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Z1G-B5-244,10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lia, ilb or HI)

No. G1 106138 0002 Rev. 00

Product Service

Marflow AG
Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Manufacturer:

Product Category(ies): Classiib

Double J stent & set
Class lla

PCN catheter & set
Ureteral catheter
Malecot catheter
Re-entry malecot catheter
Suprapubic catheter
Braided shaft catheter
Dual lumen catheter
Facial dilator

Amplatz dilator & set
Ureteral dilator & set
Ureteral balloon dilator
Double J stent & set
Mono J stent
Endopyelotomy stent
Guidewire

IP Needie

Chiba needle

Stone basket

Perk basket

.

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 |,

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

Report No.: IND20190101
Valid from: 2020-04-03
Valid until; 2024-05-26
—
Page 1 0of 3

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

TUV sUD Product Service GmbH « Certification Body » Ridlerstraite 65 » 80339 Munich » Germany

Legalization see reverse side



Official Certification

Seen for authentication of the foregoing signature, acknowledged in our presence by

Ms. Tracey WALTHER, born 28th December 1958, Swiss citi i
Tracey WAL IAER, , Swiss citizen of Ob ing
to her information residing at Brunaustrasse 17, 8002 Zirich i e
identified by identity card. I

|

Zurich, 8th April 2020

BK no. 1027ff NOT

Fee CHF 20.00 [

Andi \
\'.
\
APOSTILLE

{Convention de la Haye du 5 octobre 1961)
1. Land: Schweizerische Eidgenossenschatt, Kanton Ziirich
Country; Swiss Confederation, Canton of Ziirich

Diese gtfentliche Urkunde / This public document

2. ist unterschrieben von

has been signed by Andreas Bachmann

3. in seiner Eigenschatt als
acting in the capacity of Notary Public

4. sie ist versehen mit dem Stempel/Siegel des (der) — bears the stamplseal of

Notariat Enge—Ziirich Kanton Zirich

Bestatigt / Certified
§_ In/ at 8090 Ziirich [ Zurich 6. am / the 08.04.2020

7. durch die Staatskanzlei des Kantons Ziirich
by the Chancellery of State of the Canton of Zurich

2. unter Nr. / under N° 117927412021

9. StempelfSiegel. Stamp/seal  10. U

e PRR W RTA TR
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ZERTIFIKAT ¢ CERTIFICATE

Gefr. . Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 106138 0001 Rev. 00

Holder of Certificate: Marflow AG
Soodstrasse 57
8134 Adiiswil, Zurich
SWITZERLAND

Facility(ies): Marflow AG
Ity( ) Soodstrasse 57, 8134 Adliswil, Zurich, SWITZERLAND

Certification Mark:

ope Certificate: Design and Development, Manufacture and Supply of Medical
Sc pe of ifi Disposables, Surgical Tools, Equipment & Accessories in the
Field of Urology, Gastroenterology, Radiology, Gynaecology
& Cardiology.

Applied Stan - ENISO 13485:2016
BRES ot dard(s) Medical devices - Quality management systems -

Requirements for regulatory purposes
(1ISO 13485:2016)
DIN EN ISO 13485:20186

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: IND20180101
Valid from: 2020-04-03
Valid until: 2023-04-02

i

Date, 2020-04-03 Christop
Head of
Page 1 of 1
TOV SUD Product Service GmbH « Certification Body + Ridlerstr 210, VAd

Legalization see revers.. o,uc



Official Certification

Seen for authentication of the foregoing signature, acknowledged in our presence by

Ms. Tracey WALTHER, born 28th December 1958, Swiss citize i

_ AL THER, ] n of Oberentfelden A
to he_r information residing at Brunaustrasse 17, 8002 Zurich, Al
identified by identity card.

i
Zirich, 8th April 2020
BK no. 1027 NOT
Fee CHF 20.00
Anéir :
‘k
APOSTILLE ]

{Convention de la Haye du octobre 1961)

1. Land: Schweizerische Eidgenossenschaft, Kanton Ziirich
Country: Swiss Gonfederation, Canton of Ziirich
Diese offentliche Urkunde / This public document

2. ist unterschrieben von

has been signed by Andreas Bachmann

3. in seiner Eigenschaft als
acting in the capacity of Notary Public

4. sie ist versehen mit dem stempel/Siegel des (der} — bears the stamp/seal of
Notariat Enge — Ziirich Kanton Ziirich

Bestatigt / Certified
5. In/ at 8090 Ziirich / Zurich & am [the NR N4 2020

[

durch die Staatskanzlei des Kantons Z
by the Chanceliery of State of the Canl

8. unter Nr. [ under N©  1179275/2020

—_— —_—

9. Stempel/Siegel, Stamp/seal 10 Un

S. Overkott
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ZERTIFIKAT * CIEERTIFICATE *

A

AR

* * ¥ v & Hanannt durch/Desigrated by

P Y Zentraistelle der Lander S

F fur Gesundheltsschuty 2

* gkq * bei Arzneimittein und g

‘i‘t'* _‘A’ Medizinprodukten E
* &Kk ZLG-BS-244.10.08

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in class | in sterile conditions, sterilized systems or procedure packs)

No. G1S 106138 0003 Rev. 00

Manufacturer: Marflow AG
Soodstrasse 57
8134 Adliswil, Zurich
SWITZERLAND

Product Class Is
Category(ies): Urine bag connector
Penile clamp
Evacuator
Ul catheter without syringe

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 ll. 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.: IND20190101
Valid from: 2020-04-03
Valid until: 2024-05-26
Date, 2020-04-03 c

Chris

Head

-

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123
TOV SUD Product Service GmbH - Certification Body - Ridlerstrafle 65 » 80338 Munich + Germany

Legalization see reverse side




Official Certification

Seen for authentication of the foregoing signature, acknowledged in our presence by

Ms. Tr_acex WALTHI_ER, born 28th December 1958, Swiss citizen of Oberentfelden AG, according
to her information residing at Brunaustrasse 17, 8002 Zurich,
identified by identity card.

4

Zurich, 8th April 2020
BK no. 1027ff
Fee CHF 20.00

licL

APOSTILLE

{Convention de la Haye du & octohre 1961}

1. Land: Schweizerische Eidgenossenschaft, Kanton Ziirich
Country: Swiss Confederation, Canton of Ziirich
Diese dtfentliche Urkunde / This public document

2. ist unterschriehen von

has heen signed by Andreas Bachmann

3. in seiner Eigenschaft als

acting in the capacity of Notary Public

4. sie ist versehen mit dem Stempel/Siegel des (der} — bears the stamp/seal of
Nolariat Enge — Ziitich Kanton Ziirich

Bestatigt / Certified
5. In / al 8090 Ziirich / Zurich 6.am /the 08.04.2020

7. durch die Staatskanzlei des Kantons Ziirich
hy the Chancellery of State of the Canto

8. unter Nr. / under N°  1179273/2020

G. Stempel/Siegel, Stampfseal 10, Unte
— —-:' 'F--.h"-'“"
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ZERTIFIKAT & CERTIFICATE

** *** durch/Designated by
* Zentralstelle der Ldnder §
| 4 fUr Gesundheltsschutz &

* :!‘ * bel Arznelmltteln und =
* Medlzinprodukten £

ZL.G-BS-244.10.08

CE Sertifikatas

Produkto kokybés uztikrinimo sistema
Medicinos prietaisy Direktyva93/42/EEC, Priedasll, iSskyrus (4) skirsnj
(lla, llb ar Il klasés priemonés)

Nr. G1 106138 0002 Perz. 00

Product Service

Gamintojas: Marflow AG
Sood g. 57
8134 Adliswilis, Ciurichas
Sveicarija

Produkto kategorija

(-os): lib klasé
Dvigubas J formos stentas ir jy rinkiniai
lla klasé
PCN kateteriai ir jy rinkiniai
Ureteriniai kateteriai
Malecot tipo kateteriai
Pakartotinio jvedimo Malecot tipo kateteriai
Suprapubiniai kateteriai
Pintas kateteris
Dviejy kanaly kateteriai
Fascijy plétéjai
Amplatz plétéjai ir jy rinkiniai
Ureteriniai plétéjai ir jy rinkiniai
Ureteriniai balioniniai plétéjai
Dvigubas J tipo stentas ir jy rinkiniai
Viengubas J tipo stentas
Endopelotominis stentas
Viela-pravedéjas
IP adata
Chiba adata
Akmeny iStraukimo krepselis
Perk krepSelis

Notifikuotoji jstaiga TUV SUD Product Service GmbH pareiskia, kad anksCiau minétas
gamintojas jdiegé produkty dizaino, gamybos ir galutinio atitinkamy prietaisy patikrinimo kokybés
uztikrinimo sistemg, pagal Direktyvos Il prieda. Si kokybés Sistema apima prietaisy periodiniy
patikrinimy aspektus, kaip nurodyta Direktyvoje. 1l klasés prietaisy prekybai papildomai yra
privalomas Direktyvos Il priedo (4) sertifikatas. ZiGréti pastabas kitoje puséje.

Ataskaita Nr.: IND20190101
Galioja nuo: 2020-04-03
Galioja iki: 2024-05-26

Puslapis 1 of 1

TUV SUD Product Service GmbH yra Notifikuotoji institucija, identifikacinis Nr. 0123

TUV SUD Product Service GmbH ¢ Notifikuotoji jstaiga *Ridler g. 65 «80339 Miunchenas ¢ VVokietija
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/ ERTIFIKAT * CERTIFICATEJ *

** *** durch/Designated by
* Zentralstelle der Ldnder §
| 4 fUr Gesundheltsschutz
* _’_‘—"!‘ * bel Arznelmitteln und

* Med|zInprodukten

www.zlg

ZLG-BS-244.10.08

CE Sertifikatas

Produkto kokybés uztikrinimo sistema
Medicinos prietaisy Direktyva93/42/EEC, Priedasll, iSskyrus (4) skirsnj
(I klasés sterilios priemonés, sistemos ar procedary rinkiniai)

Nr. G1S 106138 0003 PerZ. 00

Product Service

Gamintojas: Marflow AG
Sood g. 57
8134 Adliswilis, Ciurichas
Sveicarija

Produkto kategorija
(-os): Is klasé
Slapimo surinkimo maigo jungtis
Varpos spaustukas
IStraukéjas
IUI kateteris be Svirksto

Notifikuotoji jstaiga TUV SUD Product Service GmbH pareiskia, kad anks€iau minétas
gamintojas jdiegé produkty dizaino, gamybos ir galutinio atitinkamy prietaisy patikrinimo kokybés
uztikrinimo sistema, pagal Direktyvos Il priedg. Si kokybés Sistema apima prietaisy gamybos
aspektus, susijusius su steriliy salygy uztikrinimu ir palaikymu, kaip nurodyta Direktyvoje.
Atitinkamai kokybés Sistema yra periodiskai tikrinama. Zitréti pastabas kitoje puséje.

Ataskaita Nr.: IND20190101
Galioja nuo: 2020-04-03
Galioja iki: 2024-05-26

Data, 2020-04-03

Notifik porgs vy

Puslapis 1 of 1

TUV SUD Product Service GmbH yra Notifikuotoji institucija, identifikacinis Nr. 0123

TUV SUD Product Service GmbH ¢ Notifikuotoji jstaiga ¢ Ridler g. 65 <80339 Miunchenas ¢ VVokietija



Maﬂlow

SWITZERLAND

EU DECLARATION OF CONFORMITY

Manufacturers Name : Marflow AG

Manufacturers Address : Alte Landstrasse 54, 8546, Islikon, Switzerland.

Telephone, fax and e- mail:  +41 44709 010,

+41 44710 21 36

marflow@marflow.ch

Single Registration Number

(SRN): CH-MF-000023766

Product Details : It is given an Annex-1

Classification : Class Is and Class lla

Conformity assessment

route: This declaration of conformity has been prepared in

accordance with Annex |, Annex Il, Annex Ill, Annex IV and Annex VI.

We hereby declare that the medical device(s) specified above meet the provision of the

Regulation (EU) MDR 2017/745 for medical devices. This declaration of conformity is issued

under the sole responsibility of “Marflow AG”.

Harmonized Standards
EN ISO 13485:2016
EN ISO 14971:2019

Place/ Date of Issue

Authorized Name, Surname and Signature

Annex-I
DESCRIPTION GMDN BASIC UDI INTENDED PURPOSE
Amplatz & Mini Amplatz Dilator 46448 76300006025KE, | This device is used for
& Kit, Amplatz Sheath 76300006026KG, | nephrostomy tract sequential
76300006027KJ dilation and the placement of a

sheath.

Braided Shaft Catheter 38821 76300006004K6 This device is used for external
drainage from Genitourinary
Tract, Percutenous procedure.




Double J Stent / Kit (Short term) 34926 76300006030K7, Double J Stent / Kit (Short term)
76300006032KB, is used for internal drainage
76300006034KF, from Kidney to Bladder.
76300006036KK,
76300006038KP,
76300006040KA,

Arthroscope Kit 62570 76300006092KV Scopes are used to examine the
inside of the body throughout a
body passageway or opening to
see inside an organ.

Bilbao Dotter Catheter 38561 76300006078L3 Bilbao Dotter Catheter Tube is
used through channel of
endoscope to provide short
duration internal access for
delivery of nutrition or
medication to small bowel.

Biliary Drainage Catheter/ Biliary 10696 76300006082KS Biliary Drainage Catheter is the

Plastic Stent type of stents used to drain the
bile ducts

Biliary Metal Stent 43691 76300006053KK The biliary stent is intended for
maintaining biliary luminal
patency in malignancy.

Biopsy Forceps 46679 76300006049KU Biopsy Forceps are intended for
endoscopic histological sampling
of various tissue sites within
various parts of the body via the
operating channel of endoscopic
instruments.

Chiba Needle 35886 76300006001JY Chiba Needle used for
Percutaneous Nephrostomy
procedures, Cytological biopsies,
needle-aspirations,
thoracentesis exploratory
punctures, to inject contrast
dyes.

Cholangioscope Kit 36640 76300006093KX Scopes are used to examine the
inside of the body throughout a
body passageway or opening to
see inside an organ.

Cysto Catheter/ Kit 46587 76300006073KR, | The Cysto catheter offers a

76300006074KT simplified system for bladder
drainage by Suprapubic
placement of a Foley catheter.

Cysto-nephroscope Kit 46722 76300006095L3 Scopes are used to examine the
inside of the body throughout a
body passageway or opening to
see inside an organ.

Double Lumen Catheter 32158 76300006069L2 The Dual lumen catheter is used

for drainage of urine, contrast
injection, Ureteral Dilation &
placement of safety guidewire.




EBUS Needle

38825

76300006051KF

EBUS allows physicians to
perform a technique known as
transbronchial needle aspiration
(TBNA) to obtain tissue or fluid
samples from the lungs and
surrounding lymph nodes
without conventional surgery.

Endopyelotomy Stent/ Kit

58005

76300006018KH,
76300006019KK

Endopyelotomy Stent / Kit is
used for internal drainage from
Kidney to Bladder For any
irregular pylem stricture.

Esophageal Dilator

35009

76300006048KS

Esophageal Dilators are used
over a pre-positioned Chase
Spring Tip Guide wire or
equivalent for dilation of
esophageal strictures.

Esophageal Stent

43573

76300006052KH

The Esophageal Stents are
intended for maintaining
esophageal luminal patency in
malignant strictures.

EUS Needle

38825

76300006050KD

The Endoscopics ultrasound
needle (EUS)- FNA is used to
sample targeted submucosal
gastrointestinal lesions through
the accessory channel of an
ultrasound endoscope.

The Endoscopics ultrasound
needle (EUS)- FNB is used to
sample targeted submucosal
lesions, mediastinal masses,
lymph nodes and intraperitoneal
masses within or adjacent to the
gastrointestinal tract through
the accessory channel of an
ultrasound endoscope.

Fascial Dilator/ Set

46448

76300006008KE,
76300006009KG

Fascial Dilator / Set is used for
dilatation of percutaneous track
over guidewire for fascial
dilation.

Foley Catheter

34096

76300006126KM

A Foley Catheter is used to drain
urine in situations where one
cannot urinate on their own.

Gastro Stone Basket

46452

76300006055KP

The Gastro Stone Basket is used
for endoscopic removal of
gallstones from the biliary
system of the human body.
Stone removal procedure is
carried through an endoscope.

G-paw Stone Basket

46452

76300006091KT

Stone Baskets are used to
retrieve stones or to restraint
stone migration from or within
the urinary system..




Hemoclip

61207

76300006054KM

Hemoclip is intended for
endoscopic clip placement
within the gastrointestinal tract
for the purpose of haemostasis
for mucosal / submucosal
defects, bleeding ulcers, arteries
and polyps.

Guidewire

46691

76300006022K8,
76300006023KA,
76300006024KC,
76300006025KE

Guidewire is a device used to
facilitate the placement of
endourological instruments
during diagnostic or treatment
procedures.

IP Needle

61503

76300006002K2

IP Needle is used for Initial
Puncture for all percutaneous
applications.

Jejunal Feeding Catheter Tube

38564

76300006075KV

Jejunal feeding tube is used
when patients require feeding
past stomach directly into
jejunum & it is used to enhance
absorption of nutrients &
minimize risks of gastric feeding
including gastric reflux &
aspiration.

Loop Basket

46452

76300006046KN

The Loop Basket is intended for
use in endoscopic retrieval of
foreign objects, food bolus,
tissue fragments & excised tissue
such as polyps from the
gastrointestinal tract.

Malecot Catheter/ Kit

10735

76300006010Jz,
76300006011K3

Malecot Catheter /Kit is used for
external drainage of viscous
liquids from Renal Pelvis or
Bladder for PCN & Suprapubic
procedures respectively.

Mono J Stent/ Kit

58005

76300006006KA,
76300006007KC

Mono J Stent Kit is used for
external drainage from kidney
through urethra.

Multiband Ligator

34137

76300006044K)

Multiband Ligator is used to
endoscopically ligate esophageal
varices at or above the gastro-
esophageal junction.

Multistage OTW Balloon Dilator

45712

76300006080KN

The Balloon Dilator is intended
to endoscopically dilate
strictures of the ailmentary tract.
Also indicated in adults for
endoscopic dilatation of the
sphincter of Oddi following
sphincterotomy.

Nasal Biliary Drainage Catheter
(NBDC)

47059

76300006076KX

It is used for Biliary duct
drainage through nasal passage
& also for treatment of strictures
in ductile system.




Nephrostomy Balloon Dilator

10735

76300006081KQ

Nephrostomy Balloon is used to
dilate the musculofascial tract
and renal capsule establishing a
Nephrostomy tract during a
percutaneous procedure.

PCN Catheter/ Kit

10735

76300006014KS9,
76300006015KB

PCN Catheter / Kit (Abscess
Drainage Catheter / Kit) device
is used for the temporary
drainage by direct puncture
though the skin into the Kidney
for the distal obstruction.

Used for percutaneous
placement in the renal pelvis for
nephrostomy drainage.

PEG Kit

47656

76300006047KQ

The PEG kit is intended for
Percutaneous Endoscopic Gastro
stoma (PEG) procedure for
placement of a enternal
nutrition feeding tube to
patients requiring nutirtional
support.

Perk Basket

46452

76300006003K4

This extractor is designed to
provide rapid atraumatic stone
extraction during percutaneous
nephrolithotomy (PCNL). Perk
baskets are used for kidney
stone removal.

PTA Balloon Catheter

47732

7630000604 2KE,
76300006043KG

The PTA Balloon Catheter is
single-use, disposable medical
device intended for balloon
dilatation of lesions in the
peripheral vasculature, including
the iliac, femoral, ilio-femoral,
popliteal, infrapopliteal, and
renal arteries. NOT for use in the
coronary or cerebral vasculature.

PTBD Catheter

10696

76300006079L5

PTBD Catheter is used for
Transhepatic Biliary Drainage of
biliary duct through the use of
an indwelling catheter.

Re-entry Malecot Catheter

34924

76300006012K5

Re-Entry Malecot Catheter / Kit
is used for percutaneous
placement in the renal pelvis for
Nephrostomy Drainage (Internal
and external drainage).

Scelerotherapy Needle

64114

76300006077KZ

Sclerotherapy needles are used
for injection of scelerotherapatic
solution in toesophageal varices.

Screw Dilator

46448

76300006068KY

Screw Dilator is used for one
step dilatation. This can be used
instead of sequential dilatation.




Stone Basket

46452

76300006020K4

Stone Baskets are used to
retrieve stones or to restraint
stone migration from or within
the urinary system..

Stone Grasper

46685

76300006021K6

Stone Grasper are used to
retrieve stones or to restraint
stone migration from or within
the urinary system..

Stone Stop

46452

76300006089L8

Stone Baskets are used to
retrieve stones or to restraint
stone migration from or within
the urinary system..

Suprapubic Catheter/ Kit

34924

76300006016KD,
76300006017KF

Suprapubic Catheter / Kit is used
to drain urine from the bladder
when someone cannot urinate.

Ureteral Balloon Dilator

34926

76300006005K8

Ureteral Balloon Dilator is a
dilator used for ureteral dilation
prior to ureteral stone
manipulation or ureteroscopy, as
well as dilation of the intramural
ureter & urinary tract. Also used
for widening the ureteral
stricture.

Ureteral Catheter

34926

76300006013K7

Ureteral Catheter used for
external ureteral drainage and
for retrograde pyelogram and
navigation of the tortuous ureter
thought the urethra.

Ureteral Dilator/ Set

38821

76300006028KL,
76300006029KN

Ureteral Dilator / Set are the set
of dilators used for dilatation of
the ureter, prior to ureter
renoscopy and also for
sequential dilatation of the
intramural tunnel and urethra
and / or stone manipulation.

Ureteroscope Kit

36640

76300006094KZ

Scopes are used to examine the
inside of the body through a
body passageway or opening to
see inside an organ.

Urethral Dilator/ Set

64677

76300006070KK,
76300006071KM

These are used for dilation of the
urethra prior to urethra
renoscopy and also for
sequential dilatation of the
intramural tunnel and urethra
and/ or stone manipulation.

URS Forceps

46685

76300006072KP

URS Forceps is a device used for
grasping, manipulating and
extracting calculi from ureteral
and renal pelvis.

X-circle Basket

46452

76300006090KR

Stone Baskets are used to
retrieve stones or to restraint
stone migration from or within
the urinary system..




Mechanical lithotriptor

12379

76300006045KL

Mechanical Lithotriptor are used
to mechanically crush the stones
in the biliary duct or pancreatic
duct when other methods of
endoscopic removal have failed.

Ul Catheter

45846

76300006097L7

This device is used to artificial
intra-uterine insemination.

Penile Clamp

37882

76300006098L9

A penile clamp is worn externally
to control incontinence in men.
This clamp help patients manage
urine leakage.

Evacuator

48179

76300006099LB

This device is used for
evacuating irrigation solution
containing surgical specimens,
calculi or blood clots from the
bladder and trans urethral
resection of the prostate (TURP).

Polypectomy Snare

62615

76300006083KU

Polypectomy Snare is used for
endoscopic excision of polyps
monopolar electrosurgical unit &
retrieval of foreign bodies G. |
tract

TURP Loop/ Cutting Electrodes

61875

76300006096L5

TURP LOOP / Cutting Electrodes
are used to remove prostate
tissue in the form of small chips
during TURP procedures.

Sphincterotome

58039

76300006084KW

Sphincterotome is used to access
common bile duct when
standard method of cannulation
have been exhausted. It can be
used for the treatment of
diseases of the papilla of Vater,
such as sphincter of Oddi
dysfunction (SOD) or to facilitate
subsequent therapeutic biliary
interventions, such as stone
extraction, stenting.




Confirmation Letter Template Regarding Amending
Regulation (EU) 2023/607

Your referencel/letter of Our reference/name Tel. extension/Email Fax extension Date Page
106138 TPS1896 lla Rajkumar.JSI@tuvsud.com -- 2024-05-22 lof4
Marflow AG

Alte Landstrasse 54,

8546 Islikon,

Switzerland

TUV SUD Product Service GmbH
Receipt of formal application

Reference: TPS1896 lla

To whom it may concern,

Confirmation of the status of a formal application in the framework of Regulation EU 2023/607
amending Regulations (EU) 2017/745 (in the following referenced as MDR) as regards the
transitional provisions for certain medical devices and in vitro diagnostic medical devices.

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number
0123 on NANDO, confirms that we have received a formal application in accordance with Section
4.3, first subparagraph of Annex VIl of MDR with the above stated manufacturer with the following

SRN Number: CH-MF-000023766

The devices covered by the formal application mentioned above are identified in the Table below.

Please note that this letter only confirms the status of the formal application.

To benefit from the additional transitional provisions in the framework of Regulation EU
2023/607, TUV SUD Product Service GmbH and the manufacturer need to sign a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of MDR latest
until 26 September 2024.

In case of inquiries please contact medical devices@tuvsud.com.

On behalf of the Notified Body TUV SUD Product Service GmbH,
2024-05-22

TUV SUD Product Service GmbH
Medical and Health Services

IR T

Conformity Assessment Responsible (CARE)

ID:246476 Revision:8-released Effective: 01 Mar 2024 Page 1 of 4
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Confirmation Letter Template Regarding Amending
Regulation (EU) 2023/607

Devices covered by the formal application in accordance with Section 4.3, first subparagraph of
Annex VIl of MDR

Device name or Basic UDI-DI (under MDR application)

PCN Catheter & Set, 76300006015KB

Ureteral Catheter, 76300006013K7

Malecot Catheter, 76300006010JZ

Re- Malecot Catheter, 76300006012K5

Suprapubic Catheter, 76300006016KD

Braided Shaft Catheter (Ureteral Access Sheath), 76300006004K6

Dual Lumen Catheter, 76300006069L 2

Fascial Dilator, 76300006008KE

Amplatz Dilator & Set, 76300006027KJ

Ureteral Dilator & Set, 76300006029KN

Ureteral Balloon Dilator, 76300006005K8

Double J Stent & Set, 76300006030K7

Mono J Stent, 76300006006KA

Endopyelotomy Stent, 76300006018KH

Guidewire, 76300006023KA

ID:246476 Revision:8-released Effective: 01 Mar 2024 Page 2 of 4



Confirmation Letter Template Regarding Amending

Regulation (EU) 2023/607

Device name or Basic UDI-DI (under MDR application)
IP Needle, 76300006002K 2

Chiba Needle, 76300006001JY

Stone Basket, 76300006020K4

Perk basket, 76300006003K4

Nasal Biliary Drainage Catheter, 76300006076KX

Percutaneous Transhepatic Biliary Drainage Catheter & Set, 76300006079L5

Jejunal Feeding Tube, 76300006075KV

Bilbao Dotter, 76300006078L3

Sclerotherapy Needle, 76300006077KZ

Biliary Pusher/ Deployer, 76300006082KS

Gastro Stone Basket, 76300006055KP

PEG Kit, 76300006047KQ

Loop Basket, 76300006046KN

Gastro Forceps, 76300006072KP

Gastro Balloon Dilator, 76300006080KN

Gastro Guidewire, 76300006024KC

ID:246476 Revision:8-released

Effective: 01 Mar 2024

Page 3 of 4



Confirmation Letter Template Regarding Amending
Regulation (EU) 2023/607

Device name or Basic UDI-DI (under MDR application)

Esophageal Dilator, 76300006048KS

PTA Balloon Catheter, 76300006042KE
Double J Stent & Set, 76300006085KY

Urine Bag Connector, 76300006120K9
Penile Clamp, 76300006128KR

IUI Catheter without Syringe, 76300006097L7

Evacuator, 76300006099LB

ID:246476 Revision:8-released Effective: 01 Mar 2024 Page 4 of 4
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,R?ZQ. Numero / MED 23028 Revi.si.one/ 4

g. Number Revision

Pljimo' rilascio / 2003-12-01 Vali'do da/ 2018-12-01
First issue date Valid from

Scadenza / 2023-12-01 Ultima modifica / 2018-12-01
Valid until Last change date

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta

all’attivita di direzione e coordinamento

di Kiwa Italia Holding S.r.I.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)
Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info@kiwacermet.it

www.kiwacermet.it

C=RM=T

Pagina / Page 1di/of 4

Certificato CE del Sistema di Garanzia della Qualita
EC Quality Assurance System Certificate

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzia di Qualita
della Produzione dell’Organizzazione/ We certify that, on the basis of the audits carried out,
the Production Quality Assurance System of the Organization:

MEDIFLY S.r.l.

Sede Legale e Operativa / Registered and operational headquarter:
Via Statale, 12
41036 Medolla, MO - Italia

e conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed
integrazioni, Allegato V, attuata in Italia con Digs. 46 del 1997/02/24 e successive modifiche
ed integrazioni per le seguenti tipologie di Dispositivi Medici / /s in compliance with the
applicable requirements of 93/42/EEC Directive as amended, Annex V, transposed in ltaly by
Dligs. 46 of 1997/02/24 as amended for the following Medical Devices:

Dispositivi sterili e non, per aspirazione chirurgica / Sterile and not sterile devices for
surgery aspiration

Dispositivi sterili per drenaggio toracico e drenaggio ferite / Sterile devices for thoracic
drainage and wound drainage

Dispositivi sterili per raccolta urine/diuresi oraria / Sterile devices for urine collection and
hourly diuresis

Dispostivi sterili per infusione, irrigazione e lavaggio / Sterile devices for infusion, irrigation
and washing

Rif. rapporto di audit/ Ref. audit report: 30-31/07/2018

Rif. analisi documentazione tecnica/ Ref. technical documentation analysis: 04/10/2018

Organismo Notificato n. 0476
Notified Body nr. 0476



Reg. Numero /

kiwa

Reg. Number MED 23028 /R?:/i,'ii,%r,f/ 4

Primo rilascio / 2003-12-01 Valido da/ 2018-12-01
First issue date Valid from

Scadenza / 2023-12-01 Ultima modifica / 2018-12-01
Valid until Last change date

Pagina / Page 2di/of 4

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi sterili e non, per aspirazione chirurgica / Sterile and not sterile devices for surgery aspiration

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:
MD 0102, MDS 7006.1

Marca / Brandname:

Medifly

Modello / Model:

Flyvac

Codici / Codes:

FO1xxxx/FO1xxxxxx(aB)/FO1xxxxxxx(aB)/FO1xxxxxx(aByd)

Tipologia / Medlical Devices:
Dispositivi sterili per drenaggio toracico e drenaggio ferite / Sterile devices for thoracic drainage and
wound drainage

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDQO codes:
MD 0102, MDS 7006.1

Marca / Brandname:

Medifly

Modello / Model:

Drenofly

Codici / Codes:

FOBxxxx(y)

CERTIFICATE

Modello / Model:

Thorafly
Codici / Codes:

all’attivita di direzione e coordinamento  FO3xxxx(y)

Kiwa Cermet Italia S.p.A.
Societa con socio unico, soggetta

di Kiwa Italia Holding S.r.I.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)
Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info@kiwacermet.it

www.kiwacermet.it

Organismo Notificato n. 0476
Notified Body nr. 0476

C=RM=T



CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it

C=RM=T

Reg. Numero /
Reg. Number

Primo rilascio /
First issue date

Scadenza /
Valid until

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

MED 23028
2003-12-01

2023-12-01

kiwa

Revisione /
Revision

Valido da/
Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi sterili per raccolta urine/diuresi oraria / Sterile devices for urine collection and hourly

diuresis

Classe di rischio / Risk class:
| s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects

concerned the maintenance of sterile conditions

Codice NANDO / NANDO codes:
MD 0102, MDS 7006.1

Marca / Brandname:

Medifly

Modello / Model:

Meterfly

Codici / Codes:

FO5xxxx

Modello / Model:

Urofly

Codici / Codes:

FO2xxxx

er

4
2018-12-01

2018-12-01

Pagina / Page

3di/of 4

Organismo Notificato n. 0476

Notified Body nr. 0476
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,R?ZQ. Numero / MED 23028 Revi§i9ne/ 4

g. Number Revision

Pljimo' rilascio / 2003-12-01 Vali'do da/ 2018-12-01
First issue date Valid from

Scadenza / 2023-12-01 Ultima modifica / 2018-12-01
Valid until Last change date

Pagina / Page 4 di/ of 4

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispostivi sterili per infusione, irrigazione e lavaggio / Sterile devices for infusion, irrigation and
washing

Classe di rischio / Risk class:

| s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects
concerned the maintenance of sterile conditions

Codice NANDO / NANDO codes:

MD 0102, MDS 7006.1

Marca / Brandname:

Medifly

Modello / Model:

Flyline

Codici / Codes:
FO4xxxx/FO4aBxxxx(y)/FO4aBxxxxx(y)/FO4aBxxxxxx(y)/FO4aBxxxxxxx(y)

La lista completa dei codici, relativi ai modelli certificati, &€ disponibile presso Kiwa Cermet Italia./ The complete list of the
codes related to the certificated models is available at Kiwa Cermet ltalia. || presente Certificato &€ soggetto al rispetto dei
requisiti contrattuali di Kiwa Cermet Italia ed & valido solo per le tipologie di dispositivi sopra identificate soggette a
sorveglianza/ This Certificate is subject to Kiwa Cermet Italia regulations and it is valid only for the above mentioned
Medlical Devices that are subject to survey. L'allegato tecnico € parte integrante del presente Certificato./ The technical
sheet is an integrating part of this Certificate.

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta

all’attivita di direzione e coordinamento

di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111 Officer
Fax +39.051.763.382 ed|
E-mail: info @kiwacermet.it

www.kiwacermet.it

Organismo Notificato n. 0476
Notified Body nr. 0476

C=RM=T



kiwa

Registracijos numeris MED 23028 Perzitira 4
Pirma iSdavimo data 2003-12-01 Galioja nuo 2018-12-01
Galioja iki 2023-12-01 Paskutiné koregavimo data 2018-12-01

CE sertifikatas

Mes patvirtiname, kad remiantis atliktais auditais, organizacijos produkcijos kokybés uztikrinimo
sistema:

MEDIFLY S.r.l.

Registruota adresu:

Via Statale, 12

41036 Medolla, MO - Italija

Direktyva 93/42/EEB V priedas pakeistas Italijoje DIgs. 46, 1997 m. 02 24 d.
Siems medicinos prietaisams

Sterilus ir nesterilas prietaisai chirurgijai

Sterilus prietaisai kriitinés ir pooperaciniam drenavimui

Sterilus prietaisai Slapimo surinkimui ir daZznam Slapinimuisi

Sterilus prietaisai infuzijoms, irigacijoms ir plovimui

Zr. techniniy duomeny prieda

Sertifikatas yra CERMET reguliacijos objektas ir galioja tik paminétiems medicinos prietaisams.

Leidimo data: 2018.07.30-31
Paskutinés perziiiros data: 2018.10.04

Vadovas CE
Giampiero Belcredi Notifikuota jstaiga nr. 0476



ICIM

MEDIFLY S.R.L.
VIA STATALE 12, NR. 141
41036 MEDOLLA MO IT — Italia

24/01/2024

Notified Body Confirmation Letter
Reference: 128330

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745
and (EU) 2017/746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices

This letter confirms that, ICIM SPA, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 0425 on NANDO, has received a formal application
in accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of MDR with the
following manufacturer:

MEDIFLY S.R.L.
VIA STATALE 12, NR. 141
41036 MEDOLLA MO IT - Italia

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has
been received, written agreement concluded and for which the NB is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive. Table 2
identifies the devices for which an MDR application has been received and a written agreement
concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the
corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or
Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without
having been withdrawn, this letter also confirms that the manufacturer signed the written
agreement under MDR by the date of MDD/AIMDD certificate expiry; or provided evidence that
a competent authority of a Member State had granted a derogation or exemption from the
applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article
97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120.3c of MDR
(as amended by (EU) 2023/607), are shown below:

e 26 May 2026 for Class Il custom-made implantable devices

ICIM SpA Societa soggetta all’attivita di direzione e coordinamento di ICIM GROUP Srl
Piazza Don Enrico Mapelli, 75 - 20099 Sesto San Giovanni (M) - Tel. +39 02 725341 Fax +39 02 72002098 - www.icim.it - info@icim.it .
Capitale sociale € 260.000,00 int. versato ed esistente - C.F./P.IVA e Iscriz. Reg. Imprese di Milano n. 12908230159 — R.E.A. n. 1596292 pag.1di3
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ICIM

e 31 December 2027 for Class lll devices and Class Ilb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth

crowns, screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class llb devices, Class lla, Class | devices placed on the
market in sterile condition or have a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under
MDD but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical

instruments)

On behalf of the Notified Body,

ICIM SPA

Piazza Don Enrico Mapelli, 75
2099 Sesto San Giovanni Ml
Identification on NANDO CE0425

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic UDI-
DI (under MDR
application)

FLYVAC

UROFLY

THORAFLY

THORAFLY — THORASET

FLYLINE

DRENOFLY

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application stage)

lla
Is

Ila

lla

If the MDR device is a
substitute device,
identification of the
corresponding MDD/AIMDD
device

N.A.

N.A.
N.A.
N.A.
N.A.

N.A.

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application, and
the NB Identification

MED23028
NB 0476
MED23028
NB 0476
MED23028
NB 0476
MED23028
NB 0476
MED23028
NB 0476
MED23028
NB 0476

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic UDI-
DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application stage)

If the MDR device is a
substitute device,
identification of the
corresponding MDD/AIMDD
device

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application, and
the NB Identification

ICIM SpA Societa soggetta all’attivita di direzione e coordinamento di ICIM GROUP Srl
Piazza Don Enrico Mapelli, 75 - 20099 Sesto San Giovanni (M) - Tel. +39 02 725341 Fax +39 02 72002098 - www.icim.it - info@icim.it

Capitale sociale € 260.000,00 int. versato ed esistente - C.F./P.IVA e Iscriz. Reg. Imprese di Milano n. 12908230159 — R.E.A. n. 1596292

pag.2di3
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Confirmation Letter Revision History
Date NB internal reference Action
traceable to each version
of the letter
12/01/2024 01 Initial issue
24/01/2024 02 Modification as a consequence of stipulation of agreement to
transfer supervision.

Remaining at your disposal for any clarification on the content of this letter, we take this
opportunity to extend our best regards.

ICIM SpA Societa soggetta all’attivita di direzione e coordinamento di ICIM GROUP Srl
Piazza Don Enrico Mapelli, 75 - 20099 Sesto San Giovanni (M) - Tel. +39 02 725341 Fax +39 02 72002098 - www.icim.it - info@icim.it i
Capitale sociale € 260.000,00 int. versato ed esistente - C.F./P.IVA e Iscriz. Reg. Imprese di Milano n. 12908230159 — R.E.A. n. 1596292 pag.3di3
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MEDIFLY S.R.L.

VIA STATALE 12, NR. 141
41036 MEDOLLA MO IT -
Italija

24/01/2024

Notifikuotosios jstaigos patvirtinimo laiskas
Nuoroda: 128330

Suinteresuotiems asmenims

Oficialaus prasymo, rasytinio susitarimo ir tinkamos prieZiuros statuso patvirtinimas pagal
Reglamentg (ES) Nr. 2023/607, kuriuo i$ dalies kei¢iamos reglamenty (ES) 2017/745 ir (ES)
2017/746 nuostatos dél pereinamojo laikotarpio nuostaty, taikomy tam tikriems medicinos
prietaisams ir in vitro diagnostikos medicinos prietaisams

Siuo rastu patvirtinama, kad ICIM SPA, notifikuotoji jstaiga (NB), paskirta pagal Reglamentg (ES)
2017/745 (MDR) ir identifikuota numeriu 0425 NANDO, gavo oficialy prasymg pagal MDR VII
priedo 4.3 skirsnio pirmg pastraipg ir pasirasé rasytinj susitarimg pagal MDR VIl priedo 4.3
skirsnio antrg pastraipg su Siuo gamintoju:

MEDIFLY S.R.L.

VIA STATALE 12, NR. 141
41036 MEDOLLA MO IT -
Italija

Prietaisai, kuriems taikoma pirmiau minéta oficiali paraiska ir rasytinis susitarimas, yra nurodyti
toliau pateiktose lentelése. 1 lenteléje nurodyti prietaisai, dél kuriy buvo gauta paraiska dél
MDR, sudarytas rasytinis susitarimas ir dél kuriy NB taip pat yra atsakinga uZ tinkama
atitinkamy prietaisy priezitrg pagal taikomg direktyva. 2 lenteléje nurodyti prietaisai, dél kuriy
buvo gauta paraiska dél MDR ir sudarytas raSytinis susitarimas, ta¢iau NB dar neprisiémé
atsakomybés uz tinkama atitinkamy prietaisy priezitrg pagal taikoma direktyva.

Jei tai priemonés, kurioms taikomi sertifikatai, iSduoti pagal Direktyvg 90/385/EEB (AIMDD)
arba Direktyvg 93/42/EEB (MDD), kurie nustojo galioti po 2021 m. geguzés 26 d. ir iki 2023 m.
kovo 20 d., ta¢iau nebuvo atSaukti, Siuo rastu taip pat patvirtinama, kad gamintojas pasirasé
rasytinj susitarimg pagal MDR iki MDD/AIMDD sertifikato galiojimo pabaigos datos; arba
pateikiami jrodymai, kad valstybés narés kompetentinga institucija iki 2023 m. kovo 20 d. leido
taikyti nuo taikytinos atitikties vertinimo procediros leidZianéig nukrypti nuostatg arba iSimt;j
pagal atitinkamai MDR 59straipsnio 1 dalj arba MDR 97 straipsnio 1 dalj atitinkamoms
priemonéms.

Toliau pateikiami pereinamieji terminai, taikomi Siame laiSke nurodytiems prietaisams, jei
gamintojas nuolat laikosi kity salygy, nurodyty MDR 120.3c straipsnyje (su pakeitimais,
padarytais (ES) 2023/607):
e 2026 m. geguzeés 26 d. lll klasés pagal uzsakyma pagamintiems implantuojamiems
prietaisams



e 2027 m. gruodzio 31 d. Il klasés prietaisams ir llb klasés implantuojamiesiems

prietaisams, i$skyrus nusistovéjusias technologijas (SLAPI - siiilai, kabés, danty plombos,

danty breketai, danty vainikéliai, varztai, pleistai, plokstelés, laidai, kaiSCiai, sqvarzélés ir

jungtys)

e 2028 m. gruodzio 31 d. - kitiems llb klasés prietaisams, Ila klasés, | klasés prietaisams,

pateiktiems j rinka sterilios buklés arba turintiems matavimo funkcija

e 2028 m. gruodzio 31 d. - prietaisams, kuriems nereikia notifikuotosios jstaigos
dalyvavimo pagal MDD, bet reikalaujama pagal MDR (pvz., | klasés prietaisams, kurie

laikomi daugkartinio naudojimo chirurginiais instrumentais)

Notifikuotosios jstaigos ICIM

SPA VARDU

Piazza Don Enrico Mapelli, 75
2099 Sesto San Giovanni M|
Identifikavimas NANDO CE0425

1 lentelé: Prietaisai, kuriems taikomas Sis laiSkas ir uz kuriuos NB taip pat yra atsakinga uz
tinkama atitinkamy prietaisy prieziira pagal taikoma direktyva:

Jrenginio pavadinimas
arba bazinis UDI- DI
(pagal MDR programa)

FLYVAC

UROFLY

THORAFLY

THORAFLY — THORASET
FLILINAS

DRENOFLY

MDR prietaiso klasifikacija
(kaip pasiulé gamintojas ir
patikrinta etape pries
pateikiant paraiska)

lla,

Yra

lla,

Jei MDR jrenginys yra
pakaitinis jrenginys,
atitinkamo MDD/AIMDD
identifikavimas

irenginio

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Jrenginiy, kuriems taikoma
MDR programa,
MDD/AIMDD sertifikato
nuoroda(-os) ir NB
identifikavimas
MED23028

NB 0476

MED23028

NB 0476

MED23028

NB 0476

MED23028

NB 0476

MED23028

NB 0476

MED23028

NB 0476

2 lentelé: Prietaisai, kuriems taikomas Sis laiskas ir uz kuriuos NB NEATSAKO uz tinkamg
atitinkamuy prietaisy priezilirg pagal taikoma direktyva:

Jrenginio pavadinimas
arba bazinis UDI- DI
(pagal MDR programa)

MDR prietaiso klasifikacija
(kaip pasiulé gamintojas ir
patikrinta etape pries
pateikiant paraiska)

Jei MDR jrenginys yra
pakaitinis jrenginys,
atitinkamo MDD/AIMDD
identifikavimas

irenginio

Jrenginiy, kuriems taikoma
MDR programa,
MDD/AIMDD sertifikato
nuoroda(-os) ir NB
identifikavimas



Patvirtinimo laiSko perzitiros istorija

Data Pastaba: vidiné nuoroda Veiksmai
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2024-01-12 01 Pirminiy sveikatos pazyméjimy isSdavimas
24/01/2024 02 Pakeitimai dél susitarimo perduoti prieZiira.
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CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it
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,R?ZQ. Numero / MED 31417 Revi§i9ne/ 5

g. Number Revision

Pljimo' rilascio / 2016-12-12 Vali'do da/ 2016-12-12
First issue date Valid from

Scasﬂenza./ 2021-12-11 Ultima modifica / 2019-06-10
Valid until Last change date

Pagina / Page 1di/of 2

Certificato CE del Sistema di Garanzia della Qualita
EC Quality Assurance System Certificate

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema completo di garanzia
di Qualita dell’Organizzazione/ We certify that, on the basis of the audits carried out, the full
Quality Assurance System of the Organization:

Meditalia S.r.l.

Sede Legale e Operativa / Registered and Operational Headquarter:
Via della Piana 1
23030 Lovero Valtellino, SO - Italia

€ conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed integrazioni,
Allegato Il escluso il pto 4, attuata in Italia con Dlgs. 46 del 1997/02/24 e successive modifiche ed
integrazioni per le seguenti tipologie di Dispositivi Medici/ Is in compliance with the applicable
requirements of 93/42/EEC Directive as amended, Annex Il without point 4, transposed in ltaly by
Digs. 46 of 1997/02/24 as amended for the following Medical Devices:

Sistema per trattamento di emocomponenti / Blood component treatment system

Rif

Organismo Notificato n. 0476
Notified Body nr. 0476



Reg. Numero /
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Reg. Number MED 31417 /R?:/i,'ii,gr,;e ! 5

Primo rilascio / 2016-12-12 Valido da/ 2016-12-12
First issue date Valid from

Scadenza / 2021-12-11 Ultima modifica / 2019-06-10
Valid until Last change date

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Sistema per trattamento di emocomponenti / Blood component treatment system

Classe di rischio / Risk class:

Ilb

Codice NANDO / NANDO codes:

MD 0102, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Solutran® hemo - Sistemi Sacche Accessori con e senza filtro per leucodeplezione (sacche singole,
sacche quadruple, sacche sestuple, sistemi di pooling)/ Solutran® hemo Ancillary System Bags with or
without leucodepletion filter (single bags, quadruple bags, sextuple bags, pooling System)

Modello / Model:

Solutran®hemo BioNest - BioNest System ; BioNest System for adult platelet donors; BioNest Transfer
Bag

Codice NANDO / NANDO codes:

MD 0102, MDS 7006 Moist heat

Modello / Model:

Solutran®hemo Blood Bags — Sacca sangue singola, sacca sangue doppia, sacca sangue tripla con e
senza filtro per leucodeplezione, sacca sangue quadrupla con e senza filtro per leucodeplezione /
Solutran®hemo - Single Blood bag, Double Blood bag, Triple Blood bag with or without
leucodepletion filter, Quadruple Blood bag with or without leucodepletion filter

Marca / Brandname:

TRANSMED

Modello / Model:

Transmed Blood Bag — Sacca sangue singola con Sodio citrato / Single blood bag Na - Citrate

La lista completa dei codici, relativi ai modelli certificati, € disponibile presso Kiwa Cermet Italia./ The complete list of the
codes related to the certificated models is available at Kiwa Cermet ltalia. || presente Certificato € soggetto al rispetto dei
requisiti contrattuali di Kiwa Cermet Italia ed & valido solo per le tipologie di dispositivi sopra identificate soggette a
sorveglianza/ This Certificate is subject to Kiwa Cermet Italia regulations and it is valid only for the above mentioned
Medical Devices that are subject to survey. L'allegato tecnico & parte integrante del presente Certificato./ The technical
sheet is an integrating part of this Certificate.

Organismo Notificato n. 0476
Notified Body nr. 0476
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Reg. Numeris MED 31417 Patikrinimas 5
Pirmo isleidimo 2016-12-12 Galioja nuo 2016-12-12
data
Galioja iki 2021-12-11 E:i;%"ggta 2019-06-10
Puslapis 1i§ 2

EC Kokybeés uZtikrinimo sistemos Sertifikatas

Mes patvirtiname, kad remiantis atliktais auditais, pilna Kokybes uZztikrinimo sistema
organizacijai:

Meditalia S.r.l.

Registruota ir veikianti bdstiné:
Via della Piana 1
23030 Lovero Valtellino, SO - Italija

Atitinka taikomus 93/42/EEC Direktyvos reikalavimus su pakeitimais, Priedas Il be 4 punkto,
perkelti Italijoje Dlgs. 46 of 1997/02/24 susijusiais su Siais medicinos prietaisais:

Kraujo komponenty gydymo sistema

CERTIFICATE

nalizg:: datuojama 05/01/2019

vadovas
/

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info@kiwacermet.it

www. kiwacermet.it

CERMET Organismo Notificato n. 0476
Notified Body nr. 0476
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Reg. Numeris MED 31417 Patikrinimas 5
Pirmo isleidimo 2016-12-12 Galioja nuo 2016-12-12
data
Galioja iki 2021-12-11 E;fi'l‘?:g":jigta 2019-06-10
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Prie Sertifikato pridedamas techninis lapas
Medicinos prietaisy identifikacija:

Medicinos prietaisai:

Kraujo komponenty gydymo sistema

Rizikos klasé:

Ilb

NANDO kodai:

MD 0102, MDS 7006 Etileno oksido dujy sterilizavimas (EOG)

Modelis:

Solutran® hemo Pagalbinés sistema krep$iai su ar be leukodepletijos filtru (viengubi maisai, keturgubi
maiSai, SeSiagubiai maisai, telkimo sistema)

Modelis:

Solutran®hemo BioNest - BioNest Sistema ; BioNest Sistema suaugusiems trombocity donorams;
BioNest transferiniai maisai

NANDO kodai:

MD 0102, MDS 7006 Drégna Silumas

Modelis:

Solutran®hemo — Viengubas kraujo maisas, Dvibubas kraujo mai$as, Trigubas kraujo maiSas su ar
be leukodepletijos filtru, Keturgubas kraujo maiSas su ar be leukodepletijos filtru

Prekés Zenklas:

TRANSMED

Modelis:

Viengubas kraujo maiSas Na - Citratasa

Siam Sertifikatui taikomos Kiwa Cermet ltalia taisyklés ir jis galioja tik vir§uje minimiems Medicinos prietaisams, kurie yra
tikrinami. Techninis lapas yra inegruota Sio Sertifikato dalis.

CERTIFICATE

racijy vadovas
leredi

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all’attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info@kiwacermet.it

www. kiwacermet.it

c=RM=T Organismo Notificato n. 0476
Notified Body nr. 0476
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Ministero della Salute

L i

Imposta di

P014579-P-21/02/2024
bollo assolta
25579

1.5.1.e.1/2024/240 ‘
9 _’- ..;—_

EX DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO FARMACEUTICO
UFFICIO 3

DGDMF/3/P/1.5.1.e.1/2024/240

VISTO il Decreto Legislativo 46/1997;
HAVING REGARD to the Legislative Decree 46/1997;
VISTO il Decreto Legislativo 2022/137;
HAVING REGARD to the Legislative Decree 2022/137;
VISTO l'articolo 120 par. 3 del Regolamento UE 2017/745 relativo alle disposizioni transitorie in
materia di libera circolazione e immissione in commercio dei dispositivi medici marcati CE ai sensi
della Direttiva 93/42/CEE;
HAVING REGARD to article 120 par. 3 of the EU Regulation 2017/745 related to transitional
provisions on the free movement and placing on the market of medical devices marked CE pursuant
to Directive 93/42/CEE;
VISTA la Dichiarazione di Conformita CE relativa ai dispositive medici citati di seguito;
HAVING REGARD the Declaration of Conformity CE concerning the medical device/s mentioned
below;,
VISTA la Dichiarazione del fabbricante in relazione al Regolamento (UE) 2023/607 che modifica il
Regolamento (UE) 2017/745 per quanto riguarda le disposizioni transitorie per alcuni dispositivi
medici;
HAVING REGARD the Manufacturer’s Declaration in relation to Regulation (EU) 2023/607
amending Regulation (EU) 2017/745 as regards the transitional provisions for certain medical
devices;
VISTA la richiesta rif. 11601 -A- 12/02/2024, presentata dalla Societa MEDITALIA SAS con sede
legale in Via Saline, 75/A — 90149 Palermo, Italia, P.IVA N° 03531000820;
HAVING REGARD o the request ref 11601 -A- 12/02/2024, submitted by the Company
MEDITALIA SAS with registered office in Via Saline, 75/4 — 90149 Palermo, Italy, VAT N°
03531000820 .
VISTO che la Societa ha pagato le quote previste dal Decreto Ministeriale 6 agosto 2021;
HAVING REGARD the Company paid the fees required by Ministerial Decree August 6, 2021;
VISTI gli atti ufficiali;
HAVING REGARD to the official deeds:
SI ATTESTA

ITIS ATTESTED
che, la Societa MEDITALIA SAS con sede legale in Via Saline, 75/A — 90149 Palermo, Italia, & il
fabbricante e ha marcato CE come dispositivi medici, secondo le modalita previste dalla Direttiva
93/42/CEE ai sensi dell'art. 120 par. 3 del Regolamento UE 2017/745, i seguenti dispositivi medici:
that, the Company MEDITALIA SAS with registered office in Via Saline, 75/4 — 90149 Palermo,
Italy, is the manufacturer and has marked CE as medical devices, according to the procedures
provided by the Directive 93/42/CEE pursuant to art. 120 par. 3 of EU Regulation 2017/745, the
following medical devices:



Dispositivo/
Device
CLIP PER EMOSTASI ENDOSCOPICA CON
APPLICATORE UTILIZZABILI CON DUE
ENDOSCOPI PER TRATTAMENTO
PERFORAZIONT ED EMORRAGIE POST
POLIPECTOMIA '
ENDOSCOPIC HEMOSTATIC CLIP WITH | MED-XXX-CLP
APPLICATOR, USABLE WITH
DUODENOSCOPE, AND FOR POST
POLYPECTOMY PERFORATION AND
BILEEDING TREATMENT

Codice

CESTELLI PER ESTRAZIONE

STONE EXTRACTION BASKETS MED-XXX-BAS

FILI GUIDA PER GASTROENTEROLOGIA

GASTROENTEROLOGY GUIDE WIRESs | MED-XXXWIR

PINZE PER BIOPSIA
BIOPSY FORCEPS MED-XXX-FOR
PINZE PER RECUPERO CORPI ESTRANEI
RETRIEV.AL FORCEPS MED-XXX-RET
MED-XXX-SNA

ANSE PER POLIPECTOMIA E/O RECUPERO

POLIPECTOMY AND/OR REIRIEVAL | MED-XXANEL

MED-XXX-MUL

SNARES MED-XXX-MUC
ANSA PER POLIPECTOMIA A
FREDDOQ/DISPOSABLE POLYPECTOMY MED-XXX-COLD
COLD SNARE
CATETERI A PALLONCING PER
ESTRAZIONE CALCOLI MED-2XX-EXT N
DISPOSABLE STONE EXTRACTION MED4XX-EXT
BALIOON v

AGH] PER INIEZIONE ENDOSCOPICA
ENDOSCOPIC INJECTION NEEDLES
VALVOLE BIOPTICHE
BIOPSY VALVES
PINZA MULTIFUNZIONE PER BIOPSIA E
RESEZIONE POLIPI DIMINUITIVI A
FREDDO E MULTIPRELIEVO/
MULTIFUCTIONAL FORCEPS FOR BIOPSIES
AND COLD RESECTION OF DIMINUITIVE
POLYPS AND MULTIBITE

MED-XXX-INJ

V-OLY/V-PENTAX

MED-XXX-LEV

I prodotti sopra citati, ai sensi dell'articolo 4 della Direttiva 93/42/CEE e dell'articolo 120 par. 3 del
Regolamento 2017/745, possono circolare liberamente ed essere immessi sul mercato in Italia e in
tutta 'Unione Europea.

The above mentioned product, according fo the article 4 of Directive 93/42/CEE pursuant to article
120 par. 3 of Regulation 2017/745, can freely circulate and can be placed on the market in Italy
and all over the European Union.

Questo documento ¢ stato emesso in versione originale su richiesta del fabbricante al fine di
esportare dispositivi medici nei Paesi al di fuori dell'Unione Europea.

This document has been issued in original version upon request of the manufacturer in order to
export medical devices to Countries outside European Union.



Non & consentita la riproduzione o la pubblicazione del presente documento su carta, stampa,
supporti elettronici o siti web.

It is not allowed any reproduction or publication of this document by paper, press, electronic base
or websites.

E consentito mostrarlo o consegnarlo solo su richiesta delle autoritd doganali o sanitarie competenti
del paese di importazione.

It is only allowed to show or to delivery it, upon request of the customs or Health Competent
Authorities of the importing country.

L7
RM
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Manufacturer’s Declaration

In relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

* thevalidity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and

 the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

MEDITALIA S.A.S. IMPORT/EXPORT DI
Manufacturer name PEZZINO SEBASTIANA

Via Saline, 75/a, Palermo, CAP 90149
Manufacturer address and contact details + 390916841193
mednatio@meditaliasas.it

Single Registration Number (SRN) IT-MF-000028625
Notified body name b

o See attached schedule
Notified body number NBigaS

o See attached schedule
Directive Certificate number 0425-med-002649-02
to which this confirmation is made o See attached schedule
Original expiry date as indicated on the Directive £ 0des
Certificate prior to the extension of the validity

o See attached schedule
End date of extended validity/transition period ATae

o See attached schedule

We, as the manufacturer declare under our sole responsibility:

Page 1 of 4
mmm‘-&ma-ma Palerme (ltaly)
Tel +39 091 6841193 » Fax +39 091 6893002 » F-muail- mednatiod meditaliasas.it » medinter meditaliasas.ite
PEC: meditatiasas@legalmail it

SITO WEB: www meditaliasas it
CFJ’P[OZiS:I(llJm * C.CIAA 699200044 « ISCR_ TRIB. 30264 «LIC IMP EXP M 551945

520
Azif.'thmﬁfma IS0 9001 Cert. N_ 6049 ¢ 50 13485 Cent. N_ 6050



edifalia’

for the above listed Directive Certificate, the conditions for the legal extension of validity as
required in Article 120.2 of the MDR are met and’

the listed devices in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3¢ of the MDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

» Directive Certificate as listed above or in the attached schedule

Directive Certificate covering the listed device was issued after 25 May 2017, was valid on 26 May
2021 and have not been withdrawn afterwards.

Expired affer 20 March 2023:

Formal application to the notified body in accordance with Section 4.3, first subparagraph of Annex
VII MDR for conformity assessment has been made by us to a notified body no later than 26 May
2024 for the devices listed in the attached schedule or their substitutes and signed written
agreement is in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR
before 26 September 2024.

> Quality Management System (QMS)

A QMS in accordance with Article 10(9) MDR is in place.

> Devices as listed in the attached schedule

The devices continue to comply with the AIMDD or MDD.
There are no significant changes in the design and intended purpose.

The devices do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:
Full Company Name MEDITALIA S.A.S. IMPORT/EX
Location & Date Palermo 2024-08-05

Signature, Print Name, Title PEZZINO SEBASTIAN, =

Contact Details (at least email) mednatio@meditalias

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified bady, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body

Page 2 of 4
Direzione Generale, Amministrazione- Via Saline, 75/A — 90149 Palermo (Ftaly)
Tel +39 091 6841193 » Fax +39 091 6893002 » E-muail: mednatio@meditaliasas. it ® medinter@meditaliasas.ite
PEC: meditaliasas@legalmail jt
SITO WEB: www meditaliasas jt
C.F/P1 03531000820 « CCLA A 6992/00044 = ISCR. TRIB. 30264 «LIC_IMP.EXP M 551945
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ZERTIFIKAT o CERTIFICATE ¢

** ‘A"Av* Benannt durch/Designated by

Zentralstelle der Lander

f!._& * fir Gesundheitsschutz
i ¥

bei Arzneimitteln und
* Medizinprodukten

** *** ZLG-BS-244.10.08

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 073283 0047 Rev. 01

www.zlg.de

Product Service

Manufacturer Ningbo Greetmed Medical

Instruments Co., Ltd.

16F-1, Building 1

No. 98 Chuangyuan Road, Hi-Tech Zone
315042 Ningbo, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Product General non-active, non-implantable medical
Category(ies): devices
Non-active devices for anaesthesia, emergency
and intensive care

Non-active devices for injection, infusion,
transfusion and dialysis

Non-active instruments

Bandages and wound dressings

Medical Gloves

(For detailed information please see attachment)

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.: SH19299EXT01
Valid from: 2020-03-16
Valid until: 2024-05-26
Date, 2020-03-16

B e et

Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 ®

TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 « 80339 Munich « Germany
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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 073283 0047 Rev. 01

www.zlg.de

Non-woven Swab, Gauze Swab, Elastic Bandage,

Urine Bag, Umbilical Cord Clamp, First-Aid-Kit,

Sterile Hemostasis Adhesive Dressing Series

(Sterile Wound Plaster, Liquid Transfusion Plaster

and Adhesive Dressing), Rectal Tube, Vaginal Speculum,
Oropharyngeal Airway, Surgical Gowns, Surgical Brush,
Absorbent Cotton Balls, Eye Pad, Dressing Kits,

External Male Catheter, Gynecological Sets,

Cervical Brushes, Nasal Speculas, Irrigation Syringes,
Alcohol Swabs, Disposable Colostomy Bags,
Nasopharyngeal Airway, Wooden Tongue Depressors,
Male/Female Swab, Gauze Roll, Gauze Bandage,
Non-woven Face Masks,

Sterile Examination Gloves,

Surgical Drapes, Cotton Tipped Applicators, Gauze Ball,
Wooden Ayre Spatulas,

Disposable Plastic Forceps, Disposable Anoscope,
Surgical Set, Medicine Cup, |.D. Bracelets,

Alcohol Swabsticks, Disposable Infusion Connection Tube,
Spigot, Urine Bag Infant, Enema Bag, Sterile Vaginal Applicator,

Transportation Swabs with Medium, Disposable Anesthesia Laryngoscope

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstralle 65 « 80339 Munich « Germany
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CE SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEB, Priedas V
(Prietaisai I klaséje steriliose salygose, sterilizacijos sistemos ar procediiriniai rinkiniai)

Nr. G2S 073283 0047 Rev. 01

Gamintojas:

Produkto kategorija(os):

Ningbo Greetmed Medical
Instruments Co., Ltd.

16F-1, Building 1

No. 98 Chuangyuan Road, Hi-tech Zone
315042 Ningbo, Zhejiang Province
KINIJOS LIAUDIES RESPUBLIKA

Neaktyviis, neimplantuojami medicinos prietaisai

Neaktyvis prietaisai anestezijai, greitajai pagalbai ir
intensyviajai terapijai

Neaktyvis prietaisai injekcijai, infuzijai, transfuzijai ir dializei
Neaktyviis instrumentai

Bintai ir Zaizdy tvarsdiai

Medicininés pirstinés

(detali informacija pateikta priede)

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas jdiegé kokybés
uztikrinimo sistemg atitinkamy prietaisy / prietaisy kategorijy gamybai ir galutiniam patikrinimui pagal medicinos
prietaisy direktyvos 93/42/EEB V Prieda. Si kokybés uztikrinimo sistema atitinka $ios direktyvos salygas ir turi biiti
periodiskai perzitirima. Taip pat zr. kitame puslapyje.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2020-03-16

Puslapis 115 2

SH19299EXT01

2020-03-16
2024-05-26

/para$as/
Christoph Dicks
Sertifikavimo/Notifikuotos Jstaigos vadovas

TUV SUD Product Service GmbH yra Notifikuota Jstaiga, identifikacijos Nr. 0123.



CE SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEB, Priedas V
(Prietaisai I klaséje steriliose salygose, sterilizacijos sistemos ar proceddriniai rinkiniai)

Nr. G2S 073283 0047 Rev. 01

Neaustinis Tamponas, Marlinis Tamponas, Elastinis Tvarstis,

Slapimo Surinkéjas, Umbilikalinis Spaustukas, Pirmos Pagalbos Rinkinys,
Steriliy Lipniu Hemostatiniy Tvarsciu Serijos,

(Sterilus Zaizdy Pleistras, Skystas Transfuzinis Pleistras, Lipnus Tvarstis)
Rektalinis Vamzdelis, Vaginaliné Spekulé,

Orofaringinis Vamzdelis, Chirurginiai Chalatai, Chirurginiai Sepe¢iai,
Sugeriantys Medvilnés Tamponai, Akiy Tamponéliai, Tvarsliavos Rinkiniai,
ISoriniai VyrisSkis Kateteriai, Ginekologiniai Rinkiniai,

Ginekologiniai Sepetéliai, Nazalinés Spekulés, Irigaciniai Svirkstai,
Injekcinés Servetélés, Kolostomijos MaiSeliai,

Nazofaringiniai Vamzdeliai, Medinés LieZuvio Mentelés,
VyriSkas/Moteri§kas Tamponélis, Marlés Ritinys, Marlinis Bintas,
Neaustinés Kaukés,

Sterilios Apzituros PirStinés,

Chirurginiai Apdangalai, Aplikatoriai Su Medvilne, Marlés tamponai,
Medinés Ginekologinés Mentelés,

Vienkartiniai Plastikiniai Pincetai, Vienkartinis Anoskopas,

Chirurginis Rinkinys, Medicinis puodelis, Apyrankés,

Pagaliukai su alkoholiu, Vienkartiniai Infuzijy Prailginimo Vamzdeliai,
Kamsteliai, Pediatriniai Slapimo Surinkéjai, Klizmavimo Maiselis, Sterilus Vaginalinis
Aplikatorius,

Medium Transportavimo Tepinéliai, Vienkartinis anestezinis laringoskopas

Puslapis 2 1§ 2

TUV SUD Product Service GmbH yra Notifikuota Jstaiga, identifikacijos Nr. 0123.



EU QUALITY ASSURANCE CERTIFICATE

EU Regulation 2017/745 for Medical Devices,
Annex XI Part A

We hereby declare that a conformity assessment based on a production quality
assurance system restricted to the aspects of manufacture concerned with the
conformity of the devices with sterility requirements - has been carried out
following the requirements of EU Regulation 2017/745 for Medical Devices.

We certify that the documentation conforms to the relevant provisions of the
aforementioned regulation, and the result entitles the organization to use the CE
2862 marking on the products listed below.

Ningbo Greetmed Medical Instruments
Co., Ltd.

16F-1, Building 1, N0.98 Chuangyuan Road, Hi-Tech Zone, 315042 Ningbo,
Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA

Manufacturer SRN: CN-MF-000009634

Authorised Representative Name
MedPath GmbH
Mies-van-der-Rohe-Strasse, 8 80807 Munich, Germany

Scope:

- Sterility aspects of devices as detailed in attached product list.

EC CERTIFICATION

Certificate Number:
28620168227

Revision:
00

Initial Certification Date:
22 February 2024

Date of Certification Decision:
22 February 2024

Certificate Issue Date:
22 February 2024

Certificate Expiry Date:
21 February 2029

Mikael Hagelin

Certification Authority, MDR
Intertek Medical Notified Body AB,
Torshamnsgatan 43,

Box 1103, SE-164 22 Kista, Sweden

Intertek Medical Notified Body AB is a Notified Body in
accordance with the requirements set out in EU Regulation
2017/745 on medical devices, with the identification number
2862.



mailto:certificate.validation@intertek.com

PRODUCT LIST FOR CERTIFICATE
See attached Product List

EXAMINATION AND TESTS PERFORMED

Last Audit report reference

Stage 1 audit ACTY-2022-603431

Stage 2 audit ACTY-2022-603432

CONDITIONS FOR OR LIMITATIONS TO VALIDITY OF CERTIFICATE

None

CERTIFICATE HISTORY

intertek

Total Quality, Assured,

Certificate Number:
28620168227

Revision:
00

Initial Certification Date:
22 February 2024

Date of Certification Decision:
22 February 2024

Certificate Issue Date:
22 February 2024

Certificate Expiry Date:
21 February 2029

Mikael Hagelin

Certification Authority, MDR
Intertek Medical Notified Body AB,
Torshamnsgatan 43,

Box 1103, SE-164 22 Kista, Sweden

PRECEDING CERTIFICATE
NUMBER

DATE OF ISSUE

IDENTIFICATION OF CHANGES

Page2/2

Intertek Medical Notified Body AB is a Notified Body in
accordance with the requirements set out in EU Regulation
2017/745 on medical devices, with the identification number
2862.
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Total Quality. Assured.

Ningbo Greetmed Medical Instruments Co.,Ltd.
16F-1, Building 1, N0.98 Chuangyuan Road,
Hi-Tech Zone, 315042 Ningbo, Zhejiang Province,
PEOPLE'S REPUBLIC OF CHINA

5 June 2024

Notified Body Confirmation Letter
Reference: CN00310-02

To whom it may concern,

Certificates included:
MDD EC Certificate Annex I, G2 073283 0046 Rev. 01, G25 073283 0047 Rev. 01, NB 0123
See attached tables for details of devices.

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and
(EU) 2017/746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices

This letter confirms that, Intertek Medical Notified Body AB, a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 2862 on NANDO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has
signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VIl of
MDR with the following manufacturer:

Ningbo Greetmed Medical Instruments Co.,Ltd.
16F-1, Building 1, N0.98 Chuangyuan Road,
Hi-Tech Zone, 315042 Ningbo, Zhejiang Province,
PEOPLE'S REPUBLIC OF CHINA

SRN Number (if available): CN-MF-000009634

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has been
received, written agreement concluded and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive. Table 2 identifies the
devices for which an MDR application has been received and a written agreement concluded, but the
NB has not yet taken the responsibility for appropriate surveillance of the corresponding devices
under the applicable Directive.

Intertek Medical Notified Body AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 00 00, Fax +46 8 750 60 30,
Email: IMNB@intertek.com
www.intertek.se Page 1 of
Registered office: As address 18


http://www.intertek.se/

intertek

Total Quality. Assured.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR
by the date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a
Member State had granted a derogation or exemption from the applicable conformity assessment
procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20
Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120.3c of MDR (as
amended by (EU) 2023/607), are shown below:
e 26 May 2026 for Class Il custom-made implantable devices
e 31 December 2027 for Class Ill devices and Class Ilb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)
e 31 December 2028 for other Class llb devices, Class lla, Class | devices placed on the market
in sterile condition or have a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body,

Brian Mather
Certification Manager
Intertek Medical Notified Body AB

Intertek Medical Notified Body AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 00 00, Fax +46 8 750 60 30,
Email: IMNB@intertek.com
www.intertek.se Page 2 of
Registered office: As address 18
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Total Quality. Assured.

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate

surveillance of the corresponding devices under the applicable Directive:

Device name or
Basic UDI-DI
(under MDR
application)

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

application stage)

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate

surveillance of the corresponding devices under the applicable Directive:

MDR Device If the MDR deviceisi; MDD/AIMDD
classification (as |a substitute device, Certificate
. . proposed by the [identification of the|Reference(s) of the
Device name or Basic UDI-DI . .
(under MDR application) manufacturer and corresponding [devices under MDR
PP verified at the pre- MDD/AIMDD application, and
application stage) device the NB
Identification

. G2S 073283 0047 Rev. 01,

GT-PA-ST-500ml Urine Bag Class Is NA NB 0123
) G2S 073283 0047 Rev. 01,

GT-PB-ST-500ml Urine Bag Class Is NA NB 0123
) G2S 073283 0047 Rev. 01,

GT-PC-ST-500ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,

GT-PA-ST-1000ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,

GT-PB-ST-1000ml Urine Bag Class Is NA NB 0123
) G2S 073283 0047 Rev. 01,

GT-PC-ST-1000ml Urine Bag Class Is NA NB 0123
G2S 073283 0047 Rev. 01
-PA-ST-1 ine B ’

GT-PA-ST-1500ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,

GT-PB-ST-1500ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,

GT-PC-ST-1500ml Urine Bag Class Is NA NB 0123
) G2S 073283 0047 Rev. 01,

GT-PA-ST-2000ml Urine Bag Class Is NA NB 0123
) G2S 073283 0047 Rev. 01,

GT-PB-ST-2000m| Urine Bag Class Is NA NB 0123

Intertek Medical Notified Body AB

Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden

Telephone +46 8 750 00 00, Fax +46 8 750 60 30,

Email: IMNB@intertek.com
www.intertek.se
Registered office: As address

Page 3 of
18
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Total Quality. Assured.

GT-PC-ST-2000m| Urine Bag Class Is NA G25 0732'\?5’ 85;37 Rev. 01,
GT-PA-LT-500ml Urine Bag Class Is NA 625 0732'\?5 gf;; Rev. 01,
GT-PB-LT-500ml Urine Bag Class Is NA 625 0732,\?;’ gfg Rev. 01,
GT-PC-LT-500ml Urine Bag Class s NA 625 0732,?: gfg Rev. 01,
GT-PA-LT-1000m! Urine Bag Class Is NA 625 0732,\?;’ gfg Rev. 01,
GT-PB-LT-1000m! Urine Bag Class Is NA 625 0732,\?3 gfg Rev. 01,
GT-PC-LT-1000ml Urine Bag Class Is NA 625 07325: gfg Rev. 01,
GT-PA-LT-1500m| Urine Bag Class Is NA 625 0732:: 82:37 Rev. 01,
GT-PB-LT-1500ml Urine Bag Class Is NA 625 07325: 83;37 Rev. 01,
GT-PC-LT-1500m| Urine Bag Class Is NA 625 07325;’ gfg Rev. 01,
GT-PA-LT-2000ml Urine Bag Class Is NA 625 0732'\?: gfg Rev. 01,
GT-PB-LT-2000m| Urine Bag Class Is NA G25 07325;’ gf;; Rev. 01,
GT-PC-LT-2000m| Urine Bag Class Is NA 625 0732,:3: gfg Rev. 01,
GT-PA-TT-500ml Urine Bag Class Is NA G25 0732’\?5 8?;‘; Rev. 01,
GT-PB-TT-500ml Urine Bag Class Is NA G25 0732N8§ (?f;; Rev. 01,
GT-PC-TT-500ml Urine Bag Class Is NA 625 0732:; (())fg Rev. 01,
GT-PA-TT-1000ml Urine Bag Class Is NA 625 0732'\?5 8;’:37 Rev. 01,
GT-PB-TT-1000ml Urine Bag Class Is NA G25 0732[\?: gf;‘; Rev. 01,
GT-PC-TT-1000m| Urine Bag Class Is NA G25 0732:‘3; gfg Rev. 01,
GT-PA-TT-1500m! Urine Bag Class Is NA 625073203 D027 Rev. O
GT-PB-TT-1500mI Urine Bag Class Is NA 625 0732,\?: gfg Rev. 01,
GT-PC-TT-1500ml Urine Bag Class Is NA 625 0732;; (())f:; Rev. 01,
GT-PA-TT-2000ml Urine Bag Class Is NA G25 0732:‘3;’ 8;);37 Rev. 01,
GT-PB-TT-2000mI Urine Bag Class Is NA 625 0732,:3; gf;; Rev. 01,
GT-PC-TT-2000ml Urine Bag Class Is NA 625 0732'\?: gfg Rev. 01,

Intertek Medical Notified Body AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 00 00, Fax +46 8 750 60 30,
Email: IMNB@intertek.com
www.intertek.se
Registered office: As address

Page 4 of
18
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Total Quality. Assured.

GT-HA-JC-1000m| Urine Bag Class Is NA 625 0732'\?: gf;; Rev. 01,
GT-HB-IC-1000ml Urine Bag Class Is NA 625 07325; 8;’:37 Rev. 01,
GT-HA-JC-1500m! Urine Bag Class Is NA 625 07325;’ gfg Rev. 01,
GT-HB-JC-1500m! Urine Bag Class Is NA 625 0732,?; gfg Rev. 01,
GT-HA-JC-2000m| Urine Bag Class Is NA 625 0732,\?: gfg Rev. 01,
GT-HB-JC-2000m! Urine Bag Class Is NA 625 0732,\?2 8;’:37 Rev. 01,
GT-HA-DC-1000mI Urine Bag Class Is NA 625 0732'\?33 gfg Rev. 01,
GT-HB-DC-1000ml Urine Bag Class Is NA G25 0732“?: 82;37 Rev. 0L,
GT-HA-DC-1500ml Urine Bag Class Is NA 625 0732;3;’ gfg Rev. 0L,
GT-HB-DC-1500m! Urine Bag Class Is NA 025073203 0037 Rev. OL
GT-HA-DC-2000m! Urine Bag Class Is NA 625 07321333 gfg Rev. 01,
GT-HB-DC-2000m| Urine Bag Class Is NA 625 0732;13: 8;’;; Rev. 01,
GT-JA-2200ml Urine Bag Class Is NA G25 0732’\?;’ (());?:9? Rev. 01,
GT-1B-2200ml Urine Bag Class Is NA 625 07325: gfg Rev. 01,
GT-JA-2500ml Urine Bag Class Is NA 625 0732,\?: 82337 Rev. 01,
GT-JB-2500m| Urine Bag Class Is NA 025073303 T0°7 e O
GT-JA-3000m! Urine Bag Class Is NA 029073203 0097 Rev. OL
GT-JB-3000m! Urine Bag Class Is NA 625073283 8;’;‘37 Rev. 01,
GT-JA-3100ml Urine Bag Class Is NA 625 07325; gfg Rev. 01,
GT-JB-3100m! Urine Bag Class Is NA 625073303 D027 Rev O
GT-BT-A500ml Urine Bag Class Is NA G25 0732,\‘8;’ (())f:; Rev. 01,
GT-BT-B500ml Urine Bag Class Is NA G25 0732'\18: (());):3? Rev. 01,
GT-BT-C500ml Urine Bag Class Is NA G25 0732'\?: gf;; Rev. 01,
GT-BT-A600ml Urine Bag Class Is NA 625 0732’\18: (())f:; Rev. 01,
GT-BT-B600M! Urine Bag Class Is NA 625 0732,\?83 gfg Rev. 0L,

Intertek Medical Notified Body AB

Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 00 00, Fax +46 8 750 60 30,

Email: IMNB@intertek.com
www.intertek.se
Registered office: As address

Page 5 of
18
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Total Quality. Assured.

. G2S 073283 0047 Rev. 01,
GT-BT-C600ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-A750ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-B750ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-C750ml Urine Bag Class Is NA NB 0123
GT-BT-A800mI Urine Bag Class Is NA 625073283 0047 Rev. 01,
NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-B800OmI Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-C800ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-A900ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-B900ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-C900ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-A1000ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-B1000ml Urine Bag Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT-BT-C1000ml Urine Bag Class Is NA NB 0123
G2S 073283 0047 Rev. 01,
GT065-100-22-8P Gauze Swab Class Is NA NB 0123
GT065-100-22-12P |  Gauze Swab Class Is NA 25073283 0047 Rev. 01,
NB 0123
G2S 073283 0047 Rev. 01,
GT065-100-22-16P Gauze Swab Class Is NA NB 0123
G2S 073283 0047 Rev. 01
T -100-33-8P | | NA !
GT065-100-33-8 Gauze Swab Class Is NB 0123
GT065-100-33-12P |  Gauze Swab Class Is NA 25073283 0047 Rev. 01,
NB 0123
GT065-100-33-16P |  Gauze Swab Class Is NA 625073283 0047 Rev. 01,
NB 0123
G2S 073283 0047 Rev. 01,
GT065-100-44-8P Gauze Swab Class Is NA NB 0123
G2S 073283 0047 Rev. 01,
GT065-100-44-12P Gauze Swab Class Is NA NB 0123
GT065-100-44-16P Gauze Swab Class Is NA 625073283 0047 Rev. 01,
NB 0123
G2S 073283 0047 Rev. 01,
GT065-100-43-8P Gauze Swab Class Is NA NB 0123
GT065-100-48-12P Gauze Swab Class Is NA 625 073283 0047 Rev. 01,
NB 0123
GT065-100-48-16P |  Gauze Swab Class Is NA 625 0732'\?33 gfg Rev. 01,

Intertek Medical Notified Body AB

Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 00 00, Fax +46 8 750 60 30,
Email: IMNB@intertek.com
www.intertek.se
Registered office: As address

Page 6 of
18
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GT070-100-22-3P | Non-woven Swab Class Is NA 625073283 0047 Rev. 01,
NB 0123
GT070-100-22-4P | Non-woven Swab Class Is NA 25073283 0047 Rev. 01,
NB 0123
GT070-100-22-6P | Non-woven Swab Class Is NA (25073283 0047 Rev. 01,
NB 0123
GT070-100-33-4P | Non-woven Swab Class Is NA 25073283 0047 Rev. 01,
NB 0123
GT070-100-33-6P | Non-woven Swab Class Is NA (25 073283 0047 Rev. 01,
NB 0123
GT070-100-44-3P | Non-woven Swab Class Is NA 625073283 0047 Rev. 01,
NB 0123
GT070-100-44-4P | Non-woven Swab Class Is NA 625073283 0047 Rev. 01,
NB 0123
2 2 .01
GT070-100-44-6P | Non-woven Swab Class Is NA 625073283 0047 Rev. 01,
NB 0123
GT070-100-43-4P | Non-woven Swab Class Is NA 625073283 0047 Rev. 01,
NB 0123
. G2S 073283 0047 Rev. 01,
GT064-100 Surgical Drape Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT064-101 Surgical Drape Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100XS Surgical Gowns Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100S Surgical Gowns Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100M Surgical Gowns Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100L Surgical Gowns Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100XL Surgical Gowns Class Is NA NB 0123
G2S 073283 0047 Rev. 01
T -100XXL ical | | NA !
GT063-100 Surgical Gowns Class Is NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100XXXL Surgical Gowns Class Is NA NB 0123
GT063-100LL | Surgical Gowns Class Is NA 625073283 0047 Rev. O,
NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100S Surgical Gowns Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100M Surgical Gowns Class Is NA NB 0123
. G2S 073283 0047 Rev. 01,
GT063-100L Surgical Gowns Class Is NA NB 0123
Oropharyngeal G2S 073283 0047 Rev.01,
30mm Airway Class Is NA NB 0123
Oropharyngeal G2S 073283 0047 Rev.01,
40mm Airway Class Is NA NB 0123
Oropharyngeal G2S 073283 0047 Rev.01,
50mm Airway Class Is NA NB 0123
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60mm Oroirrz:z;geal Class Is NA G2S 073’%‘8830(1024;7 Rev.01,
70mm Oroz?r::x;geal Class Is NA G2S 073&]?330(:)1(;437 Rev.01,
30mm Oroz?;z;geal Class Is NA G2S 073&?33;)3437 Rev.01,
90mm Oroi?rzuzsgeal Class Is NA G2S 073@?33;)&@7 Rev.01,
100mm Oroirrz:z;geal Class Is NA G2S 073’%‘8830(1024;7 Rev.01,
110mm Oroz?r::x;geal Class Is NA G2S 073&]?330(:)1(;437 Rev.01,
120mm Oroz?r:x::geal Class Is NA G2S 073&?33001(;? Rev.01,
1.D.2.5 Nascfi?;;x;ngeal Class Is NA G2S 073§E‘§330l102457 Rev.01,
1.D.3.0 Nascfi?;;x;ngeal Class Is NA G2S 073&2‘;330(;02437 Rev.01,
1.D.3.5 Nas‘;ﬁ’i:‘;;\;“gea' Class Is NA G2S 073§?330(102437 Rev.01,
1.0.4.0 Nascfi?;;x;ngeal Class Is NA G2S 073&2‘;330(;02437 Rev.01,
1.D.4.5 Nascfi?;;\:,ngeal Class Is NA G2S 073@30010227 Rev.01,
1.D.5.0 Nas‘;ﬁ’i:‘;;\;“gea' Class Is NA G2S 073§?330(102437 Rev.01,
1.D.5.5 Nascfi?;;x;ngeal Class Is NA G2S 073&2;30(;0227 Rev.01,
1.0.6.0 Nas‘;fi*r‘;;\:lngea' Class Is NA G2S 073§?3300102437 Rev.01,
1.D.6.5 NaSﬁ?;;&;ngeal Class Is NA G2s 073§8Bsoolozzg7 Rev.01,
1.D.7.0 Nastzt\;;&;ngeal Class Is NA G2S 073&83303227 Rev.01,
1.D.7.5 Nasc;pi?;;\;ngeal Class s NA G2S 073@3001021;7 Rev.01,
1.D.8.0 Nastzt\;;&;ngeal Class Is NA G2s 073&83303227 Rev.01,
1.D.8.5 Nas‘:’i*r‘;;\gngea' Class Is NA G2S 073@30010227 Rev.01,
1.0.9.0 Nas‘;fi*r‘;;\:lngea' Class Is NA G2S 073§?3300102437 Rev.01,

60ml Irrigation Syringes Class Is NA G25 073&?33001(;;7 Rev.01,

80ml Irrigation Syringes Class Is NA G25 073§?330010227 Rev.01,
100ml Irrigation Syringes Class Is NA G25 073&?33001(;“37 Rev.01,
20mm Ex::t;rtlaeltl‘\elll’ale Class Is NA G2S 073&?33001(;;7 Rev.01,
25mm Exéz;litgale Class s NA G2S 073§?3300102£;7 Rev.01,
30mm Ex::t;rtlaeltl‘\elll’ale Class Is NA G2S 073&?33001(;;7 Rev.01,
35mm Ex::eartlaeltl‘:/ll’ale Class Is NA G2S 073§?3300102£;7 Rev.01,
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40mm Exf:zr‘:la'eltl‘;/:ale Class Is NA G2S 073&?330(;21;7 Rev.01,
1000ml Enema Bag Class Is NA G25 073@?&2? Rev.01,
1200ml Enema Bag Class Is NA G25 073&?&?; Rev.01,
1500ml Enema Bag Class Is NA G25 073&]?330(;227 Rev.01,
1750ml Enema Bag Class Is NA G25 073@?&2? Rev.01,
2000ml Enema Bag Class Is NA G25 073&]?330(;227 Rev.01,
GT167-101 Surgical Set Class Is NA G25 073’%‘8830010227 Rev.01,
Child W‘I’;’e‘l‘iz;zrr‘f“e Class Is NA 025073203 2017 Rev.0L,
Adult Wgt;ierstSZr:sgue Class Is NA G2S 073@300102437 Rev.01,

S Vaginal Speculum Class Is NA G25 073§?3300102A;7 Rev.0L,

M Vaginal Speculum Class Is NA G25 073§i300102[;7 Rev.01,

L Vaginal Speculum Class Is NA G2s 073§?3300102437 Rev.01,
GT077-300 Cf\:sl?c?t‘;‘:d Class Is NA 625 073§85300102437 Rev.01,
GT159-200 Gynecological Sets Class Is NA G25 073§?330[102437 Rev.01,
| Cervical Brushes Class Is NA 625 073&?33001227 Rev.01,

J Cervical Brushes Class Is NA 625 073&?&2‘? Rev.01,

K-1 Cervical Brushes Class Is NA G25 073§?3300102437 Rev.0L,

M Cervical Brushes Class Is NA 625 073&?&2‘? Rev.01,
GT078-100 Surgical Brush Class Is NA G25 073§?330010227 Rev.01,
GT112-100 Umtg:;cr:'pcmd Class Is NA 625 073@300102437 Rev.01,
GT095-100 Dressing Kits Class Is NA G25 073&13032‘;7 Rev.01,
GT095-200 Dressing Kits Class Is NA G25 073&?&2? Rev.01,
GT095-300 Dressing Kits Class Is NA 625 073@?022? Rev.01,
GT095-301 Dressing Kits Class Is NA G25 073&?33001(;;7 Rev.01,
GT095-302 Dressing Kits Class Is NA 625 073@300102‘;7 Rev.01,
GT095-303 Dressing Kits Class Is NA G25 073&?33001(;;7 Rev.01,
GT095-304 Dressing Kits Class Is NA G25 073§?330010227 Rev.01,
GT095-305 Dressing Kits Class Is NA 625 073@300102‘;7 Rev.01,
GT095-306 Dressing Kits Class Is NA G25 073&?33001(;;7 Rev.01,
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GT100-100 itjr:iic: anr(:eSstjzz Class Is NA 625073283 0047 Rev.01,
Series NB 0123

GT102-120 itjr:i(::: an;itjz: Class Is NA G25 073283 0047 Rev.01,
Series NB 0123

GT102-110 SAtS}:!(::: Bnrc;it;:,z Class Is NA G25 073283 0047 Rev.01,
Series NB 0123

S Oxygen Masks lla N/A G2 0732'3: 8222 Rev. 01,

M Oxygen Masks lla N/A G2 0732'3; 821212 Rev. 01,

L Oxygen Masks lla N/A G2 07323; 8222 Rev. 01,

XL Oxygen Masks lla N/A G2 0732'3; 8222 Rev. 01,

e | T i

e | e T

T T

e | Pme | [T

M OxygeTnuEic:]ngr;ection la N/A G2 0732'3;’ 8222 Rev. 01,

GT117-300 CPR Mask Ila N/A G2 07323; 82‘212 Rev. 01,

GT117-400 CPR Mask lla N/A G2 0732'3: 824212 Rev. 01,

| | T

| e | . [T

o |, | T e

000# Anesthesia Mask lla N/A G2 0732'3: 8222 Rev. 01,

00# Anesthesia Mask lla N/A G2 0732'3: 82‘212 Rev. 01,

o# Anesthesia Mask lla N/A G2 0732'3: 82‘2‘2 Rev. 01,

1# Anesthesia Mask lla N/A G2 0732'3: 8222 Rev. 01,

2# Anesthesia Mask lla N/A G2 0732'3: 8222 Rev. 01,

3# Anesthesia Mask lla N/A G2 0732’3: gggg Rev. 01,

a4 Anesthesia Mask lla N/A G2 0732'3; 8222 Rev. 01,

5# Anesthesia Mask lla N/A G2 0732'3: 8222 Rev. 01,

6# Anesthesia Mask lla N/A G2 0732’3: gggg Rev. 01,

Adult e SE?;:‘;ECCU”S Ia N/A G2 0732'3; 8222 Rev. 01,

child e a“tzf;;héfccuits Ia N/A G2 0732’3: gcl)gg Rev. 01,
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NB 0123

S Aerosol Masks lla N/A G2 07323; 82‘2*2 Rev. 01,

M Aerosol Masks lla N/A G2 0732'3: 8222 Rev. 01,

L Aerosol Masks lla N/A G2 0732'3; 82‘2*2 Rev. 01,

XL Aerosol Masks lla N/A G2 07323; 8(;1212 Rev. 01,
1.D.2.0 Tracheal Tubes lla N/A G2 0732'3: 8222 Rev. 01,
1.D.2.5 Tracheal Tubes lla N/A G2 07323; gggg Rev. 01,
1.D.3.0 Tracheal Tubes lla N/A G2 07323: 8222 Rev. 01,
1.D.3.5 Tracheal Tubes lla N/A G2 0732'3; 8222 Rev. 01,
1.0.4.0 Tracheal Tubes lla N/A G2 0732'\812 82‘2*2 Rev. 01,
1.D.4.5 Tracheal Tubes lla N/A G2 0732'33 8222 Rev. 01,
1.D.5.0 Tracheal Tubes lla N/A G2 0732'3; 821212 Rev. 01,
1.D.5.5 Tracheal Tubes Illa N/A G2 0732'\812 82‘2*2 Rev. 01,
1.D.6.0 Tracheal Tubes lla N/A G2 0732'3: 8222 Rev. 01,
1.D.6.5 Tracheal Tubes lla N/A G2 0732'\812 821212 Rev. 01,
1.D.7.0 Tracheal Tubes lla N/A G2 0732'3; 8222 Rev. 01,
1.D.7.5 Tracheal Tubes la N/A G2 0732'3: gggg Rev. 01,
1.D.8.0 Tracheal Tubes lla N/A G2 0732'3: 82‘2*2 Rev. 01,
1.D.8.5 Tracheal Tubes lla N/A G2 0732'3: 82‘2‘2 Rev. 01,
1.0.9.0 Tracheal Tubes la N/A G2 0732'3: gggg Rev. 01,
1.0.9.5 Tracheal Tubes lla N/A G2 0732'3: 82‘2*2 Rev. 01,
1.0.10.0 Tracheal Tubes lla N/A G2 0732'3: 821212 Rev. 01,
1.0.10.5 Tracheal Tubes la N/A G2 0732'3: 8222 Rev. 01,
1.D.11.0 Tracheal Tubes lla N/A G2 0732'3: 8222 Rev. 01,
SFr Feeding Tubes lla N/A G2 0732’3: gggg Rev.01,
6Fr Feeding Tubes lla N/A G2 0732'3; 8222 Rev. 01,
8Fr Feeding Tubes lla N/A G2 0732’3: gggg Rev.01,
10Fr Feeding Tubes lla N/A G2 0732’3: 8232 Rev. 01,
12Fr Feeding Tubes lia N/A 62 0732,3; gggg Rev. 01,
14Fr Feeding Tubes lla N/A G2 073283 0046 Rev. 01,
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16Fr Feeding Tubes lla N/A G2 07323; gggg Rev. 01,
18Fr Feeding Tubes lla N/A G2 0732'3: 8222 Rev. 01,
20Fr Feeding Tubes lla N/A G2 0732,3; 82‘2‘2 Rev. 01,
6Fr Stomach Tubes lla N/A G2 07323; gggg Rev. 01,
8Fr Stomach Tubes lla N/A G2 0732'3: 8222 Rev. 01,
10Fr Stomach Tubes lla N/A G2 07323; gggg Rev. 01,
12Fr Stomach Tubes lla N/A G2 07323: 8222 Rev. 01,
14Fr Stomach Tubes lla N/A G2 0732'3; 8222 Rev. 01,
16Fr Stomach Tubes lla N/A G2 0732'\8‘; 8222 Rev. 0L,
18Fr Stomach Tubes lla N/A G2 0732'3: 8222 Rev. 01,
20Fr Stomach Tubes lla N/A G2 0732'3; gggg Rev. 01,
1/4" C(\)I\;]I?: C\(t;rr]i;:]ebf j lla N/A 62 07323; 8222 Rev. 01,
Handle
3/16" cz:.:: c\(t;r:i;::re i lla N/A 62 0732,3; gggg Rev. 01,
Handle
9/32" Cw:::(t;r;i;:j:f i lla N/A 62 0732,33 82‘2‘2 Rev. 01,
Handle
1# Laryngeal Mask lla N/A G2 0732'3: 8232 Rev. 01,
1.5# Laryngeal Mask lla N/A G2 0732'3: 8222 Rev. 01,
2# Laryngeal Mask lla N/A G2 0732'3: 8222 Rev. 01,
2.54 Laryngeal Mask lla N/A G2 0732'3: 8222 Rev. 01,
3# Laryngeal Mask lla N/A G2 0732'3: 8222 Rev. 01,
44 Laryngeal Mask lla N/A G2 0732'3: 8232 Rev. 01,
S# Laryngeal Mask lla N/A G2 0732'3: 8222 Rev. 01,
Fr8-Fr10 270mm | Urethral Catheters lla N/A G2 0732'3: 8222 Rev. 01,
Fr12-Fr30 400mm | Urethral Catheters lla N/A G2 0732’3: gggg Rev. 01,
6Fr Clog:shse:ec:ion Ila N/A G2 0732'3; 8222 Rev. 01,
SFr Clog:;ihse:ec:ion lla N/A G2 0732'3: 8222 Rev. 01,
10Fr Clogaetdhzijec:ion Ila N/A G2 0732’3: 8232 Rev. 01,
12Fr Clog:shse:ec:ion la N/A G2 0732'3; 8222 Rev. 01,
14Fr Clog:tdhzirion lla N/A G2 0732’:8‘: gggg Rev. 01,
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Sets

NB 0123

Adult E*L‘Zitai‘g“e"f;itt:;‘: Ia N/A G2 0732'3: 824212 Rev. 01,
child Eiiitai(g':e/lrc’:ltt::i s N/A G2 0732'3; gggg Rev. 01,
GT032-200 Breatziilrt\grssvstem ila N/A G2 07323; gggg Rev. 01,
6Fr Mucus Extractor lla N/A G2 0732'3: 8222 Rev. 01,
8Fr Mucus Extractor lla N/A G2 07323; 82‘2*2 Rev. 01,
10Fr Mucus Extractor lla N/A G2 07323: 8222 Rev. 01,
12Fr Mucus Extractor lla N/A G2 0732'3; 8222 Rev. 01,
14Fr Mucus Extractor lla N/A G2 0732'\812 821212 Rev. 01,
5Fr Suction Catheters lla N/A G2 0732'3: 8222 Rev. 01,
6Fr Suction Catheters lla N/A G2 0732'3; gggg Rev. 01,
8Fr Suction Catheters lla N/A G2 0732'\812 82‘212 Rev. 01,
10Fr Suction Catheters lla N/A G2 0732'3:; 8222 Rev. 01,
12Fr Suction Catheters lla N/A G2 0732'\812 8222 Rev. 01,
14Fr Suction Catheters lla N/A G2 0732'3: gggg Rev. 01,
15Fr Suction Catheters lla N/A G2 0732'3: 82‘2‘2 Rev. 01,
16Fr Suction Catheters lla N/A G2 0732'3: 82‘212 Rev. 01,
18Fr Suction Catheters lla N/A G2 0732'3: 82‘2‘2 Rev. 01,
20Fr Suction Catheters lla N/A G2 0732'3: 8222 Rev. 01,
1ml Disposz;t:;Syringe la N/A G2 0732'3: 821212 Rev. 01,
3ml Disposast()alte;Syringe la N/A G2 0732'3: 821212 Rev. 01,
5l Disposz;t:;Syringe la N/A G2 0732'3: 821212 Rev. 01,
10ml Disposast:teﬁSyringe la N/A G2 0732'3: 8222 Rev. 01,
20ml Disposast:tesSyringe I3 N/A G2 0732’:8‘: gggg Rev. 01,
60ml Disposast:teSSyringe la N/A G2 0732'3; 8222 Rev. 01,
GT034-100 Disposasb:teslnfusion lla N/A G2 0732’:8‘: gggg Rev. 01,
GT034-101 Disposasbéfslnfusion Ila N/A G2 0732’3: 8232 Rev. 01,
GT032-102 Disposasbgfslnfusion la N/A G2 0732'3; 8222 Rev. 01,
GT034-103 Disposable Infusion I3 N/A G2 073283 0046 Rev. 01,
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GT034-104 Disposasla‘lfslnfusion Ila N/A G2 07323; 8(;1212 Rev. 01,
GT034-105 Disposasb(:slnfusion Ila N/A G2 0732'3: 8222 Rev. 01,
100ml, 150m! Infus;zr:estf; with lla 100ml, 150m| G2 0732'3; 8(;1212 Rev. 01,
GT039-200 Heparin Caps Ila N/A G2 0732'33 824212 Rev. 01,
R e
0.3ml Insulin Syringe lla N/A G2 0732'3; 8222 Rev. 01,
0.5ml Insulin Syringe lla N/A G2 0732'\812 821212 Rev. 01,
1ml Insulin Syringe lla N/A G2 0732'3: 8222 Rev. 01,
15G Hypodermic Needle lla N/A G2 0732'3; 821212 Rev. 01,
16G Hypodermic Needle lla N/A G2 0732'\812 821212 Rev. 01,
17G Hypodermic Needle lla N/A G2 0732'3:; 8222 Rev. 01,
18G Hypodermic Needle lla N/A G2 0732'\812 821212 Rev. 01,
196G Hypodermic Needle lla N/A G2 0732'3; 8222 Rev. 01,
20G Hypodermic Needle lla N/A G2 0732'3: 82‘2‘2 Rev. 01,
21G Hypodermic Needle lla N/A G2 0732'3: 821212 Rev. 01,
22G Hypodermic Needle lla N/A G2 0732'3: 8232 Rev. 01,
23G Hypodermic Needle lla N/A G2 0732'3: 821212 Rev. 01,
24G Hypodermic Needle lla N/A G2 0732'3: 821212 Rev. 01,
25G Hypodermic Needle lla N/A G2 0732'3: 82‘2‘2 Rev. 01,
26G Hypodermic Needle lla N/A G2 0732'3: 821212 Rev. 01,
27G Hypodermic Needle lla N/A G2 0732'3: 8222 Rev. 01,
27g Dental Needles lla N/A G2 0732’3: gggg Rev. 01,
30g Dental Needles lla N/A G2 0732'3; 8222 Rev. 01,
ZH-A: 0.05 ml Aust\(;;idrjgzble lla N/A G2 0732’:8‘: gggg Rev. 01,
ZH-A: 0.1 ml Austs;idr:;aeble i N/A G2 0732’3: gggg Rev. 01,
ZH-A: 0.2 ml Austs;idni;aeble i N/A G2 0732'3; 8222 Rev. 01,
ZH-A: 0.3 ml Austs;idr:;aeble lla N/A G2 0732’3: 8(1)32 Rev. 01,
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NB 0123

ZH-A: 0.4 ml Au;;idni;aeble Ila N/A G2 07323; gggg Rev. 01,
ZH-A: 0.5 ml Austs;idrjzzble Ila N/A G2 0732'3: 824212 Rev. 01,
ZH-A: 0.6 ml Aust;idr:;ble lla N/A G2 0732'3; 821212 Rev. 01,
ZH-A: 0.8 ml Au;;idni;aeble Ila N/A G2 07323; gggg Rev. 01,
ZH-A: 1 ml Austs;idrjzzble lla N/A G2 0732'3: 824212 Rev. 01,
ZH-A:1.2ml Au;s;idni:ble lla N/A G2 07323; ggzztg Rev. 01,
ZH-A: 2 ml Au;s;idni;aeble ila N/A G2 07323: 824212 Rev. 01,
ZH-A: 2.5 ml Austs;idrjzzble lla N/A G2 0732'3: 824212 Rev. 01,
ZH-A:3 ml Austs;idnizzble Ia N/A G2 07323; 82;12 Rev. 01,
ZH-A: 4 ml Austs;;irjzzble lla N/A G2 0732'33 824212 Rev. 01,
ZH-A:5ml Austs;idrjgzble s N/A G2 0732'3; gggg Rev. 01,
ZH-A: 6 ml Austs;idnizzble Ia N/A G2 07323; 82;12 Rev. 01,
ZH-A: 10 ml Austs;idrjzzble lla N/A G2 0732'33 824212 Rev. 01,
ZH-A: 12 ml Austs;idnizzble s N/A G2 07323; 82;12 Rev. 01,
ZH-A: 20 ml Austs;idni;ble la N/A G2 0732'3: gggg Rev. 01,
ZH-B: 2ml Austs;idr:;aeble lla N/A G2 0732'3: gggg Rev. 01,
ZH-B: 2.5ml Austs;idni;aeble la N/A G2 0732'3: 8222 Rev. 01,
ZH-B: 3ml Austs;idr:;aeble la N/A G2 0732'3: 821212 Rev. 01,
ZH-B: 4ml Austs;;dr:;aeble la N/A G2 0732'3: gggg Rev. 01,
ZH-B: 5ml Austs;idniézble la N/A G2 0732'3: 8222 Rev. 01,
ZH-B: 6ml Austs;idr:;aeble lla N/A G2 0732'3: gggg Rev. 01,
ZH-B: 10ml Austs;idniézble la N/A G2 0732'3: 8222 Rev. 01,
7H-B: 12m Aust:;;idni;aeble lla N/A G2 0732'3: 8222 Rev. 01,
ZH-B: 20m| Austs;idr:;aeble la N/A G2 0732’3: 8(1)32 Rev. 01,
29G Insulin Pen Needles lla N/A G2 0732'3; 8222 Rev. 01,
30G Insulin Pen Needles lla N/A G2 0732’3: gggg Rev. 01,
31G Insulin Pen Needles lla N/A G2 0732’3: 8232 Rev. 01,
32G Insulin Pen Needles lla N/A G2 0732'3; 8222 Rev. 01,
33G Insulin Pen Needles lla N/A G2 073283 0046 Rev. 01,
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S Combi Stopper lla N/A G2 07323; gggg Rev. 01,
M Combi Stopper lla N/A G2 0732'3: 8222 Rev. 01,
L Combi Stopper lla N/A G2 0732'3; 8232 Rev. 01,
#10 Dispos;l;l;essurgical Ila N/A G2 07323; 8(;1212 Rev. 01,
#11 Dispos;k;l;essurgical la N/A G2 0732'3: 8222 Rev. 01,
#12 Dispos;l;l;essurgical lla N/A G2 07323; 8(;1212 Rev. 01,
#1728 Dispos;k;l;essurgical Ila N/A G2 07323: 8222 Rev. 01,
#13 Dispos;k;l;essurgical la N/A G2 0732'3; 8222 Rev. 01,
#14 Dispos;l;ldeessurgical la N/A G2 0732'\812 821212 Rev. 01,
#15 Dispos;k;l;essurgical la N/A G2 0732'3: 8222 Rev. 01,
#15C Dispos;::jessurgical lla N/A G2 0732'3; 821212 Rev. 01,
416 Dispos;l;ldeessurgical la N/A G2 0732'\812 821212 Rev. 01,
#18 Dispos;k;l;essurgical Ila N/A G2 0732'3: 8222 Rev. 01,
#19 Dispos;l;ldeessurgical lla N/A G2 0732'\812 821212 Rev. 01,
#20 DisposBaIka)I(;eeSSurgicaI la N/A G2 0732'3: gggg Rev. 01,
1 Dispos;k;l;essurgical Ila N/A G2 0732'3: 821212 Rev. 01,
#9 Dispos;:zaessurgical la N/A G2 0732'3: 821212 Rev. 01,
423 Dispos;k;l;essurgical la N/A G2 0732'3: 821212 Rev. 01,
424 DisposI:IZ:;aeSsurgical lla N/A G2 0732'3: 821212 Rev. 01,
425 Dispos;:zaessurgical la N/A G2 0732'3: 821212 Rev. 01,
#36 Dispos;k;l;essurgical Ila N/A G2 0732'3: 821212 Rev. 01,
Stainless Steel Sttla-;ilneczgod lla N/A G2 0732'3: 8222 Rev. 01,
Twist type Sti;i:]eczl;)od lla N/A G2 0732'3: 8222 Rev. 01,
Capped type Sti;iLeceBtI;Jod Ila N/A G2 0732’:8‘: gggg Rev. 01,
Soft clix type Sti;ilneczzod lla N/A G2 0732'3; 8222 Rev. 01,
safety type Sterile Blood lla N/A G2 073283 0046 Rev. 01,
Lancets NB 0123
200ml Wo:z:ielli)\ll'g::age I3 N/A G2 0732’3: 8232 Rev. 01,
200ml Wo:z;ﬂﬁ\z::age la N/A G2 0732'3; 8222 Rev. 01,
600ml Wo:z;:le?\:z::age Ila N/A G2 0732’:8‘: gggg Rev. 01,

Intertek Medical Notified Body AB
Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
Telephone +46 8 750 00 00, Fax +46 8 750 60 30,
Email: IMNB@intertek.com
www.intertek.se Page 16 of
Registered office: As address 18
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NB 0123

Wound Drainage G2 073283 0046 Rev. 01,
800ml Reservoir lla N/A NB 0123
Wound Drainage G2 073283 0046 Rev. 01,
1000mI Reservoir lia N/A NB 0123
G2 073283 0046 Rev. 01,
13x15cm-4/6/8/16p Lap Sponges lla N/A NB 0123
G2 073283 0046 Rev. 01,
15x15cm-4/6/8/16p Lap Sponges lla N/A NB 0123
G2 073283 0046 Rev. 01,
15x20cm-4/6/8/16p Lap Sponges lla N/A NB 0123
G2 073283 0046 Rev. 01,
20%x20cm-4/6/8/16p Lap Sponges lla N/A NB 0123
G2 073283 0046 Rev. 01,
20x30cm-4/6/8/16p Lap Sponges lla N/A NB 0123
30x30cm- Lap Sponges I3 N/A G2 073283 0046 Rev. 01,
2/3/4/6/8/16/24p p>pong NB 0123
30x40cm- Lap Sponges la N/A G2 073283 0046 Rev. 01,
2/3/4/6/8/16/24p p>pong NB 0123
40x40cm-
2/3/4/6/8/16/24/ Lap Sponges lla N/A G2 073283 0046 Rev. 01,
NB 0123
32p
40x45cm-
2/3/4/6/8/16/24/ Lap Sponges lla N/A G2 073283 0046 Rev. 01,
NB 0123
32p
45x45cm-
2/3/4/6/8/16/24/ Lap Sponges lla N/A G2 073283 0046 Rev. 01,
NB 0123
32p
40x50cm-
2/3/4/6/8/16/24/ Lap Sponges Ila N/A G2 073283 0046 Rev. 01,
NB 0123
32p
50x50cm-
2/3/4/6/8/16/24/ |  Lap Sponges lla N/A 2073283 0046 Rev. 01,
NB 0123
32p
50x60cm-
2/3/4/6/8/16/24/ Lap Sponges lla N/A G2 073283 0046 Rev. 01,
NB 0123
32p
20x70cm-
2/3/4/6/8/16/24/ Lap Sponges lla N/A G2 073283 0046 Rev. 01,
NB 0123
32p
20x80cm-
2/3/4/6/8/16/24/ Lap Sponges lla N/A G2 073283 0046 Rev. 01,
NB 0123
32p
20x100cm- Lap Sponges la N/A G2 073283 0046 Rev. 01,
2/3/4/6/8/16/24p popong NB 0123
s G2 073283 0046 Rev. 01,
2.7g Lubricating Jelly lla N/A NB 0123
L G2 073283 0046 Rev. 01,
3g Lubricating Jelly lla N/A NB 0123
L G2 073283 0046 Rev. 01,
3.5g Lubricating Jelly lla N/A NB 0123
L G2 073283 0046 Rev. 01,
5g Lubricating Jelly lla N/A NB 0123
L G2 073283 0046 Rev. 01,
42g Lubricating Jelly lla N/A NB 0123
. G2 073283 0046 Rev. 01,
56.7g Lubricating Jelly lla N/A NB 0123
L G2 073283 0046 Rev. 01,
82g Lubricating Jelly lla N/A NB 0123
113g Lubricating Jelly lla N/A G2 073283 0046 Rev. 01,

Torshamnsgatan 43, Box 1103, SE-164 22 Kista, Sweden
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142g Lubricating Jelly Ila N/A G2 07323; gtl)zzxg Rev. 01,
57g Lubricating Jelly lla N/A G2 0732'3: 8222 Rev. 01,
1.00z Lubricating Jelly lla N/A G2 0732'3; 821212 Rev. 01,
5 Surgical Gloves lla N/A G2 07323; 82‘2*2 Rev. 01,
5.5 Surgical Gloves lla N/A G2 0732'3: 8222 Rev. 01,
6 Surgical Gloves lla N/A G2 07323; 82‘2*2 Rev. 01,
6.5 Surgical Gloves lla N/A G2 07323; 8222 Rev. 01,
7 Surgical Gloves lla N/A G2 0732'3; 8222 Rev. 01,
7.5 Surgical Gloves lla N/A G2 0732'\812 821212 Rev. 01,
8 Surgical Gloves lla N/A G2 0732'33 gggg Rev. 01,
8.5 Surgical Gloves lla N/A G2 0732'3; 821212 Rev. 01,
9 Surgical Gloves lla N/A G2 0732'\812 821212 Rev. 01,
9.5 Surgical Gloves lla N/A G2 0732'3:; 8222 Rev. 01,
250ml Humidifier Jar lla N/A G2 0732'\8; 821212 Rev. 01,
500ml Humidifier Jar lla N/A G2 0732'\812 gggg Rev. 01,

Confirmation Letter Revision History

Date

NB internal reference | Action
traceable to each

version of the letter
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D DEKRA

Number: 2262711CEO1

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and lll

Manufacturer:

Nutricia Medical Devices B.V.
Taurusavenue 167

2132 LS Hoofddorp

The Netherlands

SRN ID.: NL-MF-000012729

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany the CE
Marking of Conformity on the products concerned conforming to the required Technical' Documentatior) and meeting
the provisions of the EU- Regulation which apply to them:

0344

Supplement to certificate: 93928CN

DEKRA hereby declares that the above mentioned manufacturer fulflls the relevant requrrements of EU Regulatlon
2017/745, including all subsequent amendments for the‘above mentloned conformlty assessment! The manufacturer/
authorized representative is subject to’'periodic surveillance as requrred for the applrcable conformlty assessment in
accordance to Regulation 2017/745, // /

First Issued: 27 July 2022 Date: 27 July 2022 Expiry date: 27 July 2027

© 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 www.dekra.nl Company registration 09085396
Page 1 of 4




D DEKRA

Number: 2262711CEO1

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and lll

This certificate covers the following device(s) / groups of device(s):

NBOG MDN 1202:

Non-active non-implantable devices for administration, channeling and removal of substances,
including devices for dialysis (class Is)

Sterilization method: Ethylene oxide

Flocare Gravity Giving Sets:
e Flocare Gravity Pack Set
e Flocare Gravity Pack & Bottle Set
e Flocare Gravity TF Res. Set 2.0 L
o Flocare Gravity Set TF Res. Set 1.3 L
e Flocare Gravity Bottle Set

Flocare Accessories:
e Flocare Bolus Set
e Flocare Button Extension Set Plus
e Flocare Extension Set—100cm
e Flocare Button Extension Set
e Flocare TF Res. Pack Conn. 2.0'L'~ Cross
e Flocare TF Res. Pack Conn. 1.3 L = Cross
e Flocare Conn Two Pack — Cross Spike
e Flocare ENFIT Swivel Adapter

NBOG MDN 1202:

Non-active non-implantable devices for administration, channeling and removal of substances,
including devices for dialysis (class lla)

Flocare Infinity Giving Sets:
e  Flocare Infinity Pack Set w/o DC Y-Port
e Flocare Infinity Pack Set w/o DC & w/o MP
e Flocare Infinity Pack Set w/o DC
e  Flocare Infinity Pack Set
e  Flocare Infinity Pack TwinLine Set

First Issued: 27 July 2022 Date: 27 July 2022 Expiry date: 27 July 2027
© 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 www.dekra.nl Company registration 09085396
Page 2 of 4




Number: 2262711CEO1

EU Quality Management System Certifica

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapte

Flocare Infinity Pack Mobile Set

e Flocare Infinity Pack Mobile Set w/o MP
e  Flocare Infinity Pack Mobile Set Y-Port
e  Flocare Infinity Pack & Botte Mobile Set
e  Flocare Infinity Pack & Bottle Set

e  Flocare Infinity Bottle Set

e  Flocare Infinity Bottle Set w/o MP

e  Flocare Infinity Bottle Set Y-Port

e  Flocare Infinity TF Res. Set 1.3

e Flocare Infinity TF Res. Set 2.0
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First Issued: 27 July 2022 Date: 27 July 2022 Expiry date: 27 July 2027
© 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 www.dekra.nl Company registration 09085396
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D DEKRA

Number: 2262711CEO1

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and lll

Conditions for or limitations to the validity of this certificate:
e For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to
establishing, securing and maintaining sterile conditions

Certificate History

Identification of the Common Specifications and Harmonized Standards complied with “are’ documented/within the technical
documentation and audit assessments carried out. These are traceable through the DEKRACertification,/B,V,./ Certification Notice.
The Certification Notice also identifies the necessary information related to"the quality’ management, system, of/ the manufacturer,
including facilities. / / / (1M '

Revision | Date of Issue certificate Certification Notice /////////V /Kction////

Reference /) 71111111111/ L
0 27 July 2022 93928CN44 /7 [/Firstisste 2262711CEL |||
2
First Issued: 27 July 2022 Date: 27 July 2022 Expiry date: 27 July 2027

© 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 www.dekra.nl Company registration 09085396
Page 4 of 4




Sertifikatas
Numeris: 2262711CEO01

CE ATITIKTIES ZENKLAS
MEDICINOS PRIETAISAMS
Atitikties vertinimo reglamentas 2017/745 dél medicinos prietaisy, IX priedo I ir III skyriai

Gamintojas:

Nutricia Medical Devices B.V.
Taurusavenue 167

2132 LS Hoofddorp

Nyderlandai

SRN ID.: NL-MF-000012729

Produkty kategorijai:
llgalaikio naudojimo kateteriai enteriniam maitinimui
DEKRA suteikia teis¢ naudoti EB notifikuotosios jstaigos identifikavimo numerj, pavaizduotg toliau, kartu

su CE Atitikties Zenklinimas ant atitinkamy gaminiy, atitinkanciy reikalaujama techning dokumentacijg ir
susirinkimas jiems taikomos ES reglamento nuostatos:

0344

Sertifikato priedas: 93928CN

DEKRA pareiskia, kad auks¢iau minétas gamintojas atitinka atitinkamus ES reglamento reikalavimus
2017/745, jskaitant visus vélesnius pirmiau minéto atitikties vertinimo pakeitimus. gamintojas/

igaliotasis atstovas yra periodiSkai priziiirimas, kaip reikalaujama atliekant atitinkama atitikties jvertinima
pagal Reglamenta 2017/745.

DEKRA Sertifikacija B.V.

Parasas// Parasas//
B.T.M. Holtus J.A. van Vugt
Vykdantysis direktorius Pagrindinis sertifikavimo vadovas

Pirmas leidimas: 2022 m. liepos 27 d
Data: 2022 m. liepos 27 d
Galiojimo laikas: 2027 m. liepos 27 d



Numeris: 2262711CEO1

CE ATITIKTIES ZENKLAS
MEDICINOS PRIETAISAMS
Atitikties vertinimo reglamentas 2017/745 dél medicinos prietaisy, IX priedo I ir III skyriai

Sis sertifikatas apima $iuos jrenginius / jrenginiy grupes:
NBOG MDN 1202:

Neaktyvis neimplantuojami prietaisai, skirti medziagoms jvesti, nukreipti ir paSalinti,
iskaitant dializés prietaisus (I klas¢)

Sterilizacijos buidas: Etileno oksidas

Flocare Gravity Giving rinkiniai:

o Flocare Gravity Pack rinkinys
Flocare Gravity Pack & Bottle Set
Flocare Gravity TF Res. Rinkinys 2,0 |
Flocare Gravity Set TF Res. Rinkinys 1,3l
Flocare Gravity Bottle rinkinys

Flocare priedai:
e Flocare boliuso rinkinys
,,Flocare Button Extension Set Plus®.
Flocare prailginimo rinkinys — 100 cm
Flocare mygtuko plétiniy rinkinys
Flocare TF Res. Pakuotés jungtis 2,0 L — kryzminé
Flocare TF Res. Pakuoté Conn. 1,3 L — Kryzminis
Flocare Conn Two Pack — Cross Spike
Flocare ENFIT pasukamas adapteris

NBOG MDN 1202:

Neaktyviis neimplantuojami prietaisai, skirti medziagoms jvesti, nukreipti ir pasalinti,
iskaitant dializés prietaisus (Ila klas¢)

Flocare Infinity dovany rinkiniai:

e Flocare Infinity Pack Set be DC Y prievado
Flocare Infinity Pack rinkinys be DC ir be MP
Flocare Infinity Pack Set be nuolatinés srovés
Flocare Infinity Pack rinkinys
Flocare Infinity Pack TwinLine rinkinys

Pirmas leidimas: 2022 m. liepos 27 d
Data: 2022 m. liepos 27 d
Galiojimo laikas: 2027 m. liepos 27 d



Numeris: 2262711CEO1

CE ATITIKTIES ZENKLAS
MEDICINOS PRIETAISAMS
Atitikties vertinimo reglamentas 2017/745 dél medicinos prietaisy, IX priedo I ir III skyriai

Flocare Infinity Pack mobilusis rinkinys be MP
Flocare Infinity Pack mobilusis rinkinys Y-Port
Flocare Infinity Pack & Botte Mobile Set
Flocare Infinity Pack & Bottle Set

Flocare Infinity buteliuky rinkinys

Flocare Infinity Bottle Set be MP

Flocare Infinity buteliy rinkinys Y-Port

Flocare Infinity TF Res. 1.3 rinkinys

Flocare Infinity TF Res. Nustatyti 2.0

Pirmas leidimas: 2022 m. liepos 27 d
Data: 2022 m. liepos 27 d
Galiojimo laikas: 2027 m. liepos 27 d



Numeris: 2262711CEO1

CE ATITIKTIES ZENKLAS
MEDICINOS PRIETAISAMS
Atitikties vertinimo reglamentas 2017/745 dél medicinos prietaisy, IX priedo I ir III skyriai

Sio sertifikato galiojimo salygos arba apribojimai:
o [ klasés prietaisams notifikuotosios jstaigos atitikties vertinimas apsiriboja aspektais, susijusiais su
steriliy salygy sukiirimas, uztikrinimas ir palaikymas

Sertifikato istorija

Bendryjy specifikacijy ir suderinty standarty, kuriy laikomasi, identifikavimas yra dokumentuojamas
techniniame dokumente. Dokumentacija ir atlikti audito vertinimai. Juos galima atsekti naudojant DEKRA
Certification B.V. sertifikavimo pranesimg.Sertifikavimo pranesime taip pat nurodoma batina informacija,
susijusi su gamintojo kokybés valdymo sistema, jskaitant patalpas.

- Sertifikato iSdavimo Sert|f|Iv<_aV|mo .
Revizija pranesimas Veikla
data
Nuoroda
. Pirmas suteikimas

0 27 Liepos 2022 93928CN44 2262711CEO1L

1

2

Pirmas leidimas: 2022 m. liepos 27 d
Data: 2022 m. liepos 27 d
Galiojimo laikas: 2027 m. liepos 27 d




Kiwa Cermet Italia

TIBBI CIHAZLAR BOLUMU
Granarolo deli'Emilia (BO), 2024/01/11
CL1/v3

Sayin

Plasti-med Plastik Medikal Uriinler San. Ve Tic. Ltd. Sti.
Deri OSB Mahallesi Yan San Cad. No: 13,34956 Tuzla/istanbul TURKIYE

Onaylanmig Kurulus Teyit Mektubu Referansi: CERBO0430223
Sayin llgili,

Belirli tibbi cihazlara ve in vitro tibbi teghis cihazlarina yénelik gecis hiikiimlerine dair (EU)2017/745 ve (EU)2017/746 sayili
Yonetmelikleri degistiren EU 2023/607 sayili Yonetmelik gergevesinde bir resmi basvurunun, yazili anlasmanin ve uygun
gozetimin durumunun teyit edilmesi

Bu yazi, (EU)2017/745 (MDR) sayili Yonetmelige gére belirlenmis ve NANDO'da 0476 numarasiyla tanimlanmis bir Onaylanmig
Kurulug (NB) olan Kiwa Cermet Italia'nin, MDR Ek VII B&IUm 4.3 birinci alt paragraf uyarinca resmi bir basvuru almis ve MDR Ek
VI B6lim 4.3 ikinci alt paragraf uyarinca asagida belirtilen imalatci ile bir yazil anlasma imzalamig oldugunu teyit eder:

Plasti-med Plastik Medikal Uriinler San. Ve Tic. Ltd. St.
Deri OSB Mahallesi

Yan San Cad.No:13,34956

Tuzlafistanbul TURKIYE

SRN Numarasi: TR-MF-000032251

Yukarida belirtilen resmi basvuru ve yazili anlasma tarafindan kapsanan cihazlar asagidaki Tablolarda belirtilmistir.
Tablo 1, onlara iliskin olarak bir MDR bagvurusunun alinmis, bir yazili anlasmanin imzalanmis oldugu ve OK'nin onlara iliskin
olarak ilgili Direktif uyarinca mitekabil cihazlarin uygun gézetiminden de sorumlu oldugu cihazlar belirtmektedir,

Tablo 2, onlara iliskin olarak bir MDR basvurusunun alinmig, bir yazili anlasmanin imzalanmis oldugu ancak OK'nin ilgili Direktif
uyarinca mitekabil cihazlarin uygun gézetimi sorumlulugunu heniiz ustlenmemis oldugu cihazlari belirtmektedir.

93/42/EEC (MDD) sayili Direktif uyarinca verilmis olan ve iptal edilmis olmaksizin 26 Mayis 2021 tarihinden sonra ve 20 Mart
2023 tarihinden 6nce sona ermis olan sertifikalarca kapsanan cihazlarin s6z konusu olmasi halinde, bu yazl imalatginin MDR
kapsamindaki yazili anlagmay| MDD sertifikasinin sona erme tarihine kadar imzalamig oldugunu; veya bir Uye Devletin bir yetkili
makaminin ilgili cihazlara iliskin olarak 20 Mart 2023 tarihine kadar sirasiyla MDR Madde 59(1) veya MDR Madde 97(1) uyarinca
ilgili uygunluk degerlendirme prosediriinden bir istisna veya muafiyet vermis olduguna dair kanit sunmus oldugunu da teyit
eder.

Kiwa Cermet Italia S.p.A. - Kiwa Italia Holding Srl'nin yénetim ve koordinasyonuna tabi tek-tiyeli sirket
D Merkez: Via Cadriano 23, 40057 - Granarolo dell'Emilia (BO)

Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet. it - www.kiwa.it

KDV Tescil No: 00627711203 Vergi KN 03502820370 — Hisseli sermaye: € 1.000.000,00 i.v.
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Kiwa Cermet Italia kiwa !

Imalatcinin MDR Madde 120.3c'de ((AB) 2023/607 tarafindan degistirilen sekliyle) belirtilen diger
kosullara uymaya devam etmesine bagl olarak, bu yazi tarafindan kapsanan cihazlar icin gecerli olan
gecis sureleri agagida gosterilmektedir:
* Sinif lll 6zel yapim implante edilebilir cihazlar icin 26 Mayis 2026
* Yerlesik teknolojiler (YT - sutirler, kelepgeler, dis dolgulari, dis telleri, dis kaplamalari, vidalar,
kamalar, protezler, teller, pimler, klipsler ve konektorler) haric olmak tizere Sinif Il cihazlar ve Sinif I1b
implante edilebilir cihazlar icin 31 Aralik 2027
* Steril durumda piyasaya arz edilen veya bir 6lgim fonksiyonuna sahip olan diger Sinif llb cihazlar,
Sinif lla, Sinif | cihazlar icin 31 Aralik 2028
* MDD uyarinca bir onaylanmis kurulusun miidahil olmasini gerektirmeyen ancak onu MDR uyarinca
gerektiren cihazlar icin 31 Aralik 2028 (6rnegin, yeniden kullanilabilir cerrahi aletler olarak
nitelendirilen sinif | cihazlar)

Onaylanmis Kurulus adina
Dr.ssa Frabetti Alessia

Tibbi Cihaz Boluma Midiiri
{imza)

Kiwa Cermet Italia S.p.A. - Kiwa Italia Holding Srl’nin yénetim ve koordinasyonuna tabi tek-tyeli sirket
D Merkez: Via Cadrieno 23, 40057 - Granarolo dell'Emilia (BO)

Tel. +39.051.4593,111 - Fax +39.051.763.382 - info@kiwacermet.it - www.kiwa.it

KDV Tescil No: 00627711203 Vergi KN 03502820370 ~ Hisseli sermaye; € 1.000.000,00i.v.
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Kiwa Cermet Italia

kiwa

Tablo 1 : Bu yazi tarafindan kapsanan ve OK'nin onlara iliskin olarak ilgili Direktif uyarinca miitekabil
cihazlarin uygun gézetiminden de sorumlu oldugu cihazlar

Cihaz adi VEYA Temel UDI-DI | MDR Cihaz siniflandirmasi
(MDR basvurusu (basvuru dncesi asamada
kapsaminda) imalatgi tarafindan &nerilen
ve teyit edilen)

MDR cihazi bir yedek cihaz
ise, miitekabil MDD’nin
tanimi

MDR basvurusu kapsaminda
cihazlarin MDD Sertifika
Referans(lar)i ve OK Tanimi

Tablo 2: Bu yazi tarafindan kapsanan ve onlara iliskin olarak OK'nin ilgili Direktif uyarinca miitekabil cihazlarin

uygun gozetiminden sorumlu OLMADIGI cihazlar

Cihaz adi VEYA Temel UDI-DI (MDR | MDR Cihaz siniflandirmasi MDR cihaz bir yedek MDR basvurusu kapsaminda
basvurusu kapsaminda) {basvuru 8ncesi asamada cihaz ise, miitekabil cihazlarin MDD Sertifika
imalatgi tarafindan énerilen | MDD’nin tanimi Referans(lar)i ve OK Tanimi
ve teyit edilen)
YUMUSAK DREN DRENAJ TORBALI / 1A Ayni 1584-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.
YARA DRENAJ SETLER| (MINi TiP) /
FLAT DRENLER /
FLAT DRENLI REZERVUARLI YARA
DRENAJ SETLERI WOUND/
ROUND DRENLER/
YARA DRENAJ REZERVUARLARI
NAZAL OKSIJEN KANULUD/ 1A Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.
OKSIIEN MASKESI /
YUKSEK KONSANTRASYONLU OKSIIEN
MASKESI/
OKSIJEN MASKES| HORTUMU/
NEBULIZER KiT /
NEBULIZER SET/
YANKAUER ASPIRASYON ucu/ IS Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri AS.
YANKAUER ASPIRASYON SETI/
YANKAUER ASPIRASYON BAGLANTI IS Ayni 1984-MDD-11-100
HORTUMU/ Kiwa Belgelendirme Hizmetleri A.S.
A Ayni 1984-MDD-11-100
BIYOPSI PUNCH/ Kiwa Belgelendirme Hizmetleri A.S.
IS Ayni 1984-MDD-11-100
GUEDEL AIRWAY/ Kiwa Belgelendirme Hizmetleri A.S.
1A Ayni 1984-MDD-11-104
SOLUNUM EGZERSIZ CiHAZI UgToPLu / Kiwa Belgelendirme Hizmetleri A.S.
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Kiwa Cermet Italia

kiwal

Cihaz adi VEYA Temel UDI-DI (MDR
basvurusu kapsaminda)

MDR Cihaz siniflandirmasi
(bagvuru ncesi asamada
imalatg tarafindan
Onerilen ve teyit edilen)

MDR cihazi bir yedek cihaz
ise, miitekabil MDD’nin
tanimi

MDR bagvurusu kapsaminda
cihazlarin MDD Sertifika
Referans(lar)i ve OK Tanimi

HEPA FILTRE /
BAKTERI VIRAL FiLTRE /

BAKTERI VIRAL HME FILTRE/

A

Ayni

1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.

TEKRAR KULLANILABILIR SUNi SOLUNUM
CiHAZI /

TEKRAR KULLANILABILIR MANUEL SUNI
SOLUNUM CIHAZ SETLERI /

TEK KULLANIMLIK SUNI SOLUNUM
CiHAZI/

TEK KULLANIMLIK MANUEL SUNI
SOLUNUM CiHAZ SETLERI /

SILIKON MASKELER /

SISIRILEBILIR MASKLER/

1A

Aymi

1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.

URETERAL BALON DILATOR /

TRANSURETEROSKOPIK BALON DILATOR /

TRANSURETEROSKOPIK BALON
DILATOR ve SiSIRME CiHAZI/

URETERAL BALON DILATOR ve SISIRME
CiHAZI/

1A

Ayni

1584-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.

KARMAN SIRINGA TEK VALF, STERIL /
KARMAN SIRINGA TEK VALF /
KARMAN SIRINGA CIFT VALF, STERIL /
KARMAN SIRINGA CIFT VALF/
KARMAN SIRINGA CIFT VALF SET /
KARMAN SIRINGA CiFT VALF STERIL /
KARMAN SIRINGA TEK VALF SET /

KARMAN KANUL/

1A

Ayni

1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.
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Kiwa Cermet Italia

kiwall

Cihaz adi VEYA Temel UDI-DI (MDR
bagvurusu kapsaminda)

MDR Cihaz siniflandirmasi
(basvuru éncesi asamada
imalatgi tarafindan &nerilen
ve teyit edilen)

ise, miitekabil MDD’nin
tanimi

MDR cihazi bir yedek cihaz

MDR basvurusu kapsaminda
cihazlarin MDD Sertifika
Referans(lar)i ve OK Tanimi

ASPIRASYON TORBASI, NON STERIL/ 1A Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri
ASPIRASYON TORBASI / AS.
ASPIRASYON KANISTERI/
ASPIRASYON TORBASI HORTUMU/ IS Ayni 1584-MDD-11-100
Kiwa Belgelendirme Hizmetleri
KAPKON KONNEKTOR/ AS.
UZATMA HATTI/ A Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri
AS.
NEPHROFLEX® BALON DILATOR / 1A Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri
NEPHROFLEX® BALON DILATOR VE SISIRME AS.
CiHAZI /
ANESTEZ| DEVRESI KORUGE/ 1A Ayni 1984-MDD-11-100

ANESTEZ| DEVRESI SMOOTHBORE/
ANESTEZ| DEVRES] AYARLANABILIR/

SOLUNUM DEVRES| KORUGE/
SOLUNUM DEVRESI SMOOTHBORE /

SOLUNUM DEVRESI AYLARLANABILIR/
SOLUNUM DEVRES| IPPB/

SOLUNUM DEVRESI KOAKSIYEL/
SOLUNUM DEVRES| TRANSPORT/

SOLUNUM DEVRESI IPPB YARI KAPALI
SISTEM /

KATETER MOUNT KORUGE CIiFT YONLU
DONER BASLIKLI /

KATETER MOUNT SMOOTHBORE CIFT
YONLU DONER BASLIKLI /

Kiwa Belgelendirme Hizmetleri
AS.
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Kiwa Cermet Italia

kiwa

Cihaz adi VEYA Temel UDI-DI (MDR
bagvurusu kapsaminda)

MDR Cihaz siniflandirmasi
(basvuru dncesi asamada
imalatgl tarafindan dnerilen
ve teyit edilen)

MDR cihazi bir yedek cihaz
ise, miitekabil MDD’nin
tanimi

MDR basvurusu
kapsaminda cihazlarin
MDD Sertifika
Referans(lar)i ve OK Tanimi

KATETER MOUNT AYARLANARILIR CiFT "
YONLU DONER BASLIKLI /

KATETER MOUNT KORUGE/

KATETER MOUNT SMOOTHBORE/

KATETER MOUNT AYARLANABILIR /
SOLUNUM TRAKEOSTOMI DEVRESI /
TRAKEOSTOMI DEVRESI T KONEKTOR /
ANESTEZ| DEVRESI, KORUGE, STERIL /
ANESTEZI DEVRESI, SMOOTHBORE, STERIL /
ANESTEZI DEVRESI, AYARLANABILIR STERIL/

SOLUNUM DEVRESI, KORUGE, STERIL /

SOLUNUM DEVRESI, SMOOTHBORE,
STERIL/

SOLUNUM DEVRESI, AYARLANABILIR
STERIL/

SOLUNUM DEVRESI IPPB, STERIL /

SOLUNUM DEVRESI KOAKSIYEL, STERIL /

SOLUNUM DEVRESI TRANSPORT STERIL /

SOLUNUM DEVRESI, IPPB YARI KAPALI
SISTEM, STERIL /

KATETER MOUNT KORUGE CiFT YONLU
DONER BASLIKLI STERIL /

KATETER MOUNT SMOOTHBONE CiFT
YONLU DONER BASLIKLI STERIL /

KATETER MOUNT AYARLANABILIR CIFT
YONLU DONER BASLIKLI STERIL /

KATETER MOUNT KORUGE, STERIL/
KATETER MOUNT SMOOTHBORE STERIL/
KATETER MOUNT AYARLANABILIR STERIL /

SOLUNUM TRAKEOSTOMI DEVRESI, STERIL
/

TRAKEOSTOMI DEVRESI T KONNEKTOR,
STERIL/

Ayni

1984-MDD-11-100

Kiwa Belgelendirme Hizmetleri
AS.
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Kiwa Cermet Italia

kiwa

Cihaz adi VEYA Temel UDI-DI (MDR
basvurusu kapsaminda)

MDR Cihaz siniflandirmasi
(bagvuru dncesi asamada
imalatgi tarafindan dnerilen
ve teyit edilen)

MDR cihazi bir yedek cihaz
ise, miitekabil MDD’nin
tanimi

MDR basvurusu kapsaminda
cihazlarin MDD Sertifika
Referans(lar)i ve OK Tanimi

Y—TUR IRRIGASYON SET / 1A Aymi 1984-MDD-11-100
Y-TUR IRRIGASYON SET PUARLI / Kiwa Belgelendirme Hizmetleri A.S.
KAMERA KILIFI/ IS Ayni 1984-MDD-11-104
Kiwa Belgelendirme Hizmetleri A.S.
IS Ayni 1984-MDD-11-100
ENDOMETRIAL ORNEK ALMA KANULU/ Kiwa Belgelendirme Hizmetleri A.S.
1A Ayni 1984-MDD-11-104
DAMLA AYAR SETI/ Kiwa Belgelendirme Hizmetleri A S.
URETERAL STENTLER / 1B Ayni 1584-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.
URETERAL STENT SETLERI/

UZUN SURELI URETERAL STENTLER /

UZUN SURELI URETERAL STENT /

HIDROFILIK URETERAL STENTLER /

HIDROFILIK URETERAL STENT SETLERI /
UZAYABILEN URETERAL STENT SETLER /

UZAYABILEN URETERAL STENT SETLERI /

ENDOPYELOTOMI URETERAL STENT
SETLERI /
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Kiwa Cermet Italia

kiwall

Cihaz adi VEYA Temel UDI-DI (MDR
basvurusu kapsaminda)

MDR Cihaz siniflandirmasi
(bagvuru éncesi asamada
imalatgi tarafindan 6nerilen
ve teyit edilen)

MDR cihazi bir yedek cihaz
ise, miitekabil MDD’nin
tanimi

MDR basvurusu kapsaminda
cihazlarin MDD Sertifika
Referans(lar)i ve OK Tanimi

GIRIS IGNELERI / A Ayni 1984-MDD-11-100

Kiwa Belgelendirme Hizmetleri A.S.
CHIBA IGNELERI
TAS TUTUCU / 1A Ayni 1984-MDD-11-100

PYRAMID TAS CIKARMA SEPETI /

TAS CIKARMA SEPETI ALTI TEL SIFIR UG
NiTINOL /

TAS GIKARMA SEPETI SIFIR UG NITINOL /

HELIKAL TAS CIKARMA SEPET] /
YASSI TELLI TAS CIKARMA SEPETI /
TAS CIKARMA FORSEPSI /
NITINOL PERKUTAN SEPETI /

AMPLATZ RENAL DILATOR VE KILIF
SETLERI /

AMPLATZ RENAL KILIFLAR /
FASCIAL DILATORLER /
FASCIAL DILATOR SETLERI /
URETERAL KATETERLER /

HIDROFILIK URETERAL KATETERLER /
HIDROFILIK URETERAL GIRIS KATETERI /
IKI KANALLI URETERAL KATETER /

HIDROFILIK URETERAL GIRIS KILIFI VE
DILATOR SETLERI /

URETERAL DILATOR SETLERI /

SUPRAPUBIK KATETER SET POLIURETAN /

SUPRAPUBIK KATETER SETLERI
SILIKON-BALONLU /

OCEAN TOUCH NITINOL HIDROFILIK UGLU
KILAVUZ TEL /

OCEAN NITINOL KILAVUZ TELI /

Kiwa Belgelendirme Hizmetleri A.S,
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Kiwa Cermet Italia

kiwa

Cihaz adi VEYA Temel UDI-DI (VDR MDR Cihaz siniflandirmasi MDR cihazi bir yedek MDR basvurusu kapsaminda
basvurusu kapsaminda) {basvuru éncesi asamada cihaz ise, miitekabil cihazlarin MDD Sertifika
imalatgi tarafindan MDD’nin tanimi Referans(lar)i ve OK Tanimi
onerilen ve teyit edilen)
1A Ayni 1984-MDD-11-100
HIDROFILIK NITINOL KILAVUZ TEL/
Kiwa Belgelendirme Hizmetleri A.S.
HIDROFILIK NITINOL SLIPPY KILAVUZ TEL/
PTFE NITINOL HIDROFILIK UGLU KILAVUZ TEL /
PTFE KILAVUZ TEL/
PTFE SUPER SERT KILAVUZ TEL
NEFROSTOMI MALEKOT KATETERLER / 1B Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri A S.
NEFROSTOMI| MALEKOT KATETER SETLERI/
RE-ENTRY MALEKOT KATETERLERI /
NEFROSTOMI PIGTAIL KATETERLERI /
NEFROSTOMI PIGTAIL SETLERI /
HIDROFILIK PIGTAIL KATETERLERI /
HIDROFILIK PIGTAIL KATETER SETLERi/
CPAP BPAP MASKESI AGIZ-BURUN / 1A Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.
CPAP BPAP MASKESI BURUN/
ENTERAL BESLENME TORBASI TEKLI / 1A Ayni 1984-MDD-11-100
Kiwa Belgelendirme Hizmetleri A.S.
ENTERAL BESLENME TORBASI CIFTLI/
Teyit Yazisi Revizyon Tarihgesi
Rev. Tarih Aksiyon
00 11.01.2024 ilk Sertifikasyon

Yazinin icerigi hakkinda daha fazla bilgi veya yazinin gegerliliginin dogrulanmasi igin liitfen medical @kiwa.com
adresi ile ya da +39.051.4593.111 telefon numarasi ile irtibata geciniz.
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MEDICAL DEVICES DIVISION
Granarolo dell'Emilia (BO), 2024/01/11
CLIN3

Esteemed

Plasti-med Plastik Medikal Oriinler San. Ve Tic. Ltd. sti.
Deri OSB Mahallesi Yan San Cad.No:13,34958 Tuzla/lstanbul TURKIYE

Notified Body Confirmation Letter Reference: CERBO0430223

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate survelllance
in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU)
2017/746 as regards the transitional provisions for certain medical devices and In vitro diagnostic
medical devices

This letter confirms that, Kiwa Cermet Italia, a Notified Body {NB) designated against Regulation {EU)
2017/745 (MDR) and identified by the number 0476 on NANDO, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex Vil of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of MDR with the
following manufacturer:

Plasti-med Plastik Medikal Uriinler San. Ve Tic. Ltd. $ti.
Deri OSB Mahallesi

Yan San Cad.No:13,34956

Tuzla/Istanbul TURKIYE

SRN Number: TR-MF-000032251

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below.
Table 1 identifies the devices for which an MDR application has been received, written agreement

concluded and for which the NB Is also responsible for appropriate surveillance of the corresponding

devices under the applicable Directive.
Table 2 identifies the devices for which an MDR application has been received and a written agreement

concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the
corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 93/42/EEC (MDD) that expired
after 26 May 2021 and before 20 March 2023, without having been withdrawn, this letter also confirms
that the manufacturer signed the written agreement under MDR by the date of MDD certificate expiry;
or provided evidence that a competent authority of a Member State had granted a derogation or
exemption from the applicable conformity assessment procedure in accordance with Article 59(1) of
MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices.

Khwa Germet Ralla S.p.A. - Sing dination of Kiwa italia Holding Srl
Headquarters: Via Cadriano 23, 41
Tel. +39.051.4593.111 - Fax +38.
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The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3¢ of MDR (as amended by {EU}
2023/607), are shown below:
® 26 May 2026 for Class Ili custom-made implantable devices
® 31 December 2027 for Class lli devices and Class 1lb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)
¢ 31 December 2028 for other Class lib devices, Class lla, Class | devices placed on the market in
sterile condition or have a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behaif of the Notified Body,

Mir com Crmbhated Alacele

Kiwa Cormet ialia 8 and coordination of Kiwa Italia Holding Sr
Headquarters: Via Cat
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00,001

VAT Registration No. |

oda ighar

ANKARA.
" ol i?-.’ém"m



Kiwa Cermet Italia

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate

surveillance of the corresponding d devices under the applicable Directive:
Devnce name OR Basic MDR Device class:f‘catlon

l
i
¢
|
|
1
i
t
:

UDI-DI {under MDR

; application)

' {as proposed by the

| manufacturer and verified
i at the pre-application

? stage)

[ “If the MDR device is

substitute device,
identification of the
corresponding MDD

| MDD Certificate

i Reference(s) of the devices

~ under MDR application,
and the NB Identification

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

H
i

Device name OR Basic
UDI-DI (under MDR

. application)

Wound Drainéée Sets

Soft / Drains With
Drainage Bag /
Wound Drainage Sets

. {Mini Type) / Flat Drains

Wound Drainage Sets
With Reservoirs And
With Flat Drains /
Round Drains /

Wound Drainage
Reservairs

Nasal Oxygen Cannula /
Oxygen Mask /

High Concentration
Oxygen Mask /

Oxygen Mask Tube /
Nebulizer Kit /
Nebulizer Set

Yankauer Suction Handle

!

_ Yankauer Suction Set

! Yankauer Suction

Connecting Tube

“‘iBiopsy Punch

| Guedel Airway

Respiratory Exercise
Device w/ 3 Ball

HEPA FILTER /
BACTERIAL VIRAL FILTER /
BACTERIAL VIRAL W/

i HME FILTER

| MDR Device classification
| (as proposed by the
f manufacturer and verified
at the pre-application
I stage)
A

HA

HA

| 1f the MDR device is
i substitute device,

|

identification of the

| corresponding MDD

Same

Same

Same

Same

Same

Same

Same

i
i
i
|
|
¥
i
i
13
i

| MDD Certificate

! Reference(s) of the devices |

* gnder MDR application,
and the NB Identification

1984-MDD-11-100
Kiwa Belgelendirme
Hizmetlerf A.S.

1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.

1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S. )
1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.
1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.
1984-MDD-11-100
Kiwa Betgelendirme
Hizmetleri A.S.
1984-MDD-11-104
Kiwa Belgelendirme
Hizmetleri A.5.
1984-MDD-11-100
Kiwa Beigelendirme
Hizmetleri A.S.

0
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Kiwa Cermet Italia

kiwa

Device name OR Basic
UDI-DI {under MDR
application)

REUSABLE RESUSCITATOR
DEVICE /
REUSABLE MANUAL
RESUSCITATOR DEVICE
SET/ DISPOSABLE
RESUSCITATOR DEVICE /
DISPOSABLE MANUAL
RESUSCITATOR DEVICE
SETS
/
SILICON MASKS /
INFLATABLE MASK
URETERAL BALLOON
DILATOR /
TRANSURETEROSCOPIC
BALLOON DILATOR /
TRANSURETERQSCOPIC
BALLOON DILATOR w/
INFLATION DEVICE /
URETERAL BALLOON
DILATOR and INFLATION
DEVICE | . :
KARMAN SYRINGE SINGLE
VALVE, STERILE /
KARMAN SYRINGE SINGLE
VALVE /
KARMAN SYRINGE
DOUEBLE VALVE,STERILE /
KARMAN SYRINGE
DOUBLE VALVE /
KARMAN SYRINGE SINGLE
VALVE SET, STERILE /
KARMAN SYRINGE
DOUBLE VALYE SET/
KARMAN SYRINGE
DOUBLE VALVE
" SET,STERILE /

E MDR Device classification
i (as proposed by the
| manufacturer and verified
; at the pre-application
| stage)

A

A

A

KARMAN SYRINGE SINGLE |

VALVE SET /
KARMAN CANNULA
SUCTION BAG, NON
STERILE /

SUCTION BAG /
SUCTION CANISTER
SUCTION BAG TUBE

!

KAPKON CONNECTOR
EXTENSION LINE

DILATOR /
NEPHROFLEX® BALLOON _

« HA

A

A~

T

jf If the MIDR device isa MDD Certificate
| substitute device, i Reference(s) of the devices
| identification of the | under MDR application,
| corresponding MDD | and the NB Identification
| | .
Same 1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.
| Same 1984-MDD-11-100
i Kiwa Belgelendirme
} Hizmetleri A.S.
| |
i
|
; |
H
|
!
Same 1984-MiDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.
Same 1984-MDD-11-100

Kiwa Belgelendirme
Hizmetleri A.S.

1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.5.
1984-MDD-11-100
Kiwa Belgelendirme
i Hizmetleri A.$.
1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.

Kiwa Cermet italia 5.p.A. - Single-member company sublect to manazement and coardination of Kiwa Italla Holding Srl

[

Headquarters: Via Cadriano 23, 40057 - Gi
Tel. +39.051.4593.111 - Fax +39.051.763.3
VAT Registration No. 00627711203 - Tax |

/

)
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Kiwa Cermet Italia

kiwa

" Device name OR Basic
UDI-DI {under MDR
application)

DILATOR W/ INFLATION
DEVICE _ .
ANESTHESIA CIRCUIT
CORRUGATED /
ANESTHESIA CIRCUIT
SMOOTHBORE /
ANESTHESIA CIRCUIT
EXTENDABLE /
BREATHING CIRCUIT
CORRUGATED /
BREATHING CIRCUIT
SMOQTHBORE /
BREATHING CIRCUIT
EXTENDABLE /
BREATHING CIRCUIT IPPB
/

BREATHING CIRCUIT
COAXIAL /

BREATHING CIRCUIT
TRANSPORT /
BREATHING CIRCUIT IPPB
SEMI CLOSED SYSTEM /
CATHETER MOUNT
CORRUGATED W/
DOUBLE SWIVEL ELBOW /
CATHETER MOUNT
SMOOTHBORE W/
DOUBLE SWIVEL ELEQOW
!

CATHETER MOUNT
EXTENDED W/ DOUBLE
SWIVEL ELBOW /
CATHETER MOUNT
CORRUGATED /
CATHETER MOUNT
SMOOTHBORE /
CATHETER MOUNT
EXTENDED /

BREATHING
TRACHEOSTOMY CIRCUIT
/

TRACHEOSTOMY CIRCUIT
T CONNECTOR /

| ANESTHESIA CIRCUIT
CORRUGATED, STERILE /
ANESTHESIA CIRCUIT
SMOOTHBORE, STERILE /
ANESTHESIA CIRCUIT
EXTENDABLE, STERILE /
BREATHING CIRCUIT
CORRUGATED, STERILE /
BREATHING CIRCUIT

! SMOOTHBORE, STERILE /

| MDR Devica classification
| (as proposed by the

i manufacturer and verified
[ at the pre-application

| stage)

lIA

|
|
i
|

If the MDR device is a

substitute device,
identification of the
i corresponding MDD

‘-Séme

1

i MDD Certificate

l Reference(s) of the devices
under MDR application,
and the NB Identification

1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.

Kiwa Cermet Italia S.p.A. ~ Single-member company subject to management and coordination of Kiwa Italia Holding Sri

R

VAT Registration No. 00627711203 — Tax

7

Headguarters: Via Cadriano 23, 40057 - Granarolo dell’Emilia {B0)
Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet.it - www.kiwa.it
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Kiwa Cermet

f—

italia

i Device name OR Basic

f UDI-DI {under MDR
; application}

| {as propased by the

| manufacturer and verified
; at the pre-application
|_Stage)

| MDR Device classification

kiwa

| If the MDR device is a
| substitute device,

| identification of the

f corresponding MDD

| MDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification

i
ij
i
!
H
i
i

BREATHING CIRCUIT
EXTENDABLE, STERILE /
BREATHING CIRCUIT IPPB,
STERILE /

BREATHING CIRCUIT
COAXIAL, STERILE /
BREATHING CIRCUIT
TRANSPORT, STERILE /
BREATHING CIRCUIT IPPB
SEMI CLOSED SYSTEM,
STERILE /

CATHETER MOUNT
CORRUGATED W/
DOUBLE SWIVEL ELBOW,
STERILE /

CATHETER MOUNT
SMOOTHBORE W/
DOUBLE SWIVEL ELBOW,
STERILE /

CATHETER MOUNT
EXTENDED W/ DOUBLE
SWIVEL ELBOW, STERILE /
CATHETER MOUNT
CORRUGATED, STERILE /
CATHETER MOUNT
SMOOTHBORE, STERILE / 1
CATHETER MOUNT
EXTENDED, STERILE / |
BREATHING {
. TRACHEOSTOMY CIRCUIT,
STERILE /

| TRACHEOSTOMY CIRCEHT
T CONNECTOR, STERILE
¥ IRRIGATION SET /
Y-TUR IRRIGATION SET
W/ MANUAL PRESSURE
PUMP

CAMERACOVER |

|
I
1 1
: ‘
i
1

ENDOMETRIAL CELL
SAMPLER

URETERAL STENTS /
URETERAL STENT SETS /
LONG TERM URETERAL
STENTS /

LONG TERM URETERAL
STENT SETS /
HYDROPHILIC URETERAL

1.V FLOW REGULATOR ;
E

CHA

Tis

.

na -

B

7

Same

Same

1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.

1384-MDD-11-104

i Kiwa Belgelendirme
Hizmetleri A.§.
1984-MDD-11-100
Riwa Belgelendirme
HizmetleriA.S.
1984-MDD-11-104
Kiwa Belgelendirme
HizmetleriA.S.
1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S. ‘

Kiwa Cermet italia 5.p.A. - Single-member cornpany subject to management and coordination of Kiwa Halia Halding Srl

0

Tel, +39.051.4593.111 - Fax +39.051.762
VAT Registration No. 00627711203 = Ta:

/

Headquarters: Via Cadriano 23, 40057 - F=~m=n=f= <atr—tiis tnmi



Kiwa Cermet Italia

Device name OR Basic | MDR Device classification | If the MDR device is a : MDD Certificate
. UDI-DI (under MDR | (as proposed by the substitute device, { Reference(s) of the devices
- application) i manufacturer and verified | identification of the 5 under MDR application,
; |

] i at the pre-application l corresponding MDD | and the NB Identification
_ | stage) 5
STENTS /
HYDROPHILIC URETERAL
. STENTSETS / .
MULTILENGHT URETERAL
STENTS /
MULTILENGHT URETERAL
| STENT SETS/
ENDOPYELOTOMY
URETERAL STENTS SETS
![ INTRODUCER NEEDLE / 1 1A
{ CHIBA NEEDLE |

1584-MDD-11-100

Kiwa Belgelendirme

. _ ) P ] R Hizmetleri A.S. )

STONE HOLDER / A Same 1984-MDD-11-100
PYRAMID STONE BASKET Kiwa Belgelendirme
/ Hizmetleri A.S.
STONE BASKET SIX WIRE
TIPLESS NITINOL /

STONE BASKET TIPLESS
NITINOL /

HELICAL STONE BASKET /
FLAT WIRE STONE BASKET -
/

STONE GRASPER FORCEPS
/

NITINOL PERCUTANEQUS

" BASKET/

AMPLATZ RENAL
DILATORS AND SHEATS
SET/

AMPLATZ RENAL
SHEATHS /

FASCIAL DILATORS /
FASCIAL DILATOR SETS
/

URETERAL CATHETERS /
HYDROPHILIC URETERAL

| CATHETERS /
HYDROPHILIC URETERAL
ACCESS CATHETER /

DUAL LUMEN URETERAL
CATHETER /
HYDROPHILIC URETERAL
ACCESS SHEATH AND
DILATOR SETS /
URETERAL DILATOR SETS
/

SUPRAPUBIC CATHETER
SETS POLYURETHANE /

: SUPRAPUBIC
CATHETERSETS
SILICONE-W/ BALLOON /

- OCEAN TOUCH NITINOL
HYROPHILIC TIP GUIDE.

¥
3
]

Kiwa Cermet italia S.p.A. - Single-member company subject to management and coordination of Kiwa Italia Holding Srl
D Headquarters: Via Cadriano 23, 40057 - Granarolo dell’ Emilia {BO)

Tel. +39.051.4583,111 - Fax +39.051.~"~ ==~ ~ = ~°° .

VAT Registration No. 00627711203 -

<
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Kiwa Cermet Italia

kiwa

i Device name OR Basic b MDR Device classification | !
UDI-Di {under MDR | (as proposed by the | [

application) | manufacturer and verified E identification of the i under MDR application,
" at the pre-application i; ;

. stage)
WIRE / OCEAN NITINOL
GUIDEWIRE
/
HYDROPHILIC NITINOL
GUIDEWIRE /
HYDROPHILIC NITIONOL
SLIPPY GUIDEWIRE /
PTFE NITINOL GUIDEWIRE
WITH HYDROPHILIC TIP /
PTFE GUIDEWIRE
/
PTFE SUPER STIFF
GUIDEWIRE
NEPHROSTOMY i B
MALECOT CATHETERS /
NEPHROSTOMY
MALECOT CATHETER SETS
/ RE-ENTRY |
MALECOT CATHETERS/ |
NEPHROSTOMY PIGTAIL |
CATHETERS /
NEPHROSTOMY PIGTAIL
SETS/
HYDROPHILIC PIGTAIL
CATHETERS /
HYDROPHILIC PIGTAIL
i CATHETER SETS
CPAP BPAP Masks Ora- A
Nasal /
CPAP BPAP Masks Nasal
Enteral Feeding Bag HA
Single /
Enteral Feeding Bag
Double

Confirmation Letter Revision History

| If the MDR device is a
substitute device,

MDD Certificate
Reference(s) of the devices

i corresponding MDD and the MB Identification

| Same 1984-MDD-11-100
Kiwa Beigelendirme
Hizmetleri A.S.

Same 1984-MDD-11-1G60
Kiwa Belgelendirme
Hizmetleri A.S.
| Seme 1984-MDD-11-100
Kiwa Belgelendirme
Hizmetleri A.S.

Rev. Date
Rev. Date

Action
Azione

00 | 11.01.2024

! |

i
IJ nitial Certification
|
|
(
|
|

For further information on the content of the letter or verification of the validity of the letter please
contact medical@kiwa.com or phone at +39.051.4593.111

Kiwa Cermet Italia §,p.A. - Single-member companvsubject ln management and coordination of Kiwa Itzlla Holding Srl

Headquarters: Via Cadriano 23, 40057 - Gran:
Tel. +39.051.4593.111 - Fax +39.051.763.382
VAT Reglstration No. 00627711203 — Tax ID C
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T.R.
MINISTRY OF HEALTH
Tiirkiye Drug and Medical Device Agency

Number: E-61749811-511.99-1374208
Subject: About the Announcement Application Numbered 2023/KK-1

PLASTI-MED PLASTIK MEDIKAL URUNLER SANAYI VE TICARET LIMITED SIRKETI
Deri OSB Mahallesi. Yan Sanayi Cad. No:13 Tuzla/Istanbul

Reference: Your letter dated 19.01.2024, numbered E-48535386-511.01 99-2884086, with transaction follow-up 5833083

Your application, which is about your request for extension of the document validity period of the EC certificate numbered
1984-MDD-11-100 and which is included in the referenced letter, has been examined.

"The European Parliament and Council Regulation Numbered (EU) 2023/607 amending the transitional provisions for
certain medical devices and in vitro diagnostic medical devices of the Regulations Numbered (EU) 2017/745 and (EU)
2017/746" was published in the EU Official Journal on 20 March 2023 with a view to entering into force as of 20 March
2023, with purpose of the European Commission to reduce the risk of being unable to supply medical devices.

Within the scope of the harmonization efforts with the EU's current medical device legislation; our Regulations titled “the
Regulation on Amending the Medical Device Regulation” and “the Regulation on Amending the In Vitro Diagnostic Medical
Devices Regulation” were published in the Official Gazette dated 2/4/2023, in parallel with the European Parliament and
Council Regulation Numbered (EU) 2023/607, and the said amendments were made in the Medical Device Regulation and in
the In Vitro Diagnostic Medical Device Regulation.

In this context, our Announcement numbered 2023/KK-I and titled "Announcement on the Implementation of the
Provisions of the Regulation Numbered (EU) 2023/607", in which the procedures and principles of the applications for the
implementation of the said transitional provisions are explained, was published on our Agency’s website and UTS Portal on
3/4/2023 and entered into force. With our Announcement titled "Amnouncement Numbered 2023/KK-5 Revising the
Announcement Numbered 2023/KK-1 on the Implementation of the Provisions of the Regulation Numbered (EU)
2023/607" that we published on 14/8/2023, some provisions of the Announcement Numbered 2023/KK-1 were revised and
additional provisions were added to the relevant Announcement.

Accordingly, the relevant application has been evaluated as per "the Announcement Numbered 2023/KK-1 on the
Implementation of the Provisions of the Regulation Numbered (EU) 2023/607" and extension of the validity period until
31/12/2028 of the EC Certificate numbered 1984-MDD-11-100 in the application has been found appropriate. In this context,
I request you be advised and take necessary action with respect to making document registration/update application on UTS
by adding to the system this responding letter of ours and its annexes, as per our Announcement titled the Announcement
Numbered 2023/KK-2 on the Implementation of the Provisions of the Regulation Numbered (EU) 2023/607.

I kindly request your information and necessary

Dr. Mehmet Hakan FIRAT
Deputy President of Agency
f. President of Agency

Annex 1: Manufacturer’s Declaration (14 Pages)
Annex 2: Confirmation Letter (17 Pages)

Annex 3: Surveillance Letter (4 Pages)

Annex 4: EC Certificate (10 Pages)

This document has been signed by secure electronic signature,
Document verification Code: OZWS6ZWS6ZWS6ak 1 UZmxXZW56Z1 AxYnUy Document Tracking Address: https://www.turkiye. gov.tr/saglik-titck-ebys

50gltoz0 Mahallest, 2176.50kak No:5 06320 Cankaya/ANKARA
Phone No: (0 312) 218 30 00 Fax No: (0 312) 218 34 60

e-mail: halkla.ifiskiler@titck. gov.tr Internet Address: https://www.titck_ov.tr
Kep Address: titck@) 5

P

Jhasy

Moda lsham
zifay / ANKARS
Fax: 428 47 83




T.C. ‘k
SAGLIK BAKANLIGI V

Tiirkiye Ilag ve Tibbi Cihaz Kurumu

TORKIYE cuMHURIVETININ Y0ZORCl viL
Saytr : E-61749811-511.99-1374208 05.02.2024
Konu : 2023/KK-1 Sayili Duyuru Bagvurusu
Hk.

PLASTI-MED PLASTIK MEDIKAL URUNLER SANAYi VE TICARET LIMITED SIRKETI]
Deri OSB Mahallesi. Yan Sanayi Cad. No:13 Tuzla/Istanbul

Ilgi  :19.01.2024 tarihli, E-48535386-511.01.99-2884086 sayili, 5833083 islem takipli yaziniz

ligi yazida yer alan ve 1984-MDD-11-100 numarah EC sertifikasinin belge gegerlilik siiresinin
uzatilmasi talebinizle ilgili olan bagvurunuz incelenmistir.

Avrupa Komisyonu’nun tibbi cihazlarin tedarik edilememe riskini azaltmak amaciyla “(4B)
2017/745 sayii ve (AB) 2017/746 sayil Tiiziikleri belirli tibbi cihazlarmn ve in vitro tani amacgl t1bbi
cihazlarin gegis hiikiimlerini tadil eden (AB) 2023/607 Sayilt Avrupa Parlamentosu ve Konsey Tiiziigii”
20 Mart 2023 tarihinden itibaren yiiriirliige girecek sekilde 20 Mart 2023 tarihinde AB Resmi
Gazetesinde yayimlanmustir.

AB’nin giincel tibbi cihaz mevzuatina uyum ¢alismalari kapsaminda;(4B) 2023/607 Sayili Avrupa
Parlamentosu ve Konsey Tiiziigii'ne paralel olarak, “Tibbi Cihaz Yonetmeliginde Degisiklik Yapilmasina
Dair Yonetmelik” ve “In Vitro Tanm Amach Tibbi Cihaz Yonetmeliginde Degisiklik Yapilmasima Dair
Yonetmelik” adli Yonetmeliklerimiz 2/4/2023 tarihli Resmi Gazete ’de yayimlanmis olup, Tibbi Cihaz
Yonetmeligi ve In Vitro Tant Amagh Tibbi Cihaz Yonetmeliginde s6z konusu degisikler yapilmustir.

Bu kapsamda, s6z konusu gecis hiikiimlerinin uygulanmasina yonelik bagvurularin usul ve
esaslarmin agiklandigr “2023/KK-1 Sayily (AB) 2023/607 Sayi Tiiziik Hiikiimlerinin Uygulanmasina
Dair Duyuru” adli Duyurumuz 3/4/2023 tarihinde Kurumumuz web sitesinde ve UTS Portal’da
yayimlanarak yiiriirlige girmistir. 14/8/2023 tarihinde yayimladifimiz “2023/KK-1 Sayilt (AB) 2023/607
Sayil Tiiziik Hiikiimlerinin Uygulanmasina Dair Duyuruyu Revize Eden 2023/KK-5 Sayit Duyuru”
adlt Duyurumuz ile birlikte 2023/KK-1 Sayili Duyurunun bazi hiikiimleri revize edilmis ve ilgili
Duyuruya ilave hiikiimler eklenmistir.

Bu minvalde ilgili bagvuru “2023/KK-1 Sayili (AB) 2023/607 Sayil Tiizitk Hiikiimlerinin
Uygulanmasina Dair Duyuru” kapsaminda degerlendirilmis olup, basvurudaki 1984-MDD-11-100
numarali EC Sertifikasinin gegerlilik siiresinin 31/12/2028 tarihine kadar uzatiimas: uygun gorilmiistiir.
Bu baglamda, “2023/KK-2 Sayili (AB) 2023/607 Sayih Tiiziik Hiikiimlerinin Uygulanmasma Dair
Duyuru” adli Duyurumuz kapsaminda UTS’de bu cevabi yazimizi ve eklerini de sisteme ekleyerek belge
kayit/giincelleme bagvurusu yapilmasi hususunda;

Bilgilerinizi ve geregini rica ederim.

Dr. Mehmet Hakan FIRAT
Kurum Baskani a.
Kurum Bagkan Yardimcisi

Ek1: Imalatg1 Beyani (14 Sayfa) :‘3\7-—::7
Ek2: Teyit Mektubu (17 Sayfa) AB

Ek3: Gozetim Yazisi (4 Sayfa) L

Ek4: EC Sertifikasi (10 sayfa)

Bu belge,
Belge Dogrulama Kodu: 0ZWS56ZWS56ZW56ak | UZmXXZ Vv sueiran 1 uuy belge 1aKip Adrestntps://www.turkiye.gov.tr/saglik-titck-ebys

S6&utozii Mahallesi, 2176, Sokak No:5 06520 Cankaya/ANKARA o]
Telefon No: (0 312)218 30 00 Faks No: (0 312) 218 34 60

e-Posta: hallda iliskiler@dtitck. gov.tr Internet Adresi: https://www.titck. gov Ar
Kep Adresi: titck@hs01 kep.tr
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CERTIFICATE

L
klwa!
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 LIMITED SiRKETi

Deri OSB Mahallesi. Yan Sanayi Cad. No:13 TuzIa/istanbuI/Turkey

The products defined at the enclosure which is the part of this certificate and
contains six pages. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.3567.09

Date of first issue: 25 July 2011

Date of last issue: 25 May 2021

Revision Number: 11

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.$. 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

25 May 2021, Istanbul, Turkey

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.tr



CERTIFICATE

Enclosure of the EC Certificate: Page 1/6

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-1l Section 3

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

Sterile medical devices

Product Name

Types

Stone Baskets

Nitinol Helical

Nitinol Flat Wire

Nitinol Triprong

Nitinol Tipless

Nitinol Percutaneous Basket

3 Wires

Spiral Stone Holder

Urodynamic Catheters
And Sets

Urodynamic Cystometry Catheter and Set

Hydrophilic Urodynamic Cystometry Catheter

Urodynamic Cystometry Catheter & UPP Catheter

Hydrophilic Urodynamic Cystometry Catheter & UPP
Catheter

Renal Dilator And Sets

Amplatz Renal Sheat

Amplatz Renal Dilatér and Sheat Set

Fascial Dilator and Sets

Percutaneous Tract Dilatation Kit with Nephrostomy Balloon
Dilator

Screw Dilator

Percutaneous Tract Dilatation Kit with Amplatz Renal Dilator
Set

Ureteral Catheters

Dual Lumen Ureteral Catheters

Ureteral Catheters

Hydrophilic Ureteral Catheters

Ureteral Access Sheat
And Dilator Sets

Hydrophilic Ureteral Access Sheat& Dilator Set

Ureteral Access Sheat& Dilator Set

Nottingham Dilator Catheter

Ureteral Dilators and Sets

25 May 2021, 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.tr



kiwal

Enclosure of the EC Certificate: Page 2/6

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

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

Concerned medical devices;

Sterile medical devices

Product Name Types

IUl Catheters

IUI Catheter Cannula

Suprapubic Catheters and Sets

Suprapubic Catheter And Silicone Suprapubic catheter and Sets

Sets Suprapubic Catheter Set-Standard
Suprapubic Catheter Set With Balloon

TLA Introducer Needle

Needles Initial Puncture Needles

Chiba Needle

Guide Wire- Nitinol

Hydrophilic Guide Wire- Nitinol

Zebra Guide Wire- Nitinol

Guide Wire-PTFE

Guide Wire J Type

Ocean Touch Hyrophilic Tip Zebra Guidewire
Ureteral Balloon Dilator

Nephrostomy Balloon Dilator
Transureteroscopic Balloon Dilator

Ballon Dilator Catheters Transureteroscopic Ureteral Balloon Dilator and Sets
With Hydrophilic Tip

Ureteral Balloon Dilator and Sets With Hydrophilic Tip
Occlusion Balloon Catheter

.'-;h_‘.;':

e

IUI Catheter

Guide Wires

CERTIFICATE

Malecot Nephrostomy Malecot Nephrostomy Catheter and Sets
Catheter And Sets Re-Entry Malecot Catheter
A .
icel
25 May 2021, 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.tr
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Enclosure of the EC Certificate:

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-1l Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 11

Concerned medical devices;

Sterile medical devices

Product Name

Types

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

Nephrostomy Balloon
Dilatation Catheter Set

Nephrostomy Balloon
Dilatation Catheter Kit

Intracavitary Hyperthermia
Catheter Set

Closed Wound Drainage
Systems And Accessories

Wound Drainage Sets

Soft Drains with Drainage Bag

Wound Drainage Sets with Reservoirs and with Flat
Drains

Flat Drains

Wound Drainage Reservoir

Round Silicone Drains

Yankauer Suction Sets And
Accessories

Yankauer Suction Sets

Yankauer Suction Handles

Aspirator Connecting Tube

25 May 2021, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.$.

C— g — -

Head of Notified Body

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 533 25 75, Fax: +90 216 593 25 74
Web: www kiwa.com.tr , e-mail: posta@kiwa.com.tr




CERTIFICATE

kiwa

Enclosure of the EC Certificate: Page 4/6

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

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

Sterile medical devices

Product Name

Types

Biopsy Punch

Airway (Guedel Type)

Poche Perforator

Umbilical Cord Clamp

Bacterial Filters

Bacterial Filter

Hmef Filter

Hme Filter

Hepa Filter

Bacterial Filter

HMEF Filter- Elite

HME Filter- Elite

Smear Brush & Smear
Brush Endocervical

Smear Brush

Smear Brush Endocervical

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 Inhalation- Threatment Chamber

Breathing and Anesthesia Circuit Accessories

25 May 2021, Istanbul, Turkey rieaa ot NOTITIed Boay

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 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.tr



CERTIFICATE

kiwa
Enclosure of the EC Certificate: Page 5/6

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

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

Sterile medical devices

Product Name Types

Arthroscopy Set Y (T.U.R.)

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

Arthroscopy Set Y (T.U.R)

Blood Gas Syringe With
Needle

Endometrial Cell Sampler |-

Disposable Oral Swab -
Sponge Swab -

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

Single

Double

Single Valve, Single Valve Set-Sterile

Double Valve, Double Valve Set-Sterile

Enteral Feeding Bag

Sterile Karman Syringe

Non- Sterile medical Devices
Product Name Types

Reusable Manuel Resuscitator

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

25 May 2021, Istanbul, Turkey o ___ .

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 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.tr
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Enclosure of the EC Certificate: Page 6/6
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 11
Concerned medical devices;

Non-Sterile medical devices

Product Name Types

Neonatal

Infant
Disposable Air Cushion Pediatric

Mask Child

Small Adult

Adult

Neonatal

Infant

Pediatric

Child

Small Adult

Adult

Oxygen Masks and Accessories
Respiratory Masks and Nebulizer Set and Accessories
Accessories High Concentration Oxygen Mask
Nasal Oxygen Cannula

Single Valve, Single Valve Set
Double Valve, Double Valve Set
Suction Bag & Canister Suction Bags

And Acccessories Suction Canister

Silicone Mask

Karman Syringe

Breathing Circuits

Anesthesia Circuits

Catheter Mount

Breathing Inhalation- Threatment Chamber

Breathing And Anesthesia
Circuits

CERTIFICATE &

Breathing and Anesthesia Circuit Accessories

Ora-Nasal
Nasal

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

P TN

CPAP BPAP Masks

25 May 2021, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
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Kiwa Cermet Italia

TIBBI CIHAZLAR BOLUMU
Granarolo deli'Emilia (BO), 2024/01/11
CL1/v3

Sayin

Plasti-med Plastik Medikal Uriinler San. Ve Tic. Ltd. Sti.
Deri OSB Mahallesi Yan San Cad. No: 13,34956 Tuzla/istanbul TURKIYE

Onaylanmig Kurulus Teyit Mektubu Referansi: CERBO0430223
Sayin llgili,

Belirli tibbi cihazlara ve in vitro tibbi teghis cihazlarina yénelik gecis hiikiimlerine dair (EU)2017/745 ve (EU)2017/746 sayili
Yonetmelikleri degistiren EU 2023/607 sayili Yonetmelik gergevesinde bir resmi basvurunun, yazili anlasmanin ve uygun
gozetimin durumunun teyit edilmesi

Bu yazi, (EU)2017/745 (MDR) sayili Yonetmelige gére belirlenmis ve NANDO'da 0476 numarasiyla tanimlanmis bir Onaylanmig
Kurulug (NB) olan Kiwa Cermet Italia'nin, MDR Ek VII B&IUm 4.3 birinci alt paragraf uyarinca resmi bir basvuru almis ve MDR Ek
VI B6lim 4.3 ikinci alt paragraf uyarinca asagida belirtilen imalatci ile bir yazil anlasma imzalamig oldugunu teyit eder:

Plasti-med Plastik Medikal Uriinler San. Ve Tic. Ltd. St.
Deri OSB Mahallesi

Yan San Cad.No:13,34956

Tuzlafistanbul TURKIYE

SRN Numarasi: TR-MF-000032251

Yukarida belirtilen resmi basvuru ve yazili anlasma tarafindan kapsanan cihazlar asagidaki Tablolarda belirtilmistir.
Tablo 1, onlara iliskin olarak bir MDR bagvurusunun alinmis, bir yazili anlasmanin imzalanmis oldugu ve OK'nin onlara iliskin
olarak ilgili Direktif uyarinca mitekabil cihazlarin uygun gézetiminden de sorumlu oldugu cihazlar belirtmektedir,

Tablo 2, onlara iliskin olarak bir MDR basvurusunun alinmig, bir yazili anlasmanin imzalanmis oldugu ancak OK'nin ilgili Direktif
uyarinca mitekabil cihazlarin uygun gézetimi sorumlulugunu heniiz ustlenmemis oldugu cihazlari belirtmektedir.

93/42/EEC (MDD) sayili Direktif uyarinca verilmis olan ve iptal edilmis olmaksizin 26 Mayis 2021 tarihinden sonra ve 20 Mart
2023 tarihinden 6nce sona ermis olan sertifikalarca kapsanan cihazlarin s6z konusu olmasi halinde, bu yazl imalatginin MDR
kapsamindaki yazili anlasmayi MDD sertifikasinin sona erme tarihine kadar imzalamis oldugunu; veya bir Uye Devletin bir yetkili
makaminin ilgili cihazlara iliskin olarak 20 Mart 2023 tarihine kadar sirasiyla MDR Madde 59(1) veya MDR Madde 97(1) uyarinca
ilgili uygunluk degerlendirme prosediriinden bir istisna veya muafiyet vermis olduguna dair kanit sunmus oldugunu da teyit
eder.

Kiwa Cermet Italia S.p.A. - Kiwa Italia Holding Srl'nin yénetim ve koordinasyonuna tabi tek-tiyeli sirket
D Merkez: Via Cadriano 23, 40057 - Granarolo dell'Emilia (BO)

Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet. it - www.kiwa.it

KDV Tescil No: 00627711203 Vergi KN 03502820370 — Hisseli sermaye: € 1.000.000,00 i.v.
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