epﬂ&llﬂgﬂmhnmnfixmmﬂldﬂ1MUhﬂm

mammw

41-808 Zabrze
Polska

bDesign and development,
of sterile: surgipsl it

Manufacture and diestri
disposable medical deswl
meadical devices.
Distribition of in-vitrd

b ®
TUVRheinland

1f2, Rew, 0

ufacture and distribution
4 procedurs sete; surglcal drapes
and sets of smurglcal drapes.
Eion' 'af pterile and non-gterils
8 and pon-sterile reusable

Gertification Body

medigal devices,
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d boe.

mbH
Niirnberg

Spdlka z ograniczong ;nupgwhdllﬂnuiniq.

Epolka ‘= ogranifronn Ddziiindziilnuncia

TUVRheinland

2/2, Rew. 0

Etorage, raleaes and digeribition of sedical devices

TUV Rhein
LGA Products
TillystraBe 2, 90431

ﬁltlﬂh_m«lrlt to
Registration No.:  SX 60140840 0001
Report No.: 26300232 013
Organization: ZARYS International G

s kom

ul. Pod Borem 18

41-808 Zabrze

Polska
Scope: Sire ineluded:

ZARYE Internaticnal @ro

spolka komandytowa

ul, costaws Eiffel'a 15

44-10% Gliwice

Foland

hetivioy

=
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DIM-14160-01-03

Date: 2019-07-11
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EC Certificate

TUVRheinland

Directive 83/42/EEG Annex V

Production Quality
Medical

surance

Registration No.: DD 80139535 0001
Report No.: 26300232 017

Manufacturer: ZARYS International Group

Spolka z ograniczona odpdwiedzialnoscia,

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products: isee sttachments for prodfcce and sites included)

Replaces EC Certificate, |

Expiry Date: 2024 -05+27

egistration Wo.: DO 60117020 G001

The Notifled Body hereby declares that the requirements
been met for the listed products. The above named m
assurance system, which I8 subjact to periodic survelllan
aforementioned directive, For placing on the market of
certificate an EC type-examination cartificate according to

Annex V' of the directive SIMZEEC have
turer has establlshed and appliss a guality
, dafined by Annex V, section 4 of the
lib and class Il devices covered by this
Il ks required.

Notified Body

Effective Dato: 2019-06-03
Dot F016-05-27
TOV Rheinland LGA Products Gm

TOV Rheinfand LGA Products GmbH is a Notifi
conceming medical devices with

- Tillystrafle 2 - 90431 Niirnberg
Body according to Directive $3M2[EEEC
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LGA Products

TillystraBe 2, 90431|Niirnberg
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Doa. 178, Revw. 0

Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: IHHTVEJnEnﬂmmHnnllﬁzlup
Spolka z ograniczona ogpowiedzialnoscia,
ul. Pod Borem 18
41-808 Zabrze
Polska

Produsts lpoluded;

- Gterile and non-sberils cubkting gause

= Hon-sterils dreasing gauss

= Bterile and non-scterile gaure swabs
iwith ér without X-ray thread)

= Btarile snd non-sterile gauze lap sponged
with E-ray thread/ with X-ray chip)

- Sterile and son-sterile gauze balle
(with ar without X-ray thread)

- Sterile and non-eterils gaure rolls
iwith ar wichout X-ray thoead)

- Sterile and non-sterile pnon-woven swabs
wwith or sithout X-ray thresd)

= Bterile pazaffiin gauze dresaings

- Starile cthres-way stopcocks

- Bterile bransfusion sets for single use

- Grerile infusion sees for single upe

- Starile sxtanslon tubes for Lnfusiosn pamg

Date: 2019-05-27
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LGA Products GmbH

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No,: 26300232 017

Manufacturer: ZARYS International
Spolka z ograniczon
s ak
u d Borem 18
41-808 Zabrze
Polska

TillystraBe 2, 90431 Niirnberg

Froducte included:

= Srerile pndotracheal tubes

Sterile trachecstomy. cubes
Sterile breaching circuite
Breriles fatherer mounts
Nop-sterile anassthetic masks

- Brerile laryngeal masks

Srerile oxygen masks
Steorile Multi-Vent masks

- Sverlle nop-rebreath magks

1 L i [ ]

Gteriles nebulizer masks

Stertle pasal oxygen cammulas
Sterils pebolizer ssts

Gterile exygen tubing

Sterile suction catheters

Brerile abdeminal draina

sterile Feeding tubss

Eterile ptomach and ducdenal cubes
Sterila urology cathetars

= Brerile surgical suction sats
- -Brerile surgical sucticn camnilas

Eterlla #yringes for singles uss

Date: 2018-05-27
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TOVRheintand
: Tﬂv Rhﬂm ﬂ Dag. 3/6, Rev., 0
LGA Products GmbH
TillystraBe 2, 90431|Niirnberg
[ Attachment to
. Certificate
i Registration No.: DD 60138535 0001
. ReportNo.: 26300232 017
. S s chbuiadsisinoncie,
spolka komand a
ul. Pod Borem 18
41-808 Zabrze
Polska

Products ipcluded;

Bterile lnsulin syringes
fterile rubarculin syringows
Srerile hypodermic nosdles
Srerile bngulin pan needles
fterile blood lancecs
SFrarile IV cannulas
Gterile necdle fres valies
Brerlle purgical gloves

(N P T (S L B !

Date: 2019-05-27
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TUV Rheini
LGA Products
TillystraBe 2, 90431
Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International G
Spolka z ograniczona
l‘nﬂu l:mnd‘yml
ul. Pod Borem 18
41-808 Zabrze
Polska

Produces isgcluded

For the [ollewliog medicgl davices the scep
only the aspects of manufarture cocncoerned
necuring and meincaindng sterile condicion

- Adhesive cannulla fixatien dressings
= hdhesgive wound dressings

- Eye pads

= Incles Lilmm

= Trapsparsnt. [ilm dressings
= Foam dressings

= Absorbant wound dressings
= Suroical gowrns

= Surglical drapeos

= Seca of surgical drapes

- Fluld sollectisn pouehes

- Welacon cathetars

nd Daa,
mbH
Niirnberg

p
ledzialnoscia,

EOvaTe
th

qifh.

Date: 2019-05-27
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TUV Rhein
LGA Products

TillystraBe 2, 90431

Attachment to

Registration No.:
Report No.:

Manufacturer:

Producte ipcloded:
only the aspects of

Vagipal mpeculums
Cervical boishes
Urine baos
Tongue deprasscrE
fuedel airwaye

Endotracheal tube
Buction Tubes

Cannula stoppers

DD 60138535 0001
26300232 017

ZARYS International G

Spolka z ograniczona
a koman

ul. Pod Borem 18

41-808 Zabrze

Polska

For the following osdical devicea the soopéd

manufacture concerned o

gecuring and maintaining sterile sonditiomg:

Intubation styleats

holders

Hithdrawal cannulas
MAlginate dressings

= Umbilical cord clamps

Date: 2018-05-27

mbH
Nirnberg
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TUVRheinland

‘ TOV Rheinldnd foe. 6/6, Rew. o
| LGA Products GmbH
TillystraBe 2, 90431 Niirberg

! Attachment to
| Certificate
| Registration No.: DD 601398535 0001
Report No.,: 26300232 017
Manufacturer: ZARYS International Grpup
Spolka z ograniczona J;Emclﬂ:lnnula..
:r:llcl koma a
. Pod Borem 18
41-808 Zabrze
Polska

Products included:

LARYE Intermational Sroup
| Spolks 2 pgraniczona odpowledzialnoscia,
spoliks komandytowa
ul. Gustawa Riffel'a 15
441058 gliwice
Foland

AckElvity: Production

i Date: 2019-05-27




EC Declaration off Conformity

We Beren Medikal Puz. San Tie Ltd. Sti. herewith

lares under its sole responsibility that the

item of product specified below satisfies the essential requirements of the EC Medical Devices
Directive 93/42/EC with amendment 2007/47/EC drective which are apply to it.

Produet Name: Medical Recording/Chart Papers

Type-Model: Opmask, Opstar
GMDN Code: 15639

Clussification: Class |, Rule |
Conformity Assesment Route: Annex VI

d Thermal Paper for Video Printer

Applicable EU Directives: 9343/ EEC Medical [Irlcus Devices with amendment 2007/47EC

Applicable Standards: EN 150 13485:2016, EN
13485:2012

Certifiente No: MDD1024

Manufacturer; Beren Medikal Paz, San. Tic.Lwd St

Ikitelli 0.5, B, Fatih San, Sitesi 3
Tel : +90 212 486 00 37 (140) Fax: +90 212 486 00
Country of Origin: Turkey

On Behall Of Manufacturer:

Name: Ali Riza Taslicukur

Position: General Manager

Date-Place: 20052019 |stanbul-Turkey

: ' ki s TALY
Tl Y WY N Flos L TR T
TRENG T T L L

1:2009, EN IS0 14971:2012, EN IS0

Blok No: 3-4 Basaksehir Istanbul /Turkey
38

W,

TKITELLI ORGSANBOLFATIH SANAYI SIT. 38 BLOCK NO:3-4 BASAKSEHIR)

TEL:+%0 211 486 D ¥7

liciveind %00 185 38 s 04

FANT=8 111 456 g 3%




ZERTIFIKAT /| Certificate

DIN EN ISO /EN 1SO 13485 : 2016

Hiarmit wird beschelnigt, dass die Firma | This corlifies, thal the compeny

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

ain Quaitismanagamanisysiam nach dar Maorm DIN EN (S0 134685 -
Cuafitiismansgemensysieme - Anforderungan bir ieguiatorsche I
Deades Jariifkal stedl micht dan arfordedichan Machweis zue Anbnngu

16/ EN S0 13485 - 2016 - Meoizinpeodukia -
- eingafifrt hat und autrechiemhall

daf CE-Rannzaichnung dar,

has eatablished and malniaing & qually managemsent syslem that m
EN 150 13485 - 2018 - Madical davices - Qualty managomen| sys
This cart¥igehe ool an sedhansation fo affiy the CE mak

Galungsbaraich ! Scope

fhe requirements of DIN EN 150 13455 @ 2018 7
- Rpgunirmmemss for reguiaiony rposes

Entwicklung, Herstellung und Yertrieb von Skalpelikl
Blutlanzetten, alektronischan Blutdruckmessgeriten
Kathetern, chirurgischen Handschuhen, Infusions
Paraffingaza, Intraventsem Infusionsbesteck Kopfh
Tuberkulinspritzen, Insulinspritzen, digitalen Tharm
Blutdruckmessgeriten, Thermometern, Untersuchun
Tropfer fir Medikameante.

Design, Manufacturing and Distribution of Blades, §
Lancets, Elecironic Sphygmomanomaters, Con
Surglcal Glovas, Infusion Sets, Intravenous Cathale
Infusion Seis, Syringes complefe with Needle, Tube
Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers,
Examination Glovaes, Syringes, Urine Bags, Dro for Medicine.

Reg.-Nr. | Reg.-No. 04 221 041335 Glllighed | Validity
Barichl Nr. | Repart No. 3523 T84 von | from 2018-03-12

bis f ueld  2022-03-11
7. =

Lartifizierungsstella for Medizinprodulkla

gen, Skalpellen, Bluttransfusionssets,
Kondomen, Trachealtuban, Folay Ballon
y Intravendsen Kathetern, Nadeln,
tvanen, Spritzen komplett mit Kandls,
atarn, 3-Wegehdhnen, Aneraidan
shandschuhen, Spritzen, Urinbauteln,

Ipels, Blood Administration Seis, Blood
Tracheal Tubes, Foley Balloon Catheters,
, Neadlas, Paraffin Gauze, £:alp Vein

fin Syringes, Insulin Syringes, Digital

Cemificaian body for madca dences Essan, 2018-03-12 .
TUW MORD QERT GanbH Langemarcksirals 20 45141 Eaugn WA |m|ﬂi-|*mu—n&ﬂ.%ﬁmﬁui:ﬂl§fﬂ {

ot [ty
Benannte Stalls Kann-Nr. 0044 | Nodified Body 1D, No. 0044 flaran

(( DAKKS
-..:‘*-_. Deaymche
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EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang ll ohne (4) | @acc. 33/42/EEC Annex Il without (4)

Higrmit wird beschainlgt, dass die Firma § This cartifies, that e dompany

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wiinis
The Netherlands

tir die Produkie [ die Kalegotie: Liste dar Produkla sishe Ankage
for the prodiots £ prodrcl calegarny: List of producly see annes 1

Skalpallklingen, Skalpellen, Bluttransfusionssets, Blutl itan, elakironische Blutdruckmassgeriie, Kondomae,
Trachaaltuben, Foley Ballon Kathater, chirurglsche Handdchuhe, Infusiconssets, Intravendes Kalhater, Madaln,
Paraffingaze, Intravendsa Infusionsbestecks Kopfhautvesen, Spritzon komplett mit Kanile, Tuberkulinspritzen,
Insulinspritzen, digitala Thermormater, 3-Wegehihne, Ansfoide Blutdruckmessgerite, Thermometer,
Untersuchungshandschuhe, Spritzen, Urinbautel, Tropter iir Medikamanta,

Bladws, Scalpsls, Blood Administration Sats, Blood Lanc Efectronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgical Gloves, Infusion Sets, intravenous Catheters, Needles,
Paraffin Gauze, Scalp Vein Infusion Sats, Syringes complpie with Needle, Tuberculin Syringes, Insulin Syringes,
Digital Thermometers, Threa Way Stopcocks, Anerold Sphygmomanometers, Thermomalers, Examination
Gloves, Syringes, Urine Bags, Droppers for Medicine.

ain Cupltiissicherungasyatam fr die Auslegung, die Ferigung
das Ankang | (shna Abschali 4} dar Richilinle G34EWG anwan
der Banannten Sede angebmachl worden, Dis Gdlighall Seses Zafli
sichermgssiyshems in Ubsrsinstimmung mil den Anforderungen
Saela gam. Annang [ Abschnitl §. Cas Fadifat st unled keinan U

dia Erdkontrolle der genaniden Produkle nach Mallgabe

, Zusdldich zir CE-Kannzasshnung muss &a Kanmammae
& paruhl aul der Aufrachberhaiiung dea Cualitts-
Richifinia wnd seiner Uberamchung cuich dis Benannte
sténdlen (bertraghar,

has established 8 gually sysiem for design, producilon g fing |
of the drective SYE2EEC, Addiions fo i CE-manking s nodl
vaiigily of g carfiicale is besed on the mantanance of the qual
and iz sursmilgnce By e Notifed’ Body sccomding Anmar If seciio

fing sce. o the requirsmants of Annex I feilhodd saclion 4)
tharr number of the Notiied Body has fa be-affined. The
systarn in popardance with the reguiremantz of the directive
5 The ceriicals may nat ba fransfarmed wider any

CIFCUTTEEIORE.
Rag.-MNr. [ Aeg.-Nao, D4 232 D41335 Glltgkail [ Vairily
Barighi Mr. | Rapad No. 3523 TEES won f fram 2018-03-1&

bis | il 2024-03-11

Zartifiziarungssialle fir Madizinprodukta Eazpn, 2018-03-132
Cartificalion body for madica devioss

TUY MORD CERT GmbH Lengemarckstrale 20 45141 Easen wwrw iugv-nord-garl.da_-

Banannbs Stella Kean-Nr, 0044 | Moidiied Bogy I0L No. 0044
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ANLAGE/ANN

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

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

Produkte der Klasse Im
Products of class Im

Thermometer, Quecksilber frei
Thermometer, Mercury free

BlutdruckmefBgerat, aneroid
Sphygmomanometers, Aneroid

Anmerkung! FOr Produbie dor Klassa | m# Messlunktion besc
Herslabungsschrilte in Zusammenhang mi der
Andorderungen

For products of clazs | with measurng funclions
ranufaciuie concenmed wath e corformdy of tha

Note:

Barichi Mr. | Report No. 3523 7864

v &

Zenifizisrengesiaes flr Madizinprodukis
Cemificafion bogy for medical dewioes

431

TOY MORD CERT GmbH Langamarcksiralla 20

Banannla Sislla Kann=Nr, 00£d | SNodifad Bedy 1D, No. 0044

**ﬂ'ﬁ-ﬁ S e U g e Ly
+ v eiuele dyi Liase
i il ———
ﬁ'ﬁmﬂﬂ Mhli-.mlnll:.
ﬁ'-ﬁ-* ILG-BE-Z38.10.78

UMDONS

14-028

16-156

Ankt sich das Zesfisarungsvarfahren mul dis
formitat der Produkin mit den messiachnischan

carfifcadion process 8 restncied o the especls of
vicas with mefrologics’ nequiremenis.

j1 Ezsan

Gatighedt | Vaidily
von | from 2019-03-12
Edition 5

Essen, 2018-03-12

v luav-nord-gart,



Anlage 1, Blait 2 von §
HAnmex 1, page 2 of §

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

Produkte der Klasse |s
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

Anmaorkung: Flr Produsle dor Klasse | stel beaschiinil sich
schrifie In Fusammenhong mil der Stanlisstion

MNada: Far producis of class | signie the cerilication p
wilh seciunny and maindpining slerie condilions.,

Baricht Nr. | Raport Mo, 3533 7884

HJ &

Zeridizimungsstalby fur Medizinproduita
Cerfiicalion body for medics! devices

TUNY HORD CERT GmbH Langemarcksirals 20 45948 Esaan

Bananme Slalle Kenn-Ne, 0044 | Nobled Body ID. Np. (044

*ﬁﬁ'*_& W St g 1
& T Iw-wll-w;
* *

¥ N

Hor *-ﬁ-* ELG-B5-138,10.10

ANLAGE/ANNEX

UMDNS

13-929

14-298

16-782

11-882

12-506

Zenifizarungayensiven auf dia Aspekis der Homtallungs-
dar Aufrechlarhaliung der Sieailital,
is restriched fo ihe aspecls of manufaciume concamed

Gldlgked | Validity
van [ from 2018-03-12
Edition 5

Egsan, 2018-03-12




Anlaga 1, Blatt 3 von §
Annex 1, page 3 of §

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

Blutdruckmefgerit, elektronisch
Sphygmomanometers, Electronic

Endotracheal Tubus
Endotracheal tubes

Katheter, Harnwege, Foley
Catheters, Urinary, Foley

Handschuhe, chirurgisch
Gloves, Surgical

Barleht Mr. [ Repart No. 1523 TE64

Vv

Zartiiziprungastelle fir Medizinprodukie
Carlificdlian bady for medical devicas

TUV NORD CERT GmbH Langemarckstraie 20 45

Banannie Siels Kann-hr. 0044 | Nofled Body 1D Mo, 0044

*** ﬁ-* derygew) (T Iy

*r hﬂﬁ!m (T |
* 'I ' * Nir L l-lﬂ:.l.
* '* I:',‘I»'.‘.mlp-r-l.l.lln

*‘ﬂ' *ﬁ* FLG-BE-238,10.18

ANLAGE/ANNEX

41 Ezaen

CGliftighait { Vadgiry
von | fram 2018-03-12
Edillon ' §

Essan, 2018-03-12

wiww luav-nard-cerLoe

UMDNS

12-234
12-252
10-421
10-440
16-157
14-085
10-720

11-883

madical@ivev-nord. de




ANLAGE/ANN

Anlags 1, Blatt 4 von §
Annex 1, page 4 of §

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

Produkie der Klasse lla
Produels of class lla

Intravendses Infusionsbesteck, allgem

ne Verwendung

Intravenous Administration Sets, General Purpose

Katheter, intravenous, peripher
Cathelers, Intravenous, Peripheral

Intravendses Infusionsbesteck Knpfhal.ane

Intravenous Administration Sets, Scalp

Nadeln, hypodermisch
Needles hypodermic

Verband, nichthaftend
Dressing, Nonadherent
Spritze, subkutan
Syringe, hypodermic
Spritze, Tuberkulin
Syringes, Tuberculin

Spritze, Insulin
Syringes, Insulin

Barichl Mr. | Report Mo, 3523 Tood

H-J. de—

Zerifigiarungsatella lur Medizinprodukla
Cariification body for medical dewces

afn

GikHbghmil | Valtidihy
van | from 2018-03-12
Editon 5

Essen, 2019-03-12

TUN MORD CERT GmbH Langemarcksirale 3 45141 Essen  www luav-nond-cert.de

Benannia Siells Kenn-hr. 0044 | Notliea Bady [0, No. 0044

*frﬁ'** B dad b g el b
* * .!':lr-il-h'l.h:lll (]
* _* [ R LT
CEAE ¢ i

*ﬁ + #ﬁ ELG-BE-200,10.16

UMDNS

12157

10-727

17-825

12-T45

11-325

13-840

13-845

13-941

madicalfijiuev-pord de




Anlage 1, Blati Svon §
Annex 1, page 5 of §

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

Produkie der Klasse lla
Froduets of cfass lla

Thermometer, elektronisch
Thermometers, Electronic

Dreiwegehahn
Three-way stopcock

Produkta der Klasse llib
Products of class I[b

Kondome, méannlich
Condoms, Male

Bericht Nr. | Haport Mo, 3523 7864

Al

Zenifizierungssialla lur Megainprodukio
Conlifcalion bady for medical devices

TUW NORD CEAT GmbH Langamarcksirais 20 4581 Esean

Benannie Stells Karm-Pr, 0044 | Nodifed Sody 10, No, 8044

*ﬁ- **ﬁ- Bt ol sl T Rt by

L1 I“ W o harenmgh e
*r * Bk et
Whak™  ZLGBSII6A0,18

ANLAGE/ANN

UMDNS
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