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3/IpaBOOXpaHEeHUEM CyOBEKTOB
Poccuiickoit @enepanuu

®enepanbHas cryx0a MO Hamopy B chepe  3IpaBOOXPAHEHHSA COOOILAET,
9TO Ha OCHOBaHHH HHPopManwy, nocrymusiet or OO0 «b.bpayn Menuxan», 3aaBUTens
IpH TOCYNApCTBEHHOH perucTpalMd MEOHLHMHCKOTrO M3HENHd «YCTIPOHCTBO s
npomienuoi cnuHambHOM aHectesmn «CITMHOKATY (Spinocath)», mpoussoacrea «b.
Bpayn Menbsyuren Al'», I'epManust, perucrpaiuonHoe ygocroseperue ot 17.09.2007 Ne
®C3 2007/00301, cpox nelicTBUsl He OTpaHUYEH, TPOM3BOAMUTEIIEM IIPUHATO PELICHHE O
HOOPOBOJILHOM  OT3bIBE HEKOTOPHIX  ApTHKYJNOB MENUIMHCKOro m3zenus (cM.
[Tpunoxenue).

[Mpuunza oT3iBa: OT3BIB JAHHEIX M3/ENKH CBS3aH C TEM, 9TO HEKOTOPHIE apTHKYJIbI
Mormd uMeTb oteepctus B [IBX 1uleHKe CHCTEMBI 3alllATBl  CTEPHIBHOCTH
HHIVBUAYaJIHON YIIaKOBKH.

B ciyyae HeoOXOMUMOCTH MOJTYUYESHUs HOTIONHUTENIbHOH HHPOpMauy o0paIaTses
B OO0 «b.bpayn Memuxam» (196128, Caunkr-IletepOypr, a/s 34, ten./daxc +7(812) 320-
40-04, e-mail: office.spb.ru@bbraun.com).

PenepansHas cayx0ba 1m0 Hax3opy B cbepe 3ApaBOOXpPAHEHHS IIpeJJiaraer
cyObekTaM oOpallleHuss MEIUITUHCKUX W3JeNUM IIPOBECTH MEPOIPUATHA 110 IPOBEpPKE
HATHYMSA YKa3aHHOTO MEIMIMHCKOTO H3IeNs W IPeJOTBPAIleHHIoO ero oOpalleHHd,
0 pe3yinbTaraX NPOMHGOPMHPOBATE COOTBETCTBYIOIUMK TEPPHUTOPHAIBPHBEIN OpraH
PocaapaBHanzopa.

TeppuropuaibHbIM oOpraHaM Poc3zpaBHamzopa no cyOwpekTam Poccuiickoi
demepaldyi IPOBECTH MEPOIPUATHS B COOTBETCTBHU C IIOPSIKOM, IIPENYCMOTPEHHBIM
AnMuHECTpaTHBHEIM pernaMentoM @enepambHoif cimyxOb 1o Ham3opy B chepe
3[[PAaBOOXPaHEHMs] II0 HCIIONHEHHIO TIOCYHNapCTBEHHOH GYHKIUE IO KOHTPOIIO

3a ofpaleHreM MeNUIIMHCKAX W3NS, YTBEPXASHHBIM IpHka3zoM Munsnpasa Poccun
ot 05.04.2013 Ne 196H.

ITpunoxenue: Ha 5 1. B 1 2k3.

A PELR
- i

Pykosonurens M.A. Mypamiko
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Poceun, 191040, CoHkr-Nletepbypr, yh. [yuikukckas, A.10
Nourossiit appec: Cauxkr-Netepbypr, 196128, a/s 34

OfPH 1037843006233

ViHH /KN 7825465916 / 785050001

www.bbraun.ru  office.spb.ru@bbraun.com

Ten (812) 320-40-04, dake (812) 320-50-71 __]

Ucx. Ne RECALL 2016-09-15 LS/STK
or 15 ceHTaAbpa 2016 .

B

KCTPEHHOE YBEAOM/IEHUEND OBECTEYEHNIO BESONACHGCTY ~ CIMHOKAT

000 «B. BpayH Meaukan», gouepHan KomnaHus n odnlinanbHbli NocTasiwmK MEAUUMHCKIX N3aenuid
npousBoAacrsa rpynnel Komnahuit B; bpayn MenbsyHred AT Ha TeppUTopyio’ Poccuncnou ®epepaumny, 8
PaMKax KOp peKTUpYIoWmX geiicteuil no obecnédernio HesomacHocTn yee,qomnné“r Bac 06 otsniBeus
obpauieH1a cnegyiowmx MeguuuHCKUX uagenui:

ApTHKyn HaumeHosaHue Me,ﬁuumf‘gxoro usgenun _ ‘ Homep naptum
4517717 CMUHOKAT ycrpoitcTeo Ana NpoaneHHONW CnMHanbHoil Bce
arecresuu, G24/G29
4517725 CMHUHOKAT ycrpoiicTeo ana npoanerRHON CnnHaAbHOMU sce
| " | aHectesun, G22/G27

[puumnHE OT3bIBA!

Npu nposeaeHUn BHYTPEHHEro KOHTPOAA KauecTda 6bIN0 YCTaHOB/IRHO, YTO YKa3aHHbIE Bbilwe
apTukynsl meguuusckoro nspenuns CNNMHOKAT mornu umetb oteepcTus B [IBX nneHke cucrembl
33WNTLl CTEPUNBHOCTY MHAUBUAYAALHOR YN3KOBKU.

HecmoTpsa Ha BO3MOXKHOR HApPYLUEHUE CUCTeMBI 3aWmTEl cTepulibHOCTU, Komnanueid b. BpayH
MenbayHreH Al He NoAYIEeHO HUKaKuX COoBuIeHNit O Bpeae uan MHoM HeBnaronpuaTHOM ana
NaLUEeHTa UCXOAE, CBA3AHHOM C ONUCAHHBIM Bbitie Habniogenvem.

- e o~ o= 43 - - - mpe ety . . -

[eiicraun. KOTODBIE CAGAVET NDEANDUHATD
U3 Hawmnx 0T4ETOB CNEAYET, HTO BO3MONKHO nospexaeHHbie uzgeana CMUMHOKAT, ykasaHHble B
Tabauue Bbille, Moru ObiTh NoaAydeHbl Bawinm yupexgeHuem.

4

Met ybeguTensHo npocum Bac 0. HesamesauTeIbHOM NPUHATUY: CAeNYIOWNX NPUOPUTETHBIX Mep:
¢ YCTaHOBWUTE Hanu4ue, M3DAUPYNTE U BLINOAHWUTE BO3BPAT YKasaHHbIX U3LeNUNA.
o He ncnons3yiite ykasaHHble ©agenua.

* 33 NaUMEHTaMM, KOTOPBIM YCTAHOBAHDI AdHHEIE USACNUA, ClEAYeT BRUMATE o.
[Py OTCYTCTBUM KAMHUYECKHX NPOABAEHMIT 3aMeHa u3genus He Tpebyeg e

¢ pouxdopmupyiite, OTBETCTBEHHDBIX COTPYAHNKOB/NONb3OBaTENEH 33T

» [loaTsepauTte nonydeHue gaHHoK nHpopmaLium,
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B BRAUN

B. Braun Melsungen AG
Division Hospital Care
Safety Officer Medical Devices

34209 Melsungen
Germany

Your teference:

* Our reference:  RECALL 2016-09-15 LS/STK
Contact:
TO WHOM IT MAY CONCERN " Fon: 05661 71-2769
Fax: 05661 75-2769
Email; Ludwig.schuetz@bbraun.com
Internet: http:f/www.bbraun.de
Date: September 15, 2016

Urgent FIELD SAFETY NOTICE — SPINOCATH

To whom it may contern,

We, the B. Braun Melsungen -AG have deEided to recall the following products in the context of a FIELD
SAFETY CORRECTIVE ACTION from the market:

s

Article Numbe

4517717 | SPINOCATH G24/G29

4517725 T SPINOCATH G22/G27 - al

Reason for the Recall }

In the course of internal quality checks we discovered that the above listed SPINOCATH articles may have
holes in PVC film of the sterile barrier system.

In spite of the potentially impaired sterile barrier system no-harm or any other adverse patient outcome
associateq to the above described observation has been reported to the B. Braun Melsungen AG.

Actions fo be taken by the USER
Our records show that your“hospital has received potentially affected SPINOCATH products as specified in
the table above. “

We kindly ask you to initiate the following activities immediately and with priority:
¢ ldentify, quarantine and return affected devices.
» Do not use affected devices anymore.

o Patients with affected devices in place sheuld be monitored ‘carefully ; J,an
exchange of the device is not indicated. - FEf3 AL
Inform the responsible personnel in-the affected facilities . o {BIBRAUNI ). ‘

Confirm the receipt of this information.

Chairman of Supervisory Board: Executive Board: Otto Philipp Braun X Cq’?porne Office: Melsungen Address:

Prof, Dr. h.r. Ludwig Georg Braun Prof. Dr. Heinz-Walter GroBe Prof. Dr. Hanns-Peter Knaebel Register Court: Local Court Fritzlar B, Braun Melsungen AG
{Chairman) Dr. Meinrad Lugan HRB 11 000 Carl-Braun-StraBe
Or. Annette Beller Caroll H, Neubauer, 1LM. WEEE-Reg.-No. DE 42690900 34212 Melsungen
Anna Marfa Braun Markus Strotmann Germany

{Deputy Board Member)



mailto:Ludwig.schuetz@bbraun.com
http://www.bbraun.de

B/BRAUN

Page 2 to the letter of September 15, 2016 to

If more information is needed, please éontact

g iy maly # G
j.oga?gor% t

Nam
itlg
mal,

Telephone

Yours sincerely,




