Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

H3roTOBJIEHHE MeTUIIMHCKUX H3/1eJTuid, Mo cocTossHuIo Ha 14:53 05.02.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbI HOMEpP peecTpoBoii 3anucu: 188791;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep MmeaunuHckoro uznenus: P3H 2014/2050 (EPYJI - '004-00110-
00/02922198);

4. Jlata mepBUYHON rOCYIapCTBEHHON PETUCTPAIIMU MEIUIIUHCKOTO U3/CIIUS: |
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 16.06.2025;

6. [lepuon nevictus Bepcuu: ¢ 16.06.2025;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HammeHOBaHWE MEIUIIMHCKOTO U3JISIHS: ATIIAPATHI JICKTPOXUPYPTUICCKIE BHICOKOYACTOTHBIC
cepuu "ARC", mogenu: ARC PLUS, ARC 100, ARC 303, ARC 350, ARC 400 ¢ npuHayIe>KHOCTIMU
BapuaHTbl ucrionHeHus:

1. ARC PLUS.

2. ARC 100, ARC 303, ARC 350, ARC 400.

IIpunaiexxHOCTH:

1. KaGenb cereBou (He Oomee 2 mT.).

2. KaGenp BrIpaBHUBAHUS MOTEHINANIOB (HE OoJee 2 IIT.).

3. Hoxnou nepekiouarens JByxnenansabin/OqHonenansHbI; ¢/0e3 KHONKH; ¢/0e3 ayru (He 6onee 3
IIT. ).

4. PemykTop naBieHus ¢/0e3 3NMEeKTPHUSCKUM CEHCOPOM JaBicHus (He Ooee 2 miT.).

5. Tenexka ana ammapatoB ARC CART c/6e3 [lepkarens kabens; ¢/0e3 HaknonHast moska st
obopynoBanus; ¢/6e3 Kop3uHka aist npuHauiexKHoCcTer, GoHTanbHOU (uKcanuu; ¢/0e3 BeIIBIKHOM
SIIUK C KPBIIIKOM; ¢/0e3 J{onmomHNUTeIbHBIN BBIIBIXKHOM SITUK; ¢/0e3 Kperuienue s ra30BOro
Oanona (He 6osee 2 1mIT.); ¢/0e3 3aKphIToe KpeIyIeHue I ra30Boro OatoHa (He 6osee 2 mmT.); ¢/6e3

JlepxaTenb 0JTHOTIEIaTbHOTO HOKHOTO TepekitouaTens (He 6onee 2 mrt.); c/6e3 Pazpem st



BbIpaBHUBAHUS NOTEHIMAJIOB; ¢/06e3 CMEHHBIN peMeHb K KPEIUICHUIO JIJIsl ra30BOro OaoHa; c/0e3
CrannaprHas mmHa; ¢/0e3 Jlepkarens kaOels U melaiu JUisl CTaHAapTHOW ITHHBL.

6. banmon nist ra3a apros, S 71, mycrou (He Oosee 3 miT.).

7. I'ubkuii ontuyeckuit kabenp 2mT. ¢/6e3 MHTepdenc KoMMyHUKAIMOHHBIU (He OoJee 2 IIT.).

8. USB nakonmutens ¢/6e3 Onmust Bipolare Resection; ¢/6e3 Oniust LIGATION; ¢/6e3 Onmust
Argon/GastroCut; ¢/6e3 Onmust Europe; ¢/6e3 Onmus Bipolar SimCoag; ¢/6e3 ycTpoiicTBOM aMsTH
Dr.Dongle.

9. Cucrema sBakyanuu asiMa SHE SHA, ¢ KaGens cereBou; ¢ [lenanb, ¢/6e3 OuabTp 11t CUCTEMBI
(ue 6onee 10 mrt.); ¢/6e3 IlpeaBaputenbubiil puiabTp At cuctemsl (He 6onee 1000 mr.); c/6e3
Ananrep-porarka ais cuctemsl (He Ooiee 2 mT.); ¢/6e3 Hacanka ans BU-uncTpyMeHTOB (He Oonee
1000 mrT.); c/6e3 Hacaaka mist nanmapackonuuecknx BU-unctpymentoB (He 6omee 1000 miT.).

10. ®unwstp s ARC PLUS ogHOpa3zoBoro noib3oBaHusl, B CTepUIIbHON ynakoBke (He 6onee 1000
IIT.).

11. Kabens a1t HEUTpaIbHBIX 3JIEKTPOIOB OJTHOPA30BOI0/MHOTOPA30BOT0 MOJIb30BaHus (He Oonee 20
IIT. ).

12. HeliTpaibHBIN 37EKTPOJT MHOTOPA30BOTO MOJIB30BAHUS ISl B3POCIHBIX/ACTeH; ¢/0e3 Pe3nHoBBIiM
peMens; c/6e3 @ukcaropom (He 6omee 1000 mT.).

13. HeliTpanbHBlii 3JIEKTPOA OHOPA30BOTO TOIB30BAHUS, IS B3POCIBIX/ IETEH;
pasneneHHbIN/Hepa3aeneHHbIN; ¢/0e3 kabens (He 6omee 1000 miT.).

14. BU-uHCTpyMEHT ¢/0e3 akTHBaIlMel Yepe3 HOKHOM MePEeKII0YaTeNb; ¢/0e3 KHOIMTOYHOW aKTHBAITUEH;
¢/6e3 3MeKTpo/Ia; 0JHOPA30BOTO/MHOTOPA30BOT0 MOJIb30BaHus (He 6onee 1000 miT.).

15. [luHIIET MOHOTIONAPHBIN/OUTIONSPHBIH, TIPSAMOI/0ailOHETHBIN, OpaHIIN NPSMBbIE/U30THYTHIE,
aHTUIpUTapHbIii/HeaTunpurapusiii (He 6oaee 100 mit.).

16. Anantep MOHONOJIAPHBIN/OMNONAPHBIN (He 6osee 20 miT.).

17. KaGenp MoHOMONIApHBII/OunosnsapHslii (He 6oee 20 mrT.).

18. Kabenb coeuHUTENBHBIN ISt THOKUX aprOHOIIIa3MEHHBIX 30HI0B (He Oosee 20 mT.).

19. Uuctpyment aiis aprororuiazmenHon koaryssinu COMFORT (ue 6omnee 20 wT.).

20. DeKTpOoa/3IeKTPOA-UTI1a/3MEKTPOI-HOXK ISl apTrOHOIIa3MeHHOM Koarysisiiuu (He 6ostee 100
IIT. ).

21. I'uOkuii 30H 17151 aprOHOIUIA3MEHHON KOATYJISIIIMU C IPSIMBIM/OOKOBBIM BBIXOJIOM Ta3a;
0JIHOPa30BOI0/MHOTOPA30BOT0 Moab30BaHus; (He Oosnee 100 mrT.).

22. DIeKTpOoA-HOXK KOPOTKHUI/IJIMHHBIN; IPSMOI/U30THYTHIN; ¢/0€3 H30JIUPOBAHHBIM CTEPIKHEM;
AQHTUITPUTAPHBIA/HEAaHTUIIPUTAPHBIN; OJJTHOPA30BOr0/MHOTOPA30BOr0o NoJb30BaHus; (He 6omee 1000
IIT.).

23. DeKTpoA-HOXK POMOOBHIHBIN KOPOTKUN/IITMHHBIHN; IPSIMON/U30THYTHIN; ¢/0€3 N30IMPOBaHHBIM
CTEp)KHEM; aHTUIIPUTAPHBIA/HEAaHTUIIPUTAPHBIH; OHOPA30BOr0/MHOIOPa30BOro MOJIb30BAHUS; (HE
6onee 1000 mrT.).

24. DneKTpoA-uria KOpOTKUI/ ITMHHBIN; TPAMON/U30THYTHIH; ¢/0€3 N30JUPOBAHHBIM CTEPKHEM;
AQHTHUIIPUTAPHBIA/HEAHTUTIPUTAPHBIN; OJJTHOPA30BOT0/MHOTOPA30BOT0 NoJb30Banust; (He 6omee 1000
IIT. ).

25. DAeKTpOoA-NeTIIsl IPOBOJIOYHAS/IEHTOUYHAS; KOPOTKUIA/ ITTMHHBIN; MPSAMOI/U30THYTHIN; c/0e3

U30JIMPOBAHHBIM CTEPYKHEM; aHTHIIPUTaPHBIH/HEAaHTUIIPUTAPHBINA; 0THOPA30BOI0/MHOTOPa30BOr0



nonb3oBanus; (He 6onee 1000 mit.).

26. DNeKTpOoA-IIapUK KOPOTKUN/IITUHHBIHN; MPSIMO/U30THYTHIN; ¢/0€3 N30JIMPOBAaHHBIM CTEP)KHEM;
AQHTUIIPUTAPHBIN/HEAHTUTIPUTAPHBIN; 0JTHOPA30BOT0/MHOT'OPA30BOT0 MMOJIb30BaHusl; (He 6osiee 1000
IIT. ).

27. DneKTpoA-TUIOIAAKa KOPOTKUI/ ATMHHBIN; NPSIMOI/M30THY ThI; ¢/0€3 U30JUPOBAaHHBIM CTEPKHEM;
AQHTUIIPUTAPHBIA/HEAaHTUTIPUTAPHBIN; OJJTHOPA30BOT0/MHOTOPA30BOT0O NoJb30Banust; (He 6omee 1000
IIT. ).

28. DneKTpoA-TaHIeT KOPOTKUH/IUTMHHBIN; IPSIMON/U30THYTHIN; ¢/0€3 H30JIMPOBAHHBIM CTEP)KHEM;
AQHTHUITPUTAPHBIA/HEAHTUTTPUTAPHBIN; OJJHOPA30BOT0/MHOTOPA30BOT0O MoJb30Banus; (He 6osee 1000
IIT.).

29. DeKTpOA-HOXK TOHKUH KOPOTKHUH/ IITMHHBII; TPIMOI/M30THYTHIH; ¢/0€3 N30JUPOBAaHHBIM
CTep)KHEM; aHTUIIPUTAPHBIN/HEAHTUTIPUTAPHBII; OJTHOPAa30BOT0/MHOTOPA30BOT0 TOIB30BaHUS; (HE
6omnee 1000 mT.).

30. Y anuHUTENb 3JIEKTPOAOB KOPOTKUHA/UIMHHBIN (He Oonee 50 mit.).

31. Dnexrpon-urna ans aprpockornu 90° (ue 6omee 1000 mt.).

32. DnekTpoa-Hox At apTpockormu 45° (e 6o1ee 1000 mrT.).

33. DaekTpoa KHOMOYHBIH 1715t apTpockonuu 90° (He 6omnee 1000 mT.).

34. Tletns cmennas MetraLOOP ogHOpa3oBOro mojib30BaHusl, CTepUiIbHAs; ¢/0e3 BHYTPEHHUN
CTep>KeHb; ¢/0e3 cTepkHeBas TpyOka; c/6e3 kabesnb MoHononApHbIH (He 6onee 1000 mit.).

35. DyekTpo bl Tanapackonudeckue ¢/0e3 KaHaioM Juisl uppuraruu-acriupanuu (ae 6onee 1000 mr.).
36. Mononosipasiid nHCTpYMEHT ErgoLap, c/6e3 anekTpoa-BcTaBku; ¢/0e3 pyKosTKY; ¢/0e3
CTEP)KHEBOM TPYOKHC; ¢/0€3 YIUIOTHUTEIbHBIX KoJmaykoB (He 6omee 100 miT.).

37. bunonspuerit uHCTpyMeHT ErgoLap, ¢/6e3 anektpona-BcTaBku; ¢/0e3 PykosiTka; c/6e3 BuemHss
CTepKHEBas TpyOKa; c/6e3 BHyTpeHHsIs cTep kHeBast TpyOKa; ¢/0e3 yIIIOTHUTEIBHBIX KOJA4YKOB (HE
6onee 100 mrt.).

38. bunonsipasie HoxHUIBI BIZZER ¢/6e3 xabens (ae 6onee 100 mrT.).

39. bunonspueiii nHCTpyMEeHT NightKNIFE ¢/6e3 pykosTku; c/6e3 DnekTpoa-BcTaBka; ¢/6e3
CTEp>KHEBOM TpyOKH; ¢/6e3 CMEHHOI0 HOXka; ¢/0e3 YIUIOTHUTENIbHBIX KOJIMAayKoB; ¢/0e3 kabemns (He
oomnee 100 mit.).

40. bunonsapusiit uHCTpyMeHT LIGATOR c¢/6e3 pykosaTku; c/6e3 DinekTpoa-BcTaBka; ¢/0e3
CTEP)KHEBOU TPyOKH; ¢/0€3 YIUIOTHUTEIBHBIX KOJAYKOB; ¢/0e3 kadens (He 6osee 100 mit.).

41. bunonsapusiii uHCTpyMeHT TissueSeal PLUS c/6e3 xa6ens (ne 6onee 100 mit.).

42. bunonspusiit uHcTpyMeHT TissueSeal c/0e3 kabens (He 6osee 100 miT.).

43. DReKTpoasl 0THOPA30BOTO Noab30BaHus s TissueSeal® (ue 6osee 1000 mrt.).

44. bunonsapuseiii uHCTpyMeHT ERGO 310D ¢/6e3 xabens, ogaopa3oBoro nois3oBanus (He 6onee 1000
IIT. ).

45. 11leTku 1J1 YUCTKU MHCTPYMEHTOB (He Oonee 50 mit.).

46. NuctpymenranbHoe Macio, 20 mi (e 6onee 10 mt.).

47. Tectupyroliee yCTpOMCTBO IS JIEKTPOXUPYPTUUECKUX MPUHAJIC)KHOCTEH (He Oosiee 2 1miT.).

48. KoHTennep Juisi CTepUIN3aIliK dIEKTPOIOB ¢/0e3 KphIliku; ¢/06e3 moactaBku (He 6onee 50 mit.).

9. HaumeHoBanue opraHu3aluvu - YIIOJJHOMOYCHHOTO MMPEACTABUTECIIA IPOU3BOJUTCIIA (I/I3I‘OTOBI/ITCH$I)



MeauIrHCKoro u3nenus: OOIecTBO ¢ orpaHnYeHHON 0TBeTcTBeHHOCThIO "BOBA EBPA3MA";

10. MecTo Hax0eHHs OpraHU3allu - YIOJTHOMOYEHHOI'O IPECTaBUTENS TPOU3BOTUTENS
(u3rotoBuTens) MenuuHcKoro m3aenus: 125040, Poccus, MockBa, Jlenunrpaackuii np-xT, 1. 24, ctp.

3,9T. 1, koM. 2;

11. FOpuauueckuit agpec opraHu3alny - YIIOTHOMOYEHHOTO MPEICTaBUTENS TPOU3BOAUTENS
(m3rotoBuTens) MeauuHcKoro m3aenus: 125040, Poccus, MockBa, Jlenunrpaackuii np-xT, 1. 24, ctp.

3,9T. 1, koM. 2;

12. HaumeHoBaHMe OpraHu3aliuy - IPOU3BOJUTENS MEAUIIMHCKOTO U3/IENINS WM OpraHU3aluu
u3roroButens MeguuHckoro u3aenus: "bOBA-anekrponnk I'moX & Ko.KI™;

13. MecTo HaxOKICHUsSI OPraHU3aIliH - POU3BOIUTENS] METUITTHCKOTO M3/ WIIK OPTaHU3AIHH
M3TOTOBUTENSI MEIMIIMHCKOTO u3nenus: , [ 'epmanus, [lanpHee 3apyoexnse, BOWA-electronic GmbH &
Co.KG, Heinrich-Hertz-Strasse 4-10, 72810 Gomaringen, Germany;

14. FOpunudeckuit aipec opraHu3aliy - MPOU3BOIUTENS METUITTHCKOTO U3/ WIIW OPTaHU3aIHH
M3TOTOBUTENSI MEIMIIMHCKOTO u3nenus: , [ 'epmanus, [lanpHee 3apyoexnse, BOWA-electronic GmbH &
Co.KG, Heinrich-Hertz-Strasse 4-10, 72810 Gomaringen, Germany;

15. CTpaHa OopraHu3aluvu - TPpOU3BOJUTEIA MCIUIUHCKOI'O U3ACTINUA NI OPraHu3alun - U3roOTOBUTCIIA
MCIUIMHCKOI'O U3 OCIHUA: FepMaHI/I}I;

16. OKII/OKIIJ2: 944420/32.50.50.190;

17. Knacc moTeHIHAJIbHOTO PUCKA MPUMEHEHUS METUIIMHCKOTO U3/IEJIUSI B COOTBETCTBUU C
HOMEHKJIaTypHO Ki1accudukanmren MeIUIIMHCKIX U3IENHiA, yTBepkKaaeMoil MUHHUCTEPCTBOM

3npaBooxpanenus: Poccuiickoit @enepanmu: 206;

18. HazHauenne MEIUIMHCKOTO U311, YCTAHOBIEHHOE IPOU3BOIUTEIIEM: ;

19. Bug MEIUIIMHCKOTO U3/1€IMs B COOTBETCTBUHM C HOMEHKJIATYpHOU KiIaccuuKauei MeIuIuHCKIX
U3JIeNNUH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpaHenus Poccuiickoit @denepanuu: 228990;
260500;

20. Anpec mMecTta IPOU3BOACTBA MIIM U3TOTOBJICHUS MeTuIMHCKoro u3aenus: 1. BOWA-electronic
GmbH & Co. KG, Heinrich-Hertz-Strasse 4-10, 72810 Gomaringen, Germany. 2. OOO "BOBA
EBPA3UA", 125040, MockBa, JIlenHuHrpaackuii np-Kt, 1. 24, ctp. 3, oT. 1, KoM. 2;

21. CBCI[GHI/IH O B3aMMO3aMCHACMBIX MCIUIIMHCKUX HU3ACIUAX:

22. Monenu MeETUIIMHCKOTO U3IEIIN:

Konx Buga HaumenoBanue Moaen




C MPUHAAJICIKHOCTAMU

228990 Amnmapatsl 3JeKTpoxupypruueckue BbicokoyactotHsle cepun "ARC", mogenu: ARC
PLUS c npunagnexxHoctaMu

260500 AmmapaTtsl 35eKTpoxXupyprudeckue Beicokodactotrnbie cepun "ARC", momenn: ARC 100
C IPUHAAJIEKHOCTAMU

260500 Arnmapatsl 3JeKTpoxXupypruueckue BbicokoyactotHele cepun "ARC", mogenu: ARC 303
C IPUHAAJIEKHOCTAMU

260500 Amnmapatsl 3JeKTpoxupypruueckue BbicokoyactotHele cepun "ARC", mogenu: ARC 350
C IPUHAAJIEKHOCTAMU

260500 Amnmapatsl 3JeKTpoxupyprudeckue BbicokoyactotHele cepun "ARC", mogenu: ARC 400

Brimucka copmupoBana Ha oduiinaabHoM caiite denepanbHO ¢iy>kO0bI IO HaI30py B cdepe

3npaBooxpaHeHus B cetn HTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAIMNCBIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Jleiicrurenen ¢ 2025-08-18 o 2026-11-11

Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUA



https://roszdravnadzor.gov.ru/

