
DATA SHEET
SP Disposable Pen Injector
Assembly

MDSAP & CDE：B20240000529

Product Name

Size

Product Weight

Injection Dose Range

Method of Use

Audible Feedback

Window

Injection Resistance

Compatible with 3mL Cartridge

Compatible Needle

Shelf Life

Batch No.

SP Disposable Pen Injector Assembly

Long pen body: 173.15*19.5mm/ / Short pen body: 170.4*19.5mm

21g

0.005~1.0mL

Install the needle→ Perform safety test→ Set the dose→ Injection

Audible feedback during dose adjustment

Easy to identify the state of use

≤30N (Less than 60 IU  ≤ 10N)

Cartridge compliant with ISO 11608-3:2022 standard

Needle compliant with ISO 11608-2 standard

5 years

LOT is shown on outer box label

Specification Technical Data Sheet

Storage Temperature
Without drug solution: Store at room temperature.
With drug solution: Store according to the storage temperature 
requirements of the drug solution.
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DATA SHEET SP Disposable Pen Injector Assembly

NEST SP Disposable Pen
Injector Assembly - Body
NEST SP Disposable Pen
Injector Assembly - Reservoir
NEST SP Disposable Pen
Injector Assembly - Cap
NEST SP Disposable Pen
Injector Assembly - Body

Tray Package, 60 pcs/tray, 
960 pcs/case
Bag Package, 240 pcs/pack,
960 pcs/case
Bag Package, 240 pcs/pack, 
960 pcs/case
Turnover Tray Package, 
240 pcs/tray

520*375*340

282*227*168

465*335*195

/

Packaging Technical Data Sheet Inner Dimensions of
the Outer Carton Picture

Being placed in a test chamber to precondition for at least 4 h in the 
atmosphere(Temperature: 5±3℃)
Being placed in a test chamber to precondition for at least 4 h in the 
atmosphere(Temperature: 23±5℃；Humidity: 50±25%RH)
Being placed in a test chamber to precondition for at least 4 h in the 
atmosphere(Temperature: 40±2℃；Humidity: 50±10%RH)

Being tested to confirm it delivers the full final dose accurately

Falling down to the steel plate from height of one meter
Being placed in a test chamber to precondition for at least 96 h in the 
atmosphere(Temperature: 70±2℃；Humidity: 50±10%RH)
Being placed in a test chamber to precondition for at least 96 h in the 
atmosphere(Temperature: -40±3℃)
Reliability testing conducted after vibration according to the IEC 
60068-2-6 standard
Transportation validation conducted according to the standard shipping 
test method ASTM D4169

ISO 11608-1 Test Items Test Content

Cool Atmosphere Reliability
Testing 

Standard Atmosphere
Reliability Testing

Warm Atmosphere
Reliability Testing

Dry-Heat Atmosphere
Reliability Testing 

Freezing Atmosphere
Reliability Testing

Vibration Atmosphere
Reliability Testing 

Transport Testing

Final-dose Accuracy

Free Fall Reliability Testing

Component Name Materials

Pen Injector Body

Pen Injector Cap

Reservoir

Large Screw Guide Sleeve

Large Screw

Injection Button

ABS

ABS

PP

POM

PBT

POM

info@cell-nest.com+86-510-6800 6788 www.cell-nestbio.com

Technical Drawing

Short pen body Long pen body


