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2. IPEC AR5 1 > DIRERDIEH

*The IPEC Quality Agreement Guide and Template 2009

«Co-processed Excipient Guide for Pharmaceutical
Excipients 2017

|IPEC Good Distribution Practices Guide for
Pharmaceutical Excipients (Revised 2017)

*The IPEC Risk Assessment Guide for Pharmaceutical
Excipients 2017
Phase 1 - Risk Assessment for Excipient Manufacturer
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— Product Regulatory Datasheet

Section 1 —RNLNRRINER
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— Product Regulatory Datasheet (#&)
Section4 MMEIHOWER
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Section5 FOfRONFINE
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Section 3 — Compositional Information

This section provides general information about the chemistry and physical characteristics of the
product and its manufacture.

16

Recommended contents for this section, where applicable:

Brief description of manufacture and/or a process flow chart (e.g., blend,
reaction, continuous process / batch process)

CAS number

Chemical formula or structure

Composition profile [3]

Country of origin

Mixed excipient ingredient statement

Morphological form

Origin information regarding raw materials/starting materials (e.g., synthetic,
animal sourced, vegetable sourced, mineral based, product of
biotechnology)

Synonyms
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— Supply Chain and Security Overview

Section 1
Section 2
Section 3
Section 4
Section 5
Section 6
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— Site Quality Overview

Section 1

B SEPRE. (E
B ST

Section 2
Section 3
Section 4
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EIPD
— Site Quality Overview, Section 3

Section 3 - GMP or GDP Details:

This section should be used to describe how the supplier addresses each
applicable element of the GMP or GDP guide or standard followed. Non-
applicable elements should be noted as such. For more detail on the
specific items that may be covered under each topic, please refer to the
GMP or GDP reference used.

B ZASectionZfR\\T, SEAFIHHEMI<ERHZINTIVS,

B —757T. ASectionl3SBHBRBORFIHIZFEAEEITSNTLVELY,

B ZASectionZE¥HilcEieih DL T, B—H LR TYes/NoDEE LW EE$
HICISREHIEATES.

B SR TENSE, SHEBOKBELTERTIIELTESDEERS.
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ABOUT US

Welcome to | P IS

Welcome to the website of the International Pharmaceutical Excipients @oungcil (IPEC Federation)

Unified voice to promote the best use of
excipients in medicines IPEC

3 5 CHINA

IPEC Federation is a global organisation that promotes quality and safety .
in pharmaceutical excipients. Excipients play a critical role in the e o
manufacture of medicines by helping to preserve the efficacy, safety, and

stability of active pharmaceutical ingredients (APIs), and helping to

ensure that they deliver their promised benefits to patients. ' ‘@3 I
%ﬁ '

'About us'

 _JPECIAPAN

"




GMPOHl B BRNDOT7 7L A(HEEEBRE)

D [ exExzsmans x |+ - 0o X

&« > O B A tFVFRELL | wwwijpecgrjp 76 ®@ O = -4

JPEC JAPAN

ERmaFIER

D1 ) D BESE

2 el = D
- ':‘_ ) e / | L.

:22 -IREC JAPA




BHREARANO7 /AR BRE)

[im] O 0¥y | BxEESFMAES x | + — (] X
& C ® A TFIUTHRELL | wwwijpecgrjp/cgi-bin/mt/plugins/AMember/auth.cgi?url =http%3A%2F%2 Fwww.jpec.gr jp%2Fmember%2F 78 @ - = 2
JPECIAPAN  pec ispenz B2 smainin Rustn £ 0 s BaEuis
MZE S -8 08i RUBEOTHRCEERFIFOZ2IZIETS H PR3
YERFRUERONE. BRTHEERUVERESE~0BBLBALE
WLET,
F—L EXaEmAEE BeiEE == i i
O >ID, JIAT—FEADLT, OTA 2RI BLT IS,
)\7\'3‘— HE:L.\“T ﬁ
O 1D
JAW- SRS L [
2 3 PEC JAPAN
oSl e e P ey g



O O AA-X91+ | BEERSFEME X | +

< 2> C @ A tF1UTRELL | wwwjpecgrjp/member/

BHEAO77tA (RS BRE

JPECIAPAN  ipec japaniz

rYTR=T [ AI—ZPAk [
hL & —
20224F48
Sun Mon
3 4 5
10 1 12

24

13

Wed

Thu

15

Fri

>EES
Sat >sL¥aSbY—FESS
2
9
16

I PEC JAPA




BHREAHANO7/EA(IRESBRE)

(im] O Av-x91k | EFERSFME X | + = (m] X

& C M A tFIUTHRELL | wwwjpecgrjp/gmp_b/ Q 6 @ T | = <

ERRFIR N

» A 5= XTOP

25 PEC JAPAN



BHEEAND7/EA(RESARE)

B [ AW-xyqr | BEEZSEME x | + — ] X
& C o A HIUFAREEL | wwwjpecgrjp/gmp b/ @ g a3 = >
D I
P X —ZXTOP
yEES
v =8
>L¥aTrY—FEES
sF-HAA4FZ4FES
v ZEH
> RETBREESE2E
>GMPZEE4
v H .
>REEEZES
EIP{ER DR EF >t I F—FTEES
. > =T
{&7 IPEC Good Distribution Practices Guide for Pharmaceutical Excipients (Revised 2017)
> EFEEAE - B
EELFNFIGMPE THE£E2016 Q&A BIIQ&A
>ER
GMPE &4 F2016
IPEL" JAPAN
o v s it Lot ey S

26




FGMPO)E£#Hl JSC AR Y

- SHPERFORALH. mB BT

- 3E. MBICEADSFIEE
- mEV-a7VESLU TR

- EEEEOFIR(YR, STESIVIRI, FiK, RHEBEBF. BEEH)

27 PEC JAPAN

e v Pt ot L Craemd



FGMPO)E£#Hl JSC AR Y

- BREMICIZ2MANHBIURBEBEORE -H®

- mAMSIUREEBPIDRA
- mBBMOREGEH(SEHE. EEEEROKE. RERUFIRORE.
HERRLE)

- LREEMAORBECRIAN AT LORNEICEIT SR

28 PEC JAPAN

e v Pt ot L Craemd



FGMPO)E£#Hl JSC AR Y

- ERLEI—-DFEIE
- S EHSERAITE)
- WEROFEMDEE

- PRIAVNNEI-DFEIE. AE
- mEBEENEOENLGEBESE

- RRIAMNELI-RDOFIR

29

= e’ Pl it Lt vl



FGMPO)E£#Hl JSC AR Y

- RMADORMRA -2 2IPHIEMHRUERE. IR, 20w )

- ES RPN R
- A—RETCOREFAPCREALESEOHEVVIROXAOFEE

- AVE1—2 Y AT LDEABSIUVUERFIR

- REICEATEIL-TI)T1—DEFR(FIRIL, ER. ERER. ZRF)
- BRPREBFTRDVAIHR

30 PEC JAPAN

e v Pt ot L Craemd



FGMPO)E£#Hl JSC AR Y

- R 2KOEM. KBEEH, HRAE. RIETIETERISEM

- B # 2R ERSLEERREI RMOMBICEECEZRITTIESR
TOMER

- BIR70V5 LDBE

31 PEC JAPAN

e v Pt ot L Craemd



FGMPO)E£#Hl JSC AR Y

- REOZITANRBROIFEEHAE
- ITEARBROIRBR LR
- RmOLEEHBROFEBEY 7V ORI E

- SROFIREOME
- R RTEORBEERRORRE
- R TORBEEEDATL

32

e v Pt ot L Craemd



'GMPO ¥l ;e A= HI
- HEOERE. EREOER
- ERTBHE

- ERTERBHOILE
- BRRTHELVLCEDIEERTIE

- N)F—2a  FIEOE &
- ANBAIIEEXN S ORI

33

e v Pt ot L Craemd



FGMPO)E£#Hl JSC AR Y

- R# ., PREEF. Kead—HEYT

- BEVIRRTORMHE. PEE. RKOODIABORTATLOFHK

- PR RUREORE R

- RmOEXEROBME

34

e v Pt ot L Craemd



FGMPO)E£#Hl JSC AR Y

- HERROFIROBFRMETOME

- mABBRTORBRERICLITOIHBZZATLSH

- k&R, OVMESRIFHMEOI—F. #REFEIA RURERIREE
RMHAREIERICIREZRE

- BHERT EDSE W

- HBRESEHIOSDI77. sOvhI T L, Fr—b, ANIMVEIH-AVME
HELERBREMRIATIET—2DER

- BARICBEL TRl /=5t H DG iR

- BRRIEREHELRBEDLLR

- HERBROXEE K{USBEERNEH DR

35 PEC JAPAN

e e e e |



FGMPO)E£#Hl JSC AR Y

- mABREOVMIEICTOTIVDD
- HET¥IEE OISR

- N ERERVPBEEROFIROFE
- SEmMOHREMR. REFRHE
- REBR. nRARNLEOAHMER

- REMT—2(REFRG. ARMBAEERICHITIRE

36

e v Pt ot L Craemd



FGMPO)E£#Hl JSC AR Y

- AMEEmBLIEDOFIR
- AMEEmAEROBRMIESR

- BINI(RETIEDERIBR DIEREHR BRI L )DHENH K
BIUBITFIR

- B (FOHRESNAERETIZEEIRLINIE ) ORENHE
BLUBITOFIR
- BOEL7-RmhmE RS %O

- BEmEhRmMOESHRECLEDFIR

37 PEC JAPAN

e e e L



FGMPO)E£#Hl JSC AR Y

- MESIUMBCRIAVN AT LOT7 O ADHEEI N EDOFIE
- EIEIEBOFIR
- PRHIEBEOFIR

Kk

38

e P py s Lot Sl



FGMPO)E£#Hl JSC AR Y

- R0 L08E
o NEEEFIREDPBEDAICHSTEIIET B,
o NEREBICHITHRSSIURABRINS VT ERET S,
o 1HMAIC—EMY7Z2EIIL. B URETERT S,
& HHASIMBERIZAAZITS,

39

e v Pt ot L Craemd



ZHHADIEE

IS
- EIPA LS B O
- HLEDEIHT SEPOER

\\I/)

>
F1-Y— (RESHF)
- EIPEEAORVEDHE
C EIPICKPEIZTHRE y

2 JPEC JAPAN

e e




—ig4tBEZEA BXREELBMAIGE

(International Pharmaceutical Excipients Council Japan)

T102-0073 REMBFRERARIL1ITHIE165 ARKAEIN2F

HEREFH

®
% WELPER
xxxxxxxxxxx # =%
@
® 2
- %, S EEE
s % —TEPA-taeH
3 © a '\ BAEILAR
a °
g, | O =(ES Y
AR ERE B
> ? 4 )
J % HET
@ ‘N ® % AL i n 8
® B <
wes i 2 . @
A w |5 ® ¥ @
TEsEe ® ® a2 (EA T
iy ANELTF a vIINA @
g I
o= % = 0 o
B\= o — @ mlls =
@ @ A2 B
= T -y = i
NERE @ e sl 5 -
*KsEL » - (har] EHER C 2 BBl
. = R WAEH @ - [E) 4 AT
. =
2 . nEm T @
t2 FRHIN

®i%:03-5275-1358 FAX:03-5275-5418 email: office@ipec.gr.ip

URL : http:/ /www.jpec.ar.ip/
41

‘ .

Q ¥

e P py s Lot Sl




HR7—A

INNorPackK gl
IF-20 1F-19[1E-18 TE-19[10-18 1C-26 18-24
WA Resafad P Tr7e—= (4 Almac
BERARE (-t o A5
1G-18|1F-18 1E-17|27 1Ay 1D-17|1C-23 1C-21 153—2_:
" G
& s 1E-171E-16 Zyear
| vt Tiple
= b ! 1c-19)18-20
1G-16[1F-16) 1E-12 ez A
: 1c15[ 181
Teva APl Japan
- = —p— & [
1F-14 ! FiT—t -7 — - .
=B LR il | E150
PP
= CPh IGSE
10 SRTSMLT . o
TH-T2[1G-12 1E-08 1B-14 B-12
: Bechem . e |
A JTETIF- | b e TCTI[TE e
Prama| Pharma | | 7o &
foutizn: 1602 it i B
1!
TH-09[1G-10) y
3| 1F-04 T . :
Lo [ s [1J05NhHo8 7 ;';E Summit Pharmaceuficals = iy Ay rus
i vy - m£ Intemational 1a| Koasngp | T it 1005 RS —
S EERAT e EE7F—7 s ] !
P s cHENIcAL | - S-THE 10-04 e Sy Topocem |
ol A r—F it bt 3—drif -
1H-04 DKEH 7 N - 1D-03 5
— | 5 = . 5
FEIHI PR ot Fathean
________________ El - - [ — - _ __
1H-03 TH-0
Eapam| |EROB

42 -1 JPEC JAPAN




43

CREBHIHESTETNEL

Sores v Pt L



