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Guidance for Industry

Container Closure Systems for Packaging
Human Drugs and Biologics

CHEMISTRY, MANUFACTURING, AND CONTROLS DOCUMENTATION

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

May 1999

I QUALIFICATION AND QUALITY CONTROL OF PACKAGING COMPONENTS

1able 1
Examples of Packaging Concerns for Common Classes of Drug Products

Degree of Concern
Associated with the
Route of

Likelihood of Packaging Component-Dosage Form Interaction

High Medinm Low
Administration
Highest Inhalation Aerosols | Sterile Powders and
and Solutions: Powders for
Injections and Injection; Inhalation
Injectable Powders
Suspensions”
High Ophthalmic Solutions
and Suspensions:
Transdermal
Ointments and
Patches. Nasal
Aerosols and Sprays
Low Topical Solutions and | Topical Powders: Oral Tablets and Oral

Suspensions: Topical
and Lingual Aerosols:
Oral Solutions and
Suspensions

Oral powders

{Hard and Soft
Gelatin) Capsules




Table 2

Typical Suitability Considerations for Common Classes of Drug Products
(This table is a general guide. and is not comprehensive. See sections IILC through IILH for a

more detailed discussion.)

SUITABILITY*

Route of
Administration/ Performance/
Dosage Form Protection Compatibility Safety Drug
Delivery
nsalation AGTOSOE ANE | ¢ o.M, W, G Case lc Case Is Aﬁe 1d
sSolutions, Nasal Sprays Py
Iihalation Powders ", L.W.M Case 3¢ Case 557 Case 1d
Injections: Tijectable .
J 2 4 Lb LSM.G Case 1¢ Case 2s Case 2d
Suspensions
Sterte Powders and LMW Case 2¢ Case 25 Case 2d
Powders for Injection
- Soluti
Ophlimimic 'Dh“mm L.S.MG Case lc Case 2s Case 2d
and Suspensions
Topical Delivery :
e 2 TR L.S Case l¢ Case 3s Case 1d
Svyslens
Topical Solutions and
! ons, and
Suzpensions, I L.S.M Case Ic Case 3s Case 2d
Topical and Lingual
Aerosols
Topical Powders LMW Case 3c Case 4s Case 3d
Oral Solutions and ;
g _ 1}' > e L.5.M Case Ic Case 3s Case 2d
SUspensions
Oral Powders LW Case 2¢ Case 35 Case 3d
Oral Tablets and Oral
(Hard and Soft Gelatin) LW Case 3¢ Case 4s Case 3d

Capsules

[DPI]

Case Ss: Typically, an appropriate reference to the indirect food

7 additive regulations for all components except the mouthpiece for

which USP Biological Reactivity Test data 1s provided.

All Components

Indirect Food Additive Regulation



0301 20 24 3 1

RO 535 MR (R A% A T B
A —BEAYHA W | e w [ ee|n
Qamsmei) | B | fE [ W[ M| 2B | 8| M| &
B:gi-chmieotine | M | [ 4| & | 4| ® | H% i
QeBsmMEBE | | 2| &
SRNOAL 30 HELA) B | % | & 1
C - SR, AR AR
(30 A &2 5) e ¥
WA v
R SR v i
A|lO|O]|O
4] B|O|O|O
clo| o] e
A|lO|O]|O
4 i 5 g 22 X Blo|o|oO
clolo]|o oo
A|lO|]O]|O
1485 2 i slo|o|o
clo|lo]|o o |e
'/’— “\\ alolo]o]|o 0 0
ifesssmp) B | O [ O[O O e 0
. J|clo]o ololo]o 0
== alo]| ol
et piligome |amrer [B|o|lo|o|lololo O
cloloflolofJolo O
alo]lolo]o 0 0
R it Blo|]o|o|o|lo|o|lo|o]o
clo]lo|lo|lolololo]o]o




100mL
703



EXRAENIF—>3> FYIURB Ver.2.0 2008. 8/22
XV B-610
XV B-640
( ) DQ PO PV
(@] (@]
o o
o o o
Type o o
Type USP o
o o
o o
o
o o o
o (@] o
o o
o o
o
o o
o o
o o
o
o o
o o
o o
o o o o o
o (@]
o o
(@] o
o o
o o
o o
o o
FO o o
o o
o
o o
o

Current Regulation

Corporate Social Responsibility

CSR

(

Child Resistance
Universal design

Sinior Friendly




(+

MASS

L

*X6

*r

R K




[

1

Atk B4t c#t Dt E4t F1t Gtt Ht

AR B BlFiEE S REE IERE BEEBRE. g .

MR B st |NVREBERE [ ML BHE B ) [ (BRR)

EEE ’ BREEYIEE AR b I
o BEOIEREER . .
(IAUEEA) LSBT RIS 1 x2
s Bag: &£@#t 18G ; —REET AR SRS |TLE T AR & . TVE TRK @ = .
jAﬁ ﬁﬁﬁ?‘éf‘l‘ X TS58t EPZEHL FIVARTF—Z—F I 18G 1 1/2 "RB TAE 22G 18G 1 1/2 “RB 216G ity
ZEESER [ZEEH ZE(58) FRIL 200mm/min %ﬁ%’ﬁf;b EE 200t 10mm/min 500mm/min FREFBETL BEH)
— 500mm/min 200mm/min
HERDIRIRL 3 5 3 10 5 10 -
5 P e ) RRRBRLLCEDT |BHAEHE(ERE) B CEIRRERET
| b i ;
HEEE i BUERRE HEEELL LD MEAN<9.8N @A soconERER) XN -
, Bag: &EEt 18G ; FVE 2R TUAR  (TLE TR & BEF-TLE TURKE  (THE TUANE FIE 18G 1 1/2 SBRB
ﬁﬁﬁ?’éﬁ‘f‘ BE. 58t EPEHL #18G 1 1/2 “RB 18G 1 1/2 "RB 18G 1 1/2 "RB 18G 1 1/2 "RB 216G IMS 18G 1 1/2 SB,RB
ATYYY |arpen 8 E 2 x n=3 R ZTOEYAE  |TARRILE TieRILE FaL | RESERRRE o) g rgm |Ff (UMSESRE
HE AREH HEEE A 4 = HSEFE n=10  |OEFA n=5  |SEFE ne5 Bl SHERR 0 TR0
n= n=
o 5 I BERBRLLCEDT |NAEMIE(TT N 757 OB B CRRBRERET - o
| pd p? f AR N M y 3 T
25; il HERABL L0 01/25 114 (@A xoconEiR | =N MIEAT 7T OBESL
* Al EER D BEHRIE
- # . r . BErRICE-TIE N R
= L il L zL I DEALHS zL L
(E0aE] &6 =1 =1 EfEed EfEed EfEed EfEed =1

RA7 I HERRIRIE - ;

N5 (5B LLE) 8 BRLLLI S T A
=N - Bt RFICEY b/ E 0T ¢ kil % mELER
BiEtERER (T /XY ERIZT B, AN A - - - g DS

FIBSI<EH0, A LAIL L2, AR e

ISR A LE i 2N5=YIZDVT n=10

TV EEEAED DEHELENZAE

FIEEAE BEERDHEL X2 — — — - BEEROHL
ExHRR |[(=HoaE] =6 T S NEHATNTELY | ciystmRiie (26 Eiit s
TN i REREARESTLVL B = -
(&t R &B SHER S ﬁ;‘ﬂ;’:‘%—gé’ﬂm _ st 18G _ FLE 18G 11/2RB  |EP#EHL
EiRH) FAKLEREEE FEAKE HasE 1[EIRIZE, #R KB Et | Self-sealing test a
i 5 R SHBIET EET TG T ] 5
FIERE fﬁfﬁﬂfic . - %a)*?j?g;{;ﬁ& |- (WA DCOAZHER) E:Ifﬁaling test _
S ®] [=Eed EiitT EieT % WAt TMSSEE A o o —
[EEDEE] ek EiEEd e ORABEERA £ e Nl =Y
. - — — — EEERREEALE Bl BEOTFHA—2E — SLREREL. REE
HEERR | HABRXf R ORER E;f;:’gjﬁ; - A THRBE SR
5 _ tEr FEERRE Do , 24— SR TR
| P = — _ _ L& | — A BE F~ e
HIERLE EE G B b gfﬁ*éﬁ*ﬁﬁb &I A aijzfﬁfﬁmwﬁ
7% -2~
. . BADEHEIORESE |0 Hiac & 10mL/mim
MEFREBR |REREH Hiacik e e 5;‘;%1?5‘ . K 1B/ 10mL JPIHE Hiaci%
10mL/min 25ml/min |”" m-/mim S22 = USHES 7
R P ESHIER P ESFIERES  |GHELEES 10OMLEMBIATY | o sy srsmmma |JPicdd TR ES
(=] a [=] JP &gq‘ﬁ“*ﬁ*ﬁ;@é ’. p =] - JP p3 E‘fﬁﬁﬁ.%ﬂn
aAVERXK1. BE-FERRDIntegritylZ DUV TIE, PDA Technical Information Bulletin No,44°PDA Technical Report No.27[ZEFliAEES EICLTWET
2. IRRNER(FOPEZHOED—IRER) LRBAMBRRELTIBEZIZAVS BATRRBRICTIMEERIRUIBEMREZEI (USPICESE) 2175




Back Ups



