2191539
MUWHUCTEPCTBO 34paBOOXPaHEHNS
Poccuiickoli degepauuu

OEJEPANBHAA CNYXBEA MO HAA3OPY
B COPEPE 30PABOOXPAHEHWA Cy6-bEKTaM 06anJ,eH|/|F|

(POC3APABHA/30P) MeNLUHCKUX N3aennii

CnassiHckasa nn. 4, ctp. |, Mocksa, 109074 PyKOBO,UII/ITETIFIM
TenechoH: (495) 698 45 38; (495) 698 15 74
TeppuUTopnanbHbIX

opraHos Poc3apaBHaj3opa

Ha Ne oT MeaANLNHCKUM opraHu3almnsam

OpraHam ynpasieHuns
O He3apermcTpmpoBaHHOM 34PaBOOXPaHEHNEM Cy6'bEKTOB
MEANLMHCKOM n3penvn Poccuiickoii defepauum

depepanbHaa cny>kba Mo Hag3opy B cdepe 34paBOOXPaHEHWS Ha OCHOBaHWUU
3KCMepTHOro 3aknwuyeHnsas @drbyY «BHUMMNMT» Poc3gpaBHag3opa Ccoo6LlaeT o
BbIIBNIEGHUM  Ha TeppuTOpUn HoBocnbunpckon obnacTu B obpatleHum
He3aperncTpupoBaHHOTO  MEAULMHCKOrO  U3denns  «YCTpouWcTBa AN NPOBefEeHUs
9HAOBACKY/NIAPHLIX  MaHuUNynauumi: MuKpokateTep AN [LOCTaBKW  MMMNAHTaToOB U
nekapcTtBeHHbIX cpeacts Apollo. Micro Catheter Apollo 1,5 F/2,7 F, Tip length 3.0 cm,
Usable length 165 ct/Mukpokatetep Apollo, 3 cm», npoussogctea Micro Therapeutics,
Inc., CLLUA, conpoBOXAaemMoro cBefleHMAMM 0 perncTpalmoHHOM yaoctoBepeHun Ne P3H
2015/2741 o1 07.07.2015 (panee - MeanunHCKOe U3genue).

B cBA3M C HeCOOTBETCTBMEM TpebGOBaHMAM  TEXHUYECKOW  [JOKYMeHTauuu
MPOV3BOAMTENSA, HA BbISBIEHHOE MeAMLMHCKOE W3feNMe He pacnpocTpaHsaeTcs AeilcTeue
peructpaumoHHoro ygoctosepeHns Ne P3H 2015/2741 ot 07.07.2015, BblgaHHOro Ha
MeAWLMHCKOE U3fenne «YCTPONCTBa 418 NPOBeLeHNs 3HL0BACKYIAPHbIX MaHUMYNALMIA»,
npomnssoacTsa «eB3 HK.», CLLIA (cMm. npunoxeHue).

depepancHas cnyxba no Hajg3opy B cdepe 34paBOOXpaHeHWs npegnaraeT
cybbekTam o6paweHns MeAUUMHCKUX W3[eNnil NPOBECTU MPOBEPKY Hanuuma B
obpaweHnn MegUUMHCKOro u3fgenns, B YCTaHOB/IEHHOM MOPSAAKe MPOBECTU
MeponpusaTMA  No  NpejoTBpalleHnto  obpaweHnss Ha TeppuTopum  POCCUInCKOMN
depepaunn  MeguUMHCKOTO u3genna WU 0 pesynbratax MNPOUHMOPMMPOBATb
COOTBETCTBYHOLWMNIA TeppnTOPUANbHbLIA opraH Poc3gpaBHag3opa.

TepputopuansHblM opraHam Poc3apaBHaj3opa MNPOBECTM  MeponpuATUA B
COOTBETCTBMW C MNOPAAKOM, MpPeayCMOTPeHHbIM ALMUHUCTPATUBHLIM pPeriameHToM
depnepancHOM Cnyx6bl MO Hag3opy B ciepe 34paBOOXPaHEHUS MO  UCMONHEHUIO
rocyfapCTBeHHOW (YHKUMM MO KOHTPONIO 3a obpalieHVem MeaULMHCKUX W3Lenui,
YTBEPXAEHHbIM Npukasom MuH3gpasa Poccuun ot 05.04.2013 Ne 196H.

O6pallaemM BHMMaHWe, YTO B COOTBETCTBUU C Y. 4 cT. 38 PegepanbHOro 3akoHa
oT 21.11.2011 Ne 323-®3 «O6 oCHOBax OXpaHbl 340P0BbSA rpaxpaaH B Poccuiickoi
depfepauynm» Ha TeppuTopunm Poccuiickon Pefepaumy  paspelsaetcsa obpalleHune
MEeAMLUMHCKUX  W3LeNNil,  3aperucTpMpoBaHHbIX B MOpPAAKe,  YCTaHOB/IEHHOM
MpaBuTenscTBOM Poccuitckon Pefgepauumn, YNOJHOMOYEHHBIM UM  (egepanbHbIM
OpraHoM UCMOJIHUTENbHOW BNACTMW.



3a HapylweHus B cepe obpaweHUs MeLUUUHCKUX U3Lennii  npefycMoTpeHa
aAAMUHUCTPATUBHAaA OTBETCTBEHHOCTb COrnacHo ctatbam 6.28 un 6.33 «Kogekca
Poccuiickoin depepaunm 06 agMUHUCTPATUBHBLIX MPaBOHAPYLIEHMAX», a TakKXe
yCTaHOB/MIEHa YrosioBHasi OTBETCTBEHHOCTb 3a ob6palleHne qanbCuPULUMPOBaHHbIX,
He40OpPOKAYeCTBEHHbIX W He3apermcTPpUpoBaHHbIX MeAUUUHCKUX W3[4eNnid COrnacHo
cTaTbe 238.1 YronoBHOro Kogekca Poccuiicko degepayuu.

MpunoxeHune: Ha 1n. B 13K3.

PykoBoauTenb M.A. Mypauwlko



NPUNoXeHue K NucbMy Poc3apaBHag3opa

ot o'/bl* * 3 :

Ta6n|/1u,a COMocCTaB/IEHNA NapaMeTPOB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMIIEKTE
peFMCTpauMOHHOﬁ JOKYMEHTauunn, ¢ napamMeTpaMmn N XapaKTepnctnkKamm O6pa3Ll,OB

CpaBHuBaemble
cBefeHusa/napameTpbl

HanmeHoBaHNe
n3penusa

Ha3HaueHue

[aTta
perncTpaumMoHHOro
YL0CTOBEPEHMUSA

BbIAB1EHHOIO MeANLUMHCKOIO N34enna

KomMnnekT perucTpauyoHHOiA O6pasLibl BbISBNEHHOIO

[OKYMEHT aLuu MEeANLMHCKOro 13fenus
(perucTpalmoHHOe ya0CT0BEpeHNE
Ne P3H 2015/2741 o1 07.07.2015)

YcTpoicTBa A4N14 NpoBefeHns YKa3aHo Ha 3TuKeTke Nel Ha
9HA0BACKYNAPHbIX MaHUNYNAUNA:  PYCCKOM A3bIKE:

8. Onyx (MMmnaaHTaT Ang YcTpoicTea Ans npoeefeHns
ambonun3aLmm cocyos) ¢ 9HA0BACKYNSAPHBIX MAHUMYNSALMNIA:
NPUHAANEXXHOCTAMN: MwuKpokaTteTep Ans 4OCTaBKM
NH(Y3NOHHbIE KaTeTepbl, MUPO MMMIaHTaTOB U NIeKapCTBEHHbIX
KaTeTepbl, MUKPO NPOBOAHUKMN, cpeacts Apollo.

MUKCEP, MHDY3aTOP, MEPHbIN YKa3aHo Ha 3TuKeTKe Ne 2 Ha
LINpUL, MHTPOAbIOCEP, KOHHEKTOP, PYCCKOM fi3bIKe:

aganTepbl. MwukpokaTteTep Apo o™ Onyx A

Delivery Micro Catheter.
YKa3aHO B UHCTPYKLMW MO
MPUMEHEHMIO:
MukpokateTtep Apollo™ ans
[locTaBKK BellecTsa Onyx.

MWKpO KaTeTep Ans nepemelleHns CornacHo  npefcTaBNeHHOW ¢

BellecTBa, CoBMecTUMbIA ¢ AMCO, o06pa3sLom NHCTPYKLMER no
B OTHOLLEHMW KOTOPOT0 YKa3aHo, MPUMEHEHUIO: MuKpokaTteTep
YTO OH MOXXET NPUMEHSTLCS B Appolo and poctaBku BelyecTBa
HeMnpococyaCTOM cucTeme onyx.

(HanpumMep, MUKPO KaTeTep
Rebar™, UltraFlow'i"*HPC, mukpo
KaTeTepbl C Hanpas/ieHVEeM NOTOKa
Marathon'**"), ucnonb3yetcsa ans
NMony4veHns JOCTyna K MecTy
NpoBefeHNa amMB0Nn3aLunn.
Apyrne MMKpo KateTepbl MOryT
ObITb HeCcOBMECTUMbI ¢ AMCO, u
NX NPUMEHEHME MOXKET NPUBECTU
K NPOsiBIEHNAM TPOM603M60/INK
N3-3a NOBPEXAeHNA KaTeTepa.

07.07.2015 CBefleHnA OTCYTCTBYIOT



