MMB
vy EC pexyiapanus 3a CbOTBETCTBUE

NMMPOU3BOAUTEJI: YII'bJIHOMOIIEH INPEACTABUTEJI:
Weaver and Company EU| REP Emergo Europe
565 Nucla Way, Unit B Westervoortsedijk 60
Aurora, Colorado 80011 6827 AT Arnhem
CbeaVHEeHU aMEePUKAHCKHU WATH Hupepaangus
+1800 5252130 +3170 3458570
EnvHeH peructpaliuoHeH HOMep EnuneH perucrpayuoHen HoMmep (EPH):
(EPH): US-MF-000013815 NL-AR-000000116

Hacrosmara ACKJ/Iapalnusd 3a CbOTBETCTBHE Ce U34aBa €AJUHCTBEHO HA OTTOBOPHOCTTA HaA
NMpoOU3BOAUTEJIA.

IMIpoaykru: Nuprep® resi 3a noaroroBka Ha Koxara (Nuprep® Skin Prep Gel)
[IpepHa3HaveHus: 3a ynoTpeba B CIyYauTe, B KOUTO IMO-HUCHK UMIIEJAHC HA KOXKaTa
06U MoA06pPUJ pe3yITaTUTe OT TecTa, HanpuMep: EEI" TecToBe, mpoueaypu c
eBokupaH noteHnuas, EKT cTpec TecToBe, MOHUTOPUHT Ha Chp/ieuHa
pexabuJINTANMA U MOHUTOPUHTOBHU MPOLeAYPU HA ChpAeYHA KaTeTepU3anus.

Ten20® IIpoBoasama nacta (Ten20® Conductive Paste)
[IpefHasHavyeHuUs: 3a U3M0J3BaHe B MOHUTOPUHIOBY HEBPOJIOTUYHHU NIPOLIeAyPH
npu ynorpeba Ha HEBPOAMATrHOCTUYHH eJIEKTPOAM 6e3 mpuiaraHe Ha reJ,
HanpuMep: EET TecToBe, npouiesypy ¢ eBOKMpaH NoTeHLMasl, NOJUCOMHOTpaMa
(PSG) u TecT 3a MHOXeCTBeHa JIaTeHTHOCT Ha cbHA (MSLT).

Mopaenu: Buxre cTp. 2
Basos UDI-DI: Buxre cTp. 2
MeauLMHCKHTE U3/le/IUs, ONIMCaHU B HACTOsALATa JleKJIapaLus:

= cpoTBeTcTBaT Ha PETJIAMEHT (EC) 2017/745 HA EBPOTIEMCKUSA ITAPJIAMEHT U HA CHBETA
ot 5 anpuu1 2017 r. 3a MeAULMHCKUTE U3Jenus (,PersaMeHTbT 32 MEJUIIMHCKHTE U3/IeJIUs Ha
EC“) u mocsieaBamuTe U3MEeHEHUS;

®  CaU3Jesus OT KJac | cbryiacHO KpUTEepUUTE, oNlpesesieHU B TpaBuJo 1 oT npusoxenue VIII kM
PersnameHnT 2017/745;

"  Ca HeMHBAa3WBHU MEJWIIMHCKU U3/leJIHs], KOUTO He ca TpeJHa3HavYeHU 3a yIIoTpeda KaTo
CTEePUJIHU U3Jeus;

"  He U3II'bJIHAABAT U3MepBaTesHa QYHKIHUS;

"  He ca XUPYPru4eCKUd UHCTPYMEHTH 32 MHOTOKpATHA ynoTpe6a;

*  [0pajJiu TOBA OTTOBApAT Ha YCJOBUSITA U CbOTBETCTBAT Ha Mpolie/lypaTa 3a OljeHsIBaHe Ha
CbOTBETCTBUETO, TOCOYEHA B uJjieH 52, maparpad 7 ot PersiameHTa 3a MEJUIJUHCKUTE U3eUs
Ha EC, kosaTo npunara [[pousBoguTessr;

"  He M3UCKBAT HaMeca Ha HOTUQHUIMPAH OPraH ChrJIACHO MPUIOKUMOTO 3aKOHOIaTeJICTBO;

" OTroBapsT Ha OOLIUTEe U3UCKBAHUS 3a 6€30IACHOCT U JAeWUCTBUE 10 NpUIokKeHue | KbM
PersiameHTa 3a MeJMLIUHCKUTe U3aenaus Ha EC; u

"  BBB BpPB3Ka C HACTOSIIATA JeKIapanus He ca U3IM0JI3BaHU OOIIM ClieluPpUKaLHH.

YcTpolicTBaTa, 00XBaHATH OT HACTOALIATA AeKaapanus, ca Mapkupanu cbC CE 3a mbpBu T Ha 1 10HU
1998 r. cbrj1acHO NPUJIOKUMOTO €BPOIENCKO 3aKOHOJATEJICTBO 33 MEAULIMHCKUTE U3/le/I1s, leCTBal0
K'bM OH3H MOMEHT.
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IMMoanucaHo 3a 1 oT UMeTO HA Weaver and Company:

Hme Ha nmoanucanoro gune: Hukosac Y. Jlu#t [Nicholas W. Lee] Jarta Ha usgaBaHe: 05.06.2026T.
JUIBXKHOCT: PBbKOBOIUTEJ IO CbOTBETCTBUETO C HOPMAaTUBHUTE U3UCKBAHUSA

Mscro Ha u3gaBaHe: Aypopa, Konopazo, CALL

BaJIPIAHOCT: HaCTOHI.L[aTa AeKylapallyud OCTaBa BaJIM[JHA, JOKATO He 6'b,£[e 3daMeéHeHa WJIK OTTEIJIeHa
nopagy NpoMAHa, 3acAraua CbOTBETCTBHETO UJIH IPHUJIOXKUMUTE pEeryjsaTopHUu U3MCKBaHUA.

Hacrosmara ACKJIapanuda ce OTHACHA 3a CJIEAHUTE MO EeJ/IN:

IpoayKT/Moaen Bba3zoB UDI-DI
Nuprep® reJ 3a noAroToBKa Ha KoxKaTa 08918930021030SV
= Ty6uuka 4 yHuuy, 3 6p. B onakoBka (N210-30)
»  KommiekT Ty6uuka 4 yHiuu (Ne10-30K)
=  25rTy6uuka c Mmoctpa (Ne10-25S)
=  Kommuekt Ty6uyka 25 r (N210-25)
= Ty6uuka 25T, 6 6p. B onakoBka (N210-61)
= Ty6uyka 25T, 20 6p. B onakoBka (N210-65)
* Yamka 3a e[HOKpaTHa ynnoTpe6a, 24 6p. B onakoBka (N210-91)
* Yamka 3a efJHOKpaTHa ynoTpe6a, 3 6p. B onakoBka (N210-91S)

Ten20® npoBoAgAmaTa nacta 08918930021020SS
= bBypkaHue 4 yHiuH, 3 6p. B onakoBka (N210-20-4)
= BypkaHuye 8 yHuuy, 3 6p. B onakoBka (N210-20-8)
=  Ty6uuka 4 yHuuy, 3 6p. B onakoBka (N210-20-4T)
=  KommuekT Ty6uuka 4 yHiuu (Ne10-20-4TK)
* Yamka 3a eJHOKpaTHa ynoTpe6a, 24 6p. B onakoBka (Ne10-20-1)
= Yamka 3a eJHOKpaTHA yrnoTpeba, 3 6p. B onakoBka (N210-20-1S)
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