Vials & Stoppers

Tubular Glass Injection Vials

» Rohrenglas / R Injection Vials (ISO 8362-1)
Moulded Glass Injection Vials

> Huttenglas / H Injection Vials (1ISO 8362-1)

Type 1 Glass Containers

Type | glass is used for both tubular and moulded injection
vials. The glass material consists of neutral borosilicate glass,
with a high hydrolytic resistance. The high hydrolytic
resistance is due to the chemical composition of the glass
itself, created by lower sodium oxide content, high aluminum
oxide content and the additive boron trioxide. All parental
drugs must be stored in type 1 glass.

Other types of Glass Containers includes:

Type Il and Type Il

Manufacturing of Injection Vials

Tubular Injection Vials: Tubular injection vials are
manufactured by tubes being drawn out of molten glass.
Compressed air creates the shape of the tubes. Blowing
pressure generates different rates of glass drawing and allows
for various diameters to be formed. In the final step the glass
is converted into injection vials.

Moulded Injection Vials: Moulded glass injection vials are
manufactured from molten glass in an IS machine. The finish
and the shape of the glass is created by compressed air.

Examples of Injection Vial Suppliers
- Schott AG
- Gerresheimer Glass Packaging
- Nipro Packaging
- Nippon Electric Glass
- Aluglas Packaging Group (APG) Europe
- Lutz Packaging, Thiiringer Pharmaglas, NAFVSM

Tubular Glass Vials / Moulded Glass Vials

Tubular Glass Vials / “R” Vials:

- Usually used for 2ml - 30ml volumes (although
bigger volumes are possible up to 125ml)

- Nominal volume less than 5 ml

- Sharp vial surface and edges

- Nice visual appearance

- Very thick wall and bottom QF f

- Very high heat resistance _—
- Light weight
- Low resistance to vial
breakage
- Surface treatment
inside/outside L_“_J)

- Higher Prized

Moulded Glass Vials / “H” Vials:

- Smooth vial surface and edges

- Usually used for volumes bigger than 100ml
(although smaller volumes are possible 10ml-
30ml)

- Visual appearance is fair pra—

- Thick wall and bottom s

- Heat resistant

- Surface treatment
inside/outside

- Resistant to vial breakage

- Low Price



Final Container according to DIN ISO Standards

Priority Data
Nr. Type  Nominal Edge Opening  Opening  Hight  Standard Xs Ds S hAd
Volume/ Volume/ Diameter gl):mngfce {mm mm  mm
)
ml ml / mm I mm
1 2R 2 4 13 16 35 1690 13 13 219
2 4R 4 6 14.6 16 45  Injection Vial 2078 13 15 281
Tubular Glass 9
3 6R 6 10 20 22 40 2127 18 11 182
DIN I1SO 8362 Part 8
4 B8R 8 11.5 20 22 45 1 2.05
5 10R 10 13.5 20 24 45 1.88
6 15R 15 19 20 24 60 234 20 11 250
7
7 20R 20 25 20 30 55 1.83
8 25R 25 30.5 20 30 65 217
9 30R 30 36 20 30 75 2.50
10 5H 5 7 20 20.8 413 1.99
11 7H 7 9 20 221 40.8 1.85
12 8H 8 10 20 23 468 Injection Vial 2.03
13 1 10 15 20 254 535 Moulded Glass 211
14 15H 15 17 20 26.5 58.8 2.22
DIN ISO 8362 Part
15 20H 20 26 20 32 58 4 1.81
16 25H 25 32 20 36 58 1.61
17 30H 30 38 20 36 62.8 1.74
18 50H 50 60 20 42.5 73 1.72
19 100H 100 119 32 51.6 94.5 1.83




Injection Vial Stoppers

Vial stoppers are made of fluoropolymer film to reduce sorption of drug product
and to maintain full strength and shelf life of high-potency/low-concentration
biotech drugs.

Stopper suppliers includes:

- NovaPure,

- Daikyo,

- West Ready Pack
- Envision

- FluoroTec

- LyoTec

- Westar




