HOEE R 49265
4 64 9H 6H

e B

MRSZAT B N R 5 R IR e e S pE A
BoE R kR H L
( &~ H & W )

AFI6HFE TN A =B R OKGR R GE X FHE O EEIZHOWT

NROIRIEITIE, RO/ NSSRSE KRR B A~OREFEDOT0 , FHOER
MR DN M ETT 0N HBOERIZEY, ZOENEBPED SHVRDLIZHD E
ER

B & DR S 6 LTk, 2 7S A0 ETHY . 20 BB a ARO[
WL TIE, FEE PEB OB ZITHIZ 8L, /N ERE R O A RITIR D H
ISR D B A AR L BRSE O/ AR G LU T R R R O B S A
LTCUKZEEZE X TCNET,

FRAEMEZ A B (B RI6F4H 1 HIEA S @A EI 0401 5 36
2= 38 B FH 2 4 2 RO =55 2 S il B & (REOBT B [ R i e S5 R AR 7GR R 3 3¢
BHEES) OEEMBIZONT)) OEBIR T EMO—H N ESNELL,

DXFEL UL, B FIEEDO LI/ RS OAGE B IS D5E A &
O AEFEHEHZOWT, B &0 IR Z1TIZLELELTED T, BB B ~DJ
N EALBREWNNELET,



[ B & ]

—fRAEME AN BAREREGERE S 2R

—fRAEME AN CKREERESG - IVD T RER R

BN E Y A2 ER S - IVD ZERZ AR

HARFIHNLAIA T IAT VAR

Al B a R

—RALHTEN BARERSCFr—HREsEk

—ALHIEN BARAAMAT IR R R

—ALHTEN BARERESR T 7/ no—has



(BlI#E)
/INYE A SRttt D 7GR R G S 26 FE i TS

ZOFNEET, SF6EAA 1 H EHIE 0401 55 34 5 /E A T84 = 5= an [ g 2 i
DR SR KGR 3 SR R E i BIH 1T o\ N T DRI [T Y [ SRR S S A AR ER R B
B B |\ E /N R AR O AGR I i X B A R T 570 O FIE% %
EOTHLDOTHD,

1. /B %55
(D x%50E
NEEAOEREISE L OKRBESNM B THHZE UNRICH T D A E
PRI R AL

(2) %5 FHokt
RFGE B AR H F T AR ST AT B A B0 P R A e (DL TH ) 1
5, )~ LI 2 (SR (A MR E A, GCPIE) R UQMSHE & MR -
(55T Kokt

(3) fifiBh 4
EREL. (2) OFEEMEHO 9FIFE S 24l Bh 75,
KFHCEHHO ORI Y 21T, B FEB OB 0.9 ZRUICESFHD T MR A UIVET
T FET D,
TRE2. (2 7= I TR R R AR E L CHO R BB & RN OO A1, £ D
FREERD THIBI T 228L 9%, 70k, ZO8%E OB IIHERE ~ T Lo FECBHE D
9 B Y 177 22D,

(4) x5
WA B AR M ERMOEH B (G644 H 1H) O M741H 31 H
(7)) ETIC, MBSO B FEEZZIRLI-bOERHREL, D3O U FOWTNNITEZE YT 5

DIZRD,
O SF6E2H1IHMLSMT7ELH 31 HETIZ, Eitl. (1) o5 BITRLEARHGE%2
ZAHTT=H O,

@ BIEE (BRMSHE4H 1 ANGS 643 H 31 H£0)ICMBI &R EEZZITT-
DDHIHLHEEE DB OB EEFEY B (GF64E1L A 31 H)ORH LS 741 H
31 HETITBINTRRERDFEE M LT=H D,

2. MR OWE ST 1k
1 1E (AR R R & O B & 0 RS FHEE DM T O IZb DIZ SN T, LUTF O 5 1A THiBY X
RLERDIEERER L THRAR (R AT B KE DDA PR E ST B & D%R) DOHFIFHN T
RAET D,



FT. OEKRBHFERFIC, FRRBEFRNOOMRFEFE 22T T, [ER=— XD E W EFR
B2 E O R YT BT OMEI S IR W TIRESIL TV i H ORI ERF A X T2 X
VIR E IR IR R O B FE R ZEIT DWW T, KRR R EBIRICH B x5 L7 5,

BB TRBICRBOOHLH AT, OF DB H E RS K O S & AGEH L% 24 i
H DOHFEREZEICHOWT, KGR % (B R ET 2,

SHIT TR Lﬂ%%§0)§b%> 2iE, ERROKR V@D R TIT RV VN o R 0
HIFE R FEIT DN T, KGR HFE AL J@%ﬁ%&&ﬁé
>I<L%ﬂ@ﬁiﬂii@%@E’Jxa‘%@ﬂ%/ﬂlﬁuﬁiu&ﬁéEfﬂ IR, 45 FHEIOSFIC 0.9 2

FUoH (THARMUVIEOZRL., Eitl. (3) OMiBhefHo EIROSEHDHPHN T,

BRI G E L TIRE T %, NI R 2 E L THR BB @R Ho T B, £

DIFARY THIBY T 2ZLET D, 225, ZOHE DM ERITZ O FEEERIC 0.9 (TH§7=/e0

B R U2 (T HARR BV HEO) T MBI REL TRET D,

KEME a7 3B O HFE OB FHEN TR Z BB L2 G a0 SEBOM OB 21T

TARZER DT AR, REEHIRR TR, SN TELRE T B EICHI OR300

HEIFIEEAT D,

3. WiBh&EDMFENLXBETORI
(1) AGR I & OM#iBh 4 FR G
O #iBhzEALTHEEL, BiLl. (D)ICBIT 55500 B ORKGEH F5 IR 5 FHOB 2 b
~EFRIAT L, AR FEETT,
@ MiBh& W%, BIREE LIS LY AR GE LRI T B IS TH, 20L& AGRBHGEIC
BT L& %%#@m%Lﬂ%Eﬁﬁﬁ HEOGL, I TFER 2L
LR CEDEHOBE LA T52 L,

F7-. Bl (4) QITBRHMBI A FEEZITOHE IR YR EmmEDO G LA TRMT
THZL,

(2) #Bh B D AT - A ST DRFE
BRI, #iBh & D W FEAZ Tk, Li2. OWREFIEICESE B & D5 AR
FTERFEL . MR EE AT o To 2RI L, BIRRA2IZ LD | AT OPIE ST AR AT D

HREDIBHIZT),
(3) #iBh &7
R OWTEEZITT-ARZEIE, BRI, BIRERSIC I | s CIcHliBh & 0gE R %
119,
(4) e D3k

PRI, (3) DRERZAT T ARZITH L, iBh sy (EREL. (3)) &23K#a 9D,

4. 1B 0D SRR
YHFEERETITHEI &2 T 5,



BN 1 (B HFEE)
/N R s DGRBS SR F IR D B G &
IRSTATEGE N E L R RR O R &
YHEIR D & 35 0 /N R ER DGR GE AR FEOHBIRI RO HS T H DT, &4
BEESHAIRGT U CHiBI B Z W2 LE T,
7B, T OMBEORIFENRIEBR D -T2 551, MBEOFEORUED, L <134
LOBGE, ANRENDIBENHDHZ LICEEWZLET,
1. ®BnE WIS T EEKSG CTHS (LI Tv) 25N,
(1) MZEEM:
O /NEEHAOEF#ESTH D, UNRICHHEHTE 2 AHEFREIR IV &)
(2) AHhnaysEf:
O [EE=—XOEWEREESREO RIS NICET M) TERESNZME Th S
(BAREEZEMEICIR D),
O $FEMREEREERTH S,
O &R ERESR CH D,
O R ARHE O ME Th 5,

2. XIBRFEE (MBOBGEL ZitdE o b ST AT Ty 23A)
JR5e44 -

O #F&EFEE O (EEtkd EArEEm £l FEE O QMS A FEE
IR TR 72 E5E C O FHEH MBI SR T,

3. FHEHeE

HTRES 5T !
RAMEHH - 5fn 4 A H
RIALFE ZYVHF)

Sfn 4 A H
P (F7 2 FHEETOFT EH)

e 2
HaEs (&) ORA4

PHYAERE (Bah. A—17T FLX)
e Ea=v



I A R DGR EE
<MD TS FE RN BT D s >
NRHERBEEROARRGE IR SEE CIF [RFEE] 2vw)H,) offihé L thofiBhéess

ARLUT, WibhxggE GRE - AETEED) %2 ERl->CTRITlD Z LT TEEHA,
AREZEOMPMEDHFFHEIZHT->TL, L FICOWTEE LTS EEV,

5

1. KEEOMBIRISR FE - RETEED (220 T, MOMBE%E S L £l E13%
T DTEIZDH YD ETD

(Oiz Tvy =%A)

O

K

WUESERELIIZBT 2 TEIX 20,

O S ULIEEEERIZGTHTE (EIEETr) N D,
=22, IZHEELTLEEN,

2. MORBIEFIZ OV TR L T ZSV, BHH 25HE1E, TR L TIEEN,

TN HEHEFE DL
S5« BRI 1 SETE 2. 085S 3. BEREA 4 Z O ( )

M FEFEOLNMME . v £ A H~%f % A H

DLFOERIZ U U TR LT E &,
o WEHHBI S ICEREN TV D Z L b b EXE
o UREMHBISZ DR - SFENN DD EHE

¥ MbomBi4sE) Li%, B, AMED Z0ERA O b 0K OMT BIRASEOMBI4: « BIRk
SEEELET,

KAAREEASDOMBBEOHRTFEZIT O b IR D bODOHILH L TS ZE VY,



BIRRE 2 (WiBh Az ER)
SRS B
Sf % A H
/N SR PR O ARGR A G5 R TR DB A (RASf) e

ke 24
(FHRHE) 23

SR A RICHEO S - TN ERESR OFGR R SHEFRIZ OV T, BT Lk
DB DRAT (REAS) ZRELE LD TEMLET,

1. HHBORIG L 70 D FHB)

2. Mg

(AT PPIE STt
ZOWMEZITRONE LSS Mm £ A H & CITHIMR 3 (B & 224 73:K

) OZTREHZBBEOWZLET,

(e, BEWEHER)
MSTATEHE NS L R A O TR FAEBI 5W
T100-0013 M AHTRAXERNE 3-3-2 FrERsB el
el (XA YA ) 03-3506-9509 Mail kiki-tetsuzuki@pmda.go.jp



HARERCS (fiBh & s AR &)

/N SRR SR O KGR RE SR S AR D B A2 R ok
ISTATBGE NE S R ST S A %

%
SFf £ A

EERE S > B CAATITE LT/ N E R 25 D KGR
FEYEFEIURDMBEIZTOWT, LT LB HERW-LET,
. kA M
. RIAE
ST X
FEATER] w2 O JER
O JEA % (ZUHF)
Sf % A H
FEAT (F7= 2 FHEATOFTER)
{34
A

ina (IW&HE) ORA4
HUFERIE (BRh, A =17 FLA)

HYH KA



JEAFEEFEEK 0401 5 36 &
S 16 & 4 A 1 B

WAATEIE AEREmERMBRGIHEAER B

ELEFBEHERE

EXRMBIEHSWERFESRSHS (EFnEREREHEIK
AEHRRSURERES) OFEEMIIC SN T

FELEEMA & ORI OWTIE, T2 93 A 2 8 BIEASEEREAS
0328F47THABBHIZLVITOATNALZATHAN, A, HMEH
DO—ERRTFEMERO L BVRESI., FM6FE4A1BLEATHZ L
E XD TERT S,



Bl B

EXRBEREREREEERSEMBE&
(EFOERMESHRAEPEIEERES) KMNEM

(i® A
1 BEELREERSHENEFERESHDEG (ETNERBBSHBARBEX
%5%%)(quﬁ%éJkwoo)howfu\%ﬁ@mﬁw_kwrﬁ
FT2L0E L MHELIZEITFEOYITORBEAICE T 5 EME B 3 0 4
BEHEEL7958), BEFIIRITEOPITORELE(LICET 2EEETS (I8
FIBO0OFEHSE25558) RUEAFBHENEMBEEXRMAHRAA (Fakl 246
B4
HFEEE) OBRECIHAEL, TOXRMFEROED L L ZAICL D,
55 8 A

(Z A+ B 1Y)
2 ZomBield BUTEEAEELERBESKRERE (LT T8E Luv
o ) DT D EHTHIE R 2 < H KRR ﬁi%$¥\%%%%ﬁmgmﬁm
Wa% REFOERIBHER, EREEARREFE, NEMERBR DA
BEEEE, a7 AEREES 03%)%“:@%@%%&0“ IMDRF ([ B [ 5% 1 2=
ﬁéﬁ7f~¢M%El%% EEEEOMAELEEZR S LB LTS,

(AT D% 52)

3 ZomMbhell THN6FEAIA1IEEFER0401EFEIIFTEAFTBHEEER
A ([ EFEREREERARPTELEFEEEMER o EoZHEN
T>FELZRZMFHRET D,

(ZFfHHEDEEFIE)

4 ZOWHBEOREMEER, RICIVEHRTLILDOETS, REL, BHILIZ
BEHENAZEIZL, OO O0HRBOHMBLNELEHGEIIE, ZhE8VBETH
LOLT 5,

(1)&®$®%2ﬁ’m@5@5_& EIHMIEDLIEBEELE4AMIZE
HAEWNBREOEIHELAEBLTLLWFTOEERET 5,

(2) (1) WLV BEENEZBELLAUBERE LORBREXE»OFHE&EFOMD
WAFEEAERLZBEARE L THRWIOBEICESRICE T HHEEE
EL 3,

(3) (2) L VEHENT-EEZE LMIEDARSILEGE LZEOAR
BAERZMBELT S,



e (FRITE (GH

1 K 4 & H | 3 EMEHE 4 X & B #B|5 =
TR E R ¥ B(19,757 MBREBEBHFFFEE|10.710
e 25 S FE B FH | OHAEE Y ORI | GO &R
KGR VELRRE EFEHEO 1/
EEE 2 FAY)
BRMEEE  &| 8, 244 |#HHEOBMETRBRH|10.710
HEoRH FH |[F0OBHANEHRD
N 25 B 38 BOREEBRED
5 O & & EBEICSLERRE
fif = % (FHte (B
8) )
2 E| 1, 043 |MEOEMEERH|L1 0,710
TH |F0ORHNERRE
BOEHEREED
EH, EEFEEICWY
WRERTE (FiE
TE (HELE., &
HmE. HRIARE,
HaEE) | BEE
e, HE. E%
Frigsl, EERE.
EHEATEREED ) -
= 4% 6 75 H B 8, 244 BMEOEREHAFE|10,710
iR EE M |REFEDEEIZLY
ErRE(EHE (B
FEEE) )
¥ #&| 1, 043 HBOERBEBEAR|10.710
TH |[BEFEOCERE, &
ERBILLELES




LR, 2E%. B
RIR AT, Hh&
%) |  BEERE.
E R EE AT E R
EARE, EBIE
BED )
NERER | ¥ B(15, 949 |[RAEFEHE®9(10,710
e &5 D AR TH |ZEYOBRICLE| KERBHESF
HEEXES B o 9 I
E3 M)
A =27 AV N CE - 8, 244 |MEOTaSSALAE|10,/10
EE 4 O T |0 EREE
£ A L{EE EHXEDEEICNLER
T wE GEle (BiEt
BE) )
|$¥§ 1, 043 B0/ 5L5E|10/10
FH |EEEROEMARE
| EXDEH, BEEE
BILLBEREETR
(EBRTHE (HFES
#.2HR. R
AE, BHBEE) .
BEERE THE,
BHEEE, BEAR
& EERERED)
IMDRF (E B (A% 4, 809 | IMDRF(ERE |1 0,710
= 5 1 75 #H TH EREHEHREIS/R 7
HY /7 4+ =7 A)EREM
— 7 M ERE - EEBEXOEY
= B - EE W ERRE (FEH
HE & (Bt E) )
BER 608 [H#Eo IMDRF(EE (10,710




FH |EREERNSET
*— 7 L) EEEH
- BEEEOER,
BEEEEILELRSE
TR (X ® T (Y
| wRR, SEE. M
I RIGIAZ, A
l %) | WmIEERE.
W BRI
‘ BARE. THEFE
R

5 ZOMBEORMOREIZIL, RKOFERFFENDI LD ET S,

(1) FEZETIHIHRBOESOEEMAE (FNTLhOESBEOENEEZ2 0%
PDNOEBELEZRLS, ) 275853, B ZIEEFNBRKEOARLEZ IS
T sy, EL, EoMOBREOESOEREL L Tl b2,

(2) BEOHNBEDOETE (BMAEELRL. ) 2723853, EOhiCEL
FERKEORZBLE2Z T RISz 20,

(3) FEAFIEL, XHELTAIHEAICE, EXLNCELEFBHREORRB LS
e niE e b,

(4) FEMPTEOHRAALETLRVWHBEXNREEORTHIRELRoEE
I ERNICVEAEFBREICHRE L TEFOBEREZ T 20T R L7220,

(5) FEOFHITRUVILHRMIZOWTEEAFBHXRXEDERN S -~ & &1, &
R EORMERES LR T T AL A0,

(6) FRIZLIVREL, XITHAOEMU-MEAEMI 0 5L EDHER,
FRERVEOMDMEICZO>WTIE, MBSLITKRI2FEOEITOEE/LIZHE
TOHOERETSE1IAGE 1 EBE S FORTICLIVELEFBHAENIICED
HHEERBTAET, EAFBREOARARBEZ T 2T OMHBI&E DR
OBEMICKLTHERAL, BEL., THBRL, LM, BECHEL, XIRE
LTl bz,

(7)) BEAFHREORBEZIT THELZLAS TAHAZEZLIIRARD>ZEE
I, FORADCEHFXIZI—HEEEICHMIELZ L0 bh D,

(8) FXEIZIVWMBL, NiXHAOEMLEMEZ DT, FEZEZTHI
BWTHLERLREHBEOEZL2 L TEETALLELIZ, TOHRALE
EAXRORTNIERE RN,

(9) FEIIHBIANRNAERUVCEHEZHELZILEEE2ZEL, YN ARVTETHIZ
DOWTHNEFRZ»EE L, "OEARBERCIILAERL2HMSOBEOEED
H (BFXODENERELOABEEZZTEHZEGCE., FOEABELEZ2ST-E) ©
BT2FEOKRTHRLSEMBELTEMNM dRiERL RN, L, TEIZ



FOVEREL, XTPHHAOEMLEBHES 30 FTHUEOMERD BB A,
A2 RiE®%, YSHEOMELSNETT3E. XiTmMiis&%i A
HZTEROBITOBEACEST I2EREITSE1A4EE1EHE2EOREIZL
WEAGBHRENICED HEEZRETAIEOVWTRAMAEVHE THRE L
TEPRTNIERZL RN,

(10) MBHEERETHRIC, HEBRRUCHMEFEEHROBECL Y #BSICELIHEE
RO AHEERICERAIEAERBENEELEZSS (EAERBEEI 0
DEFEEEFTe, ) 1T, BBBERXFEFLICL D ESHIT, B ELHEERT
HORTAEEOBEAFEES A3 0 ETTIIELAFEHRKECHE L 2iTHIE
RO RB MBS HRAIEAERBEL DI EVBEELZES IR,
LA AERBELEEIZCEELRTIER L 20,

-
—
-
—

=)

(B8 F e
6 Z“O#HBEORFOBER, IHEXNEIICLI 29 FELEEES5A031H
FTILEAFBHREIZRBELTITO LD L35,

(EHE REEFH)

7T ZOWMBEORMREROFFOLEEILLD, BEONEELZLE L TEMR
MHREEZEZITOHEICE., JIEERXE 2L EEREELHEF 1 A3 1 H
FCREASBRECRHLTIT > b0 LT3,

(RREE TORENEM)
8 EHIR.XMHEFENBNFLLZE»GEFELTHAIE LTI AUNIZEMFDR
E (REDEEZZL, ) TH>b0&T 5,

(#Bh & DL E L)
9 EAFHREILZ, LERHDEEDLESICIBWTIE., @O EE AL
DFHAWIIBOTHERE T LN TE S,

(EEHRT)

10 ZOMBIE0EEERERLET, TEOETLEENOEELTLINH ZRB
LEE (50 (3) WhEEDTEXITELEDEABLZIT-ESIZIE, 4
MATEEN ATBELZAEMNEEELTIMNEAREBELZH) XIEBEE 4 H
10O BOWVWTFNPHRWVWHE CREBMERESICIIAMEELELEFFHREIC
ELTITL22iniEe sz,

(48 Bh 4 0 1T )
11 EAFBRER, BT REHWLOBELME L LHETBVWT, BRILED
BMEBAODHBDENRGFT IR TWD EEIX. HIBE2ED T, ZOBAIE I



DWTEREICRETHZ 2T 5D,

(£ Dfh)

12 ®FRIOEFICEIY, 4, 6, TEV1O0KEDIZIEELFILE, FHICLA &
MTERVWBEIZIE, b0 LOEAFHRECABLZS T TCEOED L L
AlZXHbDET 5,



	01_（案１）関連団体通知
	03_（案１別紙）小児用医療機器承認申請支援事業実施手順書
	04_（小児用医療機器承認申請支援事業実施手順書　別紙様式
	医薬品副作用等被害救済事務費等補助金_交付要綱

