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Certificate of GLP(Good Laboratory Practice)

=

1. 7| 22| H A& (Test Facility Name) :
St AL 7| & A& 2l (korea Testing Laboratory)

£ l'—Hi'I{J(HPresiden‘[) : ZMZE(Kim Se-jong)

3. =X | (Address) : ’ _ i ‘
U FA EYH S22 1397 HEL|BI|7{H MM H
(Advanced -medical ~device -venture. center, 1397, Bugwon-ro,
Heungeop-myeon, Wonju-si, Gangwon-do, Republic of Korea)

4., 2AMAXKTest Facility Management) : &4 A (Kong Seok—kyoung)

5. A|E20KTest -Scope): FIZ Zt=(Refer to the following page)
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ﬁ: It is hereby certified that the test facility was inspected by the national
2 compliance monitoring authority regarding compliance with the Principles of Good

3
*Q Laboratory Practice for Medical Devices.
4
3 Issue date 2022 HA(year) 12 (month) 15 ¥(date)
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Woister, Ministry of
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Food and Drug Safety
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(year.month.date)

2018.12.28.

2020.1.23.

2020.11.4.
2021.4.29.
2022.12.2.

2022.12.15.

(Changes and Administrative measures)
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Lf 2(Description)

ESEINES]
|. SX-drekAAl =M A|E (Genotoxicity, carcinogenicity, and reproductivé toxicity studies)
1. S8 SMA|E (Genotoxicity study)
7t H 2 FAMSMA|E(In vitro genotoxicity study)
L, AL FH™SMA|IE(In vivo genotoxicity study)
1l EYEFAMAIE (Blood Compatibility Study)
1. & 2| A& (In vitro study)
Il Ml Z=SAA|E(Cytotoxicity Study)
1. B&EA|E(Elution study)
2. 28 HZo| 2|8t A& (Indirect contact test)
V. A=A 3 o2 =M A8 (Irritation and Skin Sensitization Test)
1. A=A Al mlLf 22 Z 8] (Irritation test[including intradermal reaction])
1, X2M A|E[E 92328 (Irritation test[including intradermal reaction])
7b ASZMEE[U B X2 ]AIE (Iritation test using animal[skin irritation])
L, E2 muf[Flmuf] e2A AHintracutaneous reactivity test in animal)
2. L BZEAM[X|dA njolBk2] A8 (Skin sensitization[delayed hypersensitivity] test)
Jt EEREUEM EIX|E 2|8 7|um O AlE(Guinea pig test for detection of skin sensitization)
V. MAISMA|E (Systemic Toxicity Study)
1. SAFMASMAIE (Acute systemic toxicity study)
2. YA MHA|E (Pyrogen study)
7t A= SAl of7jA gred M (Endotoxin mediated pyrogenicity)
L, 2Z of7iM 9 M(Material-mediated pyrogenicity)
| HAX|H[A|E E0kTest Scope) £7I]
|. O|& A" (Implantation Test)
1. T&l=Z j 0|4 A|E(Implantation test in subcutaneous tissue)
2. 28 4 o|AA|E(Intramuscular implantation test)
3. 2=3 uf o|AMAE(Implantation test in bony tissue)
Il A=A o) |2 ZHEM A8 (Iritation and Skin Sensitization Test)
1. A=A A" gr2 Z 8] (Irritation test[including intradermal reaction])
7t TFAEYUXZMHA|E (Oral mucosal irritation test)
|1l A SMAE (Systemic Toxicity Study)
1. = - EXMMEMA|E (Repeated exposure systemic toxicity study)
7t olgtM[olZ A ] MAISAMAIE(Subchronic[subacute] systemic toxicity study)
HAX| A [2HH# 2l XH(Test Facility Management)]
(81) 344%(Kong Seok-kyoung) — (#) 0lFZHLee Jong—chan)
| X E [t ZXH(President) H& ]
|(Ef]) H&8|(Jung Dong-hee) — (#) ZAMIE(Kim Se-jong)
|HAXH[ 29 X} (Test Facility Management)]
(87) ol&ZHLee Jong-chan) — () 3412 (Kong Seok—kyoung)
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