QMS-145 Classification of Defects in Manufacturing Operation

Appendix 1 - Defect Classiflication Criteria And Acee

AQL Level %

uality Lirmiis (AQLs

Major (MJ/A)

Minor (MN)

A e

4% 1%

4%

Effect on Consumer
Safety

Will cause personal imjury
or illness

May cause personal injury

Will not cause personal
mnjury or illness

Effect on Conformance
to Regulations

Fails to conform to
regulations for safety,
purity, efficacy, or
identity

Fails to conform to
re gulations on weight,
count or volums

Fully conforms to
regulations

Effect on Use

Will render the product
unfit for use

May render the product

difficult or unfit for use

and may cause rejection
by the user

Will not affect usability of
the product; may affect
Appearance.

Consomer Relations

Will offend consumers
due to odour or

appearance. Will very

likely result in complaints

May be noticed by
consumer, may be an
annoyance and reduce

product sale ability

May result in complaints

Loss to Company

Will lose consumers and
may result i losses
greater than value of

product. This will include
productivity or yield

1zsues related to

May lose consumers and
may result in losses equal
to greater than value of
product. This will includs
productivity or yield
1ssues related to
components

Ccomponants




Appendix 2 - Classilication of Defects = Manulacturin

Foreign tablet in bulk container.
[ncorrect product strength.
Mon-characteristic colour and'or
odour of tablet.

Gross foreign material that can
cause personal imury (e.g glass,
metal or wood),

[ncorrect monogram (either
side).

BULK MANUFACTURED TABLETS

Major (<1%)

Minor (=4%a)

*  Foreign matter that may not
cause personal imury (e.g. hair
or fingernails),

= Nizzing andior illegible

manogram (either side).

Sphitting or Broken tablets.

Spongy or Soft tablets.

Sticking, Discalored tablets.

Cavitations.

Blemished Surface

Blumed but legible monogram
(either sade).

Embedded surface spots (e.g. dark
specks, ol ar grease].

Chipped tablets.

DCrusty tablets.

[hyve specks.

Burred edge.

Picking.

BULK MANUFACTURED TABLETS (COATED)

Migjor A (<0.4%)

Major (<1%)

Minor (=4%a)

Foreign tabletin bulk

cantainer.

[ncarrect product strength. .
Mon-characteristic colour .
and’or odour of tablst,

Gross foreign material that .

can cause personal injury
(e.g2. glass, metal or wood).
[neomect monogram (either

side .

Capped tablets,
Coating non-uniform
ie.g. caking).
Missing and'or
illegible meonogram
ieither side).

Foreign matter that
may not cause
personal imury (e.g
hair or fingernails).
Broken tablets.
Embedded surface

spots (e.g. dark

specks, ol ar grease).

Sticking Discolared

*  Blemished Surface

* Blurred but legible
MONOErET.

* Chipped tahlets,

*  Dusty tahlets,

*  [ye specks.

* Burred edge.

Tablets.
=  Cavitations.

Foreign capsule in bulk
container.

[ncorrect product strength.
Mon-characteristic colour and'or
cdour of capsules,

Gross foreign matter (¢.g. glass,
metal or wood),

BULK MANUFACTURED CAFPSULES

Major (<1%) Minor (=4%a)
*  Foreign matter that may not cause
personal injury (e.g hair or fingernails). | | Bushine mark
= Nizzing or partially debossed * Dhustv = )
MICOEEITS., -
= - -|-
* Telescoping. . gw specks.
* Closure A . D;:rl:fl.c cap /! Body
® [llegible imprint. « Closure ép' +
*  Separated capsules. '
* Broken ! Cracked/ Brittle,




Appendix 3 = Classilication of Defects = Paclasin

of Blizsiers

Product

Appearance

BLISTER PACKAGING OF TABLETS AND CAPSULES

Gross foreign material
that can cause personal
injury (e.g. glass, metal ar
winod ),

[ncorrect product
strength.

Appearance or color of

the tablet NOT matching

procuct description.

Major {<1%)

Minor (<4%)

Foreign matter that may not
cause personal injury (e.g. hair
or fingerna 1s),

Missing or partially debozssed
IMOTIOETAITS

Telescoping

Broken / cracked /brittle.

Malformed

Capped

Crushed

Chipped

Drusty

Embedded surface spots
(e.g. dark specks, ol or
greasel.

Vacuwom Test

Failing leak test: holes in
blister ar split or broken fol
{due to mechanical damage
from equipment or packaging
material defective).

Blister
Appearane

Miz=sing, incomplete or
incorrect batch
information (batch
number ! expiration date).
Presence of foreign matter
i in pocket).

[ncorrect foil identification
number. (PR}

legible batch information
(batch mumber /[ expiration
date).

[Negible pont on foll.
Mizzing perforations,
Malformed or cracked blister
pocket.

Empty or under-fill blhister
pockets,

Heat marked or bumed blister.
Presence of holes / tears in
forming material or foil.
Excezsive powder in cavity.
Die cut off-centre.

Presence of channel in
forming material or fol.
Minor perforation
imperfections.

Surface blemishes |
scratches,

Print / coding off-
registration,

Twinming: Extra tablet /
capsule in hlister,
Presence of foreign
miatter




BLISTER PACKAGING OF TABLETS AND CAPSULES

Major (<1%)

Mo (<4% )

legible batch information

i batch mumber ! expiration
date).

[ncorrect content as per P50

* Missing, incomplete or inumber of blisters / leafsert). O -:r.Flll cartan
. - ®* Tuck cartons — tears
incormrect batch Underfill carton .
, .o . ., tucked incorrectly.
Carton information (batch [ncorrect glue application s Torn
Appearance numhber, expiry date and Fibre tear test failure. s Distorted
manufacturing date if Defaced hologram printed (if . Soiled
applicablel. applicablel, . Defaced
Missing tamper seal (if '
applicable),
[ncorrect carton identi fication
number,
* [ncorrect number of
bundles per shipper.
* [ncorrect number of
cartons per bundle.
Mizsing. incomplete or * [ncorrect shipper
\ incorrect batch information identification number.
Bundling and ) . ,
Shi Lahel (batch number, item code ar * Damaged / smeared
STIpper LADES expiry datel. labelling but still
[llegible labelling legible,
* Malformed ! Loose
bundles.
* Incorrect pallet pattern
(if specified).
Missing leaflet.
Leaflet [ncorrect leaflet identification . o
number. (PM) * Faint printing but
appearance

(if applicable)

legible prnt on leatlets
{either side).
Wrong cutting

le gible.




wndix 4 - Classification of Defects — Packagin

of Tubes [ Syringes / Suppositories

TUBES / SYRINGES [ SUPPOSITORIES FILLING OF SEMI-SOLIDS AND LIQUIDS

applicable),

Poorly formed and leaking,
Missing Cannula (if applicable).

1 M"hr {{] %:' Minur {{4%]
= ross foreign material that
Prod can cause personal injury Forsign matter that may not cause
A et (e.g glaszs, metal or personal mjury (2.2 hairor
: ppTca;al;m wiood ), fingernails).
‘; " : f = Appearance or color of the Underfill. Overfill.
. :'m_-'."*t . product NOT matching Empty tube [ synnge.
Suppositorics . . :
}'ill.inﬂ ) product description. Undizsalved or particulats matter,
=  MNon-chamacteristic oclour Product not uniform.
of the product.
o Incorrect tube dentification Smeared but legible print,
= Ndizzing, incomplete or number, lahelling or codine
Tube { Svringe ncorrect batch Labe] not fully adhering. . ne =
X T o . ) S Poarly formed but not
{ Suppositorics information (batch Defaced surface / print. leaking
.-tpp-camn_nr: |1urn|:-:_r. expiry dnhr_a.nd [a rm,;;r:-:l /bent tubes [ syringes Damaged / bent fubes (not
and Labelling manufacturing date if (leaking). leaking|

Soiled package.

side,
Wrong cutting

Darnaged
Canmnine Soiled
-Appng Defaced, Scratched
Loose.
= Ndizzing, incomplete or Underfill pack.
incorrect batch Defaced surface / print. Owverfill pack.
Carton information (batch Incormet number of tubes / Tuck cartons — tears tucked
Appearance number, expiry date and S¥TINgEs per carton, incomectly.
manufacturnng date, if Incormset carton identification Torn, soiled or defaced.
applicable). number. (PM)
Missing leaflet.
Leaflet Incormsct leaflet identification
number. (Ph) . . .
Appearance - . . . Faint printing but legible
. . lzgible print on leaflets (zither
{if applicahle)

Bundlimg and
Shipper
Lahels

Missing. incomplete or incorrect
batch infommation (batch number,
itemn code or expiry date).
lzgible labelling.

Incorrest number of bundles
per shipper.

Incormect number of carons
per bundle,

Incormect shipper
identification numbser,
Darmaged | smeared
labelling but still legible.
Malformed ! Locse bundles,
[ncormsct pallet pattern (if
specified).




Appendix 5 - Clagsification of Defecis = Packavin

ol Botiles

Boitle
Appearance
(Filling and

desiceant)

BOTTLE PACKAGING OF TABLETS AND CAPSULES

Major (<1%:)

Minor (=<4%)

Gross foreign material
that can cause personal
njury (e.g glass, metal or
wood ),

[ncorrect packaging
material.

Appearance or color of
the tablet NOT matching
product description.

Foreign matter that may
not cause personal njury
(e.z. hair or fingernails).
Underfall.

Empty bottle,

Mizzing desiceant.
Telescoping (if
applicable).

Embedded surface spots
(e.z. dak specks, cil ar
greasel.

Chverfall.

Malformed, crushed,

chipped or dusty capsule.

MNon-characteristic odour | ® Broken !/ cracked / bnttle,
of the capsule,
Mizzing, incomplete or . ,
. . “ked / ; S
. . incorrect batch Cra L.':d / damaged Print / coding smeared but
Container - . container. .
. information (hatch . S legible.
Labelling and . Megble Print / coding . .
I number, expiry date and . Label off-registration.
Coding manufacturing date, if " llleghle Damaged abel Damaged label but legible
o fig date, ®  Label not fully adhering. Amdage £
applicable).
*  Missing inner seal
aterial (wad). ,
AT (wac) Scratched caps.
* Failing torque test .
Canni Damaged caps/ inner seal
“apping and (removal torque out of )
Scaling specifications) (charred, etc).
' & P ’ ' Failing wad seal test
" Incomect cap { defective application)
identification ' APl "
number.( Ph
[ncorrect number of
bundles per shipper.
*  Missing, incomplete ar [ncarrect number of hottles
incarrect hatch per bundle.
Bundling and information { batch [ncorrect shipper
Shi t'hd number, item code or ident fication number.
Shipper Labels . . ,
" expiry date]. Damaged ! smeared
-

llzgible Damaged /
smeared labelling

labelling but legible
Malformed ! loose bundle,

[ncorrect pallet pattern (if
specified).




Appendix 6 - Single Sampling Plan for Normal Inspection of Manulfaciuring and Packaging

Materials

AQL
Lot Size Sample Major A* Major Minor
Size {=0.4%) {=1%) {<4%)

Ag Ee Ag He Ac R Ac e
| To | B 2 0 | 0 |
0] To |15 3 0 | 0 |
16 To |25 5 0 | | 2
26 To |30 8 0 | | 2
51 To |00 13 0 | | 2
a1 To | 150 20 ) o | o2 | oz
151 To | 280 32 i | | 2 3 4
281 To | 500 50 0 | | 2 5 6
501 To | 1200 80 | 2 2 3 7 8
1,201 To | 3200 125 | 2 3 4 | 1
1,201 To | 10.000 200 2 3 5 6 14 | 15
10,001 To | 35,000 315 3 4 7 g | 21 | 2
35,001 To | 150000 | s00 5 6 w | n | 2 | 2

¥ Y

150,001 To | 500000 | =00 7 & 4 | 15| 21 | 22
500,001 and over 1250 0 w | n |21 |22 21| 22

Prepared from Ausiralion Standard AS T1991-2003: Sampiing procedures jor inspection by aiiribuies.
Part |- Smmpling schemes indexed by aocepionee guality fimit (AQL) for foi-by-fal inspection.

Ac¢ = Acceptance Mumber
Re = Rejection Mumber




