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CyObexTsl 0OpaleHus
MEIUILIMHCKUX U3IEITUN

®enepanbHas ciryk0a Mo Haa30py B chepe 3IpaBOOXPaHEHH B paMKax MCIIOTHEHHUs
roCyJapCTBEHHOH (QYHKIMH 110 MOHUTOPUHTY O€30MacCHOCTH MEOWIMHCKUX HW3EIIHiA,
HaxoJsAImuMXcsi B oOpalieHMH Ha Tepputopuu Poccuiickoit ®Denmepaiiuu, ITOBOJUT [0
CBEJIEHHM ClIenUanucToB 3apaBooxpadeHus mucbMo OO0 «/[xoHCOH& JIDKOHCOH» O HOBBIX
JAHHBIX 110 6€30MaCHOCTH MEIMIUHCKOro u3nenus «OCHUILTHpYIolias MhIa-HacaKa il
yerpoiictBa Colibri / Colibri II / manorabapuTHOro 3jieKTpONpUBOAa», MPOU3BOACTBA
«Cunre3 I'm6X», IllBe#inapus (peructpamuonHoe ymoctoBepernne PC 2006/147 ot

07.02.2006 o 07.02.2016).

[Ipunoxenue: Ha 3 1. B | 3K3.
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YBaxaemsle ["ocriona!l

Hacrosmum macemom OO0 «JoHCOH & JKOHCOH) (nanee — « Kommanus»), sBismomeecs
YIOJTHOMOYCHHBIM TIpefcTaBuTeieM Komnanuu Cunres ['M6X, IlBeiiiapus, BeIpaxaeT Bam cBoe
OYTEHHE U 00OpaIlaeT Balle BHUMaHHE Ha CIIEAYIONIYI0 HH(pOPMAIHIIO.

Komnanus ocymecTsiser BBo3 Ha TeppuTopmio Poccuiickoii Qenepani ¥ peaU3anmio
MEIHIMHCKUX u3zienuii Ocuuampyomas nuia-Hacaaka s yerpoiicrsa Colibri / Colibri 11/
MajI0rabapuTHOrO 3JeKTPONpPHBOAA (HOMEpa MapTUH U KOJ ykazaHbl B Tabiuue Nel) (nanee —
«MeaMuMHCKHe H3XeIMN») MPOM3BOACTBA KOMMAHUH «CHHTE3 ['M6X», IllBeitnapus (Synthes
GmbH, Luzernstrasse 21, 4528 Zuchwil, Switzerland) (nanee — «IIponsBoauTean»).

Tabauua Ne 1

Omnmcanne useus Kon Homep naprun
Ocuwupyromas numna- 532.021 BCE CEpUHHBIE HOMEpa
Hacajka

IIponssouTens mpHUHSIT pelieHHe OCYIIECTBHTH A00pPOBO/ILHBIN IpPOIECC TNPOBEPKH
padoTocnocobHocTH U OT3BIBA (B Ciiydae OOHApyKEHHsS MEXaHHYECKOH HEHCIIPABHOCTH) BCEX
CEPUIHBIX HOMEpPOB OCHHJUTUPYIOLIIEH IIHJIBI-HACA/IKH JUISE yCTpOHCTBa
Colibri/Colibrill/mManoraGaputoro anexTponpusozia (apTHKyJIBHBIH HOMEp 532.021).

Ocumwumpylomas — mmna-Hacaaka — TpejHAsHAYeHAa JUII  HCIOIB30BAHHS B o0meit
TPaBMATOJIOTHH, B OCOOCHHOCTH IIPH MIPOBEJICHHH XUPYPrHYECKHX IPOLEAYD Ha pykax u Horax. ITo
uHOpmManuy, momydeHHOH ot I[IpomsBomures, OCHWJUTHpYIOIasl IuJIa-Hacajgka MOXET
OTCOCAMHUTELCS BO BpeMs onepauuu. Ecin Meuimuckoe u3aenme GbU1o IPOBEPEHO [0 Olepaiy,
M OBUIO ONpENENeHO, YTO OHO He (YHKIMOHMPYET, MONb30BATEND O/DKEH IIPEKPATHThL €ro
HCIOIB30BAHKE, IIOCTAE Yero OyAeT 3aKyIUleHAa OCHMJUIMPYIOIIAs IHJIa-HAcajka Ha 3aMeHy
BBILIE/IIEH U3 CTPOSI, YTO MOKET IIPUBECTH K 3a/I€PIKKaM B IIPOBEICHHAH XHPYPTrUYECKUX MPOIEIyp.
Ecnn Hacanka orcoenmmuutes Bo Bpems omepaumw, NalMeHTY MOIYT OBITh HAaHECEHBI TPABMBI.
Taxxe cymecTByeT moTeHnMANbHAS BEPOSTHOCTS TPABMUPOBAHUS TIOTH30BATEINS OCTPBIM JIE3BHEM
OCLHMJIIMPYIOIIEH MUJIBI P €€ CHATHH. [IpOH3BOIMTENEM MOTYYeHO O/IHO COOOIIEHHE O Cepbe3HOM
TpaBME: OTCOCIMHEHHE NAHHOTO KOMIIOHEHTA BO BPEMs XHPYPrHYeCKOM OIEepalHHi MpUBEIO K
1I0pE3aM PYKH TOJIb30BaATES.

Limited Liability Company Johnson & Johnson O6LecTBO C OrpaHNYEHHOM OTBETCTBEHHOCTBIO «IXOHCOH & [IKOHCOH»



JlonoiuTe IbHAS NPOBEPKA B PAMKAX (YHKIHOHAILHOIO KOHTPOJIS B LEISX
MOATBEPKAEHUS NPABHILHOIO (PyHKIHOHHPOBAHHS OCUM/LUIHPYIOIIEH MHIbI-HACAIKH
(532.021)

OnucanHple HWXKE 9Tanmbl MPOBEPKH HOJDKHBI IIPOBOAUTHECS B paMKax KaXKIoro
TEXHUYECKOT0 OOCITy)KMBAHUS /ISl YCTPOMUCTB, MOJUIEIKAIIUX IIPOBEPKE/OT3BIBY B COOTBETCTBHH
C HACTOAMM JOKYMEHTOM. VX ciemyeT NpoBOAMTH MOCNIE OYHCTKH M CMAasKd | nepexn
CTEPHUIIA3AIUCH.

WUncTpykius:

1. Ycranosute ocumummpyromyro nuity-Hacaaky Ha npuBoJ Colibri (532.001) wiu Colibri 11
(532.101).

2. Kpenko nepxuTe mpuBOA M HacaaKy. PaskeM IS COENMHEHMS HACALKH C IIPHBOJIOM
obecreunBaeT XOpouIyro HUKCALUHIO, YTO MO3BOJISIET YCTAHOBHUT HacaJKy IpaBUIIBHO.

3. IlpunoxuTe K HacaJKe 3HAYMTENHLHOE BPALIATEHHOE YCHJTHE B HAIIPABJICHUH IPOTHB YaCOBOM
CTPENIKH, yACPXKUBAasi PY4YKY B (DUKCHPOBAHHOM IIOJIOXeHMH. He HCIonb3yiite Kakue-1u60
HUHCTPYMEHTBI HJIH PhIYard UL IPUIIOKEHUS YCHUIIHS.

4. Ecan BbI 3aMeTHIIH OTCOCIHHCHHE HACAAKH HJIM €CJIM Bbl HE MOJKETE ee OTCOCAHHHUTD, HE

HCIO0JIB3YHTe TAKYI0 HACAIKY H He3aMe/THTENLHO 0TIPABbTE ee 06PATHO A5 NpoBeAeHHs
peMoHTA.

5. YcrpoiicTBa, (yHKUMOHMpYOIHE NPaBU/IBHO IIPH TPOBEJCHHM IPOBEPKH, HE HYKHO
OTHPABJATL 00PAaTHO HA PEMOHT H MOKHO HMCHO0JIb30BATh MO HA3HAYECHHIO. IIpoBepka u
PEMOHT OyAyT mNpOBENEHBI 10 Mepe HEOOXOAUMOCTH B XOJE CIEIYIONIEr0 IUIAHOBOTO
TEXHHUYECKOT0 00CIIy)KMBAHUS B 0OCIYKHBAIOIIEM BAaC Cepsucnom nentpe komnanuu «Jlellpro
CunTesy.

Hepxute
KPEIKo

Jlepxure
KPEIKO

Pyuka Colibri wmu Colibri 11

Ocuuunpyromnas nuia-Hacamka



HpOI/I3BOIlHTeJ'II> u Kommnanusg IIPUHOCAT CBOW H3BHUHEHUA 3a IIPUYHHCHHELIE Heyﬂ06CTBa H B
CiIy4ae HeOOXOIMMOCTH I'OTOBEI IIPEOOCTABUTh NOIIOJIHUTEIbHBIE Pa3sbsACHEHHUS.
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