= % 1 &
AT 11 A 15 H

FAGE R AT (R) g #h

EEF@ERE - AEGEERERKSH AL R

LA S I - AT R R AR e

=
=
N
2
[H]

B EOMR Z 2B 25805 E (Q&A) (DWW T

A Z2 70 26 SR B 52 DM R M I B9 5 22 S VERTAR D S M f2 ONFRA SCENC B 1T B 22 4tk
FEAGIZ RE T 2 IE AR AL O FIEIZ OV TR, THEA AT RIS O MR Z 2D D D 3t
IZOWT ) (BAITEE 8 A 1 BAFT SRAMEER080155 1 5. HAZZIE08014F 4 5 EA G784
PEIE - TR R IEFEA R EE PR R AR R EA W) I[CX D RLTVnD
& ZATT,

Aofe, —MRAERIE N B AREFRSEIRERH AR L0 | BRO LB ARAESICET
MR ZAVERIMSE, S SCEICIS T 5 Re il 515 L ORI & 45 O B\ S B9 5 B ek
K (Q&A) PEVELDOLNELEZDOT, BHHRZEIEW-ZLET, D0 TiL, HEND
PEIRTEET B W TREBRX OGNS K5, BE S HEHEER OV E T,

2. [F'EOFEBEREZBREES TSI L TWA Z L2 LIRR 7,

179


MKRIR
テキスト ボックス
令和元年度第２回
医療機器・再生医療等製品安全対策部会（令和２年２月１４日）
資料４－７



AL T IR ED MR Z2MICBE T2 ERIGEE (Q&A)

— AL E AN B AREREKGERES R
PMS ZZE S MRIEGMEITAR D Ui SCEFLHL TF
EHZEES FAME RS MR @AM WG

(- IsEE

THREEA A T 8 H 1 BT ERAERERE3E 0801 5 1 B, HRAEZEFE 0801 B 4 FEA T
R - ARTE A R RS R A S R . B xR R A B8 R R a5 O
MR 2T D303 D 6 Il 2D

RrrE— 28180 PRk 20 4R 11 H 10 AAT U SERPEIEER 1110001 75, JEAT B8 R & ah Rk A
BEERE R A AR B R REA [EREER ORFE DR FITHR D Tt & ORE(LIZ SV T

TR — 22000 TRk 26 4F 11 H 19 BT3RS 1119 55 7 5 AR 1119 2 12 5%
EFBEREERESEE (EFRER - FARRSMEEATEHMEY) | ERa N REREY -
PR ot SRRR R84 180 [ R e M OMAS 2 I ) 253K i oD B i O 28 B S THB AN AR B Ffse D
HFE LT DN T

FEAEEJN - SRR 30 4F 12 H 26 H AT 3B 22— 3855 1226001 =, HEEZZ —FE5F 1226001 ST
ITEOE NESE L RS e e AW 22 00— R 2 0h R4, i@ an TS SCESERLEL
FHHEOJ|H M OAFICET 5 ESIZHOW T

(R EFH)

ARQ&AF, “HREBIICOWTZOMRE R LD TTR AQ&ADHEIMFDL LT,
WA SCEOVERRIC B 7 o TREFR A U255 B 1T, MNATBOE N B 5L R S S (L
T Geamf L)) BERESSEE P - 2o R R 2 R~ O &2 Bt LT <
EEV, Eio, AREFEEXITEIEFDICB T DI TN HOWTERENE LG EITIE, &F
BEOHRFFRITHRET 2L OMETL TS,

279


TAHHQ
テキスト ボックス
別添



1. MR AR 3 B 2R O x5 4%

Q1

 CRRRIEA OB O I, 4R & AT A I SRS DI EH G 1

FEEL, SERGEENE BITH & OEETI VD,

Al

CHERADOLBY, 2L, R LY LS AlE. TOMRMAFRATE S L HICLTE

<Z &,

Q2

D CERREEMO 1. (1) 128WT, &8RP E ENAMIAALBIEEKIRE ] EHDHN, £

DEIREDEFET D,

A2

LB HSROMEL 2 G A D BE RGO ERIES T BT X BRCOBIERRERD 20,

GBRPTF v TR ==L LTI HIIHBEHEH S LTV 00, &R 2G0T HHR
SLVEAIFZ 2L b DR H 5,

Q3

P CHMREAO 1. (1) ICBWT, TRFOERN UM R B % g <, &

BELE-EEMRBEZITVD., YZEREERNS MR EEDO T b U —HNIZA D EIRMERNE W
LD EHAN, EOLIRLDEITOM,

A3

CPIZIE, RSB LTZIEERO P L= OFAESICeR e A LCbONE L 6N

5, ek, EHRMOHIW GEE . MR BAERFICEY /AT H ok, EREREWEITE X
7o) (FHRLERGEES T CTHEUYNICITY Z &,

2. MR BB 2 M it oo J7ikss

Q4

C CHEBAO 1. (1) 128V T IMR AT 222 ME (MAESMEORHME) (BL

T, GO T IZEMFHME] E\Wo,) ZITH5 2 &) EHDN, B8 LR DKM,
F 7. ASTM, IS0 LA D HIEIFFR D H ALV D,

A4

: REEN RIS DA 1X ISO/TS 10974 % FEREENH EWEIEER O IILL T D 3 DD

FEBEBIZSNIZ,

- BERZENL ] (ASTM F2052)

- hJLZ (ASTM F2213)

- FEE(ASTM F2182)
¥, CARREET, EREEE O R ZEMEOF RO I, BIERTEER O
BECBWCHHET A2 L 2T b0 THDL Z Ennd, BEMAOHKIZ X 2380,
FRERIC L S22 WEE CCRRefE A 2RI X 25 2175 2 L bESHhD,

379




Q5

T —=F 777 FORBROEMITMNIETH D DD,

AD

3.

DMRRE B, MR RIS D AR TS 2 B s, T REmoO 1. (2) 12

MR

M T LR OL AL, M ERMEDOR LT, T—F 77 7 Mgt R #EGHED
AL L NS Z EICEE SN,
Eo, T—F 777 MTOWTIE, EREFE L VRVEERH D Z LIl iR
WD 1. (2) T3S LARWERESR OGS S, SREEFTREZE MY & 555 1 XIRA 3
BT D ENEE LV,

7B, QAKVQLICEHET HIEEFHE LT, QU AELTHET L Z &,

PERFAMG & AR H FE RILR

Q6

D CEREREmO 1. (2) ST ARG, 3. (2) 2RV T, AlIFEHE S

3L L7 HURRIC, AGREFH A ERFELIT O HA I, MR MR gk
ERMATDHZENROLENTHNDH DD, MR i OZ 4 EDOMROHZ HIEY &
L7 nAL‘%IE:—JBBTEEE 75§5k&)Ej/bfb\%)%@Tbifﬁb\k@@gfiﬁ@iﬁb\ﬁ)o

A6

CEADOEBY, 2L FE R SUTHE @ RSN EE DR ZIT O —HB

ZEHURGB G 21T 9 BRIE, MR MR &R OBMHIR D BT 7wy,

Q7

RO XD BRHEFTREEED L. (2) OXMRICUYTITESR2WVEDO L HME L THEL

X2,

(Sp1)

HI 3G dn B O — A FRERI M EE R CTH 0 | 160 B PICHEAS & L ClIERE
HREFHZCEGEEOT -G, TDEE, 7T ANDEREIRICHE Y T 5%
RS RITITBBE B E T 7 7 AMCHY T2 ThH LT ¥ o aaily 0
—NEJE L B UIADRIEFIEERICZ YT 2 b D LT 5,

A7 BEROEEY FHO X1 BICEED Y 7 25O Z &G B DOLA

5A .
THEBEED 1. (2) OEGHEIOBED Y T AGFEDE ZFITHOWTIE, BiEmE A
KTH7 T A5 BRMICY TEES 7 ZANFED I B, Ixbm\\ 7 7 A0%H) Tl
<, HEMB DO b @R % B UHIALBEREGREICZY T 2000, 77 AND
R 3 T AMOREERREFESR IS T 25808 &5, L, 2D L)
IR — X THIW N LD AT, AR RS AR T D 2 &,

479




Q8 : BENEENIMAAMEREIRSE TH-TH, HEEIO 1. (2) 4T 5
DUAMZ, FEICEWT MR 22T 25 E R ORISR O By & v 5 Bifig
TN,

A8 : HRDLEY,

Q9 : MEEABERRIA 13, “FREEM 1. (2) [TEEY LAV E W HT TRV,

A9 HROEBY, HL, MR ZEMICHET 2 aHili#E LS, HERFHRIZ OV TITIRTCE
~OFHUC LV IFRREET 2 2 &, Zods. NMERABERRIR 125 T E D KAAFR
WZOWTIILLFE22BICT5H 2 &,

(Z%E)

— A4 FR JMDN =t — |
HULIEBRSR K AR FEIK 7 7 & 7 v — 38 F R 38303004
HUDIEER SR — IR E W FEINT 7 & 7 B — 25 R 38304004
FEHDEER R A MBI FEA T T % 7 ©—2E 8 AR 38303003
DB R — R E A FEIA T T 1 7 2 B U AR 38304003

4. IR SCEOREET 1S

Q10 : BEAGE D5 B OB CEICB W T, BEIC MR A ICRE T 2 MRt oi#n d 5 5512
X, CERE@mo 2. (1) 25 (5) FTOREANCH > LEIZ /20 EHEfE L TRV,
7EN

AL0: EROLEBY, BIRR—AA—DHEO L 5 ITRGEE D L ITH— S 72 MR RAEICEET 5
RO HN H 2B BIT MR E BV O — SN E T L TELE AR,
Flo, ZTORBRETHZICIRTESNDHBIZOWNTH, (KRB Of—Ini-iid &7
HZ L TELIZR,

Q11 : MR Safe]. MR Unsafe]. MR Conditional| ZRIOHEICEZH x4, —FEE@E
HD2. (1) 775 (5) EFTIRINIRMACEORLEG &L B 55 #iCTh-oTH,
EENFECTHIUX LD,

All: EROLBY, ok, BKRBIGICKIT 2 EEELZE L, LEIDS U CREFILANDOIFE
WIZOWTHIFRIEHET 5 2 &,

Q12 : HBRIZ L TN THAM O E TMR Safe) LFC#iT 5 Z LIXFEED, £22DOHEILE
D E IR T T LWV

Al2: A[RETH D, TDOHA. MR Safe] LW LI-ARILE fFE T4 2 &,

579



Q13 :

MR MRS IZEEN H D Z L NN Th 5 EFEERT, LN TRMEO £, ASTM 2235 <
HEREZITHORL &L MR Unsafe] EERak LTH BV,

Al3:

BERDOLBY, NMRUnsafe] [ZEALTIE, HBRIC i%#k%rﬁ@ﬁmﬁﬂ%ﬁMLf
Wo |, NEEMOL 2 E&B L), TEFEE/ BRI TWD] REDHBIC
W@Eﬁ%éﬂ%ﬁf%&b%ﬁﬂ\mRm%&Jkb\mﬁﬁ%ﬁﬁuﬁé;&ﬂ
ARETH D,

Q14 :

MR Conditional] 1XED X I REEIZEHHT DI LNERETH DD,

Al4d:

ASTM IZHEWVERER ZAT o 7o B IS DAREH T 2 Z LW HHEETH D, LA ->T, Q4 Kk
VQBIZRT LI, MR Bz BE L, 7—F 777 hikl (ASTM F2119)
ZFER LTV eWEATT TMR Conditional ] SFE#IT A Z S ITHKERZWZ SITHE S
72V, EELZEOLETH->TH, MR B 7 DI i L= kicESx, &
R RIZOWTIR, ZBR@ED 2. (5) IZE> TIRAMASCGEIZEEHE L, 1FRieits
11792 &,

Q15:

THEBEORMBTIIRVWN, TITRF v I BT AR T I v 7 MBS 72 B EHE
FEEICBA L CiX. MR Safe) &WRFAISCEICFEEH D Z L ITATHED,

Alb:

IR, FERIR. FEREED R C R T HECHIER S LB R BT R Safe) &
TS D L RARETH B,

Q16

TR E DWW TR SCE 2 UGET T 5 G 21T 9 58 R GBI~ ORI T Z D,

Al6:

TR ST D oI LE A UGET T 25 E R A~ ORI A E TH D,
TERRRIBAOAQ & A B F AT IR SCGE OUET D LB IZ oW T, BUE ke
IZBWTHRRT L Z &,

Q17 :

I CEFORBEZTOBROBBERIZIZED L IR T EBH L5,

AT

DM SCE OB OB, BRI ES ST, TRRREEMICKIST D12 O DEENEIS

BT 2T X RER 2T 2 0L ERH 5,
7. TAREEANI KRS 2 72 DICSGET L7 Us A SCEO e HOBRIZIE, LT OFRRIEH
Fegwildli T 52 &,

FHRREEPRR 75+ 19-k-000174

6/9




RS

Q18

D CEREEEO 3. (2) 20T, BEAGRM BIZEBWT, ASTM F 7213 IS0 (2S5 X MR

RO ZIT-> TV TH, YEFEIZOWTHERLZ T TWRWEE, AGREE—
EAEFHFEEZ LRTIUE, THCRIEICK D) LPFEE LA ER S0 oh, THER
FEIC LD V) LERANT T2 OIIIARFE - TAFERGEZ LR T2 5720 D0

A18

EBROLEBY, MREZEMEICE L, FEEZRIIGEOR THORGE Otz E LRV,

7k, ZERRIEENFE N D RE I R TR OKGRREE & IR, IR SCEA~0 TH
CRREIZ LD ) OFEHEHFICHET DX A LT A 2O T, BT, B2 & LTHEARN
IREZ SRR U, B, YA A LT A O TOFEMIOW T, &7, @R
SUTNEBHIR - TR T 5 2 &

Q19 :

THEBmMO3. (1) 2oV T, ZIATINIZ TANDERKER TH-TH, &8
DNEFE AU DA T R A e | Lu;él‘a—%)iEA ITRRERIEEICHE - Tia‘f*“a‘é%%iz’ﬁ
bHLNH LD, B, 7T A OEFRESHITHFEETRWIZD, N TORMERIC
of%ﬁi%@ﬁm%ﬁé:k%%ﬁkwékk#

A19:

BRO LBV, LM A OSE bARM A L RRICH S, mHm B, FEZELRW
72, RPN T ORI L0 IR SCEA~OIEZ1T O Z &,

Q20

PMRZEVEICOW T, Bl EMREE b HFEEE b CiRR@Emo 2. (1) 124¢

ST IREIZOWTIE, RBRIZ KD MR ZeMERH 2 5806 L TV el | & U SCEICED
L., BRICEMET 2 2 & TELX RV,

AZ20 :

MR ZAMEOFHI . BERIC X O 3 SR BRI L 0 ITh 5 A 1, Rl i E
FORIZICE B3, ZHREMD 2. M)K%énéﬁﬁméﬁﬁiéuﬁﬁbfw
FET DI ETEXZR,

REBRICE BT, ST IERRIC K 0 MR Z Rt Of i A4 F2hi L, I cE~, iR
WHEO2. (1) »b (5) FTONTNNDE DI Titak L TWiuE, iRkl
HIOERZH 72 LT D EHIWT L TE X2,

7Rk, BOBHIEMIMZIE. B2 EE L TWH AR “bDiEH - Th, Gl L TR
LOIRGFELRNE DB THL Z LI H-ET D2 L,

LUk

779




Al 71

“RRBINANDXAIGIZRDFALTAY
~BRBMmFDEGE~

RECDONTIK, 9 [FX

“ERREMHEH i
(R1/08/01) REBKRT

[2IBRH->THERT HE
Al )
EEB DR

N N

SP) #itxE~0&HE )

1
XPHAREOBELEBRELEHICERS,
BHREL. EEEELALESD, FREFEORET S,
HH. B zam:;spm&ﬂm}w EELR-BAIL. AR IRREY

1
1
7_XIV % _'""“"“"_.'_ """"""" I N N N
PR ) i wtis NN B XE~OER( EE§'E':*5J§f*'E)m\\\\§>
I I
1 1
1 1
I I
1 1
i o —ERARE | |  —ZEREn
! (ElEEERHLI-HE) ! (BE 4 H  2E)
i I
i R CEADRE
: (TB2ZILZ&BIZELLLY)
| |
LEELSOMRE L L — =
ST (i ot 52 [ i 52 i E 31 BREANXEADREEH (B 2EEEICKD 1% 65E)
I
1
1
1
1
1
1
.

BT BoENTES , !
879 I



Hli#2

HERES
DS AN B
D5 AM%2(REBE)

ERERUNDMRE £
BT % R EE AR 2R

“ERRBHAANDORIGICIZREZALTAY RBIOLTIE BT I
~ St CE R RIS AR ~ THiR-

“EREMFH
(R1/08/01)

N

RECDONTIK, 9 [FX

R

EERORIS
SP) #itxE~0&HE

R T

N

FIERIFIC, MRE = 1ERT
BEHOBMEELLL

1
XAlE . A SRR OEREICLYMRELEERDOLNT=ED.

BATRHLNTLBLOERL,
1

1
N T XEANDEEE (TB2ERREICL S IZHFEE) N

X—%ﬁciﬁﬂﬂéﬁﬁwﬂmi?zﬂ%wﬂiﬁciﬁﬁ%wi&éé«%ﬂﬁ
]

HEERICMRE S
R i = Sk

BT XE~DEE
(TBCRBREIC&LSHIZELLLY)

FXE~ORBR(ESRECSZIZH4E) NMMUINIS

XRERENBAHERERE LRBISRS,
BHREE. EEEELELVED. TREFABRORET S,
LH. BEMISTHEENEFAL. BELELBA L. [HSREIRREY
B BLHTED
9/ 9-



