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<l>opMa nosiAOMneHHR 

KopHrysanbHi Ai'i 3 6e3neKH 


CMcTeMa HarnHAY 3a MeAM4HMMM BMpo6aMH 

(MEDDEV 2.12/1 peA. 7) 


HOBI-IH Bl-lnaAOK, 36epiraTI-I OCHOBHi AaHi BepciR 2.7en 
2012-12-03 

1 AAMiHicrpaTHBHi BiAoMOcri 

RKOMV Ha4ioHanbHoMV KOMneTeHTHoMV opraHV (NCA) BiAnpaBnllETbclI 4eH 3BiT? 

¢>eAepanbHHH IHCTHryT JliKapCbKHx 3aco6iB i MeAH4HHX BHpo6iB 

A-p EKKxapA WTbo6nRHH 
AlleR KypTa feopra Ki3iHrepa, 3 
D - 53175 60HH 

THn3siTy 

• nepBI1HHI1H 3BiT 

3BiT HarJlRAY 
KiHl..\eBI1H 3BiT 

AaTa 3BiTy 
28-03-2019 

HOMep nOCHnaHHR, npHcsoEHHH BHp06HHKOM 

,C\eq,opMoBaHi cKo611 3WI-IBalOYI-IX 41-1pKYIlRPHI-IX anapaTiB Bl-lrHYTHx (llS) 

HOMep nOCHnaHHII Ha KopHryB3nbHi Ali:l 6e:lneKH (FSCA), npHCBO€HHj;i H31.\ioHanbHHM KOMneTeHTHHM opraHoM (NCA) 

6YAe BKa3aHO ni3Hiwe 

HOMep nOCHl1aHHII Ha iH4HAeHT, npHcBoEHHH Ha4ioHanbHHM KOMneTeHTHHM opraHoM (NCA) 

6YAe BKa3aHO ni3Hiwe 
HaMMeHYBaHHII Ha4ioH3nbHoro KOMneTeHTHoro opraHY-KooPAHHaTopa (AKIl40 nepeA6a'4eHO) 

6YAe BKa3aHO ni3Hiwe 

2 BiAoMocri npo BHKOHaBl.\1I 3Biry 

CTaryc 
BI1po6HI1K 

• YnOBHOBa)l<eHI1H npeACTaBHI1K Ha TepHTopi'i EEC Ta WBeHl..\api"i 

IHWi: (BKa3aTI1 <!>YHKI..\i"i) 

3 BiAoMOcri npo BHpo6HHKa Hosi 

HaHMeHysaHHA 

ETiKOH IlIlC/ Ethicon, lLC/ 


IM'II KOHTaKTHo'i OC06H 

KapMeH rapciR 


AApeca 

Eth icon Endo-Surgery, LLC, 475 Calle C, Guaynabo, PR 00969 USA / ETiKOH EH.l\o-CepJDKepi, 1111C, 475 KanJle C, ryaifHa60, n yepTo 

PiKO00969 CWA 


nOWTOBHH iHAeKc 
 Micro 
00969 ryaHHa60, nyepTo-PiKO /Guaynabo, PuertoRico/ 
Tene410H $aKc 
+1787-272-1900 +1787653-4069 
Ell. aApeca Kpa'iHa 
cgracia@its .jnj.com US -CWA 
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4 BiAoMOcri npo ynoBHOBa)f(eHOrO npeAcraBHHKa 


HaHMeHYBaHHA 

ETiKoH EHAO CepA)f(epi (Espona) rM6X /Ethicon Endo Surgery (Europe) GmbH/ 


IM'A KOHTaKTHo'j OC06H 


naH \.1opr XaHcellb 


AApeca 

XaMMellbc610TIlep WTaHHAaMM 71 


HOBi 

nOWTOBHH iHAeKc Micro 

22851 HOPAepUJTeAT 

Telle<jloH <l>aKc 

0049405297432 
KpalHa 

jhansel@its ,jnj,com 
Ell. aApeca 

DE - HiMe44HHa 

5 BiAoMOcri npo KOHTaKTHY oco6y 

HaHMeHYBaHHR 
nOCHllaHHR Ha nepelliK KOHTaKTis, RKHH AOAaETbcR 

IM'A KOHTaKTHoI OC06H 
nOCHllaHHR Ha nepeJ1iK KOHTaKTis, RKHH AOAaETbcR 

AApeca 

nOCHllaHHR Ha nepelliK KOHTaKTis, RKHi1 AOAaETbcR 

nOWTOBHH iHAeKc 

nOCHllaHHR Ha nepelliK KOHTaKTis, RKHH AOAaETbCR 

Micro 

nOCHllaHHR Ha nepelliK KOHTaKTis, RKHH AOAaETbcR 

Telle<jloH 

0049405297432 
<l>aKc 

Ell. aApeca 

nOCHllaHHR Ha nepelliK KOHTaKTiB, RKHH AOAa€TbCR 

Kpa'iHa 

DE - HiMe44HHa 
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6 BiAoMOcri npo MeAH4Hi BHpo6H 

Kllac 

AKTI1BHi iMnllaHTaTIl 

Kllac III 3a AllpeKTIlBOIO npo MeAI14Hi BI1po611 AllpeKTIlBa npo MeAI14Hi BI1po611 AJlR AiarHOCTI1KI1 in vitro, AOAaTOK II, nepelliK A 

• Kllac lib 3a AllpeKTIlBOIO npo MeAI14Hi BI1po611 AllpeKTIlBa npo MeAI14Hi BI1po611 AJlR AiarHOCTI1KI1 in vitro, AOAaToK II, nepelliK B 

Kllac Iia 3a AllpeKTIlBOIO npo MeA"'4Hi Bl1po6", AllpeKTIlBa npo MeAI14Hi BI1po611 AJlR AiarHOCTI1KI1 in vitro, MeAI14Hi BI1po611 ,ll,IIR 

CaMoCTiHHoro BI1npo6oBYBaHHR 

Kllac I 3a AllpeKTIlBolO npo MeAI14Hi Bl1po6", A"peKTIlBa npo MeAI14Hi BI1po611 AJlR AiarHOCTI1K'" in vitro, 3arallbHi BiAoMOCTi 

HOMeHKIlaTVPHa CHCTeMa (HaAaETbCIi nepeBara 3arallbHiH KOA 3a HOMeHKIlaTVpolO 

HOMeHKIlaTVpi MeAH4HHlC BHpo6iB (GMDN)) 59875 
GMDN 

<!l0pMYIlIOBaHHII 3a HOMeHKIlaTVPolO 

3wI1BalO411H l\I1PKYIlRPHI1i1 ana paT Bl1rHYTI1i1 

KOMep4iHHa Ha3Ba/cj>ipMOBa Ha3Ba/MapKa 

nOCl1llaHHR Ha AeTallbHi BiAOMOCTi npo Bl1pi6, ll\O AOAalOTbcR 

HOMep MOAelli HOMep 3a KaTallorOM 

He nepeA6a4eHo nOCl1llaHHR Ha AeTallbHi BiAOMOCTi npo Bl1pi6, ll\o AOAalOTbcR 

CepiHHHH HOMep HOMep(-H) napTiH 

He nepeA6a4eHO nOCI1JlaHHR Ha AeTallbHi BiAOMOCTi npo Bl1pi6, ll\o AOAalOTbcR 

AaTa BHrOTOBlleHHII BHp06y AaTa 3aKiH4eHHII TepMiHY npHAaTHocri 

31-03-2024 

IH HOMep YnoBHOBa>KeHOrO opraHY 

0123 

AOnOMi>KHi 3aco6H/npHCTpo"i (IIK~O nepeA6a4eHo) 

He nepeA6a4eHO 

HOMep Bepcii nporpaMHorO 3a6e3ne4eHHII (IIKll\O nepeA6a4eHo) 

He nepeA6a4eHo 
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7 XapaKTepHCTHKa KopHryBallbHHx AiH 3 6e3neKH 

BHxiAHi AaHi i npH4HHH KopHryBallbHHx AiM 3 6e3neKH 

3aCBiA4eHO, w,o 40H1PH (4) nOBepHYTHx BHp06H MallH Henpopi3aHHA wa.;16 Ta Aecj>0pMau/i cKo6. 

Ha OCHOBi aHalli3Y cKapr, AKi HaAiHwllH Ha cboroAHiwHi~ AeHb, npoBeAeHoro KOMnaHi€1O ETiKOH /Ethicon/, i OU,iHKH 
3acTocYBaHHA BHpo6y, 4aCTOTa nporH030BaHHx BHnaAKiB cKapr Ha Aecj>opMoBaHi cK06H 3poClla, aile o4iKYETbCR, w,o 

3allHwaTHMeTbCR MeHWOIO 0.1%. ETiKOH/ Ethicon/ 3anpOBaA>I<Y€ KopHryBallbHi Ai"i AJ1R BHpiweHHA BiAXHlleHb 

cj>YHKu,ioHallbHHx nOKa3HHKiB npoAYKu,i"j. 3 U,iE'i npH4HHH ETiKOH /Ethicon/ iHiu,ilO€ KopHryBallbHi Ai'j W,OAO MeAH4HHx 

BHp06iB - HOMepiB napTi~ BHp06iB, RKHX u,e CTOCY€TbCR, npoKcHMallbHHx 3WHBalO4HX U,HPKYIlAPHHX anapaTiB BHrHYTHx 

(ILS). 

XapaKTepHCTHKa i o6rpYHTYBaHHII KopHryBallbHHx/ 3ano6ilKHHx AiM 

ETiKOH/Ethicon/ iHiu,ilOBalla KopHryBallbHi Ai"i 3 6e3neKH W,OAO MeAH4HHx BHpo6iB - 378 napTi~ 3WHBalO4HX 

U,HPKYIlRPHHX anapaTiB BHrHYTHx (ILS), pealli30BaHHx B EBponi, Ha 61lH>I<HbOMY CXOAi Ta Acj>PHU,i . B XOAi BHB4eHHS'l cKapr 
i nOBepHYTo"i npoAYKu,i"i, HaMH 3acBiA4eHo BI<1naAKI<1 Henpopi3aHI<1X wa~6 Ta Aecj>0pMau,i"i CK06 3 HaWHMH 3WHBaI04HMI<1 

U,HPKYIlRpHI<1MH anapaTaMH BHrHYTHMH (llS), W,O MO>l<e CTaBHTH niA 3arp03Y U,illicHicTb lliHi'j cK06KoBoro WBa . RKW,O 

np061leMY JliHi"i cK06KoBoro WBa He BHpiwYBaTH Halle>l<HHM 4HHOM a60 He npHHMaTH AO YBarH, iCHY€ nOTeHu,iHHHH 

pH3HK niCJlROnepau,iHHoro npoTiKaHHS'l aHacToM03Y, TpaBMYBaHHR WJlYHKOBO-KI<1WKOBOro TpaKry, KPOBOBHIlHBY, a60 

reMoppari4Horo WOKY . 

CAPA-009015 BHAaHo AJ1R <j>iKcau,i"i KopHrYBaJlbHHX AiH 

PeKOMeHAal.\ij ~OAo AiM, IIKi MalOTb 6yrH BlKHTi AHCTPH6'IOTopaMH Ta KopHcryBa4aMH 

AHBIHHCb nOBiAoMlleHHA npo 6e3neKY (FSN) 

np0l.\eAypa KopHryBallbHHx AiM 3 6e3neKH (FSCA) Ta AaHi ~oAo BperylllOBaHHII (060B'1I3KOBO Mil OCTaT04HHX FSCA) 
nepBHHHHH 3BiT KopHryBallbHHx AiH 3 6e3neKH (FSCA) BiAnpaBlleHo 28 6epe3HR 2019 p. 

l.lacoBHM rpacj>iK 3aCToCYBaHHII pi3HHX AiM 

F5N BiAnpaBI1R€TbCII cnOlKHBa4aM 1 KBiTHR 2019 p. 

3BiT HarllAAY 6YAe BHAaHHH B 4-MY KBapTall i 2019 p. 

AOAaETbclI HacrynHe: CTaryc FSN 

X lloBiAoMlleHHA npo 6e3neKY (FSN) aHrl1iHCbKOIO MOBOIO IlpoeKT FSN 

FSN AeplKaBHOIO MOBOIO - OCTaTo4He FSN 

X IHWi (BKa3aTH) 

AHBHTHCb ell . nowry 

MeAH4HHM BHpi6 pealli3oBaHo B HaCTVnHHx Kpa"iHax: 

B MelKax EEC Ta WBeHu,api"l 

X AT X BE X BG X CH X CY X CZ X DE X DK 

X EE X ES X FI X FR X GB X GR X HU X IE 

X 15 X IT LI X LT X lU XLV MT X NL 

X NO X PL X PT X RO X SE X 51 X 5K X TR 

XHR 

IHWi: 


AmKHp, AHrolla, ApreHTHHa, BipMeHill, Apy6a, ABcTpal1iA, 6axpeHH, 6aHrnaAew, 6ol1iBifl, 60CHifl i repu,erOBHHa, 60TCBaHa, 


6pa3Hllill, KaHaAa 
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8 npHMiTKH 

nOAaHHR L\bOro 3Bil'( caMe no c06i He nepeA6a4a€ c06010 BHCHOBKY BHp06HHKa Ta/a60 ynoBHOBa)l(eHoro npeACTaBHHKa a60 HaL\ioHaJ1bHOrO 

KOMneTeHTHoro opraHy npo Te, ~o AaHHH 38iT € nOBHHM a60 T04HHM, ~o BKa3aHi B nepeJ1iKY MeAH4Hi BHpo6H B 6YAb-RKOMY BiAHoweHHi € 

HeBiAnoBiAHHMH Ta/a60 MeAH'lHi BHp06H CnpH'lHHHI1H a60 noCnpHRJ1H HeAoBeAeHi~ CMepTi a60 noripweHHIO CTaHY 3AOPOB'R 6YAb-RKHX oci6. 

niAnHC Mil1aH Mil1aAiHOBi'l APyKYBaTH nepeBip~1TH 

MHOIO 3aCBiA'lYETbCR SiPHiCTb BH~e BHKIlaAeHHx BiAOMOCTe~, 

Ha oCHosi siAOMHX MeHi q,aKTiB 
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