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ELEPAJIBHASl C/TY)KBA MO HAZ30PY B COEPE
30PABOOXPAHEHUS
(POC3OPABHAL3OP)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEOVUUMHCKOE U3OENTUE

ot 20.08.2020 N2 P3H 2020/9612
Ha MepguumHckoe nspenue

OpHopa3sosbii ctennep EEATM Auto SutureTM ¢ npumeHeHueM TexHonorun DST SeriesTM
LS XMPYPrUMYECKUX ornepaLMii npyu reMoppoe 1 nposance

HacTosiwee perncrpaunoHHoe ya0CTOBEPEHUE BblAAHO

000 "MenTpoHUK"

MNpownsBoamnTens

"Kosuamnen J1IJIC"

MecTo npon3BOACTBa MEAMLIMHCKOTO U3AENus

CLUA, Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA
Homep peructpaumoHHoro gocbe N2 P3H 2020/9612

Bun meanumHckoro uspenus: 248160

Knacc noteHUManbHOro pucka npUMeHeHUs MeaULMHCKOro ulaenus: 26

Kon ObLwepoccuiickoro knaccudukatopa NpoayKumum ans
MegmuMHCKoro usnenus: 32.50.13.190

HacTosuwee perncTpaumMoHHOe yaoCTOBEPEHUE UMEET NMPUITOXKEHUE

Mpukasom PocsppasHaasopa ot 20.08.2020. N2

HonyweHo Kk obpaweHuto Ha Tepputopum Poccuickon @epepaumu.

PykoBoguTenbs MenepanbHoM cnyxobl (neyatb)
Mo Haa30py B chepe 34paBOOXPAHEHUS
@®.1.0 _noanucb_



GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 20.08.2020 N2 P3H 2020/9612 Jlnct 2
Ha meaouumHckoe usgenve
OpHopa3sosbi ctennep EEATM Auto SutureTM c npumeHeHuneMm TexHonormum DST SeriesTM

[N XMUPYPrMYecKnx onepaumin npyu reMoppoe 1 nponance

1. OpHopa3osbii ctennep EEA? Auto Suture? c npumeHeHnem TexHonorun DST Series? ans
XUPYpruyeckmux onepauun npu remoppoe 1 nponance 33 mMm - 3,5 mm, B cocTase: 1.1.
OpHopa3oBbiv LMpKynspHbiv ctennep EEA? Auto Suture? c npumeHeHuem TexHonormn DST
Series? ons XxMpypruyeckux onepauuin npu reMmoppoe u nponance 33 mm - 3.5 mm. 1.2.
OnopHbin ctepxxeHb. 1.3. MopTt goctyna. 1.4. AHockon. 1.5. Pacwuputens. 1.6. MHCTpyKumMs no
npumeHenuto. 2. OpgHopasosbiv ctennep EEA? Auto Suture? c npumeHeHnem TexHonormm DST
Series? ons XxMpypruyeckux onepauuin npu remoppoe u nponance 33 mm - 4,8 MM, B cocTaBe:
2.1. OpHopa3oBbIv LMpKynapHbin ctennep EEA? Auto Suture? c npumeHeHHeM TeXHONOrmm
DST Series? onig xupypruyeckmx onepauuin npy remoppoe 1 nponance 33 Mm - 4,8 mm. 2.2.
OnopHbIf cTepxeHb. 2.3. MopT goctyna. 2.4. AHockon. 2.5. Pacwuputens. 2.6. MHCTpyKLmMs no
NPUMEHEHMUIO.

PykoBoguTenb MenepanbHon cayxobl (neyatb)
Mo Hag30py B chepe 34paBOOXPaHEHNS
@®.1.0 _noanucb_



