Priloga 1
Enclosure 1

Nujno varnostno obvestilo
Urgent Field Safety Notice! Date: 16.06.2022

zaradi lomljenja in obrabe rentgenske niti v kompresah iz gaze (v Kitpack operacijskih setih)
due to breaking and fraying of the x-ray thread in gauze compresses (in
Kitpack procedure packs)

via Fax to LR: 0043-316 682345, E-mail: tea.borsic@LRMed.com

Posiljatelj:
Sender: Lohmann & Rauscher GmbH & Co. KG
Westerwaldstr.4
D-56579 Rengsdorf
Naslovnik:
Addressee:
& all users who use the below mentioned products.
& vsi uporabniki, ki uporabljajo spodaj navedene izdelke.
Opis: Nujno varnostno sporodilo zaradi lomljenja in obrabe rentgenske niti v kompresah iz

gaze (v Kitpack operacijskih setih)
Description: Field Safety Notice due to breaking and fraying of the x-ray thread in gauze com-
presses (in Kitpack procedure packs)

Korektivni ukrepi:
Corrective Actions:

Prosimo, ne uporabljajte ve¢ prizadetih kompres iz gaze z rentgensko nitjo v teh Kitpack setih za op.posege.
Please do not use the affected gauze compresses with x-ray thread in the Kitpack proce-
dure packs anymore.

Prosimo, obvestite vse zaposlene, ki uporabljajo te izdelke, o tem varnostnem obvestilu in potrdite, da ne uporabljate prizadetih
kompres iz gaze z rentgensko nitjo.

Please inform all employees who use the products about this Field Safety Notice and

confirm that you are not using the affected gauze compresses with x-ray thread.

Podpisani potrjuje (prosimo, ustrezno oznacite)
The undersigned confirms (please tick as appropriate)

[1] that he will not use the affected gauze compresses with x-ray thread from the
Kitpacks /da ne bo uporabljal prizadetih kompres iz gaze z rentgensko nitjo iz op. setov Kit-
pack.

[1] that he has informed all persons involved about this important information

da je o tej pomembni informaciji obvestil vse uporabnike/vpletene osebe

[X] that he no longer possesses the mentioned products
da omenjenih izdelkov ne poseduje veé

[1] that he has not sold the mentioned products to thlrd parties
da omenjenih izdelkov ni prodal tretjim osebam

[1] that he has informed third parties, if they have received the mentioned products
from him, of the Field Safety Notice and non-use of the gauze compresses con-
cerned with x-ray thread from the Kitpack procedure packs
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/ da je obvestil tretje osebe, ¢e so od njega prejele omenjene izdelke o varnostnem obvestilu in o neuporabi
kompres iz gaze z rentgensko nitjo iz op. setov Kitpack.

Please name a contact person in your company: (Navedite kontaktno osebo v vasi ustanovi)

Contact Person for LohmaAnn & Rauscher within your facility:
Kontakina oseba za Lohmann & Rauscher v va$i ustanovi-

Name (ime in primek) Function (funkcija)

Tetophone numbor. I =

*Lohmann & Rauscher will get in touch with the named contact person

Adaption on the customer orders

Please enter the products with quantity in the following table:

REF Product Lot number Quantity
(batch)
217588 | Kitpack Set za varice 133094B NM 194948588, 201358588 0

Customer addess data, signiture

Date/Signature (datum/podpis): 16.06.2022 podpis
Printed Name (ime tiskano):

Position:

Department / Institution:
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