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1. OLU BOSLUK TANIMI VE HACIMLERI / DEAD SPACE DEFINITION AND VOLUME

Ol bosluk / Dead Space: Solunum devresindeki 61ii bosluk, inhalasyon ve ekshalasyonun cakistigi alandir. / Dead space in

the breathing circuit is the space where inhalation and exhalation coincide.

Ol bosluk solunum devrelerde 4 kritik bélgede olabilir / Dead space can be in 4 critical zones in breathing circuits

1. Endotrakeal ttpiin soluk borusundan disari uzanan kismi (agizdan solunum devresine kadar) / The portion of the

endotracheal tube which extends out of the trachea (from the mouth to the breathing circuit)

2. Solunum devresindeki dirsek / The elbow on the breathing circuit

3. Tuplin ucuile solunum devresi arasinda kullanilan herhangi bir konnektor (6rn. CO 2 adaptérleri, apne alarm
adaptorleri vb./ Any connector used between the end of the tube and the breathing circuit (e.g., CO2 adapters,

apnea alarm adapters, etc.)
4. Y devresinin sonundaki Y parcasi / The Y piece at the end of a Y circuit.

Asagidaki gorsellerde 6rnek devreler tizerinde 610 bosluklar belirtilmistir. / In the images below, dead spaces are indicated on

the sample circuits
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Gorsel 1/Image 1: Y hasta devresi — Y patient circut
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Solunum devrelerde olusabilecek 6lii bosluk yukarida tanimhidir. Olii bosluk iceren iiriin komponentleri ve {riinler
asagidaki Tablo 1’de belirtiimektedir. / The dead space that may occur in the breathing circuits is defined above. In the
product specifications, the dead space is indicated in the product components with dead space in the relevant tables.

Tablo /Table 1: Olii Bosluk iceren riinler ve 8li bosluk hacmi / Products with Dead Space and volume of dead space

Komponent Adi / Component Name Olii bosluk Hacmi / Dead Space Volume
Y Konnektdr /Y- Connector 20ml+3 ml
Dirsek- Elbow 10ml+3 ml

Kateter Mount Koruge- Doner Baslikli/ Catheter Mount
Corrugated- Rotatable

Kateter Mount Smoothbore- Déner Baslikli / Catheter
Mount Smoothbore- Rotatable

33ml+3 ml

33ml+3 ml

Acik pozi jtion: 1+3ml
Kateter Mount Ayarlanabilir- Déner Baslikli / Catheter ¢tk pozisyon / open position: 38 mi £ 3 m

M E -R I
ount Extended- Rotatable Kapali pozisyon / closed position: 25 ml # 3 m|

Kateter Mount Koruge / Catheter Mount Corrugated 33ml+3ml

Kateter Mount Smoothbore / Catheter Mount

+
Smoothbore 33ml£3 ml

Acik i ition: |+ /
Kateter Mount Ayarlanabilir / Catheter Mount Extended gik pozisyon / open position: 38 mi £ 3 m

Kapali pozisyon / closed position: 25 ml # 3 ml

Solunum Inhalasyon ¢emberi, solunum devresine vy
konnektoér ile hortum arasina baglanirsa 06li boslu
olusturmaz. / The breathing inhalation ring does not
create dead space if it is connected to the breathing
circuit between the y connector and the tubing.

Solunum Inhalasyon ¢emberi, solunum devresine vy
konnektorden sonra baglanir ise 6li bosluk olusturur. / If
the breathing inhalation ring is connected to the
breathing circuit after the y connector, it creates a dead
space.

(489 641 -489 641 S) Solunum Inhalasyon Tedavi
Cemberi / Breathing Inhalation- Threatment Chamber

Acik pozisyon/ open position: 130 ml + 5 ml

Kapali pozisyon / closed position: 50ml + 5 ml
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1. PRODUCT SPECIFICATION / URUN SPESiFiIKASYONU

URUN GORSELLERi/PRODUCT IMAGES

a) Anestezi — Solunum Devreleri Koruge Hortum / Anesthesia — Ventilation Circuits Corrugated Tube
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Eu]:l Ihaletion
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A: Dirsek/Elbow
B: Y Konnektor / Y Connector (Tek-Cift port/ Single-Dual port)
C: Koruge hortum / Corrugated Tube(Adult-Pediatric)

D: Koruge hortum / Corrugated Tube

E: | Konnektor / | Connector(Adult-Pediatric)

F: Balon Konnektér / Baloon Connector

G: Balon

/ Balloon

Cizim 1 / Drawing 1

H: Su Tuzagi / Water Trap

@
EE() ]
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b) Anestezi — Solunum Devreleri Smoothbore Hortum / Anesthesia — Ventilation Circuits Smoothbore Tube

A (&)

Luerlock —_
-G
| =

0

e

0

A: Dirsek/Elbow

Cizim 2 / Drawing 2

B: Y Konnektor / Y Connector(Tek-Cift port/ Single-Dual port)
C: Smoothbore hortum / Smoothbore Tube(Adult-Pediatric)
D: Smoothbore hortum / Smoothbore Tube(Adult-Pediatric)

E: Cuff (Adult-Pediatric)

F: Balon Konnektér / Baloon Connector

G: Balon / Balloon
H: Su Tuzagi / Water Trap

AT T |

e

{nhala bor
Fxhalation
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c) Anestezi — Solunum Devreleri Ayarlanabilir Hortum / Anesthesia — Ventilation Circuits Extendable Tube
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Cizim 3 / Drawing 3
A: Dirsek/Elbow
B: Y Konnektor / Y Connector (Tek-Cift port/ Single-Dual port)
C: Ayarlanabilir hortum / Extendable Tube (Adult-Pediatric)
D: Ayarlanabilir hortum / Extendable Tube (Adult-Pediatric)
E: | Konnektor / | Connector (Adult-Pediatric)
F: Balon Konnektér / Baloon Connector
G: Balon / Balloon
H: Su Tuzagi / Water Trap
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A:
Dirsek/Elbow

B:Y
Konnektor /
Y Connector

Y Konnektor Cift portlu / Y Connector Double port

Y Konnektor Tek Port/ Y Connector Single port

Smoothbore

Extendable

E: |l
Konnektér / |
Connector
(Adult-
Pediatric)

Pediatric | con.

F: Balon
Konnektér /
Baloon
Connector

Adult | con.

Cuff Pediatric

Cuff Adult

N

G: G: Balon /
Balloon

oo

H: Su Tuzagi
/ Water Trap

Water Trap- Y Cap
Su Tuzagi- Y Kapagi

Water Trap-Body-Su
Tuzagl-Govde

1.Water Trap-Valve
Su Tuzagi- Valf

2.Water Trap-Seal

Su Tuzagi-Conta

Water Trap Spring
Su Tuzagi Yay
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d) Kateter Mount

Smoothebore Hortum /
Smoothbore Tube

Kateter Mount Elastomer Kapak / Catheter
Mount Elastomer Cap

Koruge Hortum/
Corruge Tube

| Konnektor Pediatrik |
Connector Pediatric

Ayarlabilir Hortum/
Extendable Tube

1.Kateter Mount Dirsek /

Catheter Mount Elbow

2'.. |.<.ateter Mount Adaptor 3. Kateter Mount Kugik

Buyuk /Catheter Mount N
Adaptér /  Catheter

Adaptor Large Mount Adaptor Small

3. Kateter Mount Kiglk P

Adaptér / Catheter Mount

Adaptor Small

Kateter Mount Mavi
Kapak / Catheter Mount
Blue Cap

Dirsek/Elbow
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2.1. THE RAW MATERIAL, MATERIAL and MACHINE for BREATHING CIRCUITs / SOLUNUM DEVRELERI iCiN HAMMADDE,
MALZEME ve MAKINA BIiLGILERI

REF NO: 483 001, 483 101, 483 201, 484 001, 484 101, 484 201, 485 001, 485 101, 485 201, 486 001, 486 101, 486 201, 487

001, 487 101, 487 201, 488 001, 488 101, 488 201, 483 301, 483 401, 483 501, 484 301, 484 401, 484 501, 485 301, 485 401,

485 501, 486 301, 486 401, 486 501, 487 301, 487 401, 487 501, 488 301, 488 401, 488 501.

PARCA ADI /
HAMMADDE / RAW | PARCA KODU e
No | THE NAME of MATERIAL / PART CODE OLCULER / MEASURES
PART
ADULT (S SDE
001-S SDE Hortum uzunlugu / Length of tube: 80-160-
PE - EVA 002-S SDE 180 cm +5cm
1 (CORRUGATED 003) Hortum dis cap-yetiskin / Ext. dia. Of tube:
ADULT/PEDIATRIC) | PED. (S SDE 22,0+ 0,5 mm (Adult)
005-S SDE Hortum dis cap pediatric Ext. dia. Of tube: 15,0
006-S SDE + 0,5 mm (Pediatric)
007)
YET-8C01
KORUGE CORRUGATED (480 0220003 Hortum uzunlugu/Length of tube: 15+3cm / 25
HORTUM / ADULT — 480001 +5cm /80— 100 — 180 — 160 £10cm / 200 cm
2 CORRUGATE | (%83 PE - %17 EVA) 005-480 001 +15cm
D TUBE PETKIM F212 Hortum dis capi-yetiskin / Ext. dia. Of tube:
013 22,0+ 0,5 mm (Adult)
480 001 011) e
ISSDRI,I:EFJISII(E: (4I:3I;:)DO_§(1:%3;2 Hortum uzunlugu/Length of tube: 15+3cm /
2515 80-100-180-160 10 200
(%50 PE - %50 EVA) | — 480001 cm/ cm/
3 cm +15cm
024-480 001 Hortumun dis capi-pediatrik / Ext. dia. Of tube:
PETKIM F212 | 032-480 001 3 capi-ped e '
15,0 £ 0,5 mm (Pediatric)
030)
Hortum uzunlugu / Length of tube: 80-160-
ADULT (S SDE | 180 cm #5cm
021-S SDE Hortum dis cap-yetiskin/ Ext. dia. Of tube: 23,0
- +
SMOOTHBORE 022-S SDE +0,5 mm (Adult) o .
4 ADULT/PEDIATRIC 025-S SDE Hortum i¢ cap-yetiskin / Int. dia. Of tube: 19,0
027) PED (S +0,5 mm (Adult)
SDE 023-S Hortum dis cap-pediatrik / Ext. dia. Of tube:
SMOTHBORE SDE 024-S S 19,0 £ 0,5 mm (Pediatric)
HORTUM / SDE 028) Hortum i¢ cap/pediatric / Int. dia. Of tube:
SMOOTHBOR 15,5+ 0,5 mm (Pediatric)
E TUBE
ADULT YET-8C07 o
PVC (480 001 039 Hortum uzunlugu / Length of tube: 15+3cm /
25 +5cm /80 —-100 - 180 - 160 +10cm / 200
—-480001
5 (NP 30516012/ | 041-480001 | €™ ¥1o€m
RMI-TW3B60T) 049-480 001 Hortum dis cap-yetiskin / Ext. dia. Of tube:
23,0 £ 0,5 mm (Adult)
(FEA 578 N N VA- 047) Hortum i¢ cap-yetiskin / Int. dia. Of tube: 19,0
RET 412 N T01 UC) § sap-yelly -dia. e
+ 0,5 mm (Adult)
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PEDIATRIC
PVC Hortum uzunlugu / Length of tube: 15+3cm /
PED-8C08 25 +5c¢cm /80 —100 - 180 — 160 +10cm / 200
(NP 3051 6012B / (480 001 063 cm £15cm
6 RMI-TW3B60T) Hortum dis cap-pediatrik / Ext. dia. Of tube:
—480 001 o
065-480 001) 19,0 + O,.5 mm (Petfllat.rlc) '
Hortum i¢ cap-pediatrik/ Int. dia. Of tube: 15,5
FEA 578 N N VA- RET 10,5 mm (Pediatric)
412 N TO1 UC)
Uzatilmig hortum uzunluk->Katlanms hortum /
Length of extended—>folded tube:
15+3cm -9 t1,5cm
2515cm —-16 £2,5cm
80+10cm —41+5cm
100+10cm —-52+5cm
160+10cm - 68 +5cm
180+10cm - 7615cm
200 cm £15cm—>85 + 8cm
ADULT (S SDE Hortum dis cap-yetiskin / Ext. dia. Of tube:
PP 041-S SDE
042-S SDE 24,20+ 0,5 mm (Adylt). '
7 Hortum dis cap-pediatrik / Ext. dia. Of
043) PED. (S tube:22,45+0,5 mm (Pediatric)
SDE 044-S e
AYARLANABIL SDE045) Solynum hortumun.un eksenel diiz ucu / Axial
iR HORTUM / plain end of breathing tube
EXTANDABLE Hortum dis cap-yetiskin / Ext. dia. Of tube:
TUBE 23,0+ 0,2 mm (Adult)
Hortum i¢ cap-yetiskin / Int. dia. Of tube:22,00
+ 0,2 mm (Adult)
Hortum dis cap-pediatrik / Ext. dia. Of
tube:16,5 + 0,2 mm (Pediatric)
Hortum i¢ cap-pediatrik / Int. dia. Of tube: 15,3
+ 0,2 mm (Pediatric)
VET-8C09 Uzatilmis hortum uzunluk->Katlanms hortum /
(%85 PP-%15 EVA) Length of extended—>folded tube:
(480 001 077-
480 001 079- 15+3cm -9 +1,5cm
(PP-RB 4302) 25+¥5cm —16 ¥2,5cm
480 001 085-
8 . 480 001087- 80+10cm —-41+5cm
( EVA BOREALIS 480 001 088) 100£10cm —>52+5cm
ML50) 1604£10cm -> 68 +5cm
180+10cm - 76+5cm
(EVA7240) 200 cm £15cm—>85 + 8cm
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PED-8C04

(480 001 099
-480 001101-
480 001 107-
480 001 109)

Hortum dis cap-yetiskin / Ext. dia. Of tube:
24,20 + 0,5 mm (Adult)

Hortum i¢ cap-pediatrik / Ext. dia. Of
tube:22,45+0,5 mm (Pediatric)

Solunum hortumunun eksenel diiz ucu / Axial
plain end of breathing tube

Hortum dis cap-yetiskin / Ext. dia. Of tube:
23,0+ 0,2 mm (Adult)

Hortum i¢ cap-yetisikn / Int. dia. Of tube:22,00
+0,2 mm (Adult)

Hortum dis cap-pediatrik / Ext. dia. Of
tube:16,5 + 0,2 mm (Pediatric)

Hortum i¢ cap-pediatrik / Int. dia. Of tube: 15,3
+ 0,2 mm (Pediatric)

10

11

| KONNEKTOR
(YETISKIN-
PEDIATRIK) /
| CONNECTOR
(ADULT-
PEDIATRIC)

| CONNECTOR
ADULT

HIPS
(PORENE HI 650)

1529

YETISKIN/ADULT

Agirlik / Weight: 6,1 gr + 0,5gr

Uzunluk / Length: 49 + 1mm

Hortum giris dis cap / Ext. dia. of tube entry:
22,10+ 0,04 mm

Konnektor giris ic cap / Int.dia.of the
connector entry: 21,96+0,04mm

| CONNECTOR PED.

HIPS - PORENE HI
650

1515

PEDIATRIK / PEDIATRIC

Agirlik / Weight: 4,75 gr + 0,8gr

Uzunluk / Length: 48,5 + 1,5mm

Hortum giris dis cap / Ext. dia. of tube entry:
15,5+ 0,4mm

Konnektor giris ic cap / Int.dia.of the
connector entry: 21,85 + 0,07 mm

12

Y-
KONNEKTOR
/Y-
CONNECTOR

PP-CO POLYMER

1522
Y Konnektor
cift Port/ Y
Connector
Double port

Agirlik / Weight: 13,0gr £ 0,5gr

Uzunluk / Length: 83,5+ 0,5mm

Dirsek Giris i¢c Cap/Dis Cap/Elbow Entrance
Internal Diameter: (15.47 +0,037) mm x (22,00
+0.04) mm

Tapa girisi(disi) ic cap / Plug entry (female)
inside diameter:7,7 £ 0,2 mm

Tapa(erkek) giris dis cap / Ext. dia. Of male
taps entry: 5,35+ 0,1mm

Konnektor giris ucu dis cap / Ext.dia.of the
connector entry: 22,10 £0,1mm

1S38
Y Konnektor
Tek Port/ Y
Connector
Single port

Agirlik / Weight: 10,1 gr + 0,5gr

Uzunluk / Length: 73,5 £ 0,5mm

Dirsek Giris ic Cap/Dis Cap/Elbow Entrance
Internal Diameter: (15.47 +0,037) mm x (22,00
+0.04) mm

Konnektor giris dis cap / Ext.dia.of the
connector entry: 22,10 £0,1mm

Tapa(disi) giris i¢ cap / Plug (female) inlet inner
diameter: (7,8 £0,1) mm

Konnekt6r Ucu Dis Cap/Connector Tip Ext.
Dia.: 22,00 £0,04mm

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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v Agirlik / Weight: 0,73 gr £ 0,2 gr
KONNEKTOR & ght: 5, /281 =228
MAVI KAPAK LDPE 122 Kapak dis cap / Ext. dia. Of tap: 8 + 0,2 mm
13 /v 1513 Kapak i¢ ¢ap / Int. dia. Of tap:5,2 £ 0,2 mm
CONNECTOR r(:\;:ng i¢ gap / Int. dia. Of O-ring: 22,8 £ 0,2
BLUE TAP
Agirlik / Weight: 5,85 gr+ 0,2 gr
Y konnektor giris dis cap / Ext. dia. Of Y-
. Connector entry:15,35+ 0,2-0,1 mm
DIRSEK PP-CO POLYMER
14 ELB?)W/ 0 PO 1S34 Y konnektor giris dis cap / Ext.dia.of the
connector entry: 22,37 £0,04mm
Konnektér i¢ parcasinin i¢ capi / int.dia.of the
connector inner piece:15+ 0,3mm
WATER Agirhk / Weight: 11,8 g +/- 0.5 gr
15 TRAP-BODY PP —CO POLYMER Uzunluk / Length: 64,0 mm +/- 0.5 mm
SU TUZAGI- 1531 Y kapak giris dis cap / Ext.dia.of the Y cap
GOVDE entry:45,5 mm +/- 0,5 mm
WATER Ailrllklf ngg.ht: 6,5 gr idq,z gfr : -
TRAP-SEAL SEBS Y apf giris ic cap / Int.dia.of the Y cap entry:
16 1518 ES'S Eor_5_mf“ Int.dia.of the Val :
SU TUZAGI- (G100.A70.N) 1apa+ giris i¢ cap / Int.dia.of the Valve entry:
CONTA 3,5+0,5mm
Agirlk / Weight: 3,55gr + 0,2 gr
WATER POM Uzunluk / Length: 33,2 £ 0,4 mm
TRAP-VALVE Su tuzag giris dis ¢ap / Ext.dia.of the Seal
17 1519
entry: 14,7 £0,3mm
SU TUZAGI-
VALF
YETIiSKIN / ADULT
. L +
CUFF ADULT Agirlik / Weight: 14,8 + 0,3 gr
Uzunluk / Length: 53,4 + 1 mm
PVC 70 SHORE A P .
18 1520 Konnektér Giris i¢ cap / Int.dia.of the
(FMA 708 N B97)/(
NP-3052 7011BL) Connector entry: 22 +0,3mm
Hortum giris ic cap / Int.dia.of the tube entry:
CUFF (ADULT- 24,5 +0,5mm
PEDIATRIC) Pediatrik / PEDIATRIC
. . +
CUEE PEDIATRIC Agirlik / Weight: 11,85 +0,5 gr
Uzunluk / Length: 51,2 £ 0,3 mm
PVC 70 SHORE A e .
19 1521 Konnektér giris ic cap / Int.dia.of the
(FMA 708 N B97)/(
Connector entry: 22 +0,3mm
NP-3052 7011BL) S .
Hortum giris i¢ cap / Int.dia.of the tube entry:
20,5 £0,5mm
WATER Agirlik / Weight: 20 gr + 1gr
TRAP- Y HIPS Uzunluk / Length: 67 + 1 mm
20 CAP PORENE HI 650 1517 Su tuzag giris dis cap / Ext.dia.of the Seal
entry: 25,7 £0,5mm
SU TUZAGI- Y Hortum giris dis ¢cap / Ext.dia.of the tube entry:
KAPAGI 22,37 +0,04mm

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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Agirlik / Weight: 18 gr + 1gr
Uzunluk Length: 67 £ 1 mm
1530 Su tuzag giris dis cap Ext.dia.of the Seal entry:
25,7 £0,5mm
Hortum giris dis ¢ap/ Ext.dia.of the tube entry:
22,37 £0,04mm
Agirlik / Weight: 2,48 gr + 0,2gr
WATER TRAP Uzunluk / Length: 35+ 5 mm
SPRING Su tuzag bittiigi yer dis ¢cap / Ext.dia.of the
21 | sy TuzAg STAINLESS STEEL - Seal end: 15 0,2 mm
YAY Su tuzagi y kapak dis ¢ap / Ext.dia.of the water
trap y cap: 20 £0,2mm
(S SDE 200-5 Total uzunluk/:l'otal length: 20+ 3 cm
29 (PP-EVA) / PVC /PE- SDE 206 — S Hortum u.z.ur?lugu / Lengt.h of tube: 15+ 3 cm
SDE 028) Montaj giris i¢c cap / Int.dia.of the montage
entry: 15,3 £0,5mm
PVC
(SMOOTHBORE) Total uzunluk / Total length: 20+ 3 cm
(NP 3051 6012B / .
23 RMI-TW3B15T) 8C08 — (480 Hortum u'z'ur?lugu / Lengt.h of tube: 15+ 3 cm
001 058) Montaj giris i¢ cap / Int.dia.of the montage
FEA 578 N N VA- RET entry: 14,5 £0,5mm
KATETER 412 N T01 UC)
MOUNT
22:: l:JT“E,IR/ EXTENDABLE
MOUNT — (%83PPR-%16 EVA) Total uzunluk / Total length: 20+ 3 cm
54 | TUBE 8C04 — (480 | Hortum uzunluk / Length of tube: 15 + 3 cm
(PP 5018T) 001 096) Montaj giris i¢ / Int.dia.of the montage entry:
15 +0,5mm
(EVA7240)
CORRUGATED
(%83 PE - %16 EVA)
Total uzunluk / Total length: 20+ 3 cm
25 (F212) 8C03 ~ (480 Hortum uzunlugu / Length of tube: 15+ 3 cm
001 019) R .
Montaj giris i¢c cap / Int.dia.of the montage
(EVA) entry: 15,3 £0,5mm
KATETER Agirlik / Weight: 3 £0,2 gr
MOUNT Uzunluk / Length:25,4+ 0,5 mm
AI?AE’TGR PP COPOLYMER Dirsek giris ic cap / Int.dia. of the elbow entry:
2% BUYUK 1K25 12,2+0,3mm
JCATHETER 22 mm Adaptor giris dis cap / Ext.dia. of the 22
MOUNT mm adaptor entry:22 £ 0,2 mm
ADAPTOR 15 mm adaptor giris ic cap / int.dia. of the 15
LARGE mm adaptor entry:15 £ 0,2 mm

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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KATETER Agirlik / Weight: 1 £0,2 gr
MOUNT Uzunluk / Length:21,1+ 0,3 mm
APA.I?TGR PP COPOLYMER Dirsek giris ic cap / Int.dia. of the elbow entry:

27 KUGQUK / 1K26 10,2+ 0,3 mm
CATHETER 15 mm hortum giris dis ¢cap / Ext.dia. of the 15
MOUNT mm tube entry:15,3 + 0,3 mm
ADAPTOR
SMALL

Agirlik / Weight: 3 +£0,2 gr

Uzunluk / Length:33,7 £ 1 mm
KATETER Elastomer kapak giris dis cap / Ext.dia. of the
IV!OUNT PE | 668 elastomer cap entry: 17 £ 0,5 mm

)8 DIRSEK / 1K23 Elastomer kapak o-ring giris dis cap / Ext.dia.
CATHETER of the elastomer cap entry o-ring:20+ 0,5 mm
MOUNT Buyuk adaptor giris dis cap / Ext.dia. of the
ELBOW large adaptor entry:12,3 £ 0,3 mm

Kuglk adaptor giris dis cap / Ext.dia. of the
small adaptor entry:11 + 0,3 mm
KATETER Agirlik / Weight: 1 £0,2 gr
MOUNT Yikseklik / Heigth:15,3 £ 0,3 mm
. PE 1 668 : . .

29 MAVI KAPAK 1K24 Max-Min dis cap / Ext.dia. of the max-min: 22,
/ CATHETER 3-24,4mm Max-Min i¢ cap /
MOUNT int.dia. of the max-min: 23 - 21,3 mm
BLUE CAP
KATETER Agirlik / Weight: 3,1 +0,2 gr
MOUNT Yukseklik / Heigth:10 £ 0,3 mm
ELASTOMER SEBS Max-Min dis cap / Ext.dia. of the mgx-min: 20,

30 KAPAK / 1K27 8-24,2 mm Max-Min i¢ cap /
CATHETER (G100.A70.N) Int. dia. of the max-min: 16,5-17,8 mm
MOUNT
ELASTOMER
CAP
BALON /

31 BALLOON RUBBER Total hacim / Total volume: 0,5/1/2/3 It
BALON Agirlik / Weight:5 gr + 0,2gr

HIPS (PORENE 650 Uzunluk / Length: 42,2 £ 0,5 mm
KONNEKTOR . .

32 HI) 1525 Hortum giris dis ¢cap / Ext. dia. of tube entry:
/ BALOON 22+0,3 mm
CONNECTOR ¢

Konnektor giris i¢ cap / Int.dia.of the
connector entry: 22 £ 0,3 mm

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA




Document No KYS.TD.029/4
TECHNICAL FILE/TEKNiK DOSYA Revision No 19
(] ® BREATHING and ANAESTHESIA CIRCUITs
- SOLUNUM VE ANESTEZi DEVRELERI Revision Date 07.10.2024
PRODUCT REF. NO/URUN REF NO: 48X XXX
Issue Date 01.08.2006
Page Number 14/35
SOLUNUM DEVRELERIREFERANS - URUN ICERIGI TABLOSU 1
Raf Mo Component No / Komponent No
N EAERE BEIRUI R SR R R R SRR A R B AR A LA Y P A B P P P A L L
483001 X x xlzxlzxx]z[=x x|x
JE3 01 P i ls|x[x[s[x E|x x
483201 P E Elxlx x|z [x E|x %
434001 B x x|z |z [x[x5]= %
484 10T X xlzls]zlzzx]s x|z x
484201 x 2 lxl|x s lx s x % FRES
JE5001 P xlxlxlxls (s %
JE5 101 B A EYENEAERESE: % E
485201 P zlalzxlxlzlx]=x E|x i|x
456 001 X xlzlxlx]z (s x|z |x
4E6 10T X xlalzlzls]s B x
456 201 X xlxlxlx]z (= x|z [x x|z
457001 x| |=x xlxlxlx]z (= %
45701 HIES xlzxlzxlx]z[=x x[x x
457201 x| |x lxlx x|z % E|x %
455001 P x| x|x|x[x |5 |x E|x
4501 P x x5 |x|x[x |5 x E|x X
455201 B x x|z ]z [z [x5]= % TR ES
483301 P E 2 lxlxlxls [z %
483401 P E 2 lxlxlxls [z % x
483301 B E xlalzlzs]s (s % TR ES
484301 x x x|xlzx x5 E|x
434401 x x x x|z [z [z i |x x
484501 X xlzlzslzlzlzx]l=s x|z iz
SOLUNUM DEVRELERIREFERANS — URUN ICERIGI TABLOSU 2
Raf No Component No / Eomponent No
R AR EIRU B R I B A R A B A R B R A P R N P PR A AR PR R P R R Y
483 301 % x|z lx[x sz E X
483401 % N ENEEERERESES x| x %
483301 % xlzxlzlx[x]x]x x| x =
486 30T x x|z lx{sls[x TR ERES
486401 % xlzlalz]s s x|z [x i
486 301 % 2z lxlzx]x s z [z [x x|x
257201 HES 2z |x[xlx[x A%
457401 | [x x|z x|z [x A |x %
487301 HIEE? xlzlzlslslx P x|z
485301 % x zxlxlxlz]z]x x|
JEE 40T x xlxlalzlsls s E % E
48R 20T x xlzlzlzlxlz s x| % =

2.2. THE RAW MATERIAL, MATERIAL and MACHINE for BREATHING CIRCUIT-T TUBE CIRCUIT /
SOLUNUM DEVRESI T TUPU DEVRE iGCiIN HAMMADDE, MATERYAL ve MAKINA BILGILERI

REF NO: 489601

PARCA ADI / PARCA
DDE v
No | THE NAME of HAM:\\::TERIKLRAW KOoDU / OLCULER / MEASURES
PART PART CODE
iJE
OKSLIEN PVC Uzunluk / Length: 190 cm +10cm
MASKE 2HO04 .
(NP 3051 8220) Dis gcap / External diameter: 4,9
1 |HORTUMU / (FEAS28 N) 2H18 +0 2mm
OXYGEN MASK 2H24 o .
| cap / Internal Diameter: 2,6 mm
TUBE
+0,2mm
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- Agirlik / Weight: 10,4 +0,3gr

T L .

KONNEKTOR Rekor giris i¢ cap / Int. dia of the recor

PARCASI / HDPE 1 668 entry: 18,1 +0,3 mm .

2 | 1INO7 Koruge hortum giris dis ¢cap / Ext. dia. of
T the corruge tube entry: 22,22 £0,1 mm
CONNECTOR . L
PART Trakeostomi filtre giris i¢ ¢ap / Int. dia.

of the tracheostomy filter entry: 15,1
10,2 mm
PE / EVA Hortum uzunlugu / Length of tube: 25
(CORRUGATED)  |sspeoo1 | €M =>¢em L

3 Hortum i¢ cap-yetiskin / Int. dia. Of
KORUGE tube: 22,0 £ 0,5 mm (Adult)

HORTUM /
CORRUGE CORRUGE ADULT Hortum Uzunlugu / Length of tube: 25

. TUBE (%83 PE - %17 EVA) 8CO1 | cm #5cm

F2-12 Hortum i¢ cap-yetiskin / int. dia. Of
tube: 22,0 £ 0,5 mm (Adult)
Agirlik / Weight: 1,60 + 0,3gr
Uzunluk / Length: 34+ 1 mm

5 MASKE REKOR PE 1668 Maske rekor agiz dis ¢ap / Ext. dia of
/ MASK RECOR 1M03 the mouth mask recor:18+0,3mm

Maske hortum agiz dis ¢cap / Ext. dia of
the mouth mask tube: 5 +0,3mm

2.3. THE RAW MATERIAL, MATERIAL and MACHINE for ANESTESIA CIRCUITs / ANESTEZi DEVRELERI iCIN HAMMADDE,

MATERYAL ve MAKINA BiLGIiLERi

REF NO: 480 001, 480 101, 480 201, 480 301, 480 401, 480 501, 481 001, 481 101, 481 201, 481 301, 481 401, 481 501, 482

001, 482 101, 482 201, 482 301, 482 401, 482 501.

PARCA ADI /
HAMMDDE / PARCA KODU e
No | THE NAME of RAW MATERIAL / PART CODE OLCULER / MEASURES
PART
ADULT (S SDE
001-S SDE Hortum uzunlugu / Length of tube: 80-
PE - EVA 002-S SDE 160-180 cm +5cm
1 (CORRUGATED 003) Hortum dis cap-yetiskin / Ext. dia. Of
ADULT/PEDIATRIC) | PED. (SSDE |tube: 22,0+ 0,5 mm (Adult)

KORUGE 005-S SDE Hortum dis ¢cap pediatric Ext. dia. Of
006-S SDE tube: 15,0 £ 0,5 mm (Pediatric)

HORTUM / 007)

CORRUGATED

TUBE YET-8C01 .

CORRUGATED ADULT (480 001 003 Hortum uzunlugu/Length of tube:
(%83 PE - %17 EVA) 15+3cm / 25 +5cm / 80 — 100 — 180 — 160
—480 001
2 F212 005-480 001 +10cm / 200 cm +15cm
EVA BOERALIS Hortum dis capi-yetiskin / Ext. dia. Of
013 tube: 22,0 £ 0,5 mm (Adult)

480001 011) e

PREPARED BY/ HAZIRLAYAN:

QC / APPROVED BY/ONAYLAYAN: QA




Document No

KYS.TD.029/4

TECHNICAL FILE/TEKNiK DOSYA Revision No 19
) BREATHING and ANAESTHESIA CIRCUITs
- SOLUNUM VE ANESTEZi DEVRELERI Revision Date 07.10.2024
PRODUCT REF. NO/URUN REF NO: 48X XXX
Issue Date 01.08.2006
Page Number 16/35
CORRUGE PEDIATRIC PED-8CO03
Hortum uzunlugu/Length of tube:
0, _0
(%SO0PE-%50EVA) | (480001022 | 15,3 11/ 25 +50m / 80 - 100 - 180 - 160
3 ~480001 11 60m /200 cm +15¢m
F212 024-480 001 ;|ortumun di a_l- ediatrik / Ext. dia. Of
EVA BOERALIS- | 032-480 001 s capirpediatri / £xt. dia.
tube: 15,0 £ 0,5 mm (Pediatric)
030)
Hortum uzunlugu / Length of tube: 80-
ADULT (S SDE | 160-180 cm +5cm
021-SSDE | Hortum dis cap-yetiskin/ Ext. dia. Of tube:
- +
SMOOTHBORE 022-S SDE 23,0 0,.5 mm (Ad.ult.) .
4 ADULT/PEDIATRIC 025-S SDE | Hortum ig cap-yetiskin / Int. dia. Of tube:
027)PED (S |19,0+0,5 mm (Adult)
SDE 023-S | Hortum dis cap-pediatrik / Ext. dia. Of
SDE 024-S S | tube: 19,0 + 0,5 mm (Pediatric)
SDE 028) Hortum i¢ cap/pediatric / Int. dia. Of
tube: 15,5 + 0,5 mm (Pediatric)
AE\lIJéT (4;?(;3(1:00739 Hortum uzunlugu / Length of tube:
SMOTHBORE 15+3cm / 25 £5cm / 80— 100 — 180 — 160
(NP 3051 6012 / RMI- —-480 001
5 | HORTUM/ TW3B60T) 041-480 001 | F106M /200 cm £15¢m
SMOOTHBORE Hortum dis cap-yetiskin / Ext. dia. Of
TUBE 049-480 001 |\ e 23,0+ 0,5 mm (Adult)
FEA578 N N VA- RET 047) ! ’ L .
412 N T01 UC) Hortum i¢ cap-yetiskin / Int. dia. Of tube:
19,0 £ 0,5 mm (Adult)
Hortum uzunlugu / Length of tube:
PEDIATRIC 15+3cm / 25 £5cm / 80— 100 — 180 — 160
pvc PED-8CO8 1, 10cm /200 cm +15¢m
(NP 3051 6012B / (480001063 |- L .
6 Hortum dis cap-pediatrik / Ext. dia. Of
RMI-TW3B60T) —-480001 s
tube: 19,0 £ 0,5 mm (Pediatric)
065-480 001) . . .
Hortum i¢ cap-pediatrik/ Int. dia. Of tube:
FEAS78 NN VA- RET 15,5 + 0,5 mm (Pediatric)
412 NTO1 UC) e

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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AYARLANABILI
R HORTUM /
EXTANDABLE
TUBE

PP

ADULT (S SDE
041-S SDE
042-S SDE

043) PED. (S
SDE 044-S
SDE 045)

Uzatilmis hortum uzunluk->Katlanms
hortum / Length of extended—>folded
tube:

15+3cm -9 £1,5cm

25+5cm =16 £2,5cm

80+10cm —41+5cm

100+10cm —>52+5cm

160+10cm - 68 +5cm

180+10cm —-76+5cm

200 cm £15cm—>85 £ 8cm

Hortum dis gap-yetiskin / Ext. dia. Of
tube: 24,20 + 0,5 mm (Adult)

Hortum dis cap-pediatrik / Ext. dia. Of
tube:22,45+0,5 mm (Pediatric)

Solunum hortumunun eksenel diiz ucu /
Axial plain end of breathing tube
Hortum dis gap-yetiskin / Ext. dia. Of
tube: 23,0 £ 0,2 mm (Adult)

Hortum ig cap-yetiskin / Int. dia. Of
tube:22,00 + 0,2 mm (Adult)

Hortum dis cap-pediatrik / Ext. dia. Of
tube:16,5 + 0,2 mm (Pediatric)

Hortum i¢ cap-pediatrik / Int. dia. Of
tube: 15,3 + 0,2 mm (Pediatric)

(%83 PP-%16 EVA)
(PP-RB 4302)
( EVA BOREALIS

ML50)
(EVA7240)

YET-8C09
(480001 077-
480001 079-
480 001 085-
480 001087-
480 001 088)

PED-8C04 —
(48000111 -
480001 12)

Uzatilmis hortum uzunluk->Katlanms
hortum / Length of extended—>folded
tube:

15+3cm -9 +1,5cm

25+5cm 16 £2,5cm

80+10cm —41+5cm

100+10cm —>5245cm

160+10cm - 68 +5cm

180+10cm —76+5cm

200 cm *15cm—>85 + 8cm

Hortum dis cap-yetiskin / Ext. dia. Of
tube: 24,20 £ 0,5 mm (Adult)
Hortum i¢ cap-pediatrik / Ext. dia. Of
tube:22,45+0,5 mm (Pediatric)

Solunum hortumunun eksenel diiz ucu /
Axial plain end of breathing tube
Hortum dis cap-yetiskin / Ext. dia. Of
tube: 23,0 £ 0,2 mm (Adult)

Hortum i¢ cap-yetisikn / Int. dia. Of
tube:22,00 + 0,2 mm (Adult)

Hortum dis cap-pediatrik / Ext. dia. Of
tube:16,5 + 0,2 mm (Pediatric)

Hortum i¢ cap-pediatrik / Int. dia. Of
tube: 15,3 £ 0,2 mm (Pediatric)
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YETISKIN / ADULT
Agirlik / Weight: 6,1 gr £ 0,5gr
Uzunluk / Length: 49 + 1mm
1529 Hortum giris dis cap / Ext. dia. of tube
entry: 22,10+ 0,04 mm

Konnektor giris ic cap / Int.dia.of the
connector entry: 21,96+0,04mm
PEDIATRIK/ PEDIATRIC
Agirlik /Weight: 4,75 gr + 0,8gr
Uzunluk / Length: 48,5 £ 1,5mm
1515 Hortum giris dis cap / Ext. dia. of tube
entry: 15,5 + 0,4mm

Konnektor giris ic cap / Int.dia.of the
connector entry: 21,85 + 0,07 mm
Agirlik / Weight: 13,0gr £ 0,5gr
Uzunluk / Length: 83,5+ 0,5mm
Dirsek Giris i¢c Cap/Dis Cap/Elbow

1522 Entrance Internal Diameter: (15.47
Y Konnektor | £0,037) mm x (22,00 £0.04) mm
cift Port/ Y | Tapa girisi(disi) i¢ ¢ap / Plug entry
Connector | (female) inside diameter:7,7 £ 0,2 mm
Double port | Tapa(erkek) giris dis cap / Ext. dia. Of
male taps entry: 5,35 £ 0,1mm
Konnektor giris ucu dis ¢cap / Ext.dia.of
Y -KONNEKTOR PP-CO POLYMER the connector entry: 22,10 £0,1mm
Y- CONNECTOR Agirlik / Weight: 10,1 gr + 0,5gr
Uzunluk / Length: 73,5 £ 0,5mm
Dirsek Giris i¢ Cap/Dis Cap/Elbow
1S38 Entrance Internal Diameter: (15.47

Y Konnektor | #0,037) mm x (22,00 £0.04) mm

Tek Port/ Y | Konnektor giris dis ¢ap / Ext.dia.of the
Connector | connector entry: 22,10 £0,1mm

Single port | Tapa(disi) giris i¢c cap / Plug (female) inlet
inner diameter: (7,8 £ 0,1) mm
Konnektér Ucu Dis Cap/Connector Tip
Ext. Dia.: 22,00 £0,04mm
Agirlik / Weight: 0,73 gr £ 0,2 gr
Kapak dis ¢ap / Ext. dia. Of tap: 8 £ 0,2
LDPE 122 mm
1513 Kapak i¢ cap / Int. dia. Of tap:5,2 £ 0,2
mm

10-ring i¢ cap / nt. dia. Of O-ring: 22,8 +
0,2 mm
Agirlik / Weight: 5,85 gr + 0,2 gr
Y-konnektor giris dis cap / Ext. dia. Of Y-
Connector entry:15,35+ 0,2-0,1 mm
1S34 Konnektor giris i¢ cap / Ext.dia.of the
connector entry: 22,37 £0,04mm
Konnektér i¢ parcanin i¢ capi / Int.dia.of
the connector inner piece:15+ 0,3mm

| CONNECTOR ADULT

10 (HIPS- PORENE HI 650)
| KONNEKTOR
(YETISKIN-
PEDIATRIK) /
| CONNECTOR | CONNECTOR PED.
(ADULT-
PEDIATRIC) HIPS —
PORENE HI 650

11

12

Y KONNEKTOR

MAVI KAPAK /

Y-CONNECTOR
BLUE TAP

13

DIRSEK / PP-CO POLYMER

14 ELBOW

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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YETISKIN /ADULT
. _— +
CUEE ADULT Agirlik / Weight: 14,8 £ 0,3 gr
Uzunluk / Length: 53,4 £+ 1 mm
PVC 70 SHORE A . .
15 1520 Konnektor giris i¢ cap / Int.dia.of the
(FMA 708 N B37)/( Connector entry: 22 £0,3mm
CUFF NP-3052 7011BL) o veos = .
o Hortum giris i¢ ¢cap / Int.dia.of the tube
(YETISKIN/
ADULT entry: 24,5 +0,5mm
L PEDIATRIK / PEDIATRIC
PEDIATRIK/ Agirlik / Weight: 11,85 + 0,5 gr
PEDIATRIC) CUFF PEDIATRIC & ght: 1S5 20,08
Uzunluk / Length: 51,2 £ 0,3 mm
PVC 70 SHORE A . .
16 1521 Konnektor giris i¢ cap / Int.dia.of the
(FMA 708 N B97)/(
Connector entry: 22 £0,3mm
NP-3052 7011BL) o .
Hortum giris i¢ cap / Int.dia.of the tube
entry: 20,5 £0,5mm
Total uzunluk / Total length: 20+ 3 cm
(SSDE 200 — | Hortum uzunlugu / Length of tube: 15+ 3
17 (PP-EVA) / PVC /PE- | SSDE206-S | cm
SDE 028) Montaj giris i¢ cap / Int.dia.of the
montage entry: 15,3 £0,5mm
PVC (SMOOTHBORE)
(NP 3051 6012B / 8C08 — (480 Total uzunluk / Total length: 20+ 3 cm
18 RMI-TW3B15T) 001 58) Hortum uzunlugu / Length of tube: 15+ 3
cm
FEA 578 N N VA- RET Montaj giris i¢ cap / Int.dia.of the
: +
KATETER 412 NTO1 UC) montage entry: 14,5 £0,5mm
MOUNT
HORTUM / EXTENDABLE
CATHETER (%83 PP-%16 EVA) Total uzunluk / Total length: 20+ 3 cm
MOUNT — 8C04 — (480 | Hortum uzunlugu / Length of tube: 15 + 3
19 TUBE (-PP 5018T) 001 095) cm
Montaj giris i¢ cap / Int.dia.of the
(EVA ML50) montage entry: 15 +0,5mm
(-EVA7240)
CORRUGATED
(%87,5 PE - %12,5
EVA) Total uzunluk / Total length: 20+ 3 cm
. 15 4
8C03 — (480 Hortum uzunlugu / Length of tube: 15+ 3
20 001019) |M
(F212) Montaj giris i¢ cap / Int.dia.of the
montage entry: 15,3 £0,5mm
(EVA-
H HAM 043)
KATETER Agirlik / Weight: 3 £0,2 gr
MOUNT Uzunluk / Length:25,4+ 0,5 mm
BUYUK Dirsek giris ic cap / Int.dia. of the elbow
51 ADAPTOR / PP COPOLYMER 1625 entry: 12,2 £ 0,3 mm
CATHETER Adaptor giris dis cap / Ext.dia. of the 22
MOUNT mm adaptor entry:22 £ 0,2 mm
ADAPTOR Adaptor giris ic cap / Int.dia. of the 15
LARGE mm adaptor entry:15 £ 0,2 mm

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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KATETER Agirlik / Weight: 1 £0,2 gr
MOUNT Uzunluk / Length:21,1+ 0,3 mm
KOCUK Dirsek giris ic cap / Int.dia. of the elbow
2> ADAPTOR / PP COPOLYMER 1K26 entry: 10,2 £ 0,3 mm
CATHETER 15 mm Hortum giris dis ¢cap / Ext.dia. of
MOUNT the 15 mm tube entry:15,3 + 0,3 mm
ADAPTOR
SMALL
Agirlik / Weight: 3 £0,2 gr
Uzunluk / Length:33,7 £ 1 mm
KATETER Elastomer kapak giris dis cap / Ext.dia. of
the elastomer cap entry: 17 £ 0,5 mm
N!OUNT Elastomer kapak o-ring giris dis ¢ap /
DIRSEK / PE 1 668 .
23 1K23 Ext.dia. of the elastomer cap entry o-
CATHETER .
MOUNT ring:20£ 0,5 mm .
ELBOW Blyuk Adaptér giris dis cap / Ext.dia. of
the large adaptor entry:12,3 + 0,3 mm
Kuglk adaptor giris dis cap / Ext.dia. of
the small adaptor entry:11 + 0,3 mm
KATETER Agirhk / Weight: 1+ 0,2 gr
MOUNT MAVI Yikseklik / Heigth:15,3 £ 0,3 mm
PE 1 668 . .
94 KAPAK / 1K24 Max-Min dis ¢ap / Ext.dia. of the max-
CATHETER min: 22,3 -24, 4 mm
MOUNT BLUE Max-min i¢ ¢ap / int. dia. of the max-min:
CAP 23-21,3mm
KATETER Agirlik / Weight: 3,1 0,2 gr
MOUNT Yukseklik / Heigth:10 £ 0,3 mm
ELSTOMER SEBS Max-min dis ¢cap / Ext.dia. of the max-
25 KAPAK / 1K27 min: 20, 8 - 24, 2 mm
CATHETER (G100.A70.N) Max-min i¢ ¢cap / Int. dia. of the max-min:
MOUNT 16,5-17,8 mm
ELASTOMER
CAP
26 gztﬁl)\IO/N RUBBER I1’;otal hacim / Total volume:0,5/1/2/3
Agirlik / Weight:5 gr £ 0,2gr
BALON Yikseklik / Length: 42,2 £ 0,5 mm
27 KONNEKTOR/B HIPS 1525 Hortum giris dis ¢cap / Ext. dia. of tube
ALOON (PORENE 650 Hl) entry: 22 £+ 0,3 mm
CONNECTOR Konnektor giris i¢ cap / Int.dia.of the
connector entry: 22 £ 0,3 mm

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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ANESTEZI DEVRELERI REFERANS - URUN ICERIGI TABLOSU 1

Ref No Component No / Komponent No

T 1234567891011 |12|13 |14|15|16 |17 |18 |19 |20 |21 |22 |23 |24 |25 26| 27
480 001 X X X |x |x
480 101 . 3 x |x |x 1
480 201 % % X |x |x X |=x
480 301 X X |x |x |=x
480 401 3 2 |x |x |x 3
480 501 3 X |x |x |x £ |x
481 001 X X |x |x |=x
481101 3 X (% |% |% 3
481 201 p-4 X |x [x |x x [x
481 301 X X |x |=x X
481 401 X X |x |x X %
481 501 x = |x |x x x |x
482 001 X X X |x |=x
482101 3 % X |x |x 3
482 201 3 3 x |x |x x| x
482 301 X X |x |x |x
482 401 3 X |x |x |x 1
482 501 X X |x |x |=x X | =x

2.4. THE RAW MATERIAL, MATERIAL and MACHINE for COAXIAL BREATING SYSTEM / KOAKSIYEL SOLUNUM DEVRELER iCiN
HAMMADDE, MATERYAL ve MAKINA BiLGILERIi
REF NO: 489301, 489302, 489303, 489311, 489312, 489313

PARCA ADI / PARCA
NO | THE NAME of | KODU / HAM““::SE';E KLRAW OLGULER / MEASURES
PART PART CODE
i¢ Hortum ic ¢ap / Inner Tube
inside diameter: 15,00 mm 0,2
INNER BLUE TUBE mm
KOAKSIYEL 8.F10(d|§ PE (%50) & EVA (%50) | Dis Hortum ic cap / Outer Tube
HORTUM / tip / outer . outside diameter: 24,5 mm = 0,2
1 COAXIAL tube) - EXTERNAL WHITE mm
TUBE 8C03 (Ig tup | TUBE Uzunluk / agirlik : Dis hortum
/ inner PE (%83) & EVA (%17) | agirlik / Outer tube weight: 121 gr
tube) t4gr
Length / weight: hortum agirhk /
Inner tube weight: 60gr + 2gr
Agirlik / Weight: 5,5 gr £ 0,3 gr
Y-konnektor giris dis cap / Ext. dia.
Of Y-Connector entry:15,40+ 0,2-
0,1 mm
1534 Konnektor giris dis cap / Ext.dia.of
DIRSEK / PP-CO POLYMER the connector entry: 22,37
2 +0,04mm
ELBOW . .
Konnektér i¢ parcanin ig capi /
int.dia.of the connector inner
piece:15,3+ 0,3mm
Luer i¢ cap/Luer inner dia: 4,248
mm +/-0,05 (min: 4,198 mm /
max:4,298 mm)
AYARLANABI | Pediatrik / | Pediatrik / Pediatric: | Hortum uzunlugu / Length of
3 LiR HORTUM | Pediatric: %50 PP + % 50 EVA | Tube:
/ 8C04 Yetiskin / Adult: 100 cm +#10cm
EXTANDABLE | Yetiskin / %85PP + %15 EVA | Hortum dis cap-yetiskin/ Ext. dia.

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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TUBE Adult: 8C09 Of tube: 24,20 £ 0,5 mm (Adult)
Hortum dis cap — pediatric/ Ext.
dia. Of tube:22,45+0,5 mm
(Pediatric)
BALON / - Total hacim / Total volume: 1/2
4 BALLOON RUBBER It
Agirlik / Weight:5 gr £ 0,2gr
BALON Uzunluk/Length:42,2'i 0,5 mm
KONNEKTOR HIPS Hortum dis cap/ Ext. dia. of tube
5 / BALLOON 1S25 (PORENE 650 Hl) entry: 22 +0,3 mm
CONNECTOR Konnektor giris i¢ cap / Int.dia.of
the connector entry: 22 £+ 0,3 mm
SOLUNUM
DEVRESI
KOAKSIYEL T
HIPS
REKOR / 1S39
RESPIRATOR (PORENE 650 Hl)
Y CIRCUIT
COAXIALT
RECORD
SOLUNUM
DEVRE
KOAKSIYEL |
REKOR

KOAKSIYEL DEVRELER REFERANS - URUN ICERIGI TABLOSU 1

Component No / Komponent No

Bef No 1 2 3 4 5
Balon Hacmi

489 301 X X X

489 302 X X X X
489 303 X X X x /20t X
489 311 X X X

489 312 X X X X
489 313 X X X x/ 11t X

2.5. THE RAW MATERIAL, MATERIAL and MACHINE for CATHETER MOUNT /KATETER MOUNT iCiN HAMMADDE,
MATERYAL ve MAKiNA BiLGiLERi
REF NO: 489 501, 489 521, 489 541, 489 561, 489 571, 489 581

No :::ﬁ‘:lc:zlo/f HAMMADDE / RAW | PARCA KODU
PART MATERIAL / PART CODE

OLCULER/ MEASURES

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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Total uzunluk / Total length: 20 + 3 cm
(PP-EVAI)E\//:VC /PE- (SSDE 200 — | Hortum uzunlugu / Length of tube: 15 +
1 SSDE206-S |3 cm
SDE 028) Montaj giril i cap/ Int.dia.of the
montage entry: 15,3 +0,5mm
PVC (SMOOTHBORE)
(NP 3051 6012B / Total uzunluk / Total length: 20 + 3 cm
5 RMI-TW3B60T) 8C08 — (480 | Hortum uzunlugu / Length of tube: 15 +
001 058) 3cm
Montaj giris i¢ cap / Int.dia.of the
KATETER :Ii,g ;7_?()!: BIS;A— RET montage entry: 14,5 £0,5mm
MOUNT
zlf\):HTéJT“:R/ EXTENDABLE
MOUNT — (%84 PP-%16 EVA) Total uzunluk / Total length: 20 + 3 cm
TUBE Hortum uzunlugu / Length of tube: 15 +
(PP 5018T) 8C04 — (480 |3 cm
3 001 096) Montaj giris i¢ cap / Int.dia.of the
( EVA ML50) montage entry: 15 £0,5mm
(-EVA7240)
CORRUGATED
(%50 PE - %50 EVA) Total uzunluk / Total length: 20+ 3 cm
Hortum uzunlugu / Length of tube: 15
4 (F212) 8C03—(480 |[3cm
001 19) Montaj giris i¢ cap / Int.dia.of the
(EVA- montage entry: 15,3 +0,5mm
H HAM 043)
KATETER Agirhk / Weight: 3 +0,2 gr
Uzunluk / Length:25,4+ 0,5 mm
MOUNT . S .
BUYOK Dirsek giris i¢ ¢ap / Int.dia. of the elbow
.. PP COPOLYMER entry: 12,2+ 0,3 mm
ADAPTOR / L .
5 1K25 22mm adptor giris dis ¢ap / Ext.dia. of
CATHETER
MOUNT the 22 mm adaptor entry:22 £ 0,2 mm
15mm adaptor giris i¢ cap / Int.dia. of
ADAPTOR the 15 mm adaptor entry:15 £ 0,2 mm
LARGE :
KATETER Agirhk / Weight: 1 £ 0,2 gr
MOUNT Uzunluk / Length:21,1+ 0,3 mm
KUOCUK Dirsek giris i¢c cap / Int.dia. of the elbow
6 ADAPTOR/ PP COPOLYMER 1K26 entry: 10,2 £ 0,3 mm
CATHETER 15mm hortum giris dis cap / Ext.dia. of
MOUNT the 15 mm tube entry:15,3 £ 0,3 mm
ADAPTOR
SMALL
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Agirhk / Weight: 3+0,2 gr
Uzunluk / Length:33,7 £ 1 mm
Elastomer kapak giris dis ¢ap / Ext.dia.
KATETR of the elastomer cap entry: 17 £ 0,5
MOUNT mm
7 DIiRSEK / PE 1668 1K23 Elastomer kapak o-ring giris dis ¢ap /
CATHETER Ext.dia. of the elastomer cap entry o-
MOUNT ring:20+ 0,5 mm
ELBOW Buyuk adaptor giris dis cap / Ext.dia. of
the large adaptor entry:12,3 £ 0,3 mm
Kuguk adaptor dis ¢cap / Ext.dia. of the
small adaptor entry:11 £ 0,3 mm
KATETER Agirhk / Weight: 1+ 0,2 gr
MOUNT MAVi Yukseklik / Heigth:15,3 £ 0,3 mm
PE 1668 . .
8 KAPAK / 1K24 Max-min dis cap / Ext.dia. of the max-
CATHETER min: 22, 3-24,4 mm
MOUNT BLUE Max-min i¢ ¢ap / Int. dia. of the max-
CAP min: 23-21,3 mm
KATETER Agirhk / Weight: 3,1+0,2 gr
MOUNT Yukseklik / Heigth:10 £ 0,3 mm
ELASTOMER SEBS Max-min dis ¢cap / Ext.dia. of the max-
9 KAPAK / 1K27 min: 20, 8 - 24, 2 mm
CATHETER (G100.A70.N) Max-min i¢ ¢cap / Int. dia. of the max-
MOUNT min: 16,5-17,8 mm
ELASTOMER
CAP
Agirhk / Weight: 5,85 gr £ 0,2 gr
Y-konnektor giris dis ¢ap / Ext. dia. Of Y-
. PP MH 418 Connector entry:15,35+ 0,2-0,1 mm
DIRSEK / . :
10 ELBOW 1511 Konnektor giris dis ¢cap / Ext.dia.of the
connector entry: 22,37 £0,04mm
i¢ parganin ic capi / int.dia.of the
connector inner piece:15%+ 0,3mm
PEDIATIRK / PEDIATRIC
| KONNEKTOR Agirhk / Weight: 4,75 gr + 0,8gr
. ) Uzunluk / Length: 48,5+ 1,5mm
PEDIATRIK / .. .
11 | | CONNECTOR HIPS — 1515 Hortum giris dis ¢ap / Ext. dia. of tube
PORENE HI 650 entry: 15,5+ 0,4mm
PED. R .
Konnektor giris ic cap / Int.dia.of the
connector entry: 21,85 £ 0,07 mm

KATETER MOUNT REFERANS - URUN ICERIGITABLOSU 1

RefNo Component No/ Komponent No

1 2 3 4 3 6 7 g 9 10 11
489 501 X X X X X X X
489 521 X X X X X X X
489 541 X X x x p:4 p:4 p:4
489 361 X X X
489 571 X X X
489 581 X X X

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA




Document No

KYS.TD.029/4

TECHNICAL FILE/TEKNiK DOSYA Revision No 19
BREATHING and ANAESTHESIA CIRCUITs
SOLUNUM VE ANESTEZi DEVRELERI Revision Date 07.10.2024
PRODUCT REF. NO/URUN REF NO: 48X XXX
Issue Date 01.08.2006
Page Number 25/35

2.6. THE RAW MATERIAL, MATERIAL and MACHINE for BREATHING INHALATION THREATMENT CHAMBER

REF NO: 489 641 / 489 641 S

PARCA
NO | PARCA ADI /THE HAMMADDE / KoDuU /
NAME of PART RAW MATERIAL PART OLCULER/ MEASURES
CODE
Son Urtin uzunlugu-acik / Length of finally
SOLUNUM product-open: 17,5 cm +/-1 cm
iINHALASYON Son Uriin uzunlugu-kapali/ Length of finally
CEMBERI / product-close: 10,8 cm +/-1 cm
1 BREATHING PE_S;_?ElENLLESS Konnektér dis cap (F/M) / Ext. dia. Of
INHALATION - connector(F/M) 22,0 £ 0,5 mm (ISO
THREATMENT fittings)
CHAMBER ideal boyutta gember hacmi / Ideally sized
Chamber Volume: 135 ml +/-5 ml
Son Urdn agirhgi / Final product weight: 35
gr+/-3gr

2.7. IPPB DEVRELERI iCIN HAMMADDE, MALZEME VE MAKINE / THE RAW MATERIAL, MATERIAL and MACHINE for IPPB

(Intermittent Positive Pressure Breathing) Circuits

O

Luer-Lock

DO —ddt—

= =

]
]

B B
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Luer-Lock

A: Dirsek/Elbow
B: Y Konnektor / Y Connector (Tek-Cift port/ Single-Dual port)
C: Koruge/Smoothbore/Ayarlanabilir hortum / Corrugated/Smoothbore/ExtandableTube(Adult-Pediatric)
D: Koruge/Smoothbore/Ayarlanabilir hortum / Corrugated/Smoothbore/ExtandableTube(Adult-Pediatric)
E: | Konnekt6r / | Connector (Adult-Pediatric)
J: Ekshalasyon Valfi 1 /Exhalation Valve 1

I : Ekshalasyon Valfi 2 /Exhalation Valve 2

K: Ekshalasyon Valfi Basing Tiipii / Exhalation Valve Pressure Tube (CH24)
L: Ekshalasyon Valf Tipii / Exhalation Valve Tube (CH18)

OD*ID:6*3.9 mm

mi

2.8. REF NO: 489 286/489 287/489 288/489 289/489 290/489 291

OD*ID: 8 *5.8 mm

Cizim 4 / Drawing 4

HAMMADDE / | PARCA KODU
NO | PARCA ADI /THE I
NAME of PART RAW MATERIAL | / PART CODE OLCULER/ MEASURES
Agirlk / Weight: 5,85 gr £ 0,2 gr
. PP-CO POLYMER Y konnektér giris dis cap / Ext. dia. Of Y-
1 A: DIRSEK / 1534 Connector entry:15,35+ 0,2-0,1 mm
ELBOW Y konnektor giris dis cap / Ext.dia.of the
connector entry: 22,37 £0,04mm
Konnektor i¢ parcasinin ic capi / int.dia.of the
connector inner piece:15+ 0,3mm
ADULT (S SDE
PE - EVA 001-S SDE Hortum uzunlugu / Length of tube: 80-160-
C/ D: KORUGE 002-S SDE 180 cm £5cm
(CORRUGATED . .
5 HORTUM / ADULT/PEDIATRI 003) Hortum dis cap-yetiskin / Ext. dia. Of tube:
CORRUGATED 9 PED.(SSDE |22,0+0,5 mm (Adult)
TUBE 005-S SDE Hortum dis cap pediatric Ext. dia. Of tube: 15,0
006-S SDE + 0,5 mm (Pediatric)
007)
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Plasti-med

TECHNICAL FILE/TEKNiK DOSYA
BREATHING and ANAESTHESIA CIRCUITs
SOLUNUM VE ANESTEZi DEVRELERI
PRODUCT REF. NO/URUN REF NO: 48X XXX

Document No KYS.TD.029/4
Revision No 19

Revision Date 07.10.2024
Issue Date 01.08.2006
Page Number 27/35

Hortum uzunlugu/Length of tube: 15+3cm / 25

FEA 578 N N VA-
RET 412 N TO1
uc)

065-480 001)

CORRUGATED YET-8C01 +5cm / 80— 100-180 - 160 +10cm / 200 cm
ADULT
(%83 PE - %17 (480001 003 | +15cm
> EVA) 0 —480001 |Hortum dis gapi-yetiskin / Ext. dia. Of tube:
F212 — 005-480 001 |22,0+0,5 mm (Adult)
. 013
EVA BOERALIS 480001 011)
CORRUGE
PEDIATRIC (4;%%3;:%322 Hortum uzunlugu/Length of tube: 15+3cm/
(%50 PE - %50 — 480001 25 +5cm /80 —-100 - 180 - 160 +10cm / 200
EVA) cm +15cm
024-480 001 . .
032-480 001 Hortumun dis capi-pediatrik / Ext. dia. Of tube:
F212 030) 15,0 £ 0,5 mm (Pediatric)
EVA BOERALIS
ADULT (S SDE Hortum uzunlugu / Length of tube: 80-160-
021-S SDE 180 cm £5cm
SMOOTHBORE | 022-S SDE Tgr;ur:]nr:laijaup)l;;/etl§kln/ Ext. dia. Of tube: 23,0
ADULT/PEDIATRI | 025-S SDE o . . .
Hortum i¢ cap-yetiskin / Int. dia. Of tube: 19,0
C 027) PED (S
SDE 023-S +0,5 mm (Adult)
Hortum dis cap-pediatrik / Ext. dia. Of tube:
SDE 024-S S .
SDE 028) 19,0 £ 0,5 mm (Pediatric)
Hortum i¢ cap/pediatric / Int. dia. Of tube:
15,5 + 0,5 mm (Pediatric)
ADULT
PVC Hortum uzunlugu / Length of tube: 15+3cm /
YET-8C07
(480 001 039 25 +5cm /80 —-100 - 180 — 160 +10cm / 200
C/D: (NP 3051 6012/ — 480001 cm +15cm
SMOTHBORE RMI-TW3B60T) Hortum dis cap-yetiskin / Ext. dia. Of tube:
041-480 001
3 HORTUM / 049-480 001 23,0+ 0,5 mm (Adult)
SMOOTHBORE 047) Hortum i¢ cap-yetiskin / Int. dia. Of tube: 19,0
TUBE FEA578 N N VA- +0,5 mm (Adult)
RET 412 NTO1
uC)
PEDIATRIC
PVC Hortum uzunlugu / Length of tube: 15+3cm /
25 +5cm /80 —100 - 180 - 160 +10cm / 200
(-NP 3051 6012B cm x15cm
/ RMI-TW3B60T) PED-8C08 | Hortum dis cap-pediatrik / Ext. dia. Of tube:
(480 001 063 | 19,0 £ 0,5 mm (Pediatric)
—480001 | Hortum i¢ cap-pediatrik/ Int. dia. Of tube: 15,5

+ 0,5 mm (Pediatric)
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C/D:
AYARLANABILIR
4 HORTUM /
EXTANDABLE
TUBE

Uzatilmis hortum uzunluk->Katlanms hortum /
Length of extended—>folded tube:

15+3cm -9 +1,5cm

25+5cm =16 £2,5cm

80+10cm —41+5cm

100£10cm —52+5cm

160+10cm - 68 +5cm

180+10cm —-76+5cm

200 cm £15cm—>85 + 8cm

480 001 109)

pp ADULT (S SDE
041-S SDE | Hortum dis cap-yetiskin / Ext. dia. Of tube:
042-S SDE 24,20 + 0,5 mm (Adult)
043) PED. (S | Hortum dis cap-pediatrik / Ext. dia. Of
SDE 044-S | tube:22,45+0,5 mm (Pediatric)
SDE 045)
Solunum hortumunun eksenel diiz ucu / Axial
plain end of breathing tube
Hortum dis cap-yetiskin / Ext. dia. Of tube:
23,0+ 0,2 mm (Adult)
Hortum i¢ cap-yetiskin / Int. dia. Of tube:22,00
+0,2 mm (Adult)
Hortum dis cap-pediatrik / Ext. dia. Of
tube:16,5 + 0,2 mm (Pediatric)
Hortum i¢ cap-pediatrik / Int. dia. Of tube: 15,3
+ 0,2 mm (Pediatric)
YET-8C09 | Uzatilmis hortum uzunluk->Katlanms hortum /
(480 001 077- | Length of extended—>folded tube:
480 001 079- | 15+3cm -9 t1,5cm
480 001 085- | 25t5cm =16 £2,5cm
480 001087- | 80+10cm —41+5cm
480001 088) | 100+10cm —>52+5cm
160+£10cm - 68 +5cm
0 o 180+10cm —-7615cm
(ASSE\F;AP\;A’ 15 200 cm +15cm->85 + 8cm
Hortum dis cap-yetiskin / Ext. dia. Of tube:
(PP-RB 4302) 24,20 £ 0,5 mm (Adult)
. Hortum i¢ cap-pediatrik / Ext. dia. Of
( EVA“:gﬁ;EALIS tube:22,45+0,5 mm (Pediatric)
PED-8C04
(EVA7240) (480 001 099 Solynum hortumun.un eksenel diiz ucu / Axial
-480 001101- | plain end of breathing tube
480 001 107- | Hortum dis gap-yetiskin / Ext. dia. Of tube:

23,0+ 0,2 mm (Adult)

Hortum i¢ cap-yetisikn / Int. dia. Of tube:22,00
+ 0,2 mm (Adult)

Hortum dis cap-pediatrik / Ext. dia. Of
tube:16,5 + 0,2 mm (Pediatric)

Hortum i¢ cap-pediatrik / Int. dia. Of tube: 15,3
+ 0,2 mm (Pediatric)
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YETIiSKIN/ADULT
E: | KONNEKTOR | CONNECTOR Agirlik / Weight: 6,1 gr £ 0,5gr
(VETISKIN) / ADULT Uzunluk /' L'ength: 49 + 1mm
5 Hortum giris dis cap / Ext. dia. of tube entry:
| CONNECTOR 1S29
(ADULT) HIPS 22,10 £ 0,04 mm .
(PORENE HI 650) Konnektér giris i¢ cap / Int.dia.of the
connector entry: 21,96+0,04mm
PEDIATRIK / PEDIATRIC
E: | KONNEKTOR | CONNECTOR Agirlik / Weight: 4,75 gr + 0,8gr
. ) PED. Uzunluk / Length: 48,5+ 1,5mm
(PEDIATRIK) / . .
6 | CONNECTOR 1515 Hortum giris dis cap / Ext. dia. of tube entry:
(PEDIATRIC) HIPS - PORENE HI 15,5+ 0,4mm
650 Konnektor giris ic cap / Int.dia.of the
connector entry: 21,85 + 0,07 mm
Agirlik / Weight: 13,0gr £ 0,5gr
Uzunluk / Length: 83,5+ 0,5mm
Dirsek Giris i¢c Cap/Dis Cap/Elbow Entrance
1522 Internal Diameter: (15.47 +0,037) mm x (22,00
Y Konnektor | £0.04) mm
cift Port/ Y | Tapa girisi(disi) i¢ cap / Plug entry (female)
Connector |inside diameter:7,7 £ 0,2 mm
Double port | Tapa(erkek) giris dis cap / Ext. dia. Of male
taps entry: 5,35+ 0,1mm
Konnekt6r giris ucu dis cap / Ext.dia.of the
7 B: Y-KONNEKTOR | PP-CO POLYMER connector entry: 22,10 £0,1mm
/Y- CONNECTOR Agirlik / Weight: 10,1 gr + 0,5gr
Uzunluk / Length: 73,5 £ 0,5mm
Dirsek Giris i¢ Cap/Dis Cap/Elbow Entrance
1S38 Internal Diameter: (15.47 +0,037) mm x (22,00
Y Konnektor | £0.04) mm
Tek Port/ Y | Konnektor giris dis ¢ap / Ext.dia.of the
Connector | connector entry: 22,10 £0,1mm
Single port | Tapa(disi) giris i¢c cap / Plug (female) inlet inner
diameter: (7,8 £ 0,1) mm
Konnektér Ucu Dis Cap/Connector Tip Ext.
Dia.: 22,00 £0,04mm
I: EKSHALASYON
VALFi 2/ -
8 EXHALATION PP (22M-22M/15F)
VALVE 2
J: EKSHALASYON
VALFi 1/
9 EXHALATION PP - (22M-22M/15F)
VALVE 1
K: EKSHALASYON
VALFI BASING
TUPU / CH 24: 8x5.8 mm +/- 0.3
10 EXHALATION PVC 2H02 Length: 180 mm +/- 10 mm
VALVE PRESSURE
TUBE (CH24)

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA
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L: EKSHALASYON
VALF TUPU / _
11 | EXHALATION PVC 2H01 (L:Snlfﬁ _61‘;’(')9:]2”: /+/1 oo;rzm
VALVE TUBE gth:
(CH18)

2.9. SOLUNUM DEVRESI- KORUGE SU TUZAKLI ISITICILI / BREATHING CIRCUIT-CORRUGATED WATER TRAP HEATED WIRE
489 001 —489 011 - 489 021 — 489 051 — 489 061 — 489 071
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BREATHING CIRCUIT- CORRUGATED HEATED WIRE INFANT

1-cap: 2-3-way connector 3- blank cap(neonatal): 4-neonatal extension tube(with connector): 5-blank cap: 6-heated
inspiratory tube(with connector): 7-heated expiratory tube(with connector): 8-heating wire cable: 9-120°elbow 10-circuit
connector: 11-humidification chamber: 12-limb (with connector): 13-straight connector: 14- straight connector(neonatal):
15-pressure measuring tube: 16- connector of pressure measuring tube 17- clip

—14
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BREATHING CIRCUIT- CORRUGATED WATER TRAP HEATED WIRE INFANT

1-cap: 2-3-way connector 3- blank cap(neonatal): 4-neonatal extension tube(with connector): 5-blank cap: 6-heated
inspiratory tube(with connector): 7-corrugated breathing circuit (with connector): 8-water trap: 9-heating wire cable: 10-
circuit connector: 11-120°elbow: 12-humidification chamber: 13-limb (with connector): 14-straight connector: 15-
straightconnector(neonatal): 16-pressure measuring tube: 17-connector of pressure measuring tube 18-clip

.._-' #l’

w .—E'“

=SS Eﬂmmmm]i: mel

o L :l ‘Fi_L; gfﬁjx | I,{[k:'
{ .

St

BREATHING CIRCUIT-CORRUGATED WATER TRAP HEATED WIRE ADULT / PEDIATRIC

1-cap: 2 y connector; 3- blank cap: 4- corrugated breathing circuit (with connector): 5-water trap: 6-heated inspiratory
tube(with connector): 7-heating wire cable: 8-circuit connector: 9- 120°elbow; 10-humidification chamber: 11-limb (with
connector): 12-hook: 13-straight connector: 14-clip: 15-90°elbow

e
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BREATHING CIRCUIT-CORRUGATED HEATED WIRE ADULT / PEDIATRIC

1-cap: 2-3-way connector 3- blank cap: 4-heated inspiratory tube(with connector): 5-heated expiratory tube(with connector):
6-heating wire cable: 7-circuit connector: 8-120°elbow: 9-humidification chamber: 10-limb (with connector): 11-hook: 12-

straight connector: 13-clip: 14-90°elbow:

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA




asti-med)

TECHNICAL FILE/TEKNiK DOSYA
BREATHING and ANAESTHESIA CIRCUITs

Document No KYS.TD.029/4

Revision No 19

SOLUNUM VE ANESTEZi DEVRELERI Revision Date 07.10.2024
PRODUCT REF. NO/URUN REF NO: 48X XXX
Issue Date 01.08.2006
Page Number 33/35
PARGCA ADI / THE NAME of | PARCA KODU HAMMADDE / RAW i
NO PART / PART CODE MATERIAL OLCULER / MEASURES
PP
1 Heated inspiratoy — Heated i POE (polyolefin elastomeri) | Length: 1,6 m
expiratory tube body Inner heating wire: Diameter: 22 M / 15 M (ISO 5356)
Enamelled copper wire
- Adult:
Circuit connector/ Limb Outside diameter size: 22 M (ISO 5356)
2 connector PP Infant
22 F connector (ISO 5356)
15 M connector (I1SO 5356)
- Height: 19,6
3 Cap PP Inner diameter:22
- Elbow 90°
Outside diameter size: 22 M / 15 M (ISO
o o 5356)
4 Elbow (90° - 120°) PP Inner diameter size: 15 F (SO 5356)
Elbow 120°
Inner diameter size: 22 F (ISO 5356)
- Hook diameter: 21 mm
> Hook PP Length: 95 mm
6 Clip - PP Clip diameter: 19 mm
7 3 way connector (infant) - PC Outside diameter size: 22 M / 11,5 M (ISO
5356)
- Outside diameter size: 22 M (ISO 5356)
8 Y connector PP Inner diameter size: 15 F (ISO 5356)
. - PP Length: 0,5 m
9 Limb body (tube) POE(polyolefin elastomeri) | Diameter:22 M /15 M
10 Blank cap - TPR Plug diameter: 7,5-7,8 mm
. - Tube length: 160 cm
11 Pressure measuring tube PVC Out diameter: 6,1 mm
Pressure measuring tube - Tube connection inlet diameter:3,34 mm
12 MABS . .
connector Y connector connection diameter:5,9 mm
13 Infusion pipe of - PVC Length: 130 cm
humudification chamber Outside diameter: 3,8 mm
14 Infusion plastic needle of - ABS Totat Length: 70 mm
humudification chamber Needle length: 34 mm
- Storage bracket: PP
15 Humidification chamber Heat conductuion base: Heat conductuion base diameter:122 mm
Aluminum
. - Outside diameter size: 22 M (ISO 5356)
16 Straigth connector PP Inner diameter size: 15 F (ISO 5356)
- Outside di ter size: 22 F—11,5M (ISO
17 Straigth connector(infant) PC 5;53) € dlameter size ! (
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3. PAKETLEME ve KOLILEME / PACKAGING and BOX
URUN TiPi / PRODUCT TYPE | BIiRiM AMBALAJ OLGULERI/ KOLi OLCULERi/ BOX
UNIT PACKING DIMENSIONS MEASURE KOLI iCi ADEDi / BOX | KOLIi AGIRLIGI /
UNIT BOX WEIGHT
SOLUNUM DEVRESI - 35%52 CM 40*40*36 CM
KORUGE ISITICILI YETiSKiN / 5 ADET 3,2KG
489 001
SOLUNUM DEVRESI-KORUGE 35*52 CM 40*40*36 CM 5 ADET 3,35 KG
SU TUZAKLI ISITICILI
YETISKIN/ 489 011
SOLUNUM DEVRESI-KORUGE 35*52 CM 40*40*36 CM 10 ADET 6 KG
ISITICILI INFANT — 489 061
SOLUNUM DEVRESi-KORUGE 35%52 CM 40*40*36 CM 10 ADET 6,2 KG

SU TUZAKLI ISITICILI INFANT —

489 071

4. TEST METODLARI/ TEST METHODS

TESTINS. NO /
No TEST TALIMAT NO NAME OF THE TEST / TEST ADI
1 . SOLUNUM SISTEMLERI BOYUTLARIN OLCULMESI TEST TALIMATI
B TEST INSTRUCTION for MEASURING DIMENSION OF BREATHING SYSTEMs
SOLUNUM VE ANESTEZi DEVRELERI I1SO 5356-1:2015 / ISO 5367:2014 TEST TALIMATLARI
2 KKB.TT.192 TEST INSTRUCTION for 1SO 5356-1:2015 / 1SO5367:2014 OF BREATHING SYSTEMs AND
ANAESTHESIA
3 KKB.TT.232 SOLUNUM URUN GRUBU MASTAR KONTROLU TEST TALIMATI / RESPIRATORY PRODUCT GROUP
B MASTER CONTROL TEST INSTRUCTIONS
a KKB.TT.247 SOLUNUM ve ANESTEZi URUN GRUBU PERFORMANS KONTROLU TEST TALIMATI / RESPIRATORY
B AND ANESTHESIA PRODUCT GROUP PERFORMANCE CONTROL TEST INSTRUCTIONS

Revizyon Tarihgesi:

Rev12 /28.07.2021 — Fatma KART: Spesifikasyon bashgi altinda yer alan tim Grin gruplarinin referans numaralari
tanimlandi. Tim komponentlere {riin grubu icerisinde tek tek numaralandirma yapildi. Madde 1.5 eklendi. Revizyon tarihgesi
eklendi. Tim riin gruplari icin, tirlin referans igerik tablolar Uretim departmaniyla yapilan calisma ile spesifikasyon igerisine

eklendi.

Rev13 /14.03.2022 —Emine KARAN: Madde 1.6 eklenmistir.

Rev14/21.11.2022- Damra OKUDUCU: Gézden gegirilmistir. Olii Bosluk eklenmistir.

REV15/22.02.2023-Damra OKUDUCU: Genel gdzden gegirme yapilip, iiriin gdrselleri eklenmistir. Dokiiman Tiirkce/ingilizce

yapilmistir.

Rev16/14.08.2023-Damra OKUDUCU:Y konnektor Uriin gorseli eklenmistir.
Rev 17/30.07.2024- Damra OKUDUCU: “ 2.7. IPPB DEVRELERI iCIN HAMMADDE, MALZEME VE MAKINE “ maddesine ait
gorsele Kve L (manifold giris-cikis tlibleri) gorselleri tanimlandi. Gérsellere ait olgller tabloya eklendi.

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA




Plasti-med

TECHNICAL FILE/TEKNiK DOSYA
BREATHING and ANAESTHESIA CIRCUITs
SOLUNUM VE ANESTEZi DEVRELERI
PRODUCT REF. NO/URUN REF NO: 48X XXX

Document No

KYS.TD.029/4

Revision No 19
Revision Date 07.10.2024
Issue Date 01.08.2006
Page Number 35/35

Rev 18/08.08.2024/Deniz Su Tezcan: Koaksiyel devrenin tablosunda makine ve tedarik¢i bolimu ayirilmistir. / In the table of
the coaxial circuit, the machine and supplier sections are separated.

Rev 19/ 07.10.2024/ Emine Aydin: Isitilici devreye ait bilgiler eklenmistir. / Information regarding the heater circuit has been

added.

PREPARED BY/ HAZIRLAYAN: QC / APPROVED BY/ONAYLAYAN: QA




		2024-12-23T13:06:46+0200
	Moldova
	MoldSign Signature




