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I anosui Koaxernu!

Kommauniga TOB «b. bpayn Menikan Yxpaina», axa mpencrtasige iHTepecH KommaHii «b.
bpayn Menbsynren Al'», Himedunsa Ha Teputopii YKpainu, BHCIOBIIOE BaM cBOIO 1upy moBary
Ta MOBiZoMysLe Tpo GiHaTbHUE 3BIT IIOJ0 BIAKIMKY MEAMYHHUX BHpOOiB, BBE3CHUX Ha TEPHTOPIIO
Vipainu (nuB. tabdn. 1). Ilepeunannii 3siT 6yB nananuii 21.07.2023 Nel581.

Tabmmna Nel,
Howmep 3a Hasga Hapris/cepia
KaTalloroM
4645103V INJEKT 10 ML DUO 21GX1 1/2" 22M14C8
4645103V INJEKT 10 ML DUO 21GX1 1/2" 22N12C8

FSCA rno6ansHO 3aKpuTo, i BCi MOCTpaxaait KiieHTH Oynu npoindopMosani. Beroro 6ymo
posnogcromxkeHo 2269579200 mpuctpoiB mo BckoMmy cBity, 3 sxkux 643580,00 mpuctpoiB Oymu
NIOBEPHYTI Ta 3HHIIeH]. Pelrra mpucTpoiB BBaXalOTLCH BUKOPHCTAHUMH KIIIEHTaMH.

3 kinekocti 643580,00 npucTpoie Ha TepuTopii YKpainu 6yli0 MOBEpHYTO Ta YTHIII30BAHO
141322,00 npucTpois:

Homep Homep Hazpa KinskicTs, KinbkicTs,
naprii apTHKYJY OTpUMaHa 3HHAMEHA
BiA KjieHTa | oprasizamiero
abo nHa OpPOIaXiB
CKIaai KpaiHu
22M14C8 | 4645103V | INJEKT 10 ML DUO 21GX1 1/2" 1843 1843
22N12C8 | 4645103V | INJEKT 10 ML DUO 21GX1 1/2" 139479 139479

[ndopmyemo, o Bel KOpuryBaibHl 3axonu Oynm BnpoBaspkeni jo 9 nucronana 2023 poky. Sk
KOPUI'YBaJbHUH 3axig, Oy/MH BCTAHOBIEHI BEPXHI Ta HIKHI JOHYCKM U BiAcTaHi MIX ABOMAa
CTOpOHAMHM OJIOKY YKHaJaHHs Ha NaKyBaNbHIA JiHil, 4 TaK0OXK BBEICHO LIOTHXCHEBY IIEPEBIPKY wiei
BIJICTAHI B paMKax TEXHIYHOTO 00CIyTOBYBaHHS.

Punkosi nii sasepmeni, a CAPA BBaxaeTbes edekTdBHOIO (3aBeplieHo 2 sepecHs 2024
POKY).

Hapaemo komiro dinansroro 3sity Report Form Field Safety Corregtiye Agtion, Medicak,
Devices Vigilance System (MEDDEV 2.12/1 rev 7), parosanoro 24.03.2025. YKpaiHu 3 TiKapChKuX

3aco0iB Ta KOHTPOJIIO 3a
HapKOTUKaMH
Ne4460/08-25 Bin 24.03.2025

eet NIRRT
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Mu mparneMo IIOKpauIyBaTH 3J0pOB'a Jomeil uepe3 yci Hami ail. besmexa mamieHTiB i
KOPHCTYBA4iB € HalIHM HaliBumum mpiopureToM. [Ipocumo BubaueHHs 3a OyIp-fAKi CIipHYHHEHI
HE3pYYHOCTI Ta 3a3Jaleriib AAKyEMO 3a Ballly CIIBIPALIO ¥ MIBUIKOMY BHPIIIEHHI IIi€i mpoOIeMHu.

3
3 noBaroro,

Meme prep 3 SKOCTI, YII0BHOBaXkeHa 0coda 3 SIKOCTI,
PH3UKIB,YIPABITIHHS CKapramu,

KOHTPOJIIO JOTPUMAHHA KOPIIOPATHBHUX

nonitux ta cranaaptie TOB «b.Bpayn Meaikan Vkpainay -~

[\ Aennc A.B.

daxiseus 3 GpapMaKoHATTIAITY

TOB «b.Bpayn Menikan Yxpaina» Muxaitmox M.C.

Buxonaseup: Jexic Ania
+380674459004



Report Form

Field Safety Corrective Action
Medical Devices Vigilance System

new case, keep base data

(MEDDEV 2.12/1rev 7)

Version 2.7en
2012-12-03

1 Administrative information

To which NCA(s) is this report being sent?
State Service of Ukraine on Medicines and Drugs Control

Type of report

(" Initial report
(" Follow-up report
(¢ Final report

Date of this report
2025-03-24

Reference number assigned by the manufacturer
FSCA-2023-07-05

FSCA reference number assigned by NCA

Incidence reference number assigned by NCA

Name of the co-ordinating NCACompetent Authority (if applicable)

2 Information on submitter of the report

Status of submitter

(" Manufacturer
(" Authorised Representative within EEA and Switzerland
(& Others: (identify the role)

Authorised Representative in Ukraine

3 Manufacturer information

| [new

Name
B.Braun Melsungen AG

Contact Name
Dr. Stephan Krause

Address

Carl-Braun-Strasse 1

Postcode City

34212 Melsungen
Phone Fax

+49 5661-71-1339

E-mail Country
medicaldevicevigilance_bbmag@bbraun.com DE - Germany




tl Authorised Representative Information

Name
LLC «B. BRAUN MEDICAL UKRAINE»

Contact Name
Alla Denys

Address
bld. V. Gavela, 6z (BC «Prestyzhx»)

Postcode City
03124 Kyiv

Phone Fax

+3 (044) 351-11-30

E-mail Country
alla.denys@bbraun.com UA

5 National contact point information B [ new o |
National contact point name

Name of the contact person

Address

Postcode City

Phone Fax

E-mail Country

DE - Germany




| 6 Medical device information | [ |
Class

(" AIMD Active implants

(" MDD Class lll (" IVD Annex Il List A

(" MDD Class llb (" IVD Annex |l List B

(e MDD Class lla (" IVD Devices for self-testing
(" MDD Class | (" IVD General

Nomenclature system (preferable GMDN) Nomenclature code

GMDN 35504

Nomenclature text

Metered-delivery hypodermic syringe

Commercial name/ brand name / make

2 piece syringes - brand names: see Section 8

Model number Catalogue number

Catalogue number: see Section 8

Serial number(s) Lot/batch number(s)
batch numbers ; see Section 8
Device Mfr Date Expiry date

Notified Body (NB) ID-number
CE0123

Accessories / associated devices (if applicable)

Software version number (if applicable)




7 Description of the FSCA

Background information and reason for the FSCA

In the course of Post Market Surveillance activities and our internal quality checks, we identified that in a subset of the above
mentioned article batch combinations the sterile packaging barrier might be damaged.

Whilst no injuries to patients, users, or third parties have been reported to date, the deviation might harbor the risk of local,
regional and systemic infections up to patients’ death.

The effect can be limited to the above mentioned article batches combination. No other batches or products are affected,

A CAPA has been initiated. The root cause investigation concluded that the stacking unit used to load the blister strips into the
dispenser box could only be considered as the cause of the failure.The stacking unit consists of an upper and a lower part. In the
lower part of the stacking unit, six blister strips are combined and then pushed together as a pack in the upper part. The upper
part of the stacking unit then moves over the dispenser box into which the pack of blister strips in question is then inserted.

It can be seen that in the process step of inserting the pack of blister strips from the lower to the upper stacking unit, there was
an offset which caused the damage. This was probably caused by an incorrect distance between the two sides of the lower or
upper stacking unit.

Description and justification of the action (corrective / preventive)
In view of the identified risks, we decided to recall all affected devices from the market.

Advice on actions to be taken by the distributor and the user

Progress of FSCA, together with reconciliation data {Mandatory for a Final FSCA)

The FSCA is globally closed and all affected customers have been informed.
A total of 22.695.792 devices were distributed globally and 643.580 devices have been returned and destroyed.
The remaining devices are considered to be used up by customers.

Time schedule for the implementation of the different actions
The actions on the market are closed and the CAPA is considerd as effective (completed on 2-September-2024).

All corrective actions have been implemented by 9-November-2023. _ -
As a corrective measure, upper and lower tolerances have been set for the distance between the two sides of the stacking unit
on the packing line and a weekly check of the distance was introduced as part of maintenance.

Attached please find FSN Status
[JField Safety Notice (FSN) in English (" Draft FSN
[[JFSN in national language (® Final FSN

[[]Others (please specify)




AT [X|BE
[XEE [XIES
X I
[XINO [XIPL

Candidate Countries

><JHR

Others:

within the EEA and Switzerland

[]8G
XFI
[Ju
[XIPT

[KICH
[XIFR
KLT
[XIRO

[CJAIl EEA, candidate countries and Switzerland

AU,Cl, MD, MU, MY, RU, 5G, UA, US, UY, WF, YT, ZA

The medical device has been distributed to the following countries:

XIcY
[X|GB
KLU
[XISE

Rz
[IGR
KLV
sl

[X|DE
[XHU
CJmT
XISk

[XIDK
JIE

[INL
[TJTR




IiComents

4606108V // INJEKT
4606108V // INJEKT
4606108V // INJEKT
4606108V // INJEKT
4606108V // INJEKT
4606108V // INJEKT
4606108V // INJEKT

Article // Number Article // Name Batch // Risk class
4608667 // EXADORAL 10 ML 2-TLG LILA KOLBEN STERIL // 22N19C8 // |

10 ML // 22M21C8 /71
10 ML // 22N08C8 // |
10 ML // 22N12C8 // |
10 ML // 22N19C8 // |
10 ML// 23A02C8 // 1
10 ML // 23A05C8//1
10 ML// 23A16C8 // 1

4606728V // INJEKT 10 ML LL // 22M21C8 // |
4606728V // INJEKT 10 ML LL // 22N12C8 /|
4606728V // INJEKT 10 ML LL // 23A09C8 /1
4645103V // INJEKT 10 ML DUO 21GX1 1/2" // 22M14C8// lla
4645103V // INJEKT 10 MLDUO 21GX1 1/2" // 22N12C8 // lla
4645103V // INJEKT 10 MLDUO 21GX1 1/2" // 23A16C8 // lla
NJ-4606108 // 10 ML NORM-JECT BBRAUN // 22M28C8 // Ism
NJ-4606108 // 10 ML NORM-JECT BBRAUN // 22N12C8 // Ism
NJ-4606108-02 // 10 ML NORM-JECT BBRAUN AIR-TITE // 22M28C8 // |
NJ-4606108-02 // 10 ML NORM-JECT BBRAUN AIR-TITE // 23A09C8 /|
NJ-4606728-02 // 10 ML NORM-JECT LL BBRAUN AIR-TITE // 22M21C8 /|
NJ-4606728-02 // 10 ML NORM-JECT LL BBRAUN AIR-TITE // 23A09C8 // |

Please note that only the INJEKT 10 ML DUO 21GX1 1/2" is a risk class lla product. All other affected articles are risk class 1.

Submission of this report does not, in itself. represent a conclusion by the manufacturer and/or authorised
representative or the National Competent Authorily 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 fo the alleged death or deterioration in the state of the health of any person.

Signature

Dosting e
IAlla Denys ;&

133020 48200

| affirm that the information given above is correct

to the best of my knowledge
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