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4General principles



4.1 3| \7T physical/chemical information (#JIB/{¢tZER) B,

WIS RRREBL S EHHE T E MR ENIRAETE, 2FREDZ

RIS —2, FABERECEMESENNRR T = nEEKE.
TR E Figure 1 AWM ENXNRKREEAREEPEEN

physical/chemical information, HEREEZE —HEFHIEIN T — N0
1% geometry and physical properties (ZMFIYEMER) . B, RE

B FiRIEINT clinical use fEAXKERBINTENINE, I&EE 2 Fimx.
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4.3 ¢) packaging materials that directly or indirectly contact the
medical device can transfer chemicals to the medical device and then

indirectly to the patient or clinician;

EYETFMERFIENT T REMHER.

RIEFTRIRE, FEZREEMHEEREER, RESTEGENFEYRT

MHET s R e, LNEMOIRRER SBRFERKSART, MEK
ARAIEFEM REEATEEN, XUFEZREHERERN, BEK
MEFERSEUFEYREE, R OIERMERN T 21,



4.7 The biological safety of a medical device shall be evaluated by
the manufacturer over the whole life-cycle of a medical device.
PSR, EFENETrSRNENRE TN NEBEEET SmMeEaEE.
WEFAEINT 2EGFBNEYZIT, BHEREDFZTFNABLSTE
YRAEMRE, BERIRRIREERBHMN R ERMEEEERSRRIE
WEITFN RS BRI EEA.

4.8 For re-usable medical devices, biological safety shall be evaluated
for the maximum number of validated processing cycles by the
manufacturer.

WS, WTUESEAETSM, SERNNHATEALERERNE
TRMHEITENZEIFM.

411 YT HFMRIREERR A — DA FEiR A :

1) BAHT#hRA A, EIFMERNETBMAFTEEMFTRIENRE S
105 ;

2) REBFTRINE, (HUEYETURETENRARETERE SRR,
3) BRIGAREHETEAFEEMESEERIEREURRRRE;

4) (I REMBES BTN ET S8, B IR RITRITERTETAN.

bCategorization of medical devices

5.1 General
BEf T SIEXRETSZMAI DX SER SO 18562 RAITRA.

5.2.1 Non-contacting medical devices



FRIVERS 7 AREMRET SN, PR T IHEMEET SEMARTEHRITE
rEEtEale, tLINERSHRGE, RIMZENREURRNES,

5.2.2 Surface-contacting medical devices

a) Skin

FMRFEIRINT NOTE 2%, BAH T RAEMNREMHIIKRZMSEMTE
BENENMZ TN, BIETFEEMSEM (NEE. ZH. MER. SD R,
U 2%F) MFEERSIMN (WSENFW) .

5.2.3 Externally communicating medical devices

b) Tissue/bone/dentin

Medical devices or components that do not necessarily directly
contact tissue or bone but serve as conduits to delivery fluids to the
tissue or bone.

BT RARSEEERANSERSEM, FRIREL D AIMNEBENETT.
5.3 Categorization by duration of contact

5.3.1 Contact duration categories

¢) Long-term exposure (C) — medical devices whose cumulative sum
of single, multiple or repeated contact time exceeds 30 d.
WhRARES, EHET 30 RETH/MEKA long-term HiR7T
permanent, NRiAR E EINEIFE, tLal ORISR A KIIE AN XK ET 5,
BRFZRTEHLSE, BIEREEERERRHERT 7~8 F, AAEEF
KRAEN,

5.3.2 Transitory-contacting medical devices



BINT B ERETSMIEN, RERMIENT 1 oHay=sme35
FEEEARSE, tLadintT]. RS, BRES. EEERETSRMER
AREHTEVRESHRE, BRIIAKR A, BltESME T RERER

(cumulative use) , EEZIMEM.

6Biological evaluation process

6.1 Physical and chemical information

FrE &K, physical and chemical information A&EYHEBEIEFNMEERN
E—¥, BEAXLETSE 1SO 10993-18, XFHAKMEATSE 2017 Fi
HAYEMES MR E ISO/TR 10993-22.

6.2 Gap analysis and selection of biological endpoints

FEENR, METEEDTRILERE, NSEHR A NEM L, S5
3 Cliterature review (X#k%Rid) #1THIE. BTEESITHIER, #E
FERBENK, LIREFTEEENEYRSERIEINE.

6.3 Biological testing

R F MR AEFTIERINIH I £E 2% T FDA XTF I1SO 10993-1 (£
iErg 2016 M A HINE, XHEREEDESENXAY 1SO FREEE
K[ FDA Fik, XF£% I1SO 10993-1 iR A HNETSIMESRERIR
B— 1Ak, SR uEs. SUEMSRKEBUXIERIIIA.

ISO 10993-1 iR A Eiff5, WITEMT:



Table A.1 — Endpoints to be addressed In a biological risk assessment

Medical device eategorszation by Endpoints af bodogical svaluation
Nature of bedy contact Centact duration
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B 3 #i%8 15O 10993-1:18 BfR A
1) EARFS E ABL—REH X DAmRENEEEARER;

2) FRIRERS X REEMEXNKRITFEFTENERER, 2 Physical
and chemical information;

3) BINTHHEMESENRINE (N8 3 FEAR) : HENSAR.
i85, BE. EESMURER.

6.3.2.5 Material-mediated pyrogenicity

iR A FEEHINE , MERNSRR. RESNARSENSRERNZEN
SR, ERMENSRERE—RETSMILRDO N, ZRTEDTEMH
RI=Et, WRTTIEZARRIE.

6.3.2.8 Chronic toxicity

iR A FEHINE , Eits. BIEst, BUsStrnERs
B, bbbl 3 MRINRIE, FEKIKX 6 MREIVNNRIES. mIaEERY
IR FEfT S RIE LT ERERR— ANk, HHRESZEE
FIEAIEXPE .



6.3.2.9 Implantation effects

MNFENNE, FRFESTEXRERH, EENRRTETT BRI
mMEHMkNMEEEE, HESK. T3, TRIMESUIHNFER, R
a8, MRESEFNMBTUEEES.

6.3.2.11 Carcinogenicity

iR A FEHINE  BuElE. BT —RETSMN, SEERRROPR,
BX FEEEE 30 RNETSMEEER. FRTERN, SRS
DEFEMHSHEHT, BIfaJE% OECD Guideline 453.

6.3.2.12 Reproductive and developmental toxicity

R A FENEIE, £ESE. YT—RETSM, EESERERD
W, BXYTHEERARAZANETSBMEESE,

6.3.2.13 Degradation

iR A FEAINE , SRR, NTIREMEET S, ERIRINERIU
IARERBEITING, SEIMHTIEEE B ERIEIELOEREEYBSER,
FEEZRFRERLR. BELKETSFERIREN 1SO 10993-9, 1SO

10993-13, ISO 10993-14, ISO 10993-15.

[B4]

ISO 10993-1:2009 #MEFTEETFZMESERXENFNR, NSELTRETH
WMAEITEHASMEE, MULRISRBAFRIEFRNMR, BA— P UEIRET T
IRET B MENE TR TH R, MEETAEXNTEMRE RN ERE R

LEFRIES.
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