= ® iE R
TRg17E10R3H

AOBRRAGETEEH (B EHTER #F

EEHBHEEERSREEEER
EASREETEER
TERER

WHAEELEOMAZTORBICOLT

ﬁm%@%w%*n;u,m&énéiﬁﬁ,E%%ﬂ&xﬁ@ﬁ%ﬁﬁﬁ$%
(%WSSE%E%145%)wﬁﬁn%ﬁéﬁﬁéhttmﬁﬁéﬁ%wﬂm%
@%%Eﬁmfms$&6¢4ﬁ265ﬁ%%418%rm&m@%%%wﬁ%%
@%ﬁt?mfjt&é:ttbfhét:%f?ﬁs$¢4H1B$U¥$E&
MR GEIH O AZRBEO—HERET 2R (1 4FEERO6
%)ﬁmﬁént:twé\ﬂﬁﬁﬂﬁ%&éhéif@ﬁm\E%ﬁﬁ%%ﬁ%
B ERREEETEERURSHEROMEICKRDLOICOVTIE, TREIcE
YEYEZRS CEELETOT, BETHRESCANBREZRLN LS BRALL
£7,

hE. NREEAREHTASHEROELEXFLEITOTIOLHRALEA
£Y,

it

i

1. BUAREAEESEMSSLSBE (UT el 03 »EEY
HEERUBEFRICONT

(1) HEFRITONT

7 EERRUVEENMAROMUEHETERUREEOHTICETIER (EXEH
RUEESAROUEEBRVLEESEOREICHTIEST (UT TEX
5 EEHARGMPES) £005.) RUERBBRUKSZHAERS
NHEEERULESEORECHETIES (UT M#HF - h2amsd



w‘64+a-%

&1 WS ITETAEBRER)

(. EERQRUVEESNNROESEHRERR (B (KETH3E GiHAOHS
EHA) BIZEATAEIEEZET. UTRL.) (BES - EXEHNRGMPHE

SRUKSE - AAZAMSESICHATLIEEERL )

M FEEZR EEREPHTOLOICRL, UTREL.) OHEERFTRRREE

OFAERICET SBIE

H

EELNDG L PEE (R2HICET HFEBRERHBROERICHT EE) ~O
EEKRICHEYT SEIR
EESUFIRAECET SFR
EFRUARD  FURRREEICHET S5H
. RBEOBBIEOBHICEY 2FIR
) AEBAERMBOBEFHISOVT
. HEEIE. TBAEHMABEE (EX 18 RUMHAEAMKICKRESEBIZENT

BIEEDAERE  RINELIMARREERFIRCRTEEZRAT. £

SHBICIRET A LI YT L.

4. GFBRERMBHAFSRIL. M 1ITIYMERL, AIRORSIZLENST, £h

FhoELE]E (B) REHTEELTRET S L,

o IIRAERMLOEX(E. FAELTROERY LT 5H, ChoDHRAHEL

LERENDEBRZICLIYSHLEVWERIZE. H5OUHREMBEUIFRD

RASIZLI=M->TIEYE (F) ITBLTHI &, 4H. HEXICKLIAHAD

ek, MRIXLHFETIRET S &,

(7) ®isgg (1) OF. OEE A 3113 4-1

(4) BIEC (1) O4. OFSF  BiEs5-1. 6-1. 7-1. 8-1, 9-1,
10-1XiEx11

(™) FIER (1) O, DIFE AFE 1 2 R UK EH-EX
(I) BIEE (1) OT. MFS AHE1 3
(A) FigE (1) OA. DHFE AlIFE1 6

(h) 71588 (1) DHh. OHEE RIE 1 7

(F) B2 (1) OF. DOBE  FlHK14XIET15
T RfEHEE. REELTRODEBY ET 5,
(7) BHE3-10BE
- BEHRGEEOHTIEOEL (4P, BEOHE. 8 GMARST) EOHREER
UFERE1 73828 AMEARALXKEEO3 28004 SEERARTEXE
FERBHACEDSSEHEME, OERINZAERFTHIESICRINESOD
BELTELXZREL,)



() Bl a-1DHBE
ﬁ17E4H1EUMIWﬁb#%L%@ﬁT&%éUﬁ$m17ﬁ3ﬁ3
1EMWLWHLE§L(%lﬁﬂ)%@ﬁ?&@%b

(M) RlEE5-1. 7-1. 8-1. 10-1X{T1 1DHE

-ﬂﬁﬁ%i@%ﬂﬁ@gb(ﬁﬁ\éﬁmﬁ\ﬂﬁ(ﬁlﬁﬁ)imﬁﬂﬂ&
U$m17¢3ﬁzaaﬁ¥ﬁ§%ﬁos28004%@%3%%§%ﬁ%ﬁ
Eﬁﬂt&ﬁé%ﬁﬁ%mBﬁﬁéntﬁﬁmﬁ%ﬂﬁ%n%éiéﬁmﬁb
TELXAEL)

-$m17¢4ﬁ1Euﬁnmﬁbtﬂﬁimﬂﬂﬂxm$ﬁ17¢3H31E
BIRTCEE L -8l (ARRSS) EOHFAHOSL

-%&m&%&%mﬂﬁ(ml)E%(ﬁ%ﬁ%x@%ﬁﬁﬁm%ﬂmﬁﬁén
30) FRELTVWAEEETOEL

-%ﬁﬁ%ﬁ%éx@@ﬁ(ﬁl)ﬁ%%(—%%%ﬁ%%%ﬁtucﬂEL&U
%E%E(ﬁM)%ﬂ%RM@ﬁW%E%@EL(ﬂﬂ%%&ﬁtﬁ?é%ﬁ
TELXALGWL,)

-mwﬁﬁﬁn§5<Eﬁﬁﬁiﬁwtméﬁat%ot@\%%ﬁ%%@ﬁb
(Bl 7-1R U1 0-1DHFEICRS.)

By R E0OBak. BIHESFFEEFOEL

(T) BlIdE6-1XIE9-1DHE
CER1 7E48 1 BUBICREL-NEROHEEETR1 7E3A3 18U
FICEIREL-EE (AR EOHFTEOFL

CHEEEESZEONE A BE (RaMEXINEFROZEONMITN
-1m) #RELTVSBEEIETOEL

(F) BT 2DBE

CRARERIEREEE WA RBE (—HMEERRTEIL.) OFL

CBIGRERNBEENIINE BA) RBEFECHALERMAN-ROE
L

() Bk 3DHE
EE%@%EEEw%Eﬁ%BﬁﬁM%EﬁLt%ﬁbtfGLPEﬁE&ﬁ
CEMBEERIZOWNT ] DB RUBE BN LRRBRIERIIH L TRTLE
[GLPEABIE]

(%) Bl¥E1 6 DIEAR

CRSRELOHFAINEL (B, YEOM. B GWART) ROHFEHK
UTER1753828 BAEARKE0328004BEXRRARRENEER
BRI RS = HEMEN D ER S HERFHAESICRIXLFFOEFL



TELX AL,

- Fr1 7F 4 B 1 BLUBICERS L#iLiwﬁT&RM$m17$3ﬁ31E
LIRTICEREB L-HE @EARST) ZOHFEIOEL

CEHAEELEE @A) BE RARBEXIMERREOREMAFIhzL
M) RHELTWABEEEDOEL

ISRERAER (FHE GA) KPRE (—BEERARELEL.) OFLRU
SEZEE GEM) HUEZ0OELXFEEFRTREOEL GIHAREREBICET
HERTELXAGEL, )

CEBEETHASSTRME (REREIIEFROFEMMIEhZD
M)y OEL

- HERERICRS(HRERREZZHTVWSRBIEH > TIX, BHRITEDEL

- HEBREAMNETHIBMAERITHHAEFOES (HEEH ORIXKTHR)

- BIEZYRENBSR. BIEBFEZEOEL

AN E RITEALTLWSEDEFBEOA AMERICEINANEK D IZRER
T5ZE, AEMRIDBEIE. XA, BETNELESRICEAT S L. &
B, BEHIHE->TE, £ 1. 7em B EOEBEHRITAZ &, Ff-. FEPRIZE
EABhoEEE. BEUCELBEATAOII L)

- BN TEBIZRFESATOSEORRE (Bl 8ICHEFRFEHHTLHC
E) RUFOEMERTEOLELTRICHKEL TWARBORTRUEFRNE
FREALEEBELE-BOZFAFNRAARIZOE—LEED, 4, aE—IC
Liz->TlE, E17em LEDOFBFFRITHI &,

AR EREICRACGMPRABICHATAHEE (Rl 9O RUZDHIF] (o
BERHZRHEIT S L)

(2) R 7D5E

- BERFEEOHEHIOEL (BH. Zmoi. & EBARST) EOHFAEHE
VERM17E3B 2 8HIERALEFEEO0Z328004REXEBLELEER
RBHICESEHMEFRN SER N -HERTHIESIRINEETOE
LTELZAAGL,)

- HAEESEOHE WA BE (KEEEXIBEFREOSENMAMG SN
F-1m) ERELTVWABEETOEL

- BIERGEAZES L (I1XELE EA) RKPRBE (—HEERIBELEET.) OEL
BRUREZE GEBMN) #HAZOEL GIAFERBICET MR TELIXAL
LY,)

- HHBEZICED(HERIAZHTTCWAREBIZH - TlE, H$ERZFEDFL
BiMAzZISREOESIT. BEEHERFSOEL



(&) BigE1 4 XL 1 5055

- RBEORREOEL

#.ﬁ%%%m,ﬁ%%mﬁtﬁﬁéntﬁmmﬁéﬁﬁﬁ%Lt:f,ﬁ%%
%ﬁ$%§(%%%ﬁwﬁﬁmﬁﬁbt£®)&Gﬁ%%ﬁﬁ%@%ﬁ
(E)«Eﬁ?é%wtié;toﬁﬁsﬂéﬁ(ﬁ)wimtmttﬁﬁ
EHTEAFBHEICRETAC L

ﬁ.E%ﬁ(i)tButﬂﬂﬁﬁﬁﬁt\ﬁﬂtbtﬁ%%ﬁ%ﬁﬁbr$%
EIIRBTDHHEOETHIE,

2. FOMOBIEERUVHHEFHISOVLT

(1) BERBIRICDOWNT

7 EEBEONERSERUNELOHTICET HEE (BE - KNHZAMS

ALICETIEEERC )
4 EEMEONSHEARDICETIEE GHAORE A BICHT LS
BESD., UTEL,) (B35 - AAZaMSESICEI H2BREMRC )

(2) EAERKOBFEFHRICOVT

7.$ﬁwsﬂw%ﬁﬁ$ﬁ%(E$1ﬁ)&Uﬂ%%mﬁtmﬁ%ﬁiﬁir\
BEORSICLEA>T, SRBOICIEET A LICLYITIC &

£ GEAERRBEED. K21 EYVERL. IRORFICLEN ST, Th
FhoiENE (B) REHTEELTEBI S L,

0.ﬂ%%ﬁﬂwﬁﬁm~E%ttr&@tﬁUtTéﬁ\:h%wﬁﬁﬁﬁ&
%@%@EE%E;U%&L@h%&EM,&%#um@%ﬁ(g)tﬁ%
4358, 6. HAEXCLATHROBEIE. RIXLHFETRUT S &,
(7) B (1) OF. OBe&  FlIfk3-2Xik4-2
(4) #iEd (1) OA. OFE Rl 5-2. 6-2, 7-2. 8-2, 9-2

Xix11

L RGTEEIE, BRIELTRODERY ET D,

(7) B 3-200158&

CBSHRFEOBALOSL (Bh. YEOM. BE AR EOHFEELER
UFERg1 783028 AHZBRXRE0328004B5EXRER/RENRR
EREMICESEHNEFEN LER SN NERTHTESITRINEFOEL
TELEXALGL)

(4) Bla-200158

. TR175481BUBICREL-MEXEOHTIEREFER17E3A31H
LIATICERE L-8E ARST) FOHREOEL

H



(M) BlEE5-2. 7-2. 8-2XIX1 1DHE

. REREEOHTIENILAE GARS) EOHANOELRUFEMT 7ET

H17AAZEARRE011700 1 EEEXESRREAERRBMICEDL
B (HEFEOZEOAFEINIzLD) OEL

C WHHEERERLE A BE@ENR BoZEMAGENEEHO)ERHEL

TWABEIX, TOFEL

. SISERERBENIZAE A RRE (—HEFRIEEEL) OFELRU

SEFEE GEM HAEZOEL GIHEFERKBIC Mt A8 TELZZEL)

(L) Rk 6-2XIX9-200HS

- EEFAERE AR ENCERSSFEEEOHAGIOEL

- ML AERGSENE @A) BE@EFEOIEAAFENEOIZRUL

TWbEEIE, TOEL

L BSERERAEE L C(RRE GHA) RRBEE (—HMEERXIEEZST.) OFL

EUmB? E(@M)ﬁTiméb(E%%EmEI@Té% Y CELXANR

LYo)

4. HEFREREMENBNERESEMBEAS (UT NESEREREETHH
£ (OMETA)] &WS,) (£, SIAZAMICREH SN ARRNEZREH
BLizLT. ﬁ%i%#$ﬁ% (ERESBHESOBRMEFHLEZEID) &

VEIEAE R AENE (B) ~NMEET L L0ETHI L, Gl HER
(g)mxmLmLtﬁﬁaﬁéﬁiﬁ@éLhmﬁé_to

3. BAEE
STERERRRESRUIAERAMOEXITIFER 1 7E10H3 1AIZRESEN
LEEETCIIHTOMZ LD ENTES,



k.
ST LOBLE (), RABOARUHLT S AR

B RFERELE () SHRORURNGT S5
FEX SR (Evaluation and Licensing Division) BoH
| EERRUVEESNRONEEOHAICETHFR 1. 41
> EESRUVEESNGOMERTRRR B 1KB¥S | 2. 5L 6-1,7-1,8-1, 9-1,
E ) 10-1,11
3. %ﬁEﬁ%@ﬂﬁﬂﬁﬁ%ﬁcéﬂEﬁEﬁ%miﬁﬁﬁﬂl:%?’6$IE 3. 12
4 EESOGLPEE EXRSORSHCET ISR 4. 13
BROERORLE) ~OFESIKRICETHER
5. EEGNFIREICHETIFH 5. 16,18,19
6. EESHFIFD - HokRMAE cET 2FR 6. 17
7. ABREOARITEORBHICET SR 7. 14,15
FECTHIEAMBETEER (Office of Medical Devices sy EERSRERE IR
Evaluation, Evaluation and Licensing Division) (OMETA)
1. EfMEOSIEEOMICET SERH 1. 4-2
2. ERMSOIERERR Bd) MY SFR 2. 5-2,6-2,7-2,8-2,9-2,
10-2,11
R WER (Safety Division) 5O
1. EER. EEHNRRUVEMEBOSERTROIHIZ (EERRUEEL @)
S RE 3-1
F-12 LR () OIEHEHEICHML CHRHBSHBEE By ERRRERT RO
W s () OIASIALT S (OMETA)
(LR
3-2




(IR 1)

EIEAERIGH

= 15 04 &ftE

0 7. BERGTEOFA

O« BLEREOEFA

0. BERFTRE (B AT GHEHAS)
O BERFERD

O#h. GLPEEFSKR

0% GMPHSERBEHESKR
0%, QMSHEHSERFBIRESIKE
O4. BRBIAERE

0 a. EERBRIGIHE

O+ EREZKEFIRD - FeHRRELE

mE (i &

HEAREDBFR

BLERTE O

IIRFREAERF BIR0

] &

LEICEY. BROARAENRBERELFT T,

¥ & R =

87 : GEAICH->TIF. E-LBFFTORRTEHL)
B2 GEACH->TIE. BMBRUREFEORSR)

BFEFBHEEXRRMBOOOR (B) ki



8

9.

GER)

ﬁ%@k%ém.EXIiﬁ%A4t¢é:tu

CoBREEL. EX1BEHTAIL,

%ﬁm.v—jn%%%ufﬁmﬁécto
$ﬁﬁtd‘§%¢éﬁ%$ﬁcvmﬁﬁﬁé:to
ﬁa(ﬂ%)%ﬁtw‘aéié%ﬁﬁﬁﬁb,mmm%ﬁ%( ) 2 LTHRET S
&,
ﬂﬁﬁ%w%Wﬁ&Uﬂﬁm%wﬁﬁmﬁtm.$Eﬁ®7,4~$\Q&U:taﬁié%
étﬁurmﬂﬁﬁﬁi%wzt6%%&%?6%&%2@@%&@%%&0%&@%.$ﬁ
mmhmﬁ%?é%ﬁtaurmﬁﬁmﬂwﬁﬁﬁumﬁm%ﬁﬁfé:tcﬁB,$ﬁﬁ®
ﬁ\I&UTE%%T%%%EBUTH,ﬁﬁé%bﬁu:to
ﬁ%%&ﬁﬁ@%ﬁtm~ﬁ%?éﬁ%%ﬁittﬁ%%ﬁ&i@%%ﬁﬁ?é:&oﬂ%%
&2%ut%§k¢%%%t£ur@~ﬁm%@%:tmﬁﬁi%ﬁ?%:tn

EERICE, RIZEYRBTHI L

.( 1) BEMOTIZELTHHEEE. BERERHRIOES. HAEA BRUGIABFLELT D

WMhAEBTHoE.

(2) $ﬁﬂ®4t%§¢é%ﬁﬁ\ﬂ%iﬂﬂ@%%.ﬂﬂﬁﬁﬂ&dﬁ%%%ﬁ%t?éﬂm

*EBITHIL.

(3) $Eﬁ®¢t§%¢6%%ﬁ‘ﬂﬁﬁﬁﬁ%(ﬁﬁ)mﬁ%,ﬁ%(ﬁm)ﬁﬁE&UH%

AEVELTHEBERRTH L,

(4)$Eﬁ®ltﬁé¢6%$@.ﬁ%$%ﬁﬁﬂ‘%ﬁ%%\§ﬁ¢ﬁ5&0ﬂﬁﬁéﬁga

THEBRTERTH L.

(58) $ﬁﬁ®¢t¥%¢é%%@.ﬂﬁﬁﬁﬁ%(@&)@ﬁ%.ﬁ%(@&)ﬁﬁﬁ&dﬁ%

FEPELTLEBERBT I

(6) %ﬁﬁ@htﬁ%?é%%ﬁ,ﬂ%%&ﬁ?t?é@ﬁ%ﬂﬁ#é:to
(7) FEWOFCHBTHBEME. B HEORHESARVIBAEERRET HEMETLERT

5T &,

(8) $ﬁﬁ®7t§%?é%ﬁ@\ﬁ%%éﬁit?éﬂ&iﬁﬁ?é:ta
(9} %ﬁﬁ@&t&%?é%%ﬁ.ﬂﬁ%%ﬂ@%%.Hﬂﬁﬁﬁ.ﬂﬁﬁ%ﬁ%@%%\ﬁ%

FRAARVIREFHELTHIERERBTIC &

(10) $ﬁﬁ®:tﬁ%?é%$m\ﬁﬁﬁﬁﬁ%(ﬁm)®§%~ﬁ%(EM)iHE&Uﬂ%

EXPELTAHEMREREBRTI L.

an %Eﬁ@ﬁtﬁéféﬁﬁﬁ\ﬂﬁﬁ%ﬁ%(ﬁﬁ)@&%.ﬁ%(@&)ﬁHE&Uﬂ%

BEDELTAEHEERBTI L,
$$ﬁitﬁ~%ﬁ%*ﬁ?éﬁ%%ﬁﬂ%%ﬁ?é:toﬂ%%ﬁﬁﬁﬁ%tbeﬂzﬁ
&?éﬁ‘ﬁﬁ%%2ﬁutﬁ%t?%%%td%%@&ﬁwm*&ﬂﬂi1ﬁ&%ﬁ?é:
&DUB‘ﬁ%ﬁﬁﬁ—@%tzﬁuhﬁgtiéﬂméﬁﬁié:&o



(Rl 2)

I ERRPEE
0 7. BERTEDA
£ €] O 4. HEXDFH
O, SLERFTRDR (BY) WE @HHEBELENE)
[1I. GMPESERFIRESIKR
7. QMSHSERBIEBESINN

B Ea) 8

WEREO R

REFRFEORTIER

MAFREAEF 350

fi& z

LIz g Y. BAOHHAEORKERHLETT.

Tk & A H

#AF: CAAICH > T, THLFEFMOFTAEH)
B GEACH- T, ERRURARBORS) En

EEHEBEEEESRO00R () &K




1

oo

6.

7.
(1) BEMO7ICERETIHEE. PEREEHFTOES. FAFA BRUSIAEELEETD

GER)

MEOKRE XL, BEATEREALGETD L,

—RERE, EA1ERETSC &

2k, 7—IOFEAOTHERT S &
$ﬁﬁtm\§%¢éﬂ%$ﬁnumiﬁﬁé:tu
&E(ﬂ&)%ﬁtm~§§Té%ﬁ%EﬁL‘m&m%ﬂ§( ) EHFLTR#ET S
:toﬁﬁ\$ﬁﬁ®7(ﬂ%ﬁﬂ3®ﬁ%m%%tﬁ&)t&%?é%ﬁ@ﬁﬁ%%bmu
P
ﬂﬁﬁ%m%ﬁﬁ&6¥ﬁﬁ%®ﬁﬁmﬁtw\$ﬁﬁ®7‘4\I&U#E§%¢6%$E
Bmf@ﬂﬁﬁﬁ#%@ité&%&ﬁ?6$ﬁﬁ2@§ﬁﬁ@%%&ﬂﬁﬁm%ﬁﬁ¢é:
ka¢8‘$ﬁﬁ®ﬁt§%¢égétﬁufu‘ﬁﬁ%%bﬁu:&o
ﬁ%%&mﬁ@%ﬁtm.%%?6&%%@2&Eﬁ%%ﬁ&ﬁ@%i%ﬁ?é:toﬂ%%
ﬁzﬁmtﬁitTéﬁﬁtm\Eﬁﬁ@%:&@ﬁﬁ&ﬁﬁ?ézao

EEEICIE. RICEVEHRTEHC L.

BRxaEI LI,

(2) $ﬁﬁ®4t§%¢%%ﬁ@‘ﬂﬁ%?ﬂ@%%\%ﬂﬁﬁﬁ&Uﬁ%%%ﬁE&Téﬂm

FRBTAHL.

(3) $ﬁﬁ®ﬁt%%?é%%m‘ﬂﬁﬁﬁ$%{ﬁﬁ)®§%\ﬂ%(ﬁm)ﬁﬁﬁﬁﬁﬂ%

EXPELTHEREERTI L

(4) EEFOIRIAITHHET HHSE. WEEFTOES. FaFHH. BEREREENES.

AEEARRVIIBBFLELT HER FR#EMTA L.

8. AEGFREICIL. RBERHTHARBAKERMAT O & FEPAE AMRIERA & L TERI 28

ET5Hh EIEA#E 2 iﬁlil_tﬂZ\Et?é%ﬁ‘l:liﬁ%ﬁ*ﬂﬁ@ﬁiiﬂlﬁ@ﬁi 1RERMITHE
b . BEMCBEANEREET HES PREILH L.



(BIFR3 — 1)

balll]]

I

AXEEEHBEIL. (WBERTEFORE CEACH-TIE, 8. (REHR
FEBOEF CEACH-TIE. E-5FBHAOFRER)) NEFXEEFEE 2
SEIEOBEICIYHFTIR-EER (BEEMNG) WERTEETHI_LE
AL FET .

MERTEERSL (RIFEHBETHIT IEHHOAIR

FrfEth
HAES
EERE & =

BASBEEXARRREHHRR



{Form No.3-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorisation Holder), (Address) is
a pharmaceutical (quasi-drug) marketing authorisation holder licensed in accordance

with the provision of Paragraph 1, Article 12 of the Pharmaceutical Affairs Law of Japan.

Name of the Marketing Authorisation Holder :

(or Name of the Office for General Marketing Manager)
Address:

Licence Number:
No.

TOKYO, date

(ReMNKRARSA)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.3-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Marketing Authorisation Holder), (Address) is
a medical device marketing authorisation holder licensed in accordance with the

provision of Paragraph 1, Article 12 of the Pharmaceutical Affairs Law of Japan.

Name of the Marketing Authorisation Holder :

(or Name of the Office for General Marketing Manager)
Address:

Licence Number:
No.

TOKYO, date

(REXRFRA)
Director, Safety Division
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.4-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (Name of the Manufacturer), (Address) is a pharmaceutical
(quasi-drug) manufacturer licensed in accordance with the provision .of Paragraph 1,

Article 13 of the Pharmaceutical Affairs Law of Japan.
Name of Manufacturing Site:

Address:

Licence Number:

No.

TOKYO, date

(B4R () ROKA)
Director, (BXEE (ZF) OLFF)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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{Form No.4-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that (name of the manufacturer), (address) is a medical device
manufacturer licensed in accordance with the proviston .of Paragraph 1, Article 13 of the

Pharmaceutical Affairs Law of Japan.
Name of Manufacturing Site:
Address:

Licence Number:

No.

TOKYO, date

(4R () ROKA)
Director, (B4R (F) D4A¥)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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{Form No.5-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE

GOVERNMENT OF JAPAN
2.2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug ) product (s)
marketed by (Name of the Marketing approval holder), (Address) is(are) manufactured
(imported) subject to our supervision as stipulated in the Pharmaceutical Affairs Law of

Japan and is(are) allowed to be sold in Japan.
Product (s)
No.

TOKYQ, date

(B4R () ROKA)
Director, (843} (£) DHIN)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.5-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device(s)) marketed by (name of the
marketing approval holder), (address) is(are) manufactured (imported) under our
supervision as stipulated in the Pharmaceutical Affairs Law of Japan and is(are)

uthorised to be marketed in Japan.
medical device(s)):
No.

TOKYO, date

(B4R (F) ROKREA)
Director, (B4R (F) DEHHF)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.6-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product (s)
manufactured by (Name of the Manufacturer), (Address) is(are) subject to our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):
No.

TOKYO, date

(B4} () ROKA)
Director, (B3} (¥) OHH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.6-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following product(s) concerned with medical device(s))‘
manufactured by (name of the manufacturer), (address) is(are) manufactured under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):
No.

TOKYO, date

(B () ROKS)
Director, (3B%ER (F) DA
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.7-1)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical{quasi-drug) product (s)
exported by (Name of the Marketing approval holder ), (Address) is(are)
manufactured(imported) subject to our supervision as stipulated in the Pharmaceutical

Affairs Law of Japan.
Product(s):
No.

TOKYO, date

(1848 () ROKA)
Director, ((B%R (F) OEH)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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(Form No.7-2) .
MINISTRY OF HEALTH, LABOUR AND WELFARE

GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following product(s) concerned with , medical device(s))
exported by (name of the manufacturer), (address) is(are) manufactured under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):
No.

TOKYO, date

(B4R (F) ROKSA)
Director, (B4R () O/
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare



(Rl 8— 1)
E BB £

il

AAEEEHEE T, (RERSEBORE GEANIH-TIE, M), (REK
EEEOEFR GEANIH-TEL, TRLRBHAOMEM)) TR >TRERTESH
FTREZLR (EELHMH) A, AXEESEOREICERL T, BEEFBHEOR
B Litigsh, no. BAERICBLTRET L LEZRHLONTLIHLD
THHZEEAALES.

HaR
WERFTAZEAD -
HERSTREES
BARUSERITKRE
HZRURE

SEEX TR -

]
iy
)
Jo

EEFBHEEERERHOOOR () K



(Form No.8-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product (s)
marketed by (Name of the Marketing approval holder), (Address) is(are) manufactured
(imported) subject to our supervision as stipulated in the Pharmaceutical Affairs Law of

Japan and is(are) allowed to be sold in Japan.
Poduct (s)

Date of Marketing Approval:

Marketing Approval Number:

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

[ndications:

No.

TOKYO, date

(B4R (B) ROKA)
Director, (B (F) OHW)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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{Form No.8-2)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device(s)) marketed by (name of the
marketing approval holder), (address) is(are) manufactured under our supervision as
stipulated in the Pharmaceutical Affairs Law of Japan and is(are) authorised to be

marketed tn Japan.

medical device(s)}):

Date of Marketing Approval:

Marketing Approval Number:

Manufacturing Site(s) and Address:

Ingredient and Composition or Chemical Entity:
Dosage and Administration:

Indications:

No.

TOKYO, date

(8% (B) ROKA)
Director, (B} (E) Q&)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare
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{Form No.9-1)

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following pharmaceutical (quasi-drug) product (s)
manufactured by (Name of the Manufacturer), (Address) is(are) subject to under our

supervision as stipulated in the Pharmaceutical Affairs Law of Japan.
Product(s):

Ingredient and Composition or Chemical Entity:

Dosage and Administration:

Indications:

No.

TOKYO, date

(843 (F) ROKARA)
Director, (IBER (F) OA)
Pharmaceutical and Food Safety Bureau

Ministry of Health, Labour and Welfare



