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୆ఘકඉ࿪͈ခ࢘଻ບثঐૻȇ਀੅࿤કඉ 2013

ʶⅺ᰷ࡐᗕ͆ ᅠቊᦹऴ๫ዓકΉ ᘲᕇ⍗△ϢਅݲΉ

ǾǧȐǺ

ᓔḗǺǙǓǵǾ᧯Χᘲᕇ⍗ǽሱ׼මǙȗȂયӴමǺ⬄ǨȚ△ϢᅀᗕǺǳǓǵǽӸ᫢ᑙᛡ᫢▿⵮ᅀᗕ

Ǜᵾ઻ǤțǵǙș⾻ᄽǮǹ⓯ݨǽⅉಁπ᧸◜۝ᨃ☔ǽ࣠ᛡǷǹǲǵǓȚ⾽ǢțȘᑙᛡ᫢▿⵮ᗕǺ࣠Ǵ

Ǟ△Ϣ✇ᄦǾ⾻ⅉಁᥰईǶǽ᧯Χᘲᕇ⍗π᧸Ǻ⭾Ǧǵȑ⾻ЈⲠමǽⶲǓษअǷǦǵᘍ᧸Ǥț⾻ٛ᪭⬄

⢪๫ዓᩲǽ̔⬸ǹȘȂǺ֝ࡿǺগǓǺൃᴗǲǵǓȚ⾽

ʶᅀ⾻༕Ǜ࡛ǺǙǓǵǾ⾻ᓔḗǽȗǕǹ᧯Χᘲᕇ⍗ǽሱ׼මǙȗȂયӴමǺ⬄ǨȚӸ᫢ᑙᛡ᫢△Ϣ

ᅀᗕǾǓȍǯᵾ઻ǤțǵǙȘǩ⾻ỚʶǤțǵǓǹǓᲷƼǹ▿⵮ᅀᗕǶ△ϢǤțǵǓȚǽǛᥰᣞǶǑȚ⾽

ᅠቊǺǙǠȚ᧯Χᘲᕇ⍗△Ϣᅀᗕᑙᛡكȡᬶ᫢ǷǦǵ⾻ᅠቊᦹऴ๫ዓકΉǾ⾻ᅠቊᦹऴ๫ዓકΉ

᧯Χᘲᕇ⍗ǽሱ׼ම△Ϣ࿀⦠テཆ࿀⒐᧯ 㑮㑬㑭㑭ȡཆ࿀⒐᧯ǽᑙᛡكǽǮȐǺံጣǦǮ⾽ǢǢǺံጣǨ

Țᅠቊᦹऴ๫ዓકΉ ᧯Χᘲᕇ⍗ǽሱ׼ම△Ϣ࿀⦠テཆ⒈⦕ᘲᕇ 㑮㑬㑭㑯Ǿ⾻ཆ⒈⤴ΡǺ᧸ǓȚ᧯Χᘲᕇ

⍗ǽ△Ϣᅀᗕᑙᛡكȡᬶ᫢ǷǦǮȑǽǶǑș⾻ᅠቊǺǙǠȚ᧯Χᘲᕇ⍗ӴΧǽ△Ϣᅀᗕǽᑙᛡكȡᬶ

࿀ǨȑǽǷǨȚ⾽

㑭� ᑙᛡ▿⵮ᗕǺ⬄ǨȚ࣠ቊ᫢ᅀ⦠

᧯Χᘲᕇ⍗ǽ▿⵮ᅀᗕǷǦǵǾ⾻ᓔఎǷȪɩɲȳ۰⒄࡛ǷǶ 2 ǳǽᘓțǛǑȚǢǷȡؗጣǦ⾻


ǽπ᧸ᬶ᫢ݨ⓯᧸ᗕ�ǙȗȂቃ൏ǤțȚ׼እǹǸǺඅǧǵ⾻ᓔఎᑙᛡكਅݲΉ European Committee

for Standardization�Comite Europeen de Normalisation
CEN�ǽᓔఎ⢪۰ᓔఎ╄጗ European Union-

European Norm
EU㏏EN�ǺǙǠȚᑙᛡ▿⵮ᗕ⾻ǙȗȂ⾻Ȫɩɲȳ۰⒄࡛ቦᄦ▿⵮ٴΉ American So-

ciety for Testing and Materials
ASTM�ǽᇮ઻᫢ሬẹɪɖȸɱɝ Tentative Final Monograph
US㏏

TFM�Ǻ╄઻ǤțȚᑙᛡ▿⵮ᗕ⾻ǽ˓⦠ᅀ᫢ቊ࣠ȡǷǢȚࡖȡك⭾࡛ǵǦ᧸ဖȡᗕᅀ⵮▿ǮǧᛡǺ‮

ǷǨȚ⾽ǮǯǦཆ⒈⤴ΡǺ⣪᧸ǤțȚᘲᕇ⍗ǽᑙᛡ▿⵮ᗕǾ⾻CEN ᑙᛡ▿⵮ᗕǺ╄઻ǤțǵǙȘǩ⾻

TFM Ȃڽ ASTM ᑙᛡ▿⵮ᗕ
ASTM E1173�ȡڹ‬Ǻቊ⤒Ƕǽཆ⒈⦕ᘲᕇ⍗ǽπ᧸ᣞᗇȡ‬ອǦ⾻

ΰ༔ǦǮ⾽


ᗨ�CEN
EU㏏EN�ᑙᛡ▿⵮ᗕ⾻ASTM
US㏏TFM�ᑙᛡ▿⵮ᗕǺ⬄ǦǵǾ ֌⒙㑭㏏㑰ڹᡄ

㑮� ᑙᛡ▿⵮ᗕȡ⣪᧸ǨȚ᧯Χᘲᕇ⍗ǽᶽࡕ

ǢǢǶံᰳǨȚᅠቊᦹऴ๫ዓકΉ ᧯Χᘲᕇ⍗ǽሱ׼ම△Ϣ࿀⦠テཆ⒈⦕ᘲᕇ 㑮㑬㑭㑯ȡ⣪᧸ǨȚᶽࡕ

Ǿ⾻᧯Χᘲᕇ⍗ǽǕǰ⾻ཆ⒈⦕ᘲᕇ
ȳɎʀɎɳ֡ӱ⤴Ρȡ܅ȏ�ȓᗨଙ֭ǽᘲᕇǺ⣪᧸ǤțȚ⍗ָǽ

ሱ׼ම△ϢǶǑȚ⾽ٛ᪭൝̗ᅠǺǶȍțǢ⾻ǾǵǓǳǺϢ△ම׼ሱǽָ⍗ȚțǤ᧸⣪Ǻ᧯⒐࿀ཆǽ‮

ቊᦹऴ๫ዓકΉǛံጣǦǮᅠቊᦹऴ๫ዓકΉ ᧯Χᘲᕇ⍗ǽሱ׼ම△Ϣ࿀⦠テཆ࿀⒐᧯ 㑮㑬㑭㑭ȡ⣪᧸Ǩ



⒙㑭� ሱ׼ම△Ϣᅀᗕ

△Ϣⱼᬶ △ Ϣ ᅀ ᗕ እǽ࿀ᑙ׼

ཷ≗Ɂɢȷɐɱɨᵱ In vitroテᅠቊكક᪭ᗕકΉᑙᛡ▿⵮ᗕ⾻NCCLS⾷CLSI⾸△Ϣᗕ⾻ȍǮǾ⾻

CEN ᑙᛡ▿⵮ᗕǺᛡǧǵሬତ᫘₝⬹ᓹញಏǬǽ͙ǽᔷᜈ׼እȡ☈ȈȚ
MIC ᵱ㑭⾸

ම׼ڊ In vitro ǙȗȂ In vivoテUS㏏TFM⾻ASTM ᑙᛡ▿⵮ᗕǺᛡǧǵીᅄǨȚ log10 reduction

྾Ữම In vivoテUS㏏TFM⾻ASTM ᑙᛡ▿⵮ᗕǺᛡǧǵીᅄǨȚ log10 reduction
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ȚȑǽǷǨȚ⾽

㑯� ሱ׼මǺ⬄ǨȚ△Ϣⱼᬶɿᅀᗕɿ࿀ᑙ⾻᨞๟̗ⱼ
᏶ᨪ�

3.1 ሱ׼මǺ⬄ǨȚ△Ϣⱼᬶɿᅀᗕɿ࿀ᑙ

ሱ׼මǺ⬄ǨȚ△ϢⱼᬶǺ⬄ǦǵǾ⾻⒙ㆌǺᰳǨǷǙș⾻ཷ≗Ɂɢȷɐɱɨ⾻׼ڊම⾻྾Ữමǽ 3

ᲷⲲǺগ֌ǤțȚ⾽ཷ≗ɁɢȷɐɱɨǾ⾻ᅠቊكક᪭ᗕકΉᑙᛡ▿⵮ᗕ⾻NCCLS
CLSI�△Ϣᗕ⾻ȍ

ǮǾ⾻CEN ᑙᛡ▿⵮ᗕǺᛡǧǵሬତ᫘₝⬹ᓹញಏᵱȡ△ϢǨȚ⾽׼ڊමɿ྾Ữම△ϢǾ⾻ASTM ǽ

US㏏TFM ǛǑș⾻US㏏TFM Ǻ╄઻ǤțȚᑙᛡ▿⵮ᗕǺᛡǧǮ▿⵮ᅀᗕǶ△ϢǨȚ⾽

3.2 ሱ׼මǺ⬄ǨȚ△ϢǺǳǓǵǽ᨞๟̗ⱼ

ሱ׼මǺ⬄ǨȚ᨞๟̗ⱼǺǳǓǵͨˁǺ▉Ǩ⾽

3.2.1 Ⱎⅉಁ▿⵮ǺǙǠȚ᨞๟̗ⱼ

㐚Ⓚ⵮⍗ǽ△ϢǺ৬ഝǹ≗ጋ
ͦራጋȑ܅ȏ�ȡ⣹઻
ᑙᛡጋ⾻ⅉಁո⮼ጋ�ǨȚǢǷ

㐚۬▿⵮ǺϜǨȚᔷ≗ᘲᕇ⍗Ǿӽ⢡ɵɋɐǽ⓯ݨȡ᧸ǓȚǢǷ⾽ǮǯǦ⾻෕౐᫢Ǻ۴ʶɵɋɐǛံϜ

ǤțȚǢǷǾǹǓǮȐ⾻⫧ቃǺᚡȚ▿⵮ǽई۰ǾǢǽ⭈șǶǹǓ⾽

㐚ⅉಁπ᧸ȡ็઻ǦǮؔᢼ▿⵮ǽીᅄȡ‬ອǨȚǢǷ

㐚ᘲᕇ׼እǺଓǨȚảࡍ੿ǽ഻ⱶ
ሱᑿᢼ⛤∜ᢼ✤�ǺǳǓǵ⾻⣪չǹ△Ϣǽીᅄȡ‬ອǨȚǢǷ

㐚Ⓚ⵮⍗ǽሬତ᫘₝⬹ᓹញಏ
MIC�Ǭǽ͙ǽᔷᜈ׼እǺǳǓǵǽษअȡᰳǨǢǷ⾽ᔷ≗ᘲᕇ⍗ǽ׼

⾻ǺǳǓǵǾ⾻൮᧯ᢼǽऻᔢǽሱᠪǺ⬄ȞȘǩ⾻᮲ᆣ⫻Ǻ൮᧯ᢼȡᔷ≗ǨȚǢǷǛ⦔┶ǶǑșמ

ཷ≗ɁɢȷɐɱɨǾ⾻ሬତᔷ≗ញಏ
MBC�ǺȗȚ△Ϣȑ৬ഝǶǑȚ⾽

㐚ᓺ᯺ම⾻લӴම⾻ỿῘම⾻Єઇමȡ᯺ЄǨȚǮȐǺ⍗̗ᗕǺ઻ȐȚЈⲠම࣠ᛡ⣪᧸▿⵮ȡીᅄǨȚ

ǢǷ

1� ఍ቧ⤒ছ⾽ᔷ≗ᘲᕇָǽᔷ≗מ׼⾽ᄽ╷ᢩ GMP ൮᧯ᢼ▿⵮ᗕ 2000; 9: 344㏏5.

3.2.2 ⅉಁ▿⵮ǺǙǠȚ᨞๟̗ⱼ

㐚⅋ᅄ▚Ƕ▿⵮ȡીᅄǨȚई۰ǺǾ᣻ᴗǦǮᵥʿǽ▚ᅄ‮ QA
ЈⲠමЄ▩૾ዶ�ȡۅǠȚǢǷ

㐚Ớ╹ક᫢ǺᎰ╿ǤțǮ١ոǹᄋǽⓀ⵮ǷǢȚǨɻȬȾɏȡ⵮▿ǯȢ⡛Ȏẻȡ‮
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㐚▿⵮ệእǽࢍʶමȡЄ▩ǨȚǮȐǺ⾻▿⵮ǣǷǺɲɝȩɴɻɁǽ⍗ָȡẻȎ⡛Ȣǯ▿⵮ȡીᅄǨȚ

ǢǷ

3.2.3 ▿⵮╹ᨋሤڽȂअܝሤΰ༔ᆣǺǙǠȚ᨞๟̗ⱼ

㐚Ⓚ⵮⍗ǽᣀමȡۀᆉ⾻‬ອǦǵ⾻Ⓚ⵮⍗ǽሱ׼මȡᓺǦǞᎰ▩ǨȚǢǷ

㐚Ⓚ⵮⍗
ᕉ⟿ଓᡄ⍗ȡ܅ȏ�ǽᔷ≗ᘍමȡ˛݅
˃ᘍමك�ǶǜȚǢǷȡ▩ᅽǨȚǢǷ

㐚Ⓚ⵮⍗ǽ᧸⢛ǺඅǧǮ△ϢȡǨȚǢǷ

㐚⛤∜ᢼ✤
ሱᑿᢼ�ȡπ᧸ǨȚ⭾Ǿ⾻ǬǽᲷⲲǷᚊף⦖ǽጔྭȡᅽȘǚǺǦǵǙǞǢǷ

㐚Ⓚ⵮⍗⣪᧸ᆣ⫻Ƿી⵮ଓ⛅ǷǹȚ≗ᙉဖۄᆣቃǾ⾻ཆ⒈⦕ᘲᕇࣕǾᗨଙ⤴ΡᘲᕇǽǬțǭțǶᬶᑙ

ǷǨȚሱ׼මǽ࣠ᛡȡ١ոᛙǮǨȗǕǺǨȚǢǷ

㐚͆᠋᫢Ǻẫ≗ȡ⛤∜ǨȚ▿⵮ȡીᅄǨȚई۰⾻ယᲷ≗⦖ǽ▚઻Ǜ৬ഝǶǑȚǢǷ

㐚Ⓚ⵮⍗ǽɵɋɐᨯۥ⾻ሱ׼ቃ⭈ǹǸǽય઻මǺ⬄ǨȚษअȡ▉⩜ǨȚǢǷ

㐚ệእǽỚ╹╫ኝǷቷͲǺ⬄ǨȚ᏶┶ȡ⡻ȈȚǢǷ

㑰� ⅉಁ▿⵮ǽીᅄᅀᗕ
᏶ᨪ�

ⅉಁ▿⵮Ǿ⾻ቊ⤒Ƕǽཆ⒈⦕ᘲᕇ⍗ǽπ᧸ᣞᗇȡ‬ອǦ⾻US㏏TFM, ASTM ᑙᛡ▿⵮ᗕǺᛡǧǵ

ͨˁǽᅀᗕǶ△ϢǨȚǢǷ⾽

4.1 ଓ⛅

Ѡಙǹ༔͆ᨇමȑǦǞǾ্මǽɤɱɻɎȫȪ

4.2 ⓀᎰ⤴Ρ

4.2.1 ཆ⒈⦕ᘲᕇ

ʶⅺ᫢ǹཆ⒈⤴Ρȡͦ⒙Ǧ⾻̊ᡷǙȗȂᛘǲǮ᫾℉ǽ˓ᅀǽⓀᎰ⤴Ρȡ܅ȏǢǷ⾽̊ᡷ᫾℉ǷǦǵ

Ǿ⃸⤴⾻ᛘǲǮ᫾℉ǷǦǵǾ⽡ൎ⤴Ǜ⣪ǨȚ⾽ⓀᎰ⤴ΡǾ⾻2 log10 ǽẫ≗᚛ଦȡᰳǨǢǷȡ۝⃆Ǻ

ǨȚӛոǹɡʀɁɱȬɻẫ≗ᄋȡ྾ǳǢǷ⾽

4.2.2 ᗨଙ⤴Ρᘲᕇ

⃦
ₔǚȘ₃ȍǶ�ȍǮǾཆ⴨ˁǽཆൖᅀ⒙Ⱒᵱǽ̊ᡷ᫾℉ȡπ᧸ǨȚ⾽ⓀᎰ⤴ΡǾ 1 log10 ȍǶǽ

ẫ≗᚛ଦȡᰳǨǢǷȡ۝⃆ǺǨȚӛոǹɡʀɁɱȬɻẫ≗ᄋȡ྾ǳǢǷ⾽

4.3 Ⓚ⵮අⱽǽ‮

▿⵮ǺẻȎ⡛ȍțȚⓀ⵮▚ȡ⫻ቃඅⱽȚમȡⱼ̗મ⣶ǽˁͨ⾻⫻ቃ઻ʶǽǶȍ֭ళच⍗⵮▿⾻Ǿ‮

ǠȚǢǷ⾽
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1. Ⓚ⵮⾽ǷǢȚǠ⤀ȡ᧸πǽָ≗ཷǽ˛⫻ቃ⵮▿Ȃڽඅⱽ⾻Ǿ‮

2. Ⓚ⵮Ǩ᧸πȡȎǽțǬ˛⫻ቃ⵮▿Ȃڽඅⱽ⾻ǦỔნȡɐɋȵǽݨ᧸Ȫȹ᧯⒐ǽම≗ཷⰞ⾻Ǻ‮

Ț⾽Ⓚ⵮ǽ֭ళच⍗⵮▿⾻Ǿ‮ 24 ᆣ⫻ǾȿɫɷʀȓӱᘩȡǦǹǓǢǷ⾽ǮǯǦᚌྰǾǦǵȑȗ

ǓǛ⾻Ⓚ⵮⤴ΡǾ⭒ǞǢǷ⾽

3. ⓀᎰ⤴ΡǺǙǓǵɁȷɱɞȳɋɟǽ᫾℉ȇǽ૛᭭ಏȡⶲȐȚǮȐǺ⭒ᕐǛർ┶ǹई۰ǺǾ⾻᫾℉

Ǻ᧯ǧȚႷș҈ǹǸǛ١ոǺ᪸ǗȚȗǕǺ▿⵮⍗चళǽ 48 ᆣ⫻֭ȍǶǺ⭒ᕐǨȚǢǷ⾽

4. ▿⵮⍗चళ֭ȍǶǺ⽡ൎ⤴ȍǮǾ⃸⤴ǚȘɡʀɁɱȬɻẫ≗ᄋǽဝ઻о
Ɂȷɲʀɓɻȸẫ≗ᄋ�

ȡ᯺◜Ǧ⾻ẫ≗᚛ଦȡᰳǨǢǷȡ۝⃆ǺǨȚӛոǹɁȷɲʀɓɻȸẫ≗ᄋȡ྾ǳⓀ⵮Ǻ⵮▿ȡ‮

ẻȎӱțȚǢǷ⾽

4.4 ᨞๟̗ⱼ

㐚】ASTM E1173ǄǺ൝Ǔ⾻Ƚɻɟɲɻȸᙉ⾻స⦏ᙉ⾻ࣟࢄǺǾⓀ⵮⍗Ǻᣀᨵ᫢ǹ˃ᘍමָكȡ᧸Ǔ

ȚǢǷ⾽

㐚▿⵮ᅀᗕȡɘɲɏʀɐǨȚǮȐ⾻ɲɝȩɴɻɁǽ⍗ָ
ᅝઇǽঋ᫾᧸ᘲᕇ⍗�ȡẻȎ⡛Ȣǯ▿⵮ȡી

ᅄǨȚǢǷ⾽ɲɝȩɴɻɁǽ⍗ָǾ⾻△Ϣ̔઻ǽ⤴ΡǺǙǓǵᑙᛡ᫢Ǻπ᧸ǤțǵǓȚ⍗ָǷǨȚ⾽

㐚ᚊ͛ᄙሤȍǮǾⓀ⵮⍗ǽံᰳǤțǮ࿀ᰳǺ൝ǲǵचళǨȚ⾽ɲɝȩɴɻɁ⍗ָǾᚊ͛ᄙሤǺ൝ǲǵ

π᧸ǨȚ⾽

㐚ẫ≗ဖۄǾȳɋɟɁȷɱɞᗕǶ⒅ǕǢǷ⾽ᜈ≗ǤțǮɁȷɱɞȳɋɟȡǦǲǚșǷ᫾℉ǺЄ྾ǨȚ⾽

2.5 mL ǽ᚛≗ǤțǮȽɻɟɲɻȸᙉȡɁȷɱɞȳɋɟǺӱț⾻ᜈ≗ǤțǮɱɘʀɥɲɁɦɻȡ᧸

Ǔǵ⣪ಏǽמࡿǶ 1 ո⫻᫾℉ǺႷȚ⾽Ƚɻɟɲɻȸᙉȡ܋೟Ǧ⾻ᜈ≗ǤțǮ▿⵮ᶩǺӱțȚ⾽ᵥ 2

ǽȽɻɟɳɲɻȸᙉ 2.5 mL ȡɁȷɱɞȳɋɟǺӱț⾻ԙȂ 1 ո⫻ɱɘʀɥɲɁɦɻǶႷȚ⾽2 ࡋ

ǽȽɻɟɲɻȸᙉȡہࡋǦ⾻ẫ≗ᄋᚬ઻ȽɻɟɳǷǨȚ⾽ǹǙ⾻ɁȷɱɞȳɋɟǾ⾻ⶲǤǛẇ 2.5

cm⾻ԑൎǛ 1.3」4.0 cm ǹǸǽগǜǤǽȑǽȡπ᧸ǨȚ⾽

㐚ẫ≗ᄋᚬ઻ȽɻɟɳǾᑙᛡ᫢ǹ՘ᥴ⾻ࣟⳬ⾻ẫ≗ᄋᚬ઻ᅀᗕǶȽɻɟɲɻȸᙉ˛ǽẫ≗ᄋȡᚬ઻Ǩ

Ț⾽

4.5 ▿⵮ɏȾȬɻ

▿⵮⍗चళ֭ȍǶǺ⽡ൎ⤴ȍǮǾ⃸⤴ǚȘɡʀɁɱȬɻẫ≗ᄋǽဝ઻о
Ɂȷɲʀɓɻȸẫ≗ᄋ�ȡ

᯺◜ǨȚ⾽चళ֭ǽᎰዶ
ɡʀɁɱȬɻẫ≗ᄋ�ȡ⒅Ǔ⾻▿⵮⍗चళൖǾ⾻ͨˁǽ⒙ǽ☈ዶᆣቃǺᎰዶ

ȡીᅄǨȚ⾽▿⵮⍗चళ 10 ոൖǽẫ≗ᄋǽ▿⵮⍗चళ֭
ɡʀɁɱȬɻẫ≗ᄋ�ǚȘǽ᚛ଦ⦖
ẫ≗

ᄋ᚛ଦ⦖�ڽȂचళ 6 ᆣ⫻ൖǽẫ≗ᄋȡሱ׼මǽ△ϢⱼᬶǷǨȚ⾽



▿⵮⍗चళൖǽᎰዶⱼᬶǷ☈ዶᆣቃ

Ꮀዶⱼᬶ ☈ዶᆣቃ

ཆ⒈⦕ᘲᕇ ẫ≗ᄋ
㐚चళ㑭㑬ոൖ

㐚चళ㑲ᆣ⫻ൖ

ᗨଙ⤴Ρᘲᕇ ẫ≗ᄋ 㐚चళ㑯㑬ᲈൖ

▿⵮⍗चళൖǽⓀ⵮ᥴᶩǽ‮

Ⓚ⵮⾽ǓǹȘǹǿțǠǹǠ⤀ȡءਖǹǕȗȚǨ╮ယǛስ⒘ǺΡ⤴ళच⍗⵮▿Ƕȍ⫻ᆣ㑲ൖళच⍗⵮▿⾻Ǿ‮

▿⵮⍗चళ㑭㑬ոൖǽẫ≗ဖۄǚȘ▿⵮⍗चళ㑲ᆣ⫻ൖǽẫ≗ဖۄȍǶǽ⫻ǽএଦǽؔǜȡ▞૓ǨȚǮȐ

Ǻ⾻ⓀᎰ⤴Ρȡᜈ≗ǦǮ૛⫱මǽ΢ǓేغǹǸǶȕȚǞⓀǕ⾽
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㑱� ሱ׼මǺ⬄ǨȚ࿀ᑙ
֋઻࣠ᛡ�

▿⵮ǺẻȎӱțȘțǮⓀ⵮ǮțǤكָ⓯ǵǓǙǺ‮⵮Ⓚǳ྾ȡᄋ≗ẫɻȬɱɁʀɡǹոӛǶ˛ǽ‮

⍗ָǽẫ≗ᄋ᚛ଦ⦖Ǜᓎǽ⢡șǶǑțǿሱ׼Ƿ◜ȐȘțȚ⾽

5.1 ཆ⒈⦕ᘲᕇ⍗

▿⵮⍗चళ 10 ոൖǽẫ≗ᄋǛ⾻ɡʀɁɱȬɻǚȘ 2 log10 ᚛ଦǨȚǢǷ⾽ȍǮ⾻चళ 6 ᆣ⫻ൖǽẫ

≗ᄋǛ⾻ɡʀɁɱȬɻǽẫ≗ᄋȡ❞ǗǹǓǢǷ1�,2�⾽

1� Hibbard JS, Analyses comparing the antimicrobial activity and safety of current antiseptic a-

gents: a review. J Infus Nurs, 2005; 28
3�: 194㏏207.

2� Seal LA, Paul-Cheadle D, A systems approach to preoperative surgical patient skin preparation.

Am J Infect Control, 2004; 32
2�: 57㏏62.

5.2 ᗨଙ⤴Ρᘲᕇ⍗

▿⵮⍗चళ 30 ᲈൖǽẫ≗ᄋǛ⾻ɡʀɁɱȬɻǚȘ 1 log10 ᚛ଦǨȚǢǷ⾽



֌⒙㑭� CEN㈙㑭⾷EU㏏EN⾸ᑙᛡǺ࣠ǴǞᘲᕇ⍗ǽ⍗׼△ϢᗕǽոⲲ

CEN⾷EU㏏EN⾸ᑙᛡ▿⵮ᗕǺǾ log10 reduction ǽ֋઻࣠ᛡǾǹǞ⾻ଓᡄ⾷ᑙᛡ⓯ָ⾸Ƿǽᭀଓᕉ⟿△Ϣ

ո Ⲳ ⍗׼△Ϣᗕ ⍗׼ǽ֋઻࣠ᛡ

‬テEN1500㈙㑮ڹ

ٛ᪭൝̗᫢⾸ક⾷᧯⒐ǽ⛅ଓ‮

ཆ࿀⒐᧯ᘲᕇ⍗

ɩʀȳʀဝ৆⦖Ƕ㑯㑬ǹǓǦ㑲㑬ᲈ⫻ɱɛ

ɻȸ㈙㑯

⾷ଓᡄヅ㑯mL⾻㑯㑬ᲈ⫻ɱɛɻȸȡ㑮ࡋ⾸

ම⾷ᘲᕇᬼൖ⾸ǽȎ△Ϣ׼ڊ

ĕଓᡄテ㑲㑬㎪⾷v�v⾸ȬɅɟɵəɖʀɳȗ

șצȘǹǓ

‬テEN1499㈙㑮ڹ

ٛ᪭൝̗᫢⾸ક⾷᧯⒐ǽ⛅ଓ‮

ཆ࿀⒐᧯ᘲᕇ⍗

ɩʀȳʀဝ৆⦖Ƕ㑯㑬ǹǓǦ㑲㑬ᲈ⫻Ɂȷ

ɱɞ㈙㑯

⾷ଓᡄヅ㑱mL⾻㑲㑬ᲈ⫻Ɂȷɱɞȡ㑮ࡋ⾸

ම⾷ᘲᕇᬼൖ⾸ǽȎ△Ϣ׼ڊ

ĕଓᡄテⰞ⍗᧸᮸ǠȢȗșȑӋțȚ

‬テEN12791㈙㑮ڹ

ཆ⒈ᆣཆ࿀⒐᧯ᘲᕇ⍗

ɩʀȳʀဝ৆⦖Ƕሬ⫧㑱ո⫻ɱɛɻȸ㈙㑯

⾷ଓᡄヅ㑯mL ȡ⣪ઽửǝ❣Ǩ⾻㑯ո⫻ɱ

ɛɻȸ⾸

ම⾷ᘲᕇᬼൖ⾸テർⱿ׼ڊ

྾Ữ׼እ⾷㑯ᆣ⫻⾸テർⱿ

ĕଓᡄテ㑲㑬㎪⾷v�v⾸n㏏ɟɵəɖʀɳȗș

ȘǹǓצ

㈙㑭 CEN; the European Committee for Standardization
㈙㑮 EN; European Norm
㈙㑯 π᧸⦖ǙȗȂɱɛɻȸᆣ⫻Ǿ⍗ָǺȗǲǵᨵǹȚई۰ǛǑȚ

֌⒙㑮� ASTM㈙⾷US㏏TFM⾸ᑙᛡ▿⵮ᗕǺ࣠ǴǞᘲᕇ⍗ǽ⍗׼△ϢᗕǽոⲲ

ո Ⲳ π᧸ईⰢǙȗȂᬶ᫢

‬テASTMڹ E1174

ٛ᪭൝̗᫢⾸ક⾷᧯⒐ǽ⛅ଓ‮

ཆ࿀⒐᧯ᘲᕇ⍗

ٛ᪭൝̗ཆȚǨᅄીǦ⡫ᾎ౐ᅠǺǸǹൖ֭╮ယǽǷ‮ต⾻ǵǓǙǺईᥰ᪭ٛ⾻Ǜ‮

࿀⒐᧯⾷ཆ࿀⢡⣏≗ transient skin ‰ora ǺȗȚ̰ఞᖀዓȡ⬸ᓹǨȚᬶ᫢⾸

‬テASTMڹ E1115

ཆ⒈ᆣཆ࿀⒐᧯ᘲᕇ⍗

ཆ⒈֭Ǻٛ᪭൝̗≗ࢀ౐࿀ཆ⾷᧯⒐࿀ཆǕǹǢǙǛ⾸ɝɋɇɁૅ⒈ཆ⾷‮ resident

skin ‰ora ǺȗȚཆ⒈⦕ᖀዓȡ⬸ᓹǨȚᬶ᫢⾸

ASTM E1173

ཆ⒈⦕ᘲᕇ⍗

ཆ⒈֭ǺตᕇᘲǕ⒅ǺȐǮȚǪǤଦ᚜ȡᄋ≗ǽ⾸ᵱΡ⤴ଙᗨɿΡ⤴⒈ཆ⾷℉᫾ǽ‮

⾷᫾℉౐ࢀ≗ resident skin ‰ora ǺȗȚཆ⒈⦕ᖀዓȡ⬸ᓹǨȚᬶ᫢⾸

㈙ASTM; American Society for Testing and Materials
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֌⒙㑯� ASTM⾷US㏏TFM⾸ᑙᛡ▿⵮ᗕǺ࣠ǴǞᘲᕇ⍗ǽ⍗׼△Ϣᗕǽ֋઻࣠ᛡ

‬テ⒐᧯⾷ક⾸᫢ཆ࿀⒐᧯ᘲᕇ⍗ڹ

ASTM E1174

‬テཆ⒈ᆣཆ࿀⒐᧯ᘲᕇ⍗ڹ

ASTM E1115

ཆ⒈⦕ᘲᕇ⍗

ASTM E1173

In Vivo⾷ȸɵʀɞɀɭʀɁᗕ⾸

㐚㑭ࡋᘲᕇ⾻㑱ոൖテ

㑮log10 reduction

㐚㑭㑬ࡋᘲᕇ⾻㑱ոൖテ

㑯log10 reduction

In Vivo⾷ȸɵʀɞɀɭʀɁᗕ⾸

Day㑭テ

㐚ᘲᕇ㑭ոൖテ㑭log10 reduction

㐚ᘲᕇ㑲ᆣ⫻ൖテ

ɡʀɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

Day㑮テ

㐚ᘲᕇ㑭ոൖテ㑮log10 reduction

㐚ᘲᕇ㑲ᆣ⫻ൖテ

ɡʀɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

Day㑱テ

㐚ᘲᕇ㑭ոൖテ㑯log10 reduction

㐚ᘲᕇ㑲ᆣ⫻ൖテ

ɡʀɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

In Vivo⾷ȳɋɟɁȷɱɞᗕ⾸

⽡ൎ⤴â

㐚ᘲᕇ㑭㑬ոൖテ㑯log10 reduction

㐚ᘲᕇ㑲ᆣ⫻ൖテ

ɡʀɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

⃸⤴â

㐚ᘲᕇ㑭㑬ոൖテ㑮log10 reduction

㐚ᘲᕇ㑲ᆣ⫻ൖテ

ɡʀɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

⃦֭⤴â

㐚ᘲᕇ㑯㑬ᲈൖテ㑭log10 reduction

㐚ᘲᕇ㑲ᆣ⫻ൖテ

ɡʀɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

In Vitroテ

âཷ≗Ɂɢȷɐɱɨ⾷MIC⾸

âሬତᔷ≗ᆣ⫻⾷Time Kill⾸

â‵ම≗լᥰǺ⬄ǨȚ△Ϣ

⾷Point Mutation Assay⾸ø

In Vitroテ

âཷ≗Ɂɢȷɐɱɨ⾷MIC⾸

âሬତᔷ≗ᆣ⫻⾷Time Kill⾸

â‵ම≗լᥰǺ⬄ǨȚ△Ϣ

⾷Point Mutation Assay⾸ø

In Vitroテ

âཷ≗Ɂɢȷɐɱɨ⾷MIC⾸

âሬତᔷ≗ᆣ⫻⾷Time Kill⾸

â‵ම≗լᥰǺ⬄ǨȚ△Ϣ

⾷Point Mutation Assay⾸ø

⾹ⓝ❣◻ᅽテélog10 reductionêǽ᧸◭Ǿ⾻≗ᄋǛ֊᫘≗ᄋǽ㑭㑬ոǽ㑭Ǻ᚛ଦǨȚଓᄋ᚛ଦȡᰳǨ⾽

⾷όǗǿ⾻㑭�㑬㑬㑬�㑬㑬㑬⾷㑭㑬㑲⾸ХǽȻɵɓʀǛ㑭㑬㑬㑬⾷㑭㑬㑯⾸Ǻ᚛ଦǦǮई۰ǺǾ⾻㑯log10 reduction Ƿ⒙ᥰ

øᄽ╄༔ոȡ܅ሱǨȚई۰Ǻ┶ᕷǤțȚⱼᬶ

ᦹऴ๫ዓ◛ Vol. 29, Suppl. II, 2014

âƷƷS 7 â



֌⒙㑰� CEN ǙȗȂ ASTM ᑙᛡ▿⵮ᗕǺǙǠȚᘲᕇ⍗ǽ⍗׼△ϢᗕǷ֋઻࣠ᛡǽᕉ⟿
ø△Ϣଓ⛅൮᧯ᢼテẫ≗ǽȎǺᗨᬶ

ᘲᕇ⍗ոⲲ ⍗׼△Ϣᗕ ⍗׼ǽ֋઻࣠ᛡ⾷log10 Reduction⾸ ≗ Ჷø ≗ጋᨯۥ

‬テڹ

⒐᧯⾷ક⾸᫢ཆ

࿀⒐᧯ᘲᕇ⍗

CEN⾷EU㏏EN⾸

EN 1500

㐚ᘲᕇᬼൖテଓᡄ⍗⾷㑲㑬㎪⾷v�v⾸ȬɅɟɵə

ɖʀɳ⾸ȗșȑצȘǹǓ

Escherichia coli

K 12

NCTC

10538

CEN⾷EU㏏EN⾸

EN 1499

㐚ᘲᕇᬼൖテଓᡄ⍗⾷Ⱎ⍗᧸᮸ǠȢ⾸ȗșӋ

țȚ

Escherichia coli

K 12

NCTC

10538

ASTM

E1174

㐚㑭ࡋᘲᕇ⾻㑱ոൖテ㑮log10 Reduction

㐚㑭㑬ࡋᘲᕇ⾻㑱ոൖテ㑯log10 reduction

Serratia marcescens ATCC

14756

Escherichia coli ATCC

11229

‬テڹ

ཆ⒈ᆣཆ࿀⒐

᧯ᘲᕇ⍗

CEN⾷EU㏏EN⾸

EN 12791

㐚ᘲᕇᬼൖǙȗȂᘲᕇ㑯ᆣ⫻ൖ⾷྾Ữ׼

እ⾸テଓᡄ⍗⾷㑲㑬㎪⾷v�v⾸n㏏ɟɵəɖʀɳ⾸

ȗșȑצȘǹǓ

Ѡ౐͆ɤɱɻɎȫȪǽཆ࿀౐ࢀ≗

ASTM⾷US㏏TFM⾸

E1115

㐚㑭ᅠᬶ⾻ᘲᕇ㑭ոൖテ㑭log10 reduction

㐚㑮ᅠᬶ⾻ᘲᕇ㑭ոൖテ㑮log10 reduction

㐚㑱ᅠᬶ⾻ᘲᕇ㑭ոൖテ㑯log10 reduction

ø྾Ữ׼እテᘲᕇ㑲ᆣ⫻ൖ⾷㑭⾻㑮⾻㑱ᅠ

ᬶ⾸⾻ɡʀɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

ཆ⒈⦕ᘲᕇ⍗ ASTM⾷US㏏TFM⾸

E1173

⽡ൎ⤴â

㐚ᘲᕇ㑭㑬ոൖテ㑯log10 reduction

⃸⤴â

㐚ᘲᕇ㑭㑬ոൖテ㑮log10 reduction

⃦֭⤴â

㐚ᘲᕇ㑯㑬ᲈൖテ㑭log10 reduction

ø྾Ữ׼እ⾷۬⤴Ρ⾸テᘲᕇ㑲ᆣ⫻ൖ⾻ɡʀ

ɁɱȬɻ≗ᄋȡˀࡋȘǹǓ

Ѡ౐͆ɤɱɻɎȫȪǽ᫾℉౐ࢀ≗

ᦹऴ๫ዓ◛ Vol. 29, Suppl. II, 2014

âƷƷS 8 â


