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URGENT: FIELD SAFETY NOTICE – LET/QA/2023/037  

POLYFLUSH Syringe, 0,9% Sodium chloride (0.9% NaCl), (SALINE SOLUTION PRE-FILLED SYRINGES 
SINGLE STERILE) 

Type of Action: Advisory  

Attention: Clinical Personnel, Risk Managers, Biomedical Personnel, Nursing, Pharmacy, Anesthetists   

This letter contains important information which requires your immediate attention.  

Dear valued Customer,  

Poly Medicure Ltd is issuing the present field safety notice for the “Polyflush Syringe”, 0,9% Sodium 
chloride (0.9% NaCl), Saline Solution Pre-Filled Syringe Single Sterile, to inform customers of a potential 
risk of being mistaken for muscle relaxant syringes with a similar appearance. The Single Sterile version 
of 0,9% Sodium chloride pre-filled syringes should not be used on a sterile field. This is clearly mentioned 
on the label and IFU. 

Poly Medicure Ltd has already finalized a change in the label layout to distinguish clearly the Saline 0,9% 
Chloride pre-filled syringes from the muscle-relaxant.  

The Field Safety Notice is intended to provide mitigation steps to be taken in order to provide greater 
awareness when managing the pre-filled syringes with Saline Solution 0,9% Greater awareness should 
continue until new labels arrive at healthcare facilities. 

Description of the Problem:  

The single sterile version of “Polyflush syringe” Saline Solution 0,9% Pre-Filled Syringe, looks similar to 
the muscle-relaxant pre-filled syringe which may lead to the risk of confusion.  

Current Temporary Polyflush syringe single sterile label: 

 

 

Muscle relaxant syringe examples below:  

 

 

 

 

Product Codes affected: 

Product Code Product Description 

90311 Prefilled Syringe with 0.9% Sodium Chloride -3ml Single Sterile 

90319 Prefilled Syringe with 0.9% Sodium Chloride -5ml Single Sterile 

90318 Prefilled Syringe with 0.9% Sodium Chloride -10ml Single Sterile 
 

Relevant batches are here annexed at Attachment- 2. 
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Poly Medicure Ltd has assessed the device is performing correctly, being not faulty, no patient safety risk 
itself and the potential label risks associated with the issue can be eliminated by removing the device 
from the areas where the mix-up risk could happens (i.e. ED, ICU, OT), all those areas should be covered 
by Double Sterile model. Poly Medicure Ltd determined that affected products can continue to be used 
in accordance with the existing flushing protocols within the UK facilities by considering the warning given 
here at “Actions Required by You”.  

Corrective Action taken by Poly Medicure Ltd: 

Poly Medicure intends to address the issues described in this Field Safety Notice through a new release 
of labels layout which removes the risk of confusion. The new labels are already in production and will 
be soon available to UK facilities. 

 

  

 

 

 

 

 
Actions Required by You: 

1. Please be mindful to check the name of the drug on the syringe to avoid any potential confusion 
with muscle-relaxant drugs. “Polyflush” prefilled syringe says ‘Polyflush Syringe 0.9% Sodium 
Chloride’. “Polyflush” single sterile syringes can be differentiated from the muscle relaxant syringe 
barrels due to the translucency of the red color and the “Polyflush” clear labelling. 

2. Please remove the Single Sterile “Polyflush syringe” from those areas where potential mix-up 
could happen (i.e. ED, ICU, OT). In those wards consider to use the specific Double Sterile 
Polyflush syringe.  

3. Return the Customer Response Form annex here to info@polymedicure.com as soon as possible.  

Should you have any questions or require assistance relating to this Field Safety Notice, please contact 
your local representative or notice by info@polymedicure.com.  

We confirm that the appropriate regulatory agencies have been informed of these actions.  

Poly Medicure is committed to improve every day the safety of medical devices. We apologies for any 
inconvenience this issue may have caused you and thank you in advance for helping us to resolve this 
matter as quickly and effectively as possible.  

Yours sincerely,  

 
RD Sharma  

General Manager- CQRA and PRRC 

Date: 21st March, 2023 
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Attachment 1 - Customer Response Form 

Please read in conjunction with Field Safety Notice and return completed and signed form as soon as 
possible to info@polymedicure.com 

 

I confirm this notice has been read, understood and that all recommended actions have been 
implemented as required.  

Name of Facility: ……………………………………………… 

Email Address: ……………………………………………… 

Telephone Number: ………………………………………… 

Name: …………………………………………………………. 

Signature: ……………………………………………………. 

Date: ………………………………………………………… 

Please return your completed and signed Acknowledgement Form to:  

info@polymedicure.com 

 

 

 

 

 

 

 

 

 

 

 

mailto:info@polymedicure.com
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Attachment 2 - Batch details 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Product Ref. No.Mat. Desc. Batch No. Mfg. Date Exp. Date

8274922M 2022-11 2025-10

8280822M 2022-11 2025-10

8280922M 2022-11 2025-10

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML 8274922M 2022-11 2025-10

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML 8281322M 2022-11 2025-10

8281322M 2022-11 2025-10

8274822M 2022-11 2025-10

8285322M 2022-11 2025-10

8281222M 2022-11 2025-10

8281122M 2022-11 2025-10

8281022M 2022-11 2025-10

8280722M 2022-11 2025-10

8274522M 2022-11 2025-10

8280722M 2022-11 2025-10

8285822M 2022-11 2025-10

8274522M 2022-11 2025-10

8285922M 2022-11 2025-10

8288822M 2022-11 2025-10

8281422M 2022-11 2025-10

8288722M 2022-11 2025-10

8288722M 2022-11 2025-10

8288722M 2022-11 2025-10

8285222M 2022-11 2025-10

8285422M 2022-11 2025-10

8285122M 2022-11 2025-10

8288922M 2022-11 2025-10

8289022M 2022-11 2025-10

8286022M 2022-11 2025-10

8289122M 2022-11 2025-10

8293422M 2022-11 2025-10

8304122N 2022-12 2025-11

8303922N 2022-12 2025-11

8304022N 2022-12 2025-11

8304222N 2022-12 2025-11

8304322N 2022-12 2025-11

8293322M 2022-11 2025-10

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML 8293322M 2022-11 2025-10

8304422N 2022-12 2025-11

8304522N 2022-12 2025-11

8304622N 2022-12 2025-11

8304722N 2022-12 2025-11

8309622N 2022-12 2025-11

8309722N 2022-12 2025-11

8309822N 2022-12 2025-11

8309822N 2022-12 2025-11

8309922N 2022-12 2025-11

8309922N 2022-12 2025-11

8310022N 2022-12 2025-11

8310122N 2022-12 2025-11

8310422N 2022-12 2025-11

8310222N 2022-12 2025-11

8310322N 2022-12 2025-11

8314522N 2022-12 2025-11

8314622N 2022-12 2025-11

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML 8310322N 2022-12 2025-11

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML 8310322N 2022-12 2025-11

8310522N 2022-12 2025-11

8310622N 2022-12 2025-11

8314622N 2022-12 2025-11

8314722N 2022-12 2025-11

8314822N 2022-12 2025-11

8314922N 2022-12 2025-11

8315122N 2022-12 2025-11

8315122N 2022-12 2025-11

8319422N 2022-12 2025-11

8315522N 2022-12 2025-11

8319522N 2022-12 2025-11

8319722N 2022-12 2025-11

8315422N 2022-12 2025-11

8319322N 2022-12 2025-11

8319622N 2022-12 2025-11

8319822N 2022-12 2025-11

8319822N 2022-12 2025-11

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318

90318

PREFILLED SYNG 10ML 0.9% NACL RP PML
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8321022N 2022-12 2025-11

8321122N 2022-12 2025-11

8319822N 2022-12 2025-11

8319922N 2022-12 2025-11

8320022N 2022-12 2025-11

8320122N 2022-12 2025-11

8320822N 2022-12 2025-11

8320922N 2022-12 2025-11

8321022N 2022-12 2025-11

8319422N 2022-12 2025-11

8321122N 2022-12 2025-11

8321222N 2022-12 2025-11

8321322N 2022-12 2025-11

8321522N 2022-12 2025-11

8321622N 2022-12 2025-11

8321722N 2022-12 2025-11

8321422N 2022-12 2025-11

8321422N 2022-12 2025-11

8321822N 2022-12 2025-11

8220722K 2022-09 2025-08

8323522N 2022-12 2025-11

8323422N 2022-12 2025-11

8323622N 2022-12 2025-11

8323722N 2022-12 2025-11

8323722N 2022-12 2025-11

8321822N 2022-12 2025-11

8327922N 2022-12 2025-11

8328122N 2022-12 2025-11

8328222N 2022-12 2025-11

8328522N 2022-12 2025-11

8328022N 2022-12 2025-11

8328322N 2022-12 2025-11

8328322N 2022-12 2025-11

8001323A 2023-01 2025-12

8328422N 2022-12 2025-11

8328622N 2022-12 2025-11

8328722N 2022-12 2025-11

8328822N 2022-12 2025-11

8001423A 2023-01 2025-12

8001623A 2023-01 2025-12

8001623A 2023-01 2025-12

8001823A 2023-01 2025-12

8002023A 2023-01 2025-12

8002023A 2023-01 2025-12

8001823A 2023-01 2025-12

8002123A 2023-01 2025-12

8002223A 2023-01 2025-12

8002423A 2023-01 2025-12

8002523A 2023-01 2025-12

8002623A 2023-01 2025-12

8002723A 2023-01 2025-12

8001723A 2023-01 2025-12

8002323A 2023-01 2025-12

8001523A 2023-01 2025-12

8002723A 2023-01 2025-12

8001923A 2023-01 2025-12

8002823A 2023-01 2025-12

8001623A 2023-01 2025-12

8002823A 2023-01 2025-12

8023423A 2023-01 2025-12

8002923A 2023-01 2025-12

8023623A 2023-01 2025-12

8023523A 2023-01 2025-12

8023823A 2023-01 2025-12

8023723A 2023-01 2025-12

8270122M 2022-11 2025-10

8023723A 2023-01 2025-12

8031723A 2023-01 2025-12

PREFILLED SYNG 10ML 0.9% NACL RP PML90318

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

PREFILLED SYNG 5ML 0.9% NACL RP PML90319

PREFILLED SYNG 10ML 0.9% NACL RP PML90318

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML

90318 PREFILLED SYNG 10ML 0.9% NACL RP PML


