ISO vial closure mapping: stopper and crimp-cap sizes

Only source-backed claims included. Closure family is driven by vial finish, not by nominal fill volume.

Vial family Vial sizes Finish Stopper Crimp cap Why this matters for procurement and line
family

1. Select by finish family, not by nominal fill volume.
2. For the DIN/ISO table shown here, the closure mappingis 13
/20/32 mm as listed at left.

Tubular 2R, 4R 13 mm 13 mm 13 mm . . ..

ISO 8362-1 3.1S0 8362-4 notes that, in practice, the same aluminium caps
may be used for molded and tubular vials when the finish family
matches.

4. Freeze the cap / stopper bill of materials off the vial neck-
Tubular 6R, 8R, 10R, 15R, 20 mm 20 mm 20 mm finish drawing, not off the commercial vial volume label.
1ISO 8362-1 20R, 25R, 30R, 50R, 100R
Context: DIN/ISO table excerpt supplied in this chat.
Final Container according to DIN ISO Standards
Molded 5H, 7H, 8H, 10H, 20 mm 20 mm 20 mm Priority Data
DIN/ISO 8362-4 15H’ 2OH’ 25H’ SOH’ 50H Nr. Type Nominal Edge Opening  Opening  Hight  Standard Xs Ds S h/d
Volume/ Volume/ Diameter (S?J\f]";(ri o) /vom mm  mm
ml ml / mm /mm
1 2R 2 a 3 6 3 1690 13 13 219
2 4R 4 6 14.6 16 45 Injection Vial 20,78 13 15 281
Tubular Glass 9
Molded 100H in the DIN/ISO 32 mm 32 mm 32mm 3 6R 6 10 20 2 40 2127 18 11 182
DIN/ISO 8362-4 table provided LW 8§ i oW m o g e * o
5 10R 10 135 20 24 45 1.88
6 1SR 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
e . 9  30R 30 36 20 30 75 2.50
Important clarifications TR - o TR N ™%
4R is stilla 13 mm crimp family even though some geometry tables list a 14.6 mm opening diameter; supplier R 5 B = S e e
neck-finish tables classify 4R under 13 mm. b 4 £ A 2 Moulded Glass 24
Do not generalize 100 mL by volume: supplier portfolios show molded injection vials at 100 mL in ISO 20, while ' ' ' ?NISOSBGZPM ‘
infusion formats at 100 mL use 32 mm. Order by the vial drawing / CoC finish size. i?, 52: §§ §§’ §3 :?, 22 121
17 30H 30 38 20 36 62.8 174
18 50H 50 60 20 42.5 73 1.72
19  100H 100 119 32 51.6 94.5 1.83

[1]SGD Pharma, Tubular Vials and Ampoules, 2018.[2] ISO 8362-4:2011, note c. [3] West / Adelphi, stoppers fit 13, 20 and 32 mm crimp-necked vials. [4] SGD Pharma Range Overview, molded injectables vs. 32 mm infusion families.



Qualification notes for CAPEX / fill-finish line design

All statements below are source-backed. Where the source does not specify a numerical target, none is invented here.

1) Crimping is a stack-up problem 2) Residual Seal Force (RSF) is useful 3) CCS / RTU affects contamination
Seal quality changes with the stack-up of vial RSF measures the stopper compression that CCS / RTU does not change the nominal finish
flange, stopper flange and aluminium skirt. remains after crimping. size.
Low compression can leave poor seal quality. Source-backed definition: the compressed stopper flange West CCS seals: sterile format, specified particulate
High compression can score or crack the vial neck. continues to exert force on the vial sealing surface after and bioburden level, 13 and 20 mm, ported-bag option.
Capping settings therefore must be qualified on the the seal is crimped. Datwyler PrimeCaps: low bioburden / particulate, RTU /
actual vial + stopper + cap combination. Use RSF together with CCl / leak testing during setup and  RTP bags, 13 and 20 mm; Datwyler's broader portfolio
change-part qualification. also lists 32 mm aluminium cap families.

Procurement rule of thumb

Freeze the closure bill of materials from the drawing:

vial standard / drawing revision | finish family (13 /20 /32 mm etc.) | stopper design (serum or lyo) | cap design (flip-off / tear-off / flush) | cleanliness state (RS, RTU, CCS) |
secondary pack (standard PE, ported bag, RTP / beta bag)

What not to do: source caps by '2mL /10 mL/ 20 mL/ 100 mL' alone. Volume can exist in more than one finish family.

[5] CS Analytical, 'Vial Dimensions and their Impacts on Container Closure Integrity'. [6] Maa et al., 'Quantifying the Vial Capping Process Residual Seal Force and Container Closure Integrity'. [7] West Flip-Off CCS Seals. [8] Datwyler PrimeCaps / Sealing Solutions for Vials. [9] Datwyler Full Visual Product
Portfolio.
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