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OELEPANILHASA CTYXKBA MO HAA3OPY B COHEPE 3PABOOXPAHEHNSA
(POC3PABHA/I30P) ,

PETMCTPAUMNOHHOE ¥ JOCTOBEPEHWE

HAMEAVNUNHCKOEW3OENUE
oT 14 aBrycta 2023 roga Ne P3H 2017/5514

Ha meguumHcKoe nsaenve
AnnapaT ClUMBatOLLLe-PeXYLLUIA C U3MEHAIOLWMMCS YI/IOM paboyeil YacTu,
9HA0CKOMMYECKNIA, 3NEKTPUYECKINIA, aBTOHOMHbIN

HacTosLee perncTpauoHHoe yA0CTOBEPEHME BblAaHO
O6LWecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO “[IXKOHCOH & [)KOHCOH"

(OO0 "[O)XOHCOH & [>KOHCOH™), Poccus,
121614, MockBa, yn. Kpbinatckas, 4. 17, K. 2

Mpown3soguTenb

"OTNKOH SHA0-Ceppxepun, dn-9n-Cu", CLUA,
Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo, Puerto Rico, 00969, USA

MecTO NPOM3BOACTBA MEANLIMHCKOIO U3aeNns
CM.MpPUIOXKeHe

Homep peructpaumoHHoro gocke Ne P/1-57288/60008 ot 07.08.2023
Knacc noTeHLmManbHOro prcka npyMeHeHUsa MeanLnHCKOro nsaenus 26

Kog O6Lepoccritickoro Knaccugmkaropa npoayKuum no BuaaM 3KOHOMUYECKom /
fedarensHocTn 32.50.50.110

HacTosiLLiee permcTpaLmMoHHOe YAOCTOBEPEHME MEET NPUMOXeHKe Ha 1 incTe

npuKasom Poc3pasHagsopa oT 14 asrycTa 2023 Ma.Ka M AoxyY
[0NyLLEHO K 06paLleHunto Ha TeppuTopumn Poccu|ekoin denOdeE(Hn

3amecTuTens pykosoautens ®eaepanbHON Cnyxobl;

Nno HaA30py B ccpepe 34paBOOXpPaHEHNA ~ [.10. MNaBnokoB

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM
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CDEJJ,EPAI'II:HAH CNYXKBA MO HAA3OPY B CHEPE 3[PABOOXPAHEHNSA
(POC3PABHA30OP)

MPUNOXEHNE

KPEIT'MCTPALUNOHHOMY Y AOCTOBEPEHNIO
HAMEONUNHCKOEW3AEJTNE

OT 14 aBrycta 2023 roga Ne P3H 2017/5514
Jlncet 1

Ha megvuuHCKoe nsgenve
AnnapaT CLUMBAIOLLE-PEXYLLMNIA C M3MEHSAIOLLIMMCS YTIIOM paboyeit yacTu,
9HOCKOMUYECKWNIA, 3/IEKTPUYECKUIA, aBTOHOMHBbII, B BapMaHTax UCMOHEHUS:
1. AnnapaT clumBatoLe-pexxymii nuHeiHblin ECHELON Flex Plus 60 ¢ n3ameHstoLwmmes
yrnoM paboyei YacTu, S3HAOCKONUYECKMIA, 3NEKTPUYECKNIA, aBTOHOMHBIA, '
BapUaHTbIl UCTOTHEHNS:

R - ECHELON Flex Plus 60, gnuHa ctona 280 Mm —3 WIT./yn., akkymynatop - 3 wr./yn.,

"1 WHCTPYKLMA MO NPUMEHEHUIO - 1wT./yn.

- ECHELON Flex Plus 60, gnuHa cteona 340 Mm - 3 WT./yn., akkymynatop A 3 L. /yn
WHCTPYKLMSA MO NPUMEHEHMIO - 1 wwiT./yn.
- ECHELON Flex Plus 60, gnvHa cteona 440 MM - 3 WT./yn., akkyMynsaTop —3 LT, lyn.,
WHCTPYKLMA NO NPUMEHEHMNIO -1 LT, /yr| \
2. Annapar cLumBaroLLe-pexxyLLnii nnHeliHblii ECHELON Flex Plus 45 ¢ nsmeHstoLwmmcs
yrnom paboyei YacTu, 3HAOCKONUYECKNIA, 3NEKTPUYECKNIA, aBTOHOMHbIIA, BapuaHTbl
NCNOSHEHMA:

ECHELON Flex Pius 45, pnuHa ctBona 280 M - 3 WT./yn., akkyMynatop -3 wr./yn.,
WHCTPYKLMSA MO NPUMEHEHMIO - 1 wwiT./yn.
ANECHELON Flex Plus 45, gnvHa ctBona 340 mm 3 WwT./yn., akkymynarop ~ 3 wT./yn.,
WHCTPYKUMSA MO MPUMEHEHWIO - 1 wT./yn.
- ECHELON Flex Plus 45, gnvHa ctBona 440 MM 3 WIT./3W., akKyMynsaTop —3 wr.fyrr., . ./
WHCTPYKLMS MO NPUMEHEHUIO - 1. /yn.

-T 3. Annapart CLUMBAIOLLE-PeXYLLNIA YCOBEPLLIEHCTBOBaHHbIN, C K/THOBOBUAHOW OpaHLueid  J1
ECHELON Flex 35 ¢ M3MeHsHLWMMCS Yri1oM paboyein 4acTu, 3HA0CKOMUYECKUNA,
3NEKTPUYECKMIA, aBBTOHOMHbIN, A/IMHa cTBos1a 320 MM, B COCTaBe:

- Annapat CLUMBaIOLLE-PEXYLLMIA YCOBEPLLIEHCTBOBAHHLIN, C K/HOBOBUAHOW OpaHLwen : 3
ECHELON Flex 35 ¢ n3meHsoLmmes yriom paboyeii 4acTu, 3HA0CKONUYECKIA, ;
SNeKTPUYECKUi, aBTOHOMHbIN, A/IMHa cTBoMa 320 MM - 3 WIT./yn., akkymynstop - 3wT./yn.,
WHCTPYKLMS MO NPUMEHEHMIO - 1 wT./yn.,

- Kacceta ENDOPATH ECHELON 35 mm, 4 psiga, 6enasd —I12 Wwt./yn. ¢ UHCTPYKLUKME no
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npumeHeHuto - 1 wr./yn. (gp 30 yn. npm HeOO6XOAUMOCTHN). In
MecTo npon3BoACTBa: . RITE
L Nypro Healthcare Baja Inc., Avenida de las Torres 7125, Colonia Salvarcar 118, 32580 ’
Ciudad Juarez, Chihuahua, Mexico. L o7V

2. Nypro Healthcare Baja Inc., 3801 University Blvd SE, Albuquerque,J4M 87106, USA.
3. Ethicon Endo-Surgery S.A. de C.V. Planta Il, Calle Durango No.; 275h”olonia Lote"
Bravo, 32575 Ciudad Juarez, Chihuahua, Mexico. - .

3amecTuTenb pyKoBoauTens deaepasibHoM CRyXobl
Mo Haa30py B Chepe 3ApaBOOXPaHEHUS] %
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