OEANEPANNTBHAA CNYXBA MO HAA30PY B COEPE 3APABOOXPAHEHINA
A (POC34APABHAL30OP) . A N

PETMCTPAUVNOHHOE YAOCTOBEPEHWE

OrT 27 nioHa 2022 roga

Ha meguuunHckoe nsgenve
MHCTpYMeHTbI YNbTPa3ByKOBble /15 reHepaTopa 3/1eKTPOXUPYPrmyYeckoro
ynbTpassykoBoro GENII ¢ npuHaaiexxHocTaMun

HacToslLiee perncTpaumoHHOe, YA0CTOBEPEHNE BbLLAHO
O6LLEeCTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTLIO *"[XKOHCOH & [XKOHCOH"

(OO0 " OXOHCOH & [I>KOHCOH™), Poccus,
121614, MockBa, ya. Kpblnartckas, a. 17, K. 2

[MpoussoguTens

"OTNKOH SHJ0-Ceppxkepyn, In-an-Cn'', CLLA,
Ethicon Endo-Surgery; LLC, 475 Calle C, Guaynabo, Puerto Rico, 00969, USA

MecTo npomnseoacreaMegUUMNHCKOIo n3genna
CM.MNPUNoXeHne

Homep perucTtpaumuaeHHoro gocbe Ne P/1-48781/20761 ot 28.03.2022

Knacc noTeHUWaabHOro pUcka NpuMeHeHUst MegnLMHCKOro n3aenus 26

Kog O6LepocenidCKoro Knaccudmkatopa npoayKumm no BuaaM 3KOHOMUYEGKOWM
feAtenbHocTn-32.50.50.190

HacTosiLiee permcTpaLyioHHOE Y/J0CTOBEPEHME MEET NPUIOXKEHUE Ha 2 NAETax |

1 ' npukasom Poc3gpaBHaz3opa oT 27 uoHa 2022 roga Ne 5707

nyLleHOo K 06paLleHnt0 Ha TeppUTopumn Poccuiickoil denepa
ASamecTUTE b yulé'oso,qmenﬂptg@mgwmm&gﬂym%l AsPal

Mo-Haa30py B cepe 34paBooOXpaHeHNS [.HO. MaBntokoB

Perucrpanua MH g Pocspgpasransope
www.nevacert.ru | info@nevacert.ru
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®EAEPA/IbHAA CNYXXBA MO HAA3OPY B COEPE 3APABOOXPAHEHUS
E : (poc3aPABHAA30P)

MPUNOXEHWE

HAMEOVNUWNHCKOE U3OEJTNE

Ne P3H 2017/5771
OT 27 mioHsa 2022 roga @ P3H 201775
Jlner 1

Ha megunumnHCcKoe usgenve

|/|HCprMeHTbI Y/IbTPa3BYKOBbIE /1A FeHepaTopa 3/IEKTPOXNPYPrnyeckoro
YNbTPa3BYKOBOIro GEN Il C NPUHaAJIEXXHOCTAMU, BapuaHTbl UCNO/IHEHUS,

1. HoxxHuybl Harmonic ACE+7 ¢ diyHKLMe ycoBepLUeHCTBOBAHHOIQ FemMocTasa s
OTKPbITbIX N 3HAOCKOMNYECKNX Onepawmnii, AAnHa cTeona 23cm, B cocraBe.

1.1 “HoxHnubl Harmonic ACE+7 c/pyHKUMel ycoBepPLUEHCTBOBAHHAIO remMocTasa a/is
OTKPbITbIX U 3HAOCKOMNUYECKNX ONEpaumnii, AnnHa cTBona 23cM- 6 LT.,

1.2. 3aMOK paboyeit 4aCcTu Cepblin 56 LWT.;

1.3. IHCTPYKLMA N0 NPUMEHEHNID -1 LIT.

2. HoxHuubl Harmonic ACE+7,¢c.(hyHKUWel ycoBepLLIeHCTBOBAHHOIO remocTasa 4/1s
OTKPbITbIX N 3HAOCKOMNUYECKUX Bnepaymnii, AnrMHa cteona 36 cM, B cOCTaBse.

2.1. HoxxHuubl Harmonic ACE+7 ¢ (hyHKUMER ycOBEPLEHCTBOBAHHOIO remocTasa 4/s
OTKPbITbIX N 3HAOCKOMMYECKUX Oonepauunii, gaivHa cteona 36-cw-- 6 WwT.,

2.2. 3aMOK paboyeli YacTu eepblii - 6 WT.;

2 3 VIHCTpyKUMA No NpUMEHeHUto -1 LwT.

3. HoxxHuubl Harmonic ACE+7 ¢ pyHKUMeli ycoBepLUeHCTBOBAHHOIO remocTtasa Ans
OTKPbITbIX N 3HAOCKONMYECKUX Onepaunii, onnHa cteoa4s cm, B cocTase.

3.1. HoxxHuybl Harmonic ACE+7 ¢ hyHKUMeN ycOBEPLIEHCTBOBAHHOIO remMmocTasa A/s
OTKPbITbPC U 3HAOCKOMMYECKUX onepauunii, AnvHa cteona 45 cm - 6 WwT.,

3.2. 3amMOK paboueil 4acTu cepblii - 6 LWIT.;

33 VIHCTpyKumMA li0/MpUMeHeHMIo -1 L.

4. HoxHuubl Harmonic ACE+ ¢ TexHosorven agantaymm K TKaHsaM oA OTKPbITbIX=H
3HAO0CKOMUYECKMX-0Ilepaymnii, AnMHa cTBoa 23 cwm;.B coCcTaBe. ~

4.1. Ho&wuuybl Harmonic ACE+ ¢ TeXHO/OIMeW aganTaymn K TKaHAM AN OTKPbITbK U
3HJ0CKOMMYeCcKux onepaunii, annHa cteona 23<€CM - 6 wT,;

4.2, 3amMOK paboueii yacTu cepblii - 6 WIT.;

4 3 VHCTPYKUMA NO NPUMEHEHUIO -1 LWT.

5" HoxxHuubl Harmonic ACE+ ¢ TexHONormen agantayum K TKaHAM 415 OTKR/ T TbIX |/|
3HAO0CKOMUYECKUX onepauuii, givHa cteona 36 cMm, B cocTaBe.

51. HoxxHuybl Harmonic ACE+ ¢ TexHOAQLMeN aganTaymy K TKaHAM N8 0TKPbITbIX U
3HAO0CKOMUYECKUX onepayuii, gavHa cTeoia 36 cm 6 WT,;
5.2. 3a.MoK paboueii HacTun cepbiii - 6 WIT.;

5 3. VIHETPYKLUUS MO NPUMEHEHNIO - 1 1T,
6. HoxxHUUbl Harmonic Focus + ¢ TexHesiornen agantauum KT K a H/A /N OTKpbITbPC

onepaynii, B cOCTaBe:

6.1. HeXXHunubl Harmonic Focus + c_TexHoNormen agantaymm K TKaHsiM AN OTKPbITbIX
ornepaumnm- 6 n - fo-

6.2 %ali\t/IOK pagf)qém 4acTW CePbIN ~6 LWT.; /- >

6.3 MHCTpYyKUNA No NpUMeHeHuto -1 L. $ !

7. HoxxHuybl Harmonic Focus+(gAvHHbIE C TEXHONOTMEN [ganTaunm K TKaHam ans
OTKPbITbPC Onepavuii, B COCTaBe; . ne-y -

3anvectutesib pyKoBoauTesid d)e,qepaanom CI'Iy>K6bI L.

Nno Haa3opy B chepe 34paBoOXpPaHeEHNSA V -[1 KOJ1XaBnoKoB

0102871

Perucrpanua MH g Pocspgpasransope
www.nevacert.ru | info@nevacert.ru



dbepepanbHaa CJ/IY)XBA no HAA3OPY B COEPE 3apaBooxpaHeHUS
(POC34PABHAL30P)

MPUNOXEHWE

MOHHOMY Y/[10<

HA MEAVNUVNHCKOE N3OENNE

Ne P3H 2017/5771
Ol 27 nioHA 2022 roga

Jlnet 2

7.1. HokHunubl Harmonic Focus+ A/IMHHbIESC TEXHONOIVEN aganTaumn K TKaHam ana g

OTKpPbITbIX onepauyii - 6 rnT,; .
7.2. 3aMOK paboyen yacTu hroneToBbIA = 6 LWIT.;

SHAAAA™M A "W K co'BClpoeHHON '

PY— ans

OTKPbITbIX N 3HAOCKONNYECKNX onepaunn, nanHa cteosia 20cm .boT,,

oHoNw ™" mode CO BCTPOEH

O0T6bIThIX N 3HAOCKONMYECKMX OMTepaLnii, AnvHa cTBona 36 cMm, B cocTaBe.
9.1"HoxHunubl Hamonic HD OO0i co BCTPOEHHOW /1lanapoCoHNYeCcKON PYKOATKOW ANns
OTKPbITbIX U 3HAOCKONMYECKMX-0nepawunii, AnvHa cteona 36cm - 6 WwT.,

?700'/1e3BMM0OK Ne monic Synergy ¢ 3aMKOM paboTe» 4acTu, B COCTaBe:
10/1 Ne3pue'*— Hannonie Synergy¢.3aMKom paboyeii YacTu - 6 LT.;
10.2 73amMOK paboyeli YaCTu cepblid - 6 LLIT;

H-!n NMAANATy~NgeXmKANN C 3aMKOM pabo4eil yactu B cocI”e;
.1 nNessueunsornyroeHatowc8ynereyczamkompabouenyactun-b wt. -

11.2. 3a.MOK paboyeir-HacTu cepbiil - 6 WT.;

anameTp 5 mm. dpruHa 32 co”™ A
;12.1. Te3Bne™ o 40K anuccekumoHHoe HamonicgsanameTp 5 MM, AsimHa 32 cMm -6 W T.,
12 2. 'HCTPYKUMSI IO MPUMEHEHMIO -1 LT,

1'aSStS 'S A  bbi» 4N PYYHOTO NEPEKAOYEHMS.
1.1. AganTep(O4HOPAa30BbIN O/ PYHHOr0 NepeKsItoveHmns - 3 WT.
1.2. IHCTpyKLUMA NO NpUMEHeHuo - 1wT.

~Mik6n°Endo~Surgery Inc., 4545 Creek-Road, Cincinnati, OH 45242,
r Ethicon'Endo-" Inc., 3801 University Boulevard SE, Albuquerque, NM 87106,

2 % pro-Healthcare Baja Inc., 3801 University Blvd SE, Albuquerque”~H”
4 NPA.de M S.deR.L. de C.Y .,.Blvd. Hector Teran Teran LLI 662-C, Col. Murua -

Merchants Court, Colorado Springs, CO 80916, USA. "

[.1O. NasniokoB
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