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1. Cytotoxicity Testing
1.1 dheghdlursuys 150 D 14,200 U |:|1?,a00 U
1.2 fathauenteuie 1SO [] 10,500 uw [] 14,200 um
2. Hemolysis Testing D 10,500 um I:' 31,500 um
Eonuywe [ ] 5000um
[HemnIzeng D 10,000 UMW
3. Composition Ananlysis D 2,700 um |:| 5,300 um
4. Microbiology Testing
4.1 Bioburden Testing |:| 1,800 um D 5,300 um
4.2 Bioburden Validation (lawiziatiiiiriiu) |:| 2,700 um D 7,400 um

(e ssianbiizngy winluiudule)
4.3 Bioburden Validation (v mtdiiiniu) I:l 5,300 um Dlz‘aoo um
hagisusanniizngu wiadudule)
4.4 Sterility Testing (14 days testing period) D 3,700 Um DlO‘SOO U
4.5 Antibacterial Susceptibility testing
I:l Agar Diffusion Method D Broth Dilution Method
4.5.1 Staphylococcus aureus 1,800 um D 5300 um
4.5.2 Staphylococcus epidermidis 1,800 um D 5,300 um
4.5.3 Pseudomonas aeruginosa 1,800 um I:l 5,300 um
4.5.4 Escherichia coli 1,800 um D 5,300 um
4.5.5 Staphylococcus aureus MRSA (drug resistant) 1,800 um D 5,300 um

4.5.6 Candida albican s700um|  [_J10,500 v

I O O

4.5.7 Porphyromonass gingivalis 9,000 UM DZG‘BOO U
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(In Vitro Cytotoxicity Testing)

1 Qualitative evaluation: The achievement of a numeric grade greater than 2, based on below table, is considered a cytotoxic effect.

Table - Qualitative morphological grading of cytotoxicity of extracts

Grade Reactivity Conditions of all cultures
0 None Discrete intracytoplasmatic granules, no cell lysis, no reduction of cell growth
1 Slight Not more than 20 % of the cells are round, loosely attached and without intracytoplasmatic granules, or show

changes in morphology; occasional lysed cells are present; only slight growth inhibition observable.

2 Mild Not more than 50 % of the cells are round, devoid of intracytoplasmatic granules, no extensive cell lysis; not more

than 50 % growth inhibition observable.

3 Moderate Not more than 70 % of the cell layers contain rounded cells or are lysed; cell layers not completely destroyed, but

more than 50 % growth inhibition observable.

4 Severe Nearly complete or complete destruction of the cell layers.

2. Quantitative evaluation: Reduction of cell viability by more than 30 % is considered as a cytotoxic effect.

81984 : SO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

2. fnii]ENTNN@ﬂ1i°ﬂﬂﬁi’)‘ﬂﬂ]iﬂﬂﬁﬂ'ﬂﬂ?1u!‘ﬂ1—!ﬁ‘ﬂVi@!ﬁﬂ!aﬂﬂ!!ﬂ@ 3. ﬂ]ii1ENTNW@ﬂ]iﬂﬂﬁﬂﬁﬁ]iﬁu1mjﬁﬁ$ﬂﬁﬂ
(In Vitro Hemolysis Testing) (Composition analysis)
Hemolytic Index ile negative o o e A o
‘53ﬂ‘l]ﬂ15!ﬂﬂ1]§_]ﬂ‘§ﬂ1 WamiInnaay Nau"lmanymz
control

0-2 lainaljnzen Wnalany | YsunaTanzmind ldainmsdesnaziirlyl
2-5 Lﬁﬂﬂf]ﬁ?ﬂnaﬂﬁﬂﬂ 1N (ppm) NTILHAY Atomic absorption spectroscopy (AAS)
>5 Lﬁﬂﬂﬁﬁ?mguuﬂ 81489 : ASTM D3516 Standard Test Methods for Ashing Cellulose

SANGRE ASTM F756-13:2019 Standard Practice for Assessment of

Hemolytic properties of Materials
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(Bioburden Testing) ttaz AnwlFldve ITnageumyaunidniieduudedis (Sterility Testing)
(Bioburden validation)
4 o P
msnagey wamsnagoy woulvdnbae 1n3n szeumsifalfnsen
° = a A o
. L | Swulalativesgdunisden
swoulalall | | P P , . o
Bioburden testing FA0ENNATOUINUUUD TR - linwumsnigueaunse
(CFU/UNIT) 2
150
Correction f1 Correction factor #1511 “ oy
Bioburden validation ~ P . + NWUMTRITYVDIYAUNTY
factor WNTIZHNANMINATOUVDIAIDL

#1984 : 1SO 11737-1: 2018 Sterilization of medical devices - Microbiological methods — 81994 : 1SO 11737 — 2 :2019 Sterilization of medical devices -
Part 1: Determination of a population of microorganisms on products AMENDMENT 1 Microbiological methods - Part 2: Tests of sterility performed in the

validation of a sterilization process

6. MINsnuwamsnageun N ldewevesiIeend 135 7. swnunamsnaaeuaylIneweve i Ie 3 1e3E Broth
Agar diffusion dilution
- 3 - 3 -
1n3a SZAUMS Reuludnuae Nams o ludnuae
o (ama
Malfinsen nagey
f ~ ' a v & a ad EAES ' Y g o Ay A A
- Tiwuine | luwusinadudgdunsduuemsideusonsn MIC mMANUTNTUIITId NNado Ul ougad
. y
duda soudlatanagoy aunsndudanmsniyvesgaunidld
. . —
+ WoUTnUEVE | wunnududiaunidunemsiaeudersnuseudd | *MIC: Minimum inhibitory concentration
Bnres o8 aNAgol #1984 : CLSI M07 10" edition: 2015 Methods for dilution
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81984 : CLSI M02 13" edition: 2018 Performance standards for antimicrobial disk susceptibility tests antimicrobial susceptibility tests for bacteria that Grow aerobically
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