Vitrex® Sterilance Press Il
Sterile Safety lancet

Technical Data Sheet - Vitrex Safety Lancet -Press Il

PRODUCT:

The Vitrex safety lancets are used to carry out skin punctures, in order to collect micro-samples of
capillary blood

e Sterile and disposable

e Safety lancets with activation button

e Ergonomic design case, created to provide a safe environment.

e Easyto use: easy use, 2-step operation and no charging

o Safety, after use the lancet retracts inside the case, avoiding accidents

Dimensions

e Llength:52,3 mm
e Width: 11,5 mm
e Bottom: 14,0 mm
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Vitrex® Sterilance Press Il
Sterile Safety lancet

Packaging

Primary packaging: 100 pcs
Transit packaging: 1000 pcs
Pallet: 98000 pcs

Technical Specs.

Colour Code Configuration  Penetration Depth Article No.  Application
Green . 1815 blade 1.8 mm 33213 Special baby care and maternity units for heel puncture
Turquoise . 305 needle 1.8 mm 38213 Low blood fiow, less pain
Purple . 2815 needle 1.8 mm JBE213 Low blood fiow, less pain
ellow () 266G needle 1.8 mm 384213 Diabetes clinicshospital wards for blood glucose monitoring
Blue @ G needie 1.8 mm 387213 As Yellow but for  mereased blood flow
Crange . 21G needle 2.2 mm 385213 Haemoglobin (blood banks), cholesterol, blood typing, coaguiation, blood gas
and other diagnostic fests
Pink . 2115 needle 2.8 mm 38213 As Orange but for thicker adult skin
Shelf life 5 years

MATERIALS:
The materials used to manufacture our Vitrex safety lancets are Medical grade:

Component Material

Needle Stainless Steel (06Cr19Ni10)

Shell ABS —QS-0613-017

Button HDPE-QS-0613-017
Print:

The terminology, graphic symbols and information applied to this medical equipment comply with
EN ISO 13485: 2012 and 9001:

PACKAGING:

The inner box is made of white cardboard and the outer carton is made of corrugated cardboard.
All products are packaged according to EN ISO 13485 for medical devices.
Each packet contains batch number, expiration date and sterilization information.

¢ An inner box contains 100 individual Vitrex safety lancet units
e One outer box contains 10 inner boxes

Inner Box
Length Width Height Quantity
13,5 9 7,5 100

The sizes in this table are expressed in cm.
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Vitrex® Sterilance Press Il
Sterile Safety lancet

Packaging:

Primary packaging: 100 pcs
Transit packaging: 1000 pcs
Pallet: 96000 pcs

Transit Pallet
packaging

Languages:

The labels contain 13 languages and comply accordingly to the European directive on medical
devices

Danish Swedish English Spanish German
French Italian Portuguese Russian Arab
Finnish Dutch Greek

Quality:

e Manufactured in accordance with ISO 9001: 2008 and ISO 13485: 2012

o Complies with Annex II, Section 4 of the Directive 93/42 EEC, ISO 13485: 2012 (Quality
Management System)

e Sterilization by gamma rays

CHARACTERISTICS

e Shelf life-time: 5 years
e Disposable
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Vitrex® Sterilance Press Il
Sterile Safety lancet

Techniniy duomeny lapas - "Vitrex Safety Lancet" - "Press II"

PRODUKTAS:

"Vitrex" saugos lankstai yra naudojami odos punkcijoms atlikti, siekiant surinkti kapiliary kraujo
mikro méginius

» Sterilus ir vienkartinis

» Saugos lankstus su aktyvavimo mygtuku

» Ergonomis$kas dizaino déklas, sukurtas siekiant uztikrinti saugig aplinka.
* Lengva naudoti: paprasta naudoti, dviem veiksmais ir be jkrovimo

» Saugumas, po naudojimo lancetas sugriebia korpuso viduje, vengdamas nelaimingy atsitikimy

Matmenys
¢ llgis: 52,3 mm

* plotis: 11,5 mm
* Apatinis: 14,0 mm
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Vitrex® Sterilance Press Il
Sterile Safety lancet

Packaging
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Transit packaging: 1000 pcs
Pallet: 98000 pcs

Technical Specs.

Colour Code Configuration  Penetration Depth Article No.  Application
Green . 1815 blade 1.8 mm 33213 Special baby care and maternity units for heel puncture
Turquoise . 305 needle 1.8 mm 38213 Low blood fiow, less pain
Purple . 2815 needle 1.8 mm JBE213 Low blood fiow, less pain
ellow () 266G needle 1.8 mm 384213 Diabetes clinicshospital wards for blood glucose monitoring
Blue @ G needie 1.8 mm 387213 As Yellow but for  mereased blood flow
Crange . 21G needle 2.2 mm 385213 Haemoglobin (blood banks), cholesterol, blood typing, coaguiation, blood gas
and other diagnostic fests
Pink . 2115 needle 2.8 mm 38213 As Orange but for thicker adult skin
Shelf life 5 years

MEDZIAGOS:
Medziagos, naudojamos Vitrex saugos lanktams gaminti, yra medicinos laipsnis:

Komponentas MedZiaga

Adata Stainless Steel (06Cr19Ni10)

"Shell" ABS —QS-0613-017

Mygtukas HDPE-QS-0613-017
Spausdinti:

Siai medicininei jrangai naudojama terminologija, grafiniai simboliai ir informacija atitinka EN 1SO
13485: 2012 ir 9001:

PAKUOTE:

Vidinis dézuté pagaminta i$ balto kartono, o iSoriné dézuté pagaminta i$ gofruoto kartono.
Visi gaminiai yra supakuoti pagal EN ISO 13485 medicinos prietaisams.
Kiekvienoje pakuotéje yra serijos numeris, galiojimo data ir informacija apie sterilizavima.
* Vidinéje dézutéje yra 100 individualiy "Vitrex" saugos lancety vienety
* Vienoje iSorineje dézutéje yra 10 vidiniy dézuciy

Vidinis dézuté

llgis Width Plotis Kiekis
13,5 9 7,5 100
Sios lentelés dydziai isreiskiami cm.
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Vitrex® Sterilance Press Il
Sterile Safety lancet

Packaging:

Primary packaging: 100 pcs
Transit packaging: 1000 pcs
Pallet: 96000 pcs

Transit Pallet
packaging

Kalbos:

Etiketése yra 13 kalby ir atitinka Europos direktyvg dél medicinos prietaisy

Danish Swedish English Spanish German
French Italian Portuguese Russian Arab
Finnish Dutch Greek

Kokybeé:

* Pagaminta pagal ISO 9001: 2008 ir ISO 13485: 2012
e atitinka Direktyvos 93/42 EEB Il priedo 4 skirsnj, ISO 13485: 2012 (Kokybés vadybos sistema)
o sterilizavimas gama spinduliais

CHARAKTERISTIKOS

¢ Galiojimo laikas: 5 metai
¢ Vienkartiniai
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