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1. Uvod
1.1. Ciel

Tento Standardny pracovny postup (skratka SOP z angl. ,,standard operating procedure®) popisuje zakladné
pravidla pre organizaciu a udrzZiavanie zariadenia.

1.2. Uéel
Tento SOP je zaviaznym dokumentom pre vSetkych zamestnancov opravnenych k pouZzivaniu inkubatora.

1.3. Zaskolenie

Bc. Patricia KarkuSova je zodpovedny za zariadenie a riadne zaskolenie vSetkych pracovnikov.

2. Identifikacia zariadenia
STERILIZATOR

Vyrobca: BMT Medical Technology
Model (typ): STERIMAT PLUS®
Vyrobné ¢islo: 5140910

Rok vyroby: 2016

Umiestnenie: Miestnost’ €. 1

Datum dodania : r. 2016

Datum uvedenia do prevadzky: r. 2016

Zodpovedny pracovnik: Bc Patricia Karkusova.

3. Popis zariadenia:

Parny sterilizator STERIMAT PLUS s objemom komory 25L patri do skupiny malych parnych sterilizatorov
spifiajucich poziadavky CSN EN 13060 pre triedu B. Je vhodny pre sterilizaciu vietkych nastrojov, materialov, textilu,
gumy a plastov vhodnych na sterilizaciu v zdravotnictve, veterinarskom lekarstve a laboratdriach. Sterilizacna komora
je vyrobena z nerezovej ocele a elektrickym vyvijacom pary. Uzatvaranie dveri je automatické so zdmkom. Proces
sterilizacie je riadeny dvomi riadiacimi mikroprocesormi a vSetky informacie o priebehu sterilizacného procesu st
zaznamenavané pomocou pripojenia na PC alebo tlaciaren.

STERILIZACNE PROGRAMY

P1 Nebalené rychly 134 °C/4 min

P2 Balené nastroje, balené materialy 134 °C/7 min

PS5 Balené, rychly 134 °C/7 min, (max. vaha 0,5kg)

P6 Dutiny rychly 121 °C/20 min, (max. vaha 0,5kg)

P7 Special — $pecialny program s parametrami podl'a potreby.

Programové data Specidlneho programu zostavaji v paméiti pristroja trvalo, kym nie st prepisané inymi datami
- P8, P9 Bowie & Dick test / HELIX test —test prenikania pary 134 °C/3,5 min
- P10 Vékuovy test — test vzduchotesnosti komory, dizka vyrovnavacej fazy 5 min, dizka testu 10 min

Presna charakteristika jednotlivych programov a podmienok je popisana v pristrojovom manualy.

Obsluha pristroja:
Zapnutie/vypnutie:

parny sterilizator funguje v “stand by” rezime pripraveny na rutinné pouzitie. Prilozenim prsta na dotykovi
obrazovku sa pristroj spusti. Pristroj v operaénom mode ponuka moznost’ vybrat’ program a “switch off” ¢im sa
pristroj prepne do “stand by” rezimu. Do sterilizacnej komory sa ulozia predmety uréené na sterilizaciu a komora
sa nasledne uzavrie. PritlaCenim dveri komory na min. 4 sek. sa komora uzamkne.
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13:19.03 Monday 21.1. 2005 13:18:06 _ Monday 21.1.2005 13:12:55 Monday 21.1. 2005
The door is closed Selection of steril. program The door is closed
P1 Unwrapped instruments134
Set program: P02 P2 Wrapped instruments 134 T Set program:
P3 Textile, containers 134 P03 P3 Textile, containers 134 P1 Unwrapped instruments 134
Sterilization 134.0°C 7.0min P04 P4 Rubber, cavities 121 Sterilization 1340°C 4.0min
Drying 46.0 min P05 P5 Wrapped quickly 134 Drying 0.5 min
P06 P6 Cavities quickly 121
PO7 P7 Special \L
Start the program Open the door P08 P8 Bowie&Dick test 134 Start th Open the d
I = I I I P09 P9 Helix test 134 I = e pogn I I sttt I
P10 gqeo : Vacuum test
Chamber pressure Chamber temperature P11 rvice settings Chamber pressure Chamber temperature
100.9 kPa 215°C — 100.9 kPa 213°C
— = =] =1
Switch off Switch off Info Program
‘ s | L | N | I
Obrazok 1 - Hlavna obrazovka Obrazok 2 - Vyber steriliza¢nych Obriazok 3 - Spustenie programu

programov

Po zvoleni pozadovaného sterilizaéného programu (Obrdzok 2 - Vyber sterilizacnych programov) Ssa zapne
proces sterilizacie. Tesne po spusteni je mozné program zastavit' (Obrdzok 4 - Ikona "Break™), po niekol’kych
min. sa tato moznost’ z obrazovky strati (Obrdzok 5 - Bez ikony "Break™).

13:23:08
The program is running

13:20:29
The program is running

Monday 21. 1. 2005 Monday 21. 1. 2005

Program : P3 Textile, containers 134

5 s - Program: P3 Textile, containers 134
Phase :Heating of jacket

Phase:\aterial is sterile

134°C
134°C
100kPa
o 100 kPa
Chamber pressure Chamber temperature ;m
° pressure Chamber temperature
100.3 kPa 218°C 100.8 kPa 216 °C

Obrazok 4 - 1kona ""Break""

Obrdzok 5 - Bez ikony "'Break'"

Ak je potrebné program zastavit, je to moZné zadanim spravneho Eiselného kodu (Obrdzok 6 - Spdsob
zaddvanie Ciselneho kodu pre "Break™) nachadzajuceho sa v manudly od vyrobcu pre “break program”. Podl'a
dizky procesu sterilizicie pristroj informuje, &i nastala plnohodnotna sterilizicia alebo nie (Obrdzok 7 -
Informdcia o procese sterilizacie).

13:21:16
Insert program break code

Monday 21. 1. 2005 13:23:08

Program was interrupted

Monday 21. 1. 2005

Program : P1 Unwrapped instruments 134
Phase - Material is unsterile

mjaja

|
E 100 kPa
0
sinin e
= 1 = 1|

Obrdazok 6 - Spésob zaddvanie Ciselneho kodu
pre "'Break™

Obrazok 7 - Informdcia o procese sterilizdacie

4. Monitorovanie teploty zariadenia:
Teplotu a priebeh cyklu monitoruje pristroj automaticky senzormi v tlakovej komore. Ak ddjde k chybe pocas
procesu, tato informacia je ohlasena pristrojom na monitore Specifickym koédom.
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Priklady hlaseni:

. * *
Error: Mst — 08 — XXX* — XXX* Errors SV~ 02— XXX" ~00¢

PT12 Short-circuit Doorunblocked
Cause Removal by Action to perform Cause Removal by Action to perform
= : : The safety device Service Adjust the door
Short-circuited wire of Service Check, replace the £ 4 :
the temperature sensor sengor registered improper switches.
- - — closing of the door
Inaccurate setting Service Check, calibration
. of pretssure and Error: Siv - 06 — XXX* — XXX*
I I .
SMmperalye sensor Generator interrupted

Error: Mst — 09 — XXX* — XXX*

> Cause Removal by Action to perform
PE12 Disconnected Pump fault Service Check the pump
Cause Removal by Action to perform
Disconnected wire of the Service Check, replace the Error: Slv — 07 — XXX* — XXX*
temperature sensor sensor Vacuum pump blocked
Ir;e;opcrgr:stsr:e;nrizg Service Check; calibration Cause Removal by Action to perform
temperature sensors El. vacuum pump Service Check, calibration
protection registered the
Error: Mst — 10 — XXX* — XXX* current rise above the
PE12 Short-circuit max. limit

Cause Removal by Action to perform Error: Slv — 08 — XXX* — XXX*
Short-circuited wire of Service Check, replace the Low temperature
the temperature sensor sensor C R B Act T
Inaccurate setting Service Check, calibration ause SN Lol
of pressure and Leakage Operator Perform the vacuum
temperature sensors test Restart the cycle
Error: Mst — 12 — XXX* — XXX* Incorrect setting of Service Check the
sterilization cycle parameters
Slv - no response parameters.
Cause Removal by Action to perform Inaccurate setting Service Check, calibration
Automatics error Operator Wait for 10 s, start of pressure and

the cycle temperature sensors

5. Kontrola kritickych hodnot:
Pocas cyklu sa zobrazuje grafom priebeh cyklu a dodrzanie kritickych hodnét.
Priklady zobrazenia priebehu cyklu:

Protocol Protocol + graphical record

STERIMAT +
B3I@9Z3

Set prosram:

STERIMAT +
B3@923

Set prosrant

STERIMAT +
030923

gzgﬁi?d instunents Wrarred instunents 134 i .
' 1361 27.01.2004 Start! Jet peowant
* BR 13101 27.01.2004 griered instusents 13
Evscuat_ionly? kP Etdcuation. 1t 13101 27.01.2004
P:;Q = 12:7 kPg Pmin = 12.7 kPa Ev;’:uatl-}"- 1t
Pnax = 12.7 kPa Pain = 12.2 .z?
Eugﬁ"l’ﬁtm"z%:e % E 5 5 Pnax = 12.7 kPa
£ . vacyation Z: vacustion 2
Phax = 20.9 kP3 Buin =" 78.0 kpa . 555’2 i°";gfg kes
= nax = Z0. \Fa
( Evscqatmnzg:@ o nax 20.08 kPa i 3 :
y i = e Kha Evacuation 3: Rnin =""2810 |
: EReIc ) TEN A nin = 8.0 kPa Pax = 28.0 kps
St?rt Of ?ggf‘?ilgéation TANGT S T Start of gterilization
P _ = 317.5 kPa St?rt of sterilization: b E3E
, 13131 27.01.2004 . §3§é kga 13131 27.01.2004
\ L Enaeqaﬁésrilizationi 13:31 27.01.2004 Ersagg‘gasr;hzatmn
Tmin = 135.7 °C End of sterilization: "”;;".‘; 135.7 0
Inax = 1389 °L 90107100 eatn = 413:8 v,
;mln at g%g'g kpa Tnin = 135.7 °C Pnax = 319.9 kPa
| e RIS syt o
GEH nin = . a art of dryinei
Y Sti” °f ?%g'g‘g:g Pnax = 313.3 kPa R =
= i a g;gErnd of drB%ir}e:oc Eng of gruins:
End of dryins: = ; $rEa8Y o
"f O STUAETH ec P = 15.9 kPs Poos Wik
P = 25.9 kPa Ends Ends
Engs "4:11 27.01.2004 MELL 30084
LA 14:11 27.01.2004 Chabesi
?ég - ?E%E?’ C@ha@”@eblag C@haég@eaag yuees
Sterile

Sterile
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Kritické body pre jednotlivé programy st uvedené v nasledujucej tabul’ke:

STERIMAT Plus

Significant points/ program P1 P2 P3 P4 P5 P6 P7 P8 P9 P10
Start A 100 100 100 100 100 100 100 100 100
1. evacuation pressure B, 13 13 13 13 13 13 13 13 13
1. evacuation delay B,, - B,, Omin | Omin | Omin | 60s 0s 0 min 0 min O0s nﬁ‘
1. steaming pressure C_, ¥ 100 100 180 100 180 100 180 *
1. steaming delayC_ -C_, " Omin | Omin [ Omin | Omin | 0 min Omin | 0 min .
2. evacuation pressure B, 2 20 20 20 20 20 20 20 i3
2. evacuation delay B,, —B_, ¥ Omin | Omin | 60s 0s 0 min 0 min 0s E
2. steaming pressure C,, * 100 100 180 * 180 * 180 *
2. steaming delay C,, - C,, * Omin | Omin | O min * 0 min * 0 min *
3. evacuation pressure B, * 20 20 20 * 20 * 20 *
3. evacuation delay B, —B_ * Omin | Omin | 60s * 0 min . 0s .
3. steaming pressure C,, i * i 180 * 180 * 180 z
3. steaming delay C., —C_, * * * 0 min * 0 min i 0 min i
4. evacuation pressure B, > > > 20 > 20 . 20 >
4. evacuation delay B,, —B,, * 3 * 60s » 0 min * 0s *
Equalizing pressure D, 285 285 285 192 285 192 285 285 n
Equalizing delay D, — D, 10s 100s | 100s | 120s | 10s 10s 10s 10s ’
Exposure pressure E. 310 310 310 210 310 210 310 310 ¥
Exposure temperatureE, — E, 134°C |134°C |134°C |121°C | 134°C | 121°C 134°C | 134 °C *
Exposure time E, —E, 4min | 7min | 7min [ 20 min | 7min | 20 min 3,5 min | 3,5 min *
Drying pressure F, 80 30 30 30 80 80 40 40 *
Evacuation delay atdrying F, — F, * 7min | 7min | 7min | 3,5 min | 3,5 min * * #
Aeration pressure at drying G, — G, * 90 90 90 90 90 . * *
Aeration delay atdrying G, — G, * Omin | Omin [ Omin | Omin | O min % % %
Drying time F, — H Omin | 26 min | 46 min | 26 min | 10 min | 10 min Omin | Omin *
Aeration pressure | 100 100 100 100 100 100 100 100 100

* Does not occur in this program.

P7 — Customer program, whose parameters are specified according to customer’s requirements on program course.

6. Porucha pristroja:

Ak pristroj nepracuje spravne a pravidelne hlasi chybu, je nutné upozornit’ zodpovedného pracovnika ktory
zabezpeci opravu autorizovanym servisom (dodavatel’).

7. Udrzba zariadenia:

Sterimat Plus ¢istime zvnttra mydlovym roztokom, pripadne dezinfekénym prostriedkom podla odporudania
vyrobcu, minimalne 1x do roka. V pripade akttneho znecistenia ihned’.
Pravidelné aj akutne Cistenie zapisujeme do Pristrojovej knihy (Tabul’ka ¢.1).

8. Pristrojova kniha zariadenia

Do pristrojovej knihy zapisujeme udaje o udrzbe, odstaveni z prevadzky a poruchach zariadenia a pouziti
(Tabul’ka ¢.2). Pristrojova kniha je umiestnena na viditeI'nom mieste v blizkosti pristroja.

Tabul’ka ¢. 1: Cistenie pristroja:

Datum Cistiaci prostriedok

Podpis pracovnika
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Tabulka €. 2: Poruchy pristroja

Datum Popis poruchy Riesenie problému Datum Podpis
(servis, vymena) obnovenia pracovnika
¢innosti

9. Sivisiace dokumenty
e Instalacny a operacny manual
e  pristrojova kniha k Parnému sterilizatoru
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