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Instru Plus

Medical product of the class llb, C€ 0481

Type of product:

Instru Plus is a classical, well tried, highly effective instru-
ment disinfectant which has gained confidence among count-
less users. It is based on a special acetaldehyde formula with
quaternary ammonium compounds. The very good material
compatibility and the low usage concentrations allow the eco-
nomical repracessing of all thermostable and thermolable
instruments, especially of anaesthetic accessories, flexi-
ble endoscopes and endoscope accessories. Instru Plus is
suitable for the manual reprocessing by immersion and for the
ultra sound bath (3% - 5 min) as well as for the reprocessing
of flexible endoscopes with the circulation method in so called
half- and full automates. The excellent material compatibility
is confirmed by numerous references (also for acrylic layers).

Tested and released for material compatibility by three
leading endoscope manufacturers of the world: Karl Storz
(Germany), Richard Wolf (Germany), Pentax (Japan); test
results being expected soon by: Fujinon (Japan ).

Tested according to the standard methods of the DGHM
(German Society of Microbiology and Hygiene), the EN-norms
for disinfection of instruments (prEN 13624, prEN 13727,
14348, 14561, 14562, 14563) and according to the recom-
mendations of the Robert Koch Institute for the efficacy
against viruses.

Certification by University and Scientific Institutes expert
opinions:

Bactericidal, fungicidal incl. Aspergillus niger, tuberculo-
cidal incl M. Terrae, according to the standard method of
the DGHM and EN norms:

(prEN 13624, prEN 13727, 14348, 14561, 14562, 14563):
Hygiene Nord GmbH, Greifswald 2004
Virucidal quantitative suspension test EN 14476

Polio + Adeno: 3% - 15 min

HygCen GmbH, Schwerin 2009
Efficacy against covered viruses:

BVDV/ Vaccinia (1% - 15 min):

Dr. Steinmann, Bremen 2004

Instruments manual treatment of instruments, aldehyde based disinfectant (concentrate)

Spectrum of effect:

Usage concentrations according to
DGHM/VAH (incl. M. terrae): sporici-
dal, effective against non-enveloped
viruses: Polio + Adeno (3% - 15 min),
Papova/SV40 (5% - 10 min), Parvo
(3% - 120 min), effective against all
enveloped viruses: DHBV/HBV (2% -«
15 min), BVDV/Vaccinia incl. HIV/HCV
(1% - 15 min)

Main advantages:

+ highly effective with 1,2 or 3 %; +
pleasant smell; + powerful cleaning;
+ very economical, + excellent
material compatibility, + biologically
degradable, + good skin tolerance
with unintended short-contact.
Active ingredients 100 gr contain:
5,72¢g Formacetal,

3,50g Ethandial (Glyoxal),

0,95g Formaldehyde (Methanal),
4,90g Glutardialdehyde (Penthandial),
3,50g Alkyldimethylammoniumetho-
sulfate, other ingredients: surfac-
tants, corrosion inhibitors, preservati-
ves, ph-value regulators.

Available Sizes: C € 0481

150mi portion bottle, 2-litre bottle
and 5-litre canister (other filling units
on demand)

Chemical and physical data:
Appearance: clear, green liguid

Odour: aromatic, aldehyde like
Density: 1,047 - 1,057 g/ cm?
nD20: 1,365 - 1,370
PH-value:  4-5

PH-value of the 1%-usage solution:
ca. 7

Shelf life:

3 years

Reuse life:

until 14 days

(depends on the degree of soiling)
Storage conditions:

do the product not expose to direct
sunlight.

K&



Instruments manual treatment of instruments, aldehyde based disinfectant (concentrate)

Parvo (screening test):

Eurovir, Greifswald 2004
Efficiehcy against uncovered viruses:

Adeno 2% - 15 min, Papova, (SV40) 2% - 120 min

Dr. Steinmann, Bremen 2005
Virucidal quantitative suspension test EN 14476
Simian virus SV 40 (Papova virus): 5% - 10 min

HygCen GmbH, Schwerin 2011
Tuberculocidal test report (Mycobacterium terrae ATCC
15755; 2% - 15 min)

PD Dr. med. F.- A. Pitten, Giessen 2006
Tuberculocidal test report (Mycobacterium terrae ATCC
15755; 2% - 15 min; 3 % - 5 min)

Hygiene Nord GmbH, Greifswald 2004
Test report on DHBV/Hepatitis B efficacy (2% - 15 min)
Dr. med. Vet. 0. Thraenhart, Luckenwalde 2005

Dosage and usage:

to be diluted in distilled or at least drinking water (best: 20-
25°C) Immerse the instruments immediately after use. All
surfaces and hollow spaces have to be covered resp. filled.
Pay attention to the application concentrations and the wor-
king times. Take out the instruments, rinse them thoroughly
with water and dry them.

Before the disinfection the instruments have to be cleaned
(preferably with the enzymatic cleaner Instru Zym).

Usage concentrations according to DGHM/EN (incl. M.terrae,
M. Avium, A. Niger):

1% (10ml) concentrate + 99% (990ml) water,
effective time 1 hour

2% (20ml) concentrate + 98% (980ml) water,
effective time 30 min

3% (30ml) concentrate + 97% (970ml) water,
effective time 15 min

3% (150ml) concentrate + 97% (4.850ml) water —
effective time 15 min

- for this quantity we offer a 150ml bottle; the user simply
pours the contents of the bottle into an empty standard tub
of 5 litres volume and fills then the tub up with water
until the 5 litre mark (with 4.850ml water) avoiding
like this problems and complications with the dosage
procedure.

For cold sterilisation: 5 % - 5 hours.

Drinking water can be used for the final rinse if it does not
contain pathogen germs, otherwise distilled water. If the wa-
ter is very hard or if its chloride content is high, we recom-
mend for the final rinse fully desalted water.

The Instru Plus usage solution does not loose its efficiency
in the presence of protein (blood) and can therefore be used
several times. When immersing well pre-cleaned instruments
the solution can be effective at least until 7 days. However, if
the solution becomes turbid it should be changed (the effec-
tiveness can be tested with formaldehyde test strips).
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Top off Alpha
servetélés pavirSiy valymui ir dezinfekcijai be alkoholiy

[la klasés medicinos priemoné, CE 0481
Artikelio numeris: 50636 (150 servetéliy dezutéje)
Artikelio numeris: 50637 (150 servetéliy papildymo pakuotéje)

Priemonés tipas:

Top Off Alpha yra paruostos naudoti higieninés servetélés mazy drégnam §luostymui atspariy
medicinos prietaisy pavirsiy ir objekty valymui ir dezinfekcijai. Servetélés yra paruostos naudoti,
ju sudétyje néra alkoholiy. Sios servetélés pasizymi trumpu ekspozicijos laiku ir geru medziagy
suderinamumu, jos tinkamos poliakrilo stiklui.

Produkto privalumai:

- nesudétingai naudojamos servetélés

- greitai ir efektyviai veikia bakterijas, grybelius; efektyvios prie§ apvalkalétuosius virusus (jsk.
HBV/ZIV, HCV/Vaccinia)

- pasizymi geromis valymo savybémis

- ekonomiskos naudoti

- geras medziagy suderinamumas

- tinka akrilo stiklui

Naudojimo sritis:
tinka visiems drégnam $luostymui atspariems medicininiy priemoniy ir objekty pavir§iams

medicininéje aplinkoje.

Naudojimas ir dozavimas:

bakteriocidinis, fungicidinis poveikis pateiktas bandymu, atlikty pagal DGHM/VAH protokoluose,

efektyvus pries visus apvalkalétuosius virusus pagal Robert Koch Instituto rekomendacijas.

Kontakto laikas: 1 min.
Nedozuojamos, servetélés paruostos naudoti.

Bandymuy protokolai:

Pavir§iy dezinfekcija pagal DGHM/VAH:
Hygiene Nord GmbH, Greifswald, 2004
Prof. Dr. Schubert, Frankfurt, 2005
Efektyvumas pries BVDV/HCV:

Dr. Steinmann, 2005

Sudétis:

100 gramy impregnavimo skys¢io sudetis:

0,2 g Polyhexamethylenbiguanidhydrochloride 2;
0,64 g Didecyldimethylammoniumchloride 2:

Pateikimas (pakuoté):
1. 150 serveteliy ritinys supakuotas dozavimo dézuteje.
2. 150 serveteliy papildymo pakuoté

Toksikologiniai duomenys:
Umus toksiSkumas (impregnavimo skyscio): LD 50=10500 ml/kg ziurkéms per burna

’J;) =



Cheminés ir fizikinés savybeés:
Impregnavimo skyscio:
Tankis, esant 20°C: 0,99 — 1,015 g/kub.cm

Démesio: po kontakto su oda arba akimis, gausiai skalauti vandeniu.

Rekomendacijos dél musy gaminamos priemonés parengtos vadovaujantis moksliniais tyrimais ir
ziniomis. Kitos rekomendacijos, kaip pavyzdziui dél medziagy suderinamumo gali biti teikiamos
atskirai. Misy rekomendacijos neatleidzia misy klienty nuo jy atsakomybés iSnagrinéti miisy
produkty tinkamuma numatytiems tikslams ir pasirinktai paskiréiai. Siuo atveju negalime prisiimti
atsakomybés.

C €0481 - Notifikuota jstaiga:

ECM Zertifizierungsgesellschaft fiir Medizinprodukte in Europa mbH, Bismarckstr. 106, 52066
Aachen, Germany

Gamintojas:

Laboratorium Dr. Deppe GmbH
Hooghe Weg 35

D-47906 Kempen

Vokietija

Tel.: +49-21 52-5565-0
export@dr-deppe.de

Platintojas: L. R. Tamulio firma “Meditalika™
Radvily Dvaro g. 4. LT-48320 Kaunas, Lietuva.
Tel.: 8 (37)2222 23

info@meditalika.lt
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Top Off wipes
Alpha Guard GF

sensitive wipes

Medical product of the class lla, C€ 0481
Type of product:

Hygienic ready-to-use wipes for the cleaning and disinfection

of surfaces of medical devices and medical device equip-

ments. They are very economical due to the use of re-fill-bo-
xes. The wipes are lint-free, made of polypropylene, not sticky,
do not dry up and leave no visible residue. They are perfect for

small surfaces and small equipments.

The unfolded size of each wipe is 15x18¢cm
(polypropylene, 25 g/m?)

The microbiological efficacies of both wipes (alcoholic and
non-alcoholic) have been successfully tested by the 4-field-
test according to prEN 16615 (2013) with wipes used 30

minutes after opening of the pouch and after 28 days.

TOp Off XXL wipes
Alpha Guard GF

sensitive wipes

Medical product of the class lla, C€ 0481
Article number

Type of product:

- hygienic ready-to-use wipes for the cleaning and
disinfection of surfaces and equipments

- for alcohol sensitive surfaces use the Alpha Guard GF
Sensitive Wipes (1 min.)

- for alcohol resistant surfaces use the Top Off XXL wipes
(30 sec.)

- size of the wipes: 26 x 28 cm (42g/m?)

Ingredients and spectrum of effect:

For Top Off: see Spray Off N Em
For Top Off Alpha: see Alpha Guard GF |
Main advantages:

efficacy proven by 4-field-test; highly ’I
effective, quick, pleasant smell, al-
dehyde free, good skin tolerance with Em

short contact times, lint free.

Available sizes: E, |
150 wipes box !
150 wipes re-fill-package

Shelf life: %’

3 years

Note for Top Off wipes:
be careful with alcohol sensitive
materials and surfaces.

—r L) Storage conditions:
Do the product not expose to direct

sunlight.

Ingredients and spectrum of effect:
Top Off XXL: see Spray Off N

Alpha Guard GF Sensitive:

see Alpha Guard GF

Main advantages:

{

+ highly effective; + quickness (Top
Off XXL: 30 sec; Alpha Guard GF
Sensitive: 1 min.) + pleasant smell,
+ gentle on instruments; + aldehyde
free (Top Off XXL); + alcohol and
aldehyde free (Alpha Guard GF Sen-
sitive); + good skin tolerance with

G [ el

= figerey short contact time; + lint free
Available sizes:
1 bucket + 1 pouch x 70 wipes

i
g

|
. |
. B
S === 6 refill pouches x 70 wipes
= == l e p
== %-':? == Shelf life:
. } 3 years
b : [
4 1

- type of tissue: polypropylene
- the microbiological efficacies of both wipes (alcoholic and

nan-alcoholic) have been successfully tested by the /O ‘I

4-field-test C



Spray Off Viruguard servetélés

I1a klasés medicinos priemoné, CE 0481

100% biologiskai skaidzios servetélés, impregnuotos Spray Off Viruguard, 15x20cm
Priemonés tipas:

Spray Off Viruguard servetélés yra greito poveikio paruosta naudoti dezinfekcinés serveteles,
skirta valyti alkoholiams atsparius pavir$ius ir objektus.

Spray Off Viruguard servetélés paruostos naudoti, labai greito poveikio impregnuotos serveteles
alkoholiams atspariy pavirsiy ir objekty dezinfekcijai valant. Spray Off Viruaguard servetélés
paruostos naudoti labai greito poveikio alkoholiams atspariy pavir$iy ir objekty dezinfekcijai
medicininéje aplinkoje. Ypac¢ tinka greitai dezinfekcijai atlikti tarp procediiry ir operaciju, kai
numatytas trumpas laiko tarpas.

Produkto privalumai:

- paruostos naudoti impregnuotos servetélés

- sudétyje néra aldehidy

- greitas ir efektyvus poveikis

- veikia bakterijas, mieles. tuberkuliozés sukeléjus (jsk. M.ferrae), mikobakterijas (isk. M. avium),
grybelius (isk. A. brasiliensis)

- veikia visus apvalkalietuosius virusus: BVDV/vaccinia (jsk. HCV, HBV/ZIV)

- veikia neapvalkalietuosius virusus: Adeno, Polyoma/S40, Polio ir Noro virusus

- efektyvi prie§ MRSA

- malonaus kvapo

- geras medziagy suderinamumas su jautriomis medziagomis

- atsargiai su alkoholiams jautriais pavirSiais, tokiais kaip akrilo stiklas

- testuota pagal standartinius DGHM/VAH ir Robert Koch instituto rekomendacijas dél poveikio
virusams

Naudojimo sritis:

Visiems alkoholiui atspariems pavir§iams ir objektams, medicinos priemonéms, esan¢ioms pacienty
aplinkoje klinikose, gydytojy kabinetuose, ambulatorijose, slaugos ir socialinés globos jstaigose.
Naudojimas:

Spray Off N Viruguard servetélés yra paruostos naudoti. Dezinfekuojami pavirsiai ir objektai turi
buti pilnai sudrékinti. Kontakto laikas — 60 sek.

Kontakto laikai:

Veiksmingumas Pilnai sudrékinus
Pagal VAH/DGHM:

Bakterijoms, mieléms, jsk. MRSA 60 sek.
Tuberkuliozés sukelejams (isk. M. terrae) 60 sek.
Mikobakterijoms (jsk. M. avium) 60 sek.
Grybeliams (A. brasiliensis) 5 min.

Nurodytas priesvirusinis poveikis (pagal DVV):

BVDV/Vaccinia (jsk. HBV, HCV, ZIV) 60 sek.
Virusams: 5 min.
Noro virusai 5 min.
Polio/Adeno 5 min.
Polioma/SV 405 min. 1 min.



Testy ataskaitos:

Pavirsiy dezinfekcijai pagal standartinius VAH metodus:
HygCen GmbH, Schwerin,2015

IKI GmbH, Giessen, 2014

Efektyvumas pagal EN 13624, EN 13727 ir EN 14348:
HygCen GmbH, Schwerin,2015

Efektyvumas prie§ M.avium/M.terrae:

HygCen GmbH, Schwerin,2015

Efektyvumas prie§ HVDV (HCV)/ Vaccinia:

HygCen GmbH, Schwerin, 2015

Efektyvumas prie§ virusus pagal EN 14476 (Polio/Adeno/Noro/SV40):
HygCen GmbH, Schwerin, 2015

Efektyvumas pagal 4 ploteliy tyrima pr EN 16615:
HygCen GmbH, Schwerin, 2015

Efektyvumas prie§ grybelius apgal EN 13624

HygCen GmbH, Schwerin, 2015

Sudétis:

100 g sudetis:

Aktyviosios medZziagos: 63.5 g etanolio

0,05 g didecildimetilamonio chlorido

Kiti ingredientai: nejoninés pavirsiy aktyviosios medziagos, pH reguliavimo medziagos, tirpikliai
Cheminiai ir fizikiniai duomenys:

pH: 9,5-10,8

tankis, esant 20°C:  0,8829-0,8929 g/kub.cm
Refrakcijos indeksas: nD 20: 1,3586-1,3686
Toksikologiniai duomenys:

Umus toksiskumas:

LD 50>2000 mg/kg ziurkéms per burng

Vieting tolerancija:

gera odos tolerancija, esant trumpam kontaktui

Galimos pakuotés: €€ 0481

48 servetélés pakuotéje

150 serveteliy pakuotéje

Galiojimas: 3 metai

Naudojimas po pirmojo pakuotés atidarymo: 12 ménesiy

Gamintojas:

Laboratorium Dr. Deppe GmbH

Hooghe Weg 35

D-47906 Kempen

Vokietija

Tel.: +49-21 52-5565-0

export@dr-deppe.de

Platintojas: L. R. Tamulio firma “Meditalika™
Radvily Dvaro g. 4. LT-48320 Kaunas, Lietuva.
Tel.: 8 (37) 222223

info@meditalika.lt

-
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