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®EJEPA/ILHASA C/TY)KBA MO HAZ3OPY B COEPE 3[]PABOOXPAHEHNSA
(OC3/TIPABHA/30P)

PETMCTPAUNOHHOE YAOCTOBEPEHWE
HAMEOVNUNHCKOEW3AENTUNE
oT 14 nekabpsa 2023 roga Ne p3H 2023/21701

Ha meguunHckoe nsgenune
Hacagka gns guccekynm n koarynaunm ENSEAL® X1 K reHepatopy
3/IEKTPOXMPYPrMyYecKomy, ynbTpassykosomy G11

HacTosuee pernctpaynoHHoe ya0CTOBEPEHME BblfaHO
O6uwecTBO COrpaHNYeHHOW OTBETCTBEHHOCTbIO "[)KOHCOH & [1)XOHCOH
N (OO0 "[OXO0HCOH & [XoHCcoH"), Poccus,
&> : 121614, Mocksa, yn. Kpboinarckas, g. 17, K. 2

MpownssoguTens,
"3Tnkoin dHpo-Cepxepun, dn-3n-Cu", CLLUA,
Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo, PR 00969, USA

MecTo Npon3BOACTBa MeAULUHCKOro N3Lenmns
Ethicon Endo-Surgery, S.A. de C.V., Planta Il, Calle Durango No. 2751,
Colonia Lote Bravo, 32575 Ciudad Juarez, Chihuahua, Mexico
Howmep pernctpaunoHHoro goceke Ne PA-56780/52848 ot 04.07.2023
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Knacc noTeHUManbHOro pucka npuMeHeHna MeguLUHCKOTo U3aenns 26

Kopg O6uiepoccuiickoro knaccugumkaropa npogyKumm no sugamMm 3KOHOMUYECKO
fgeatenbHocti 32.50.50.190

HacTosliee perncTpaLmoHHoe y10CTOBEPEHNE MMEET NPUNoXeHne Ha 1 nncTe

npukasom PocsfipaBHagsopa oT 14 gekabp/ r/rn
[OnyLLeHo K o6palleHnto Ha TeppuTopun

PykoBoauTenb ®efepanbHoOi Cnyx6bi

y Mo Haf30py B c(hepe 34paBOOXpaHeHNs
«Qgl-

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHIA/ W PETUCTPALIMI MERHLMHCKWX H3ENHIA



(pocsapasHanzop):

NPUNOXEHUE :/ _
mr K PEFTUCTPALIMOHHOMY YAOCTOBEPEHUIO
HA MEAULMHCKOE N3OENUE

oT 14 pekabpsa 2023 roga Ne PJH 2023/21701
Jinet 1

Ha mefuuunHckoe nsgenue
Hacagka gnsa guccekuumn n koarynaunm ENSEAL* X1 K reHepaTtopy

3NEKTPOXUPYPTMYECKOMY, YbTpasBykoBomy G11,

B BapuaHTax UCMNOSTHEHUSA:
b Hacagka gna guccekuum n koarynauum ENSEAL* X1 ¢ npambiMu 6paHLiamm

ANS OTKPbITBIX 1 NanapoCcKoNUUecknx onepauuii, AnmHa cTeona 25 cM, C UHCTPYKLuei

no NPUMeHeHUIo - 3 WTYyn.
2. Hacagka gna guccekuymn un koarynaumm ENSEAL® X1 ¢ npaMmbwiun 6paHwamm  ;  V

AN OTKPbITBIX W NanapocKonuMyeckux onepauui, AnumHa cteona 37 ¢/, ¢ MHcspyKumem
Mo MPUMEHEHMNIO - 3 WT./yn. ; - m

PykoBoauTenb ®eaepanbHoii CnyX6bl
Mo Hag3opy B cepe 3apaBoOXpaHeHNs

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



