HEDIFZ/)N— ERFE D, HAROFERIZEEKEND, BIFE Annex E TEEDH TS MK
A HEICIIEEEANOEEEZEHT A EICLTBD., HANS OREIIZINEIETER
554 T DR TH 728, 1SO 10993-6 DA (General 2 ?) 12, BWUADI LEEZT
N5,
O 10993-6 AIZTDNT
* “resorbable” % “absorbable” ., FHEEDHE—.
+ TC 150/SC 2/WG 7 (Cardiovascular absorbable implants)?® 5 D A > MZEI# L T, 3
Terms and definitions” T® [degradation] DEFZ. TC 150/SC2/WG 7 DZFNEHfE—L
£S5 ELED, ISO FREKE THRE TE S Compile of definition”{Z L #iE, ISO X
EEEKT, 749 FEOERMN [degradation] 1IZH 2 Z EMHMN D, ISO 10993-6 IZH W
T, IS0 10993-9:1999, definition 3.1 DFEEITHED Z & & LTz,

(O Annex E (normative): Test method for implantation in brain tissue
- BE48 HBBEZORIIIONVT. TREMESMEEDMHBE S (high resolution
images) & R {9 2 Z LT/ TWBA, BAMECEBRZTTIIR 4T, £7. &
fREE (low resolution, {EERDZEMN?) TEEZEA T, TN 5, high resolution
WCIRETH D] EWITAY IRFELN.

(O Annex F (informative): Examples of evaluation of local biological effects after implantation

HAMNS DRETH 2 HEHEMEEIDORIEFBROWE] 23, RE3 H720 DELRICE

B
NTNADT, BELTIELYL, X, ZOFHEDO=DI2IE. MO DBSHREMN?
(&

5.5.1 general HZM) EOHEMM, HADITF ZA/N— MIMHL ThI N/

MR OB OBRRENT, L@, K T7TE 12 #HE, 5T 4 HETH S
KA L /OPIZIL. B T2HMZERT 2560 H 5.1 &0V D BEREICH L T, 11SO
TIHEMIL, BT 2 BEEUEEZ> TWEDT, FICHERVOTIE. ] EWSEE
WD D7z,

OFN 7 FEETOEERIL, 20134 1 AITARICREARA EINS TE.

(WG 17] -/ #1%t
ZinE (B 254
Wim de Jong & Robert Geertsma (-4 7 > %, £[Fl## &) . Ame Hensten (/)L T—). John Lang
(3€E) . Klaus Swemnn ( K- /), Klaus-Peter Stefan ( K- /). Hanna Hoffman (R-{/),
Fatiha Chellat (J7%). Sherry Parker CCK[E). Lori Moilanen CK[E). Keith Milner CK[E).
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Thor Rollins CKE) .

Ken Misajet, Marieke Van’t Root (35 > %), Lars M. Bjursfen (A =—5 >/). Joseph

Carraway (CK[E]). Enrico Perfler (-f # 1) 7). Ulrika Carlander (277 = —5 >/). Eystein Ruyter
(VT z—), N K (BE). B8 ZHF (BHE). &FE E¥ (HE)

Web 201 : Anita Sawyer (CK[E). Jennifer Goode CK[E). Toll Rolen CK[E)

O BT TIXEHD brief minutes & FEF.

O F/BE#ED, DI N—TDEHTONT
CEN/TC 352 Nanotechnologies
TC 229 Tt SR WHREEZMBIZFEL Td, Wim & Lang 7 liaison TdH 5703,
IZH U o 72720, $EREH D LR = AT liaison FEEZMEL THH D T &

ETRoTz,

7 V7 TOIEH

ERICEH L TOWBSHERH 20, 7/ ME—RICDWTOIEETHD ., EFREERIC
#3255 DTIdAR N,

O #E (Geertsma) 75, BIEERT D TS 2, TV 7 bEFEBIT official NWIP 12T 5 F
ETHDZENmE=N~,

(O NO017 (ISO/PDTS 10993-21: Guidance on nanomaterials)

general I A bELT, A TS TiE, EEEEBENSHTSS, b N&EEMT2
nanomaterials [ICDWTEE L TIXES N ?  HWED TS (N 017) T, EEREIEOHIC
& % nanomaterials [IZDWT, EITEEHINTWVWD, ] EWD, BENH- /-,

(3% : N 017 Introduction %8 2 BR¥%1Z, BEICOA > FELREOBERNGE#H SN T
%, Nanoparticles may be generated during the life cycle of a medical device, so the
evaluation of possible adverse effects due to the generation of nanoparticles either from
preparation, use, wear or degradation of medical devices needs to be addressed. For the
biological evaluation of medical devices containing nanomaterials knowledge on the potential
generation and/or release of nanoparticles from such nanomaterials is essential.)

- wear (particles) IZDWTIE, TEED ISO XETHHEERLEH N H 5,
ISO 17853:2011 Wear of implant materials -- Polymer and metal wear
particles — Isolation and characterization
ISO 14971:2007 Medical devices — Application of risk management to
Medical devices (initiating eventfi] & L TwearDI7m 31T 5)
ISO/TR 15499:2012 Biological evaluation of medical devices — Guidance on
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the conduct of biological evaluation within a risk

management process

O BERIIEBREETE,
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3.8.2 ISO/TCI21/SC3 & HisEM &=
KA BEA
BIEHAH SERk254 1 A7 HA)~11 H®)
BEfEIATT  BSIZEEBIMS )T > R AER
#E  JWHedley-Whyte M.D.(/\—/\— R KZEZLHBHT)
Hli#E H. Lasthaus (VitalAire., R-/). C.Miller (Covidien, 7 A U JJ)
§Z D. Osborn (Phillips. 7 A U J7)

[ DHEE |

TC (EMERESR) 121 13ME: - EFRREER O OBRIER &2 DR, WETEBZETT
SREBRTHD, HFE 6 AICERERIRRLETICH S 6 DONFEES (subcommittee, LA
#%SC) ZBML. & SCIIMICHME#EBIUE SC DT —F 277 ) —7 (WG). IEC
TOMDBEREREDTaA > NT—F 2T 7)—7 (UWG) ZBEL THEICET 2K
KRBEBZEZHLBL TS,

LEfTHNZ DO SC3 BE&EEEF D WG13, IWGI12 Th 5, SC3 ITEPIRER. JEEEE
A FEALBREOANLTIRRE (KEEEADOARLS) EZFUCEET 2Ty —#E8. NE
.7 I—LAREEHEYLTRY, #HOBRBERITITCI2I DF THRHZ,

MH R

HEZDESNUL, SC3DAN—E (FAUH, 1FUA, RAY, 7I52A, AL—F
v FA—=ARFUY, Za—I—F 2B, HAE), #1204 TEM. FDA, BEARETE.
BEERGE. RERETH D,

HANS OSME ; KNEA GERKT). HHKE (RFEXE) . BE— GER). &
B (A48, it — (A5 2)

(G¥) ek, SC3 HEESBEANOHEEIEIA - —AIRENE L. EETHS Hedley-Whyte
ERLUIMNIBREDOHFEIZDRL, RN S AN LHETZ2EETH- 20, SEIT
BBEZICHE WS WEBNT T3 8 Lo Tz,

[&EDOTFE#E (BRI : SC3,. SC3/IWG12, SC3/WG13 D% agenda BX N SC3 #kig
/Resolution ZHR) |

SC31d1 A 7HFRIRLO 11 HF RN, TOMICIWGI2 (R—AT 7 N TR
CREEEEER. RMIEY) & WG13 (A TIERERERRICH SN 2 pl BN B 2 bl T DA
) MEETIN—TIZHhhNTHEZ N,
FHTEET B 0% SC3 Tld Agenda I2HBED . 20 L L OBIGFEHKO SR ELETNELTH
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0. ISOJV—)ViZH> THEMEXEZ T <ITBIET 2L ENH 5 7 O PWI(preliminary work
item)ZN FEFHEE, ZHITMA T IEC &OHFEETH 2REA A LIERERE JWG12)

BRONTIFREFIFREIT I SN2 RO H 2 FEMA T (WG13) @ CD XEIERK
MENZND WG TiEam S 1172, SC3 Fefé ki ld Resolution 2,

MSO/TC121 BLUE SC 1EE) & Y4B A 5 BRL F 5 & OB

TC121 THES BKBIILH T80 LA LI/, 2D B M 5E|LL LAV IEC, EN & DA FIHR#E
BEU100% DEAGEEFODRKETH D, U AV HETIIHAOEFESESE T I X1
UEDOHIEZHEN TS, YEEFEHRERNEORRELZLDIZTSANETTH DN,
TC121 TH D ATHKERB I OEEEBEERITT S AN ZT TR 7 I AMIZHEEINTVS
HDMNEW, EU TIRIRTEZFRIAEASARCET—)EESTHO, iy I AMEERIZ
1% ISO/TC121 ERNZERDB AN S RIE=ZFRMICL TEXARBNEZEZ LN HDHD
B, BERENT I ZAMICH—, B=EFMEAZET5EL TR, YWMETIE
IO LI RADTREE D BD THRT D2 HNERTH D EEALHND,

BICHANE DB WO ERES ST AniahENnINd., 77 AWM. NV#EDIF
EAENHER, MARTHAIHRECERBNSMESILEND D, ELEEIMHED
SOIURITTETED, FEEES /RN—Tar 5§ MEFEIIRESIN TSR HAFKED
EEEHEEEEENIEAEBRVWR EEEKEOBRIIED> TWARNL., KE<ELD5
HFHRETHWARN,

E7z, ISO/TC121 BL U SC THADH A EREERITE T 2 @RI HHNFEEICH 2 Z
DN, BORTT TIMER I N TWDHENHATRMNRNKR I 720 RE,
B A ZEDTTHRIMAROEEIC/2 2 Z &R EDFHBIIRD I ENDH D,

2SI TR Uz ISO/EC B EH7E I B I B & AU
JIS fERR D FREA W TEBSRMKZERE, B=H3050C0E A T EIULGRENR. &/ Z I
TEDZENHIFEEINS, LL, TC121 OB THEBEHKZEOEXIERT 51T
HEbH D, FlZIE TC121/SC6 IIEEAREICBET A EHLE L TWaHA, 20 JIS b
OBIZITHADTRICEDRVWRDEEL < H V., BE IS HBRIERZEER TREEEZMRAFL
TW3 JIST7101 EEH ARERIKIZZ < OEFT TEEZRELRIINTNVS,

—., SE®O SC3 D agenda 1272 > TWA/NORIXR T ¥ —DHEKEBH L OFEZIEIS5 A
T3, ZORKBORREIL IEC/TC/SC62D BLUNISO/TC210 & TC121 & DHFEZET/hO
Bax 5 —ICET2EUEN, ORI I —RELOREGREH LN BE TRREIN LY
BB D, fERELUTERSNZHBITHHMEINTHD, MERE, WFREEE, WK
ARBEE, FRRRRRELEEE, )RR B E AR EREEHITIA T 5 DOMERIFEKITE-
TWnwa,
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ISO 80369-1:2010, Small-bore connectors for liquids and gases in healthcare applications — Part 1:
General requirements,

ISO/CD.2 80369-2, Small-bore connectors for liquids and gases in healthcare applications — Part 2:
Connectors for breathing systems and driving gases

ISO/CD 80369-3, Small-bore connectors for liquids and gases in healthcare applications — Part 3:
Connectors for enteral applications

ISO/CD.2 80369-5, Small-bore connectors for liquids and gases in healthcare applications — Part 5:
Connectors for limb cuff inflation applications

ISO/CD 80369-6, Small-bore connectors for liquids and gases in healthcare applications — Part 6:
Connectors for neuraxial applications

ISO/CD 80369-7, Small-bore connectors for liquids and gases in healthcare applications -Part7:

Connectors for intravascular or hypodermic applications

INERTT, EA—A—DNHEFTHRBITHSLEBHO ORI 5 —Z2ER LD THBY,
aAXT I —ENRERIZIZVDDH S, ZHIEKOBSG TH A > TRELZB EERBRIC
DRNLAREEZZATED., XROBENENSNBNWAEED DS, BEFILINS
DOERKBIIBML TREERZBRRTZ 0K OBIE N 5 O IDEIR THEERD
BELEBEDH D, HATHBHREICEZ< ORI ¥ —NHEERAGTHEASNTSED, ZOH
BAEAARTZOEERAERICENT I EICEBENHDZ S TH 2, FREFEICSML
TH%. 2O LIEMEICERZ I WERDN SRR EED T BERZERL 2,
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ISO TC 121/SC 3 N1 740

Resolutions of the 76" Meeting of
ISO Technical Committee 121 Subcommittee 3

Anaesthetic and Respiratory Equipment, Lung Ventilators and
Related Devices

London (Chiswick, BSI), UK, 7 - 11 January, 2013

Resolution 1213 (Chiswick 2013) 1
Regarding the agenda (N1722) as amended at the meeting, ISO TC 121 SC 3:

Resolves to adopt the agenda.

Resolution 121/3 (Chiswick 2013) 2
Regarding the drafting committee, ISO TC 121 SC 3:

Resolves to appoint B Pedersen, M Laws and the Secretary.

Resolution 121/3 (Chiswick 2013) 3
Regarding the Report of Meeting (N1692) of June 2011 in Kyoto, JP, ISO TC 121 SC 3:

Resolves to accept the report with the correction in the spelling of Brodie Pedersen.

Resolution 121/3 (Chiswick 2013) 4

Regarding ISO 10651-3:1997, Lung ventilators for medical use -- Part 3: Particular
requirements for emergency and transport ventilators, 1ISO TC 121 SC 3:

Noting the imminent publication of IEC/CDV2 60601-1-12, Medical Electrical Equipment —
Part 1-12: General requirements for basic safety and essential performance — Collateral
Standard: Requirements for medical electrical equipment and medical electrical systems
used in the emergency medical services environment, and IEC/FDIS 60601-1-2, Medical
Electrical Equipment — Part 1-2: General requirements for basic safety and essential
performance — Collateral Standard: Electromagnetic disturbances — Requirements and tests,
as well as the publication of A1 of both IEC 60601-1:2005, Medical electrical equipment —
Part 1: General requirements for safety and essential performance, and IEC 60601-1-8,
Medical electrical equipment — Part 1-8: General requirements for basic safety and essential
performance — Collateral standard: General requirements, tests and guidance for alarm
systems in medical electrical equipment and medical electrical systems;

Resolves to open a PWI to revise 1ISO 10651-3:1997, Lung ventilators for medical use --
Part 3: Particular requirements for emergency and transport ventilators, with a particular
standard in the ISO 80601 series;

Invites IEC 62D to participate in this project
Invites CEN TC215 to participate in this project under the Vienna Agreement with I1SO lead
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ISO TC 121/SC 3 N1 740

Resolution 121/3 (Chiswick 2013) 5
Regarding

e SO 80601-2-56:2009, Medical electrical equipment -- Part 2-56: Particular
requirements for basic safety and essential performance of clinical thermometers for
body temperature measurement,

e SO 80601-2-61:2011, Medical electrical equipment -- Part 2-61: Particular
requirements for basic safety and essential performance of pulse oximeter
equipment,

e SO 80601-2-12:2011+TC1:2011, Medical electrical equipment — Part 2-12:
Particular requirements for basic safety and essential performance of critical care
ventilators,

ISO TC121 SC3:

Noting the publication of the imminent publication of IEC/CDV2 60601-1-12, Medical
Electrical Equipment — Part 1-12: General requirements for basic safety and essential
performance — Collateral Standard: Requirements for medical electrical equipment and
medical electrical systems used in the emergency medical services environment, and
IEC/FDIS 60601-1-2, Medical Electrical Equipment — Part 1-2: General requirements for
basic safety and essential performance — Collateral Standard: Electromagnetic disturbances
— Requirements and tests, as well as the publication of A1 of both IEC 60601-1:2005,
Medical electrical equipment — Part 1: General requirements for safety and essential
performance and IEC 60601-1-8, Medical electrical equipment — Part 1-8: General
requirements for basic safety and essential performance — Collateral standard: General
requirements, tests and guidance for alarm systems in medical electrical equipment and
medical electrical systems, as well as the need to update the Annex Z for 2-12 and 2-61;

Resolves to open a PWI| to amend these three standards;
Appoints B Pedersen, M Laws and the Secretary to develop initial drafts;

Resolution 121/3 (Chiswick 2013) 6
Regarding the ISO TC84 request to abolish its liaison with SC3, ISO TC121 SC3:

Resolves to abolish its liaison with ISO TC84.

Resolution 121/3 (Chiswick 2013) 7

Regarding the Systematic Review of ISO 9360-1:2000 (Ed. 1), Anaesthetic and respiratory
equipment -- Heat and moisture exchangers (HMEs) for humidifying respired gases in
humans -- Part 1: HMEs for use with minimum tidal volumes of 250 mi and ISO 9360-2:2001
(Ed. 1), Anaesthetic and respiratory equipment -- Heat and moisture exchangers (HMEs) for
humidifying respired gases in humans -- Part 2: HMEs for use with tracheostomized patients
having minimum tidal volumes of 250 ml

Noting the inconclusive results of the systematic review and the excellent progress made by
WG3 in developing a new, repeatable test method for measuring humidification performance;
Resolves to open a PWI to revise these two standards.

Resolution 121/3 (Chiswick 2013) 8

Regarding the increasing concerns in relation to determining shelf life for respiratory
equipment, ISO TC121 SC3:

Requests that ISO TC 121 place on its Shanghai, CN, meeting agenda a discussion of the

need for development of a technical report for the validation and testing of shelf life assigned
to a new WG of ISO TC 121.
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ISO TC 121/SC 3 N1 740

Resolution 121/3 (Chiswick 2013) 9
ISO TC 121 SC 3 resolves to meet, 17-21 June, 2013, in Shanghai, CN.
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WGS N6 OFE HAT7O—OFHEH#E T5104U 70— KN
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10.

11.
12.
13.

14.

15.

16.

17.

18.

19.

JWG6 5 D R— LT 7B 5 EEKEE
TIOZANLIT—IRNH>/DTHET

IWGT Mo O EREMIEAESE ETEWEU LORENEDITW

JWGS 6 OHE  HRRIIRET

JIWGI0 26 DHRE FFAMU—IZBEALT
HAEKEO_ENSEEZNHTWS Bk & Bk

JWGL 26 O BE A ERES

IWGI2 )6 D FREF I mBh S Ee

R AR Ry SN R F D 57 /N A A
TNARAZEIRED Y S 71 7L T

JTWG4 75 Oy Small-bore connector

Neuroaxial application D75 L TSN H I Nz
Spinal needle D v F 27, BITHIDORE

VI BT 5%

ISO/TC84 & DU I > DfEiH

I[EC62D FHis R DEE

ISO/TC184 /N—V ) 7@oRy ~h, EEORY b
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HEfF: 201341 HSH
L . ZEBREHS EEOo> R)
x5 0 ALIEKERB I ONFOM B

B U—FTUN—T13

Biological evaluation of gas pathway {ZE8 9 287 L WIRE D&

JA Y MK 2H%E, 5 AOEER & FDA OFERBREMR CKE X DEFEXFE TSI
X Dfro 7z,

1. Part 1: Evaluation and testing within a risk management process

ETHRMABMED T, INET, EREENEZEAEEO2 YT M TOBROEREITES
NTELEN, [UERZN L THENICEMT SBROEEZIEbALESNTI RN >, £
DEARE 25 DR,

48 DA bFENSEFE SN, FHTKEFDA NS5 DB DREKE, UKL, —D
—DAAFEZITANDINEDI D, ZIFANTERKRICEDOLIRT IV a > ERAN &
HmLTWo Tz, mbmEmER>7ZDIE, T TEHLEERELDEAD T EMEDITT
Ho7z,

2. Part 2: Tests for emissions of particulate matter

X0 BRI, MRFIC g SR E R, 25 OO A MAKENSFE S, THUTKH
LT—D—D%ti. ®iE0 FDANS DI A Mg, WMRTF&E L TAN—F2HHE, 5
DEZARMEDINS S RTEGBRED T DML Tlam L7z,

3. Part 3: Tests for emissions of volatile organic compounds (VOCs)
EREAREEYICET A0 EE. 23 OOA2 MRKEENSTFELSN TV, T
ML T—D—DxG, EZEXTZHMAIITODND, TTEHLIBERELEDOISITES
TENNREBRFERTDH o7,

4. Part 4: Tests for leachables in condensate
27 DARX Y "OEENSF R SN TV, Gas pathway D E DR ZT A NTHONTEL
TiEmddH o7,

WTNOEMICBNTD, FEOEDFIIMO TEBRNTHD, WG DELEDY —F— v
TObE, EETEHEHELBNSED TN, EVREIL®, INETOHFDOBRIZHNT
1. FDA OHEHLUENFHNERZRRTED., ZOH/HTOBOES 2RO, 4%H
KTH, EDEDARNEFET ISO b0, BAEBRRTWBLEND D, KT,
SC VB ABMERZE->THO., TC LEBIT. THIEEHEEHI X, MOSROEESE

_49_



ERAAUTEERBRL TS BENH D LU=,

R EE

AN NN .

\ N

AN

ISO D#E DHEE

TC O FIZ SCMNH 5 (IEC TIE T O2#EIL. ABC &EDiFD)
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Essential performance=utility

Essential requirement/principle=safety
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3.8.4 ISO/TC194/WG 17 TI)V7 b  REHIRHSE

BE T
1. 234 ISO/TC194 WG17 (Nanomaterials)
2. B A5 2%, FIVT b AT U FHKGE (NEN)
3. BAfEH 2012411 A8,9H
4. WEE HEZIITEO@D (BFRE) 9 hE, 254
Convenor : Win de Jong (NL), Robert Geertsma (NL)
Ulrika Carlander (SE), Joseph Carraway (USA), Fatiha Chellat (CA), Klaus Dermann (DE), Arne
Hensten (NO), Daisuke Yoshimura (JP), John Lang (UK), Atsuko Matsuoka (JP), Keith Milner
(USA), Ken Misajet, Atsuko Miyajima-Tabata (JP), Lori Moilanen (USA), Haua Hofman-Huther
(DE), Sherry Parker (USA), Enriso Perfler (IT), Eystein Ruyter (NO), Klaus-Peter Stefan (DE),
Marieke Van’t Root (NL), Lars M Bjursfen (SE),
Thor Rollins (USA, webex), Anita Sawyee (USA, webex), Jennifer Goode (USA, webex), Toll
Rollen (USA, webex)

5. B

1) 2012 48 4 BITH > ¢ T THRME X172, ISO/TC194/WG17 meeting D Brief minutes (2D
WT DORERIESE
1: ISO/TC229 & DEHENNE
2: CEN/TC352 & DEHEIZDNT
BATE. Jong & Lang 70 liaison TH DM, ZICTRMBRNHETE RNV, HEMHBELTTE
T BNV ED T ETZ ST, U2 A<, BB ANITHREL T
Rz &L,
3: BFEPERH @ document % TS & LT NIWP IZ3 5 FE

DY T 4 T2 E 2T, writing group M E L L 7= Draft Guidance document
ISO/PDTS10993-21 Nanomaterials (N 017) IZDW Tt ZT o7z,

- Writing group ZMERL L 7z Draft IZ DWW T, Introduction /N5, &7 2 a > TEITTEIZEH R
L7z, GEAODETIE, XEDEIE, BMZT7a<, HECEOREECIEESE2KICEDS
HDRE,)

CEREE. BRI a B WTHENZERITH U, Draft 2 writing L7z#HSENEZ 2
BTED SN, MEEDICDONWTITFNERBRE RS B XEDERERERZEETO
EEEL., HEEEZRD,

FAREARICEL T, FHERERI VI BED2EEMBENSDTF /1 X
DEFHD ZRHIIBVWTOXENE S FEN TV,
- BERIZZEEETE, KEL Pavia ODRE THEETT D,



<LaAYE>

BMFIL 9 HE 25 £ THoA, HICX DB R0, BENICD S E—F— 2k
720, draft writing group IS ML =720, ©¥20DDER (Experts) WML EN
TL BHIRZEZTTZ,

DEEEMAIL. 2,3 Al B, RKEHEOWRTLERH D, Z0D LI draft TNRR ST, KA
EBEXL T2, 7 AU N ED web BIIFICEL Tid, phone DFF THE AW Z T
BT TR, RKEEOBIZFvv MNEENH D, TIRBEREEZAALLD, 2T
—BHRER E ST IICE RSN, RN EENETIN TR 22T, (HATD
BETHIDEIRFRNENE D ERNERD,) . ZOWGRYTINaE—F—
THD., MEIANMELE 7+ 0 —TERNVERIT, —ARRRBZETLANS, HD—
ANIMEXTED B2 E, BN TH 7=,

MBS, F/MBZER LZEEERICEL T, 9FE., KREEEES T MmEEER
BE WG OEBRELTEDEEDET>THD, £, —MEEXD, F/FTUTN
@ in vitro HEMHFMRICEAL T, BAFEHREHREMEISOMAIICSIML TH O REM
WIZiR o7,

AARICBNTIE, F/MEZIGA LU ZEEEREEN, 7/ Thr I LeftEE L TH
FBINTWBHNIEZRWA, FEREANS ORFEZREA T, MIEZRFAL THILHE
NG B BRINTIE, 75 A afssaps 4% 2011 4 8 H IT Biological Assessment of Medical Devices
Containing Nanomaterials - Scientific Report ZFH L7z, F7z. 20124 9 HIZ MDD (BRINEE
FHEEE D) WEICBNT, F/ T U7 NICHET2REENEVARN, F/ T
E2BDTAMRIZHEZND HDITDOWTIE, take special care VA E, 7T A 3BITE L
TH, FI/IRTUTNEEAETDEEEEEZ I AMICL TR EIMEDRENRSNT
W5, ISO/TCI94 IZBIT 5 Z BTV, BHEICBIHRRZEBEL., BESCTERAZ
HLTWS ZERKRYIZEERET T,
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4 HH

4.1 ISO/IECHI# 2 5H = FRAHEREEICEREA T2 Z EADRA
KA BEA

HARQEEHRS TIEIMKITHERT, EHFNERESEOBAZIT TR, BITHCKTHE
HEA SN TVDHEBEN RN ENMERTERY “TNAATY” ERENZHRNH 2,
ZHUTH LT 1594740 /RX—2a > 5 NEGE] © THERES -  BREKINEXED 3
T arTorv RERLZEFMEMTEHINTNSHOD, EEBITIFEALLEEHN
IRVRIADFE N T N D,

KBIFEILID LEBHRZRET D ZERXZFOEERH D, ZHUILTO2RICENTES
EEZ B,

O EEEENNECERES RS, PROALZeENZA LI EOREZES.
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