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Syringe system with Autoinjector

Container size

Determined administration time 1 mllong, 2.25ml or 0.5 ml

Needles with large inner diameter

Easy needle shield removal

Test and specify break resistance

of finger flange and cone

Low hold up volume Dedicated siliconization profile

. . . - : . Predictable break loose
Tight dimensions to fit into plastic device

and gliding forces
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Regulatory Guidelines

Mainly Dimensions and Test methods

Relevant norms and regulations
+ I1SO 11040-4: Glass syringes ready for filling

* ISO 80369-7: Luer connectors
* I1SO 11040-5: Plunger stoppers ™

» ISO 11040-6: Plastic syringes ready for filling
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» SO 11040-7: Nest & tub e - i i el
1.0 ml long 54.0 8.15 6.35 1/2
* 1SO 11040-8: Test methods for finished prefilled ————— s . = e
syringes 1.5ml 432 10.85 8.65 172 | 5/8
2.25 ml 54.4 10.85 8.65 1/2
* 1SO 13926-1: Pen cartridges
* 1SO 9187-1: Ampoules
« ISO 8362-1: Vials from tubular glass
« ISO 9001: Quality management CEEns
» I1SO 15378: GMP Primary packaging == = d
« 21 CFR 211 Subpart E — Control of Components
and Drug Product Containers and Closures
* DMF type llI
* Ph. Eur. USP and JP -> very complex!
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Global Pharmacopoeia

USP

European

Pharmacopeia

Pharmacopeia
10" Edition
Japanese
Pharmacopeia
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Overview of Relevant USP Chapters

Glass

Containers

1660

660

USP

Pharmacopeia

CONNECTING

Plastics Polymer
Clc_z)lrﬁ?)t(?r:git[s Materials & Manufacturing Particles
Packaging Components
- 381 - 1661 1665
- 382** — 661.1 665 {1664 [ 1788
- 1381 — 661.2 4 232* — 1790 \
| 1382% 1233 U8
— 788
Chapters > 1000 informational - /89
Chapters <1000 mandatory if required by monograph %
<231> has been deleted N
** will be official 2025
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Overview of Relevant Ph Eur Chapters European

Pharmacopeia
10t Edition

Glass Elastomer Plastic Polymer Particles
Containers @ Components j Containers Materials
I— 3.2.1 I— 3.2.9 \\ . t 5.20*
3.3
series 2.4.20

—

* 2.4.8 has been deleted
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Overview of Relevant JP Chapters

Japanese
Pharmacopeia

Polymer
Manufacturing Particles
Components

Glass Elastomer Plastic

Containers Components Materials

I— 7.01 I— 7.03 L 7.02
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Examples of Relevant YBB Standards

YBB

Glass Elastomers Plastics
Containers Components Materials
(00062012 | 00072004-2015 J+ 20012012 00372004-2015
— 00082012 — 00082004-2015 20022012 6017-2012
— 00112012 — 00052005-2015
— 00122012 — 00042005-2015

— 00102004-2015

YBB standards are subsequently integrated into ChP for packaging material;
16 already became obsolete when ChP2020 became effective Dec 2020
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Extract of Relevant ISO Standards | SO
Glass Elastomers Plastics FRLYImED
, ; Manufacturing Particles
Containers jl Components
P Materials Components
719, 720 oo, | L1096 | ews L(s8713
| 11040-3 11040-7
4802-2 X ) [ 2508
\ 4
11040-1 8362-2
—  11040-4 8362-3
11040-7 —| 8362-5
) 8362-6
8362-7
|| 83621 : 8871-2 J
8362-4 - 88714
8871-5
| 13926-1
- 13926-3
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Under Medical Device Directive € 3 &8 Under Medical Device Regulation
(MDD) (MDR)

* Application dossier: providing a summary y (@ * Article 117: Application dossier for integral
of the product characteristics including the Drug Device Combination (DDC) has to
immediate and outer packaging as per contain the conformity assessment of the
2001/83/EC, article 11, 6.4 device part with the General Safety and

Performance Requirements (GSPRs) (given

in Annex | of MDR) issued by a notified

body

* Immediate Packaging % * Article 1 (8) and (9): Definition of “integral“

* Self-certification for compliance of device
functions to Essential Requirements in
Medical Device Directive (93/42/EWG)
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Notified Bodies Furopean Medicines Agency
Assessing the -i Assessing the
safety and performance % quality, safety and efficacy of
of medical devices H medicinal products

Conformity Assessment

based on GSPRs is done by
Notified Bodies (NBs)
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