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MuHHCTEPCTBO 31 PaBOOXpaHeHU A Sosanes
Poccuitckon Pepnepaliuu
OENEPAJBHAY CIYIKBA 110 HAJ30PY r—
B CO®EPE 3/IPABOOXPAHEHUA Cy6’beKTaM 06paLHeHI/I$I
(POC3/IPABHAI30P) N
MECIHUIIHUHCKHX U31CJIHHU
Cnasstiekast 1. 4, crp. 1. Mocksa, 109074
Tenedon: (495) 698 45 38: 698 15 74 PYKOBOILI/ITCJISIM
TeppI/ITopI/IaﬂBHBIX
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opranoB Poc3sapasnansopa

Ha Ne oT

-

O6 oT3bIBE MeAULIMHCKOTrO W3Aeus

QenepanbHas cayxba mo Hag3opy B chepe 3ApaBOOXpaHEHHs COOOIIAeT, 4YTC
Ha ocHoBaHMM uH(opmauud, noctynuBuieir or OO0 «b.bpayn Menukan»,
YIOJIHOMOYEHHOI0 MPEACTABUTENS MPOU3BOIUTENS MEIUIMHCKOTO U3Aens «Y CTPOUCTBO
7151 uHQY3UOHHO-TPAHCHY3HOHHON Tepanuu: Maructpayib uH@y3uonHas «llepdyzop»
(Perfusor)», npoussonactsa «b. bpayn Menb3ynren Al'», I'epmanusi, perucrpalioHHOe
ynoctosepeHue ot (06.05.2015 Ne ®C3 2007/00007, cpox AeicTBHS HE OrpaHHYEH,
NPOM3BOJMTENIEM NPUHATO pEUIeHHEe O NOOPOBOJBHOM OT3bIBE MAPTUHU MEAMLIHMHCKOIO
usnenus (cM. [Ipunoxenne).

[Ipuurna ot3biBa: Konnektop JIro3p Jok ¢ BHYTpeHHeH pe3pOoii (koHHekTOp JIroap
JIOK, TUIT MY>KCKOH) B OHOU MapTHH ObLIT OTCOEAUHEH OT TPYOKH, U KJIEEBOE COEIUHEHUE
Mexay TpyOxo# u3 [IBX u xonnextopom JIro3p JIOK ¢ BHYTpeHHEH pe3n0oil HE BO BCeX
Ciyvasix ObLIO CIUIOMIHBIM.

B cilyuae HeoOX0aMMOCTH NOJTY4YeHHs JONOJHUTENbHON HHDOopMaluKu obpalnarbes
B OO0 «b.bpayn Menuxan» (191040, Canxt-Iletepbypr, yun. Ilymxuackas, a. 10
Ten./pakc +7(812) 320-40-04/+7(812) 320-50-71).

®epnepanpHast ciyxba no Hagzopy B cdepe 3APaBOOXPAHEHHUS IPesaraeT
CyObeKTaM oOpallleHds] MEAHLHUHCKHX H3IeJIMi MPOBECTH MEPOIPHATHS 10 INPOBEPKE
HajM4ds YKa3aHHOrO MEIUMUMHCKOrO HU3JAeNus W INPedOTBPAlllCeHHIO €ro oOpalieHHs,
O pe3ysibTarax MNpPOMHPOPMUPOBATh COOTBETCTBYIOLIMHA TEPPHUTOPHAIBHBIAN Opran
Poc3npasranzopa.

TepputopuansueiM opranam Poc3apaBnanzopa mno cyObektam Poccmiickoii
@enepauny NPOBECTH MEPONPHUATHS B COOTBETCTBHH C IOPSAKOM, NPedyCMOTPEHHBIM
ANMUHUCTPATUBHBIM perjiaMmeHToM @enepanbHoil Cilyk0bl 10 Hamsopy B cdepe
31paBOOXpaHEHHsI MO MCINOJHEHHIO TOCYJapCTBEHHOW (YHKUMH TO  KOHTPOJIO
3a oOpallleHHeM MeIHLMHCKHX H3Je/ui, YTBEPXKISHHbIM NpUKa3oM Munsapasa Poccun
oT 05.04.2013 Ne 196H.

IIpunoxenune: Ha 4 1. B 1 3K3.

N

PykoBonuTtenn M.A. Myparmiko
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000 «b.bpayH Meaukan»
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Bcem 3aMHTEpECOBaHHbIM AUaM

[IpunoxeHue k nucbMy Poc3apasHanzopa

OrPH 1037843006233

UMH / KNN 7825465516 / 785050001

www . bbraun.ru office.spb.ru@bbraun.com
Ten {(812] 320-40-04, daxrc {812) 320-5C-71

cx. Ne RECALL 2016-06-27 LS/STK o7 27 wioHg 2016 1,

3KCTPEHHOE YBEOOMAEHME
10 OBECNEYEHNIO BE3ONACHOCTU — MAMUCTPANb MEPDY3OP

000 «b. bpayH Meauxkan», A04epHAR KOMNAHMA 1 ODULUAbHbBIK NOCTABUWLMK MEOMLUHCKUX U34enmid
MPOU3BOACTBaA rpynnel Komnarsuwid b.bpayw Menbayrrer Al Ha TeppuTopuo Poccuitckon Peaepaunu, B
PamMKax KOPPEKTUPYIOWMX AeicTBri no obecnevenunto HesonacHoCT, ysedomnaaeT Bac 06 o13bige 13
obpalleHna CReyoLLero MeguumMHCKOro U34eNus:

ApTuKyA HaumeHosarue apTukyna rdr-ltor\f\ep napTiu
8722860 OpuruHanshan maructpans flepdysop, NBX, /11, 150 cm | 16CO3E8SB4

[TpuunnHa ot3visa:

B xofe npoBefeHrs NOCNeNpON3IKHOTO KORTPOAA Bui10 06HAPYMEHO, YTO KOHHEKTOP naynerTa /iosp
NOK C BHYTpeHHer pe3bbol (KoHHeRTOp /1H03p NOK, THN MY)KCKON) 8 04HOM NapTiu 6bin 0TCOeAMHEH OT
TpyBK1 13 MIBX. BO Bpemsa paccnenosakua OKazanochk, 4To Kieesoe coeguReRne mexay Tpyoxoit na
fIBX v xOHHekTopom JlIo3p NOK C BHyTpeHHel pe3bboit He BO BCeX C/y4asx ObINO CRMOLWHBIM.
OnUcanHbIA HeAOCTAaTOK OTPAHUYEH UCKTHOYUTENABHO BbILEYNOMRHYTON rnapTueh NPOAVKUUN.
nOCKOﬂbe YKaaaHHbIFI HEOOCTAaTOK MOXKeT NPUYUENUTD cepbeaHbM Bpen NauneHTy, NPHHATO petseHue
06 0T3bIBE YKA3AHHOW MNapTUIM NPO YKL,

Hatu 3an1cu CBUAETeNLCTBYIOT O TOM, YTO BbILUEYKA3aHHaA NapTUa U3g4enns Morna BuiTe OTIPYIKEHA B
Baw azpec.
Mbl ybeanuTeneHo npocum Bac 0 HezameannTeNbHoM NPUHATIU CREAVIOUMX MPUOPUTETHLIX MEp:

* [loManyncra, yCTaHoBUTE HaNKuMe, U30ANPYITE U BLINOAHUTE BO3BPAT YKa3aHHbIX H3ae1i.

e [lowanyicta, 6onblie He UCNONb3YATE YKa3aHHble M3aenus.

e [lpoundopmupyiite, NOManyicTa, OTBETCTBEHHBIX COTPYAHMKOB/NONb30BaTENEH TEX NedeBHbIX
yuperXaeHitin, kyaa morau ObiTe Nepefarbl YKa3aHHbie U3fnenus,

s [loaTsepanTe, NOMaNYACTa, MOAYYEHKHE AaHHON nHdopmaim.

O7PH 1537843006233 BaHKORCKRE PEKERIUTHL Kiyinl CTRYHCTWKE ADEC MECTOHAXOMALHAR [ CELH
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Crpannua 2 nucema o1 28 wions 2016 1.5

[aHHBIe MepPbl NPEANPUHUMAIOTCA TONBKO U UCKIKOHUTENEHO B OTHOWEHUM MeAULMHCKUX U34eNUH
yKa3aHHOro apTukyna (8722960) u ykazanHoit naptiu (LOT 16CO3ESSB4).
Mpu oBHapyeHun Bamu BbiWeyNOMAHYTHIX MEAUUMHCKMX n3genuid, Bam DyaeT He3ameanuTensHo

NpesocTasneHa 3ameHa.

WM34enua AaHHOTO apTUKYAa HaAeRaLero KauecTsa ecTs 8 Hanndnn Ha cknage 000 b. bpayn Meaukan

B 4OCTATOYHOM KOn4yecTae.

3amena ToBapa GyaeT npousseaeHa 3a cueT 000 b. BpayH MeaunKan 8 KpaTyaiLire BOIMOMHbBIE CPOKU.

[0 NOAYYEHUA A0NOAHUTENEHON nHdOopMaLri, 0OpaTUTeCh, NOXKANYRCTa, K CAEAYIOUMM nuam:

3ances
Anan Bnagnmuposmy

p‘y’KOBO,ﬂ‘MTeﬂ b Hanpapneda

Meduyurckue usdenus

alan.zapoev@bbraun.com

+7(921) 932-06-96
8 (812) 320-40-04

Mapros
Anekcangp Muxamnnosuny

MpodakT-MeHe)Kep HaNpasBneHWa
MeguuurcKkue u3denun

alexander.markov@bbraun.com

+7(921) 365-97-77
8 (812) 320-40-04

lMpuHocm Bam CBOU U3BUMHEHUA 3a BCE NPUYMHEHHbIE HeyaobcTsa.

UckpenHe Baw,

o)
P B

3anoes 3AMMUMPOBIM,

PykosoauTens Hanpasnenuna Meduyurckue uzdenus

FocnuTanbHoe noapasieneHne
000 b. bpayHn Megaukan

BankoBCKHE PEKBUIUTHY
$55Q001 84208
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puamietuk agpec
Besoar, 1H1040
Tanst-levephynr

YA EEMECA AR, GOM T

Kool CTaTUCTHRR
CHID £7338R28

OVBZ1S1 461

3axaposa
HaTanua BaneHtmHoBHA

3ameCTUTeNb HaYaNbHKUKA

Omadena cepmudurkauun

natalia zakharova@

~7(921) 919-37-37
8 (812) 320-40-04

IONTORDI 30per
Poosous 136128
Camymfevesfvpr A9 M4
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B. Braun Melsungen AG
Division Hospital Care

Safety Officer Medical Devices
34209 Melsungen

Germany

Your raference:

Our reference:  RECAHL 2018-D6-27 LS/STK
Contact:

TO WHOM IT MAY CONCERN Fon: 05661 7 2762
Fax: 05661 75 2769
Email: ludwig.schuetz @2 bbraun.com
internet: http/iwww . bbraun.de
Date: June 27,2016

Urgent FIELD SAFETY NOTICE - PERFUSOR LINE

To whem it may concern,

we, the B. Braun Melsungen AG have decided to recall the following product in the context of a FIELD
SAFLTY CORRECTIVE ACTION from the market:

Article Number Article Name
8727060 PERTUSOR LINE, PYC, LL 150 CM

In the course of our post market surveillance activities we observed that the patient connector {male Lucr
Lock] within one batch was disconnected from the PVC tube. During investigation it turned cut that the
giuing connection between the PVC tube and the male luer cone was not fully established in all instances.
The described failure is limited to the above mentioned product/batch combination.

The disconnect:ion causes the risk of serious patient harm. We therefore recall the affected batch from the
market.

Actions to be taken
Our records have shown that your hospital has received Perfusor Lines of the affected bateh as mentioned
in the table above,

We kindly ask you to initiate the following activities immediately and with priority;
o Please identify, quarantine and return affected devices, ‘
* Plcase do not use affected devices anymore.
o Please inform the responsibie personnelfuser staff in the affected facilities.
e Please confirm the receipt of this information,

Chairiman of Supervisory Bosrd; bxecutive Board: Utto FRipp Braun Corpurate Office: Mebungen Addreas:
Prof Ur ke ludw.y Georg Braun Feot D meng Maites Fiof Ur Hanps -Peter Kraene Registe: Usurt. Loval Court brtzlar 3 Yraun Mehungen A

iCha rman} 3 Menrad Lugan HRE 11 600 Cort Brawn st
Jr Annetts Beier H Neubauer LLM WELE-Rey -ho BE 32890900 14212 Meisungen
Anng Mar.a Bracs s Stiotman Crtrany

Deputy Board Member}



B BRAUN

Page 2 to the letter of June 27, 2016 to

If more information i< needed 3lease contact

Local contact 1 Local contact 2
Name

Title

zmail

telephone

Kindl ateept our apologies far any inconveniences.

Yours sincerely,
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