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Instruments manual treatment of instruments, aldehyde- and g.a.c. - free disinfectant (concentrate)

Instru Star

Medical product of the class Ilb, C€ 0481

Type of product;

Instru Star is an intensely cleaning, highly effective aldehy-
de- , phenol- and quaternary ammonium compound free
instrument disinfectant on the basis of an innovative, material
caring cocodiamine-compound for thermolable and thermos-
table instruments made of glass, china (porcelain), metal and
plastic Due to its excellent cleaning qualities Instru Star is
most suitable for the reprocessing of surgical and mini-
mal-invasive instruments as well as of endoscopes (cau-
tion with brass, copper and aluminium materials) and for
the use in ultra sonic baths (3% - 5 min). It is also a perfect
disinfectant for dental instruments.

Tested and released for material compatibility by two
leading endoscope manufacturers of the world: Karl Storz
(Germany) and Richard Wolf (Germany).

Tested according to the standard methods of the DGHM (Ger-
man Society of Microbiology and Hygiene), the EN-norms for
disinfection of instruments and according to the recommen-

dations of the Robert Koch Institute for the efficacy against
viruses.

Certification by University and Scientific Institutes expert
opinions:

Bactericidal, fungicidal, tuberculocidal incl M. Terrae,
myco-bactericidal incl. M.-Avium according to standard
method of the DGHM and DIN EN norms: (prEN 13624,
13727, 14348, 14561, 14562, 14563):

Hygiene Nord GmbH, Greifswald 2003
Standard method of the DGHM:

Prof. Dr. Werner, Schwerin 1996
Prof. Dr. Werner, Bischofshofen 2003
Prof. Kramer, Greifswald 2003
Efficacy against Mycobacterium avium:

Prof. Werner, Bischofshofen 2003
According to the DGHM-standard method:

Prof. Dr. Schubert, Frankfurt 1995, 1997
Prof. Dr. Wille, Giessen 1994
Efficacy against covered viruses:

BVDV (HCV)/ Vaccinia:

Dr. Steinmann, Bremen 2004

R AR L e e

Spectrum of effect:

us niger), tuberculocidal incl. M-ter-
{ rae, virus-inactivating (incl. HBV/HIV/
' BVDV HCV/Vaccinia), myco-bacterici-
dal (incl. M. avium), MRSA.
Main advantages:
+ highly effective with 0,5 %, 1 %
or 3 %; + without harmful emission

and smell; + pow-erful cleaning; +
very economical, + excellent material
compatibility, + biologically degra-
dable, + good skin tolerance with
unintended short-contact,

Active ingredients 100 gr contain:
10,0g Propanal,

22,5g Cocospropylendiammonium-

surfactants, corrosion inhibitors,
glycols, perfumes

/ borate, other ingredients: non ionic
I

1

i Chemical and physical data:

Appearance: clear, slightly amber
coloured fiquid
Density: circa 0,98 g / cm?
PH-value: circa 10
(of the concentrate)
PH-value: circa 9

(of the 1%-3% usage solution)
Available Sizes: C € 0481

2-litre bottle and 5-litre canister
(other filling units on demand)
Shelf life:

3 years

Reuse life:

until 14 days (depends on the degree
of soiling)

Shelf life:

3 years

Storage conditions:

do the product not expose to direct
sunlight.

Efficiency against HBV/HIV:

Dr. Steinmann, Bremen 1997, 2004
Prof. Dr. Frosner, Miinchen 1997
Efficiency against MRSA/2200/ATCC 15442

Dr. med H.-M. Seipp, HSK Wiesbaden 1997

Listed in the disinfection list of the German Society of Hygiene
and Microbiology (DGHM)

Bactericidal, fungicidal (incl, Aspergil-

()=
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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 InstruZym).

0,25% (2,5ml) concentrate + 99,75%  (997,5ml)
water - contact time 60 min

0,5% (5ml)  concentrate + 99,5% (995ml)
water - contact time 30 min

1% (10ml) concentrate + 99% (990mI)
water - contact time 15 min

3% (30ml) concentrate + 97% (970mlI)

water - contact time 5 min

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

Instruments manual treatment of instruments, aldehyde- and q.a.c. - free disinfectant (concentrate)

For ultra sonic bath:
water temperatures above 45 °C are to be avoided.

The operating and reprocessing instructions of the manufac-
turers have absolutely to be followed, especially the remarks
concerning cleaning, disinfection, rinsing, drying and storage.

The Instru Star 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.

Change of preparation:

Instru Star is not compatible with aldehyde containing
disinfectants. When you use it for the first time and when you
change the preparation all the instruments, accessories, the
tubs and the reprocessing equipments and the applications
aids have to be thoroughly cleaned and rinsed. For a better
cleaning we recommend our cleaner Instru Sol Forte.

-



INSTRU ZYM (koncentratas)

Enziminis ploviklis endoskopams ir chirurgijai

e

Produkto tipas

Instru Zym, tai tausojantis medZiagas enziminis valiklis,
nepaliekantis Zymiy ant apruo$iamy medicinos instrumentuy,
ypa¢ tinka kietiems ir lankstiems endoskopams, endoskopy
priedams, taip pat chirurginiams ir  ortopediniams
instrumentams. Specialiis, auk$to aktyvumo enzimai, sustiprinti
inovacings pavirsiy aktyviy medziagy sistemos, puikiai pasalina
kraujo, sekrety, detrity, audiniy ir riebaly liku¢ius.
Polisacharidus  tirpinantys  enzimai stabdo  bioplévelés
susidarymg.  Biopléveleé apsaugo, apgaubia pavojingus
patogeninius mikroorganizmus, kurie yra ypa¢ atsparus
dezinfektantams, sunkiai pasalinami.

Efektyvus, nepaliekantis pédsaky, greitas (2-3 min.) valymas,
antibakterinés ir prievirusinés savybés garantuoja optimalias
salygas efektyviai dezinfekcijai ir sterilizacijai.

Instru Zym apsaugo nuo koaguliacijos, ko pasekoje sumazéja
instrumenty gedimy, uZtikrinamas instrumenty ir jy judanéiy
daliy funkcionalumas. Puikios valomosios produkto savybés
uztikrina valyma be liku¢iy, tai ypa¢ svarbu siauriems
instrumenty priedams. Instru Zym neputoja ir puikiai tinka
naudoti ultragarso plautuvuose.

Pagrindiniai privalumai

- ekonomiskas dél mazy naudojamy koncentracijos;

-labai tausojantis medziagas, tinkanti net ir labai jautrioms
medziagoms;

- pH neutralus;

- pagerinta efektyviy valymo sistema, kurios sudétyje yra
plovikliy ir proteaziy ir amilaziy, $alinan¢iy ir skaidanéiy
proteinus, albumenus, riebalus, polisacharidus;

- efektyviai veikia, esant jvairioms vandens temperatiiroms,
Siltas vanduo (30-45°C) sustiprina plovimo savybes;

- apsaugo nuo biopleveles susidarymo ir sumazina naujy
mikroorganizmy atsiradima;

- bakterijas ir virusus veikiantys komponentai apsaugo laikant
suterStus instrumentus, bet nepakeicia dezinfektanto.

Dozavimas ir naudojimas

0,5-3% priklausomai nuo uZterStumo lygio. Kai instrumentai
valomi Instru Zym kiekviena kartg po panaudojimo 1-3%
koncentracija yra pakankama. Esant reikalui koncentracija gali
buti padidinta iki 5%. Darbiniai tirpalai gali biiti naudojami
pakartotinai, reguliariai juos atnaujinant. [prastomis salygomis
darbiniai tirpalai atnaujinami 1-2 kartus per dieng. Esant
ypatingam uZterStumui ir Zemai darbinio tirpalo koncentracijai,
rekomenduojama keisti tirpalg po panaudojimo.

Naudojimo sritis

Naudojama visose srityse, kur
plaunant medicininius instrumentus
reikalingas ypatingas krop$tumas,
plaunama merkiant arba
cirkuliacijos btidu arba ultragarso
plautuve.

Patarimai naudojimui

turi bati vadovaujamasi
instrumenty, endoskopy, endoskopy
priedy ir plovimo jrangos gamintojy
rekomendacijomis.
Ypatingg démesj reikia
plovikliy koncentracijai.

skirti

Instrumenty paruosimas:
Rankinis paruosimas, paruoSimas
ultragarsiniuose plautuvuose

merkti instrumentus po
panaudojimo. Visi pavir$iai ir angos
turi bati padengti ir uzpildyti.
Nuplauti instrumentus, atkreipiant
ypatinga démesj | instrumenty
gamintojy nurodymus. Instru Zym
puikiai veikia Siltame vandenyje.
Ultragarsiniuose plautuvuose,
vadovaukités nurodytu stiprumu
dazniu) ir ekspozicija. Vengti
auk3tesnés negu 45°C temperaturos
vandens. Po plovimo iSimkite
instrumentus ir dezinfekuokite juos
arba  kruops¢iai  plaukite juos
vandeniu, dziovinkit.ir
sterilizuokite. Dezinfekcijai
rekomenduotina naudoti Endo Star,
Instru Plus, Instru Extra arba Instru

Star.
Cirkuliacinis metodas:
merkti instrumentus po

panaudojimo. Vadovaukites jrangos
gamintojy rekomendacijomis.

Suderinamumas/vandens kokybe:

Instru Zym yra suderinamas su
bealdehidiniais dezinfektantais
Endo Star ir Instru Star. Maisyti
preparata su aldehidiniais
preparatais negalima, sunaikinami
enzimai. Nerekomenduojama
maisyti su anijoninémis pavir§iy

- 9
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aktyviomis medziagomis, taip pat ir su amfoteriniais plovikliais.
Rekomenduojama laikyti Instru Zym $altai, vengiant tiesioginiy
saulés spinduliy ir aukstesnés nei kambario temperatiiros. Instru
Zym yra efektyvus esant visy temperatiiry vandeniui, net ir
Saltame vandenyje. Siltas vanduo sustiprina valymo savybes.
Optimali vandens temperatiira yra 30-45°C. Darbiniy tirpaly
paruoSimui rekomenduojama naudoti geriamajj vandenj. Kai
geriamasis vanduo yra kietas, rekomenduojama naudoti
distiliuotg vandenj. Baigiamajam skalavimui prie§ vandens gary
sterilizacija, rekomenduojama naudoti pilnai deminiralizuota
raba distiliuota vandenj.

Cheminés ir fizikinés savybés:

Tankis: apie 1,030g/cm3 (skystis)

pH verté: neutralus

Spalva: skaidrus skystis, $viesiai gelsvos spalvos arba bespalvis

Toksikologiné informacija:

Umus toksiskumas. LD50: mazdaug 4,000 mg / kg kiino svorio
ziurkéms. Sis produktas nebuvo isbandytas toxicologiskai su
gyvinais. Verté buvo nustatyta pagal skai¢iavimo metodg ir
galioja tik koncentrato. Instru Zym néra pavojingas preparatas,
pagal pavojingy medziagy reglamenta. Instru Zym sudétyje nérg
org terSianciy substancijy. Néra nustatyta ribiniy ekspozicijos
verc¢iydarbo vietoje.

Papildomos pagalbinés priemonés:
Kalkelio piltuvélis

Kanistro pompa

Kanistro piltuvelis

Kanistro atidarymo raktas

Sudétis:
proteazeés, amilazeés, glikolis, nejoninés pavir§iy aktyviosios
medziagos, konservantai, kvapai, i§valytas vanduo.

Biologiné skaida:

Instru Zym labai gerai biologiskai suyra aplinkoje. Panaudoti
tirpalai gali baiti Salintos | nuotekyna. Biologinio valymo
irenginiams néra jokios Zalos. Pagal ES reglamenta,Instru Zym
néra klasifikuojamas kaip pavojingas aplinkai misinys.

Testy ataskaitos:

BVDV/Vaccinia:

Dr. Steinmann, Bremen, 2005

HBV/HIV:

Dr. Steinmann, Bremen, 2000

Biopleveleés naikinimas:

Dr. Seipp, HSK Wiesbaden, 1999

Bakteriocidinis poveikis pagal EN 1040: Dr. Hoffler-Techninés
mikrobiologijos institutas.

Fibriny $alinimas:

PEREG GmbH, Waldkraiburg, 2001

Pakuoté, zenklinta CE:
6-2 1 indai
2x5 | indai

Pastabos:

Sios rekomendacijos yra pagristos
moksliniais bandymais ir masy
Zziniomis. Daugiau rekomendacijy,
kaip, pavyzdziui, deél medziagy
suderinamumo, teikiami atskirai.
Misy rekomendacijos neatleidzia
miisy  klienty nuo  butinybés
iSnagringjus miusy produkty
tinkamumo numatytiems tikslams ir
programoms. Siuo atzvilgiu mes
negalime prisiimti atsakomybes.

Dirbant su koncentratu:

Laikyti vaikams neprieinamoje
vietoje. PATEKUS ] AKIS:Plauti
dideliu vandens kiekiu/Kreiptis |
gydytoja. PATEKUS ANT ODOS:
plauti dideliu vandens kiekiu

Instru Zym nér aklasifikuojamas
kaip pavojingas preparatas.

Vis délto rekomenduojame laikytis
jprastay apsaugos priemoniy darbui

su cheminémis medziagomis ir
déveti iprastus apsaugos priemones,
skirtas darbui  su instrumenty
paruo$imu.

C € — Notifying Body:

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 (371222223
info@meditalika.lt
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Instru iym

Complies with the requirements of the Robert Koch
Institute for the profound manual pre-cleansing.
Safe and economical.

Medical product of the class |, C€

Type of preparation:

Instru Zym is an enzymatic cleaner for the material caring,
residue free cleaning of medical instruments, especially of

flexible and rigid endoscopes, endoscope accessories as
well as of surgical and orthopaedic instruments. Special,
highly active enzymes, supported by an innovative system

surfactants, remove sediments of blood, secretions, detritus,
rest of tissues and fat. Polysaccharide-splitting enzymes
prevent bio-films, which harbour dangerous pathogenic

germs which are very difficult to eliminate and which

are extremely resistant to disinfectants. With an effective,

residue free cleaning in 2 - 3 minutes and its bactericidal

and virus inactivating qualities Instru Zym provides for the

optimal precondition for an effective disinfection and

sterilization. Instru Zym prevents coagulations and therefore

minimizes instrument failures and ensures the functioning

movable instrument parts. Important for endoscopes and

endoscopes accessories.

Tested and released for material compatibility by three

leading endoscope manufacturers of the world: Karl Storz
(Germany) , Richard Wolf (Germany), Pentax (Japan), Fujinon

(Japan).

Certification by University and Scientific Institutes expert
opinions (latest ones):
Micro-biological and virological expert opinions:

Vaccinia Virus and Bovine Viral Diarrhea Virus efficacy,

according to EN 14476

HygCen GmbH, Schwerin: 3% - 5 min. 2012
HBV/HIV inactivation:

Dr. Steinmann, Bremen 2000
Bactericidal according to EN 1040

Dr. J. Hoffler, Institute for Technical Microbiology 2002

Staphylococcus aureus, Pseudomonas aeruginosa
Tests for the cleansing properties:

Degradation of bio-film of Pseudomonas aeruginosa:
Dr. Seipp, HSK Wiesbaden 1999

Instruments manual treatment of instruments, enzymatic detergent (concentrate)

Spectrum of effect:

BVDV (HCV), Vaccinia, HBV, HIV,
prevents biofilms, anti-microbial (ef-
fective against all enveloped viruses)
Main advantages:

+ very material caring even with
sensitive materials; + ph value
neutral; + Supported by an effective:
system of surfactants proteases and
amylases split and suspend protein,
albumen, fat and polysaccharides; +
ideal for the reprocessing in the ultra
sonic bath, foamless; + effective
with all water temperatures, warm
water improves the cleansing effect
(30 - 45°C); + prevents bio films and
minimizes formation of new germs;

of

+ a bactericidal and virus inactivating
component protects while handling
with the dirty usage solution, but

does not replace disinfectants; +

economical through low usage

concentrations.

Chemical and physical date:

Appearance: slightly opaque,
slightly yellow

PH-value 18°-28°C: ca.58-7,0

Density 20°: 1,0250-1,0330

Ingredients:

Protease enyzmes, amylase enzy-

mes, glycols, non-ionic surfactants,

of

cationic surfactants, preservatives,
perfumes, cleaned water, corrosion
inhibitors.

Available Sizes:C €

1-litre bottle,

2-litre bottle,

5-litre canister,

150ml portion - bottle

(other filling units on demand)
Reuse life:

can be used several times, but
should be renewed 1 - 2 times a day
Shelf life:

2 years

Storage conditions:

do the product not expose to direct
sunlight.

Elimination of fibrins:

PEREG GmbH, Waldkraiburg 2001



nstruments manual treatment of instruments, enzymatic detergent (concentrate)

Dosage and usage: 0,5 - 3 % according to the degree of
soiling (2 - 3 minutes). If the instruments are cleaned after
each use with Instru Zym 1 - 3 % are sufficient. If nee-
ded, the concentration can be increased to 5 %. The usage
solution can be used several times, but has to be renewed
regularly. Under normal conditions the usage solution has

to be renewed 1 - 2 times a day. With extreme dirt and low
concentrations we recommend renewing the solution after
each reprocessing. With a dosage of 3% (5 minutes)
Instru Zym has also got disinfecting properties (but does
not replace a disinfectant).

3% (30ml) concentrate + 97% ( 970ml ) water — effective
time 2-3 minutes

3% (150ml) concentrate + 97% (4.850ml) water — effective
time 2-3 minutes

- 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.

Manual reprocessing, ultra sonic bath and circulation me-
thod:

Immerse instruments after use. All surfaces and hollows
must be covered and filled. Clean the instruments thoroughly
and pay attention to the instructions of the instrument ma-
nufacturers. With encrusting: let Instru Zym work preferably

with warm water The product is stable until maximal 50°C.
In the ultra sonic bath: stick to the given frequencies and
working time. Avoid temperatures above 45°C. Afterwards
take out the instruments and disinfect them. For disinfection
we recommend Endo Star, Instru Plus or Instru Star.
Instru Zym has also shown excellent results when used for
the cleaning of bed linen and laundry. Add 3-5% to the
pre-washing step at not more than 40°C and you will get
snow white and partially disinfected cloths.

Application hints:

The directions for use and the reprocessing guidelines of
the manufacturers of the instruments, the endoscopes, the
endoscope accessories and of the reprocessing equipments
have to be absolutely followed; especially the instructions
concerning the preparing measures for the cleansing proce-
dure.

For the disinfection we recommend Instru Plus, Endo Star,
Instru Plus forte or Instru Star.

Compatibility / Water quality: |
Instru Zym is compatible with the aldehyde free disinfec- ;
tants Endo Star and Instru Star. Intermixture with aldehyde
containing disinfectants does generally not make sense
because it would destroy the enzymes. Instru Zym is pre-
ferably to be stored cool. Storage temperatures above room
temperature and direct solar radiation are to be avoided.
Instru Zym is effective with all water temperatures, also
with cold water. Warm water accelerates the cleaning perfor-
mance. The optimal working temperature is between 30°C
and 45°C. Drinking water is necessary for the preparation

of the solution. If the drinking water is very hard, we recom-
mend distilled water.
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