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Table 1 — Sample Size Code Letters

Lot size Special inspection levels General inspection levels
S-1 S-2 S-3 S-4 I II III
- 8 A A A A A A B
- 15 A A A A A B C
16 - 25 A A B B B C D
26 - 50 A B B C C D E
51 - 90 B B C C C E F
91 - 150 B B C D D F G
151 - 280 B C D E E G H
281 - 500 B C D E F H J
501 - 1200 C C E F G J K
1201 - 3200 C D E G H K L
3201 - 10000 C D F G ] L M
10001 - 35000 C D F H K M N
35001 - 150000 D E G J L N P
150001 - 500000 D E G J M P Q
500001 and over D E H K N Q R




Table 2 — Single Sampling Plans for Normal Inspection

Sample Acceptance Quality Limit (AQL)

size |Sample

code size 0.010 | 0.015 | 0.025 | 0.040 | 0.065 | 0.10 0.15 0.25 | 0.40 0.65 1.0 1.5 2.5 4.0 6.5 10
letter Ac RelAc Re|Ac Re|Ac RelAc Re|Ac Re|Ac Re|Ac Re|Ac Re|Ac RelAc Re[Ac Re[Ac Re|Ac Re|Ac Re|Ac Re
A 2 v 0 1 *
B | 3 o | A

c 5 0 1 A_ v 12
D 8 o 1| M|V |12 3
E 13 01| A Wt 2|2 3|3 4
F 20 o 1| A v 1 202 3|3 4|5 &
G 32 o 1| M VT 3]s 4ls 6] s
H 50 0,1 A v 1 2|2 3|3 4|5 6|7 8|10 11
J 80 01Av122334567810111415
K 125 o 1| A\ Vi, 3|13 4|5 6|7 8|10 11|14 15[21 22
L 200 0,1 A v 1 2|2 3(3 4|5 6|7 8|10 11|14 15|21 22

M 315 o 1| A v 1 202 3|3 4|5 6|7 8|10 11|14 15|21 22

N 500 0,1 A ' 1 2|2 3|3 4|5 6|7 8|10 11|14 15[21 22

P 800 o 1| A W[l 22 3]3 4|5 6|7 810 11]14 15|21 2

Q 1250 |0 1 v 1 202 3|3 4|5 6|7 8|10 11|14 15[21 22

R 2000 * | 1 2|2 3|3 4|5 6|7 8|10 11|14 15|21 22 * |

= ldununsdndiatvunuusaléignas drauradiadvvindunialvainiuuiasulildnisanagaunnniae

»>¢

= lduwunistndiatrsunuusniniiagnds
Ac = @unuAsaniy

Re = tazduiuiilisansy



Defect Evaluation List for Quality Assurance of Glass Ampoules

Classification Attribute AQL Sample Size

Critical Defect - Failed USP powdered glass test

- Failed USP surface glass test Determined by Table 1

0.01 “Sample size code letters”
- Failed USP light transmission test (amber)
- Mixed-up with another type within packing unit
Major Defect - Non-removable contamination inside = 0.3 mm? IS0 2859-1
Class A - Deformed, processability impaired General Inspection Level II;
- Wall penetrating cracks Single Sampling Plans for

Normal Inspection
- Gas bubbles, inclusions > 1.0 mm P

- Glass thread across stem/funnel Special Inspection Level S-4
- OPC dot chipped/missing for Dimensional

- Color break ring chipped/missing

1.0
- Breaking force out of tolerance

- Total length out of tolerance

- Body diameter out of tolerance

- Constriction diameter out of tolerance

- Bulb diameter out of tolerance

- Stem diameter out of tolerance

- Bottom thickness out of tolerance




Bottom concavity out of tolerance

Body wall thickness out of tolerance

Stem wall thickness at sealing point out of tolerance

Eccentricity of stem out of tolerance

Major Defect
Class B

Non-removable contamination outside > 0.5 mm?

Gas bubbles, inclusions = 0.5 - 1.0 mm

Sintered-on glass particles inside > 0.5 mm

Bottom radius out of tolerance

2.5

Minor Defect

Removable contamination inside = 0.3 mm?

Removable contamination outside > 0.5 mm?

Deformed but processability still ensured

Scratches (width > 0.2 mm and length > 30 mm)

Air lines, width > 0.2 mm and length > 30 mm

Sintered-on glass particles inside > 0.2 - 0.5 mm

Length of body out of tolerance

4.0




Defect Evaluation List for Quality Assurance of Vials made of Glass Tubing

Classification Attribute AQL Sample Size
Critical Defect Failed USP powdered glass test
Failed USP surface glass test " Determlr_med by Table 1 "
0.01 Sample size code letters
Failed USP light transmission test (amber)
Mixed-up with another type within packing unit
Major Defect Non-removable contamination inside > 0.3 mm? 1S0 2859-1
Class A Deformed, processability impaired General Inspection Level II;
Wall penetrating cracks Single Sampling Plans for
Chipping of seal area or other functionally relevant areas, Normal Inspection
malfunction ) ]
Fold tches | | funct Special Inspection Level S-4
olds, notches in seal area, malfunction for Dimensional
Mouth finish eccentric, malfunction
1.0

Gas bubbles, inclusions > 1.0 mm

Bottom missing

Fused droplets at bottom, malfunction

Total length out of tolerance

Body diameter out of tolerance

Bottom wall thickness out of tolerance

Bore diameter out of tolerance




Outer diameter of mouth finish out of tolerance

Rim thickness out of tolerance

Major Defect
Class B

Non-removable contamination outside > 0.5 mm?

Gas bubbiles, inclusions = 0.5 - 1.0 mm

Sintered-on glass particles inside > 0.5 mm

Body wall thickness out of tolerance

Bottom radius out of tolerance

2.5

Minor Defect

Removable contamination inside > 0.3 mm?

Removable contamination outside > 0.5 mm?

Deformed but processability still ensured

Chipping outside seal area or other functional relevant
areas, no malfunction

Folds, notches outside seal area, no malfunction

Scratches (width > 0.2 mm and length > 30 mm)

Air lines, width > 0.2 mm and length > 30 mm

Sintered-on glass particles inside > 0.2 - 0.5 mm

Fused droplets at bottom, no malfunction

Shoulder angle out of tolerance

4.0




Defect Evaluation List for Quality Assurance of Vials made of Moulded Glass

Classification Attribute AQL Sample Size
Critical Defect - Internal bridge of glass (bird swing): A thread of glass _
across inside of the container. Determined by Table 1
- Internal spike: A projection of glass usually quite sharp “Sample size code letters”
inside (usually near bottom) of the container.
- Internal stuck plug: A small piece of glass (usually very
sharp) projecting inwards just inside bore of the container. ISO 2859-1
l Interrral fuseq glass: A piece of glass dropped inside the 0.01 General Inspection Level II;
container while hot and stuck to the surface. . .
Single Sampling Plans for
- Internal tear Normal Inspection
- Internal soft blister > 2.0 mm
- Failed USP hydrolytic resistance tests Special Inspection Level S-4
- - . for Dimensional
- Failed USP light transmission test (amber)
Major Defect - Chipped finish
Class A - Checked finish, bottom or body
- Bore diameter out of tolerance
- Outer diameter of finish out of tolerance 1.0

- Thin glass distribution affecting strength: Glass thickness
less than 0.8 mm is considered to be thin.

- Failed ISO 7459: Thermal shock resistance test

- Internal unwashable dirt > 2.0 mm




Major Defect
Class B

- Total height out of tolerance

- Body diameter out of tolerance

- Rocker bottom: Deformation of base so that the container
cannot stand firmly.

- Air bubble > 2.0 mm

2.5
- Internal washable dirt
- External unwashable dirt > 2.0 mm
- Stone > 2.0 mm: An imperfection composing crystalline
contamination in glass.
- Mould seam: A raised fin of glass at the mould joint
Minor Defect - Impact mark
- Washboards: Horizontal fine laps/ripples on the neck/body
of the container.
- Lab mark: Slight fold on the surface of the container.
- Loading mark: Surface mark (usually near horizontal) in 0

upper region of the container.

- Cold mould: A rough, irregular external surface, together
with uneven glass distribution caused by incorrect mould
temperature.

- Wedged bottom: A base which slopes internally from one
side to the other in such a degree that the appearance is
unacceptable.




Defect Evaluation List for Quality Assurance of Elastomeric Closures

Classification Attribute AQL Sample Size
Critical Defect - Foreign elastomeric component present
. - Determined by Table 1
- Formulation not as specified . . "
Sample size code letters
- Absence of coating 0.01
- Post treatment not per requirement
- Mixed-up with another type within packing unit 1S0 2859-1
Major Defect - Visual defect caused by damaged cavities (pitted, dente, General Inspection Level II;
Class A deep scratch marks or overflow), affecting sealing and/or Single Sampling Plans for
function Normal Inspection
- Spacers, dots, bores, marking rings and grid pattern missing
or do not comply with drawing if the functionality of the Special Inspection Level S-4
item is affected for Dimensional
- Target area marking do not comply with drawing if the
functionality of the item is affected 10

- Defects impairing sealing and/or function:
v’ Tears (cracks)-in product contact area > 0.090" (2.286
mm) long and 0.010” (0.254 mm) deep
v Grooves (tool marks) not a part of the intended design
v" Notches (nicks)
v" Holes (pin holes)
v Rough surface
v" Coating partially detached, incomplete, indented,




wrinkled, split or folded

- Defect impairing suitability for machine use and/or function:
v Knit lines
v Trim lips, permitted not exceed 0.010” (0.254 mm)
v" Trim slivers, cut offs
v’ Malform

- Excess rubber, punch/sheet residues that detach on
processing

- Dimensions out of tolerance

- Embedded material > 0.20 mm? per Tappi standards T213
and T437 as per visual inspection

Major Defect

- Loose foreign matter > 0.20 mm? per Tappi standards T213

Class B and T437 25
- Malformed not recoverable by normal processing, affecting ’
use
Minor Defect - Visual defect caused by damaged cavities (pitted, dented,
deep scratch marks, matted appearance), not affecting
sealing and/or function
- Major color variation within lots that are beyond acceptable
ranges
- Defects not impairing sealing and/or function: 4.0

v’ Tear (crack)

v Holes (pin holes)

v Rough surface

v' Coating partially detached, incomplete, indented,
wrinkled, split or folded




Defect Evaluation List for Quality Assurance of Elastomeric Closures (continue)

Classification Attribute AQL Sample Size
Minor Defect - Defect not impairing suitability for machine use and/or
function:
v Knit lines
v' Trim defects 4.0
v’ Trim slivers
v Overflow
v Malform
@ —‘8’ DIRT ESTIMATION CHART 8
& 2 For use with TAPPI Test Method T213 and T437 o
(=]
0 Dirt: any foreign matter embedded in the sheet, -
¢ — g8 which, when examined by reflected, not <
transmitted, light has a contrasting color to the
e — & rest of the surface and which, for paper ,has an S
equivalent black area of 0.04 mm? or over or, for
o 3 pulp sheets, of 0.08 mm? or over. b
(=}
P - SQUARE MILLIMETERS 5

40 .30 25 20 15 10 09
| I | |




Defect Evaluation List for Quality Assurance of Aluminium and Flip-Off Caps

Classification Attribute AQL Sample Size
Critical Defect Lacquer coating not as specified 0.01
Major Defect Dimensions out of tolerance . Determined by Table 1 }
Class A Intermixed product within a carton Sample size code letters
Formation of burrs & sharp points: Defects impairing
function or seal of processing machine operation 1.0 IS0 2859-1
Holes, tears in material (stamping faults): Defects impairing B
function of sealing process machine operation General Inspection Level II:
Number and/or width of bridges incorrect, bridges split at Sindle S pl Plans f !
flange: Defects impairing function of seal or processing INgle >amp '“9_ ans for
machine operation Normal Inspection
Major Defect Severe scratches through lacquer and exposing aluminium _ _
Class B Seals must be free of machine oil, grease and/or other 2.5 | Special Inspection Level 5-4
insoluble foreign materials for Dimensional
Black spot or mark, non-removable
Minor Defect Defects not impairing function of machine operation: Slightly
malformed
Slight scratches, grooves — not going through lacquer and
exposing aluminium 4.0

Stamping or engraving too faint, letter missing

Black spot or mark, removable

Plastic button not within normal color range




Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

Deutzcher
Akxreamerungs
Rat

=0 N\NE_E
TGA-ZM-58-95-64

ISO 9001:2008 and ISO 15378:2006

09 119 6343/04

TOV Rheinland Cert GmbH certifies:

PT. SCHOTT lgar Glass TT
Pharmaceutical Packaging SCH O

Lippo Cikarang glass made of ideas
RI - 17550 Bekasi

Manufacturing and Sales of primary packaging materials mad
of glass tubing

An audit was performed, Report No. 6343. Proof has been
furnished that the requirements according to ISO 8001:2008
and ISO 15378:2006 are fulfilled.

The certificate is valid in conjunction with main certificate

from 2010-01-07 until 2012-07-31.

Cologne, 2010-01-07

JV Rhainland Cert
n Grauen Stein - 51106 Kal

SCHOTT

ass made o deas

Vial Machines

SCHOTT

glas made of eas



Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

€10

TGA-ZM-58-95-00

www.tuv.com

ISO 9001:2008 and ISO 15378:2006

01 119 090417/08

TUV Rheinland Cert GmbH certifies:

West<

West Pharmaceutical Services
15 Joo Koon Circle
SGP - 629046 Singapore

Production of primary closure systems
for the Pharmaceutical Industry

An audit was performed, Report No. 090417. Proof has been
furnished that the requirements according to ISO 9001:2008
and ISO 15378:20086 are fulfilled.

The certificate is valid in conjunction with the main certificate
from 2010-01-14 until 2013-01-13.

Cologne, 2010-01-18

TOV Rhainland Cert GmpH
M Grauen Stein - 51105 Koln

“ Membaer of

A TUVRheinland*®

Precisely Right.




WestS

International
Collaborations
e Abbott Pharma and Nutri Products ACkn0W|edgement From

e American Home Products

« Amgeninc Our Top Customer
e Akzo NV Healthcare Products
e Ares-Serono Group

e AstraZeneca

e Bayer AG

e Block Drug Company

e Boehringer Ingelheim Pharmaceuticals
e Bristol-Myers Squibb

e Du Pont Pharmaceuticals

e EliLillyand Co

e Forest Laboratories

e GD Searie &Co

e Genetech Inc

e GlaxoWellcome

¢ Hoffmann-La Roche Ltd

e ICN Pharmaceuticals

e Institut Merieux International
e Johnson & Johnson

e Knoll Pharmaceuticals

o Lederle Laboratories

e Marion Merrell Dow

e Merck & Co

* 3-MRiker

e Novartis

e Novo Nordisk AS

e PfizerInc

e Procter & Gamble Health Care
e Schering AG

e Schering-Plough Pharmaceuticals
e SmithKline Beecham

e Solvay & Cie

e Syntex Corporation

e The Boots Company

e The Erbamont Group

e Warner-Lambert Company

AstraZeneca (Australia) I ASia PaCific Hub

e Abbott (Australia, Indonesia, Philippines)

Baxter Healthcare (Singapore)

Bacton Dickinson (Singapore)

Beximco (Bangladesh)

B. Braun (Malaysia)

Bio Farma (Indonesia)

Blistol-Myers Squibb (China, Pakistan, Philippines)
China Chemical & Pharmaceutical Company (China)
Sino-Swed (China)

Euromed (Philippines)

Faulding Healthcare

Fujisawa (Japan)

e LG chemical (S. Korea)

IVAC (Vietnam)

e MPI (Myanmar)

Pfizer Inc (China, Indonesia, S. Korea)

Pharmacia & Upjohn (Australia, Indonesia, Taiwan)
e Serum Institute of India (India)



WestS

International
Collaborations

AN.E. Laboratories | Customers in Thailand

Atlantic Laboratories Corporation

Bangkok Agro Industrial Products Public Company
Bayer Thai

Biolab

Bukalo Trading

Eli Lilly Asia (Thailand Branch)

Far East Pharmaceutical

General Drug House

General Hospital Products Public Company
Interthai Pharmaceutical Manufacturing
Lamthong-March Pharmaceutical

L.B.S. Laboratory

M & H Manufacturing

Merlin Excel

Millimed

Modern Manu

National Blood Centre, Thai Red Cross Society
Nida Pharma Incorporation

Nipro (Thailand) Corporation

Nova Medicine

Nutri Chems

Octa Memorial

Olan-Kemed

Olic (Thailand)

Pharmainnova (Thailand)

Queen Saovabha Memorial Institute
Sanofi-Aventis (Thailand)

Sanofi Pasteur

Siam Pharmaceutical

Thailand Institute of Nuclear Technology
Thai Meji Pharmaceutical

Thainaoka Pharmaceutical

Thai P.D. Chemical

The Bureau of Veterinary Biologics

The Government Pharmaceutical Organization
T.P. Drug Laboratories (1969)

Umeda

Utopian

V & V Bangkok

Vesco Pharmaceutical



“Quality of Injectables Starts with

Quality of Primary Packaging Materials”

BIOMED

BIOMED CO., LTD. uaEn utaua Ifia

SITHALIN BUILDING, 1ST - 3RD FL. NATAMEIRUY i?u 1-3

600/126 SATHUPRADIT RD., BANGPONGPANG 600/126 nuumﬁﬂszé‘mé WU TWIWN
YANNAWA, BANGKOK 10120 LAAENUUNIN ANA. 10120

T: +66 2294 2060 T: +66 2294 2060

F: +66 2294 1059 F: +66 2294 1059

WWW.BIOMED.CO.TH WWW.BIOMED.CO.TH



