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TTIE REPUBLIC OF TURKEY
MINISTRY OF HEAI.JTH

(Tirrkish Medteines and Medical Devices Agency)

Date of issue: 22.April 2016

TO WHOM IT MAY CONCERN

HEALTH CERTIFICATE

Medical devices, which are in the scope of Medical Devices Directives, listed additional page(s),

supplied ro rhe rnarkerby "NURTEKS TEKSTITVe MEDIKAL SAN. DI$ TiC. A.$. (K.QE$ME M. YENI
BAGDAT C. No:124 GEBZE/KOCAELI/IURKIYE)" arc fi eely sold in the Turkey and European Union and
exported to other couutries.

This serti{icate expires after I2 months fi'om lhe date of issue.

SincelelyYours

Tnrkish ll4edici+es md Mediail De$ees Ageney 06s2a Qonkuya-Ankara-Tl)RKiyl:
Pho*e:+!)0 31? 218 J0 00 fax: +9u Jlz 218 30 59
Nofe:please detetwita lfie wction code, rekrence nunba, sntl d.ate in )art ansx,ers http:\\t
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GERTIFICATE

This is to certify that

Geksa-netkanie materiali, LLC
Tsentralnaya str., 3
1 43405 Golliovo village
Krasnogorsl<iy district
Moscow reg;ion
Russian Federation

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:
Development, design and production of sterile and nonsterile disposable medical linen of
various application, sterile and nonsterile disposable medical clothes of various application,
sterile and nonsterile disposable medical instruments of various application, sterile and
nonsterile disposable personal protective equipment of medical purpose.

Through an audit, documented in a report, it was verified that the management system
fulfills the rerquirements of the following standard:

31 100767 MP23

2016-12-26

2019-12-25

2016-12-26

GOST ISO 13485 - 201 1 (lSO 13485 : 2003)

Certificate registration no.

Valid from

Valid until

Date of certification

OOO SST' DE KU ES

Mikhail Zalunaev
Managing Oirector

POC$ RU.31106 C4irtKflo

J::

Accredited Body: ooo ssu DEKUES, Respublikanskaya str. 3, .,|50003 yaroslavr. 1t2
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
lQNet and

DQS GmbH Deutsche Gesellschaft zur Zertifizierung von Managementsystemen

hereby certify that the company

Geksa-netkanie materiali, LLC
Tsentralnaya str., 3

143405 Goljovo village
Krasnogorskiy district

Moscow region
Russian Federation

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:
Development, design and production of sterile and nonsterile disposable medical linen of various application, sterile and nonsterile

disposable medical clothes of various application, sterile and nonsterile disposable medical instruments of various application,
sterile and nonsterile disposable personal protective equipment of medical purpose; laminated and nonlaminated, single.layered

and multi-layered, with impregnation and without impregnation, rolled polymer woven, nonwoven and geocell materials of
industrial-use including for ensuring of vapor moisture proofing in construction of roofs, walls, floor structures, for soil constructions

stabilization materials, for road construction and different light industry sectors as well as nonwoven materials for solving of the
problems of agricultural sector, gardening, crop growing and vegetable growing.

tu
Michael Drechsel

President of lQNet Managing Director of
lQNet Partners**:

AENOR Sparn AFNOR Certification France AIB-Vingotte Internation al Belgium
CISQ /taly CQC Chrna CQM Chrna CeS Czech Republic Cro Cert Croifia OeS

FCAV Brazil FoNDoNoRMA venezuela lcoNTEc colombia IMNC Mexico Insoecta
tt<AM Argentina JQAJapan KFo Korea MIRTEC Greece MSZT Hungary Nemko AS

QualityAustria Ausrria RR Russta slGE M1xicosll lsrael Sle siovenia slRlM eAS
SQS Swlfzerland sRAc Romania TEST st petersburg Russia TSE rurkey yubi

loNet is represented in the USA by: AFNoR certification, clso, Dos Holding GmbH and

'This attestation is directly linked tothe lQNet Partner's original certificate and shall not be used as a stand-alone oocument.. The list of lQNet partners is valid at the time of issue of this certifilate. Updated information is avaitabte under www.ionet-certification.com

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

f SO 9001 | 2015
Valid from 2016-12-26
Valid until 2019-12-25
Date of certification 2016-i2-26

Registration number: DE-31 10076T QM1 5



ZERTIFIKAT I Ce rtif icaf e

gem. / acc. HN ISO 19,445 :, 2A12 + AC : 2A12

Fliennit wird bescheinigt, dass dio Firma / rhis certifies, that the company

\/an Oostveen Medical B. V.
l{erenweg 269
3648 CH Wtnis
'[he Netherlands

tetsmanagementsystem nach der Norm 1. , AF .6^..
rodukre --euatitdternanas-emenrsysteme lilfi?,r3?l?j aufrechtern?ltt.ertifikat stellt nicht den erforderlic-hen Na oar.

has ed and main ,nagemenf system lhal enls of D/N EN /SO I34BS : 2012 /iflJ |',:t*y,;2 yai,,a"i:6-ntiv iiz, Requirumenrs'ror 
-nglritory 

purpo"rr.

Cieltungsbereich / Scope

Reg.-Nr. I Reg..No. 04 2,21 O4I33s
Bericht Nr. / Report No. ASIE 0866

e

ngsstelle fiir Medizinprodukte
n body for medicat devlces

ToV NORD CERT Gmbtj LangemarckstraBe 20 4514 j Essen

Benannte Stelle Kenn-Nr. OO44 t Notified Body lD. No, 0044

ol16
t

Giiltigkeit / Validity
von I from 2016-07-30
bis I until 20'f 9-03-3I
(bis 2018-07-29 b€i UNtellung 5uf EN ISO 13a6S:2016)
(uhl.ll 2013,07,29 in eis€ otUpgbdo ta EN ISO l34BS:2016)

Edition 2

Essen, 20'l 6-07-21

www. tuev-nord-cert. de



CERTIFICATE
Management system as per
DIN EN ISO 9001 : 2008

In accordance with ruV NoRD cERT procedures, it is hereby certified thal

Van Oostveen Medical B. V.
Herenweg 269
3648 CH Wilnis
The Netherlands

applies a management system in rine with the above standard for the folrowing scope

Certificate Registration No. 04 100 04133S
Audit Report No. 35.18 0365

at TUV NORD CERT GmbH

Design, Manufacturing and Distribution of sterile and non sterile medical devicesand in vitro diagnostic medical devices

Valid from 2016-07-30
Valid until 2018-09-14
(until 2019-07-29 in case ot Upgrade to ISO 9OO1:201S)

Initial certification 2004

Essen, 2016-07-2.1

This certification was conducted in accordance with the Tuv NoRD CERT auditing and certification procedures andsubject to regular surveillance audits.

LangemarckstraRe 20

Akkred itierungsstelle
D-Zlvl-12007-01-01

TUV NORD CERT cmbH
45141 Essen



EG-Zeffiifikat I FC -Certificafe
gem.93l4?JHtilG.A,nhang ll erne q+1 | acc,93/42/EEC Annex Il wdtsutttt

Hierfllltwird besoheinigt, dess dis Firnra / trfiis ceriifies. that the campany

Van Oostveen Medic,al B. V.
Herenweg 269
3648 eH Wilnris
Ths Nstherlands

fiir die Produkle / die Kategorie; Liste der Ftcdukte sietre Antage 1

fjt the pi'ducts / pt!.duet oat6g{,ry: Llst df.,orodrda.s sae abn6l 'l

g!

9r

of Ann6x {l (wtthouf secdon 4)
odyhaslo beaffxed. Ihe
e rcqutrements of the dtrective
fronsfered underany

Giiltigk.oit / V atidlty
von / from ?016-07-30
bls / unfll 2819-07-29
Editlsn 2

Essen, 2016-07-?1

Reg,-Nr. / rQegr.-llo, 04 lg2 04133S
Bericht Nr. i Report No. 3518 0367, 3518 0368

GeffffJcatron hody fot iijts,dicef dsvjrss

TOv NoRD cERTGmbH Langemarckstra{le 20 45141 Essen w$w.tuev-nord-csrt.d6

Esnsnnte stolle Kerrn;Nr; 0044 / fr/ufffs4 Eady lD. No" 0a44

351& 0369



ANLAGE/ANfSEX
Anlage 1, Blatt 3 von 5
Annex 1, page 2 of 5

Reg.=1;. / Reg" No" 04 232 041335

Anrntrkungl Ftir frod*lte der Klasse I stedl be rtltleleru efl 'auf dt Aspekta der Hsrstellungs-
schrltte in Zusammenhang mit der Aufi-ech der Stori dt-rllqfer For products of c/asg. l sfenls lh6 cottiftoation process is reslrrcled lo ihe aspgcts of malrulacjltre rconcerned
wilf seoufng and malnfar'ning stprfle csnd,'fions,

Produkte der Klasse Is
Pngdrycts of c/ass,ls

SpriEen 2- und S-telligl
$yringes 2- and 3-part:

Harnauffangbeutel
Urinary eollec$sn Bags

Untersueh ungs handochuhe, steril
Fxsnrfnaffon gtoyes sfe$Ie

Borieht Nr, I Repor/No. 3518 0367, 3518 0363.
3518 036S

fiii Mediainprodukte
CeniFteatlon body for medica/ devfces

T0V NQRD CERT GmbH Lan$e|narckstf€fi6 20 45141

Benannte Stelle Kenn-Nr.0$44 J /Voflfed Bady tD. No. A$44

IJMDNS

t3€29

14,-998

1f-882

G0ltlgkeit lVatldily
ven/ffom 201e"0f'30
Editisn 2

Essen, ?016-07*21

wwlv tuev-nord-cefi de



ANL.AGE/AfVfVEX
Anlago 1, tslatt 4 von 5
Annex l, page 4 af 5

Reg.-Nr" /' Reg" iJo. A4 232 041335

Produk{e der Klasse lla
Producfs ofciass fla

Intrave niises lnfusionsbbsteck, al I gem e in e Verwe ndun g
In fraver o us A dnrthistra fJo n S e fs; Gen era/.Purpose
Katheter, lrntravenous, peripher
Caftlefens, Lnfravenous, Fenp hera I
lntraven tises I nfusions besteck Ko pfh autvene
I n tr a v e n ou.F Admffi isfrafipn Se f sn .Sc afp tlein
Nadeln, hypodermisch
Needles hypodermlc
Verband, nrichthaftend
Oressing, Ncnadherenf
spritzen 2" oder 3 teillg mit rnontierter oder integrierter Nadel
Syrfnges 2" ar Sgarts with mounfed or integratid needle
Spritze, Tuberkulin
$yringes, Tuberculin
Spritze, lnsulin
Syrlnges, fnsuffn

UMDNS

12-157

1U-727

17-825

',2-745

11-325

13-922

13.945

13-941

Bsricht Nr, l Reporf'f/o, 3518 0057, 3519 0368,
3518 0369

- y"'.
.Zertifizieruagsstella f 0r l't6dizinpr0dtrkt€
Cettilicatilfi body for medlcat deyices

TllV NORD GERTSmbH Langqmarckrtraf$e20 45i41 H n

Benannte Stelle'Kenn.Ftt. 4 / tVoffied8ody tD. No.O044

G0ttigkeit lVatidity
uon /from 2016-07-30
Edition ?

Essen, ?016:07-21

www,tugv-fiod,cert.d6
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lrAnexa ta Avizu.l sanitar nr. j,iii

t1

.din Jo. ."1'l: 2077

Denumirea produselor Firma producdtoa re, Tara

4spirattoldesariva rffi
Burete, hemostatililerffi

33cm x 25om NlSrryry ffi
Yg1gqi din nitril I aL*r,t"
Manusi din tateiX
microtexturate MED
Manusi din nitrii aF
microtexturate MEDIC-DENT
Manusi.din nitriFA
microtextuiale MEDIC DENT

_Dispotech, ItiiiiW.N;t3oo
IvllNl-RULOU din vatr NrJ 300

MUSAMA MEDICALA ZAO Yaroslai,ti-R#4omA
n"P, a" p"rtr. lgrliE. h-;t.ur,r" IWffi
T"P"q"pr"F =ffi
*qf?q gs p""t'"ae p-u'rffi;i
*uloqa_gpailete e_u sjrlnr. rffiRuloudep_acheG;;;ffi

1ic 45cm X 3 3strahrriN500 Dispote,;h. Iiitias pgJ_rTsr sto{n ato I o rffi#i Dispotech,Iklia
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EC Certif icate
Directive 93l4ZltEC Annex V
Productirln Ouality Assurance

Medical Devices

Hegistration No.:

Report No.:

DD 60't 1702A 0001

26300232 005

Manufacturer:

Products:

Expiry Date: 2019-06- 08

Effective Date: 201? -03-07

20t? -03-07Date:

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

(see attachments for products and sites inelud.ed)

Replaces EC certificaee. Registration No.: DD 60100191 0001

The Notified Body hereby declares that the reguire
been rnet for tha listed products. The 

"fonu n"nr"€ssurance is subiaforementi For pta
certificate rninatio

Notified Bodv

Or. K. Kluge

TUV Rheiniland LGA products GrnbH - Tifiystra8e z - go431

oual

TUV Rheinlarld LGA products GmbH is a Notified according to Direstive g3l4ZIEEe

'o

SJL

Ntirnberg

concerning meclical devices number 0197.



TovRheinlanqij

TUV Rhetnland
tGA Pnoducts GmbH

Tillystra8e 2, 9043i Niirnberg

Doc. t/6, Rev. 2

r{,ttachment to
(]ertificate
I?egistration No.:
Ileport I'lo.:

ftlanufacturer:

DD 60117020 0001
26300232 006

Products incLuded:

- Sterile and no- Non-srertr" orl.3ff'l:J:ttins sauze
- Stseri1e and non_steril_e gauze swabs{with or withouc X_ray tfrread)- le and uon-sterile g_..";'lap spongesX-rEy thread/ with X_ray chip)- le a.rrd non_sterile g.rr"",balJ_sor without X-ray thread)- Sterile and non_sterile gauze roLls(wir.h or without x_ray cir"uJl 

-'
- Ster:ile and non_sterile non_woven swabst.wirh or wj,thout X-ray tnruali- steriLe paraffi- srerire Lu,."_J ;"::;:"t"n.* SEerile transfu
- st.erile i-nfusio 

ets for single use
- st'erl-le extensj, 

setss for single use
on tsubes for infusion p

Notified Body

&'i f
At"

Dqte: 20tg-01-25

Maciej Sclera



i

rUVnne;nta#O

Rheinland
tGA Products GmbH

Noti d Body

Doc. 2/6, Rev. 2rtiv

r\ttachrnent to
Ceftificate
Itegistration No.:
fleport No":

frlanufacturer:

Products incLuded.:

- Sterile endotracheal Lubes- 9terile traeheosLomy tubes- SteriLe breathing circu:-ts- Sterj-Ie caLheber mounts- Non-steril-e anaesbhetic masks* Sterile laryngeal masks- SteriLe oxygen masks- Sterile MulLi_Vent masks* Sterile non-rebreath masks- Sterile nebulizer masks- Steiile nasal oxygen cannulas- SEerile nebulizer sets* Steril_e oxyEen Eubinq- sterile suction cathJters- Sterile abdorninal dralns- SEeriIe feeding tubes

TillystnaBe 2, 90431 Ntirnberg

DD 601 17020 0001
26300232 006

Soou,ug

Date: Zglg-A1-25

aciej Scie



LGA Products GmbH
Be 2, 90431 Ntirnberg

DD 601 1702a ao01
26300232 006

Poland

TtiV Rheintand Doc.3/6, Re,v.2

Itttachrnent to
Clertifieate
Fiegistration No.:
Fleport No.:

pr.odircts

- Sterile
- Sterile
- SteriLe
- Sterile
- Sterile
- Sterile
- SLerile
- Sterile

included r

:i-nsulin syringes
tube culin syringes
nlpo ermic needles
insulln pen need.les
blood Lancets
IV cannuJ_as
needle free valves
surgical gloves

Date: 20i8-01-2S



TUV Rheinland noa. +lS, Bev, 2

ucts GmbH

DD 60J17020 0001
26300232 006

Group
a

spolka komandytowa
ul. Podl Borem 1g
41-808 Zabrze
Poland

Prodtrct,s incLuded:

For the following meciical d,evices Ehe scope coversoTIy the aspects of manufaclure concerned withsecu.rinq and inaintatr-ning sterile cond.itions:
* Adhesive cannulla fixatj.on dreseings- .Adhesive wouud dressinqs* Eye pads
- fneise films* T?ansparent film dressinqs
- Foam dressings
- Absorbent, wound dressings
- Surgical gowns* Surgical drapes
- SeEs of s rgical drapes
- Fluid co1 ectsion pouches
- Nelat.on qattreters

Tillystrrat3e 2, 90431 Niirnberg

Notified Body

it"n

i'. .

" t,.

...:

Date: 2018-01-25





Rheinland Doc. 6/5, Rev, 2

LGA Products GmbH

DD 60117020 0001
26300232 006

Date: 2018-01-25

spolka owa
ul. Fod
41-808 Zabrze

Notified Body

Maciej



M I N6sEc I nAruvfrAsI RE N DszE R.TAN usfrvAruv
qUALITY MANAGEMENT SYSTEM CERTIFIICATE

TanIsltott szervezet neve / Name of certified organization:

5z6khely / Headqua rters:

ULTRAGET HUNGARY 2OOO KFT.

1023 Budapest, B6csi tit 4.,
Magyarorszdg - Hungary

Telephely / Manufacturing site:

LzLl Budapest, Tekercsel6 utca 12.,
Magyarorszdg - Hungary

Ta ndsitott tevdkenyseg:

olosi 96lek gySrt6sa 6s kereskedelme. orvostechnikai eszktiziik forgalmazisa.

Scope:

Production and distribution of medicalgels. Distribution of medicaldevices.

A Rend-cert Tan(sit6 es oktatd Betdti rdrsasdg tanisitja, hogy a fenti szervezetmin6segirdnyitdsi rendszere a felsorolt tevekenysegi teruieien megfelel a kovetkez6

Rend-cert certirlc:1_i3n 
"T:til:?,I,I;u.il:[iltji,ll,n,o certiries that quaritymanagement system applied by the organization above meets the requirements of thefollowing standard on the listed scope:

MSZ EN tSO 9001:2015
(tSO 9001:201S)

A tan0sftv;5ny 6rvdnyes /The certificate is valid:
2018. 09. t2. _ 2oLg.09. 11.

A tandsitvSny szAma lReg. number:

ss7l21t8lL8_2

Kiadiis / lssue: 1
Kiadds dituma / tssued: 201g. szeptember L2. / LZSept 2O1g



M I N 6SEEINANViTAS I R E N DSZE R-TA rV US f'rVAruY
QUATITY MANAGEMENT SYSTEM CERT!FICATE

Tanfsitott szervezet neve / Name of certified organization:

sz6khety/Headquafters: 
UTTRAGEL HUNGARY 2000 KFT.

1,OZ3 Budapest, B6csi .jt 4.,

Tetephety/ Manuracturingsite: 
Magyarorszdg - Hungary

1211 Budapest, Tekercsel 6 utca !2.,
Magyarorsz6g _ Hungary

Ta nUsitott tev6kenys6g:

,.ooo"lotig6lek 
gyrirtisa 6s kereskedelme. orvostechnikai eszkdzcik frrrgarmaz6sa.

Production and distribution of medical gels. Distribution of medir:al devices.

A Rend-cert ranrjsitd es oktatd Bet6ti rdrsasdg tanisitja, hogy a fer,tiszervezetmin6s6girdnyitdsi rendszere a felsorolt tevdkenyidgi terureten megferer a kovetkez6

Re n d-cert ." 
T,,:: ::i "T: 

tllil, 
f fi:llu?*lffi x, h i p ce rtiries *r at q u a I i tymanagement system applied by the organization above meets the requirements of thefollowing standard on the listed scopl:

MSZ EN tSO 13485 220L2
(tSO 13485:2003)

KizAr{sok / excl usions :

7.3 _ Tervez6s ds fejleszt6s / Design and development
Nem alka lmaz6ssk / non_applicable:

7 '5'3'2'2' - Aktiv imprantSrhat6 .rvostechnikai eszk6z6kre 6s imprantdrhat6oruostechnikai eszkdziikre vonatkozo t<tiron tti*t"iienv-ei/ p..ti.rr"r requirementsfor active imprantabre medicar u"ui.", .no irpr.nt.ire meuicar rcevices
A tantisitvdny drvenyes / fhe certificate is valid:

2018. 05. 28. _2oLs.o3. 28.

A tan0sitviSny szama I Reg. number:

ss8/2078/18

KiadJs/ lssue; 1
Kiadds diituma / lssued: 201g. mdju s 2g. | 2g May 201g



ERENLER MEDIKAL SAN. TlC. LTD. $Tl.

X*,

E

EC Declurution of Conformity

we Erenler Medikal co',Ltd. herewith declares under its sole responsibility that the item of productspecified below t*i:l::-t1.-essential requirements of the EC Medical Devices Directive gt3/42/EC
with amendment2}}7l47/EC directive which are apply to it. 

-

Product Name: Medical Recording/chart papers (ECG/.TG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII

Applicable EU Directives:93/43|EEC Medical Devices Devices with amend ment2007/47/EC

irXrrHli;standards: 
EN rso 1s223-t:20r6,EN 1041 :200e,EN rso t4e7t:2012, EN rso

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli o's' B' Fatih san. Sitesi 38 Blok No: 3/4 344gl-Basaksehir Istantrul /Turkey
Tel : +90 ZI2 486 00 37 (140) Fax: +90 2t2 486 00 38

Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position: Vise president

Date-Place : Istanbul-Turkev

irirElri oRG'sAN.BoL'p,q,riu s.lNlvl siT.3-B BLocKNo:3-4 eA,sA.xsrHinl lsraxeur,
TELr+90 212 496 00 37 FAX:+90 212 486 00 38

FR-003 / 00 / 09.06.201 I REF.: pR_Or , 
"lli \/.D :354 01 5 l0 62
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iKtTFLLf gRGr SAN. BOL. F,ATIH SAN. slT. 38 BLCKBA$AK$FHIR - ISTANBUL _ TURKEi 
"=-- '

with a seope of

FOR INTSNSIV

Medical devices - euarity manageme't systerns - Requirements forregulatory purposes
,,Frsit;a4tg 

elewnts ctf rhe star are .art:latfed,,
..i-9', .,r.J._f ,, "7.J.q:.

Kiwu Certificatlon Si:rvioss lnr
ITOSB 9. Cadde No. !5 Tepecren Tuzle - tsttnbul - Turkev"fet: + ${1215 593 25 75 F.ks ". + V$ 2r*rra 2', io 

---.-

pleare contact abol.e numben i.ur <JEtaileo iflJi)finatio&

Certilicate '1.,1o

Initial Certificarion Date

C€rtificali{}n Defe

Expiration Ilatr

: lvt 10422

: i0Juse2Sl6

: 02 November ?01

: 09 June ?{ll9

X.ast lr{odifrerj: 02 Noyemfier iOt g _ R 02


		2019-02-12T12:17:35+0200
	Moldova
	MoldSign Signature




