EES - ERESRE ORI OWVWT

(Fri1 243A8R EERE237H)
(BEEFROED CEEAEERLZL2RRED
( ME TR1547A308 EARSE 0730008 )
Fr.1 64502808 HEAERE 0528004 5
FR178#3A3 18 FERFES 0331021 5
¥k 23583228 KEF 0322535
FR26%#7H1A %ﬁ%wm%z%

wEE (BM3SEERE145%8, MUTF MKkl 203, ) B7 758040 3DHREIC
ESx EERR, BEEHNG, ELRELRXEREE CUT ERS - BERESRE) L
Vo, ) OBERFGEEE L IS EEFIERREE XUIEE 8 0 4% 1 IRICHET S
HEADERS - ERSREomEEE T MUBSREEESE] L), ) 3 tOoRE
s L, BEE L, ARSI EER - BRESRFORINCEFLLLE, £0
SR EASBMES TEDL L AL VEASRBRE (BE8 150REBICESCEFE
W74 (B3 6 FHSE115) H 0FEH 1 HEF 45, H2REE 2 FXRIARF 47T
BRBEAIH o CIIEENRAE) THRETIVERHDN, FRENTILHERDD &
2 LN AEERSR - EREESICHOVWTEIICER SN FRERBERENRNI LN
E FOMBAOERS - EREBRENENRESNS Z LS X 2REFEE LORBIE LR
W5, A TEER - ERERSoEIICET2ERBEER] 2iR10EB8Y LD
FELHEOT, FOERIYZ o TIERRE LS ICTH L L biL, BETRERTES
HIzRPTAIRES LA L HEEEZ BBV LY,

. BET 7T4O3ORTICESE, EER - EREBBEOMERTEESEN, £O
BIERGE R L, BEd L, IRREZIRERS - ERBEBRSOERICEF LIRS,
REEAE FOWEOREIIEADOBIEORLDIZ, YHEEIRFEEL SR EIRER
PRATELNERD D . S, L0 BEORESRUEEITOEAND, [ERE - BRES
2 pEIEROREFEICETAERE 2R 20 LBV EDEDOT, SRITHFUERIZ
Mo TEBE TOREREYELE~DIRES, LA LI HRELBE LIV, '

X510, RENESIC L AREHEDKAZILET 520, EEFERLEBIERD
BHOT., BETESAT. REFTRETRUEHIX & B0 L, ERBESOERAE IS
L. BUISERGEEESH,H L URERSBESICEROEER D - BE1E. BRELA 2V X
5\ EFHSEEENOBGRECHRRNEA SN, BT IR LEIICHRTLRYE, BN
CCHAWEREEEVERAS L, MERTEESHERS - EREHREORINEZTT I R
DOXISDBES. LA L HERZBFEVLZY,

feE. BIERL (2 (2) B3 (2) 2L, ) oW, EH6 IFE 1EHKUE
3, WISLKE1IEUIET 72040 3DREICESSEELNET EROMGBIG
% (B2 2EBEREST7TE) E24550 9 ITRETOHNEBEEL TS,

_1_



Lo, ZOBROFEBHITHVERIFEI A 27 BEREE 412 1 BEERREEHN, L%
5. ARVBIZOWTIZFER 1 248 1 BICBIRT 3, SR 0@BHMOREKE1ID1LIZ
W ZOBHEHOB LY, ZOMIZHOWTIZER1 2481 B XV HEITL. FER1
23 A 31 BURNZEF LEEER - ERERBBSOENUC W TREERTOFIcE 52 &
ET5,



(Bl 1)

1

ERR - EREHREOREIIZET 2 BRETESE

BN DES - BANE 2K

VT 74D 4D 3DREICES BRSSOV TE, BERTEESHEEY
CERICEE LSS, TOBELMESEIZLicky. FREESR - ERERE
T AR REMICIEL, Z0L 5 REER - EFHBRSIC XA REEE LK
EDRENITIEREFBIET 37 D0FIETH D, RICERES - EREEFEIMOH0
REXFRES T [RE] £0vH, ) BELKEBE, BRETHIBELOHHRE
WEORE, RERELTVSHEEDEVRGGEEDOHES IOV TRFEH R
L+, BEREEESIC L VRECSERBINSERIND ZENEETH
%, EIROEZERCEIICY 72> TOEENREZFICOVTIIUTOLE) TH S
DT, BERFBEZEICRT L, BOICERZITY 2 ROEOHECERRE L S5HE
WAL,

R, BT A BRI AN 2 BERE U R ENRESTERIVEE
HEEERARRERRE - REMER~BEToI L,
(1) EIRDEZE

7. TE &3, MNERFEEEERZTORERTEY L, gL L, NIKELZ
T ERS - ERSES B XmA I L. Xk &) $5ZL2WVWS,
U (EEERER) RO THRERH 2R, FiERmESSNHRNGDORE
L RE, AR OEEMICEEORVEREEBERMX DTAER
&

4. TE) L, MEFREEESREOMEREE L, BiEE L, NIARBLER
T EESBR S YRENICHOBIICBEIT A L2 EH, kR, BE, B
EXIER BEOCE=F) U 7280) 2722 %0V 7,

v, TEEEMAE] bid, BLEIRGEESNFOREREY L, BMiEgEx L, IIKRE
BZERSR - EREREChHo CRERFELTVARVS O, XiTRZHE
RS EEDEECEEN LN TV RNEDIZOWNWT, BIBERFBEESENT
NEBX|mMy . UER, KR, FAELE LIEETAI L2V, EEL,
BRE, BSRTEESNTERELA LS bRERFEESUNOERED
ERSELEICER LTV O XIRERT 3 B CRISREES S UMD
B CHBL TV LI T 3 2 bDiTE LR,

=, TEREZKSH] LIk, REEE EOBERE LRV EBALLABETH- T,
houy MRt 5—EHEOERR - EFEES, UBAUIOERES -
ER BRI R IREA L LAV AR LNR L X, EERUTERS
- EREEE LI ERYHMT S L (EEERICH- Tk, BH. &R, A
B BEEXRERETOIZL) BV,

(2) EMRIZYS 7= > COERBEXF
7. EHEROEEEOB S S OHMT
7) MENORBICE Y EERS - EFESREOREMICHERD 5 HE RN

_3_



5 &,
REMICHERRVEE Th> THADEOMBEEIZ LV HFIN 2R
BELNRVESIIEIRT A Z &, Fh, MERFEEENZDOUERK %
L., %L, XRAREZITLERR  ERERSORRICEL TEMMER
LS RIER 2V & RIS CE AV RS SHERS - Efigss
ZEINTHZ &,

() EEEIARBEIGER T2 ERES - EERESSIEIERT S Z &,

4. RBHEEOKEICET 5 KB

(7) BER - EREBESICMONDORBRBE LGS, SHBERTEESENT
DRBIZSVTE Y P UFRBRLSEIIRS SO TRV EBRICSATER
WBSIZIEEIRT A Z . EEMIIUTOTRTOEEEHEZL TV IEE
PIAHZ OV TIE, ry PRIBBRIGEERICRESRITRVWE NI RN DL LT
BT 5 Z &,

O FAREFBEODRELIRPHETEHZ L,

@ FEREBIEOT-HOWBIEINHELONTEY. GMP _LORIEM
BOohRNT &,

@ HBREROREIZEENRZWNI &,

@ BRECEEZRIETIGCQPLOBENRED NN &,

) BPNIvy bR L] Kﬂm&m&w&%z6ht%Af%oT%
EEREICEEBERIZBW TCUZARBIAE U EAITE. YSARORERE OB
B2 ER L7 ECRAMICEIRT 2 Z &,

(1) KREERHES, EDALOERERE,. oy M E2HBERLRVERESEROTR
BiZoWT, REMMBIZIFFRLZABRER S HHE, UMl Lo > b AR
LEMUZE L RN EITI Z &, RRICARBREMBSICRITR V& AR
MATEDHEIL. [BAZH] ITECERVWETHZ L,

. BALERYOREE L MRS OME» b OHE

(7) EEmDOBE. BROEE (EBERA - FFEERNA) ROBALLEYORE
B TI7AREONEREY., KRR EONRMERY, ££ - BEDAKAF
¥) FRIELTCHETSZ &, BEHREAICOWCOIERCEEERIESHESE
DENEEERYBTEREL L, %%&E%&Uéwm%%ﬁﬁkbt%émﬁ
BT 5 Z &, FEEE éE%:ﬁ'J ZDOWTIE, EEBEYHBIBA LGS ICIXEN
TBHZLE,

() EFE#EDI DB, T4 ARV TARBIZONCIEREG) 2EHATHZ L,

2 BEINEFHREDOBIFIZONT
(1) ENEFREICONT
EETTEDADIICEISSERBEFREICOWVTIE, EEEMITHA (BBF0 3
6FEEAERTELS., UT EH LWVWI, ) B254FIERBNWTEOHRET &
BEFEDTWAN, RAMICUYZBREIXBICEE 0T, 2770, #
REAE EOHEREXIIEROBFLEDOZDIELOEERH 2 HBEITIITOMESL

_4._



Tyl RAEICLVBEDOR, BAXERRHTHILETELIIRNY,
BB, YSHEOBIZIIESE 25 450REICESE, UTOFEIEETS
LOMEELRETDHZ L,

7. B1EICRETS TENEZITYEOKRARUEER] 20T, EACH-
TIEZEDLH, REFEDKRARUKEMEERFERTENRCOXE 21T > FE
FROFTEHY (N Y E K4 R OF OEREIC OV THALATTD Z &,

A. FB2BICHRETS ENORSR L LIERH, EEHNMR, LHEHIIER
BWBROLHF] ITOV TR, —BHAHRVIRELEZALNTTII L,

V. BT7TEICHRET S [RROFE] I22oVWTi, BINEERS - ERERS
ooy MNEE, BE, HWEY, BIHRERKE - BES T 'ERE
g% LvH, ) ofifl, YEENUEROBMEE, BEIRETFERRUE
WEIZBWTZYR P SH LA LR XERLIVHERITI2BEZE LI L.

. BBICHET D [FOMBRRELE LOFHEDRAE IR LD T DI
B LY LTARBONE] OoVTIE, EROBERUTHRINDEFEE
BOREERSZ L,

(2) [EEFREIRDEEFRD D EAETBE ~OEE
BIYERR LN LEINEFREN D - 256, BE LT 2 EERF RILESCH
CEARBE EEARREREE - ENERL TTOEERT L OAH 2R
VT3, FOR, RERFEESICLIENEFHREIRIXNEDCOT L EEMT
3 &5 HERBEVTS, L, REFELE EOREREITIEROBIEDTZDH
EADEFN D D ECNIXEREMT S 2 L BEERE S I AERE DR,
BEXEBEOELZEMTHI L TELIAR,
(3) ENMUEFREICED WERTBREE~DOHETE
7. BEREE A, LERETRER Do BE. BEICH L, WEEZITEE
RIS FELEIRFEE SN L, UTOFES, BIROFEICHDSHETRITHI &,
7B, EROERICEIBIRVOSERIC OV T, [EELEREAEEEER
B #5355 THIL,

(7) BT FER

(1) ENRD#FE

M) ENRIEERD A MG IE

(r) ENOEBRIRICOE EHNCHELRDDE

) FOHMMEREFIE

4. B ) oW Tik, UTOEEIISEETTDHI &,

(7) MG D ERMEZ LS L EM ORISR & 72 5 ERS - ERBBREOHFENS

ZONBABEAITIE ALK LT R FEROBMKEPEINEIT D Z &,

o) ¥izr7 72 1 oEROEAIT [EXRZLEFRRLE) . [EREST2EH

BWEE) X3 MEEFERE) STERORMBMThh TVWAI LEHRBLE

T, XBRZIVERGHOFEOHEREITOZ L,



3 AT EHEICTOWT
(1) EETICR 2 WBIRFEEEEN CEERR~DOHE
BUEREEE SN OEINEFREN D - 7-5A. BELZIT - BEFIRITATT 2
(3) DHERDITH, YHBUERFEEESITN ULHZEINSET LR, B9
ZTOEEXEBECIVRETILORDEZZ L, £z, BRICHE UL EXIISHB LI
BERONEFRUVEIR LEEERS - EEESRSOASFEIC OV THOETHELR
BT L,

(2) EMUETIZ4R B ERERFIR D b A 181 ~ D
BERFEEESP ORI TIZRIBMER H o2 F 6. BEELZ T HERRIT
BERNICEETBHEEERLRERBY - RESRKRL TEOEEKT LS8
HEBRNT 5, £OR, RERTEESIVEEBOH - 72EINETIZHRIREX
EDBELZEMT D X 5HB & BEVT 5,

4 [BEETRICREIRBABEBR I N ZHESOEEICONT
BINORES SN TRV LIZ X D RENESPERBESICHEEL TS Z L
DY¥IBA L7=33A1, RERMROFERSESRERECRR E 25 FEERDH D Z & o
b, EFREE%S OBMGRE R U —BRERE T 5 00@ 22 E R RN ONZ B OBUE %
M3 Xo5fEFT5Z¢,

5 Zo0fh

(1) BEIGT., HERFTEEENT O UEROERRRLVCER L2EEL - BR
BB DS RIIC SV TCRER 1T O 2 &,

(2) BIREDIZN, EF6 IFICE S MERFBEEFES IIREETZIINTHIAY
C e Tk, TERR, BEESNL, (MR VERESEOSETHEOLLEICE
T8N (ERl 6 FEAFBHEREL36%) . [ERHRVEERINMOR
EEERCLETHOEEICETIESN] (FR1 6FEAFBHESTELT795)
it [EFREBECEAZHAERROMEEFER CARETHEOLECET 54
71 (PRl 6 FEAEFBARE 1 6 97) ICEIXEIRBSHEENIITOI TV S H
WCDOWTHREREITY Z &,



(BlEE2)
ERE M - EREBSEEOEMERORMEGIEICHET 2 EH

1 B2 EARNE X H
EUAERIC OV TIIREREBY TRTINELABTH 2 L L35, EIFHRMEHEIC
Wi o TIHERSERTEE S5 IC EREES I L THERHICE OB RE R 512
B, BIESIRFTERESHITO HFRBEHREZEENICE TS L L bic, EFRBBESICL5E
HMNEEZESITT A0, ANNENEFAEICBREEEORENIIZOBENLORE IS
U@l FEREH LI L LTS,
(1) 75 ATV
EULIZ Y72 5Tk, EIRENERRIZEY bz b EN B RE~DBREDORE
Xy, UTorBoEHEMRI ], IXBRMOKFEEVHETH L B
T 22258 &wvwd, ) &T5%,

25A1 75 A1 Lk, ZOMEOFERSENR, EERBREEEIIETOR
e BIRRENS,

AN : 77 AN LiIX, TOMBOEREN, —RKORE LIIZIEFHR
WRIRERBEWEORR & 72 2 MR H 2RI Z ORBD
FERSICL2EELRREHEORBENIETEZONLRVRILE
W,

AWM : 7T AMEX, TORGOEREN, BREGKEOERRE 25 LITE
TEZLNRVWREEZ VI,

(2) 77 AR H > TOEERNEZF
T. 7 7AGEEITORE. YR ARERS - EREREOERICERT 5 E#R

REESHIRBZIRE (FIFFHOEREZ2ELA3BTNOH 2 RNEEE T, )

T, ZTOERIC L VIR INIDREBHFONRWEFEICR SRR

(ERe DU ~OBEEY RITTRZINOH A2 RUERX ST, ) ITOVWTHEIE

L. ZhozRea8e RBERE L LT 7ATEETI> T L,

A. EIICS 72> TREFAMICZ/SANICEYTAILDOLE R, BREHERADR

Rz L3 EFEX SN2V L TIEBOREBEHNONILS FAMIC, 775

AN LV B BEICEERBREHEEREDOBEFNEHDZEEICTITZ T AT L

THI L, _

V. JFARATIEFELLKIFIZTAMEHWT 2 EBHH LB A8E. XiXT0®

DORWITEVEHD 7 FANEEERTHIEPRYEEBOhIBEITIE, £

OEBRZARICLEZ ECHENFREEFERL Y ERIcEESBHE EER M

REREE - ISR~ ERT D Z &,

2 AvHF—Fv FERER L IEERE

SIS AR 7 S LA E AR T3 B R A2 R SR IR HE 21T 5134, R
SIRFRERRBEOTDIT, TRTORMERE A ¥ —F v b b (EERLERESRE
WIRHER— A N— D) BT AT L,



(1) BIERFEESICLDA ¥ —F v MBEABTHOIERETIRIBIZOWNT
EEG - EREBRSOMERFTESSN, TORERTEEZ L, BELY L, I
RBEZIEES EFEBSORNNCEFLEZEE, BE7 720403 0HE
WWESEIRSEICHbE T, B A vy F—3y MESEBEER (CUT &%
EWVnI, ) ERHTALIKRDBZ L,
7. BT REER
BEHIXUTOEEZTH T2 L L, BB, OLLISTVAERLRS
LO+OREEERDDZE, B, 2EETREREZ BIHKL) ITF7,
(7) BEHERSEAR B
() EER, ERLANL, (LHSUTERBIEOR]
0 7 Z2A5EDRH]
(1) —R&% R UERTEA
(h) ®FRo v b, BEERCHWRH
(h) BLEHRFEEESLR
() EEERE
(1) fElR S5 BB RERE
(r) BEIXBAZEEAR B
(3) ZheE - R UIHEE
) ZFofh
(V) HEEFRUERKE
4. o,
(7) BRHIRAI—RBlIZE—&RLTHZ L,
() BERREEEICR L EEHIT XA MERTER T2 L9 kdDB L,
() BEOFEHFE~DIEBICY /> T, EFA—AXEF7uvyb—F
4 A% HUBRFERIZEIALOIRDBEZ L,
(2) HEFR LY ELFEE~DERDOEZEICONT
BIBIREEEE L VREDO b o EBHZ YW TIREPL I EEFBE EER R
REEARIEE - REMRBRANGET AL, BREZEE>TIIBEFA—NMTLD L
BEFE LV,

3 WS ~OEIIEROFE
(1) HRERUVUXHERME
7.RRE EEGHEEWE EERBEEBFEAT—2 (PIC/S) MBERUBKMES
BEL LT, T 26 £ 7 A BEOKNREZHMK 2 17T, BFOMNEE
[Z2OWTiX, PIC/S RUMKNER DU = 7% A FMEIZX D, BHREAFT
5Tk,
A. /&M E  BEFFOREERRVCREEROLFESL MP HRIZHEE S®2ITHITR
Bl &R TV EESGS
(2) & BICOWTENNARAE LizFEE Oxn
END 7 7 AR U T, UToxsE T35,

_8_.



7521 : EUNKRBREHE LTV A5 E > 2 Bb b RAEIGER O RS %
BErph-n, BIEREESEZIIS LT, BREEROFRRBIRHZRD 5
T,

7 AN : EUHERESZMREOWFNICH LT L TWAESIXRAREINE
HMORBERVELRDTD, TOFATRERFBEESICH LT, BEEIR
BROFFREBHEZRDZZE, (ERXREHEREICEE L TWRWE
A1k, BEBRBEROREERX. FRIE LTRETH S, )

&k BRI v NP ESFETE TR LS, ﬁﬁﬁmwfn
Xt L CECH RS2 L TW A AREER S 2561, BAEARTO
Emé%ﬁbt%ﬁf\%ﬁﬁ%%%%mﬁbfﬁﬁﬁmﬁﬁwﬁﬁ%ﬁ%
RKHBHZ L,
7 7 AW : BREEHROEEIL, KAl LTRETH D,
(3) BAENGEROERIERD > BRABLERRE L TCOFIR

7. BERRFEEE S, KX Y BEAENERORREEF TIERTH 2 &,

A BRERRIT, MERFELEESE,» L RABRIGEROREBORHEZ T %K, B
ESfRigE - ﬁ%ﬂ%ﬁif%%%—wﬁ;D%éEWﬁﬁmﬁﬁ%ﬁmTé*&
FRIE LT, A ¥ —Fy MEBHAEE » EREE - REMKRICEHLZBIZE
SENGEBROBERLRHETH &,

7. EEAR SN - PRIEHISRERIT. WMEMNEL S BRAEIGERORERRHEZIT 2K, B
MITETF A — M X Y HRE~RAEERZ RET 5,

(4) 7xu—7 v/ ER

AAENCTOEIRZHRE LR CIIENHREHIFFE TE W72, £0

%, BINGREHE (vy b, @MHAES) BPHEETELHBEICIT, 4KV 72
—7 v TERENEE~RETILERHHDOT, REREXEFIIH LTI+ —T
v TEROEBHERDB - L, 7+ u—T v TEROBEMRBIER LREE TOFIER
i (3) ¢ERTH B,

4 HEBESICHT AHIIDER
(1) HhEEEMRITDERICONT

AL F—Fy PR LTRBEAFL TV EEUAOE T LT HREEE
LA EINER E RE O LEICIRA T 2 BER D AL, BuEEE O
BHEBL DI RERFEEES I L CHREEEmTOEHR CLF T71Lx0 Y
—R] WD, ) BEFOLORDBI L,

EEMIZIIUTORSIC VA Y —ARKBELEZ HLNDH, BEITELED
HDBEICBNTTLVRAY ) —REBITH T EIEELXAR,

7. 7 ATREETAEN (EFEL, ny FEHBELRVERS - ERERS
Tho CEBEMBRBICARERIET, 2o, UKEES - BREBHEENEH
ENRRNZ LBBERGE R, )

A. 77 AMITEEYTHEIR (7L, RERFEEESNBEICKSR & 2 D EFERE
%2 2 TR L TV AHA%, MESEZAR Lo FRRtoLERICZ

_9._



LWEEZERL, )
(2) 721 Y —2HERHZSWT
BIERREE ST L3 7 LVAY ) — X AEROERICE > T, #iE2 (1)
7. R TEEFRICOWCRER L, 0BRSS, EMAZEZEIET. RRZAVD
FOBRBEERDDZ L,

_10_



(AR 1)

(BEHEREFA B)

(B - EEIIE - LBES - EFESROR) BEIROERE

(ZFRT1 « Z7FA10 +» 7Z AMWDFH))

. —iRA R OER5 T4

L HgEy b KERUMERE

. BUEIRFEEE T

. [ENREH

. B ESh B BAe R EREE

. [ENRBA%GEA B

. Bhee - R XITARE

. FOih

. HEEFRERT

_11_



(B#E 2)
BAFIGERBEONR L DE (FR 26 £ 7 AEFR)

RNE— TAHVT, Fxza, Fre—=0 FAY, =R+ =T TANLFVE, XD
R N Sl e 7 b G ELT SRVASIE Wi SR L TR R B =
NIV TANIT N H)—, v FTUH F—AM)IT, F—FF, "V A
N, —==F, RAaR=F, AuiRT T4 VFVERE AU a—F v AFIR T
ARAZVY R, ARTZ), VeTovvaffy, IMTxz— AL AR, UIZT7A4F, B
. TFAVAERE, TLVELFr, =L —3 T, YU HE—L LV FRTT. B,
BE, A—2Ar7VT7, =2—V—FF BT7VH

GX) TH#:MRABEICESE, ERSICRIERUEFEE M) (BT 50T
BE CXVERINBERMIZOVTII. Fak 26 £ 7 AUREIN D, BRENR
B REE L TWEE

PIC/S NEAE (Fpk 26 4F 7 A FF )

oy PIC/S INEAE

g | FA=ARYT AF— FTBR Fra, Fre—s, 2RAP=T,
T4 TR TFVA, R4V, XV N HI)— TART VR,
TANGY R AATZN, AFVT. FRET, JeTyvadfy,
VT =T, wAE, FFUH AT BT R R A,
N—<=F  RAaRFTF AuR=F ANV ATz —F o, AL AR,
774, AFXY R

E[ S | BT E T A IERE
PRI TN F
TIT <L =37, YUHBE—A, L FERIT, BB, BE, BA

FTET7T=7 F—=A+SVT, 2a—T—FF

T7UH w770

(%) PIC/S MEEEIX. BT DHR—A_N—J THRRTE 5,
http://picscheme. org/members. php

BRINEA PRk 26 4 7 A BE)

1NX— TAHVT, Fza, Torv—20, F4Y, ZRXA =T, TANLT U R, ¥
VX, ARV, TIGUVR, IaTFT, AFVT, TR, FRET, D RT=T,
NI TNT NAT)—, wNVE  FTHF, A—AN)T, "= F, "NVt
We WmR =T ARRZF | TAYFUR AT=—FT o AFY R

_12_




(B 3)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

IMPORTANT - DELIVER IMMEDIATELY

This is intended only for the use of the party to whom it is addressed and may contain information
that is privileé?ed confidential and protécted from disclosure under the Mutual Recognition
Agreement and PIC/S and other applicable domestic laws and regulations. If you are not the
addressee, or a person authorized to deliver the document to the addressee, you are hereby notified
that any review, disclosure, dissemination, copying, or other action based on the content of this
-communication is not authorized. _If you have received this document in error, please notify us by
telephone immediately and return it to us at the above address by mail. Thank you.

BXAEILEE  Rapid Alert Notification of a Quality Defect/Recall
1. %8 %% To:

2% B 7 5 A Product Recall Class of |[3.*f&1&EMAH & D> Counterfeit /Fraud:
Defect: [ Yes ¢« No ]

[ 1 - 0 ]@EEZ7A2A20THE)
4.5 Product: 5.7 58 &5 Marketing Authorization Number:
6.8x7c4 Brand/Trade Name: 7.—#%4% INN or Generic Name:

872! Dosage Form: 9.7 & Strength:

10.2 »» hZFE%E Batch/Lot Number: 11.5Z0HAFR Expiry Date:

12.8%E Y A X% Pack size and Presentation: |13.8I3E4E H H Date Manufactured:

14. &R FF3E Marketing Authorization Holder:

15. BIEFEE Manufacturer: 16. BN ERE¥£ZE Recalling Firm (if different)
(REEHELERDIBERMTDHIL)
EH#& 4 Contact Person: &L Contact Person:

a5 Telephone: a5 Telephone:

17. % [EX&EE Recall Number Assigned:

18. 50 ERMaDEEFD, /BN B Details of Defects/Reason for . Recall:

19. 781 #E Information on distribution including exports (type of customer, e.g. hospitals

)
20.% BHITH F/IZ L AHEE Action taken by Issuing Authority:

21. % BEIN DB Proposed Action:

2B ITH B From (Issuing Authority):  [23.8#%5E Contact Person:
Compliance and Narcotics Division GMP Section :
Pharmaceutical and Food Safety Bureau |{FAX: +81-3-3501-0034
Ministry of Health, Labour and Welfare
of Japan

- 13 -




24.% E4 Signed: 25. %% H B Date: 26.% B Time:

(EE)
FAORE Xk, BEIERK A4 LTHZ L
(%] Z 2 7=EBIE, ZEMcLTELZ L,
4845 Product] MIZiX, IRFEAD > bRKRHOLRbOETEHTI L Lbic, B
DHAFRI72REK (B Twhite tablets (BVWEER]) ) ) ZMBIZRE#EIDHI L,

+  T6.JR7%4 Brand/Trade Name] WiZiX, JRFEAEZHHT DI L, BALITRIDOIKRTE
ATRELTWVAIERDIBEIE. BLESUZRETORTAEINETLI L,

- [7.—f%4 INN or Generic Name| #IZIZ. BRSO —REL ZiLET 52 &, HE
DEDIRDTEESR/TDHHEIE. FIETH L,

. _;19.%@‘%%& Information on distribution including exports| #iZ. EHEDE4% %50
ATBI L,

. M4 845 Product:] . [6.8R584 Brand/Trade Name! . [10.7 > F&EH Batch/Lot
Number] . [11.5%#IfR Expiry Date] . [13.84&4 A H Date Manufactured] %D
BETA2HEEA-EREL, L LTRTIETLELI AR, £OFE, BIHK
WCEREL L72TA H ORIz 1L [see the attached file} L E#T 5 Z &,

FHRREEF. NA] LEHTIZ L,
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(BUAE 4).

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

FOLLOW-UP AND NON-URGENT INFORMATION
FOR QUALITY DEFECTS

1.k %8%¢ To:

2.% B[N & E Recall Number Assigned:

2a. % ENIZ BT 5 [EIE 5 National

reference number (When applicable)

485, Product:

5.7 3% B Marketing Authorization number:

6.k524, Brand/Trade name:

7.— &4 INN or Generic Name:

8.7 Dosage form:

9.8 Strength:

10.©2 v &5 Batch number (and bulk, if different)

14 7GRRFFE Marketing Authorization folder:

15. 8% 2% Manufacturer:

16.:8#%5% Contact Person:

172 Subject title:

22.B LY R From (issuing Authority):’
Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare of
Japan

23 18455 Contact Person:

‘| GMP Section

FAX: +81-3-3501-0034

24.%E4 Signed:

25.% 8 H B Date:

26.% KF Time:

(ER)

L RMOKRE X3, BATEEB AL LTHT L

M) 220 72BBIX, EWMICLTELS I L,
[17. 340 Subject title] WNZIX, FH/=ITHA L2 ENRGRE8EH (2 b, @HER

%) OFREZEHTDII L,
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