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检品名称 笔式注射器用卡式瓶系统 报告日期 2026.08.20

批 号 KK251001 批 量 1597pcs

规 格 3ml 取样日期 2026.08.06

生产日期 2025.10.20 有效期至 2028.09

灭菌日期 2026.08.05 灭菌批号 26080511

产品编码 K-03-103

检验依据 笔式注射器用卡式瓶系统质量标准和检验操作规程（STP-A-012）

检测项目 标准规定 检验结果

硅油量 规格（标示容量 3ml）：≤0.2mg 0.05mg/支，符合规定

密封性 应无穿过活塞或垫片的液体泄漏 符合规定

自密封性 垫片穿刺部位应无液体泄漏 符合规定

穿刺落屑 不得过 3粒 0粒，符合规定

滑动性能
起始力应≤10N，滑动力最大力应≤7N，平

均滑动力应≤4N

起始力：2.503N，

滑动力最大力：4.454N，

平均滑动力：2.796N，

符合规定

环氧乙烷残留
量

＜5μg/个 未检出，符合规定

不溶性微粒
≥10μm的微粒：不得过 60粒/支；

≥25μm的微粒：不得过 6粒/支

≥10μm的微粒：12.2粒/支；

≥25μm的微粒：0.4粒/支；

符合规定。

细菌内毒素 ＜0.125EU/ml ＜0.125EU/ml，符合规定

无菌 应符合规定 符合规定

特卫强封纸剥
离性能

剥离强度：应≥0.8N。
剥离性能：不过焊、胶转移连续且不花边、

四边热合宽度应基本一致。

剥离强度：1.228N；

剥离性能：符合规定；

符合规定
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呼吸袋热合强
度

所有样条的热合强度均≥1.5N/15mm 15.043N/15mm，符合规定

结论
根据《笔式注射器用卡式瓶系统质量标准和检验操作规程》（STP-A-012）

检验以上项目，检验结果符合规定

报告人 审核人
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Product Name Pen Injector Cartridge System Report Date 2026.08.20

Batch No. KK251001 Batch Quantity 1597 pcs

Specification 3 mL Sampling Date 2026.08.06

Manufacturing Date 2025.10.20 Expiry Date 2028.09

Sterilisation Date 2026.08.05 Sterilisation
Batch No. 26080511

Product Code K-03-103

Inspection Basis Quality Standard and Inspection Operating Procedure for Pen Injector Cartridge Systems (STP-A-012)

Test Item Acceptance Criteria Inspection Result

Silicone Oil
Quantity Specification (labelled capacity: 3 mL): ≤0.2 mg 0.05 mg/unit; complies

Seal Integrity No liquid leakage through the piston or gasket Complies

Self-Sealing
Performance No liquid leakage at the gasket puncture site Complies

Puncture Coring No more than 3 particles 0 particles; complies

Gliding
Performance

Break-loose force ≤10 N;
maximum gliding force ≤7 N;
average gliding force ≤4 N

Break-loose force: 2.503 N;
maximum gliding force: 4.454 N;
average gliding force: 2.796 N;

complies

Ethylene Oxide
Residue <5 µg/item Not detected; complies

Insoluble
Particulate Matter

Particles ≥10 µm: ≤60 particles/unit;
particles ≥25 µm: ≤6 particles/unit

Particles ≥10 µm: 12.2 particles/unit;
particles ≥25 µm: 0.4 particles/unit;

complies

Bacterial
Endotoxins <0.125 EU/mL <0.125 EU/mL; complies

Sterility Shall comply Complies

Tyvek Seal-Paper
Peel Performance

Peel strength ≥0.8 N.
Peel performance: no over-sealing; adhesive transfer shall be
continuous with no ragged edges; heat-seal width on all four

sides shall be substantially uniform.

Peel strength: 1.228 N;
peel performance: complies;

complies
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Breathable Pouch
Heat-Seal Strength Heat-seal strength of all specimens ≥1.5 N/15 mm 15.043 N/15 mm; complies

Conclusion
According to the Quality Standard and Inspection Operating Procedure for Pen Injector Cartridge

Systems (STP-A-012), the above items were inspected. The inspection results comply with the specified
requirements.

Reported by Reviewed by
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Product Cartridge system Report date 2026.08.20

Batch number KK251001 Total quantity 1597pcs

Size 3ml Sample date 2026.08.06

Production date 2025.10.20 Expiration date 2028.09

Sterilization date 2026.08.05 Sterilization lot number 26080511

Product Code K-03-103

inspection

standard

Quality standards and inspection procedure for cartridge systems for pen syringes

（STP-A-012）

Items Acceptance criteria Result

Appearance

It should be a colorless transparent or
brown transparent glass sleeve equipped
with an aluminum cover containing a
gasket (composite aluminum cover);
The surface of the sleeve should be

smooth and flat, and there should be no
cracks and other obvious glass defects;
The composite aluminum cover should
be capped in place, and the surface of
the aluminum cover should be flat, and
there should be no any cosmetic defects
that affect the sealing of the product

Meet the standard

The amount of
silicone oil Comply with quality standards 0.05mg/vial，Meet the standard

Tightness It should be no leakage of liquid
through the piston or gasket Meet the standard

Self-sealing It should be no liquid leakage at the
gasket puncture site Meet the standard

Puncture falling
chips No more than 3 capsules 0 capsules，Meet the standard

Gliding
performance

The starting force should be ≤10N；
the maximum sliding force should be
≤7N；and the average sliding force

should be ≤4N

The starting force：2.503N，

the maximum sliding force：4.454N，

the average sliding force：2.796N，

Meet the standard
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Ethylene oxide
residue ≤5μg/vial Not detected，Meet the standard

Insoluble
particles

≥10μm: NMT 600/vial；
≥25μm: NMT60/vial

≥10μm particle：12.2 particle/vial；
≥25μm particle：0.4 particle/vial；

Meet the standard

Bacterial
endotoxin ＜0.125EU/ml Qualified

Sterile should be Sterile Qualified

Tyvek sealer peel
performance

Peel strength：≥0.8N。
Peel performance：It should not be
over-welded, and the peeling surface

should be flat and continuous

Peel strength：1.228N；

Peel performance：Meet the standard；

Meet the standard

Conclusion

The above items were tested 《Quality standards and inspection procedure for

cartridge systems for pen syringes》（STP-A-012），and the test results were in

conformity with the regulations

Reporter Reviewer
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