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®AAEPA/IBHAST CNYXKBA MO HAZ3OPY B COEPE 3[]PABOOXPAHEHUSA
(POC3PABHA/30P)

PETMICTPALMNOHHOE YJOCTOBEREHWE
HA MEANUWHCKOE N3AETNE
oT 07 okTAbpsa 2015 roga Ne P3H 2015/3153

HaMeZVLHCKOE Vi3zenve
IHCTPYMEHTB I V3BNEKAIOLLVE A1 MPOBEAEHYIS AMI0YPOIOTHUECKIX MPOLIEAYP

HecTosLLEE pervcTpaLyioHHOE Y0CTOBEPEHVE Bb|IpHO

*BocToH CaiieHTgwmK KopriopeiluH'™, CLLIA,

Boston Scientific Corporation, One Boston Scientific Place, Natick, MA 01760-1537,
USA

[MpovsBOIVTE b

"'BoctoH CarieHTdwmk KopriopeiwH', CLLIA,

Boston Scientitic Corparation, One Boston Scientific Place, Natick, MA 01760-1537,
USA

MECTO MpoV3BOACTBA MEAVLIHCKOIO V30e/ A
CM.MPH/IOXKEHHE

Hovep pervicTpatioHHoro gocke Ne P1-6331/52045 ot 20.02.2015

Bri MEAVILHCKOO Vi3S -
Kracc NoTeHLIya/isHOM0 prcKa NMpIVEHEHS MEAVLIHCKOIO M30e/ VA 2a

Ko OBLLEROCCHMIACKOTO KMaoCydMKATOpa MpoayKLV 7151 MEOVLMHCKOLO viRaenvist 94 3440
HacTosLee percTpaLioHHOoe YAOCTOBEPEHVE UIVEET MPWIOHEHVE HAL2 JICTaX

npukasomM Poc3gpaBHagsopa o1 07,bkTa6psa 2015 roga>X 7105
HdonyuieHo K obpalleHnio Ha TeppuTopun PoccninckoANegepatin.

PykoBoauTenb PefepasibHoA Cyxobl
M0 HaA30pPY B Chepe 34paBooXpaHeHS MA MypalLLko

0014149

Perucrpanua MU & Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



PEJEPA/IBHAS CNYXKBA MO HAJ30OPY B COEPE 3[IPABOOXPAHEHUS
(POC3JIPABHA/30P)

MPUNOXEHUE

KPETMCTPALUMNOHHOMY YAOCTOBEPEHUIO
HA MEAVNUVMNHCKOE N3AENTNE

oT 07 okTAbpsa 2015 roga  Ne P3H 2015/3153
Jinct 1

Ha MegpLyHCKOe Visaerve

VIHCTPYVEHTLI M3B/IEKAIOLLVE /15 [IPOBESEHMA SHA0YPOIOrMYECKMX MPOLEaYP:

1. 3axeaTb| KPHOHKO0OPasHB E [ ygneHs KavHel Tricep

(Tricep Hooked-Prong Grasping Forceys):

- 3AXBATb | KPHOHK00GPa3Hb E /11 YyaaneHs kaviHein Tricep Mini<Thirow (Tricep (M
Throw) Hooked-Prong Grasping Forceps) 3F;

- 3AXBATb | KPHOHKO00Pa3Hb B 115 YIAneHs KavHein Tricep (He peTpaxTvpytoLLye) (Tricep
(Non-Retracting) Hooked -Prong Grasping Forceps) 3

- 3AXBATb | KHOHKO00Pa3Hb B 711 YianeHs KaviHen Tricep (peTpakTvipytoLLe) (Tricep
(Retracting) Hooked-Prong-Grasping Forceps) 24F; 3F;

- 3aXBATb| KPHOHKO0OPasHBE [ 151 YianeH kaviHeln Tricep Extra-Strength (Tricep (Extra:
Strength) Hooked-Prong-Grasping Forceps) 3F.

2. 3aXBATbI HATVHOMOBL E /151 yiaeHns kavHe Graspit (Graspit Nitinol Stone Retrieval
Forceps) 2,6F; 3,3F.

3. 3axBaTb I TUINa «KOPBUHKa» A1 YagneH kavHe Leslie Parachute MHoronpOBonqube
(Leslie Parachute Multi-Wire Stone Sweeping Device):

- 3aXBaATb I TVNa «KAP3VHKaY 1151 YaareHVst kaviHeld Leslie Parachute MHOrOMpoBO/IoHHLE
(Leslie Parachute Multi-Wire Stone Sweeping Device) 31F,

- 3aXBATb | TWNa «KOBMHKa» 119 YaaneHs Kaviei Leslie Parachute MHOMOMpPOBOSIOHHb E
(HTEBIHL I HakoHeYHMK 5 cv) (Leslie Parachate (5cm Filiform Tip) Multi-Wire Stone
Sweeping Device) 31F

4. 3axBaTb| TUIA «KOR3VHKa» HATVHOMOBb B A5 YiarieHs kavHe Escape (Escape Nitinol
Store Retrigval Basket) 1,9F,

5. 3axBaTbITINA <KOPSVHKEY HATVHOMOBBE [ YianeHns KaviHeil OptiFlex (OptiFlex
Nitinol Store Retrieval Basket) 1,3F.

6. 3axBaATb I TVNa «KOPBHKaY HATVHOMOBLE A Y/IgneHs KaviHeid Zero Tip (Zero Tip
Nitinol Stone Retrieval Basket) 1,9F; 24F; 3F.

7. 3axBaThbI TUINa «KOPBVHKa» CrivipareBUIHL E /19 YaaneHnst kavHed Gemini (Gemini Paired
Wire Helical Stone Retrieval Basket):

- 3aXBATb! TVINa <KOPBVHKa CrVpa/IEBIHLE [/ YAareHA KaviHeil Gemini 3 MpoBO/iokM
(Gemmi (3 Wire Basket) Paired VWWre Helical Stone Retrieval Basket) 3F; 24F;

- 3aXBATbI TVINA <KOPRVIHKaY CIIPaSEBUIHLE [ YiareHs KaviHei Gemini 3 mpoBa/ioKA
(HATEBIHL I HAKOHEHYHMK 5 cv) (Gemini(3 WrCiBesleet with 5 cm Filiform Tip)

Paired \Wire Helical Stone Retrieval Basket)'SF, ™ 4Ei. *

- 3XBATbI TUMNA «KOPBVHKE CrVIPareBU; bk 1A Yaneiist KibiHell Gemini 4 MpoBO/ioKA
(Gemini (4 Wire Basket) Paired Wire flical Storie Retrieval B~ t) 3F; N
PykoBoauTe/ib dPefepanbHoNn Criyxo|l

Mo Ha130pY B Cthepe 3apaBooXpaHEHNN MJ1. MypenKO
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MPUNOXEHUE

KPETMCTPALULMNOHHOMY YAOCTOBEPEHUIO
HA MEAVNUVNHCKOE N3OENNE

oT 07 okTA6pA 2015 roga 2015/3153
Jlnet 2

- 3AXBATb I TUIMA «KOPBVHKE CriviparieBAIHL E [717 YaneHs KaviHeid-Gemini 4 rpoBa/ioku
(HTEBWIHL N HAKOHEYHVIK 5 cv) (Gemini (4 Wire Basket with 5 cm Filiform Tip)

Paired Wire Helical Store Retrieval Basket) 3F,;

- 3XBATb 1 TUIMAa «KOPBVHKa» CrvpaieBUIHbE [y151 yaareHnst KavHe Gemini 5 nposaiiok
(Gemini (5 Wire Basket) Paired VWWMre Helical Stone Retrieval Basket) 3F;

- 3aXBaATb I TVINA «KOP3VHKa» CriParieBAIHBE [/151 YaareHust KavHe Gemini 5 MpoBosiok
(HTEB/IHBL I HAaKOHEYHK 5 ev) (Gemini (5 Wire Basket with 5 cm Filiform Tip)

Paired Wire Helical Stone Retrieval Basket) 3F,

8. 3axBaTb I TVMa «KOBVHKE CHEpHECKVe [/ YIaIeHA KavHel Segura Hemisphere
(Segura Hemisphere Stone'Retrieval Basket):

- 38XBATb 1 TVINa «KOPBVHKaY» ChepueCcKVe A YgneHst KavHein Segura Hermisphere
(Segura Hemisphere Stone Retrieval Basket) 4,5F;

*3aXBaTb | TWNa «KOPBMHKaY ChEpHECKVE 1A YaneHns KaviHein Segura Hemisphere
(HATEBIHB I HAKOHEYHIK 5 V) (Segura Hemisphere (5 cm Fliform Tip) Stone R”rieval
Basket) 24F; 3F, 45K

9. 3axBaTb I CrvipareBAIHb E YPOIOrMHeCKVE 11 YIAREHA KaviHeiA HATVHOMOBb E Stone
Core (Stone Core Nitinol Urological Retrieval Cail) 3F.

MECTO MpovBOACTBa:

1. Boston Scientific Corporation, 780 Brookside-Drive, Spencer, IN 47460, USA.

2. Accellent INC,, Hertz Street 1525-6, Parque-Industrial J.Bermudez, Giudad Juarez, 32470
Chihuahua, Mexico.

PykoBoauTesb PeaeparnibHon cryambbr  ?
M0 HaI30pY B Ciiepe 30paBooxpaHeH A M.A. IMypainKo
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