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Sterile surgical catgut, similar sterile suture materials and
sterile tissue adhesives for surgical wound closure; sterile
laminaria and sterile laminaria tents; sterile absorbable
surgical or dental haemostatics

Hl&Td 228 SeAL & Z2EA}

non—absorbable surgical sutures or ligatures
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British Pharmacopoeia, 2025 (=2}, 2025)
British Pharmacopoeia, 2025

ISO 11135:2014, 9|58 AF B — JdEASAo|E — 57|79 H
38 M, A % L4 Aol i a4

ISO 11135:2014, Sterilization of health care products — Ethylene oxide-
Requirements for development, validation, and routine control of a
sterilization process for medical devices

ISO 11137-1:2006, )58 A Z o A — WA — A1FE: 98779 HH
A N, AE 9 4 Bl o 8 FAE

ISO 11137-1:2006, Sterilization of health care products — Radiation — Part 1:
Requirements for development, validation and routine control of a
sterilization process for medical devices

ISO 11137-2:2013, =& A& "o — WA — #A2F: H+ A= AA
ISO 11137-2:2013, Sterilization of health care products — Radiation — Part 2:
Establishing the sterilization dose

ISO 11137-3:2017, o5& AFe Hd — WA — A3E: /i, A5 2
A Bele] AFAH 2] B A

ISO 11137-3:2017, Sterilization of health care products — Radiation — Part 3:
Guidance on dosimetric aspects of development, validation and routine
control

ISO 17665-1:2006, 988 A ZTeo HH — 5¢€ — Al1F: 98779 @F
24 AL A% 9 94 B O 2 7A

ISO 17665-1:2006, Sterilization of health care products — Moist heat — Part 1:
Requirements for the development, validation and routine control of a
sterilization process for medical devices

ISO/TS 17665-2:2009, ol5 & A|FS U — 5¢E€ — A2F: SO 17665-12]
2 gol #g AA

ISO/TS 17665-2:2009, Sterilization of health care products — Moist heat —
Part 2: Guidance on the application of ISO 17665-1

SO 11138-3:2017, o2& AFel W7 — AR AAA — A3 54
W7 TAE ABLA A7
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- ISO 11138-3:2017, Sterilization of health care products — Biological indicators
— Part 3: Biological indicators for moist heat sterilization processes

o IS0 20857:2010, o] &4 AFe| BF — AL — 9 By17)9) BF FF AL,
A% 9 94 B WD 2 TA

- ISO 20857:2010, Sterilization of health care products — Dry heat —
Requirements for the development, validation and routine control of a
sterilization process for medical devices;

o ISO 11607-1:2019, ¥ Hvd 9571714 £ — AlF: AA, E A
Nz"l B = Azde td aTAR

- ISO 11607-1:2019, Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging systems

o ISO 11607-2:2019, F= EdH 9571718 3 — A2F: Ay, 53 9 %4
T4 HAs 8TA%

- ISO 11607-2:2019, Packaging for terminally sterilized medical devices — Part 2:
Validation requirements for forming, sealing and assembly processes

o United States Pharmacopeia 2024 (USP 47 — NF 42) (v]=<FAd 2024)

- United State Pharmacopeia 2024 (USP 47 — NF 42)

o US 1958-2:2019, ¢|#& &FA — 7= 74 — A2H: vF+4

- US 1958-2:2019, Surgical sutures — Specification — Part 2: Non-absorbable

o US EAS 1019-2:2021, 9J%4§ B&A — 7l 4 — A2F: vl g4

- US EAS 1019-2:2021, Surgical sutures — Specification — Part 2 Non
-absorbable

o US EAS 1019-1:2021, &|#8 BE3A — 7€ 4 — AlE &4

- US EAS 1019-1:2021, Surgical sutures — Specification — Part 1. Absorbable
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o DARS 2153-2:2025, 9|78 B3t} - A2 vl §54 B9Ah, 2%

- DARS 2153-2:2025, Surgical sutures - Part 2 Non-absorbable first edition
= https://members.wto.org/crnattachments/2025/TBT/NGA/25_04660_00_e.pdf
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