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Jep:xaBHiii ciry:k0i Ykpainu 3 jJikapcbKux 3ac00iB Ta

KOHTPOJIIO 32 HAPKOTHKAMH
B ux. Ne 1224

6i0 07.07.2025

Komnanis TOB «b. bpayn Menikan VYkpaina» (kommaHis), ska € YIOBHOBXCHUM
IpeJCTaBHUKOM B YKpaiHi kommnanii «b.bpayn Menb3ynren Al'», Himedunna/B. Braun Melsungen
AG, Germany (BUpOOHHWK), BHCIIOBIIO€ Bam CBOIO moBary Ta 3BepTa€ThCs 3 iH(GOpPMAIIE MO0
Po3uuny nus ipuranii pan Prontosan® (IIpontocan) / PRONTOSAN WOUND IRRIGATION
SOLUTION ROUND BOTTLE. "AU/CA" 350ML, aptuky.a: 400431.

Bupobuukom Hanmano mnepBuHHMI 3BiT 3 Oesmeku Medical Device Incident #115036 Big
04.07.2025, B sikoMy HAETbCS PO HACTYIIHE:!

Onuc BUMAIKY

Pozunny nns ipurarii pan Prontosan® (IIponTocan) (MpoAyKT) BUKOPHUCTAaHHS HE 3a
npu3HadeHHAM. [IpoJyKT BBOIUBCS iH €KIIIIHO, IO CIIPUYMHMUIIO CHJIbHHNA Oi71b, TOYEPBOHIHHS Ta
HaOpsk. [adopmartis Oyma orpumana OesmocepeaHbO BiJ TalieHTKH. [larieHTka 3BepHyNacs 0
BIJUIICHHSI HEBPOJIOTii YHIBepcUTETChKOI JikapHi TayHcBIsA (ABcTpaiis) 31 ckapraMu Ha Oub Ta
TUCKOM(OPT Y AUISHIT CYXOKHWJIIS 3riHa4Ya MPOMEHEBOTO 3aIl’ ICTKY, 110 BUHUKJIM BHACIIIIOK TPAaBMHU
Ta yKycy cobaku. Momnoamuii gikap Bukopucras [IpoHTOCaH y BenreMy IIIpHIi 3 PO>KEBOIO KaHIOJIEIO,
MIPUKPITIIICHOIO 10 HEl, 1 BBIB HOTO B MICIIS YKYCY COOAKH ITiJl THCKOM, IO CIIPUYMHIIO TOMTUPEHHS
PO3UMHY B NIAIIKIPHUX TKAHWHAX Ta BUKJIMKAJIO0 HeraitHuii 611k, Yepes 10 XBUIMH 3’ IBUBCS CHIIBHUMA
HaOpsK y NMepearutiayi, ToYepBOHIHHS 1 O1Tb, @ TAKOXK CBEpOXK 1 KponuB'ssHKa Ha mui. [larienTka Oymna
rocriTajizoBaHa Ta OTpuMyBaja crepoinu. byno nposeneno MPT.

BucHOBOK BUpPOOHUKA

3aranbHe BUKOPUCTAHHS MPOIYKTY 3a3HA4€HO B IHCTpyKuis 3 BUKOpUCTaHHS Po3umHy uis
ipuranii pan Prontosan® (IIponTtocan). lleil BuUIagoK OMUCYe BUKOPHUCTAHHS MPOAYKTY HE 3a
MIPU3HAYCHHSM.

B iHCTpyXKIIii 3a3HaYEHO:

3aranbHi iHCTpyKUii Wwoao 6e3neku: Jluwe Ansa 30BHILLHBOrO BUKOPUCTaHHs. He BukopucToByiTe ans [Hdya3ii Ta iH’exuin!

Sk 3a3HayeHO BHIE, BUMAJAOK HEMPABUIHLHOTO BUKOPUCTAHHS PO3UMHY MJIsS ipuramii paH
Prontosan® (IIponTOocan) crtaBcsi B ABcTpanii. ApTUKYJT TPOAYKTY, 3a3HAYCHUH y I[bOMY BHUIIAJIKY,
BiANOBigae mnume Il kpaini. B VYkpaini BignoBigHuii po3umH ans ipurauii pan Prontosan®
(ITpoHTOCaH) Ma€ 1HIII apTUKYIIH.

UB [lepxaBHa ciyx0a Ykpainu
3 JiKapchKUX 3aco0iB Ta

KOHTPOJIIO 32 HAPKOTUKAMH
Nel11503/08-25 Bin 07.07.2025

KOHTaKTHI aaHi:
Muxaintok M.C.
+380671553531
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info.bbmua@bbraun.com

Komito Haganoro BupoOHukom nepBuHHOTO 3BiTy Medical Device Incident #115036 Bing
04.07.2025, nomaeMo 10 LILOT'O JUCTA.

VY pasi oTpUMaHHs JOTOBHEHb YH JIOJIATKOBOI iH(popMalii BiJ] BUpoOOHHKA HaMu Oyie HaJlaHO
OHOBJICHHS JI0 TIEPIIIOTO 3BITY.

JonarkoBuit matepiani: 5 cTop.

3 nomaroio,

KepiBHUK CTPYKTYpHOIO MIAPO3LTY 13 CTaHAApTU3aLl],

cepruikamii Ta peectparii Uepnera O.B

daxiBenb 3 papMaKkoOHATISATY Muxaiimox M

KOHTaKTHI aaHi:
Muxaintok M.C.
+380671553531
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Back to Summary
Copy Report

All fields marked with a * are
mandatory fields

Report Type (Initial): * Date of Report:  Sponsor ID: TGA Report (DIR) Number:
04/07/202 618 115036
Date
Report '
Date of Adverse Event: Manufacturer Reporter's Reference Number:
Category:
Aware:
16/06/2025 [Death /Sev 400717206
TGA Records Management
Date Completed: Date.Response Report Status: _ &
Received: Number:
|dd/mm/yyyy
A report without contact details cannot be processed.
Surname of
Title: * First Name: * Contact: * Company / Institution: *
Ms Rachael | Hook B Bruan Australia
Position / Occupation: * Address Line 1: *
|Snr QA RA Manager level 5, 7-9 Irvine Place
Phone: * Fax: Address Line 2:
0407660243 I 1|
Email: * Country:
rachael.hook@bbraun.com |Austra|ia
Town / L, . .
Would you like to provide an alternative contact? Suburb: * State”/ Province:* postcode: *
O Yes ®No Sydney | NSW v ‘ [2158
clFtv
Title: First Name: surname of Company / Institution:
Contact:
Sarah Townsend Treatment Facility Townsville um@}ém l-f_ospgql_‘ _.
Position / Occupation: Address Line 1: '

https://apps.tga. gov.au/prod/mdir/MDIR03.aspx?sid=1077224563
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Patient Direct Complaint

Medical Device Incident Reports

Phone: Fax: Address Line 2:
Town /

il: : Postcode:
Email: Suburb: State ostcode
sarahvet2016@outlook.com
"3*'SVEC'S
Device ARTG Number: GMDN Code: GMDN Text:

433910 59523 Antimicrobial wound irrigation solution

Brand / Trade Name: *

Prontosan Wound Irrigation Solution

. Serial
Device Model: Number:
Batch
Lot Number:
Number:
UNKNOWN
Operator at Time of Event: Usage of
Device:
‘Healthcare Professional‘ Single Use

Manufacturer's Details Osame as Reporter?

Surname of

Title: First Name:
Contact:

Software Version (If Relevant):
N/A
If the device is an implantable device, indicate the
implant
date and if relevant the explant date below:

Date of
Implant:

dd/mm/y} H

Date of Explant:

Place of
Implantation: ~ Current Device Location:

Place of Use

Manufacturer Name: *

B Braun Medical AG

Please DO NOT include the names of hospitals or persons

T .
L L

involved In the event.
" = e Use the section above 'Healthcare Facility Details' for this

information.

Description of Event or Problem: *

Product used off label. Product injected. Extreme Pain, redness swelling, information from Patient
received directly. | presented to the Townsville University Hospital emergency department for assessment as
had pain and concern regarding my flexor carpi radialis tendon based on the location of pain and dog bite
wound. A junior doctor use the Protonsan solution in a large size syringe with a pink cannula attached and
inserted into the dog bite punctures and instilled under pressure with the solution spreading in my
subcutaneous tissues causing immediate pain. Within 10 minutes | h significant amount of swelling in my
forearm redness and pain as well as body itch and hives on my neck | was treated for an allergic
reaction However | am unsure if | am truly allergic to it or | hadep. allergic response due to the product ada
being used off label in an inappropriate nature in health otherwise healthy tissues, it is unclear at

this stage whether the hospital has reported this adverse

gov.au/prod/mdir/MDIR03.aspx?sid=1077224563

https://apps.tga.
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event and I've had conflicting information from doctors and nurses regarding this product being used in
this manner as a normal Protocol with other saying it should not be used in this way and should never
have happened. | have subsequently spent over five days in hospital and I'm still suffering ongoing pain
inflammation redness swelling and am unable to return to work at this point due to the amount of pain
that I'm still in. An MRI has confirmed that there are significant inflammation in my skin and
subcutaneous tissue And not in any of the tendon sheath or muscles. There is no Tenosynovitis or deep
muscle involvement, there is also no signs of collection or infection and | have been on antibiotics since
presentation to the emergency department.

Patient Information Please do not provide the name of the patient.

Age (Years, . )
Sex: Months): Weight (Kg):
Female

Corrective Action Taken Relevant to Care of Patient:

Treatment for allergic reaction at time of event. MRI to identify swelling, additional hospitilisation (5
Days)

Patient History (Co-morbidities & Medication):

Patient Outcome / Consequences:

|Patient has reported ongoing pain.

Injured - Extent of Injury: Consequence: Other Consequence:

Serious Injury Required r v*

Other Devices Involved in Event

Do you want to add any other devices involved in this event?:

If Yes please tell us about them...

Results @ 'Manufacturer's Investigation

Manufacturer's Device Analysis Results:

This report has been identified as B. Braun Medical AG internal report number CC 400717206 The
primary label (880346-0923) of the bottle was checked, the following is described: Only for external use
on skin wounds. Do not use for infusion or injection! The Instruction for use (IfU 880339-0923) of the
product has been checked and the following is described: -Intended Purpose: For rinsing, cleansing,
moistening and decontamination of acute, chronic, and infected skin wounds and burns. -2. Product
profile and areas for use: For rinsing, cleansing, moistening and decontamination of: [...] For
intraoperative cleansing and irrigation of wounds. For moistening encrusted dressings and bandages
prior to removal -10. General safety instructions: Do not use for infusion, injection or ingestion. The
product quantities sold in 2024 for Prontosan Solution were over 7.6 million. Correct application is deary
stated in the IfU. This case describes an off-label use by healthcare operator. No similar incidents are
reported for 2025. Since there is no trend, no further actions are initated at the moment.

Remedial Action /Corrective Action /Preventive Action:

Product Risk analysis Document-No. RA-88228 Version 18 has been checked, chapt Apt:rliBaitiixri\bf {.f

product not in accordance with specification: reasonable forseeable nttps misuse. '
:/lapps.tga.gov.au/prod/mdir/MDIR03.aspx?sid=1077224563 3154
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intravenous application of the product: Infusion or injection Clear indication of application area on label
and in instructions for use, product used by qualified personel Nr. 9: Labeling of the Product. Wrong
application of the product. Clear description of the application in instruction for use. Every bottle is
delivered with an instruction for use No update of the Risk Analysis is necessary.

Internal Corrective Action Reference #:

. Planned Actions and Proposed Timeline of Completion:
Completed Actions:

Other Similar Events Manufacturer / Sponsor Aware of:

Countries Where These Similar Adverse Events Occurred:

Additional Comments:

Please attach additional documentation or information such as pictures

Report Attachments if necessary andior available.
Attachments can be any type of Office file or PDF file.

Select additional file and press Add button to attach to report (up to 3MB each).
Repeat for multiple files (up to 16MB in total):

Choose Files No file chosen

R - - -
Privacry Informatinn
w d

i}

For general privacy information, go to http://www.tga.gov.au/about/website-privacy.htm.

The TGA collects personal information in this report to:
¢ Contact the sponsor, manufacturer, healthcare facility, or their authorised representative, if
further information is required.
¢ Check that the same information has not been received multiple times for the same problem
with a medical device.

Press the Print button if you would like to keep a copy of the report details.

Report was created / updated successfully with following details:
Report#: 115036

Initial Device Description:

Device ARTG#: 433910

Name: B Braun Australia Pty Ltd

Date of Adverse Event: 16/06/2025

https://apps.tga. gov.au/prod/mdir/MDIR03.aspx?sid=1077224563 .5
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Number of Incidents in Report: 1
Report Type: Initial
Report Status: Triage

Form ID: 618138

Back to Summary

https://apps.tga. gov.au/prod/mdir/MDIR03.aspx?sid=1077224563
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Submit to TGA

Print Report

New Report
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