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Instruction for Use 

[Product Name] 

Infusion Sets 

[Product Description] 

The Infusion sets for Single Use assembling by the spike. drip chamber. tubing. flow regulator, Injection site, Male 

conical fitting, and needle etc. all these parts and materials used in this product can meet medical requirement, after 

ETO sterilization, the product is non-toxic, non-bacterial and pyrogen-free. The product is appropriate for the patient 

transfusion solution by vein, it can avoid the patient infect. 

 

[References] 

Referencia Descripción Características específicas 

M018M Micro-drip Intravenous infusions set system 
With airvent cap with filter 

Y-injection site 

M018 Intravenous infusion set with cuff 
With airvent cap with filter 

Cuff injection site 

M018A1 Intravenous infusion set No injection site 

M018NV Intravenous infusion set without airvent cap Without airvent cap 

M019 Intravenous infusion set with Y-injection site 
With airvent cap with filter 

Y-injection site 

M022 Intravenous infusion set with 3-way stopcock 
With airvent cap with filter 

Y-injection site 

 M018M is micro-drip system 

 

[Intended use] 

The Infusion sets for single use is for the patient input the medical solution by vein in clinic. 

 

[Directions for use] 

1. Open the airvent cap and close the flow regulator. 

2. Remove the spike protective cap. 

3. Insert the spike into the top of the IV fluid container 

4. Press the drip chamber and adjust the infusion level to 1/3-1/2 of its capacity. 

5. Open the flow regulator gradually allowing the solution to displace air entirely in tubing 

6. Once the extension is filled with liquid, close the flow regulator. 



 

 

7. Remove the cap from the Luer-lock connector and connect it to the venous access device. 

8. Open the flow regulator, adjust the drip rate before starting the infusion. 

• This device is for gravity infusion only. 

• Do not use if the package is damaged or the protective cap falls off. Single use. Remove after use. 

•  Latex and phthalates free 

 

[Contraindications] 

1. Product should not be used in patients with known hypersensitivity to any of the materials used. 

2. Administration of high viscous fluids. 

3. large blood transfusion. 

[Warning and Precautions] 

1. This product shall be operated by personnel with specialty qualification. 

2. Use device at once after removal of primary package. Decommission and dispose of device as required by 

institutional protocols and local or national regulations. 

3. Do not use device if its pouch is broken or damaged. 

4. Do not use device if its integrity is damaged or compromised. 

5. The device is EO sterilized. Please use within the validity period. 

6. Please inform the manufacturer and competent authority in case of any adverse events related to the device occur. 

[Expiry] 

Five years. 

[Production Date] 

See the seal of primary package. 

[Expiration Date] 

See the seal of primary package. 

[Storage conditions] 

The device shall be stored in the indoors with relative humidity no more than 80%, no corrosive gas and well-

ventilated. Also keep away from fluorine-containing disinfectant. 

[Sterilization Method] 

Sterilized using ethylene oxide 

[Symbol Description] 

: Manufacturer : Do not re-use 

: Batch code : Use-by date 

: Date of manufacture : Catalogue number 

: 
Do not use if package is damaged and 

consult instructions for use : 
Authorized representative in the European 

Community/ European Union 

: Sterilized using ethylene oxide : Do not resterilize 



 

 

: 
Consult instructions for use or consult 

electronic instructions for use  
Humidity limitation 

: 
Non-pyrogenic 

: 
Medical device 

: 
Keep away from sunlight 

: 
Keep dry 

: Caution 0197: CE Marking 

 
Up 

 
Fragile, handle with care 

 
Single sterile barrier system   

 [Manufacturer] 

Name: Shanghai Mekon Medical Devices Co., Ltd. . 

Address: 526, No. 697-3 Lingshi Road 200072 Shanghai China. 

Postcode: 200072 

Tel: 0086 21 39557965     Fax: 0086 21 39555265 

 

[EU Representative] 

Name: Shanghai International Holding Corp. GmbH (Europe) 

Address: Eiffestraße 80, 20537 Hamburg, Germany 

Tel.: +49-40-2513175      Fax: +49-40-255726 
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