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2.1
2.2
2.3

5.1
5.2

Objective

Verifying the efficiency of the sterilization procedure of the product by conducting spore tests,
which the most accepted means of monitoring sterilization, as it assesses the sterilization
process directly by kiling known highly resistant microorganisms, such
as Geobacillus Stearothermophilus (ATCC 7953).

Responsibility

General Manager

Quality Assurance Manager

Test & Inspection Manager

Applicable Documents

Inspection request and Application Form of Csongrad District Government Office of Public
Healthcare and Foodchain-Security Department

Test Results from the Independent Accredited Laboratory of Csongrad District Government
Office of Public Healthcare and Foodchain-Security Department
Definitions

None

Method

Acquiring test packets from an independent accredited laboratory.
Filling the Application Form, as follows:

521 Registration number of the inspection:

5:2.2 Beneficiary designation: Celitron Medical Technologies Kft.
523 Place of operation: H-2600 Vac, Szent Laszlé ut 36. HUNGARY
524 Commercial name of the inspected sterilizer: Celitron ISS 500
k25 Manufacturing number of the inspected sterilizer: 46180001
526 Useful volume of the sterilization: 500L

5.2.7 Temperature level of sterilization process: 134°C

5.2.8 Pressure level of sterilization process: 324kPa

529 Duration of sterilization process: 3,5min

5.2.10 Sterilization agent: Saturated steam

5.2.11 Date of test conducted:
e Round 1: 07/08/2018 09:49:44
e Round 2: 07/08/2018 10:59:37
e Round 3: 07/08/2018 11:42:31
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5212

5.2.13
5.2.14
5.2.15

Designation of the used biological indicators: Geobacillus Stearothermophilus (ATCC
7953)

Quantity of the used biological indicators: 10pcs / Test Round
LOT number of the biological indicators: 173103

Number of test rounds: 3 rounds

5.3 Placing packets of high resistant microorganisms into the sterilization chamber in a certain
pattern as follows:

5:3:1

Indicator placing pattern:

5.4 Verifying competition of sterilization phase by checking records of auto-log:

ROUND 1 ROUND 2 ROUND 3

Date: 07/08/2018 Date: 07/08/2018 Date: 07/08/2018

Time: 09:49:44 —09:59:20 Time: 10:59:37 —11:10:50 Time: 11:42:31 - 11:51:59
Ser. Num: 46180001 Ser. Num: 46180001 Ser. Num: 46180001

Ver.: ISS-Mid 1.86 Ver.: ISS-Mid 1.86 Ver.: ISS-Mid 1.86

Cycle: 1-Waste Cycle: 1-Waste Cycle: 1-Waste
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ROUND 1

Ster. Time: 3,5min
Ster. Temp.: 134.0°C
Load Number: 0144
Min. Temp.: 134.0°C
Max. Temp.: 134.6°C

Result:
CYCLE ENDED!

ROUND 2

Ster. Time: 3,5min
Ster. Temp.: 134.0°C
Load Number: 0145
Min. Temp.: 134.1°C
Max. Temp.: 134.8°C

Result:
CYCLE ENDED!

ROUND 3

Ster. Time: 3,5min
Ster. Temp.: 134.0°C
Load Number: 0146
Min. Temp.: 134.1°C
Max. Temp.: 135.0°C

Result:
CYCLE ENDED!
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5.5
ROUND 1 - Result Sheet
1.
2.

Filling number: 1267

7-11. HUNGARY

Verifying efficiency of sterilization by checking laboratory results:

Accredited laboratory name and address: Csongrad District Government Office of Public Healthcare and
Foodchain-Security Department, Hospital-hygiene bacteriological section, H-6726 Szeged, Derkovits fasor

Applicant name and address: Celitron Medical Technologies Kft., H-2600 Vac, Szent Laszl6 Gt 36. HUNGARY

4. Test sample: microbiological spore-pack (bio-indicator) (NOTE: see information of the operation of the device
and indicators on Inspection Sheet)
5. Test method ID: MUTkh-M7-01
6. Date of inspection: 2018.08.09
7. The result of the inspected device’s microbiological efficiency test in the given operation: CONFORMING
Application Form Result Sheet
Vizsgilatkérd lap Eredménykizli lap
E AUTOKLAY
hatasfokanak viesgalatarol
P 1. Iktotasi szdm: 1267
- 2 A visgild Isboratonium neve, clérthetdsége: Csongrad Megyei Kormanyhivatal Népepésesépilpyi o5
. b . Elelmiszerlinc-bi. i Foosztaly Kérh ioligini résalen
VitV T 6726 Szeged Derkovits fasor 7-11.
Le ;: por=r \‘.. 3 A bekoldd neve, ekérhetdsége: Celitron Medical Technologies KIL .
2600 Vic Seent Ldszld it 36,
LEL T ¢ (EE)
ik 4. A viesgalati minta. mikrobiologin sporaprepardium (bioindikator)
¢ Tl A JTCnp | a ekl Y] (Megj: A b s hetésére, a helyerett b kra vonatkosd informaciokat Id
Viesglat kérd lapon)
5. A vizsgilal mddsrer mronositdga: MUTKR-M7-01
Ar.24 6. A vizsgikal iddpontja. 2018 08.09
i 7. A vizsgih AUTOKLAV mik vizsgilal ye a megacot | meliett
o e ol - = MEGFELELCY
2 : % / Nem megfeleliség esetén n katérbe helyerct! seaporodist mutatd bioindikator chhelyezés: szama a
e, o ik Vigsgilatkérd lap alnpian e
KA v /‘\‘_,\"“""' W™,
Détum: 2018.08.13 I,-"/___“:ﬁ-' : 1 } l . f
] & P FEph 02k, b [t
Koviics Andrea -1 H Dr. Sarkndi Nagy Agnes [
a vigsgilatol végad - A vizsgdlo laboratorium  verctojench
_UE _ aliirisa alfirisa
e A megrendeld hossddral. hogy a vizsgdlo laboratirnm a2 iletékes hatdsagor drtesitse o vizsgalat
- = il — eredményinil
A I m:ll_l tr_cll;n:c“\ csak a thuIdil.l m;.r:gxll bmlndrkn-anl.nkr‘z vonathosk
-_— . 0oy A Az Eredménykiizhi lap csak a kinolion Viesgdlaikérd lappal egylitl ervenyes!
- (. .co -
Ty Laolt A —
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ROUND 2 — Result Sheet
1. Filling number: 1268

2. Accredited laboratory name and address: Csongrad District Government Office of Public Healthcare and
Foodchain-Security Department, Hospital-hygiene bacteriological section, H-6726 Szeged, Derkovits fasor
7-11. HUNGARY

3. Applicant name and address: Celitron Medical Technologies Kft., H-2600 Vac, Szent Laszl6 ut 36. HUNGARY

4. Test sample: microbiological spore-pack (bio-indicator) (NOTE: see information of the operation of the device
and indicators on Inspection Sheet)

5. Test method ID: MUTkh-M7-01
6. Date of inspection: 2018.08.09
7. The result of the inspected device’s microbiological efficiency test in the given operation: CONFORMING

Application Form Result Sheet

Vizsgilatkérd lap Eredménykiizld lap

Tk AUTOKLAY
L FES
hattsfokanak vizsgalatarl

I Mesthsi sedm: 1268

2 A vissgild lsboratdrium nove, clérhetdsépe: Csomgridd Megyei Kormdnyhivatal Népegésesegigyl ¢
Flelmiszeridne-biztonsigi Fosetily Kérhdzhigiénés Bakieriolbgiai résazleg

6726 Szeged  Derkovits fasor 7-11,

& it srolgalt ' ‘ | CELIT LCL
MERICAL TECHLOLCG(ES 4 e
2(“"/‘:\', SIEUT L UT 26
k(£ 0000
(ELiTEO 1SS 500

3 A bekildd neve, eiérhetdsége Celitron Medical Technologics Kit. |
2600 Vi Szent Liseld it 36.

4 A viesgalati menda: mik gl spOraprepor b I ]

Cedac iLius WTEa EoTeE RU O PHILUS ATCC

A (Mepi: A borendeats fremehieésére, 3 helyesett b kra vonatkoro informacioka 1d
} " Ot Virsgilat kerd npon}
492403 G o 5. A vizsghlat modszer azonositdja: MUTKR-MT-01
¢ Sy b, A vizsghlat idopontia: 2018.08.09
(A 7. A vizsgalt AUTOKLAV mik i vizsgalaty ve & megndot ) mellett

qovieh 38 g ualan KB2ele | b . [ MEGFELELG)

s pakina KA A iRA KL
[aiesn 4lds Kakes TEmEd MNem megfelel eselén a katérbe helyezett seaporodist mutatd bioindikitor clhelyeres: szima a
x Viesgalatkérd lap slapgin:
L Wapea #AA rALRA  TERE |, E
L} e .

haMES BFEAT | Lapen TETER |5

i : ! Diturp 2014 08,13 VA5 . o { !
T P pe—Y o / JH? e e
gt ’ M 4 | PH My At A, AL
' Kovacs Andrea l = - Dr Sarkadi Nagy Agngs
| o vipsghlaiod végad s 4 virsgahd laboratnum vezeldyenck
t aliirass \= alairisa

Yoo L : g

134 % M

2L Lum 1 megrendel hozzdjdrul, hogy @ vizsgdid laboratorim az Wierékes hatdisdgor értesitse a vizsgalat

3T b 4 eredményéril

A vizsgilati credmeény csak a bekildon, m»u.\p] bk atorokra vomatkarik
Az Eredménykiizli lap csak a kndhon Vizsgadlatkéed lappal egyiin érvényes!
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ROUND 3 - Result Sheet
1. Filling number: 1269

2. Accredited laboratory name and address: Csongrad District Government Office of Public Healthcare and
Foodchain-Security Department, Hospital-hygiene bacteriological section, H-6726 Szeged, Derkovits fasor
7-11. HUNGARY

3. Applicant name and address: Celitron Medical Technologies Kft., H-2600 Véc, Szent Lészl6 Gt 36. HUNGARY

4. Test sample: microbiological spore-pack (bio-indicator) (NOTE: see information of the operation of the device

and indicators on Inspection Sheet)
5. Test method ID: MUTkh-M7-01
6. Date of inspection: 2018.08.09

7. The result of the inspected device’s microbiological efficiency test in the given operation: CONFORMING

Application Form Result Sheet
Vizsgdlatkerd lap Eredménykizld lap
AUTOKLAY
hatasfokdnak viesgilatin
1. Ikiatasi szim: 1269
0 T A virsghld laboratorium neve, clérhetdsége: Csongrid Megyei Kormdnyhivatal Népegésasighpyi &
¥ Flelmiseerldnc-biztonsdgi Foosztily Kérhdzhigitnés Bakteriologiai résteg
)
. ne2soel L 6726 Szeged Derkovits Tasor 7-11.
. L
i 1§ « 1 1. A bekuldo neve, elérherdsége: Celitron Medical Technologies KiL. .
e
= 2600 Vie Szent Lseld it 36,
T O
bk 4. A vizsgilsti minta mikiobioligiai sporapreparitum (biomdikaton)
EEOB A [Loatad N [} { J (Megi: A berendead I .. katéribe helyezett bioindikdtorokra vonatkozo informacstks |d
' | Viesgilat kérd lapon)
o = 5. A vizsghlati midszer azonositbia MUTKh-M7-01
15 6. A vizsgalal ibponga: 2018.08.09
ic 7. A vizsgilt AUTOKLAV sgiai hatisfokdnak vizsgilnti eredménye a megado d mellett
i AL Ay *
e AR - ram
A Nem ' esciina katérbe helycacnt sznporodist mutatt bioindikitor efhelyerés) ssma a
—n AVEw g T B i £
Vizsgalakénd lup alapyin
k > ol AT B L -
A y
> W TR ¥ &
Ié‘:, f
Dyatum: 20180813 bl {/ .~ r
SAAL = \ Vit Wi
| & i P _.r“1 o 3\
Kiwvics Andrea E, L Dr. Sarkadi Nagy Agnes
a vizgsghlatol végad UL © Ja vizsgils Isboraténium vezetdjénck
aliirdsa \ aliirasa
4 =C
CI S L A megrendeld hossdjdrnl. hogy a vizsgild kaboratdrinm a2 dletdhes hatdsdgor ériesitse @ vizsgalan
e - - eredmimyérdl
7 elsd - - A vizsgalnti eredmeny L';ak a bekifldon, megy |1.~gali hsoindskatorokra vanatkozik
- Az Ercdménykiizls lap csak o kinohion Viesgdlatkéri lappal egyiin énvenyes!
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5.6  Verifying steam sterilizer Biological Indicator Results:

Csongrad County
Laboratory Department
Medical testing laboratory ueeredited by NAH
[NAT-1-1436/2014]
Derkovits fasor 7-11. 6726 Szeged, Hungary
Tel.: (62) 681-735; Fax: (h2) 681-701

Public Health and Food Chain Safety Service of Government Office for

Steam sterilizer Biological Indicator Results

o= B (v 1% . ;
Laboratory ) | Result
5 Serial Date of the | |
Registration | Model Parameters | 9 (Passed/ |
| Number Sterilization e |
| ‘Nmoabee .l . . |, IV ) (I I‘alled)_‘
CELITRON ISS | 46180001 134 °C, 324 KPa, | 2018.08.07. |
1267 : e ! | |  Passed
; 500 | | 3.5 min | 11:42:31 B
CELITRON 1SS [ 46180001 | |34 °C. 324 KPa. | 2018.08.07. |
1268 i 134 c- KPa, | 2018.0807. | o 0 |
Ny 3.5 min 09:49:44 ‘.
CELITRON ISS | 46180001 °C 324K > 7
1260 e 134 °C, 324 KPa, | 2018.08.07. el |
| 3.5 min 10:59:37 |
Szeged. 13.08.2018.
Signed by Medical Officer
/ /| \ﬁ,
N a
3 ) ‘\ .-7-@.‘,: d“;&" " - S dj}.;"{ "
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6 Appendices

6.1 Application Form, Round 1.

6.2 Application Form, Round 2.

6.3 Application Form, Round 3.

6.4 Result Sheet, Round 1.
6.5 Result Sheet, Round 2.
6.6 Result Sheet, Round 3.

6.7 Steam sterilizer Biological Indicator Results

Title Name Date Stgnatu?/ \1
Created by QA Manager Plachi Zsolt 2018.AUG %;7
Approved by General Manager | Hekli J6zsef 2018.AUG %/ /Z o7

CELITRON MEDICAL

TECHNOLOGIES KFT.
2600 Vac, Szent Laszlé it 38,
Adbdszam: 13552710-2-13

/8. 08. 34



