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Absorb Excess Exudates  Allow Gas Exchange Impermeable to Bacteria

SR\ SN

<. O

& Control Bacterial Infection

Maintain Appropriate
Wound Moisture
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Haidari H, et al . Wound Pract Res. 2020; 28(4):173-180.
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3. Protein Synthesis Inhibitors

1. Cell Wall Inhibitors Acting on Ribosomes

Site of action: 30S subunit
Aminoglycosides:
- Streptomycin

Block synthesis and repair
Beta-lactams:
- Cephalosporins

- Carbapenems - Ger?tanjlcun
- Monobactams - Am|ka.cm

Glycopeptides: Tetracyclines
-Vancomycin

2. Metabolic Pathways Substrate 4.DNA/RNA

En2¥me Inhibit replication and transcription
Inhibit DNA gyrase
Quinolones:
- Nalidixic acid
- Ciprofloxacin

Inhibit Folic Acid synthesis
Sulphonamides
Product
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Simdes D, et al. Eur J Pharm Biopharm. 2018;127:130-141.



=—. nEEBHNEERA

(SBETT =R~ miTMERER (SREHIMRAHESR (EREHERTmI RRERE
FHEREIESE) SEN) (ERERR) SEN) (ERERR)

|

20158118 2022£F118 2023498

(RTFRREMIIRRETT (KXTFHESRHE = (KT E= =R RERSA = (PRPERET=mDRF
et andd STEEEAGEEN) THEESXFENASE) EERANAE) (20224 EESEUW) (EXRESRE)

(ERZ1EH[2006]146) (20155 582255) 51038)



nE eI EmRH N EERA

EEEME=R5]

2 REEE

HxREnAnhSEEEBEXTIeEREETSMEIMEEEXEFTEAIANS (20155F52255)
28 BED

AfoRdiE: 2015-11-09

nE
(2015) FERAGIEE (WNEERR. ERIEIERS) ETssiIMEENEXaM, #—SAFCRIRINEILER, RiIE (ETramnSEER0) M1 (ETssmiEmERE)
FRXHE, Iz mEIMEEEXEFEATUT:
—. WTF2EHEKRE. EEREIERSFRESHI R, & RTEBIRERNNEEASIIETEIRER, NSBIRBaR. 8BRE, MEAETIWMEIE,; GRFTEHY
RBNAESHEE S EINNEINEE, MBEAMEER, NSEHFRENSRE. SREENE, RRE=EKETSEREE
A% (14 Fh. PP RE v (10 Blm e V|13 SRR v ke | ] &ifl s
SREFR N N B ~ ~ _ ‘
(2018) B RIS RN BTSRRI SRS 7 ) R D4 Tl & an 4, 24491
IEEATIENTR, AEOTD. AR, EREEATHEE T Almi i, RS, MRS, B REINERL. RS

14 14, *%EWWF%E 10 BIESE} 13 SR8 5Rk GRER) SRR\ RERENE TR, . . FAIOE, FARAM K. O RRRE T ahE

R B TREHEA IR Bl E /s B A, AR




—. nEEBHEMNEERA

EEE !
= SRHEH

VAETr et ERA RSB S~ mPamEE. ESRE
IMERARIETMESESEN (2022)

FREAF RS AT RE RN RAIFIE, BEIENE T ZYFETT sSMAE SR IR RTRES
&, IHZEmitTZMERMRENAR, MAYNELE. EERMINERE. «

—RIERT, BMASETSEMTRBHTAYNEE. EBMR. MTEIBHIRNE
FREAER(Z (ANRAERE. RREEMBERUSIN) MAEBNm, WHEEIRENER. &
IKEY KSE. é%ﬁ%ﬁl*ﬂr%, B TEYRINEIATR. T AEDG YRR EI FREAER
AR AN m, BTN RESFINFFRNATINES, NAHH TERINERRT,
(BB AR E~ mAvieEl. REFREES., «

INEEYEEYRA M, NSEVEEYRNSH SIS RRENSEW, FRIE
HIFFHUEFRIEXAR, NEBEROHITERE, ABIRR, B, INFHRARARET
. E8. ¢




=—. nEEBHNEERA

BN
(2006)

ESER
(2023)

EEEER
BHRIREE

RTHARED A HRETT 2e i a7 SR EERIEA]

E87 1 [2006] 1465

26 BED

£4, BiaK. BEEMRARARLEEER (BRELEEER) -

ZFnAdiE: 2006-04-11

2004, ExBEAEHMKELERVAFINN WX REOBNRER" (FADEEFHEREE. BaEGIM10 M EIKRSEM RSN RR1E O 2567 85

EARE EHEE, ETPREREEE, RERENLE BRI REDTREETSERN (MK ERTRSIRNETER) AEAIEEFEHNSE| LaCiE

I EETSREANERMKR MR = RETNEEREAN T4 T, A INr=RaEr-m BN SaEEeE, JPREHTMN, MRMEETERTMINEXME

MARPHRETFmORRERSEN (ERERR)

PRI EMRIRA DY, (EHAEIAEI T :

(—) WFmERIRkD, BEASEMAEFSES. REFEEEERIRS
L Wl mE BRI ARKIRA D AU E AT (FASSIETUIAR, ME9KRRIAER. BRSE, UAMEETSmMEE.
2. A RATSRIAKIRA D (N A E G TEE =M LIBINETIEE, BEIIsENEEER, WESPKIRFENSEKRE.
B, MR =RErRMEE,

BIKIRN S IER




=—. nEEBHNEERA

EIEEE=5]

= HttinEsn

ERGR/HXTERERREN~mERRINAE '_

(2022£E561035)

MNEENERSHIEREETR. SBAMRNERRTTE
FMFR NIARNFIE

1. BB I EEE i, B=iEHATFIGRZ5 34 Z 5T
TRl ST anE B RE R, Z/TFRE. FTFHIEr
e EENE AT FRRAEIRRES T T/ Bl ARAT R
IFHFIRET S5 R ERAARIR ARG AR ATE SR N,
(1) ANERARIGPRES UGS/ Blm PR 53 S d R B B AR
HERTERE, b, TEEETnE QT FREIETHARIER

FrmFIE N U Zaa RIS~ TR EYEEE.

SRR R R SCI TR AR e LU 7 et T £ 79
HmAESam.  (2) NRIFIRRATEEAFH/EIRARAFR FE
T BENEEIT R, R ini R T s S 1L,

(EREFEXRTFmPERERSEN) (EkERRE) -_
2023%8H4H

(D) FaEEETEGTILIE R, FSRXE
HFHIEZ, BRFHSHERE (WREERE)  ZEmAs~
mEE, L ARIFRAENGMEASTm, NIERAREXE
REHRER LA eed ERRAERZSMASTm, NIRRE
TR RERBIREM. NMEE(FAERERESIAMAS™
r TR

BENEASHERERm, NARHIFIRREFETHFA
/ARSI mESEENE AT EFR. BTHE RES
BEENERTFRRIRIRRES AN/ BIm AR S R It
A SE DR RERAIFRARMIEARAESERN, (1) 0%
R ARZS R RSN/ SR AR AR SO SE - rn B A BRRRI TR AT 1F




=—. nEEBHNEERA

EEE T
EHABIALS
ik, SRR EfHZIALSY . TEMERS

!

RINKETEMEE
(LAETT S5 MAES)

BEiATTEH o RET~miIEIRRME
FiXARERIREEK

! | !

BEOME S~ mE =TT Rat S 18
RIEEEEALIFIE ‘
LA 88t ERIZSMES LAZS B ERIESTAS

i FRAER. BRFRI



=. BEmAEMRARRRES

[ 2ENERSHERERTMm, MIRAIEIRFRESSFHFH/RIaRAF IS e e nE ey R, BTAIE™

mEAEENE ST ERIEIRRAER R/ RA R AR E R SE mf LR XA ERRFIGFREAIESEN
BE: (ERBURXTERAEERRNTREELIIOAL) (202265103S) ]
e KB (EZSTsRES BRI E SEN)
P (RBEAYIEFRRIIAIESEN )
— EERH
BRIERE MIC) — SN AEETnE BN EEsh
RIEREIRE (MBC) — RMESEMIEEISR
L M | e (MEE) i oani
b — FEMZ (time-kill curves) — Z¥RESHEINXER
THIEIRE (SIC)
— PSR (PAE)
1EMSERSHS — M2 N EL R Rl
- AR
it - 4 74 TRE
(pharmacodynamics, PD) — (A — IHRSMERIRREAIER. RIRERK/ERER
(R Bz RS N A PO pareren { MEMISHEY — EEERIER. WS
g S T\
HEEREET) KEFRIF S — IEPREERFIMMEIREIE R, ARSIt S B S A SR S IR




=. BEinETEES

RRIEEE

= ESIEEEAEIRRHA T ——mE EEEHR

el EE
R TERERATS

EE
YERHNEI
) SIEIERE (MIC)
RIERERE (MBCO)
— RIMERME
MEREFE ZEHLE (time-kill curves)
THMERE (SIC)
BENRFINERENNE
}_\Z’_i
{R5hCEE LR
(Bench testing)  i&HUGFREREY, FMHEEY | REHZE
JFIRREAEEHAT L—— """
LS
(Animal studies) HOEEER. EESER. BREFK/ERER
BEEm PN
IEPRI BEMSER R RARNE R R RS

(Clinical studies) |

| ImART3 BIERTER, MRPREEFHIEREFEEENF

2% (REEBRIEMEATEERESERN) JERKERR)
“Premarket Notification [510(k)] Submissions for Medical Devices that include Antimicrobial Agent” (DRAFT GUIDANCE) (2007)-FDA
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ISO 20645: 2004 Textile fabrics — Determination of antibacterial activity — Agar diffusion plate test
ISO 20743: 2021 Textiles — Determination of antibacterial activity of textile products

AATCC 100 : 2019 — Test Method for Antibacterial Finishes on Textile Materials

GB/T 20944 Z57R &3 T IEREAITFAN

ISO 22196: 2011 Measurement of antibacterial activity on plastics and other non-porous surfaces

GB/T 31402-2015 BBRIRETE BRI XL
"
MBBSEAR, BEBARERE



M., FIMEEREFNTE

7

ERSMREF T
= AR e EEE iy

YY/T 1477.1-2016

YY

rh A AR 250 [ BE 2547 dl AR

YY/T 1477.1—2016

ICS 11.120.20
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Standard test models for primary wound dressing performance evaluation—
Part 1:In vitro wound model for antimicrobial activity evaluation

2016-01-26 % % 2017-01-01 £ 4
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EN 17854-2024

EUROPEAN STANDARD EN 17854
NORME EUROPEENNE
EUROPAISCHE NORM March 2024

ICS 11.120.20

English Version

Antimicrobial wound dressings - Requirements and test
method

icrobiens - Exigences Antimikrobielle Wundauflagen - Anforderungen und
d'essai Priifverfahren

This European Standard was approved by CEN on 14 August 2023,

CEN members are bound to comply with the CEN/CENELEC Internal stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the respansibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tarkiye and
United Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FOR NORMUNG

CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

©2024CEN  All rights of exploitation in any form and by any means reserved Ref. No.EN 176542024 E
waorldwide for CEN national Members.
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“Premarket Notification [510(k)]
Submissions for Medical Devices that
Agent”(DRAFT

include Antimicrobial
GUIDANCE) (2007)-FDA

FDA recommends that manufacturers
conduct in vitro studies to demonstrate
the antimicrobial effectiveness of the
agent on the device for the stated
indications for use. In vitro studies should
incorporate exposure conditions that

simulate clinical use of the device.
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Preclinical testing of

antimicrobial

performance
devices with

medical
effects. Nature Reviews Bioengineering.
2023. 1, 589-605

In vitro testing of medical devices should
identify potential safety and effectiveness
issues before animal testing and clinical
use. Although in vitro testing happens at
the laboratory ‘bench’, it should strive to
simulate the hospital ‘bedside’, that is,
the conditions of clinical use and device

environment.
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Fig 5. Chronic wound infection progression and resolution *H Hgﬁ{ﬁ*;i
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“ig 4. Acute wound infection progression and resolution
Wound contamination from external sources
(skin, gut, mouth, environment)
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Wound contamination
from external sources Slow.
(skin, gut, mouth, environment) sistained Microbial aggregation, biofilm
unpredicable formation and maturation Infection
Virulent, Infection control healing control &
metabolically- & wound response === wound
active resolution Biofilm resolution
planktonic cells ‘ ’
l * Systemic antibiotics + Persistentent host _ Wound remains u;ﬁdsyh:tge-:xe
d bed tion™ inflammatory *  recalcitrant G
wound bed preparation : ey antibi ot
cytokines, oxidative Biofilm may shed seoondary
Invasion of Classic host inflammatory response Infection stress, NETs, planktonic cells that * acute infection)
viable host —® (neutrophils oxidative & non-oxidative —® progression wound bed tissue couse a i
tissue killing mechanisms, NETs) & healing delay breakdown) 2
=4yl
= Hurlow J et al, ] Wound Care. 2022;31(5):436-445
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