¢Eﬂ,EPAﬂbHAFI CNYXBA MO HAA3OPY B COEPE SAPABOOXPAHEHWA
A (POC34APABHAL30OP) . A 7

PETMCTPALUVMOHHOE YAOCTOBEPEHUE

OrT 27 nioHa 2022 roga

Ha meguuunHckoe nsgenve
MHCTpYMeHTbI YNbTPa3ByKOBbIe /15 reHepaTopa 3/1eKTPOXUPYPrmyYeckoro
ynbTpassykoBoro GENII ¢ npnHagniexxHocTamm

HacToslLiee perncTpaumoHHOe YA0CTOBEPEHNE BbLLAHO
O6LLEeCTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTLIO *"[KOHCOH & [)KOHCOH"

(OO0 " OXKOHCOH & [>KOHCOH'™), Poccus,
121614, MockBa, ya. Kpblnarckas, a. 17, K. 2

[MpoussoguTens

"OTNKOH IHJ0-Ceppxepun, In-an-Cn'', CLUA,
Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo, Puerto Rico, 00969, USA

|-|—. MecTo npomnseoacTtea MegUUMNHCKOIo n3genna
' CM.MNPUNoXeHne

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

Knacc noTeHUManbHOro pucka npuMeHeHUst MenLMHCKOro naenus 26

Kog O6Luepoccuninickoro knaccudmkatopa npoayKumm no BuaaM 3KOHOMUYECKOW
feAatenbHocty 32.50.50.190

HacTosiLiee permcTpauyoHHOE Y0CTOBEPEHME UMEET NPUIOXKEHUE Ha 2 NCTaX M

1 ' npukasom Poc3gpasHaasopa oT 27 noHa 2022 roga Ne 5707 'Wi
NyLEHO K 06paLleHnIo Ha TeppuTopmm, Poc CKOI/I CDe epa
%)al\)lll(lé%Tl/lTeﬂb Byulé'oso,qmenﬂpfg@mgmm O&CU AePal
Mo Hag30py B Ciepe 34paBOOXpPaHEHNS [11O. MaBnioKos

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



®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 A/1A reHepaTopa 3/IEKTPOXNPYPrn4eckoro
YNbTPa3BYKOBOro GEN Il C NPUHaANeXXHOCTAMU, BapuaHTbl UCMO/IHEHUS,

1. HokHuybl Harmonic ACE+7 ¢ (DyHKUMER yCOBEPLUEHCTBOBAHHOIO remocTasa as
OTKPbITbIX N 3HAOCKOMNYECKNX onepaumii, AaAinHa cTeona 23cm, B cCOCTaBe.

1.1 “HoxHuubl Harmonic ACE+7 ¢ diyHKUME yCcOBepLUEHCTBOBAHHOIO remocTasa g
OTKPbITbIX U 3HAOCKOMNUYECKNX Onepaumnii, AnvHa ctBona 23cm- 6 wT.,

1.2. 3aMOK paboueit 4acTu cepblit - 6 LT,

1.3. IHCTpYKLUMA N0 NPUMEHEHNIO -1 LWIT.

2. HoxxHuubl Harmonic ACE+7 ¢ (DyHKUMEN yCOBEPLUEHCTBOBAHHOIO remocTasa g
OTKPbITbIX N 3HAOCKOMNUYECKUX Oonepauuii, AnvnHa cTteona 36 cM, B cOCTaBse.

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

2.2. 3aMOK pabouei yacTu cepbliii - 6 WT.;

2 3 VIHCTpyKUMA NO NpUMEHeHUto -1 LwT.

3. HoxxHuubl Harmonic ACE+7 ¢ (pyHKUMeli ycoBepLUEHCTBOBAHHOIO remocTtasa Ans
OTKPbITbIX N 3HAOCKONMYECKUX Onepaunii, omHa cteona 45 cMm, B cocTase.

3.1. HoxxHuuybl Harmonic ACE+7 ¢ (hyHKUMWEN yCOBEPLLEHCTBOBAHHOIO remocTasa gjis
OTKPbITbPC U 3HAOCKONUYECKUX onepauunii, AnmHa cteona 45 cm - 6 WwT.,

3.2. 3aMOK paboueit yacTu cepblii - 6 WIT.;
33 VIHCTpyKUMSA 110 NpUMeHeHMIo -1 LwT.

4. HoxHuubl Harmonic ACE+ ¢ TexHosorvenm agantaymm K TKaHsM oA OTKPbITbIX U
3HAOCKOMUYECKMX Onepauyunii, AnMHa cTBosia 23 ¢cM, B cOCTaBe. ~

4.1. Ho&wuybl Harmonic ACE+ ¢ TeEXHO/I0TMEN aganTaymMn K TKaHSAM AN OTKPbITbK U
3HJ0CKOMMYeCcKnx onepaunii, anuHa 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 agantaymum K TKaHAM /15 OTKP/MTbIX |/|
3HAO0CKOMUYECKUX onepauuii, givHa cteona 36 cMm, B coCTaBe.

51. HoxxHuybl Harmonic ACE+ ¢ TexHonormen agantaymm K TKaHAM 418 OTKPbITbIX U
3HAO0CKOMUYECKUX onepayuii, givHa cteona 36 cm "6 WT,;

5.2. 3a.MOK paboueii yacTu cepbiii - 6 WIT,;

5 3. VIHCTPYKUUS MO NPUMEHEHNI0 - 1 WT.
6. HoxxHuMubl Harmonic Focus + ¢ TexHosornen agantauum KT K a H ™~ OTKPbITbPC

onepauyuii, B COCTaBe:

6.1. HoxxHuMubl Harmonic Focus + ¢ TeXHONOrMen agantaynm K TKaHsM A1 OTKPbITbIX
Qrnepaunii- 6 n - fo-

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

6.3. IHCTpYKUMA No NpUMeHeHuto -1 LWT. $ !

7. HoxxHuybl Harmonic Focus+ ANVHHbIE C TEXHONOTMEN [ganTaynn K TKaHam ans
OTKpPbITbPC ONepayuii, B COCTaBE; . ne-y -

3avectvtesib pyKoBoauTes A CDe,qepaanom CI'Iy>K6bI L.

Nno Haa3opy B chepe 34paBoOXpPaHeEHNSA V -[1 KOJ1XaBnoKoB

0102871

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.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. HoxkHuubl Harmonic Focus+ ANMHHbIE C TEXHOIOTMENW aganTauum K TKaHaM ansa g

OTKpPbITbIX onepauyii - 6 rnT,; .
7.2. 3aMoK paboyen yactu hroneToBblli - 6 WT.;

SHAAAA™M A "W KO co'BClpoeHHON '

PY— ans

OTKPbITbIX N 3HOOCKOMNYEeCKNX onepaunn, asiMHa Cteosia 20cm .b wT,,

aHo~w”™N” mode CO BCTPOEH

OTObIThIX U 3HAOCKOMNMUYECKMX onepaLnii, oiMHa cteona 36 cM, B cocTaBse.
9.1"HoxxHuubl Hamonic HD 1000i co BCTPOEHHOW NanapoCOHNYECKOU PYKOATKOM A/
A OTKPbITbIX U 3HAOCKONUYECKNX onepaunii, AnnHa cTeosa 36 cm - 6 WT.,

?700'/1e3BMM0OK Ne monic Synergy ¢ 3aMKOM paboTe» 4acTu, B COCTaBe:
10/1 Ne3pue'*— Hannonie Synergy ¢ 3aMKom pabouyeii YacTu - 6 LT.;
10.2 73amok pabouyein yacTu cepblii - 6 LLIT;

H-!n NMAAATy~rgeXMKAAN C 3aMKOM paboyeil HacTu B cocI”e;
.1 nNessueunsornytoeHatowc8ynereyczamkompabouenyactu-b wt., -

11.2. 3a.MOK paboyein YacTu cepblii - 6 WT,;

AnameTp 5 mm. druHa 32 co™ )
;12.1. le3Bne” o 40K auccekumoHHoe Hamonic, gnameTp 5 MM, AsimHa 32 ¢M - 6 W T.,
12.2. 'HCTPYKUMS MO NPUMEHEHMIO -1 LT,

1'aSStS 'S A bbi» 45 pyYHOro NePeKTYeHms.
1.1. AganTep O4HOPAa30BbIN A/ PYHHOr0 NePEKIOYEHMNS - 3 WT.
1.2. IHCTpyKUMA No NpUMeEHeHuo - 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. 7

[.1O. NasniokoB
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