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MUHUCTEPCTBO 3/1paBOOXPaHEHUS
Poccuiickoii ®epepaLyn CybbekTam obpalleHns MmeanunHCKNX

®ELEPANIbHAS C/IY)XBA MO HAA3OPY I n3aennia
B COEPE 3PABOOXPAHEHUA
<POC3[PABHA/30P) PyKoBOAUTENSAM TeppuUTOpUanbHbIX OPraHoB
Poc3gpaBHaa3opa
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Ne CKK n -
OpraHaM ynpaBneHUs 34paBO0OXPaHEHUEM

oT o o
Hahe cy6bekToB Poccuincko defepauymnmn

0 6e30MmacHoOCTK
MeAVLIMHCKOro n3genns
®C3 2011/10727

defepanbHas cnyxba N0 Hag3opy B cdepe 34paBO0OXpPaHEHMA B pamKax
MOHUTOPUHIa 6e30NacHOCTU MeAULWUHCKUX W3LeNUi, Haxoaswmnxcsa B obpalleHUn Ha
TeppuTopun Poccuiickon defepaumn, AOBOAUT A0 CBefeHUS Cy6bEKTOB obpalleHus
MeAUUMHCKUX n3genmin nucbemMo OO0 «Cubennb», YNOTHOMOYEHHOIO NpeacTaBUTENS
NPON3BOANTENA MeAVUWUHCKOro m3fenus (nNpegcraBuTens MNMPoOU3BOAUTENSA YKa3aHHOro
MeAULMHCKOrO W3aenus, nocTaBUiMKa, AUCTPUOLIOTOPA), O HOBbIX [JaHHbIX [0
6esonacHOCTU nMpu MNPUMEHEHUUM MeAUUUMHCKOro wusgennsa «MmnnaHtatel i
3CTETUYECKUI N PEKOHCTPYKTUBHON XUpyprumn», npounssoactea «pyn Ce66uH» CAC,
dpaHymsa, peructpaumoHHoe ygoctosepeHune ot 23.08.2018 Ne ®C3 2011/10727, cpokK
[elCTBNA He OFrpaHnNYeH.

B cnydyae Heob6XoAMMOCTW  MOAYYeHUA  JOMOMHUTENbHOW  MHMOpMaumn
obpawarbca K YNO/IHOMOYEHHOMY MpPeACTaBUTENO MPOU3BOAUTeNA/ MpPeacTaBUTENIO
npounssoanTenas OO0 «Cubennb» (115682, r. MockBa, yn. ABaHrapgHas, 4.3, nom. |,
atax 3, opuc 2301, Ten. (495) 201-03-03, e-mail: sebbin-lab.ru).

MpunoxeHune: Ha 6 N. B 13K3.

Bpwno pykoBoauTens [.B. NapxomeHKO
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Boissy "AlLlene, the 20th o f May, 2020

O6beKT: HecaHKLMOHUPOBAHHOE MCMO/Ib30BaHWe 3/1IeKTPOHHOW MHCTPYKLMW MO MEeAULUUHCKUM U3AeNnsIM
SEBBIN.

YBaxkaemblil AUCTPUBBLIOTOP.
Bo-nepBblIXx, A HafeCh, YTO Bbl BCe B 6€30MaCHOCTU U He CANLLKOM CU/IbHO MOCTpaganu OT NaHLeMUN.

Kak Bbl MOr/iM 3amMeTUTb, Mbl Haya/IM BHEAPATb 3/IEKTPOHHYIO MHCTPYKLMIO MO  MCMNO/b30BaHWUIO
MeAVLMHCKUX U3AeNNA HEeCKONbKO HefeNlb TOMY Has3af. TeM He MeHee, Hawl YWO/HOMOYEHHbIV opiaii
YyBEAOMW/ Hac, YTO OH eLLLle HE MPUHA peLleHne No Hallemy MpegsioKeHuto, Torga Kak OHO COOTBETCTBYer
PernameHTy 207/2012. CnefoBaTeflbHO, Hall YMNO/HOMOYEHHbIA OpraH  MPOCUT Hac MpPOoAo/HKaTb
npesocTaBNATL M0/1b30BaTENII0 MHCTPYKLUMIO Ha BYMaXHOM HOCUTENe.

JT0 [felicTBME OTCNEXMBAETCA W YBEAOMNSAETCS KadKAbIM €BPOMNENCcKMM lauMoHanbilWM OpraHoMm B
cooTBeTcTBUM ¢ FSCA 20-05-001 / 20-05-002 n 20-05-003.

CnepoBasenibHO, He MoraM 6bl Bbl yOeAUTbCA, YTO MNPefocTaBfsieTe MNO/b30BATEN0 WMHCTPYKLUUIO Ha
OyMa>KHOM HOocuUTeNe B KaXKAoM yNaKOBKe NPoayKTa:

- n3 nota Ne 20004 (c HOBOW (PUPMEHHOI YNaKOBKOIA).
- YTO eCTb Ha cKaje
- OTnpas/ieHHble 40 14 MasA 1 6e3 CUHeN HaKIenKy cnepeau.

MOXXANYWNCTA, HE pacnakoBbiBaiiTe KOPO6KY, Y4T06bl 406aBUTb MHCTPYKLMIO Ha 6YMaXKHOM HOCUTESE;
Ha ynakoBKe [o/KHa ObITh 3alnTHas nieHka. Kpenute cHapyXu.

HanomvHaHwue: B 3aBUCUMOCTU OT MPOAYKUMM AOCTYMHO 3 UHCTPYKLNN:
RefGS093-M-V02 gnsg MOHO6/104HOI0 cCUIMKOHOBOIO mmniaHTarta (LS 02 u LS 84)
Ref GS122-M-V02 gna HocoBoro koHdgopmepa (LS 07)

Ref GS001-M-V06 gna Bcex Apyrnx rnpojyKTos.

OTHbIHe BCe NPOAYKTbl, KOTOPbIe Bbl 6yaeTe NoyUnTb, 6YAYT UMETb MHCTPYKLMIO Ha 6YMaXXHOM HOCUTENE.
M CMHIOIO HaK/eiKy Ha nepeAHeit CTOpPOHEe KOPOOKM, COO6LLAILLY O HaMuuM WHCTPYKUUKU. Mbl

MHMOPMUPYEM Bac O C/IeAyoLLIMX Lwarax.

Ecnuy Bac BO3HMKHYT KaKune-nnbo BONPoChl, He CTECHANTECh 06pallaTbCa KO MHe.
C yBaXKeHMEM,

KeTTn Kn4yeHMHa. K.M.H.

[npeKTOop no Ka4vecTBy 1 HopMaTuBHbIM TpeboBaHnAM Ketty.Kichenin@sebbin.com
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Boissy I'Aillerle, the 20* of May, 2020

Object: Unauthoriied use ofthe electronic IFU

Dear Distributor,

First, i hope thatyou are all safe and nottoo much affected by the outbreak.

As you may have noticed, we have started to implement the electronic IFU few weeks ago.
Nevertheless, our Notified Body notified usthat Ithasnotyetmade adecision on our proposalwhereas
it mustto according to Regulation 207/2012. Consequently, our notified body requests us to continue
to provide the paper notice up to now.

This action is followed and notified to each European National Authority by the FSCA 20-05-001/20-
05-002 and 20-05-003.

Consequently, could you please make sure that you provide an IFU to the user for each product box;

from lot number 2004 (with new branded package)
thatyou have in stock

« that have been sent before the 14*' of May or
that do not present any blue sticker on the front

PLEASE DO NOT unpacked the product to add the leaflet: the protective film must be kept on the box.

Reminder there is 3 IFU available according to the products:

Ref GS093-M-V02 for Monobloc silicone medical device implant (LS02 and LS 84)
Ref GS122-M-V02 for Nasal conformer (LS 07)
Ref GS001-M-V06 for all other products

From now, ail the products that you should receive will already have the paper IFU: a blue sticker in
the front helps identifying each box. We keep you Informed of the next steps.

Would you have any question, please don't hesitate to contact me.

Sincerely,

Ketty Kichenin, PhD
Quality and Regulatory Affairs Director
' KeTty.Kichenin@ sebbin.com
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