MEDNETIC

B Size Table (Extraction Basket)

Catheter Diameter BF TF BF 7F 5F TF 5F TF 57 7 57 7

e ey 10 15 20 25 30 35
EXTRACT'ON Q@ o v X v X v X v X X X X X
® 80 v J v J J v v J X v X v
B A S K E T @@ 25 v v v v v v v v X J X J
@@ =230 X X X X X v v v X v X v
© 250 X X X X X X X v X v X Vv

. Basket

Rotatable End

Catheter Length

Catheter Diameter Opening
Flushing Channel

Extraction
Basket

Product Specifications

*360° rotatable version

* Plastic ergonomic handle w/ flushing channel
* Multifilament stainless steel wire

. Coding Table

Flushing Channel

' ‘ BKH Hexagonal Basket Catheter
Lithotripsy BKO Oval Basket Catheter
Basket Basket Type BKS Spiral Basket Catheter

BLH Hexagonal Lithotripsy Basket

- BLO Oval Lithotripsy Basket
 Size Table (Lithotripsy Basket) 5 5F (1.8 mm)
Catheter Diameter 7F Catheter Diameter 7 7F (2,3 mm)

ot opor 20 25 30 35 Lithotripter Spring (Reusable) ‘g 10 10 mm

15 15 mm

@ 200/400 J v N N Ml Size Table (Lithotripter Spring) 0 20 mm

. e TR Basket Opening 55 25
pring Type etal Spring ® STERILEIEO 0 mm
Spring Diameter 26 2.6 mm gg gg nn:llnn:ll
. 18 180 cm .

Spring Length 0 00 Codmg 12 120 cm

S 18 180 cm

BKH 5 20 12 RY F

A\ ) ™ }\ 1 2 3 4 5 Catheter Length 23 230 cm

AN ’l [\ /N 25 250 cm

( \ \.1 A\ ) [ ] \ 20/40 200/400 cm
// } x’% /‘ [ ] 1- BKH : Basket Type SuU Fixed End
[X-E / \// y ,// 2-5  :(Catheter Diameter Handle Feat Sy Fixed End Flushing Channel
N 3- 20 :Basket Opening ancie reature RD Rotatable
4-12 :Catheter Length RY Rotatable Flushing Channel
5- SU :Handle Feature
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MEDNETIC

M Size Table (Asymmetric) M Size Table (Adjustable)
Catheter Diameter 5F 7F 5F 7F 5F 7F Catheter Diameter 5F TF
P O LY P E CT O M Y rore Opening 20 2 30 e enien 20-30
@ 120 v X v X X X Q@ 120 X X
® 1m0 v J J v X J ® 80 X v
S N A R E ® 215 X X X X X X ® 25 X X
@ 230 N v v 4 X V @ 230 X N
© 31 X X X v X v © 20 X V
) © 30 X X
Il Size Table (Oval, Hexagonal)
Catheter Diameter 5 7F 5F 7F 5F 7F 5F 7F 5F 7F 5F 7F
e 10 15 20 25 30 35
@ 120 v X V X v X v X X X X
® 180 X J J J J J " J X " X
@ 215 X X X X X X X X X X X
® 230 X v v v v v v v X v X
O@ 250 v v v v X v X v X v X
© 310 X X X X X X X X X X

|

Snare
Opening
Catheter Diameter

Rotatable End

| Catheter Length

Flushing Channel [l Coding Table
Q) [sTERLEEO|[O ][ XE 0SK  OvalSnare
HSK Hexagonal Snare
ASK Asymmetric Snare
Coding snare WModet osw Oval Wire Snare

Cautery Port 0SB Oval Adjustable Snare

OSK 5 20 12 RY OSWB  Oval Wire Adjustable Snare
. 5 5F (1,8 mm)
1 2 3 4 5 Catheter Diameter 7 IF (23 mm)
1- OSK: Snare Model 10 10 mm
2- 5 :Catheter Diameter 1250 1256";1";
A z_ 123 gnalze Opinlngh Snare Opening 25 25 mm
/ \ - : Catheter Lengt 30 30 mm
'| / \ 5- RY :Handle Feature 35 35 mm
( \ 20/30 Adjustable Between 20-30 mm
\ . \ / 12 120 cm
\ ,f'l \ f 18 180 cm
AR 21 215cm
N/ Product Specifications Catheter Length 23 230 cm
* 360° rotatable version with 7S 250 cm (enteroscopy)
leveling feature 31 310 cm (enteroscopy)
* Plastic ergonomic handle SuU F!xed End _
w/ flushing channel Handle Feature ;\[() ;lxtecjc Etr)'nld Flushing Channel
* Multifi . otatable
ASK 0SB OSWB St:(l:llvilli?,?ent stainless RY Rotatable Flushing Channel
8 9
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Guidewire Port

Cautery Port

Sphincterotome Model

Catheter Diameter

Catheter Type

Cutting Wire Length

Catheter Length

Guidewire Diameter

Cutting Wire Type

Catheter Tip Type

PK
PPK
IPK
RPK
NPK
KPK
5/4

/4
7/5
8/5
8/6
1L
2L
3L

20
25
30
0/6
0/10
18
20
21
23

25

14

Standard

Precut

Isolated

Rotatable Isolated
Needle Tip

Knife Tip

Reduced from 5F to 4F
SF

7F

Reduced from 7F to 4F
Reduced from 7F to 5F
Reduced from 8F to 5F
Reduced from 8F to 6F
Single-Lumen
Double-Lumen
Triple-Lumen

20 mm

25 mm

30 mm

0-6 mm Adjustable Needle Tip
0-10 mm Adjustable Knife Tip

180 cm
200 cm
215 cm
230 cm
0,025"
0,035"
Rope
Wire
Knife

Tapered
Dome

MEDNETIC

Cutting Wire Length

.

Catheter Length

M Size Table (Needle Tip/Knife Tip)

Model 1 Lumen (Knife Tip)
Saheter  BF 7F 7/5F 5F
Coring i Conge 0/10
@ 180 Vv v v Vv
@ 200 7 v J v
@@ 215 Vv Vv Vv Vv
® 230 Vv Vv v Vv
B Size Table (2 Lumen)
CatheterDiameter  5/4F  GF 7F T/4F T/5F
Comimg Wi Lot 20
@ 215 X V V V v
B Size Table (3 Lumen)
Catheter Diameter yis 7/4F 7/5F B/5F S/GF
C\Statti:?;\lr'\ 'F: rlf:;(h 20
@ 180 v Vv Vv v Vv
@ 25 v v v
@ 220 v v v
M Size Table (Isolated 2 Lumen)
Snete 7F 4F IS TF T/4F TSFTF
Coning Wire omgth 20 25

@25 v v v v 4 AV A

@ 230 v v v v 4 A A

B Size Table (Rotatable 2 ve 3 Lumen)

Catheter Diameter TF 7/4F 7/5F
Coting i Longeh 20
@ =0 v J v
@D J J y
@ 230 v v v
PK (TAPERED TIP)
PK (DOME TIP)
PPK
IPK (ISOLATED)®
- i‘ - ‘/
NEEDLE
TIP
KNIFE
BN W W we—— B TIP

1Lumen (Needle Tip)

2 Lumen (Needle Tip) 3 Lumen (Needle Tip)

7F 7/5F 5F 7F 7/5F 5F 7F 7/5F
0/6 0/6 0/6
v V V v v X v V
v V V v V X V V
v V V v V X V V
v V V v V X V V
5/4F  5F 7F  7/4F  T/SF 5/4F  5F 7F T/4F TISF
25 30
X V v V v X V V v v
7F  7/4F  7/5F  8/5F  8/6F  TF  71/4F  T/5F  8/5F  BJ6F
25 30
V v v v v V V V v v
v
V
M Size Table (Isolated 3 Lumen)
B . Setheter - ge  74F  I/5F IF UAF I5F TF T4F T/5F
30 Curtng vl Cooath 20 25 30
v @25 v x v o, x 4 A4 x A
g | @ =0 | v by by
7F 7/4F 7/5F 7F 7/4F 7/5F
25 30
v v V V V v
v v
v V V v
STERILEEO| | © | |® | | HF
lumen lumen freqlljgency
Coding
1 2 3 4 5 6 7 8

1- PK : Sphincterotome Model
2- 7/5: Catheter Diameter
3- 3L :Catheter Type
4- 25 : Cutting Wire Length
5- 21 :(Catheter Length
6- 35 : Guidewire Diameter
7- R : Cutting Wire Type
8-T :(CatheterTip Type
Product Specifications
*360° rotatable version
* Plastic ergonomic handle w/ flushing channel
* Multifilament stainless steel wire
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MEDNETIC MEDNETIC

BILIARY STENT PANCREATIC STENT ™

B Size Table(Pancreatic Stent)
B Size Table(Biliary Stent)

Stent Diameter 5F 7F 10F
Stent Diameter BF 7F 8,5F 10F 1F
- Stent Length/
Stset"etnLteT’\‘/it:/ BS BSP BS BSP BS BSP BS BSP BS BSP Stent Type PS PS PS
@ 5 J J J J J J J N v N @ 2em v X X
@ &m J J v J v J y J J J ) 3cm v v v
@ 7 J v J y J J y J y J ) 4em v v v
@ 8 v v v v J v J N v N @ 5cm J J 4
@ 9 J J J J J J J J J J @ 6cm v v J
P o v N v N v v v v v v @ 7 cm v N N
P nem Vv N v N v N v Vv v v @ 8cm N v v
@ 12 Vv N v v v N Vv Vv v v @ 9cm v v v
@ 13cm V V V V V V V V V v )} 10cm V v vV
@D t4em J v J y v y v v v V 7)) Tem J J J
@ B J 4 J J 4 N 4 v J N ) 2em J J J
g :II(; cm X X j X ‘\j X j X j X @ Bem J J J
7)) 18 cm N X V X v X v X v X g '1|;+ o j j j
D 19cm X X Vv X v X Vv X Vv X —
@ 16 cm X v J
@ 20cm X X v X v X v X v X
@ 21cm X X v X v X V X V X @ Sl i v v
@ 22cm X X v X V X v M v . @ 18 cm X v N
- [l Coding Table [l Coding Table
Curved -
BS Biliary Stent Stent Type PS Pancreatic Stent
S E ST BSP Biliary Stent w/markerband e
5 5F (1,8 mm) 5 5F
7 7F (2,3 mm) Stent Diameter 7 1F
Stent Diameter 8,5 8,5F (2,8 mm) 10 10F
@ STERILE[EO | @ STERILE[EO .
1,5 11,5F (3,8 mm) 3 3cm
Coding 5 Scm Coding 4 4cm
6 6cm 5 5cm
BS 5 7 C 7 7cm PS 5 1 0 S 6 6cm
8 8cm 7 7cm
1 2 3 4 9 9cm 1 2 3 4 8 8cm
10 10 cm 9 9cm
12_ :S gtent EYpe 1 1M cm 12_ I;S gtent EYpe Stent Length 10 10 cm
L : Stent Diameter 12 5 - : Stent Diameter 1 1T cm
3-7 :Stent Length . ) . 13 =R 3-10 :Stent Length 12 1D e
4-C :Stent Model tent Lengt 14 14 cm 4-S :Flap Number B 13 cm
15 15cm 14 14 cm
16 16 cm 15 15cm
Product Specifications 17 17 cm 16 16 cm
* High fluidity 18 18 cm e as 17 17 cm
Product Specifications
* PTFE material with good 19 19 cm < High fl 'd'p 18 18 cm
radiopacity and nonstick surface 20 20 cm sh It¥ . One Fla
* Optional metal radiopaque - 2L (il * PTFE material with good e e = Two Flap
ml:;\rkers paq 22 22 cm radiopacity and nonstick P
Stent Model C Curved surface
16 17

KTO1 ENG Rev: 05/05.04.2021



MEDNETIC MEDNETIC
Stent Pusher and Biliary Stent _,./_\__

BILIARY STENT SET ™ s — -

Il Size Table
Pusher Length Stent Length 5F P BS 7F P BS
@ 180 cm 5cm v V
@ 180 cm 6cm v v
@ 180 cm 7 cm v v
Stent Pusher — @ B G y y
@ 180 cm 9cm v v
@ 180 cm 10 cm v v
#_ @ 180 cm T cm J J
Ml Size Table @ 180 cm 2cm J y
Pusher Length 5F P TFP @ 180 cm Blem y y
@ BOocm v v @ 180 cm 14 cm N N
@ 180 cm 15 cm N N
Stent Pusher and Delivery Catheter D 180.cm 16em X !
@ 180 cm 17 cm X v
. @@ 180 cm 18cm X N
‘ @ 180 cm 19 cm X v
P Il Size Table @ 180 cm 20cm X N
Set Length 8.5F PG 10F PG 11,5F PG @ 180 cm 21cem X \
@ 1s0/210cm J v v L 180em 22cm X U
. Coding Table
P Stent Pusher Biliary Stent Set Stent Length
Stent Set Model PBS Stent Pusher and Biliary Stent Pusher Catheter Length =
PG Pusher and Delivery Catheter
PGBS Biliary Stent Set — —
E 5F Guidewire Port |
A @ STERILE|EO
Stent Set Diameter 8 8,5F
10 10F | .
15 11,5F Delivery Catheter Length
Stent Set Length L3 UL Coding Il Size Table

18/21 180/210 cm

5 = F)G BS ‘I 0 ‘I 8/21 ‘I O C Set Length Stent Length 8.5F PG BS 10F PG BS 11,5F PG BS

5 6 @ 180/210cm 5cm J v v

7 7 Err: 1 2 3 4 5 @  180/210em 6cm v v v

8 8 cm @ 180/210cm 7cm J v v

9 9cm 1- PG BS: Biliary Stent Set @ 180/210cm 8cm v v v

10 10 cm 2-10 :Stent Diameter @ 180210 9cm v v v

1 M cm 3-18/21 : Stent Set Length @ 180/210cm 10 cm Vv v V

12 12 cm 4-10 : Stent Length @ 180/210cm Tem v v v

Biliary Stent Length 3 13cm 5-C : Stent Model @  180/z100m 2 i v v
14 14 cm @ 180/210cm 13 cm Vv v v

12 12 cm @ 180/210cm 14cm Vv v Vv

17 17 Err: Product Specifications @ 180/210cm 15 cm \ v v

18 18 em * High fluidity @ 180/210cm e J J J

19 19 cm * PTFE Catheter with nonstick @ 180/210cm 17cm J v J

20 20 cm surface @ 180/210cm 18 cm Vv v Vv

21 21cm * Radiopaque Markers ) 180/210cm 1S cm v v v

22 22 cm @ 180/210cm 20cm v v v

Stent Model C Curved @  eorz0em 2lem ! u i
@ 180/210cm 22cm v v v

8 19
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CERTIFICATE

Full Quality Assurance System

Medlcal Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

Company Name : Technocast Otomotiv San ve Tic. A.S.

Company Address : Organize Sanayi Bolgesi Gazi Osman Pasa Mah. 6. Cad. No:12
Cerkezkdy TEKIRDAG / TURKEY

Manufacturing Site : Technocast Otomotiv Sanayi ve Ticaret A.S Medikal Subesi

Cerkezkdy Organize San. Bolg. Gazi Osman Pasa Mah. 6. Cad. No:26
Cerkezkdy TEKIRDAG / TURKEY

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

Product : - Extraction Basket - Class lla - Sterile
- Grasping Forceps - Class lla - Sterile
- Sphincterotome - Class lib - Sterile
- Polypectomy Snare - Class llb - Sterile
- E.R.C.P Catheter - Class Is - Sterile
- Stone Extraction Balloon - Class lia - Sterile
- Biliary Stent - Class lla - Sterile

GMDN : 37141, 37141, 58039, 38827, 16429, 46715, 10696

Certificate Number : M.2016.106.7002

Report Number :MD.3157.YB

initial Assessment Date 127.07.2016

Registration Date :04.10.2016

Recertification Assessment Date : 04.03.2020 UDEM Internsdjor erfification
Reissue Date / No £ 10.06.2020/01 Auditing Training Centre Indusiry
Revision Date /No - and Trade Inc. Co.

Expiry Date 1 27.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been met
for the sted products. The above named manufacturer has established and applied a quality assurance system, which is
subject to periodic surveilance audits, defined by Annex i, section 5 of the forementioned directive. According fo Annex

1l section 4 an EC design- examination cerfificate s required for placing the Class fil devices on the market. UDEM's responsiolity &
for class | devices covered by the EC certificate is imited to manufactuing issues related to safeguarding and maintaining ‘

sterle conditions, if the device s sterie; and manufactuing issues related to product’s confomnity with mefrological requirerments,
if it has measurement function. This certificate remains as the property of UDEM Infemationat Certification Audiiting Training
Cenire Indusfry and Trade Inc. Co. to whom it must be retumed upon request. The above named company and UDEM
must keep a copy of this certificate for 5 years from the regisiration of the certificate. Usage of the CE mark is under the
responsibiity of the manufachurer with the completion of EC Declaration of Conformity. The above menfioned company
must notify ol changes related with the approved product to UDEM. f UDEM will notrenew the validity of this certificate
in question, the mentioned company should stop placing the product on the market. The validity of the
certificate can be checked through www.udem.com.ir.

Address: Mutlukent Mahaillesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-mail: info@udemlid.com.ir www.udem.com.ir
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ECCERTIFICATE

Full Quality Assurance System

Medu:al Devices Directive 93/42/EEC Annex |
(Excluding Section 4)

Company Name

Company Address

Oretim Adresi

Related Directives and Annex

Product

GMDN

Certificate Number
Report Number
Initial Assessment Date

: Technocast Otomotiv San ve Tic. AS.

: Organize Sanayi Bélgesi Gazi Osman Pasa Mah. 6. Cad. No:12
Cerkezkdy TEKIRDAG / TURKEY

: Technocast Otomotiv San ve Tic. A.$ Medikal Subesi

Cerkezkdy Organize San. Bélg. Gazi Osman Pasa Mah. 6. Cad.
No:26 Cerkezkdy TEKIRDAG/ TURKEY

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

: Sclerotherapy Needle - Class lla - Sterile

Pancreatic Stent - Class lla - Sterile

Stent Pusher - Class Is - Sterile

Stent Pusher and Delivery Catheter - Class Is - Sterile
Stent Pusher and Biliary Stent - Class lla - Sterile
Biliary Stent Set - Class lla - Sterile

1 38825, 42701, 46689, 46689, 46689, 46689

1 M.2021.106.14330
:MD.3157.1B
:056.01.2021

Registration Date 1 19.03.2021 Auditing Tromlng' n’rre Industry
Revision Datfe /No D - and Trade Inc. Co.
Expiry Date 1 27.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been (
met for the listed products. The above named manufacturer has established and applies a quality assurance system,
which is subject to periodic surveillance audits, defined by Annex it, section 5 of the forementioned directive. According

Fi=——
1o Annex Ii, section 4 an EC design- examination certificate is required for placing the Class lit devices on the market. f
UDEM's responsibility for class | devices covered by the EC sertificate is imited to manufacturing issues related to ‘

sofeguarding and maintaining sterile conditions, if the, device is sterite; and manufacturing issues related to product's
conformity with metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM Internationai Certification Auditing Training Centre indusiry and Trade Inc. Co. to whom it must be retumedupon
request. The above named company and UDEM must keep a copy of this certificate for & years from the registration
of the certificate. Usage of the CE mark Is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must notify ol changes relatedwith the approved product
to UDEM. If UDEM will not renew the expiry date of this cerfificate in question, thementioned

Address: Mutiukent Mahallesi 2073 Sokak {Eski 93 Sokak) No:10 Cankaya — Ankara - TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430376
E-mail: info@udemitd.com.tr www.udem.com.ir
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