TERICHEIT 284 - 2E] FHWE
TRR24%11A15H

XRAICHE TSI - B
DOHAEICDOWNT

(Jh) EZ
AR




RE

1. I3IUSIC

2. HR16ICH1588FORHENER -RE
3. HR16ICHBIIPRTFOHENER -HE
4. BRERR. BROBEICDOIT

5. SEBRINERI M




7 T R §
1. I&VDUVI-

HRE17{EREARAE (FR23F7H228)

AT

3. ERAEICn o=+ EREICHIFTTOEFIIGEHS
(2) XFTDFRE - ZKMOIRBHIEAICIDERIF L

© Fax DREFROER

ZEREmEMDIREDEILELDIC

EELDBI TDEA

DFEMDEALZELLY, £ T,

§%HH®HH§1%HIE‘ 3:3

ToE BEDKRE IJODEEE SHIZIFXEFRFAMDBRRZE
MEBRLZGED o, B BEDHE. F&. BLUVREZERE
JHREEHIT. B2 ! B3 oRBREZERT D,
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HEERGOER LRI - DROELH

(1) &8 BEHI37~43I23RE
(2) #8] (EFELA]) S£XRIAVLIBRBE. BHRBRBLEOHRE
(HFEAD) HFER, WHFNEFE, ERAERFISSE

(3) —RREAERE

7. B8 -AREMEEARE 701 A S ABR/HAERE |f‘>
7.02 7S5 RAFy I RHEELBSFARE
7.03 R A O LA ERiE

(4) EERBE 18375 B (BT : REEH. B3)
(5) SEBAXRY kL
6) EEHR > HEEHEIIEEER

G7. B8 - Ak IS5AFvHI/HNEELSASE
(ERFA DL  HRESED)

SERMT, EXRORERROLTLELCSERRRVBEAERAICRE S -ERRICEHT ISEL
BAORBREZERLI-LOTHY, BERERAICRB N -EXRDBEEDHIHZTT HLOTIEGEWNI &
(BEFBEERERBEAEN)

U 4

|1 D m: ¥ Sz HF il




2. HR16ICH T 5B FD
HEDER - HZE




2. HR16IcHIT2BHBFOHENER -MRE (1)

wAI37: BEs&ld,

D—HTHSH. BaxlINE

SEREFANBEIDT 8. ASELHELEES
EERICHRESN=HIREV5H

BICXLTEEZSZA5MEN . LFHERZRIFIEL.

USP3s

10.20. Containers

The container is that which holds the article and is or may be
in direct contact with the article. The immediate container is
that which is in direct contact with the article at all times.
The closure is a part of the container.

Before being filled, the container should be clean. Special
precautions and cleaning procedures may be necessary to
ensure that each container is clean and that extraneous
matter is not introduced into or onto the article.

The container does not interact physically or chemically with
the article placed in it so as to alter the strength, quality, or
purity of the article beyond the official requirements.

The compendial requirements for the use of specified
containers apply also to articles as packaged by the
pharmacist or other dispenser, unless otherwise indicated in
the individual monograph.

Finda

3.2 Containers

A container for pharmaceutical use is an article
that contains or is intended to contain a product
and is, or may be, in direct contact with it.

The closure is a part of the container.

The container (see General Notices section 1.3) is
so designed that the contents may be removed in
a manner appropriate to the intended use of the
preparation. It provides a varying degree of
protection depending on the nature of the
product and the hazards of the environment, and
minimises the loss of constituents. The container
does not interact physically or chemically with the
contents in a way that alters their quality beyond
the limits tolerated by official requirements.
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BRI DOVWTOUSP,EP DL

HE16

USP35

EP7.5

ZHBH
1 RI38

HEABFEE, AEDOEIIK
Ly, B T RFIREICE
WT, BR.OENNEAT
BIEEE, RBEEEMD
BERZEHSCIENTSLHEEH
ZLVD.

Well-closed container : 18 &
DEHFLY, BRI EFIR
BEIZCHEWT, HEEMLDE
HOEMNEAT LI EE
fhE, NEEFESMNEXL
BWKSITIREET S.

SERS
EAI39

SEBRBET, EEORIK
Ly, EXIEIRTFREIZH
WT, EBEXITERROEY
NEAET, IBEEERD
Bk, BE, AEXIEIRRE
{c‘ﬂﬁ<“:tyﬁ<‘f-%é§%§€u
.

Tight container: @& @ Bk
Ly, ERXXIIRFIREIZS
WT, BRXITIERDEY
XIEKFHRAET, AR
EERDEX, BfE, i
XIFEFEZREITDHSUT
HHR) .

Well-closed container : 18 &
DEHELY, ERXITERFIR
RIZEWNT, 8D &
KIITEFROEYMINEAT
HEEHE, NBEEEAD
BRLEGEWKIIZIRET S.

EH A5
1 Al40

FZHAS LT, BEDORK
Ly, S T RFIREICES
W, [FEDRALGWNEZR
ZLVD.

Hermetic container: 18 & 0D
EARLY, B X (LR FIRRE
[2HEWNT, ZRXITZDH
ETHORAEEBIZLY.

Airtight container: 8% D H

wUy, BIR, BRIEXIETEZE
BTN (LU ERE) .
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2. HR16ICHITZEHRFORZENER -ME (2)

mEEROLCHO) "Hiaett, ICRYd M3

& Al
41. JEYLEE, EEOEKL, EIRXIIERFIREICBWT, ABREESRIC
HWESNEHIRKRUVGREBECHUTEEZEZRILDERZHE, NEESE
MmN ENIRETEIENTEZFEEZLYD.

FRAl [1) ®HFLER
(10) HEIDRLHF-BLEE, HFEIDOMEHERELIC, BEGEARVES
FFORXREHERICELI-EDET D, ERFOBRGENHADREE
RET H=OIC, FERANZETATHIEL, BHREEITIERIARERE
HEOMHZERANSIENTES.
EADNMEBICEETEZADBEINDOHLRAITIE, F2EFIEETAT
BDCER, BHRFEITKGEZBDDIENFHERNSGEEDIEEEE
$HIEMNTES.
—EEREY 2BELELDIERERERTS.
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2. HR16ICHITZEHRFOHZENER -ME (3)

mEEROKCHO) "l ICRAY SHEE
oA [2] RAIFF

1.1 fEFl (B) RFNALSERE, A, BEABSHRE
5. RADGREICSEINEEEZEZDIGEIX, HiE
HEDEFEANDD, RIFFEEDTEELTRY .

3.1 SESHA 21) RNFNZAWSERRIL, FiaEzmXIE
MEMDRAZMCCEDTSHREREHRET . W
BlDMEICKSTDERBNEEZEZHEE(E, KK
ABBEDERZTANDD, RIFEKEATEEE
NDEEZERT .

= EEICBLEHEEE -, B8R RIRc=3 25005 /




. HRI16ICHTEIRTFD
HEODER - HiE




3. HR16ICHITDRTFOHENER - ME (1)




3. HR16ICHBITHR-"FNH

FRDER - ME (2)

T

Labeling
(R~R)

& (Materials) & [,
WURDRE, HER
ORIV GRIXEE
=20)&LVD.
(EERGMPE ZFE2IE)

<) (Labelings) &
(X, IRNILBRUVHEFX
E#\D.

A (Wrapper) &,
BVEMPZEEKRT 5D
DTHHTHIFFHE
SFEWNED.
(EERBGMPE & FE218R
ERRAEN - EBERE, £
03300015, Fr1753H30
H)

The term “labeling” designates all
labels and other written, printed, or
graphic matter upon an immediate
container of an article or upon, or in,
any package or wrapper in which it is
enclosed, except any outer shipping
container. The term “label” designates
that part of the labeling upon the
immediate container.

A shipping container containing a single
article, unless such container is also
essentially the immediate container or
the outside of the consumer package,
is labeled with a minimum of product
identification (except for controlled
articles), lot number, expiration date,
and conditions for storage and
distribution.

Articles in these compendia are subject
to compliance with such labeling
requirements as may be promulgated
by governmental bodies in addition to
the compendial requirements set forth
for the articles.

In general, labelling of medicines
is subject to supranational and
national regulation and to
international agreements. The
statements under the heading
Labelling are not therefore
comprehensive and, moreover, for
the purposes of the
Pharmacopoeia only those
statements that are necessary to
demonstrate compliance or non-
compliance with the monograph
are mandatory. Any other
labelling statements are included
as recommendations. When the
term ‘label” is used in the
Pharmacopoeia, the labelling
statements may appear on the
container, the package, a leaflet
accompanying the package, or a
certificate of analysis
accompanying the article, as
decided by the competent
authority.
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3. HR16ICHITHRTFOHEFENER - ME (3)

A [2] HFESR 3.1FHA

19. AKFE, CHICSH[FITEXEXREZFOERE LLLFHEIZ, BIZHET
BELODIED, ROFBIEFGEHT 5.
(i )ARFN ARG ETRITTHESIL, BBEAERLGEEDRIN, NEB=E, kD
ﬁﬁﬁ_?\bigliﬁué. F1=, TONEHBERmXIINBBEE BB RGEETR
S B L

20. AFIT2 MU TFRTZUTIILRIFCHEREDAEIDEEDETRELL
FEEQHGAIZIOSNTE-EDIZDNTIE, FOLEF BT R, T
FEST A IXIINKERE ISR IDOXFOREILEY, EAIXIEIKEE
FIONFDRRHZEZE > TRZBIENTES.

2mLZFBAIOMUTDTZUITILRIEINERIEFEDRKESDHTIRED
HMINICETEIMEINOLLIEENDEE T, TOERREHNTDRRICERE
Eﬂtﬁgﬁé_f?;g\ébm(:MM)BMT:ZIK%IH:OL\’C%, BI#RICEEEZEIET S
—ENT=ES.

= BERXBITRHRAFE211F (REOFH) EXRBFBZEHE(BHEIS)
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3. HR16IcHlIT2RTEFNOH

FRDER - ME (4)

EEOARSR
(immediate
container)

(BE37%. E50%)
EEOEE

(immediate
wrapper)

(58375 . HB50%)
AL
(inner seals)

(58375, HF54%)

HNE DRSS
XIFSNEBnEaE
(outer container

or outer wrapper)

(8B51%)

EROBRLE, EEZMNCH
[CIRDENTNNSERZELD.

EEO®WE L, EEZMNCH
[CIRHONTNDHHEAZELD.

REEE, BIZIEEICHESEE
BRELTHED TIZHWSE
——ILE, #FlZE1ES DR
29 OIND-ERETHS.

EEDRz (HE)MNE5IZE
HEINTLSIZEDEEIZDLY
T, INFTNEOBRBREZ
a1 EFT .

NEDEER ()N =D E
HHGEEIZIET—BNBIDEER
() DNEFESI1ZEDNED
BER(HA) LRI RETHS.

&, VA, 8, 7T,
INTIL, Fa—7, fAiR
A=Y —XEES

1, E=—IL

KUK, SP/\vY, PTP,
RN TSRAFvHaATF

MAYDFE, ToTILAY
F ]

BEIZX, BAI2AF
B OEF@ERIIZ4 77,
FTEAFTICEEEAHD.

BREICE, &8, ®HEL&
AIZ2AF9 D R UEA
EE1NFRDESHFRIC
RELHD.

BEIZIX, AEOEEE T
(R

BRICIE, RAHE &
Bl & 5 ST HFI(19)IS
1HFTECE A HD.

(BEEH FRRH EEH) 1,
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3. HR16ICHEITBDRTFOHFENER - ME (5)

¢ EXmIL, %@E?&@@%ﬁif:lilﬁ?&@?&@la RIHBIFHEEMNEEH SN
TUWVEFNIERSTEL, -

¢ BEERFTXERVRHRTEXRE L, EXRMOEEDEART-TEZEOEE
(RRESFLEV)ERE. TOERRZHFFIRFL TIHELEL,

- = (88505

EEOBRRFORHRER)

(;%:ﬁ%?ﬂ*zlﬁ)

T eeces——
T —
e Cold Tablets P

N

(PTPY—})

EEODA
(PTPY —F 1288108 AY)

> KRDGL, EZ)EEMTISEE
DB ARSI TE 2B FHCTSDH) ?

> FonICB T S FHETHGICECE Tl E
73,7

o

EEOAZ
(Z>FI)

NERDR
CEFESIRE S+ R AHRARR) 15
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3. HR16ICHITDRTFOHENER - M7E (6)

O3 0IREZERVERIREEL. BREREEZIL BEEEERTEET
HIGE, EEMRETRIRAES (final container: EEE AN =IRRIIZF
NWABEFDEFLVD)IZRTALIZR, BB ITAHAETHAIRER
HEZERALZVLWEERICAWSEMNTHY, sBiRER, XIFERE
MEEMN—ENREIREICIYBREEERZRIET AT-HICH
WSFEZELD. |

& 6.02HF—EER [ (iii) * A DN TEEITHEELI- BT, mIRE
N TEBIZIRT D EICKYEL-RARAREDENFNGE DE
EIKIT, ZOHREENINILRXIEHFMAXEICEH N TLVSE
D. IRV FK6.02-1ZRBFZN TR EIGEZIEL-EE

¢ SERR KBRBEERVBREEER.T(iI)xBRBREE #RE
M B IR A28 X L A 2% (final container or packaging) [CH EFE 7=
WRETREIN, BREZDMEYDILRZTE = BIIZEITE X HEA
TSAHREEZLND. |
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4. BEMERR, ARD
AEICDOWT




4. BahEiRR, BROAEICOLT (1)

> ICHQIB #FIRERUVHER DAL EMREBEN AT
(1997.05.28)
@ EEAE(—XEa%) (Immediate (primary) pack):

JRELCHUFNEZEEMTIRETHY ., TNICHETINTNNSEIRNILE
EH=EDZELD,

@ ThEREEREE (Marketing pack) :
EEGQERVERELTEDERAEZELNDAEZTELEE2EEFLD,

> ICHQ3B(R): HFTEMB AR EEEFREMDOLEF| DA FHI RS
95715542 (2003.6.24)
D EEARSRHEIER (Immediate container closure system)

AAARZAUE FEFNPDOFHYPDIbRED D EERMRIIIRELE
%Eﬁgm%aL<(iET§’éa§/ﬁM"¥:td)}irl SKOERMDAETRREL
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4. BaHEERR. @ROAEICOLT(2)

> |CH Q8 - RAIFRICBIT S5 1 K512 (2010. 06. 28)

2.4 R KU IE e F (Container closure system)

e —REEME (primary packaging materials) M
EIRIZBWTIE., BlZ X, REDZFEIR, KON
MEDRE. BT DM EREFIFEDEESTE(
BENDREBECEFZNIODBHEEL) . BT
HMHEDLEEMEENBEININETHS, BE.
—RAEFME (secondary packaging materials) M@
ZHEIZTDONDVTERENIBELNHD, -+
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4. BaHEiRR. BROAEICOLT(3)

= g 4 ~
)

—REE: BFIZIE EEBEFE0210001 =, FH17 F£2 A10 B)
—REEMHE., —RBETIE

O A% L. ZREENETEUEREDHEETF DS
=1l b= g k/j:g"i:ba&')%) tZERREOREREDKE
AR EMH HIEAEDEEEHANS)

® —RBEFHF —REFZDMEHLZELHT S

® "B EEMTHERT OO REZE=ITEEE

9 D

@ FHRAIE (2 IFEBERAE0330001 2. FRK17 &£3 B30 A)
e ERE GREF-FREEEFRIOEKLY)
RRAETE
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—REBRTIEE_RDVRTEDAIMICLZIEAT DEN

&H# (PTPY—NR)

| P

'R 4&—# (FBP-600UC) Band ng En—asi i [pzr—
Blister machine HAEHE Accumulator i L PAUEES e Cartoner
(FCA-400) Ll
ik mpy L p— "] = . rin ? 5 79 £ (1 &) r
— —RAEIE - ? — Z_RAEIE -—---
TYR 2y —F Y —hER A o s ARRA Ea—/mivy MNEE® HUoR—LED

EHF (VTN

prA

—
I
I
T >
I
I

CKD (#%)HP&D
1
—REKIE? - | — ZrERIE? ———
- ¢ I °
£Y IR | oYk
—p > ) —p

RE BE4T | E))

1
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5. SERBERINEFTIM(1)

Finda 23

B AROHBZElR - -TRIBICHIC
UV REELTRIZERUANIES &L 1M ?

D JISIZHEITHAEREMEEDND B IEREE

2) USP, EPEDLEEIM S

3) B RXRICH ITHR s BEDHFEEIM
4) ERIGTOHFERAEREESE

% A/G16, ZEH, ICHQIT F51>, JIS,
B EGTEETFEDEERTEZLS !




1) JISICETPEEmMEEN T RS

¢ JISZ0108:2012 @FR—H5E

a) E—A%

oI BEs Bt DEME WHELFa—T
—RE % —REE  Layrras Eo—s247a% RJyTas
JYRGF—a%E  PTPEE HRAE A PR HRNYFask

O 1SO 21067:2007, Packaging-Vocabulary (MOD)
0“8 8% @ "AF (CH—ISECRELE

& JUIS R3522 1995 HSRBBE R UVA WS RBTEREANDLIES
(LT, VAELD)IZDOWTIRET S,
BHETILAYRER 7ILH)BHEZEE, EOWEBARERAH—ARHRER X

/—-

22. ESFIAASRABRHZREBREG) TN BHARE 1EICE>TITI,

& JIS T3201 1979 AS RIS B : HSREZEME LT IEERADTHEH
(LT ESREELD ) IZTDONWTHET 5, 24
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2)USP,EPEDLEENS (1)

USP3s

Single-Unit Container

Single-Dose Container * ¥ O O (;I) O (lﬁE)
(E[Ex 5B 2)
Single-dose Package (%&l&h) O X X
Unit-Dose Container X O X
Unit-of-Use Container X O X
Multiple-Unit Container X O X
Multiple-Dose Container * %) O O (GF) O
(Z[Ex5 A R)
Moisture-proof packs (BhiE a1%E) O O X
Tamper-proof Container * 2 X O O
Tamper-Evident Packaging
Child-proof Container *2 X O*3 O
Child-resistant packaging *3

* 1) IR A SR, HAHN—MEARZFOERHFAFMTIEESE *2)JI1S Z 0108:2012 [CFEEHHD 25
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2) USP.EPEDLEEAS (2)

_ USP3s

Container closure system

(REEER)

Primary package X
(—REEK)
Secondary package X
(ZREE)
Final package O
(R EIEK)
Primary container X
(—RE2R)
Secondary container X
(ZRE2R)
Final container O

(IR 4R)

Immediate container
" O O X
(EEDR)
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J) RERNRICHITIE2EZ - DROFEFEEM

R

> RNBEEEMDMEER

> BHIEREDES - HEEN
> T2 GREGRAMLEZST)
> FHEEBEOF{EMHED MR L

> [FH{zZEHEED R £

) HRLES - SRSOMABEOMAL




4) ERRIZTHOEAEEBLERE

AR (10) - HH DB -BEL, EHD
mEBEEAREKIC, BEELGFERARUOBRERDE

EHERICELEZEDET S.

> i ABFIE@EE : Tamper-proof Packaging
» CRP:Child-resistant Packaging (Child-proof container)
> EIDPTPL —rDA—FER@E JyoRaR




SEBRINERIM(2)

FEH

> BNaxcBEDHEDEFERE (st>
> R/~ BEOAR. E?&O)%‘z’? WROERL (EE#E)
> BNax- IR RDBUAH (K
—REE. ZRBE. mRRBEZLEZET (GMP)
> EERIZE S (USP.EP)
> R RGR BEEDORAEDHUAA (aEkit)
> RARIED=-DEE :CRP (EERE., %)
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