> &
/%\

GDP&IE
-5 E B A D E) -

mmmE I+ —2L 512

Y ILETR—)
20111128

O

&RKPEEREHR:

E

FRERIERF

2% R¥ MF

SRR EF LB OR AT T [ 5 O {2

iz AN FIT

SURSY Ly




E

=D
),

=1

=

EEmtEROEEREHF- BN
RESNT-EEmHE

%Lnﬁi

TGDPO I

iy

. mE

HlZlE<t=HI1Zn2E,

E MR NTL

ﬁﬁlshﬁl" -

= 2 i B
{ED— B,

23X 5 D E R AR

VDo

NTIEHRIZRHS

e NS AN

%) B



A B 0 & &

1. [FEHIC

. GDPO HH

K - BR-WHOMDGDP:Z &8 & 144K
K- ER-WHOMDGDP: i &
iAo — O ERIEEL

a » w0 DN

SR EIREE ORI Ok [EER fR 2R
Hax AR AT



1. [FL&HIC
fm B D e 5314 -

SRKFIEERTII FI RIS
B AR AT



ERIZHHT=-F5

REBEEEOEINS GMPELEEELNARERR
275> T=ZE 45

v TEANE AL

Xenical , on-line import
in kanazawa by Y.N
8.20009.
BEFEBEFEHAR

5

ST EF AT I F A
AN AT



2. GDP) HHY

GDP:Good Distribution Practice
uu. ;giﬂﬂl

SRKFIEERTII FI RIS
g AN AT



B

EC

KE

WHO

GDPD HK

RE R REFREDREE

RIBFEEEL TGMPREER MO MELTRERED

FTEFREBERFIHL

- RRHERA (RAXELBE/HESR)ICEEMDM
BZzR2ICRFELEFFERITHIL

- EELTEREGE. WAL, NS, B
8.4 #Y. FEBERERT. BHIRUONDHREITS
&

RBEBREOHOWIEETEERDREETATY
TAT1EHERTH L

(#t) BERE
I mENZEE
8% JGSP
2007

GDPZg, 2011

-USP, GSDZE
2011

-21USC

§ 355d, 2008

GDP,2010



25+

SLERTEEE
BLUEXRA

Hix

N I

| 7
> BOUEXE 5 | = B
T ° P (E L v
- EERWTEE :
—> HERFEFERE —> « Ak BE
- BEMF
DR e
AE
—— principle route covered by GDP
- USA unique
EC unique
SIRKF AT FEB R .



3. B-X-F-WHOMGDP
EEBEEE-

SRKFIEERTII FI RIS
g AN AT



GDPHITEDEE

IEEEEMmBITIRA
GMP3E4N — GapES WS E R IR £
IE; < ;‘ T
e e GMPE & s
EE% JGSP (BEHRTR) %%‘-—Epﬁ%é) JGSP 2007 l
=P I | | | I
1960 1974 1975 2002 2004 2006 2009 2010 2011.11
GDPig5 — FTEEDES
92/25/eec  |[GDPAARSA> 5%11/%2;/5”6 iy
(2011 1E) |[|94/C 63/03
TN moteallcvpies GDPHARSAVRIERE GDPERIE X
ER®IED O e (SR e SANCO/C8/AM/an D(2010)| | | 3XTK <%
EC | | | I
1965 1992 1994 2001 5003 2010 2011.6  2011.12
PCID
HAFR
Ph tical Security SNI GE%(I)JSEP <1079> ™
darmaceu « \
&c At SN .11 21USC § 355d A2z |[REE GSDP/USP
KE
1938 1978 2008 2010 2011.7 2011.10 2012.1
GMP GMP Gsp || amp GDP GDP GMP
1969 1992 2003 2006 2010 2011
EEik GMPEE & GDPEEf%  SNI: Standardized Numerical Identifier
20c 21c PCID:physical-chemical identifiers



GDPTX X+ D

BX HKBZE >EBZEHETRA-ERBRFERERFRA-> () BXR
EERHEESSE JGSP 2007
EC EERESESIE R UESbS (3)>EC Commission
Guidelines on GDP of Medical Products for Human Use
KE BREZEREM RE §501(b), § 502(e)(3)(b)— USP—
Good Storage and Shipping Practices for DrugProducts
l l

§ 505D pharmaceutical Security - Guidance for Industry -
PCIDs-, Guidance for Industry -SNIs-

WHO WHO GDP for pharmaceutical products,
Guide to good storage practices for pharmaceuticals

SRR e B BRI 5o

B KM T H



GDPTX X+ D

BX HEE >OEFERTRA-ZEREFBERERA-> (1) AX
EERENEESESE JGSP 2007
EC EERESESIE R UESbS (3)>EC Commission
Guidelines on GDP of Medical Products for Human Use
o il
KE BREZEREM RE §501(b), § 502(e)(3)(b)— USP—
Good Storage and Shipping Practices for DrugProducts
l B, B/ 57F THICTE RAGKITIEES]
|

§ 505D pharmaceutical Security - Guidance for Industry -
PCIDs-, Guidance for Industry -SNIs- & % . JET& 5l

WHO WHO GDP for pharmaceutical products,
Guide to good storage practices for pharmaceuticals

Jn 53 Bl B AF ~ D B2 il 17 3

IR F B ORI Frdsk [ 5 O {5 2

B AR AT .



4. BHk-Fr-WHOMDGDP
— B E—

SRKFIEERTII FI RIS
g AN AT

13



HZADGDP

 EE

(EN5E AR 5T X & DEST
EIE) 5§36 N2

&

=X = FR Al A A B A
(ﬁ”fE&JL%GE% (E%nnwﬁﬂi E0 7'?: éﬂ%L
FrDFEERIR) 335 RER) 1555 = Ea=

HFERTEXREL-EERD

EBEFEELEGRTL-HEEL ElSeERTERE

= AWA b (P Ay A A
GRS SO [ AR

S C Y N L 14



Commission Guidelines on GDP of Medical
Products for Human Use (contd)
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Commission Guidelines on GDP of
Medical Products for Human Use (cont‘d)
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Commission Guidelines on GDP of
Medical Products for Human Use (cont‘d)
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Commission Guidelines on GDP of
Medical Products for Human Use (cont‘d)
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Commission Guidelines on GDP of
Medical Products for Human Use (cont‘d)
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Storage and Distribution Practices for Drug Products
(Jul.1, 2011-Sep.1, 2011 for comments)
FHRE:

EESORE. #ENSO—/\)Lt=> SEHEBEEERDES
ENBRFENAFTTV/a0-EERDEM=>0—)LFFI—
VHEEM (CCTIRBREEFESITIHRMN)

. EE’Jﬁﬁr,ﬁi%‘ﬂﬁ%lzt%%/,ﬁi%)LE(i‘GEﬁzﬁaw
mE

TR

&

=] Eﬁ'—"- N —

AR E EE:VZTA Source: Pharmacopeial Forum 37(4) In-Process Revision:

EE#&{-’B’A-' HS s <1079> GOOD STORAGE AND SHIPPING PRACTICES

'rﬁ = H {XZA (USP35-NF30) ,Correspondence Number- C90627

ﬁ MEE!“/XTA http://www.usppf.com/pf/pub/data/v374/CHA IPR_37

fete E!~ — 4 c1079.xml 7/18/2011

)l[,ﬁ i /XTA http://www.rx-360.0rg/LinkClick.aspx?fileticket=8fjS-
:t*f-"-'-}liih — 50030M%3D&tabid=165

RIREEVAT LA

')3(5V773~f%>/F:/J§71£x

SRR ER AT BT .
s AK AT



CREUSPHRER) <1079> EEMEREMBHRE

Good Storage and Distribution Practices for Drug Products
(cont‘d)
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Incorporation of Physical-Chemical Identifiers into Solid Oral Dosage Form Drug
Products for Anticounterfeiting U.S.DHHS/FDA/CDER October 2011
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Standards for Securing the Drug Supply Chain - Standardized Numerical Identification for
Prescription Drug Packages
U.S.DHHS/FDA/CDER/CBER March 2010
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(SNI : Standardized Numerical Identification ) =--Bi %, Fl7E . ¥R . EIEMHEEE. EE B DR £
EERELHEBEOAORIIDAA TR
SNIFEFILERXREZREHI—F Serialized National Drug Code (SNDC)

SNI=SNDC=NDC+ a unique serial number
HEEF-IHEEENELOAEIZFHETIEAFDOES (BE-EXF)HEE
EEEZEID—F GTIN(Global Trade Item Number)&Ef#0
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Example of a serialized National Drug Code{sNDC)

NDC SERIAL NUMBER
\55555666?3’ + \11111111111111111111

J

)\ { \

labeler code + product code + package code unique, up to 20 characters
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GS1MDataMatix (T E) D ERAMNECLEE THEST

EC 2011EERIETE4aF: N AZEEDERELZEEMEINT5XEHEE,
EERETHENI—FOHFE. BATHARYIERTE.,
24 E [FIELEH 2016 FE ML EE, NILEF—, 127 T TI1F20224,

HA 2006: EERAEERAD/N—I—FRRIZDONT (EBRHE09150015 Fk
184F9H15H)

USA 2010: iEEHUERAI—FHAF, EFERR

Example: DataMatix

GTIN:  (01) 07046261398572
Batch: (10) TEST5632
Expiry: (17) 130331

SIN: (21) 19067811811

Source: Grant Courtney, EFPIA recommendation for coding of pharmacu
products in Europe, GS1 Global Conference, April 2011, Washington DC
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GENERAL NOTICES AND REQUIREMENTS
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o TE=RSIEIXEFE20-25°CIZHIl#, THEERE (MKT)IE25°CLLTD L, @BIEER. k.
EETIE15-30°C. MKTHABFBREERIZH X, —BFEIR/ 1D (X24F5E LU 40°CE TSN
%, 40°CEBABRNAVEHEEBEDHERIZHS BARTRIEXZ=EFIE 25 CLLT 1F=IEFH
FRDOMKTIZEDIRB, (MKTETE DL\ TOEHER)

« ZFORY.ZEBHETORENIERSNATLWEIREIX. BRE/TSTORTTHOEHHED
BTN, 8-15°CORELIMEFTTRE . MBIETHRLY,

H B2 USP Convention, USP34/NF 291, p12,2011



Bl BYBESISELIE

Courtesy of JPMA/MOH Project on Combating Counterfeit Medicines in Cambodia 2009
CIMG1933

GIRKZEPEE DI SR  FRRRE

gaz AH AT e



