HEERKO8 2581 28
LRk 2 3448 H 2 5 H

AEETERA L ST (R) B R
LA 5 i [ e B D AR - R R |

THAEAGRIZET 5 AARE & BN EFHE & OO EOE RISV
D—ERIENZ DT

HAEAGRICEIT 5 BAE & BRI & ORoBE CUT IAHGE) L ,)
B2, BAK BHE BTERVE 105 20QDHED I LABED [EHK
mnlC PR D E REUEFTEME (GMP) WET 2 0H3IMBEE) UIT (SERHEB
) Lno,) KEETA L0 NCHERMBEDOHE EAH6, TRV
9 DREZIRS,) OFEAIZHV, BICEBT XEHBEDIEMA ERK 16 4F 5
28 BATITHARERRISE 0628001 B EIRESHFERAGE « FETHEEEE
MHEEATC AT 5 B AE & BN L FIE & DR O E OB G >V (B
T MaEEMRBH) Ev9,) WX VBRMLTWAEE ZATHDLN, 5. &
EROGETBREOERICEL T, BINERLT L DR TOEEIZESX,
HEBHBHOFED 4. Ny FARAEZIZHOWT (HDBERIMBEE A4, 5
BfR) | Z TROEBIHDEDT, HTHO L, BEENBREZTS I LEM
KOS F BV L=V, '

kB, ABMHOIEHAE L o T TFROBIRWEERT 52, FhE 23 4F 10 A 31
HE T, #EATOBIEWICE b TEXD 2T 5,

AL

peifl

4. Ny FEHEFFIZONT (DFIMBESAT4, 587)

S BRI B AL 4

WESR K 2ICB L, SH0FEIL, MEHEDOGMP ELNMAICF% T
HHT EEBELT, TOREIZOWTORARBNITFOHENREH IR T
WHERMIZOWT, WG ORNE OHERDH 5 Y [ & 5 REHER O
RERITAND & EBIC, EBEHE -HIKET D A COBRESRUE
MHFANCTGE > T, EEHPYZARUILFZLEITHEES L TCNDEZ LIco
WTHRZBRLEME S N F T LI RIT T 2iEAELZIT ARSI LD & L,




BAEFEN Ny F LTI RERBIZOVTL, Zhafbkrde s, 2
L. RD(a) b () ETOREIHED ZLERHLET D,

(a) HELFLAAE D, HEMER L2 ROEMERIC LD, w8 ot 1
T DHE G OERTL 58T E OfLT ~ T ORI R ORI ES0
THITENEHDTHDZ &,

(b) YEERIMNPGCMPELHLFE LRGN - B0 E L Hi%EH
ERESTNAZ L,

(c) MUFHHEBOXMNB THAEELICE LT, MHHEASHEIZREDOG
MPE&EZBHL WS Z &,

BRI EER AL S

W2 52 1 SR AL A EES DE Ny F I EICHITT 5 4 OIEH
FloBW T, BBEHE MR ET DA HEKE OBRIES L OER R
WY ERERLOMEDIDIIHEL ShHRREET L, TORE,
Hi% Sy F R ARFOE O UREEEL ORI OV TORRB T oL
RICBITAEMICAI L TREE SR Z EBNIEHEN 2 B2 TH T oD L
ST

ST BESE AL 4 ORECESE . SHHINEEEBHE - MIcET
BEAEOBMAES R OSBRI AE T, BN 1 5 0 EICHIET 5 ki
A BEIA S L% B SR M RIS LTV B 2 2 0o T K
BRSNS F T LRI AR E LRI ANL LD & L, MAKER
179 RERBRE SOV CTEAHITBESASA (a) b4 (c) ORE
BB LTS L L 2 R RBR SN bDTHHZ L, BB, 20 [RyF
SEHATTHEME] GUF Sy FIERE 1), L3, Hlios
B, % OBHT 3 ERRBICOVT, 208y kD EERENRETT S
ERETHLOTHBI L,

oz, BHEEF L LT, RECRERSNERBRERREZ LT H
HRBREOEMORREZ T LD &35 & &E, PR boEHMEES
A#A4A (a) 2264 (b)) OBFFHPHIZSNHTVE D L2 EREL L > THER
THIE,

Ay FIEHEIL., SR ESBHE-MIICEE T ARMBREORRES
BOERBRAIC LY YEEEGOMEOTDILBESNIMBREERL, €
DFER, MARFE OSFHIEERORE I DV TOEBE XL EOMRIC B
HEMICANLCEBLE AN Z ERSEH SN EE T A 3N TnE T
&




Iz mHHMBEBAMNA (a) ~ (c¢) OHERXEE 2. ABED
BREZSZTH2008 LTEARICEHA SN ABL Oy FIEREICIIROEE -
DELEH S TWA T &,

@

B DL (Name of product)
WHEIC BT DUEBROLHLRRT 528,

ASEE DA (Importing Country)

BT (Marketing Authorization Number)

BWOREICRBT 5 UREERORKRESFLHT D&,

432 (Strength/Potency)
BIRG DT XTIZDONT, ZOLHMEUSBERTRETH L,

A (Dosage form or pharmaceutical form, e.g. tablets, capsules,
ointments)

WDEEY A AR VTR (Package size and type)
BRORABRRUNAL TN, i, 7TV AZ—AESERHET L8,

23w FE % (Batch number)
iz Lo Tia v ES, MERUIEBENHMACx B3y FRE
wEHT A &,

HEEA B (Date of manuTacture)

HHHIPE (Expiry date)

AR ICFL S D AAHIRIL, ARSI URRB SN &FITRIT 2
HHHIRZ R# T 5 2 &,

$§ﬁ§EEZQ(ﬁ%ﬁgﬁﬁﬁfgﬁ@§%094§ﬁ$\Eﬁfgim2§1ﬁ§$fq%§%?(Name,addressand
authorisation number of all manufacturing and quality control sites)
BUSICBb o gk (¥, RREUIMREOREIT DR, KM
BELEL) OF S TICHONWCEOAT, FEHEOHTES (RRE
DIHEEL B LTWBEI L) 2T/ &,




C OIEH AN EEROGCMPHRAEEEYIZEudr a GMP &R
#5 (Number of Certificate of GMP Compliance of all sites listed
under 10 or, when available, EudraGMP reference numbers)
@RI NIRRT OV CIERER S 2 R2H T 2 GIHE0RMFT
TE) Z &,

RERR AR (Results of analysis)

ERBHBIBRD DI DWTEL, ZOHRELRABRESFE & é@ﬂ
BEREZSIHTAE) o0 TR#ET 52 &, JRBRRaLE

R AR R EL IR T2 ThE LI L2V, %@%@\ﬁ
BEHC I3 RATEA B ROFERHOZLPEHRENTNDL - &,

RFRCHFIH (Comments)

TOfh, WAZEE (BUERFEEE, EEE) RUOBERENYF Ay T
DEEMW LR T - DICERRIESH (B Rg B HES) 228
HIDHZ L,

(EBuN (Certification statement)

OB, A RBREWEEEE SIS R AETALOTHY
kel LTMT@BFR“&%HE%W“%) &,
1220, BORIIRNERE S HEAREESECOECRHAT A LS A
%@T%U\ﬁm@&&M£H¢®%T

FABEEA Y IEIEE (BARLEHELREE) WEshs o e

BRSNS Thwo &

REIZOWTHEE /FRIZEEND L
o, BWAEE LTHINGICOWTHEREELZ LI bDTh-Th,
T AN T I,
Bk T LR EPREECHY TR LOTHE 2 LT 5, —ofl
My FiL, BBEELYROGCMPEHEVIMABOEKRONE (155
FITEEARE) KRESITHEE LT (A RREURBHRESS
) EN2boTHD, YLy FOERE, AR URBREO DS
DV TLERICFHER CHEEEZITV., GMPIZEALTWA LD L
B35, ) (T hereby certify that the above information is authentic
and accurate, This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country or product specification file
for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in




compliance with GMP.)

O NyFHFHEETEEOKL R4 (Name and position/title of

person authorizing the batch release)
WIZBNCTEE OB IRDEH SN T ASEAIIL., YZRELENRHET
LHEFROATH L OERLRE T2 &,

® WiEZ Ay FHEHEEODESL (Signature of person authorizing the
batch release)

@ ZBLFAB (Date of signature)

FAE SERMILREICEH T 5881, BONEBSOED L3y FiEH
LS 2 &,




(%) AR

BIER(

WAL

4., Ny FHHEBZIZSOWT (D

MfBESAE 4. 58F%)
(P Eg)
o, mARGEEE S LT, FE

BEICRE S h - BhEE R Y L -
T, YERBBREOERDGRRE 2T
LEoETARLEEE, Dl EbLoER
MEREHAMA (a) b4 (b) @
ZRENEZESh TS Z 2B
Hho THRT DI &,

(1)

O, SEMNMESEHEAIA4
(a) ~ (c) OHREEREFE A, AW
EOEAESTHH0E UTHEMNEIC
SAS ARG O Ny FEEAEICITK
@?Iﬁﬁwa%ﬁéi’b’fwé &

D "WHOLT (Name of product)

TAENCISIT 2 MBS OLE/Y
L TAC RS TN

EIALEEOLTR (Importing Coun
try)

HERE S (Marketing Authorizat
ion Number)

BAREIZBU A2 YFRIEEROKR
ERETEHTHI &,

43& (Strength/Potency)

HYRSOTTIZONT, 0
LR O EERRET A &,

4, Ry FIEEBE T HONT (SR
MilmEs A4, 5 BELR)

(&)

Tk, JEFEEE LT, MAE
R ShERBRRERREEL L - T,
WHRBRREOFEEORRE ST LD
ETBHEET. V]l ELaERIKE
EHEAT4 (a) H4 (b)) OESE
HRHEENTWAZEABEEY L -
THERT B2 &,

()

o, DEHMTREE AL 4
(a) ~ (c) OREXBE Z. Kt
EOEREZIT 5608 LTERAEIC
A SN ARG O Sy FREAEI IR
OFRENGEEH I TWE T &,

O #WHOLT (Name of product)
EABIIRBIT A 4EMGOLRTE
AL,

@ wAZEOLF (Importing Coun
try)

@& AEES (Marketing Authorizat
ion Number)
BrEICBIT 5 8REELOER
%%%uﬂ%ﬁfé L,

@ 4 E (Strength/Potency)

HORSOT AT OWT, D
AHEONBETEHTL L,




AIF (Dosage form (pharmaceuti
cal form))

WEF A XK VHEE (Package si
ze (contents of container) and

type (e.g. vials, bottles, bl
isters))

7y bEE (Lot/batch number)

fMEAE A R (Date of manufactur
e)

AR (Expiry date)

BUESEE K OBLEET O FR R O
fFHt (Name and address of manu
facturer(s) — manufacturing si

te(s))

RS Bb o R (B, BR
XIIRE DL AT O gk, B
HEMREEET) OT AT
TXDHVRROFEM (KEED
EEHEE: -ELTWHIE) &
RETAZ L,

HEEFrE S, GMPIEHEE
& (Number of Manufacturing Au
thorisation/ Licence or Certif
icate of GMP Compliance of a m

## (Dosage form or pharmaceu
tical form, e.g. tablets, caps
ules, ointments)

BEEY A X/ VIGEE (Package si
ze and type)

BERONEL AT, B, 7
YRS —BEELTETH -,

Ny FHE (Batch number)

Uit ko Cide v EE, B
OGS E N X BNy T
HEREHTDHI L,

#WhEHE A A (Date of manufactur
e)

HEhEARR (Expiry date)

IShCRREL S S BRI, &
ABIZBWTUEKR SN EZREFICE
AESREAREHIT A,

UERT R OB Riak 04 R,
FiEM R O R[S (Name, addr
ess and authorisation number o

f all manufacturing and qualit
y control sites)
ELEIC b o iRk (B, BR
MIMRE OB EAT O Mg, BB
B2 ET) OFT T2
CTEDET, ITFHEOFRES
(ARBEOTMEEHEL—F LT
HIb) EE#ETLIZE,

@K I N 2RO GMPILE
HEZFNIEEudra GMP
ZHRE S (Number of Certificat
e of GMP Compliance of all sit




anufacturer)

Wi IR0 EREFNIC
DWTEHETHZ &,

RBREHE R (Results of analy
sis)
RBRNFIAR D H DT 20T,
EOFBRERFRERE (ZHO
ARHELZSIATLHZ L) Ton
CRET D 2 &, MR
Bl L A B ER REE LR
T ETHELIZ VA,
TG, FERAEIZITRITEA A
R OGIEBA R D4 NEs STy
Bk,

50 ETE (Comments/remarks)
TOM, MARTEERCEES
MY T OBEMEEERTS
ez HRRER (FEnEE -
B RE) 2T 5 2 &,

Bl (Certification statement)

BB OBRPRVIED . ROBHR
ARCET O &,

es listed under 10 or, wihen av
ailable, EudraGMP reference nu
mbers)

OIZFEHE Sz 2RI W TERE |

HEELZLHT 5 _GEHEDR
HEAE) - &,

R AEFER (Results of analy
sis)
KERNBEIR D b DIT 20T,
TOFEREABRESE (ZE0
RBFHEZSHATHZ L) on
TEELT 5 2 &, IR ER
BBl X A RRBA MR A RS R BAE AR
M4HZETHELIZRVA,
T OEE, EAFICEIEITEA B
R UGERE OBANPEH I L TN
HIE,

$EEE A (Comments)

O, AEE (BLERFEEE,
RUOESEE) RUOEBENYFE Ay
FOBEEWETHERT HDICHH
RIEE (R IR - EIRE RS
AT H &,

fiR (Certification statement)
oY, B FRRE HEE
BAEaiiEraiETs60Th
D, FANE U TR T Ok 2 30 H
TAHIE,
it L BRI ER LR 2 A A
AREESSCOETEHATA L
DIRLDTH Y FRAE & BRI
EHE DR T,
HHEEYSRIEmE (HERL
oL FE) (e EIhbd 2 &
BRI R TRV &
BEIZ 2N T H ol #RIZ
BEhsz
e, TAEE LT INALIED




f FEEERAREETHY EiEh b
DTHHZ EETMFT B, ZOf
saoy Fid, BRMERFEOGM P
BRI L, 50 HAE DS
i (B3 5FEEMEH1455)
WS ARRONE T O
AEN D EHERERATHES L TR
& (UERURBREL ST &
NZbDTHDH, Bk bk
., DERCHBRBREOREIZ D
WTIHERICHER R LT
W, EEGMPEMHIZES LT
LHHLDEBOLBEND,

(I hereby certify that the abo
ve information is authentic an
d accurate. This batch of pro
duct has been manufactured, in
cluding packaging and quality
control at the above mentioned

site(s) in full compliance wi

th the GMP requirements of the
European Community and with t
he specifications in the Marke
ting Authorisation of the prod
uct or any other applicable co
nditions in accordance with th
e Pharmaceutical Affairs Law o
f Japan (Law No. 145, 1960). T
he lot processing, packaging a
nd analysis records were revie
wed and found to be in complia
nce with the GMP requirement

s.)

oy PHEHEREEOKRA BT
B4 (Name and position/title
of person authorizing the lot/
batch release)

@B\ THEEOmRNRZEH S
TWSEEITHE, BB N

WIHBREEZ LELDTH-
Th, ZBHAITEWY,

ok T RS ASEIETH D T

LD THHZ L EERTE, =
DGy FIL, FHEREYRO
GM P Ef B MR A E DA DN
A _RBREIRRARE) i
WS U CRE (B RREO
REBMEL ST ShizboTh
Do WHINYFOEFE, BERV
HEBREORGIZ OV CILEEIC
HERCHZBLITY, GMPIZHE
ALTWAHEDLEDLNS, |

(I hereby certify that the abo
ve information is authentic an
d accurate. This batch of prod
uct has been manufactured, inc
luding packaging/labelling and
quality control at the. ahove
mentioned site(s) in full comp
liance with the GMP requiremen
ts of the local Regulatory Aut
hority and with the specificat
ions in the Marketing Authoris
ation of the importing country
or product specification file
for Investigational Medicinal
Products. The batch processin

g, packaging and analysis reco
rds were reviewed and found to
be in compliance with GMP.)

Ry T AR R O A R O
B4 (Name and position/title
of person authorizing the batc
h release)

@iz BN THEHEOER N TH Sh
TWL B, HRELENT




BT BB OLH L O E
#HTrZ b,

® Hzoy bHEHEEOR4 (Si
gnature of person authorizing
the lot/batch release)

@ ZELAFEAHB (Date of signature)

FAE D SR EYR I 5458
B, RINEBEELROED H Ny FEE
BHEERIZIES = &,

B SMER O TR OHE G
BTH L,

® MUy FHHEEOEL (Si
gnature of person authorizing
the batch release)

@ ZBAEAB (Date of signature)

WAED HLEUNIEERICERIE T 555
B, BINEREOED L8y I
ERRICIED Z & '




