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3 JiKapcbKHX 3ac00iB
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Kommanis TOB «b. bpaym Menikain VYkpaina» (koMmanis), ska € YIOBHOB&XEHHM
NpPeACTABHUKOM B YKpaini kommanii «b.bpayn Menszynren A, Himewanna/B. Braun Melsungen
AG, Germany (BEpoOHEK), BHCIOBTIOE Bam cBoro moBary Ta 3BepracThes 3 imdopManicro mono
Poszunny gas ipuranii pas Prontosan® (IIponrocan)/Prontosan® Wound Irrigation Solutien,
APTHKYJ/ cepisi: HCBIAOMHIA.

BupoOHEK HanaB KoMOiHOBaHHIA 3BIT 3 Oe3neKu, AKAM BKIFOTAE AK TEPBUHAY, TaK 1 QiHAILHY
omiHky iHdopmaiii 3 Gesneku Manufacturer Incident Report # 400723274 sim 22.08.2025
(1oxaeMo j1o UpOro JUCTA), B AKOMY HASTHCH MPO HACTYHHE:

Onuc BUOAJIKY, KM BUHWK Ha TepuTopil HiMeuynan
10.08.2025 BupoSHUKY 6yIo HaJjaHO HACTYIHY iHGOPMALIio:

Memuaauii npanipHEK BHNAAKOBO BRiB npuOimmusHo 40 M posumHy mns ipuramii pan
IIpoHTOCan BHYTpIIIHBOYEPEBHO d[epe3 ApeHax. IlamieATka CKApKHUTLCA HA HYAOTY, CJIH30BO-
BOASHHCTY Tiapelo, a Jeski nabopaTopHi MOKa3HHKM BHXOIATH 3a Mexi Hopmu. [licns BBEAEHHS
Benmukoi xizekocti pigmau (NaCl) moxasHWKH AEI0 MOKpAIMIHCH. MeingHui HpaliBEMK MaBb
HaMip MOBTOPHTH ipHUTallilo, aje IHcAs KOHCYJILTauil 31 CTapliuM JiKapeM OyJo peKOMeHIO0BaHO
IBOTr0 He PoOHTH. 3aNHINANOCH MUTAHHA, UM MOMIIHBO PETPOCHEKTHBHO BXWTH SKHXOCH 3aXOjiB,
HAIPUKNAJ, IPA3HAYMTHE aHTHOIOTHKHM abo iHmm JikyBanbHI zaco0m. [lamientka mepeGypac y
HPHHMAJIbHOMY BifUIUICHH.

Ha ocnoBi Bapanoi ingopmarii Oymo He3posymino, dIm mnepeOyBaHHS Malli€eHTKH Y
NpUHMaJIBHOMY BiJIIIEHH] OB’ A3aHe 3 {HIIAM BHIIAJKOM, 9H 3 BHYTPIIIHLOYCPEBHMM BBENCHHAM
[IponTtocas.

Byno 3aiiicHeHO KinbKa 3anuTiB, i 20.08.2025 Oyno HajaHo HacTynry indopManio:

INamieutka Mac Iiarmos amcHOKApIMHOME HPAMOI KHIIKH, $Ka, 3d HASBHOK 1HGOpMAamico,
Oyna noBHicTiO Buyianiena. TlawienTka — xiHKa, HapojukeHa v 1975 pomni. BoHa Bxe Oyia BHIHCaHa
3 JIKapHI, Maja JAPEHAX, AKUN NOCTIMHO QYHKINIOHYBaB, 1 3BepHylacsa AC IPUMMAILHOTO
Bigminenus 9 cepuHd 4epes lpunmHedHa poboru apesdaxy. Toai i 6yno Beemeno IlponTtocaHn.
Bona Binpearypana ma npenapatr rocrpo. IToGiuni edekrH, HMOBIpHO, € TOEAHAHHAM KIIIHIYHOT
KapTHHHE Ta peakuii na IlponTocan. Yepes 1i peakuii Oyno mpoBeAeHO Xipypriune BTpydYaHHS. i
gac IKOr0 B YepeBHil MOpoKHHHI Oyno BHaBiIeHO MiMpaTwuHy piguHy. Byno BcTanOBIEHO, WO
JpeHaxHa TpyOka Oinbmme He mnepeOyBana y TIpaBHJIRHOMY mTojoxeHHI. Ha naHmilt MomedT
HallieHTKa NodyBaeThes JoOpe Ta mepelyBac Ha HUIAXY OO OXNYXaHHA. JIpeHak 3alMIIacThCs

BCTAHOBJICHHM, 1 BOHa BCC IIC I'CCIIITANNI30BAHA. UB JlepikaBHa ciyxk6a
HKOHTaKTHi AaHi: YKpa'l'HI/I 3 JIiKapCLKI/IX
Muxaiiniok M.C. 3ac00iB Ta KOHTPOJIIO 3a
+380671553531 HapKOTHKaMH

Nel4571/08-25 Bin 26.08.2025

w2 [[EINNEAA TR
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OckiTbKH HOMEP cepii HeBiOMui, nepesipka BUPOOHHYOT JOKYMEHTAIlH HEMOMTHRA.

Y JHaHOMy BHNAAKy ONHCAHO MOMHJIKY 3acrocyBauus IIponrocamy: posuun Oys
MOMHJIKOBO BBEAEHUIT BHYTDIIIHBOUSPEBHO dYepe3 MAPCHAXK, IO IPH3BENO A0 XipypridHoro
BTpy4anHs. IIpapunsHe 3acTocyBaHHA IpenapaTy 4iTKO BUKIAEHE B IHCTPYKUIl 3 BUKOPHCTAHHA
Posuuny and ipurauii pas Prontosan® ([TponTocaH) (IHCTpyKUiK 101aEMO 10 LLOTO JIHCTA).

V pasi oTpaMaHHsS TONOBHEHE HH NOAATKOBOT iH(opMalii By BUpoOHKMKA HaMu Oyie HANAaHO

OHOBJICHHA OO IILOTO JIUCTA.

Hoznatrosuit maTepian: 18 crop.
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Muxaiinrox M.C.



Manufacturer Incident Report (MIR) for
Serious Incidents (MDR/IVDR)
and Incidents (AIMDD/MDD/IVDD)

Reporting Template Version 7.2.1
European Union Medical Devices Vigilance System

Section 1: Administrative information

1.1 |Corresponding competent authority

a |Name of receiving national competent authority (NCA)

ﬁ3undesinstitut fiir Arzneimittel und Medizinprodukte BfArM

b EUDAMED number of NCA

I

c Reference number assigned by NCA for this incident

#  |Reference number assigned by EUDAMED for this incident

I

1.2 |Date, type, and classification of incident report

|2025-08-22 | teg. 2012-10-23) 2025-08-09 to 2025-08-09 |

Date of submission b Date of incident (eg. 2012-10-23) Manufacturer awareness date

2025-08-10 leg. 2012-10-23)

d |Type of report

" Initial

(" Follow up

(¢ Combined initial and final

(" Final (Reportable incident)

(" Final (Non-reportable incident}

e In case of initial and follow-up reports, please indicate the expected date of the next report

[ ] cenuon

f Classification of incident

(" Serious public health threat

(" Death

(¢ Unanticipated serious deterioration in state of health
(" All other reportable incidents

1.3 Submitter information

1.3.1 |Submitter of the report

(& Manufacturer (" Authorised representative (T Other, please specify I

b Manufacturer's reference number for this incident
| |cc 400723274 |




(1]

If this incident invoives_multiple devices from the same manufacturer, please list the respective reference |
numbers of the other MIR forms you have submitted ‘

l— NCA's local reference number | | |

|- EUDAMED's reference number | l

- Manufacturer's reference number I ]

d If this incident is covered under an FSCA, please provide the relevant numbers:
- NCA's local FSCA reference number I |
- EUDAMED's FSCA reference number | ]
- Manufacturer's FSCA reference number | ‘
& | Periodic Summary Report (PSR) ID
£ If the incident occurred within a PMCF/PMPF investigation; please provide the Eudamed ID of that PMCF/PMPF
investigation
1.3.2 |Manufacturer inforriation
] Manufacturer organisation name
{B. Braun Medical AG ]
b [Single registration number
€ Contact’s first name d |Contact's last name
]Mari ] IDesku |
e Email f |Phone
Imari.desku@bbraun.com ] |+4T 582585131 I
g | Country |
CH - Switzerland |
h [Street — Street number
|Seesatz | ]17
i [Address comp_l'ement PO Box o
(. City name Postal code
|Sempach ‘ 6204 ]
1.3.3 |Authorised representative information i
a Authorised representative organisation name
b S}ngle Regi;trat_io;ﬁumb;_” S
€ Contact’s first name ‘ d | Contact’s last name -
e [Emal ‘ f |Phone ]
L | | l
) T o T =
g |Country >4




Street

I

T

Stre;t njmheT

] |Address complement k PO Box |
I [City name | m Postal code
1.3.4 Submitter’s details if not also manufacturer or authorised representative
a Registered commercial name of company
IB. Braun Medical AG
b Contact’s first name ¢ Contact’s last_name T
|Mari I IDesku l
d Email & |Phone
| maridesku@bbraun.com [ |+41 58 258 51 31 |
f | Country
CH - Switzerland
B Street h  |Street number
|Seesatz ] Il 7 _]
i Addres;omplen;nt ] i |POBox
k |Cityname i |Postal code
ISempach | |6204 l




Section 2: Medical device information

2.1 |Unique Device Identification (UDI)
2 | UDI device identifier/Eudamed IDIUnknown ‘ b |UDI production identifier |Unknown ‘
€ Basic UDI-DI/Eudamed-DI |4o3923900000092425 —‘ d |Unit of use UDI-DY [ W
2.2 |Categorisation of device
a Medical device terminology
(" EMDN (" GMDN (" UMDNS(ECRI} (" GIVD/EDMS (" Other, please specify |
b Medical device nomenclature code | |
2.3 |Description of device and commercial information
# Medical device name (brand/trade /proprietary or common name)
|Prontosan Wound Irrigation Solution |
B |Nomenclature text/Description of the device and its intended use
|Prontosan Wound Irrigation Solution ]
(4 Model - d iCatalbgue/referénce_number
e | Serial number - - I f Lot,/b_a-ta-n_number o ]
g Softwar(;ersion_ h Firmware_v;sio;
i Device rﬁanl:lfac_t-dr-iné date (eg. 2012-10-23) i |Device gqiu’ry date _(e.g. 2012-10-23)
k Date when device was implanted {eg. 2012-10-23) | Date when device was explanted {eg.2012-10-23)
m | If precise mpiantfexplant dates are unknown, prowde the duration of implantation |
Number of years I:l Number of months |:| Number of days ‘:I
<] Implant facility o |Explant facility
p Notified body (NB} ID number(s) (if applicable} Notified body (NB] certificate number(s) of device (if applicable}
1 {0344 | [2113812cE01 |
2[ | ||
q Please indicate the date of one of the following:

C First declaration of conformity

(" The device first CE marked

(" First placed on the market

( First put into service

(" If software, date first made available

Year | Month | i




{according to the best knowledge of the manufacturer}

2.4 |Risk class of device when placed on market
a (" This device has been placed on the market before the implementation of the MDD/AIMDD/IVDD
b MDD/AIMDD VDD

" active implant (" IVD Annex Il List A

 class Il ¢ IVD Annex Il List B

(" classlib (" IvD devices for self-testing

; c:ass :Ia (" IVD general

Class

( class Is

(" classIm

C class Ism

(" custom-made

€ VIDR Type (Muttiple choice) IVDR Type (Multiple choice)
implantable

= class Ili H ] . ( class D [Jself-testing

" class Ilb [ activeldevies (" class C
I:lintended to administer and/or D BEAEPAtICNtitesting

C class lla remove a medicinal product C class B Dprofessiona! testing

" class| ) » (" class A
[[Isterile conditions [Jcompanion diagnostic
[Jmeasuring function [Jreagent
Dreusable surgical instruments Esoﬂware
[software [Jinstrument
[]systems [ ]sterile conditions
[Ciprocedure packs
[Jcustom-made
[CInon-medical purpose

2.5 |Market distribution of device {region/country)

if different from device being reported on)

? [CJAll EEA, Switzerland and Turkey
kT [J8e [Jec [KcH [Oor K<z [Koe [Jok [ KEes KA KR [Jes
KGR KHR [JHU [ [Ois K [Ou Ko Ow K [OMmr KNG [Ono
KL [XKPT RO [ KISt [XSk [XTR
|Others:  [AL, AO, AR, AU, BB, BO, BA, BR, CA, CL, CN, CO, CU, Dl
2.6 |Use of accessories, associated devices or other devices
a |Relevant accessories used with the device being reported on {please list with corresponding Manufacturer if
!different from device being reported on)
b  |Relevant associated devices used with the device being reported on {please list with corresponding Manufacturer




Section 3: Incident information derived from healthcare
professional/facility/patient/lay user/other

3.1 Nature of incident

a Provide a comprehensive description of the incident, including (1) what went wrong with the device (if applicable)
and {2) a description of the health effects (if applicable}, i.e. clinical signs, symptoms, conditions as well as the

overall health impact (i.e. Death; life-threatening; hospitalization — initial or prolonged; required intervention to prevent permanent
damage; disability or permanent damage; congenital anomaly/Birth defects; indirect harm; no serious outcome}

On 10.08.2025 the following information was provided:

Healtcare professional accidentally administered approximately 40 ml of Prontosan wound irrigation solution intra-abdominally
through the drainage. The patient is complaining of nausea, mucous-watery diarrhea, and some lab values are outside the normal
range. After administering a large amount of fluids (NaCl), the values have slightly improved. The Healthcare professional would like to
irrigate again, but after consulting with the senior physician, he advised against it. The Healthcare professional’s remaining question is
whether anything can still be done retrospectively, such as administering antibiotics or similar measures. The patient is in the
emergency room.

Based on the information available, it was unclear whether the patient was in the emergency room due to another incident or due to
the intra-abdominal administration of Prontosan. Several inquiries were made, and on 20.08.2025 the following information was
provided:

This is a known tumour patient with adenocarcinoma of the rectum, which was apparently completely removed. The patient is female,
born in 1975. She had already been discharged from hospital, had a drain that was continuously draining, and came to the emergency
room on 9 August because the drain was no longer draining. She was then administered Prontosan. She had an acute reaction to
Prontosan. The side effects appear to be a combination of the clinical picture and Prontosan. Due to the reactions, she underwent
surgery and was found to have lymph fluid in her abdomen. It was determined that the drainage tube was no longer in the correct
position. The patient is currently doing well and is on the road to recovery. The drain is still in place and she is still hospitalised.

3.2 (Medical device problem information

2 IMDRF Medical device problem codes (Annex A)
Coding with IMDRF terms is a mandatory requirement.

Choicg 1 Choice 2 Choice 3 Choice 4 Choice 5 Choice 6
{most relevant)
IMDRF 'Medical device Code Code Code Code Code Code
problem codes' ] || JC]]

If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:




Number of patients involved

I

What is the current location of the device?

| (" Healthcare facility/carer (™ Distributor

{" Patient/user (" Discarded
| { In transit to manufacturer (" Remains implanted
| " Manufacturer (& Unknown " Other:

|0perator of device at the time of the incident

| " Healthcare professional (" Patient/lay user (" Other, please describe [

Usage of de?vice(?s inte_ndetr N

" Initial use " Reuse of a single use medical device

{" Reuse of a reusable medical device (" Re-serviced/refurbished/fully refurbished

(" Problem noted prior use (" Other: |

Remedial actions taken by healthcare facility, patient or user subsequent to the incident




3.3  Patient information
a IMDRF "Health Effect’ terms and codes (Annex E, F)
Ceding with IMDRF terms is @ mandatory requirement.
Choice 1 Choice2 | Choice3 | Choiced4 | Choice5 | Choice6
{most relevant]
IMDRF 'Clinical signs, Code Code Code Code Code Code
symptoms, and conditions
codes' {Annex E) [ E1303 | |[ ero20 ||[ Er008 ||| I il ]
IMDRF 'Health impact’ Code Code Code Code Code Code
codes Anmex ) I I | | s
If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:
b Age of patient at the time of the incident
years months | days | |
© Gender (¢ Female " Male (" Unknown (" Not applicable
d Body weight (kg)
e List any of the patient's pri;r health condition o?rr_léd_ica;:ion that m_ay be relévant to-thi;nc_iderT -
3.4 |Initial reporter (can be healthcare professional of facility, patient, lay user)
= Role of initial reporter
{® Healthcare professional {~ Patient (" Layuser (” Other, please specify ] |
h Name of healthcare facility where incident occurred
|Caritas—Krankenhaus St. Josef |
c Healthcare facility report number (if applicable)
d Co_n’Eact’s-;-f-irst name (-] Conta_ct’s last name
IHeIena —l ]Grdger |
f Email N g Phone
|hgroegeracsj.de | [+49 941 7823328 |
h Country
DE - Germany
i Street - I |street number
k |Address complement B I PO Box __-
m | City name B o #  Postal code

L= | | |




Section 4: Manufacturer analysis

4.1 [Manufacturer's preliminary comments

a For initial and follow-up reports: preliminary results and conclusions of manufacturer’'s investigation

b Initial actions (corrective and/or preventive) implemented by the manufacturer

c What further investigations do you intend in view of reaching final conclusions?

4.2 |Cause investigation and conclusion

a  For Final {(Reportable incident): Description of the manufacturer's evaluation concerning possible root
causes/causative factors and conclusion

This report has been identified as B. Braun Medical AG internal report number CC 400723274,

The Instruction for Use (IfU) for Prontosan® Wound lrrigation Solution (88228) have been reviewed and contain the following
information:

indication:

For rinsing, cleansing, moistening and decontamination of:

a) acute non-infected and infected wounds: traumatic wounds (e.g. lacerations, crush injuries).

b) chronic non-infected and infected wounds including pressure ulcers; vascular ulcers; diabetic ulcers.

¢} postoperative wounds,

d) thermal and non-thermal burns degree: fa, b and Ill,

e} fistulas and abscesses.

f) entry ports of urological catheters, PEG/PEJ tubes or drainage tubes.

g) peristomal skin.

For intraoperative cleansing and irrigation of wounds. For moistening encrusted dressings and bandages prior to removal.

Contraindication:

a) if the patient is known to be allergic or if it is suspected that the patient may be allergic to one of the ingredients of the product.
b} on the central nervous system or the meninges.

€) in the middle or inner ear.

d} in the eyes. If Prontosan® Wound Irrigation Solution comes into contact with the eyes, flush the eyes with running water and seek
medical advice.

e) on hyaline cartilage and in aseptic joint surgery. If Prontosan® Wound Irrigation Sclution does come into contact with aseptic
cartilage, it should be immediately irrigated with Ringer's solution or normal saline.

f) for peritoneal lavage/rinsing.

Composition: Purified Water, Betaine Surfactant, 0.1 % Polyaminopropyl Biguanide {Polyhexanide).
Since no batch number is known, no review of the batch documentation can be performed.

The case describes a use error of the product. The solution was mistakenly administered intra-abdominally through the drain, resulting
in surgery. The application of the product is dearly stated in the IfU.

b 'For Final (Non-reportable incident): Fill out rationale for why this is considered not reportable

[ Is root cause confirmed?

®Yes (" No




d Has the risk assessment been reviewed?

(e Yes C No If 'No', rationale for no review required:

If the risk assessment has been reviewed, is it still adequate?
(®Yes (No

Results of the assessment:

Product Risk analysis Document-No. RA-88228 Version 18 has been checked, chapter B1.1:

Nr. 7 Intravenous application of the product, LC: infusion or injection. Clear indication of application area on label and in
IfU, product used by qualified personnel.

Nr. 9 Wrong application of the product. Clear description of the application in IfU. LC: Every bottle is delivered with an
instruction for use.




IMDRF ‘Cause Investigation' terms and codes {Annex B, C, D)

{Annex G)

e Coding with IMDRF Choice 1 Choice 2 | Choice 3 | Choice 4 | Choice 5 | Choice 6 | Choice 7 | Choice 8

terms is a mandatory | (most relevant)
requirement.
IMDRF Cause Code Code Code Code Code Code Code Code
investigation: Type
of investigation [ 811 | I B12 [ | R13 ] | ] ‘ | il | I

|| {Annex B}
IMDRF Cause Code Code Code Code Code Code
investigation;
Investigation

|| findings I s I I _] r ] | | I | l
{Annex C}
IMDRF Cause Code Code Code Code Code Code
investigation:
Investigation I D1102 I | | I I I j I |
conclusion (Annex D)

|

| If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

f | IMDRF Component codes (Annex G)

| Coding with IMDRF terms is @ mandatory requirement.

n

i Choice 1 Choice2 | Choice3 | Choiced4 | Choice5 | Choice6 ||

(most relevant) |

IMDRF 'Component' codes Code Code Code Code Code Code

| If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

| Description of remedial action/corrective action/preventive action/field safety corrective action {FSCA)
|(For a FSCA, fill in the FSCA form }

No sample is available. Therefore, no analytical testing is possible.
Correct application is clearly stated in the IfU. Since this is the first complaint caused by intra-abdominal administration, there is no
trend. No further actions are initiated at the moment,

h

Time schedule for the implementation of the identified actions

Final comments from the manufacturer on cause investigation and conclusion




4.3

Similar incidents (for Final {(Reportable incident))

4.3.1 Use of IMDRF terms and codes for identifying similar incidents |
a Identification of similar incidents using IMDRF Adverse Event Reporting terms and codes
Tick-mark which code or combination of codes were used for identifying similar incidents.
Choice 1
[IMDRF code relating to most relevant 'Medical device problem' (Annex A} )
IMDRF code relating to most relevant 'Investigation finding' {Annex C, ‘Cause investigation’} O
7] Other — enter description of what similar incidents are based on and the rationale why the above IMDRF
: codes were not used
4.3.2 Use of in-house terms/codes for identifying similar incidents (only for transition period)
a If similar incident were not identified by IMDRF codes but by in-house codes, please provide the codes and terms
below.
Choice 1
Code/term for most relevant medical device problem Code | J
} Term |
| Code/term for most relevant root cause evaluation Code | |
Term | |
]:] Other — enter description of what similar incidents are based on and the rationale why the above codes were not used
e —— ——
i 4.3.3 Number of similar incidents and devices on the market
a Indicate on which basis similar incidents were identified regarding the device or device variant:
I (& Model (" Software (" Lot/Batch (" Product platform (" Other variant
' ‘ Details of the selection made above
b | Indicate to what criteria the number of devices on the market {also known as denominator data) is based on

(tick the most appropriate):
(e Devices placed on the market or put into service
(" Units distributed within each time period
" Number of tests performed

| " Number of episodes of use (for reusable devices}
(" Active installed base

Units distributed from the date of declaration of conformity/CE mark approval to the end date of each time
‘ period

(" Number of devices implanted
|(" Other -describe




¢ Enter the number of similar incidents and devices on the market for the indicated time periods
You must use yearly time periods unless:
A: a different time period has been specified by the European vigilance Working Group
B: the device has not been on the European market for more than three years
Time period (N) Time period (N-1) Time period {N-2) Time period {N-3}
Year to date = incident year |  calendar year one year calendar year two years calendar year three years
before incident before incident before incident
{e.g. 2012-10-23} {e.g. 2012-10-23) {e.g. 2012-10-23) {eg. 2012-10-23)
Start date | 2025-01-01 | | 2024-01-01 | 2023-01-01 | | 2022-01-01
End date [ 2025-07-31 | 2024-12-31 | 2023-12-31 | | 2022-12-31
Number of | Numberof | Numberof | Numberof | Numberof | Numberof | Numberof | Mumberof
similar devices on similar devices on similar devices on similar devices on
incidents market incidents market incidents market incidents market
Country of
incident | g J | 279,850 l | I I I I ! | l |
EEA+CH+TR | o ||| 1a630n || Il Il Il I |
world | o ||f aze7.20s || Il || | If |E
d  |Comments on how similar incidents and associated number of devices on the market were determined
]

Section 5: General comments




Coded summary of report (will be auto populated from previous selections)

Medical device name

IProntosan Wound Irrigation Solution

Basic UDIDI  [403923900000092425 |

UDi device

i UDI production
identifier

Unknown
identifier

IUnknown

IMDRF adverse event reporting terms and codes
IMDRF=International Medical Device Regulators Forum. Coding with IMDRF terms is a mandatory requirement,

[ I —
||

IMDRF clinical signs,
symptoms, conditions codes [ E1303 || E1020 || E“’ﬂ

|
IMDRF health impact codes || F1901 ||| il HI 1l

IMDRF Medical device

problem codes Iﬂ(ﬂ | 1 |

IMDRF Component codes I l ]

I I |
| IMDRF Cause investigation:

——

Type of investigation | el Jl B12 l B13 I 1

IMDRF Cause investigation:
Investigation findings.

L || )

IMDRF Cause investigation: e
Investigation conclusion. ‘ | ] [ | | ]

| p1102 |

Submission of this report does not represent a conclusion by the manufacturer and / or authorised
representative or the national competent authority that the content of this report is complete or
accurate, that the medical device(s) listed failed in any manner and/or that the medical device(s)
caused or contributed to the alleged death or deterioration in the state of the health of any person.

| affirm that the information given above is correct to the best of my knowledge.

Before signing and submitting

‘ Check the form | ‘ Save as PDF ]

Date

Signature/Digital Signature

A Digital unterschrieben von Mari Desku
Ma re DeSkU Datum: 2025,08.22 09:39:22 +02'00°

Send as XML file [ Submit XML by Email |

Send as PDF file \ Submit PDF by Email |




3.1 a - Provide a comprehensive description of the incident

On 10.08.2025 the following information was provided:

Healtcare professional accidentally administered approximately 40 ml of Prontosan wound irrigation solution intra-abdominally
through the drainage. The patient is complaining of nausea, mucous-watery diarrhea, and some lab values are outside the normal
range. After administering a large amount of fluids (NaCl), the values have slightly improved. The Healthcare professional would like
to irrigate again, but after consulting with the senior physician, he advised against it. The Healthcare professional’s remaining
question is whether anything can still be done retrospectively, such as administering antibiotics or similar measures, The patient is
in the emergency room.

Based on the information available, it was unclear whether the patient was in the emergency room due to another incident or due
to the intra-abdominal administration of Prontosan. Several inquiries were made, and on 20.08.2025 the following information was
provided:

This is a known tumour patient with adenocarcinoma of the rectum, which was apparently completely removed. The patient is
fernale, born in 1975. She had already been discharged from hospital, had a drain that was continuously draining, and came to the
emergency room on 9 August because the drain was no longer draining. She was then administered Prontosan. She had an acute
reaction to Prontosan. The side effects appear to be a combination of the clinical picture and Prontosan. Due to the reactions, she
underwent surgery and was found to have lymph fluid in her abdomen. It was determined that the drainage tube was no longer in
the correct position, The patient is currently doing well and is on the road to recovery. The drain is still in place and she is still
hospitalised.

4.2 a - Description of the manufacturer’s evaluation concerning possible root causes/causative factors and conclusion

This report has been identified as B. Braun Medical AG internal report number CC 400723274,

The Instruction for Use {IfU) for Prontosan® Wound Irrigation Solution (88228) have been reviewed and contain the following
information:

Indication:

For rinsing, cleansing, moistening and decontamination of:

a) acute non-infected and infected wounds: traumatic wounds (e.g. lacerations, crush injuries).

b) chronic non-infected and infected wounds including pressure ukcers; vascular ulcers; diabetic ulcers.

¢} postoperative wounds.

d) thermal and non-thermal burns degree: lla, llb and IIl.

e) fistulas and abscesses.

f) entry ports of urological catheters, PEG/PEJ tubes or drainage tubes,

g) peristomal skin.

For intraoperative cleansing and irrigation of wounds. For moistening encrusted dressings and bandages prior to removal.

Contraindication:

a) if the patient is known to be allergic or if it is suspected that the patient may be allergic to one of the ingredients of the product.
Ib) on the central nervous system or the meninges.

c) in the middle or inner ear.

d) in the eyes. If Prontosan® Wound Irrigation Solution comes into contact with the eyes, flush the eyes with running water and seek
medical advice.

e} on hyaline cartilage and in aseptic joint surgery. If Prontosan® Wound Irrigation Solution does come into contact with aseptic
cartilage, it should be immediately irrigated with Ringer’s solution or normal saline.

f) for peritoneal lavage/rinsing.

Composition: Purified Water, Betaine Surfactant, 0.1 % Polyaminopropyl Biguanide (Polyhexanide).
Since no batch number is known, no review of the batch documentation can be performed.

The case describes a use error of the product. The solution was mistakenly administered intra-abdominally through the drain,
resulting in surgery. The application of the praduct is clearly stated in the IfU.

4.2 d - Results of the assessment:

Product Risk analysis Document-No. RA-88228 Version 18 has been checked, chapter B1.1:
Nr. 7 Intravenous application of the product, LC: infusion or injection. Clear indication of application area on label and in IfU,

praduct used by qualified personnel.
Nr. 9 Wrong application of the product. Clear description of the application in IfU. LC: Every bottle is delivered with an instruction

for use.

4.7 g - Description of remedial action/corrective action/preventive action/field safety corrective action (FSCA)

[No sample is available, Therefore, no analytical testing is possible.




Correct application is clearly stated in the [fU. Since this is the first complaint caused by intra-abdominal administration, there is no
trend. No further actions are initiated at the moment.




Poaunk gnn ipkrali pad Prontesan® {IposTocas) — iHCTPYKIYiA 3 BUKOPHCTAHHKA UA054

Posuunn gnsa ipurauii pas Prontosan® {[podTocan)

IHCTPYWLiA 3 BHKOPHETAHHA AANA GMHILEHHSA, NPOMUBAHHA T3 3B0/ICHEHHS FOCTPMX,
XPOoHIUHNX T4 MthikoRaHVE LIKPHWUX Pau Ta onikie wripw.

1. BoTym: XpoHiMK pary LKIPK YECTO NOKPMBAKITLCA CTRYNEMM, HEKPOTHYHOK TKAHUHOK Ta / abo Gionmakor. Lli NoKpUTTA BaXKO BUOANMTA i
Lie NPH3BOOKTD A0 3aTPMKKM 3aroeHHA pad. Po3urH Bs ipurauil pay PeauwH ANA iprrayil pad Prontosan® (Mpowrocan) no3B0ARE noatyTuca Lyx
NePeWwKof ANA 3arucHHA PaH 33BGAKN X QUMILEHHD,
[oCTPI paHk TaKoXK NoTPeSyIOTh HANEXHDD OYMIEHHR HEPEeE NPHCYTHICTL B HAX CTOPOHHIX YACTOK Ta MIKPOODFaHI3MIE, SIKI MOXKYTS NepewskopKaii
HOPMANEHOMY MPOLECY 3aI0EHHA Pau | NPUIBOMUTY OO TAKWX YCKAaaHeHs, AK iHdexuia.
3aBAAKN YHIKANEHOMY MOEOHEHHIO KOMMOHEHTIB (3 caMe, aHTUMIKDOBHGT DEUOBIMHW, NONIFEKCaHgY T NOBRPXHEBO-AKTVBHGE DeMOBKHN GeTaiky),
Ppa34vH AAs ipurauil pa< Prontosan® (TiperTocak) igeankHo nigxomms ANA sanobirakHa yTeopeHH) Gionniaka,
Posuuk pas ipurayi pays Prontosan® (NpoHTocaH) NoTRIGHO BAKOPHCTOBYBAT GAA OYWLLEHHE PaH NEPEE NO4ATKOM NiKyBaHHA refeM AnA pad Pron-
tosan*{Mponrocan) abo Prontosan® X{MpoxTocar Ike).
Bn6ip mix renem
Tent gnr pad Prontosan® (TipokTacaHd) | renk anA pad Prontosan® X{MpotTocar Ikc} [O3BONANTS OATUMANLHO BMKOPWMCTOEYBATH HE BERMKMX i
rAnGoKuX parax.
8 ocHoBHOMY ofWaBa NPOSYKTY NIGXONATL AAR BUKOPUCTAHHS B ByNb-Axux yMoBax. DgHak vepes Ginbll BUCOKY B'A3KICTa renk ana pad Pron-
tosan®X {[TponTacan IKe), MK PeKOMEHTYEMO BUKOPVCTOBYBATH #OM0 f1NA BENYKWUX PaHEBUX MOBEPXOHb, BRIKYa:0UM oniki,
Fems pns pa Prontosan®(fipoHTocaH) B Ginkty pigkuit, ToMy #0r0 nerie HaHOCUTW Ha k80Kl 60 TYHeNbH! PaHu, PaHOR NOPOXHUHA Ta ¥
BAMKOOCTYNENX MICURX,
Pesiome 3 Geanexu Ta kikiuHol eqexTuprocTi (SSCP) gocTynHe B eBponefickkin Gasi gaHnx Ana MegrqHix anpobie (Eudamed); BA MOXETS WyKaTv i Ka
ocHoBi Koy Basic UDI-DF 403923900000092425 afio HaseunpogyiTy. https:/ec.ouropa. euftools/eudamed, Peasme TAKOK MOKHE OTPUMETH ¥ BUDOGHIKA,
2, KopoTkvil onie npenapaty Ta cepa 3aCTOCYBaHHA:
n Quiii|eHHs, 3BONIONEHHA T2 IHEIAPKEHHR (JEKOHTAMIMALN) HACTYTIHHX KATErODIN YLIKOKEHS:

a) rocTpi HeikdikoBak Ta ikiKoaaHi DaHK: AOCTTEABMATUYHI PaHM (TaKi AK NOpPARWHI, PBaHi Ta POIYABNSH DAHN )

6) xpoHi4Hi He:HbikaBaHi Ta ichikoBaHi panw [y ToMy JMCAi CrAaEHI, FMBOKT axy, 2 TAKOXK BAKKOAOCTYIH Ta PaHK, AKI BEKKS NQOAHITECA Niky-

BaKHKG), B TOMY “MCni apTepizanbHi Ta BeHesHI BUDA3HW, fiabeTuqHi Bpaaxy | rpaneskHi;

B) TEPMI4HI TA He TepMIMHI oniky cTynens: [a,ll6 ta N,

T} DaHW, BUKAMKAHI PagiaLifiHAMK ABPLUAMW.

I} cavwi Ta abougey

) ExiaHi oTEOpK YponoriHnx Katatepis, PEG / PEJ aokaie Ta ppeHamumnx TpyGoK.

£} LUKIpa HABKOMD CTOMK.
AnA IMTpacnepaLIfHON QYALLEHHF T 3DOLISHHR DaH.
7R 3BOROKEHHA BKPUTHX KIDKOID ROBERXHI Daru BUHTIR T3 NOB'FI0K NEPE] I BURANEHHAM,
3. 3arankHe BUKOPHCTAHHA: [NA oMTuMantHWX pesynbTatie nepen obpebkow padn leneM gna pak Prontosan® [Mipovocan) uv Tenem anm pad
Prentasan® X (TpokTocan Ikc),ove. oxpesy iHopmaLlia Npe npenapaty, SiNAHKY HABKORO Dany CNif 04ACTUTH Ta 0GPOGHTH PO34YMHOM ANA puraul
paH Prontosan” (MpoxTocak),
Poaunk ans ipurauil pad Prontosan® (NpoHTocaH) Moxe BUKOPHCTORYBATACA [1N1A 3POILEHRA KOMMPECB, TAMNOHIB a6 NA cepBETOK ANA OYKLLIEHHS,
KONK Lie HeobXigHO.
PoauuH gns ipurauii paH Prontosan® {MpoHTocaHichig 4acTo 38CTOCOBYBATH A OTPHMAHHA T2 NiATPMMKY BI3Y2NBHOI YNCTOTH DaHw,
INepeg avkoprcTaHHAM Poauwry gns ipurayi’ Prontosan?® (MpoHTocaH) MoxHa NigirpiTk 4o TeMnepaTypu Tina.
TTos'n3ky | GaHpaXi 3 PaHK YaCTe YTBOPHOIGTE KIPKY | NPWAWNAHOTE AC NoBeEXHI paxu. [x BANAMEHKA MOXE TPABMY3aTH Paky, LD, B CBOID Hepry,
MOXE YNOBIREHWTW 3aF0EHHR, ¥ Pa3i cKnapHocTi i3 BingineHHAM GMKTIB Bif paHY, PEKOMEHYETECA fPOCOMYBATH NoR'A3KY Po3uuHoM BnA iprrau
paH Prontosan® (MpoHTocaH), Wo Ao3B0MTE X ZENIKATHO 3HATY.
TpancypeTpanbti KaTeTepi: PETENSHO IMOUITL CTEPUILHY Mape T OUACTITS MICLE BBEAIEHRR KaTeTepa.
3onaw PEG/PEJ Ta HagnoBKoBj xaTeTepu: N8 oYelieHHS BXOGY BUKOPUCTORYWTE BIONOBIAHY KifbKICTL PO3uMHY ana purauil paH Prontosan®
{FpoHToCaK}, IHKPYCTALT MEXH2 320N0XUTH POIYMHENM ANS ipwrauil paH Prontosan® (Mpoxtocar),web ix Syno nerke suganrmv. Cyxy ainstky Wkipy
OTOMITH CTEPANBHOKY MAPNEBCHD CEPBETX0H), A NOTIM HAHECITh CTEPUILHE NOKPHUTTA.
Bornsan 3a CTOMOK: PETENLHO 3MOMITE NOCTATHIO KINEKICTE CTAPMNGHIX KoMApecia, OMUETITE JINAHKY LUKIPH HABKONO CTOMM, & NOTIM NPOCYWITE il
Mepen sukoprcTadHAM PO3YMHY ONF AR ipwraui pad Prontasan® (MpouToced) peTensHo SMWATE Gybs-Axi aanviky mina, wased abo Macen, iHwux
OYHLLYIOSUX PEHOBHH,
4, NepepBavyaai kopueTypavi: PoswuH pna ana ipwrayii pad Prontosan® {ipoHTocan), & ApusHaveHwH AnA BUKOpUCTaHHR RpodeciiiHumy
KOPUCTYBAYaMU 260 NPOIHCTRYKTOBAHVMA GOPOCNUMU KOPMCTYBRYAMH,
LinboBa rpyna NaweHTis - GOPOCA) Ta [iTa,
5. OuuuteHHa paun: Boo paky, a TakoX AUAHKY HABKONO Hel cnig peTesHo ourMeTuTd Posuusom par purauii Prontasan® {iponrocad), [
HEYCKNA[JHEHMX T2 rOCTPMX PaH AOCTATHRD NPeMUTY pany. [nA BerukoMacIUTZBHUX DaK, & TAKOMX NS BAKKCRCCTYTIHKK PaH, PEKOMEHIYETHER YDaMEeHY
DiNAHKY NEocouwTH Fosuntom A ipuraii Prontosan® (MpoHTocaH) NpoTRroM (joHaiiMeHLwe 5 XeunuH. Pos4aH Chig BUKOPYCTORYBaTY HEPO3BENEHMM.
6. TonepaHTHICTL TKaHMH Ta GiocYMICHICTB: AepMAaTOAOTIYHI NEPERIPKE TA DLIHKA noKa3ana, Lo PoayvH ans ipurayil pad Prontosan’ (MpowxTocaH)
ke noapaszHiee Wipy | nobpe nepeHosvTeeA; Bealionicto HEHOGWTLEA T2 HE RPUIHINYE rpaHyNlBaKHA | eniTenizauin.
7. Nobiuni edpercrv: ¥ oyxe piokicHux swnagxax nicis 3acTocyBaHHR Posuuky BnA ipwrauii pad Prontosan® [poHTocak) Moxe 3'RBMTHGA Nerke
MENIHHA, AKE 3a38M4ai NPOXCOKTE Yapes KiNkKA XBUAVH. Posundy gna iprrauii pad Prontosan® [TIpoHToca) MoxkKe BHKMKETH aneprivki peasyii, Tax Ax
caeplix {xponue'aHxa) Ta evcKn (skaanTema). ¥ ploKicHUX BunaKax (MeHwW Kix 1 i3 10 000} nosigoMARNDCA NPO BMRMKHEHHR AHAGINAKTMMFOTD WOKY.
8. MporunokaaaHHA:
Poavnr ang ipwrayll pan Prontosan® (TipowTocar) He crig aacTocosysant:



a) axLLe BineMo abo € NINO3PY, WO NALIEHT M3E AReprii HA OFWH i3 KOMNOHEKTIE NPOAYKTY,

6) Ha UeHTPaNEHY HEPBOBY CACTEMY Y4 HA 0BGNDHKY MOAOBHOTD MO3KY;

B) B NOPOKHUHY CEPEAREOND YW BHYTRIIHEOMD BYXa;

r) Ha chuzoBy oBonokky oxs. Akwo poaunH grs ipuravii par Pronfosan® (TipoHrocak) noTpanie B oKo, APOMKITS 04 NPOTOHOK B4 Ta

3BEPHITLCA B0 NiKaps;

r) Ha fianHOBKA XPALY Ta NpK acenTuuHi Xipypril cyrnofa, Hxwo PosyuH ana ipuraiil pax Prontosan” (MpoHiocas) scTyNac B KOHTaKT 3 acenTiy-

HitM XpSULEM, ROro S HeraliHo NPOMMTH poauMHoM Pidrepa 260 3euuaikiM dizionoriyuum poasiHoM;

£} iR NON0CKaHHS abo NPOMWBAHHF OYePeBUHK.
9. O6MeXeHHA BHKOPUCTAHHA: [epiaf] BArTHOCTI Ta FonyBaHHA rPYAAI: BIACYTHI AaH NDO HAABHICTE Gymb-AKWX MyTargHHIX Y emBpioHanbHO-
TOKEWIHWX eheKTiB KoMNOHeHTIE Npenapary, Yepes BIECYTHICTL BIGNOBINHIX KNiRIuRMX BMNPOGYBaHE Ta HEROCTATHIA KNIHINHWA DUCEI BUKOPUCTEHHA
cepeq BariTHiX 7a rogyKYvX MPyALMM XIHOK Po3ukH BAR ipurauii paH Prontesan® (TipoHTocan) He Ci 3acTocoByBaTy.

10. JaranbHi iHcTPyKuil tofo Gearexu: JlMwe AN 30BHIEHBOMO BUKOPWCTaHHA. He BUKOPMCTOBYTe ANA indryall Ta iH’ekuil! He kosTami. He
BMKOPHCTOBYATE B NOEAHAHHI 3 OUALIYBANELHAM MWICK [aHIOHHAM NOBEPXHESO-2KTUBHT DEYORIRI), MA3RMM, MACTIAMY T2 IHLUMKM pevoBrtamy. Ll
PEHOBUHY N[ PETENEHO DHMCTUTUA 3 DaHW fTepef] BUKODUCTAHRAM, OCKINLKY BOHI MOXYThL BNAMHYTH HA eheKTUEHICTE OYMLLEHHA POIYUHOM OAR
ipurayf pad Prontosan® (MpoHTOCEH).

BukopucToByiTe Nl Henolkofprexi dnakory. TpwmandTe dnakoH B TemsoMy Micul. TpuMaliTe B HeQOCTYNHOMY AARA iTel MicLil 3acTocyBaHHa
[pe34kHY AAR ANA Ipurali pax Proniosan® (TipoxTocak) He aaMinie HeoliXigHOLTi CUCTEMHOMD NikyBaxHR aBo iHEre RinNoBIEHE NiKYBAHHR iHdexL,

11. Peagme / TexuiuHa indropmayia: Posunu AnA iprrauii pad Prontosan! (MpoHTocam)- Ue KOHCEPBOBaHWE NPOOYKT, TEPMIH 30EpIraHHA AKOro
CTaHOBUTE & TXKHIB NiCNA #oro BigkpwTTsA. dnakon LeoxigHe 3akpuasTy AINpAsY NICAR BUKOPUCTAHHE ANR 3anobiraHks KOHTaMMaui. Topno
thakoka HeoBXiaHo 3MWAaTK BIR 2a6pYAHEHHA NG 4ac BUKOPMCTaHHA. DhakoH, AKi Ge3nocepafibs KOHTAKTYBANM 3 paroio afio aabpygHanuice
{HWIM cnocobom, HechxiHo yTunisyBarm,

KopucTysavi/afio NaWIEHT ROBIUHHI NOBIZOMASTY BUPOBKUKY 78 KOMNETEHTHOMY AEpXKABHOMY oprany npo Byas-sky nobivky peaxuiio, Aka CTanocs B
HacAOK BUKOPKCTAHHA PoadkHY ANA LR ipwrauii pad Prontasan® (MpowTocan).

Cxnapn: 100 MR PO3UHY MICTITE: 30% PO34MH YHAULKNCHAMINO-nponwkn GaTdiHa, 20 % poz4w: noniamiHonponingiryakia (nonicekcanig) 0,1 Y, iHwi
KOMMOHEHTH,

Dopma BANycKy: Gnaxod 350 MA Ta avyne 40 m.

JoBHiLLHIN BAFNAR 1 3anax; NPo3opul, Sesfiape-ui | NPaKTU4HO 83 sanaxy BOOHMA PO3YNH.

Tepmin z6epiranns 6e3 BiRKPUTTR: SaneitO Bif TEPMiHY NpuaaTHocTi, 36epirarni Npw KiMKATHI: Temnepatypi.

OpuriHan:Ha YNaKoBKa: CTEpPNEHA, Janeyarara,

AMIyny | hNaKoHW: TiNLKK QAA ORHOPASOBOTD BAKOPHUCTEHHA.

IHthopmanin gns aamoBnerns: Posyas Ang ipvrayil pax Prontosan’ (Tipoxtoca), dinakos 350 mn, apTuiyn 400416, Posurn ans ipwraui pax Pran-
tosan® (MpoHTocak), ynakoeka noniMepHsx amnyn Ne 24, apruiyn 400484,

Po3kpuTTR dinakoHy Prontosan® 350 mn:
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