Névod k pouZiti €. 499

Postup pro &isténi, dezinfekei, kontrolu,
sterilizaci a skladovani nesterilné dodavanych
nastroju a souprav

1/ Zakladni upozornéni

« Spinavé, nesterilni nebo pokozené néstroje nelze v 4dném piipadé pousit.

« Kazdy ndstroj musi byt pred pouzitim zkontrolovan, pokud zji§téno poskozeni, nepouzivat.

« Néstroje nesmi byt upravovany ani jinak zpracovavany.

« Pfi manipulaci s néstroji, ktery ma ostré hrany nebo hroty, je tfeba dbat zvysené pozomosti pfi
pouiti ochrannych rukavic hrozi nebezpedi poskozeni.

« Po &iténi/dezinfekci/sterilizaci je nutné zkontrolovat dostate¢nou ostrost feznych ploch, raspli a
dalSich feznych ndstrojo.

« Néstroje je tfeba po &isténi zkontrolovat, zda na nich nejsou zbytky kosti/tkani nebo télnich tekutin.
Pokud jsou zbytky zfetelné, je tfeba &isténi opakovat.

« Néstroje nesmi byt vystaveny pdsobent ldtek obsahujici chlor nebo fluor.

« Néstroje nesmi byt umistovany do fyziologickych roztokd, protoze pii del$im pdsobenim Ize
ocekavat korozi a zmény povrchu.

« U néstrojd z titanu nebo titanovych slitin je treba brét zfetel na to, Ze jsou nachylné ke zméné barvy
zpUsobené nedistotami z vodni pry a zbytky Eisticich prostfedkd, které vytvareji rdznobarevné
povrchy vrstvy oxidovych usazenin. Tyto vrstvy oxidu mohou po opakované sterilizaci ztmavnout a
zhor3it &itelnost objednac &islo, LOT &i SarZe (viz kapitola 3. Materidly).

« Viechny povrchy musi byt pristupné sterilizaénim prostredkdm.

« Flash sterilizace je moznd pouze u nebalenych ZP uréenych k okamzitému pouziti.

« Viechny zavazné nedostatky, ke kterym doslo v souvislosti s néstroji dodanymi firmou BEZNOSKA,
sr.0., je treba neprodlené nahlasit na adrese mailbox@beznoska.cz

« Néstroje firmy BEZNOSKA, sr.o. musi byt likvidovany v souladu s ndrodnimi a mezindrodnimi
predpisy.

« Za Vlastni proces &isténi, dezinfekce, kontroly, sterilizace a skladovani nastroji ma odpovédnost
poskytovatel &ili nemocnice.

2/Jak nepostupovat

VEechna rezidua, které se pichyti a zaschnou na néstrojich vedou ke korozi. Také vystavovani nastroj0
vlhkosti del3i dobu vede k jejich poskozenit

Moznd polatedni a daléi poskozent a jejich priciny:

Vyskytujici se poskozeni

Krev, hnis, sekret, zbytky tkdné, zbytky Koroze, rezivén

kosti

Solny roztok, jodova tinktura, nevhodnd
voda, nevhodnd a/nebo nespravné
poutzita &istici ¢inidla a dezinfekce

DUlkova koroze, odbarveni

Kontaktni koroze, destrukce povrchu
materidlu, odstranéni oxidové vrstvy,
coz vede ke zvy$ené nichylnosti ke
korozi

Ocelova draténka, ocelovy kartdd

Kontakt mezi nastroji z riznych kovd Kontaktni koroze

Rezné povrchy se tupy, poskozuji se

Poskozené &i tupé Fezné nastroje o A f
a zvysuje se nachylnost ke korozi

Poskozeni néstrojl, zvI4sté feznych
povrch a zvy3uje se ndchylnost ke
korozi

Vzéjemny kontakt néstrojd

plast se mZe zdeformovat a zni¢it.

DoleZité upozoméni:

Néstroje se nikdy nesmi &istit kovovym nebo ocelovym kartdéem nebo dréténkou. Zadné nastroje
nesmi byt vystaveny teplotdm vyS§im neZ 134°C.

4/Odpovéd vy .

« Zajituje vysoce sterilni operaéni podminky

« Zajistuje sterilitu pouzivanych nastroj

« Zajituje kompletnost a funkénost nastrojd pro implantaci

« Zaji$tuje pouiti instrumentaria dodané vyrobcem

« Zajituje pouiti néstroje pro Uéel, ke kterému je uréen

« Zajituje, Ze néstroje nebudou upravovany & prepracovény

« ZajiStuje, Ze pouzivand zafizeni pro &isténi/dezinfekci/sterilizaci jsou pravidelné servisovéna a
kontrolovana:

» Zafizeni by méla odpovidat normé ISO 15883 a nést oznaceni CE

» PouZiti programu, ktery je vhodny pro dané néstroje

» PouZiti sterilni vodly, vody s nizkym obsahem mikrob (max. 10mikrobd,/ml) nebo vody s nizkym
obsahem endotoxin (max. 0,25 endotoxinovych jednotek/ml - &i$téna voda, vysoce &isténd
voda)

» PouZiti k susent filtrovany vzduch

« Zaji$tuje pouZiti vhodného myciho detergentu pro kovové a plastové néstroje (viz kapitola 3.
Materidly)

« Zajituje, Ze pfi manipulaci s kontaminovanymi nebo potenciélné kontaminovanymi néstroji budou
dodrZovana obecné uzndvand bezpednostni upozoméni jako je poutiti ochrannych pombcek -
odév, rukavice, prezivky, ochranné bryle, respirator

« Zajituje dodrzeni pravnich predpisd tykajici se hygieny, které plati pro dany stat

« Zajituje monitorovani a zAznam nastavenych steriliza¢nich parametrd.

5/ Predsterilizaéni pfiprava

Predsterilizadni piprava je rozdélena na ruéni pfipravu a automatické &isténi.

51/ Ruénipfiprava

Hrubé negistoty musi byt z ndstroji odstranény ihned po pouZiti (nejpozdéji béhem dvou (2) hodin).
Nejprve je potieba rozebrat vice dilné nastroje na jednotlivé dily. Nastroje, které jsou kanalizované
(majf dutinu), je nutné nejdrive vycistit dutinu mékkymi kartd&ky (pouzivejte kartd&ky, které jsou k
tomu uréené, dbit na vystrahu v bodé 3). Kartacek je potfeba zasunout do dutiny min. 5x, nésleduje
proplachnuti dutiny vodou (parametry vody viz bod 4) z tlakové pistole (min. tlak 2 bar), nasleduje
vyfoukani dutiny stladenym ¢istym vzduchem (min. tlak 2 bar). Pohybli ti ndstroje je treba
posunout nékolikrat dopredu a dozadu, aby byla mozZno umyt cely rozsah pohybu. Nésledné je
néstroje treba umistit do vodni l4zné s enzymatickym roztokem nebo do dezinfekéniho roztoku na
dobu 10 min. V pfipadé silného zneisténi je tieba roztoky pfi opakovani vyménit. Je mozné Cistit
néstroje v ultrazvukové lazné pii frekvenci 35 - 40kHz po dobu 5 min. Je potfeba postupovat tak,
aby nedoslo k poskozeni nastrojb. Na konec ruéniho Eisténi je treba dikladné nastroje oplachnout
Cistou vodou, tento proces opakovat min. 2x (parametry vody viz bod 4).

52/ Automatické &iSténi - myti
Myci a dezinfekéni automat se nastavi na standardni cyklus, ktery se skiddé z pred myti, &isténi
(myt), nékolika oplachd, nésleduje termické dezinfekce a suSeni. Pouzit detergent, ktery vyhovuje
pozadavkim na materidly (viz bod 3. Materidly). Nevhodné zvoleny detergent miZe zpdsobit
skvrny, korozi nebo dochézi ke zméné barvy zakladniho materidlu néstroje.

5.3/ Upozoméni po myti
Vycisténé a vydezinfikované nastroje musi byt v mezioperaénim obdobi uchovavany suché (vihkost
mze zpsobit korozi nastrojb). Tupé, poskozené a zkorodované nastroje se musi vyfadit, dalsi
pouZiti neni pripustné. Zkorodované néstroje se nesmi sterilizovat (riziko kontaminace autoklavu
a dalich néstrojo &sticemi rzi a nésledné rozsifeni koroze). Pred sterilizaci zkontrolujte véechny
néstroje, Ze bylo zaji$téno Uplné odstranéni neistot z povrchu. Pokud je nedistota stale viditelna,
znowvu opakujte proces &isténi.

6/ sterili

Nedistoty ve sterilizdtoru, napf. vlivem
jiz zkorodovanych

néstrojb nebo nespravné Udrzby
sterilizatoru.

Zadinajici rezivéni: kontaminace
neporu$enych nastrojU se rzi

Nedostateéné osuseni ndstroji Koroze, rezivéni

Jak se vyhnout vétSim problémdm:

« Nikdy nenechejte rezidua (krev, sekret, zbytky tkané) zaschnout na néstroji; ocistéte je okamizité

po zakroku.
« Rozeberte nastroje, zvI&$té dobre vycistéte prohlubn& pomoci mékkych kartackd.
« Pouivejte pouze Eistici inidla a dezinfekce uréené pro dany materidl a fidte se ndvodem k pouZiti
od vyrobce ¢&inidla & dezinfekce.

« Velmi peclivé opldchnéte dezinfekce a Eistici inidla vodou.

« Nikdy nenechévejte a neskladujte nastroje vihké nebo mokré.
3/Materidly
Korozivzdornd ocel
Odolnost korozivzdomé oceli proti korozi vzniké tvorbou pasivni vrstvy (vrstva oxidu chromi&itého)
na jejim povrchu. Pasivni vrstva je extrémné odolnd vi& mnoha chemickym materialim a fyzikdlnim
parametrom. Nicméné, je chybné si myslet, e “korozivzdoma" ocel nemlZe korodovat. Tento
materidl miZe byt ovlivnén externimi podminkami, napf. Zddnou nebo nespravnou péd&i. PouZiti
dezinfekei a Eisticich &inidel obsahujicich jeden nebo vice nésledujicich sloZek neni doporueno pro
korozivzdormou ocel: chldr, kyselina $tavelovd, peroxid vodiku (H202). Pokud toto neni dodrzovéno,
mZe se vyskytnout dilkova a kontaktni koroze, pripadné se materidl miZe odbarvit.
Tvéfena titanova slitina
Tvéfend titanova slitina je materidl, ktery je velmi odolny vi¢i korozi a externim podminkam diky
samo oxidaci na svém povrchu. Pouziti dezinfekei a Cisticich ¢inidel obsahujicich jednu nebo vice
nasledujicich slozek neni doporuceno pro titanovou slitinu: chldr, kyslikaté kyseliny (napf. kyselina
dusiénd, kyselina sirovd, kyselina Stavelovd), peroxid vodiku (H202). Pokud to neni dodrzovano,
materidl se mize odbarvit.
Plasty
Plasty pouZivané pro néstroje firmy BEZNOSKA, s.r.o. jsou velmi odolné a mohou byt sterilizovany pfi
teplotach aZ do 134 °C (273 °F). PouZiti dezinfekei a &isticich &inidel, které obsahuji jednu, nebo vice
nésledujicich slozek neni doporueno pro plasty: organicka rozpoustédia (alkoholy, ethery, ketony a
benzeny), peroxid vodiku (H202), aldehyd, halogeny (chiér, jéd, brom). Pokud toto neni dodrZeno,

Ke sterilizaci chirurgickych nastroji pro opakované poutiti lze pouZit pouze nize uvedené sterilizaéni
postupy. Jiné sterilizaéni postupy jsou zakézany!
Pami sterilizace:
« Frakciona&ni vakuova metoda nebo gravitaéni metoda (s dostate&nym osusenim zafizeni)
« Parni sterilizétor odpovidajici normé ISO 15883
ZpUsoby sterilizace:
« Sterilizaéni teplota 121°C
« Pretlak 105kPa (1,05 bar)
« Tlak 205kPa (2,05 bar)
« Doba sterilizadni expozice 20 min
nebo

Flash sterilizace

« Sterilizaéni teplota 134 °C

« Pretlak 204kPa (2,04 bar)

« Tlak 304kPa (3,04 bar)

« Doba sterilizaéni expozice 4 min
nebo

« Sterilizaéni teplota 134 °C

« Pretlak 204kPa (2,04 bar)

« Tlak 304kPa (3,04 bar)

« Doba sterilizani expozice 7 min
Upozoméni:
Nepouzivejte horkovzdusnou sterilizaci, radia&ni
etylenoxidovou sterilizaci nebo plazmovou sterilizaci.

sterilizaci, formaldehydovou sterilizaci,
Flash sterilizace se nesmi pouZivat pro sterilizaci nastrojo s dutinou.

Vzdy se fidte ndvodem k pouiti vyrobce Vaseho sterilizitoru, zvlasté s ohledem na vahu ndplné,
dobu provozu a testovéni funkénosti.

Zkorodované a rezavé nastroje mohou kor obéh vody ve steriliza &asteckami rzi. Tyto
&astecky rzi zpUsobi po&ateéni korozi na neporusenych néstrojich pro viechny budouci sterilizaéni
cykly. Proto je dileZité jednotku pravidelné kontrolovat a &istit!

7/ Skladovania port vysteril: ého materidly

Obealy s vysterilizovanym nastrojem/soupravou se skladuji bud'volné s krétkou exspirani dobou, nebo
s del’f exspiraci v obalu zaruéujici sterilitu, ktery chrani pred prachem v uzaviené skfini, skiadovacim
kontejneru, zasuvce nebo v dal§im obalu. Pro skladovani se stanovuje teplota 15 aZ 30 °C a 30 aZ
70% relativni vihkost vzduchu. Obaly s vysterilizovanym ndstroji/soupravami se prevazi v uzavienych
prepravkach nebo skfinich, aby byly chrénény pred poskozenim a zne&isténim.
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Em Instruction for use no. 499

Procedure for cleaning, disinfection, inspection,
sterilization and storage of non-sterile
instruments and kits

1/ General information

« Dirty, unsterile or damaged instruments must not be used under any circumstances.

« Each instrument must be inspected before use, if any damage is found, it cannot be used.

« Instruments must cannot be modified or otherwise processed.

+ When handling an instrument that has sharp edges or points, extra care must be taken. When
using protective gloves there is a risk of damage.

« After cleaning/disinfecting/sterilizing, it is necessary to check that the cutting surfaces, rasps and
other cutting tools are sufficiently sharp.

« Instruments should be checked for bone/tissue or body fluid residues after cleaning. If residues are
evident, cleaning should be repeated.

« Instruments must not be exposed to substances containing chlorine or fluorine.

« Instruments must not be placed in saline solutions as corrosion and surface changes can be
expected with prolonged exposure.

« Instruments made of titanium or titanium alloys are susceptible to discoloration caused by
impurities from water vapors and cleaning agent residues, which form multi-colored oxide deposit
layers on the surface. These oxide layers can darken after repeated sterilization and impair the
legibility of the order number, LOT or batch (see Chapter 3. Materials).

« All surfaces must be accessible for sterilizing agents.

« Flash sterilisation is only possible for unpackaged medical devices intended for immediate use.

« All serious defects occurring in connection with instruments supplied by BEZNOSKA, s.ro. must be
reported immediately to mailbox@beznoska.cz.

« BEZNOSKA, s.r.o. instruments must be disposed of in accordance with national and interational
regulations.

« The cleaning, disinfection, inspection, sterilization and storage of instruments is the responsibility
of the provider, i.e. the hospital.

2/How not to proceed

Any residue that sticks and dries on the instruments leads to corrosion. Exposing instruments to
moisture for extended periods of time also leads to damage!

Possible initial and subsequent defects and their causes:

Corrosion, rusting

Cause

Blood, pus, secretions, tissue debris,
bone debris

Saline solution, iodine tincture, unsuitable
water, unsuitable and/or improperly used
cleaning agents and disinfectants

Pitting corrosion, discolouration

Contact corrosion, material surface
destruction, oxide layer removal, leading
to increased susceptibility

Steel wire and/or steel brush damage

Physical contact between instruments

y Contact corrosion
made of different metals

Cutting surfaces became dull, damaged

Instrument overload . - .
< increased vulnerability to corrosion

Important notice:
Instruments must never be cleaned with a metal or steel brush or wire. None of the instruments must
be exposed to temperatures above 134°C.

4/Responsibility of the workplace - hospital

« Provides highly sterile surgical conditions.

« Ensures sterility of used instruments.

« Ensures the completeness and functionality of instruments for implantation.

« Ensures the usage of instruments supplied by the manufacturer .

« Ensures that the instruments are used for the purpose for which

« Ensures that instruments are not modified or altered.

« Ensures that cleaning/disinfection/sterilization equipment used is regularly serviced and inspected:

» Equipment should comply with ISO 15883 and bear the CE marking.

» Use a program that is appropriate for the instruments.

» Use sterile water, low microbial water (max. 10microbes,/ml) or low endotoxin water (max. 0.25
endotoxin units/ml - purified water, highly purified water).

» For drying use filtered air.

« Ensures that a suitable washing detergent for metal and plastic instruments is used (see chapter
3. Materials).

« Ensures that generally accepted safety precautions are followed when handling contaminated
or potentially contaminated tools, such as the use of protective equipment - clothing, gloves,
slippers, goggles, respirator.

« Ensures compliance with national hygiene legislation in designated country.

« Ensures monitoring and recording of sterilization parameter settings.

5/ Pre-sterilisation preparation

intended.

Pre-sterilization preparation is divided into manual preparation and automatic cleaning.

51/ Manual preparation

Rough contamination must be removed from the instruments immediately after use (within two
(2) hours at the latest).

Multi-part instruments must first be disassembled into their individual parts. Instruments that are
channelled (have a cavity) must first be cleaned with soft brushes (use the brushes that are designed
for this purpose, note the warning in point 3). The brush must be inserted into the cavity at least 5
times, followed by flushing the cavity with water (see point 4 for water parameters) from a pressure
gun (min. pressure 2 bar), followed by blowing the cavity with compressed clean air (min. pressure
2 bar). The moving parts of the instrument should be moved back and forth several times to wash
the entire range of movement. The instruments should then be placed in a water bath with enzyme
solution or disinfectant solution for 10 min. In case of heavy contamination, the solutions should be
repeatedly changed. It is possible to clean the instruments in an ultrasonic bath at a frequency of
35-40kHz for 5 min. It is necessary to proceed in such a way that the instruments are not damaged.
At the end of the manual cleaning, the instruments should be thoroughly rinsed with clean water,
repeating this process at least twice (see point 4 for water parameters).

5.2/ Automatic cleaning
The washing and disinfection machine is set to a standard cycle consisting of pre-wash, cleaning
(washing), several rinses, followed by thermal disinfection and drying. Use a detergent that meets
the material requirements (see point 3. Materials). Improperly selected detergent may cause
staining, corrosion or discoloration of the base material of the instrument.

53/ Waming after cleaning
Cleaned and disinfected instruments must be kept dry in the inter-operative period (moisture can
cause corrosion of the instruments). Blunt, damaged and corroded instruments must be discarded;
further use is not permitted. Corroded instruments must not be sterilised (risk of contamination of
the autoclave and other instruments with rust particles and subsequent spread of corrosion). Before
ilization, check all instruments to ensure that all contaminants have been completely removed

Cutting surfaces become dull, damage
and increased susceptibility to
corrosion

Physical contact between any
instruments

from the surface. If dirt is still visible, repeat the cleaning process again.
6/ Sterilization

Dirt in the sterilizer, e.g. due to
corroded instruments or improper
maintenance of the sterilizer.

Starting rust: contamination of intact
tools with rust

Insufficient drying of instruments Corrosion, rusting

How to avoid bigger issues:

« Never let residue (blood, secretions, tissue debris) dry on the instrument; clean it immediately after
the surgery.

« Disassemble the instruments, put special care for cleaning of the recesses, use soft brushes.

«Use only cleaning agents and disinfectants intended for the specific materials and follow the
manufacturer's instructions for use.

« Very carefully rinse disinfectants and cleaning agents with water.

« Never leave or store instruments when wet or damp.

3/ Materials

Stainless steel

Stainless steel corrosion resistance is due to the formation of a passive layer (a layer of chromium
oxide) on its surface. The passive layer is extremely resistant to many chemical materials and physical
parameters. However, it is a mistake to think that , stainless" steel cannot corrode. This material can be
affected by external conditions such as lack of or improper care. The use of disinfectants and cleaning
agents containing one or more of the following is not recommended for stainless steel: chlorine, oxalic
acid, hydrogen peroxide (H202). If this is not followed, pitting and contact corrosion may occur, or
the material may discolour.

Wrought titanium alloy

Wrought titanium alloy is a material that is very resistant to corrosion and external conditions due to
the self-oxidation on its surface. The use of disinfectants and cleaning agents containing one or more
of the following is not recommended for titanium alloy: chlorine, oxygenated acids (e.g. nitric acid,
sulfuric acid, oxalic acid), hydrogen peroxide (H202). If this is not followed, the material may discolour.
Plastics

The plastics used for BEZNOSKA, s.ro. instruments are very durable and can be sterilized at
temperatures up to 134 °C (273 °F). The use of disinfectants and cleaning agents containing one or
more of the following ingredients is not recommended for plastics: organic solvents (alcohols, ethers,
ketones and benzenes), hydrogen peroxide (H202), aldehyde, halogens (chlorine, iodine, bromine). If
this is not followed, the plastic may be deformed and destroyed.

Only the steril: 1 procedures listed below can be used to sterilize reusable surgical instruments.
Other sterilization procedures are prohibited!
Steam sterilization:
« Fractionation vacuum method or gravity method (with sufficient drying of the equipment).
«1SO 15883 compliant steam stelizer.
Methods of sterilization:
« Sterilization temperature 121°C
« Overpressure of 105kPa (1,05 bar)
« Pressure of 205kPa (2,05bar)
« Sterilization exposure time 20 min
Or
Flash sterilization
« Sterilization temperature 134°C
« Overpressure of 204kPa (2,04 bar)
« Pressure of 304kPa (3,04 bar)
« Sterilization exposure time 4 min
Or

« Sterilization temperature 134 °C
« Overpressure of 204kPa (2,04 bar)

« Pressure of 304kPa (3,04 bar)
« Sterilization exposure time 7 min
Important notice:
Do not use hot air steril: , radiation I fe Idehyd I 1, ethylene oxide

sterilization or plasma sterilization.

Flash sterilization must not be used to sterilize instruments with a cavity.

Always follow your sterilizer manufacturer's instructions for use, especially with regard to cartridge
weight, operating time and functional testing.

Corroded and rusted instruments can contaminate the water circulation in the sterilizer with
rust particles. These rust particles will cause starting corrosion on intact instruments for all future
sterilization cycles. It is therefore important to check and clean the unit regularly!

7/ Storage and transport of sterilised material

Packages with sterilised instrument,/repair shall be stored either loose with a short expiration time or
with a longer expiration time in a sterility-proof container that protects against dust in a closed cabinet,
storage container, drawer or other container. For storage, a temperature of 15 to 30 °C and a relative

humidity of 30 to 70 % is specified.
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