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URETERAL STENTS & SETS

URETERAL STENT ve SETLERI

( Trusted, high performance design. Proven TPU material. Firm during placement for easier stent passage,
then softenes at body temperature for increased patient comfort. Used to provide temporary drainage from
o the ureteropelvic junction to the bladder. Supplied sterile in peel-open packages. Intended for single use.
Caution: These stents are not intended as permanent indwelling devices. Periodic evaluation via cystoscopic
or radio-graphic means is suggested. Must not remain indwelling for longer than 3 months.
1/2.1.2.  Stentas dengtas pavirsSiumi, uztikrinanciu stento naudojimg iki 1-3 ménesio.

Giivenilir, yiiksek performans dizayn ile TPU konstriiksiyonu uygulamada kolaylik ve malzemenin viicut
iginde yumusamasina olanak tammaktadir. UPJ ile mesane arasinda gegici drenaj saglamak amaci ile

[ g kullanilmaktadir. Steril paketlerde sunulmaktadir. Tek kullanimlik olarak dizayn ve imal edilmistir.
\ Dikkat: Bu stentler kalici tibbi cihaz degildir ve viicutta kalici kullamma uygun degildir. Sistoskop veya
radio-grafik kontroller 6nerilmektedir. Yerlestirilmis olarak yerinde 3 aydan fazla kalmamalidir.

1/2.1.4.  Rengeno kontrastiniai zymekliai.
I X\.\\I |

Both ends open 1/2.1.3.  Skilutés per visg kateterio ilgj e

Distal end closed

-
1T ) / )
7

L
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O m:,// O
@ Guide wire, PTFE coated _
9 Clamp ; /L ,
|~~~ 3.5cm flexible | "
6 Pusher
Q IIII D
1/
Guide Wire Length ’ Distal End Closed Both Ends Open Distal End Closed SET Both Ends Open SET
Kilavuz Tel Uzunluk Bir Ucu Kapal Iki Ucu Acik Bir Ucu Kapali SET Iki Ucu Agik SET
@ inch 115 215 1131415 2131415

0,018 8 500001 500085 510001 510085
0,018 10 500002 500086 510002 510086
0,018 12 500003 500087 510003 510087
0,018 14 500004 500088 510004 510088

3 0,018 16 500005 500089 510005 510089
0,018 18 500006 500090 510006 510090
0,018 20 500007 500091 510007 510091
0,018 22 500008 500092 510008 510092
0,018 24 500009 500093 510009 510093
0,018 26 500010 500094 510010 510094
0,028 10 500014 500098 510014 510098
0,028 12 500015 500099 510015 510099
0,028 14 500016 500100 510016 510100
0,028 16 500017 500101 510017 510101
0,028 18 500018 500102 510018 510102

4 0,028 20 500019 500103 510019 510103
0,028 22 500020 500104 510020 510104
0,028 24 500021 500105 510021 510105
0,028 26 500022 500106 510022 510106
0,028 28 500023 500107 510023 510107
0,028 30 500024 500108 510024 510108
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1/2.1.2.	Stentas dengtas paviršiumi, užtikrinančiu stento naudojimą iki 1-3 mėnesio.



Chirurgija Sterilizacija
Typewriter
1/2.1.3.	Skilutės per visą kateterio ilgį



Chirurgija Sterilizacija
Typewriter
1/2.1.4.	Rengeno kontrastiniai žymekliai.




1/2.1.5 Variacijos:abu galai

1-2pd. atviri/arba puslés galas atviras
‘ Guide Wire Lenght ‘ Distal End Closed Both Ends Open Distal End Closed SET Both Ends Open SET
@ FR Kilavuz Tel Uzunluk Bir Ucu Kapali Iki Ucu Acik Bir Ucu Kapali SET Iki Ucu Agik SET
@ inch 15 2 5 13 45 2 3 45
0,032 8 500025 500109 510025 510109
0,032 10 500026 500110 510026 510110
0,032 12 500027 500111 510027 510111
0,032 14 500028 500112 510028 510112
0,032 16 500029 500113 510029 510113
47 0,032 18 500030 500114 510030 510114
0,032 20 500031 500115 510031 510115
0,032 22 500032 500116 510032 510116
0,032 24 500033 500117 510033 510117
0,032 26 500034 500118 510034 510118
0,032 28 500035 500119 510035 510119
0,032 30 500036 500120 510036 510120
0,035 8 500037 500121 510037 510121
0,035 10 500038 500122 510038 510122
0,035 12 500039 500123 510039 510123
0,035 14 500040 500124 510040 510124
0,035 16 500041 500125 510041 510125
48 0,035 18 500042 500126 510042 510126
0,035 20 500043 500127 510043 510127
0,035 22 500044 500128 510044 510128
0,035 24 500045 500129 510045 510129
0,035 26 500046 500130 510046 510130
0,035 28 500047 500131 510047 510131
0,035 30 500048 500132 510048 510132
0,035 8 500049 500133 510049 510133
0,035 10 500050 500134 510050 510134
0,035 12 500051 500135 510051 510135
0,035 14 500052 500136 510052 510136
0,035 16 500053 500137 510053 510137
5 0,035 18 500054 500138 510054 510138
0,035 20 500055 500139 510055 510139
0,035 22 500056 500140 510056 510140
0,035 24 500057 500141 510057 510141
0,035 26 500058 500142 510058 510142
0,035 28 500059 500143 510059 510143
0,035 30 500060 500144 510060 510144
0,038 8 500061 500145 510061 510145
0,038 10 500062 500146 510062 510146
0,038 12 500063 500147 510063 510147
0,038 14 500064 500148 510064 510148
0,038 16 500065 500149 510065 510149
6 0,038 18 500066 500150 510066 510150
0,038 20 500067 500151 510067 510151
0,038 22 500068 500152 510068 510152
0,038 24 500069 500153 510069 510153
0,038 26 500070 500154 510070 510154 11.1.
0,038 28 500071 500155 510071 510155 211
0,038 30 500072 500156 510072 510156
0,038 24 500081 500165 510085 510065
0,038 26 500082 500166 510082 510166
! 0,038 28 500083 500167 510083 510167
0,038 30 500084 500168 510084 510168
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1. PRODUCT SPESIFICATION / URUN OZELLIKLERI
a ==
e @®
gt =y 4 mr T T T T T T T T THr T T T T LS T T . 1 8 . T T T T o
@) ]
L IS

Drawing 1: Ureteral Stent/ Hydrophilic Ureteral Stents / Long Term Ureteral Stents/ Multtilenght Ureteral
Stents

1.1.3. Skilutés per visg kateterio ilgj

2.1.3. Skilutés per visg kateterio ilgj
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Drawing 2: Endopyelotomy Stent Sets

Stent Measurement Control Ol¢ii / Measures Tolerans / Tolerance
Table Olgiim Kriterleri /
Measurement Criteria

Q 3-4-4,7-4.8-5-6-7 Fr +/- 0,254 mm
a 10 mm +/-1 mm
50 mm aralikli baski / print with 50 mm +/-5 mm

50mm interval

URETERAL STENT (DOUBLE J) FR: 3-4-4,7-4,8-5-6-7 FR
v’ Pigtail ucta 3 6n 2 arka yiizeyde olmak {izere 5 delik olmalidir. / There should be 5 holes on the pigtail end

as 3 of them on front and 2 of them on back.

v' Stent yiizeyinde her 3 cm+/-0,3 cm bir delik bulunmalidir. /There should be a hole on the stent surface
every 3 cm+/-0,3 cm

v Delikler piiriizsiiz hasarsiz olmali ve Griinde kirilma gérilmemelidir. /Holes must be smooth and non-
damaged and breakage must not be observed on product.

v Stent delik capi 0.5 mm-0.8 mm arasinda olmalidir. /Hole diameter of stent must between 0.5mm —
0.8mm.

v" Suture kalinlik x uzunluk: 0.20 mm +/-0.5 mm x 34 cm +/- 2 cm / Suture thickness x length: 0.20 mm +/-0.5
mmx34cm+/-2cm

LONG TERM / MULTTILENGHT URETERAL STENTS :
v Pigtail ucta 6 6n 6 arka yiizeyde olmak lizere 12 delik olmalidir. /There should be 12 holes on the pigtail

end as 6 of them on front and 6 of them on back.
v Stent yiizeyinde her 3 cm+/-0,3 cm bir delik bulunmalidir. / There should be a hole on the stent surface
every 3 cm+/-0,3 cm

PREPARED BY: QC/APPROVED BY: QA
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v Delikler piiriizsiiz hasarsiz olmali ve Griinde kirilma gériilmemelidir. / Holes must be smooth and non-

v

damaged and breakage must not be observed on product.

Stent delik ¢cap1 0.5 mm-0.8 mm arasinda olmalidir. / Hole diameter of stent must between 0.5mm —
0.8mm. Suture kalinhk x uzunluk: 0.20 mm +/-0.5 mm x 34 cm +/- 2 cm / Suture thickness x length:
0.20 mm +/-0.5 mm x34cm +/-2 cm

ENDOPYELOTOMY STENT SETS; Distal FR:4-7,

v

v

Delikler puriizsiiz hasarsiz olmali ve Griinde kirilma gérilmemelidir. /Holes must be smooth and non-
damaged and breakage must not be observed on product.

520068- Pigtail uclarda 4 delik- ince uca yakin 2 delik, kalin ug 4 delik olmak lizere 14 delik
olmahdir.520079- Pigtail uclarda 4 delik- ince uca yakin 5 delik, kalin uca yakin 5 delik olmak lizere 18
delik olmalidir. /520068- There should be 14 holes as 4 holes on pigtail end, 2 holes close to thin end
and 4 holes on thick end. 520079- There should be 18 holes as 4 holes on pigtail end, 5 holes close to
thin end and 5 holes on thick end.

Stent delik gapi1 ;520079: Kalin bolgede: 1.2 mm-2 mm ince bélgede 0.7-1.0 mm ve 520 069: 0.5-0.8
mm arasina olmalidir. /Stent hole diameter; 520079: stent hole diameter should be 1.2mm —2mm in
thick area, 0.7+1.0mm in thin area and 520 069: 0.5-0.8mm.

1.1 URETERAL STENT and URETERAL STENT SETS / URETERAL STENT ve URETERAL STENT SETLERI

1/2.1. Skilutés per visa kateterioilgj
1214 Rengeno kontrastiniai Zymekliai.

o Distal end closed L4,
= %
/ — — \ 1/
(] 11 ] I // [} I [ I o
’ Q

q Both ends open s

o Guide wire, PTFE coated

e Clamp

=

|~~~ 3-5cm flexible |

6 Pusher
[¢]
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TEDARIKCi
KOMPONENT / COMPONENT OLCULERI / MEASUREMENTS HAM::::& KLRAW & MAKINE / SUPPLIER
& MACHINE
1-Stent (Bir Ucu Kapali) n Dis ¢ap / External Diameter :1-1,3-1,56-1,6-
Stent (Distal End Closed) 1,66-2-2,33 mm + 0,254 mm PU BIORAD MEDISYS
— e Uzunluk / Lenght :8-10-12-14-16-18-20-22- PVT.LTD.& PLASTi-MED
2- Stent (Iki Ucu Acik) 24-26-28-30 mm £0,5 mm

Stent ( Both Ends Open)

Ul:54,7mm 0,3 mm-U2:57,7mm £ 0,3

3-Klemp © mm op BIORAD MEDISYS
Clamp Dis mesafesi uzunlugu / Tooth Distance PVT.LTD.
Length: 26,5 mm +0,3
4-Kilavuz Tel (0,018- 0,028- Dis ¢ap / External Diameter :0,45-0,71-0,81-

Stainless steel-304,

0,032-0,035- 0,038 ing) 4 X 0,89-0,96 mm +0,254 mm PTFE Straight-Tip NEWTECH & TIANCK
Guide Wire Uzunluk / Lenght: 80- 150 cm +5cm
1/2.1.6. Rinkinj sudaro stentas, viela-pravedéjas bel styga (40 cm P?,'? F:ﬁDD. Z‘ZE,:E&
5-pusher (3-4-4,7-4,8-5-6-7 Fr) Dis gap / External Diameter :1-1,33-1,56-1,6- MEDICAL
0 Lo | ot
’ - POLIMER SAN. VE
TIC.LTD.STI
6- Sutur Uzunluk / Lenght :34 cm PP BIORAD MEDISYS
Suture Kalinlik / Thickness: 0.25 mm PVT.LTD.& KATSAN
7-Hasta Karti Adet / Piece :2 adet KAGIT )
Patient Identity Card En x Boy / Width x Height: 8x10 cm £ 0,3 cm (ART POINT) PRESTI MATBAACILIK
. . PE (GULTEKIN)
8-Kilavuz Tel Koruyucu Kili Ig-Dli %af / Internal — External Diameter: 3- 4 RONDOM LASTIMED
Guide Wire Shift Eznl]rﬁuk /Ter:ght_ 150 em 5 em COPOLYMER PPR
' = (YUHWA)
Boy / Height: 33,4 mm £ 0,5 mm
Genis Ug i¢ Cap x Dis Cap / Extensive End
9-Kilavuz Tel Koruyucu Kilif Internal diameter x External Diameter: 3,9 .PE-I 668 PLASTIMED
Mavi Ug _mm iO,g mm x 6,3 mm 0,5 mm PETKIM TURPLAST ENJEKSIYON
Guide Wire Shift Blue End Ince Ug I¢ Cap x Dis Cap / Thin End Internal CIMTER
Diameter x External Diameter: 1,1 mm+0,2
mmx 2,7 mm 0,5 mm:
2'i-3'lu E Klips Kanal Genisligi /2-Piece-3-
Piece E Clip Channel Width: Blyuk/Big: 4,8
Mm Kuagtk/Small: 4 Mm +/-0.3 Mm
AGIRLIK 3'lii Klips/Weight: Biiyiik/Big:0,83 Gr
' ' Kuguk/SmaII.:.O,3'4 Gr+/-0.1 Gr _PE-I 668 PLASTIMED
10 — Klips-Clips EN X BOY 3'lti Klips: B:12,5x 22,7 Mm, PETKIM TURPLAST ENJEKSIYON
K:7.7x18 Mm +/- 0.3mm CIMTER

AGIRLIK 2'li Klips/Weight: B:0,57 G,
Kuguk/Small:0,23 G +/- 0.1 Gr

EN X BOY 2'li Klips: Blyik/Big::12,5x 15,7
Mm, K:7.7x12,7 Mm +/- 0.3mm

PREPARED BY: QC/APPROVED BY: QA
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1/2.1.6.	Rinkinį sudaro stentas, viela-pravedėjas bei styga (40 cm)
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Ureteral Stentler / Ureteral Stents ; veya / or 2 , 0 A e

. 1]
Ureteral Stent Setleri / Ureteral Stent Sets ; veya / or e , (3 X L4 . o

Stent Dig Cap / Stent Kilavuz Tel Dig Cap / Guide Ureteral Stent Setleri Stent Uzunluk / Stent Length in Ureteral
External Diameter 10,254 Wire External Diameter Stent Sets
mm +0,254 mm +0,5cm
3Fr/1mm 0.018 inch 8-10-12-14-16-18-20-22-24-26-28 cm
4Fr/1.33 mm 0.028 inch 8-10-12-14-16-18-20-22-24-26-28 cm
4.7 Fr /1.56 mm 0.032 inch 8-10-12-14-16-18-20-22-24-26-28-30 cm
48Fr/1.6 mm 0.035 inch 8-10-12-14-16-18-20-22-24-26-28-30 cm
5Fr/1.66 mm 0.035 inch 8-10-12-14-16-18-20-22-24-26-28-30 cm
6Fr/2mm 0.038 inch 8-10-12-14-16-18-20-22-24-26-28-30 cm
7Fr/233mm 0.038 inch 24-26-28-30 cm
Stent/ Stent O pusher/ itici Used Guidewire / Kullanilan Kilavuz tel
Dis Cap / External | Dis ¢ap/ External i¢ cap/ Internal Uzunluk
Diameter 10,254 Diamater#0,254 Diameter+0,254 Dis cap/ External Diamater+0,254 mm
/Length 0,5
mm mm mm
mm
3Fr/1mm 1,6 mm 1.1 mm 75cm 0.018 inch
4Fr/133mm 1,6 mm 1.1 mm 75 cm 0.025 -0.028 inch
4.7 Fr /1.56 mm 1,6 mm 1.1 mm 75 cm 0,032 inch
48Fr/1.6 mm 1,6 mm 1.1 mm 75cm 0.035 inch
5Fr/1.66 mm 1,6 mm 1.1 mm 75 cm 0,035
6 Fr/2mm 2 mm 1.1 mm 45 cm 0.038 inch
7Fr/ 233 mm 2mm 1.1 mm 45 cm 0.038 inch

PREPARED BY: QC/APPROVED BY: QA
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productname: URETERAL STENT SET 6.0 FR 26
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CM BIR UCU KAPALI

URETERAL STENT SET 6.0 FR
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fCiINDEKILER / CONTENT
JURETERAL STENT 6.0 FR 26 CM
/GUIDEWIRE 0.036 x 150 CM
JPUSHER 8,0 FR 45 CM
/CORD CLAMP
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Rev dale / tarihi: 10.03.2021 Rev.05
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Plastik Medikal Uriinler San. ve Tic. Ltd. Sti.
Deri OSB Mahallesi Yan San, Caddes! No 13 Tuzlal/lstanbul TURKIYE

Tel: +90 216 59104 91 Fax : + 90 216 591 04 90
www.plasti-med.com

Made in Turkey
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