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TECHNICAL DATA SHEET
PRODUCT: |Acute Thoracic Set ( Thoracic/Spinal Surgery)
Description of Product: Acute Thoracic Set ( Thoracic/Spinal Surgery)
Raw Materials: SMS
Product Colour: Medical Blue
Reference Code: HP03009001
Weight in Grams: 43 gsm
Package: Flat Pouch
Product: MDR Manufactured in accordance with (EU) 2017 / 745 Annex XI Part A. Products and materials used do not contain metal.
Technical Documentation Technical Drawing
Acute thoracic set (thoracic/spinal xurg!ry]
1 |in the absorbent area 65 x 85 cm (= 5 cm), made of viscose 40g/m2 and polyethylene 80145 cm Pe+Nw. 1
2 polyester or SMS. 20x25 cm Seliiloz 6
3 1 : Peri 1 20x40 (*5cm), ke f 20x40 e 1
EC CERTIFICATE (CE 2696) &7 pes- Support or velero tubes 25 % 30 e (= 2em) 2530 em 2
CERTIFICATES 1SO 13485:2016 1 pe.: Sheet with adhesive border - 75 x 75 cm (= 5 cm), Triple layered on the entire surface: 2)
comfort layer for the patient, made of cellulose or
MDR (EU) 2017/745 5 |polypropylene, b) p layer at least 40mem thick, ¢) viscose absorbent layer 7575 cm SMs 1
at least 20g/m2, with impregnated adhesive edge (double-sided glue will not be accepted), the
adhesive edge applied directly to the edge of the field to avoid ion of liquids.
6 |1 pe.: Defibrillator bag, 30 x40 cm (+ Zem), ransparent, with glue, removable 30x40 cm Pe(geffaf) 1
2 pes.: Surgical ribbons — 10 x50 em (= 5
7 |em). From 2 layers: a) waterproof polyethylene minimum 25mem thick; b) polyester absorbent
40g/dm2; with glue all over the surface 10%50 cm SMS 2
1pc.: Chest sheet minimum 200,300 x 330cm (= 2Zcm), incision area 35 x 65cm (+2cm). Integral,
ENISO 13485 EN1S0 10993-10 vaterproof, three-layer field on the entire surface, in the critical area 50 x 140 cm (£ 5 cm)
ENISO 11135 1SO 11737-1 composed of at least 4 well-defined layers: a) comfort layer for the patient made of viscase at least
g |208/m2;b) minimum waterproof polyethylene layer
ENISO 137951 ENISO 1041 40 mem thick, c) reinforced polyethylene layer at least 40 mem: d) super absorbent viscose layer
EN IS0 15223-1 EN 1SO 11607 ini 50g/m2. incision film, i channels for fixing the tubes, at least 4
STANDARDS | Eniso ranse. EN 150 14001 o e e o . Rotamenes ooyt e || sooisomanoem | s .
EN IS0 10993-1 EN I1SO 9001 1pe: table field. di 150 x 240cm (+ 2cm), absorbent area minimum
70
EN IS0 14971:2019 9 znmx:m_ composed of at least 2 Iaye:rs a) polyethylene layer of at least 50 mcm thickness: b)
EN IS0 14698-2 viscose rbent layer, 0 g/m? *Qualification 200%240 PetNuw 1
EN ISO 10993-5 10 Sterilization wrap 100x100 cm SMS 1
r
INSTRUCTION It is used to prevent infections by creating a barrier J V'
FOR USAGE between sterile and non-sterile areas.
- 4
EXPIRY DATE 5 YEAR SHELF LIFE
MEDIKAL TEKSTIL
o~ . VE TiC. LTD. §7I,
. 0 - edesi No:23 ) _Ofuzei
. 0342 341 §066 raks TN e
ic.Sicil No: 40345 SUBURCY v,
All sizes have % 2 cm tolarance
Label Information Package Information
- Article number,
- Lot number,
- Manufacturer, The products in the sterilization bag are double-packaged to reduce all risks during transportation. Double packaged products are put
- Production date, into MHK's standard sized carton; dimensions are as follows:
- Expiry date, Height = 45 cm; Length = 60 cm ve Width = 40 cm.
- Single use,
- CE Mark
- Other customer requests
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