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EU, Japan Expand Mutual Recognition
Agreement Posted 18 July 2018|

Now, EMA says the agreement has been extended to
iInclude sterile products, certain biological products
Including vaccines and immunological products, and the

APIls for any finished drug that falls under the scope of
the agreement.

"Authorities from the EU and Japan have agreed that
they have equivalent regulatory and procedural
frameworks for inspections of manufacturers for these
products and can therefore rely on each other's
Inspections," EMA says.




EU, Japan Expand Mutual Recognition
Agreement Posted 18 July 2018

With the update, EMA also says that Japan now
recognizes all EU competent authorities for medicines
Inspections as equivalent.

The agreement also allows Japan and EU countries to
walive batch testing requirements for imported drugs and
allows for information sharing between EMA and PMDA
on inspections and quality issues.

EMA says the mutual recognition agreement has
allowed the two regulators to make better use of their
resources by reducing duplicative work.



MHEAEICEAT S AREEMMNERBAREDREIDHTEDE
BIZDWNTO—ERRIE T DN T eeprse0718%5 12 £ 53047 A 18H
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EELGMPHMIEZEF A2 (a) (BF)

REFRICENVT, BAINAGMPORIEENENEERMNES LD T
BEZEINTWAELDOELT,. EELGMPHIBEZ(ICLAHEREDRE
HAEZERIL. IEFESZE SR (chemical pharmaceuticals) . £¥IFHIEZE
& (biological pharmaceuticals) it TSN EIRA D (RE) RUER
5! &n (sterile products) THY . RO (1) Mo () IZBET HTE,

() EMFHERLICIE. BEFHIEAF (immunologicals) RUT Y F
$8 (vaccines) WEFEN., F=. MEW. BV XIIEMICHEX T IEERZD
(EZh . ZEAE TS EEFHRBRZRMCAESRE S, [HREEEieA
EEmILEEND,

(2)EAZV ERTIRIEIFEEDSL ., TNoNENE R UVEINEES DA
ICEWTITERR IELTHRONL, DO WAICEWLWTGMPAERINSLD
[2DOWWTIE. EXERGMPHEZICKSIMHERR DM REGDH LD THST
& (3) BRIMES TULDRAZ /A —&L i (homeopathic medicinal
product) [IZDWW T, §#&. EAERUERNMESONAITENT EEHA
1ELTHEDNR, DD WAICEWTGMPAERAENSE DIZDOWTIE E
FEmGMPHEEICLSEERZEDHREGDHH DTHAHZE ”
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7 EOEXIERMESICEWTITEERIESN TV ENLD  EMAETLD
TEZEMsN ] AN ZHRAERR ). [BEEERF @I RUNEEBROXR
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blood, plasma or blood cells of human origin) |

4 HZNERIIFMNESICEVTGMPABEAINTULVEWEE S : HHAE
TLWOIERRAAREIOS>LEEFBAENMEE T HLDORUVIFEEFIFE
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(3. BMEDEIRWZODWT(EEMGMPHEEEARIIER)
EEMGMPEEEAER3 (FR)

EER. EEESFOMLE. AINRAVETEHOEREFICET 5iE1E (BE
FN35FEEREFE 1455 ) FAIFKICTHTET OREDNHERIL. EERGCGMPHE
ZICEBAHEERBOF[/RESINTWVENEDTHAHZE, F-. BREAIZH
WTIE ERREEREZERDO>OERAHFEZ MO F—r oIS -ErMi&
TR X (EHEEFICHERT HEDIE. EEMLCGMP MEE(ICKSBE AR
DRGNS TINDT=8., FR25F6 A11BFTITERERF0611FE
115k Y —EFHRESNT=-BFA5FE10 5 8 HEES FA65EELEELEFEBD
ER-MEEARREAENBEEEREMRDBRG BREEEICDOVTYIC
BITATHERDOGMPXRIIINERZFLU EDGMP IZEESL TS EFERELT-
A =P L I O A4 ) P

4. INYFEIBAEZE(ICDODVWT(EELGMPHEEZEEAE4A R USEER) (BR)
5. {SEMEDOHEZFIZOVLVT(HRMRAESEE2MNL4FTHERER) (F8)
6. TFIBELDITZRBEROZRIZOVT(EE AGMPHIEEEALR7
(@)(iv)Baf%k) (BR)

7. RABHRFHEESICOLVT(EERGMPHIEESEAR 7(0)EER) EES
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[ZkHé&.
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) EEMGMPHIEEEALR7 (f) (BR)

EREDOHLHILEBIE. MHEE. . MARXEXIDFFHNBDIEREDH S H
BORDHIZHL., MEXEBEIBERESICEDEEERDEEDHAZ 2
[TTWWSE IEREEAERMIZEREZERLTLNSCE,. GMP [TES
TWAIEEFHERTHACENTEDOONTWNAN, EFFDTIER HiIFEDE
mhn, BmEiE, KEIERY . SIRAZEDEF IFHMHES (A EEXERUHA
ERFEE) RUVLBENODAZTFIFHIEEL., BN ESAIDOEAESE
MNEIBAEDAFZHRETHIGAICIE. BABEDOREX EXIFEERTE
BHIRAEDRBEREEITOI_E,
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HEFERICEWT, BASNASGMPORIF N FE I EERR
MESLEDEITE EREINTLSEDELT, EEMRGMP
Iiﬁf'il FOMHEBAEDONREGS EEMIE. EFHESE
& (chemical pharmaceuticals) THAZ & (=L, RE,
HHEFRVEBREZRS )e EXMGMPHEEZIZLD
*EE% BOMRENLEFRNENDEDIZDONTIE, RDER
YTHAHIE,

(1) EAEXIIEMESIZEWTIERERIESNTULVG
WED, CD=8., BIZIE, BAETULDDIEEEN GRS
KNZHAEER IRUVIBEE BER &L BRMNEST
NSTEREEDS M, Mm% X (FmEk (whole blood, plasma

or blood cells of human origin) I IXBEN SN DEDTHAHZ
& 2
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OMZER I E S TULS TR EE (active pwarmaceutical
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P BAD1989FE5 A 3B T DEEIESE 89/342/
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HmETH., IXNTOEIRSTDENTTTZTDMT N
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FARAZHE->T. B 28 hEIZFrET AR &S THLE
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(Q)MBAC)ETHOHREF mM-LTWNWSEFTEHIZRIRSIN
é%@f%é;& 7335 ;O)r/\J?"_& % TéﬂIEEﬂEJ
(LTI N FEEBAZE 1 &LV, ) &, @ AID R E RS A,
ZODEHETAHIEEZIZOWN T, Z0HREOVRIEIZEFNF
NFETIHEAETIEITEDTHH L,
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—D=6, BEFEFHELT G EIAZEICEH N -HBERER
BZt->T. AZAdBREDERDERFREZRITEHETHE
=&, DKELEFEMGMPHT BEEAE4(@) RV 4(D)D
BEHNBE SN TSI LEETEREFTL>THERT AL,

== FEBEE1HICHETE

INYFEEBAZE(Z (X EE K GMPHY)

FHEMNEDE FRIETRUERRAICEKY

EREADRIE

DI=BITBLEESNHHEBRZRIEL . TOFER. HA B

FEDIAZREERDREICDOVNTORZEXIEIZD LRI
BITAEHICEILTRESNI=CEMNEBASN S B ZEREEI

HIEEINTWNVDIE, ZDF=8.

= 3= L GM P

%ilﬁr

A4 (@M C)ETHDREZHEFZ. BEIMRAMDEAZ
[THEDELTHEILEIZEASNARF D/ \YyFFEBAZE(C
. ROZBIEMNEEEH INTLVSAI L,
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@ #FZ DL (Name of product) EAEIZHTE LB D LT

MEEFH N TINVSZ &,

@ & ASEE DL (Importing Country) EAEIZEIASNhBE I
DWLTIE, MJapan & EInTWNVSZE,

Q) &RES (Marketing Authorization Number) EAEIZH1+5Y

ZREDORZEESIEEEH N TINSZ L,

@ 5= (Strength/Potency) BRI D DI NTIZDWNT, ZDEF
RUSDEMNRBHINTLNSIE,

® #l# (Dosage form or pharmaceutical form, e.g. tablets,
capsules, ointments)

® AEY A X R UHEE (Package size and type) BEDOHBERU/N
AT IV R, TURI—BEENEBH N TSI L,

@ /\yF &S (Batch number) & @(ZL->TlE, WEOvrES X

LS, MERUVRBBIENHEANT L5/ \VFEESNEHINTLS
&,
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#13& 4 B B (Date of manufacture)

© BINHAR (Expiry date) & RIZEEH INI2GEARL. BAEIC
PVWTEEINT=-FHIZEITS ’ﬁxﬂﬁﬂﬁﬁh\nﬂitéhfb\élt

0 HEMERRVOARERBRZ DA, FTERUHFAIES (Name,
address and authorisation number of all manufacturing and quality
control sites) EEICEH - (B, RRXIFEREDAHZEITO
feE%. SERIRERE XE 2T, ) DETIZTOWT, T A FR. FTEith &
VEFAIE S (EMEIC BITHEAREDRINBRLE—HBLTIVSIL)
MEEE SN TSI E,

M WICREIN-2TOHERZRVRBREEERDGMPIEAE
HHB X [X EudraGMPSHEZE S (Number of Certificate of GMP
Compliance of all sites listed under 10 or, when available,
EudraGMP reference numbers) AOIZEE&E SN =2 TH R E[EER

O BRBRERKICOWLWTCIIHAEE SN 52E éh’CL\é_t(TtEﬂi
DRFERE),
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@ RERIEE#E R (Results of analysis) A EIZHITHEEANRIC
ZRAEELDIZDOWTIX., TDHRREABRRE S E(BRATHIKESIESX
BIFR9TAZL)IZTDONWTEEHINTLNSAZ L, FIESABREERERIZLSD
SRR B RIIPEZARMNTAIETEELX Z2HULN ., FDI1545.
SEBAZECIIRTERABRUVIIRAEDELMNEH S L TLVSHI L,

@ $%5EE=EIE (Comments) ZDMFEAE DR ERFTTES, JEEE
RUOGMPERABEEEBEN/\VTFDESEEHEET 5=-OIZHERAEHR(
I RE ﬁ?ﬂ%ﬁ)ﬁ%)h*%h(inﬂiiéhfmé &

{9 [k (Certification statement) COfER (X, A% RRELEE
BErEOREZEFRIHS4EDOTHY., FRE|ELTLUTOERMASEEH S
NTWWAIE, =L BRI ES B RBEESTRTOE
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