(THEA R T RALIRIME R EE A B SR ZRIRIEFI 53 2)
| 1% R

Ex 2k Rsraa [2022] 47 5 “EER AR RLZEE R ST EHIR 2022 FEST7 # AT AR
HEFMEAT THRIITE B s A A T GRS 22 ) A& BOARTE A 7325 ) A7 AR
HEM 8 AT 55 T A2 4 E 2 ) L as AR e AL BOR 23 A 2 I8 F HB FAES R EAL 0 BER 23 D 22 (BA
TR HZ , THS A A2022044-T-sh.

2022 4F 4 14 H, B2 X 2022 FEI7 #MATWARHERMS T THIIE 2547 74
No

2022 4F 4 H 25 H, EZRZGWE X 2022 FEI7 2AT AR HERME T THRITTE 34T 718
A, (U A T REEHIRIA S 0 R B AR A ARIE RN 23280 T H AR A 547 S B T BT 38 0
RS FE Re o b TIT R T SR Ao S0 B T B A AR 1 AH D A ) 1R N N A4 Al SR R T AR
R ALAL « 5K BRI ds R B PP, E045 [ 5 24 ot M B A8 B )R IR T A B AR | 1P
ZINREE. B ERZE. WINESED T BT R AR AR, WOL T irEie BN,

2022 4E 5 A1 H, BEZRZ MR H P OAEk R T bR

2022 4F 5 10 Hild, BT 220 1 5m, ArEdc m NER F IR A 10 7 2, R0
FRAEERREAT T 25 AN ATS .

2022 4F 6 H 30 H, ekl /N I8 X 28 2 WO ARE TR AR g AT 1118, T bR AEAE
SR LA o

= RS RN E B R AR KA KR RIS

(=) iG] 1) S5 )

AbRERRYE GB/T 1.1-2020 HUE R BT T 95 .

AHRETE FH T TR R AR A 55 b R B F B S 4% o BEE BT /KPR T, Rt
PRIAEEH 2 F R A% 0 BUAT% H R 38 3, (B SRREIS « S A4 S S A R A 5 4 [ A
i, 258 TRESSRIASE I B RIS 51N T A iy s s, e AR5 . Stk ok
R, NAERRVEERRE, EE. BRE. HASEBREEV, DUEERAA RS BHIFL
P IGARNUA S, CFERIRIRIA S 22 AT T IR I, (B2 E AP, AR Tk
PRAEPESCHE . BT, SEMRTERSERIASE R B AR &R E N K& BT, (U A7
TEE = UG FRZE AR A E PrRd@ AR E AR RIS, HOCTEM MR &5k, 3
AR X S B B S I iR AR AR B AN o 3R ATl o 1R K AR P b Y T8 A HE 1
B, BT DL BRI A 5 bR ki AR, RS —MIAT A E, DA R E A R
P %4

AFRELE S e 5 E PR RIS, W37 B F R, RS R E — SO RT iR T,
X ER A B AR B SR AR TE AT T OB R RIS, A R T AR v S .

() AR 32 AR

AFRAEEE S E AT U R B I TR SR, BRI TARHE N A, BEERTE . el M
PRSI . RiE. 22K, IR, S CkIE 7 AN

AFRAHEH 1«27 FARZ e BT A R B F AR A& 1038, TR RRFR RS IRIA B



FESERFIRIA BT b, RS RO NS5 B2 7 A B R IR A BT 2 e 03] 5 B 77 i B VPAfy
AR A2 B $E it . AbsHES T (B a0 O B & dh 25 i B S BE R
L 15 5) , GRS T R B RBER I 2R RIE, B RRAR OG i
RFIRIA ST BR8P KRS, AR 3 [ B 7 o B B VR LA 25K

= 5AXZEE. TEZEAME MR ERERN X R, EEEFERENTIERR

bR S P BATIE A 2R g i [ bR v TR R

AFRHENEILIR IR 2 VPN A B, SREHE T EH . BRI & . B THIILIRI R
B AR &2 TR R, FLe 50T Ae 5 M REILHR G & 5 H R 58 I AREAFAE —
2SR, ERWNEAFEMEIR . AT R TrRUEN H, AbRdEfE AN R BT 7911k, 5
5 FARUEAEE B R 2 BT T “HiBik” .

AFREZAEH T “BRITEM” - “MAY” SEHMEARE, T RIEETT S A
FLAE AN, 2 58 B OARAE FVE AN PR RE IR IR BT 2 A VPN AT AR R R A= 84k, BT BA
RPN S A ARAE AT BRI, DT IELL BRI B SRR, IS RAEARE R AT
HERR. ATRETE. 5 TEMAE, ROCHERIRIELAREF K0, WM T “BE7
W ORARE R BRARRE .

ABRHE AT WRIR I S L ARGE, e 225 7 Homh [ 5% sl = Br 21 23 b v SO
(BFEART ISO. ASTM. AAMI %) , F£Z7% | FDA. Wk 55 I AU B RTa M ST

AFRAERN IR T BRI 35 0 5 S0 2% R R REAE , A3 R0 o 7 BEAE A AR TS
SUBERA S A TR EL S ), FE o AAE T AT AR UE ST RVEEVE D, R SRS TR AR AE A
R A

M. SEPMFEREAR . HEMEZRSE XA RERENMIFEN XS 54
AARAES T T I BrRbn A A A SN HA [ 5 2 R AR AR AE SO, BARBLEE: ISO/TS

10974 - 2018 { Assessment of the safety of magnetic resonance imaging for patients with an
active implantable medical device) . ANSI/AAMI PC76: 2021 { Active implantable medical
devices - Requirements and test protocols for safety of patients with pacemakers and ICDs
exposed to magnetic resonance imaging) « ASTM F2503 - 20 {Standard Practice for Marking
Medical Devices and Other Items for Safety in the Magnetic Resonance Environment)  ASTM
F2052 - 15 { Test Method for Measurement of Magnetically Induced Displacement Force on
Medical Devices in the Magnetic Resonance Environment) « ASTM F2119 - 07 (2013) {Test
Method for Evaluation of MR Image Artifacts from Passive Implants) - ASTM F2182 - 19 (Test
Method for Measurement of Radio Frequency Induced Heating On or Near Passive Implants
During Magnetic Resonance Imaging) « ASTM F2213 - 17 (Test Method for Measurement of
Magnetically Induced Torque on Medical Devices in the Magnetic Resonance Environment)
AbrAEAER ST, WD H 8 T RLIRMA G T B SR B F R, IR TR

RN 2R [ s IR LA ) S b 258, #lll:  (Testing and Labeling Medical Devices for Safety
in the Magnetic Resonance (MR) Environment) { The Assessment of Radiofrequency-Induced
Heating in the Magnetic Resonance (MR) Environment for Multi-Configuration Passive Medical
Devices ) { Reporting of Computational Modeling Studies in Medical Device Submissions )

{ Recommended Content and Format of Complete Test Reports for Non-Clinical Bench
Performance Testing in Premarket Submissions) {Assessing the Credibility of 1 Computational
Modeling and Simulation in Medical Device Submissions (draft)) Z55KJ& T35 E FDA )45 14
DL



ARFAEE G I AR, A TREE 1 bR AT E P R IR 5T 2 A A S I bR UE . FREE S VR
S, RIH T 5 T ASTM F2503-13 S5 i bR, RECELhrAEP ARG RE . M
TR S 1) R o A KR A TR AR AR e A U SR T, B T 2 A RBERIE R IR,
A DA B B IR 55 T FE By 2 AT Wk g, kB 7 5 B brbRite . F8RF  BUVE S e E R FT AR
SRIAR [F 7K

AFRAERTH P RESEIR A  faF A T BT BT A RO R SR IR PR B AR LA A I
BB G N, AT RE S L PRAR i N BATEZE 5o EA R IR, FELEEPRRECEE T
BEILHRI ST R VPAN IR 7 2 22 Ak, T 200 1 R R A 5 v 22 5 A ELAE T 3 iR 1 4%
A B PEREIA R R o BT RS IRIA B p F A 2R B S R AE , (A RS IIR 1 & i e TR =
FEG I T AR, E T EGE, G IR R A S R KR N EE, TR
G 8RR TG B RS W R o ASFR A I A T RS 04T 256 B R8T R M R R A I %2
AMSFRR, AR TR BT 28R 0 2 A AT R PR R

B EXSRERLIEZ I FAKE
TEHE K BE .
7 AEREE AR ESLERVIER
AFRAE SR T AR ARAE, ARAE SR PR SRS R AR BRSO HERE AT AR v o

. XMtREB &R B ES A2 B ER (UATEREER) BEINEIER, BEs
FesE S E SRR E T F RS RARAN ZIH~mBH T ES

TEVUCABRAELE R AT 12 A Ja S«
I\ REFENIMNERAEINRIES
AEH .
uv BIEBUTHE XRERTEN
o
+. BREFHE XA
o
+—. WEMSERN~R. SERERSZER
AARUERS S UYL RESEHRIA T A8 F B2 e 4
+=. HthFEZERAHNER
o

CTURA R T RESE SR I F AR S IAE R0 28D A
2022 4 06 H 30 H



