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EC Certificate

Full Quality Assurance System according to
M ed i ca I Devices D irective SgJ +Z l,eSC An nix*i-1,r,S"oton,

Certlflcate Number: 1984-MDD-11i100

We hereby declare that ah examination of the under mentioded fnll quality

assurance system has heen carried out following the requirements of the
national legislation. to which the undersigned is subjected, transposing,Ernfl€x ll
(with the exemptlon of section 4) of the Directive gg/4zlEEC on medicat devices.

We certify'that the full qualitv assurance systern conforms with the relevant
provisions of the aforementioned dlrective.

Organlzation:

PLASTI-MED prASTir UrOirAl ununHn
SANAY|vE TicARET L|MITED giRKETi

, DeriOSB Mahallesi. Yan SanaylCad. N6:n3 Tuzlaliitanbuffiurkey

The products defined at the enclosure which is the part of thls certificate and
contains six pages. The,certiflcat€ is valid till expiration date, subject to successful
completion of periodical surveillance audits. PleaSe contact Kiwa tor details.

ReportNumber:'M.3567r09
Date of first lssue: 25 July 2011
Date of last issue: 25 May 2021
Revisi6n Number: 11
Expiry Date: 27 May2O24
Kiwa BelgelendirmB Hizmetleri A.$. has audited the quality system restrlcted to
the aspects of manufacture concerned with securing and maintaining sterile
conditions in accordance with MDD Annex ll for. Class ls devlces covered,by this
certificate and found that the quality system meets the requirements of MDD
Annex ll.

25 May 2021, lstanbul, Turkey

1
Muhtegem Gdkhan Yiicel

Head of Notlfied Body

Kiwa Bolgelendlme Hlzmeuerl A.g.
ITOSB 9. Cad. No:1 5 Tepc6r€n, Tuzla, lst5nbul, Turkey
Tel.: +90 216 593 25 75, Fsx: +90 2,16 5932574
Web: www.kiwa.com.tr, +.mail: posta@klwa.com.tr
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Page 116Enclosure of the EC Certificate:

Full Quality Assurance System according to
Medical Devires Directive gSl[zlEE9Annex-ll Section 3

Certificate N umber: 1984.M DD:l 1-100,,Revisio n Nu m ber: 1,1

Concerned medical devices;

Sterile,medicatdevices :

Product Name Types

Stone Baskets

NitinolHelical

Nitinol Flat Wire

NitinolTriprong
NitinolTipless

Nitinol Percutaneous Basket

3 Wires

SplralStone Holder

Urodynamic Catheters
And Sets

Urodynamic Cystometry Catheter and Set

Hydrophilic Urodynamic Cystometry Catheter

Urodynamic Cystometry Catheter & UPP Catheter

Hydiophilic Urodinamic Cystometry Catheter & UpP

Catheter

Renal Dilator And Sets

Amplatz Renal Sheat

Amplatz Renal Dilattir and Sheat Set

Fascial Dilator and Sets

Percutaneout Tract Dilatation Klt with Nephrostomy Balloon

Dilator
Screw Dilator

Pelcytaneoius Tract Dilatation Kit with Amplatz Renal Dllator
Set: .' ' .

Ureteial Catheters

Dual Lumen Ureteral Catheters

Ureteral Catheters

Hvdrophilic Ureteral Catheters

Ureteral Access Sheat
And Dilator Sets

Hvdrophilic Ureterat Access Sheat& Dilator Set

Ureteral Access Sheat& Dilator Set

Nottingham Dilator Catheter

Ureteral Dilators and Sets

Muhtegem Gdkhan Y0cel

Head of Notified Body25 May 2021, lstanbul, Turkey

Klyra Belgolendirme Hlzmefleri 4.9.
ITOSB s. Cad. No:15 Tepedren, Tuzla, lstanbul, Turkey
Tel.: +90 216 5S3 25 75 , Fax: +90 210 593 25 74
Web: www.kiwa.com.lr, e-mail: posla@khra.com.tt
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Enclosure of the EC Certificats

Full Quality Assurance System according to

Medical Devices Directive g?l4?lEE9Annex'll Sestlon 3

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

Concerned medical devices;

Sterile medical devices

'I

25 May 2021, lstanbul, Turkey

Product Name Types

lUlCatheter
lUl Catheters

lUt Catheter Cannula

:suprapubic Catheter And

Sets

Suprapubic Catheters and Sets

Silicone Suprapubic catheter and Sets

Suprapubic Catheter Set-Sta ndard

Suprapubic Catheter Set With Balloon

Needles

TLA lntroducer Needle

lnitial Puncture Needles

Chiba Needle

Guide Wires

Guide Wire- Nitinol
Hvdrophilic Guide Wire- Nitinol
Zebra Guide Wire' Nitinol
Guide Wire-PTFE

Guide Wire J Type

Ocean Touch Hvrophilic Tip Zebra Guidewire

Ballon Dilator CAtheters

Ureteral Balloon Dilator
Neohrostomv Balloon Dilator

Transureteroscopic Ba lloon Dilator

Tiansuretdioiiopic 'uiCtairi Balioon Dllator and sets

Ureteral Aittoon Dilator and Sets With Hydrophillc Tip

Occlusion Balloon Catheter

Malecot Nephrostomy
Catheter And Sets

Malecot Nephrostomy Catheter and Sets

Re-Entry Malecot Catheter

'd&h
Muhtegem G6khan Yiicel

Head of Notified Body

Klwa Belgelendlrme Hlzmeuerl A'9,
ITOSB 9. Cad..No:15 Tepeoren, Tuzla, lstanbul, Turkey

Tel.: +90 216 593 25 75 ,Faxi +90 21 6 593 25 74

Web: www.klwa.com.tr, e-mall: posta@klwa,com.f .DUTCIIMEI).M''
IDNO .t 009600033387
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Enciosure of the EC Gertificate: Page 316

Full Quality Assurance System according to
Medical Devices Directive 93l42lEEC Annex'llsecion 3

certificate, Num berl 1984-M D D-l 1-100,'Revislo n Nu m ber: 11

Concerned,,medical devlces;

Sterile medical devices

25 May 2021, lstanbul, Turkey

Klwa Belgelendlrme Hlzmeuorl 4.9.
ITOSB 9. Cad. No:1 5 Tepeorcn, Tuzh, lstanbul, Turkey
Tel.: +90 216 593 25 75, f4; +90 216 593 25 74
Web: www.khMa.com.tr, e mall: posta@klwa.com.tr

Muhtegem Gdkhan YUcel

Head of Notified Body

Product Name Types

..
Nephrostomy Catheter And
Sets

Nephrostomy Pietail Catheter and Sets

Nephrostomi Pietait catheter and Sets with Trocar

Needle
Nephrostomy Pigtail Catheter and Sets with,toq!!ng.

Nephrostomy nigtiil Cathetei Cnd S€ts With Trocar
iNeedle, Locking

Hydrophilic'Muhi eurpose eigtail biainage Catheter and

Set$ Lockins, with Needle

Nephrostomy Balloon

Dilatation Catheter Set

Nephrostomy Balloon
Dilatation Catheter Kit

iniracCvita ry llypeilhermia
Catheter Set

Closed Wound Drainage

Systems And Accessories

Wound Drainage Sets

Soft Drains with Drainage Bag

wou"d D*iniie ieii with Reservoirs and with Flat

Drains

Flat Drains

Wound Drainage Reservoir

Round Silicone Drains

Yankauer Suction Sets And

Accessories

Yankauer Suction Sets

Ya nka uer Suction Handles

Aspirator Connecting Tube

*DUTCH]I{ED.}{"



Enclosure of the EC Certificate:

Full Quality Assurance System according to
Medica I Devices Directive ggl 4zlEEcAnnex-l I Section 3

Certifi cate N umben 1984-M D D-tr 1-100, Re$sion Number: 11

Concerned medical devices;
Sterile medical devices

dI#rL*{q
25 May 2021, lstanbul, Turkey

Muhtegem Grikhan Yricel
Head of Notified Body

Klwa Belgelendlm6 Hizmetl8rl A.9,
IToSB 9. Cad. No:1 5 Tepeoren, Tuzla, lstanbul, Turkey
T6l.: +go 216 593 25 75 , Fax: +90 216 595 2574
Web: wwwkiwa.com.ir, email: posta@kiwa.com.tr
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Product Name Types

Biopsy Punch

Airway (GuedelType)

Poche Perforator

UmbilicalCord Clamp

Bacterial Filters

Bacterial Filter

Hmef Filter

Hme Filter

Hepa Filter

BacterialFilter

HMEF Filter- Elite

HME Filter- Elite

Smear Brush & Smear

Brush Endocervical

Smear Brush

Smear Brush E ndocervical

Karman Cannula

Suction Bag & Canister And

Acccessories

Suction Bags

Suction Bag Tubes

Kapkon Connector

Extension Line

Three Way Stopcock

Breathing And Anesthesia

Circuits

Breathing Circuits

Anesthesia Circuits

Catheter Mount

Breathing lnhalation- Threatment Cha mber

Breathing and Anesthesia Circuit Accessories

,.DU?C}O{DD.If,;

.br3*o ,00e600033387 I
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Enclosure,oJ the EC Certificate:

Full Quality Assurance System according to

Medical Devices Directive }ilfizlEB0 Annex'll Section 3

Certificate Number: 1984-MDD'11.100, ReUision Number: 11

Concerned medical devlces;

Sterile medical' devices

,rfl&q
Muhtegem GOkhan Yiicel

Head of Notified Body25 May 2021, lstanbul, Turkey

Klwa Belgeiendlrme Hlzmetleri A.9.
ITOSB 9: Cad, No:'|5 Tepeore!, Tuzla;: lstanbul, Turkey
Tel,: +00 210 593 25 75 , Fax:,+90 216 593 25 74

Wsb; wwuklwa.com.tr, +mall: posta@klwa.com.tr

Product Name Types

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

Arthroscopy Set with Manual Pressure Pump (T.U,R,)

Blood Gas Syringe With

Needle

Endometrial Cell Sampler

Disposable Oralswab

Sponge Swab

Ureteral Stents And Sets

Ureteral Stent and Sets

Long Term Ureteral Stent and Sets

Hydrophilic Ureteral Stent and Sets

Multilenght Ureteral Stent and Sets

Hvdrophilic Multilenght Ureteral Stent and Sets

Silicone Multilenehth Ureteral Stents and Sets

Endopvlotomy Stent and Sets

Cuttine Electrodes Cutting Electrodes Single Stem

Enteral Feeding Bag
Single

Double

Sterile Karman Syringe
SinBle Valve, Single Valve Set-Sterile

Double Valve, Double Valve Set-Sterile

Non- Sterile medical Devices

Product Name Types

Manual Resuscitator

Reusable Manuel Resuscitator

Disposable Manuel Resuscltator

Reusable Manuel Resuscitator Sets

Disposable Ma nuel Resuscitator Sets

,.EU?CI{R{EN.M,]
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Enclosure of the EC Certiflcate;
Full 0ualiU Assurance Syst€m accordihg to
Medical Devices DirectilrtegSlAZlEEC Annex'll Section 3

Certificate Number: 198+MDD-11-100, Revision Number: 11

Concerned.medica I devices;

Page 6/5

kiffitEE;ffitiimi Hizmetterie.S. is t'totified Body under councll Directive 93l42lEEc
concerning medlcal devices with identification number: 1984

,ufl&q
Muhtegem Gdkhan Yticel

Head of Notified Body25 May 2021; lstanbul, TurkeY

XIwa Belgelendlme Hlzm.tlerl A.9:
ITOSB g. Cad. No:15 Tepeoren, Tula, lstanbul, Turtey
Tel.: +90 218 593 25 i5, Fax:,+90 216 593 25 4
web: tww.klwa.com.tr, e'mall: po6ta@(lwa.oom.t

Product Name rvPg! "*

Disposable Air Cushibn

Mask

Neonatal

lnfant
Pediatric

child
SmallAdult
Adult

Silicone Mask

Neonatal

lnfant
Pediatric

child
SmallAdult
Adult

Respiratory Masks and

Accessories

.**." .;--_--*.-*

Karman Syringe

Oxygen Masks and Accessories

Nebulizer Set and Accessories

High Concentration Oxygen Mask

.Na_saloxyse! l1lyg
i'ngl" Vrl*, litgle vqlr" s"t
Double Valve, Double Valve Set

Suction Bag & Canister

And Accces$ories

Suction Bags

Suction Canister

Breathing And Anesthesia

Circults ' '

Breathing Circuits

Anesthesia Circuits

Catheter Mount

Breathing lnhalation- Threatment Chamber

Breathing and Anesthesla Circuit Accessories

CPAP BPAP Masks
Ora-Nasal

Nasal

*t*nruffii
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