- WEAVER

il

vy EC pexyiapanus 3a CbOTBETCTBUE

INPOU3BOJAUTEJI: YII'bJ/IHOMOULIEH NIPEACTABUTEJI:
Weaver and Company [EC|REP| Emergo Europe
565 Nucla Way, Unit B Westervoortsedijk 60
Aurora, Colorado 80011 6827 AT Arnhem
CbheiHEeHU aMEePUKAHCKHU IATH Hupepaanaus
+1800 5252130 +31 70 3458570
EnunHeH peructrpanuoneH Homep (EPH): EnuHeH perucrpanuoneH HoMmep (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)

[IpegHa3HaveHus: 3a ynorpeba B CIy4auTe, B KOUTO [T0-HUCHK UMIIEJAHC Ha KOKaTa
64 MoA06puUJI pe3y/ITaTUTe OT TecTa, HanpuMep: EEI’ TecToBe, npoueaypu c
eBokHpaH noteHunual, EKI cTpec TecToBe, MOHUTOPUHT Ha Cbhbp/eYyHa
pexabunnTalnys 1 MOHUTOPUHIOBY MPOLELYyPH HA Chp/iedHa KaTeTepu3alLus.

Ten20® IIpoBoasama nacta (Ten20® Conductive Paste)
[IpefHasHavyeHuUs: 3a U3M0J3BaHe B MOHUTOPUHIOBY HEBPOJIOTUYHHU NIPOLIeAyPH
pu ynorpeba Ha HeBPOAUATHOCTUYHU eJIEKTPOAM 6e3 mpu/iaraHe Ha re’,
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

MeauIMHCKUTE U3Ae/Usl, ONIMCAaHU B HACTosIlaTa AeKJlapanud:

cwoTBeTcTBaT Ha PETJIAMEHT (EC) 2017/745 HA EBPOIIEUCKUSA NTAPJIAMEHT Y HA CbBETA
ot 5 anpuu1 2017 r. 3a MeAULMHCKUTE U3Jenus (,PersaMeHTbT 32 MEJUIIMHCKHTE U3/IeJIUs Ha
EC“) u mocsieaBamuTe U3MEeHEHUS;

ca u3zesud OT KJiac | cbrylacHO KpUTEPUUTE, OllpefiesieHH B paBuJiio 1 ot npusoxeHue VIII kM
PersnameHnT 2017/745;

Ca HEMHBAa3WBHU MeJULIMHCKHU U3/eJIHs1, KOUTO He ca Mpe/JHa3HAaYeHH 3a yIoTpeba KaTo
CTEePUJIHU U3Jeus;

He U3II'bJIHSABAT U3MepBaTeHa QYHKIHS;

He ca XUPYPTrUYeCKU HHCTPYMEHTH 32 MHOTOKpATHA ynoTpe6a;

Nopajii TOBa OTTOBapsT HA YCJOBUATA U CbOTBETCTBAT Ha NMpoIieAypaTa 3a OLleHsIBaHe Ha
CbOTBETCTBUETO, TOCOYEHA B uJjieH 52, maparpad 7 ot PersiameHTa 3a MEJUIJUHCKUTE U3eUs
Ha EC, kosaTo npunara [[pousBoguTessr;

He U3WCKBAT HaMeca Ha HOTUQHUIIMPAH OpraH ChIJIACHO MPUJIOKUMOTO 3aKOHOIaTeJICTBO;
OTrOBapsT Ha OOLIUTEe U3MCKBAHUS 3a 6€30MaCHOCT U AeWUCTBUE 10 NpUIoKeHHUe | KbM
PersiameHTa 3a MeJMLIUHCKUTe U3aenaus Ha EC; u

BBB BP'b3Ka C HACTOSIIIATA JeKJIapanus He ca U3IM0JI3BaHU 001U clieliupUKaLH.

[I'bpBOHavasHaTa JjlaTa Ha MapkupoBkaTa ,CE“ Ha Nuprep res 3a mogroroBka Ha koxarta u Ten20
npoBoJsuiaTa nacrta e 1 rouu 1998 .

TF-0001 pez. 05 [BG] Ctp.1lot2




MMB
vy EC pexyiapanus 3a CbOTBETCTBUE

IMMoanucaHo 3a 1 oT UMeTO HA Weaver and Company:

Hme Ha nmoanucanoro gune: Hukosac Y. Jlu#t [Nicholas W. Lee] Jlata Ha u3gaBaHe: 26.06.2024 r.
JUIBXKHOCT: PBbKOBOIUTEJ IO CbOTBETCTBUETO C HOPMAaTUBHUTE U3UCKBAHUSA

Mscro Ha u3gaBaHe: Aypopa, Konopazo, CALL

JlaTa Ha M3TUYaHe Ha BaJiuAHocTTa: 25.06.2026 1.

Hacrosimara JeK/Japanusa ce OTHacA 3a CJIeJJHUTE MO eJIH:

IIpoaykT/MoAen Bba3os UDI-DI
Nuprep® reJ 3a noAroToBKa Ha KoxKaTa 08918930021030SV
= Ty6uuka 4 yHuuy, 3 6p. B onakoBka (N210-30)
»  KommiekT Ty6ruka 4 yHiuu (Ne10-30K)
= 25rTy6uuka c moctpa (Ne10-25S)
=  KommuekT Ty6uuka 25 r (N210-25)
= Ty6uuka 25T, 6 6p. B onakoBka (N210-61)
= Ty6uuka 25T, 20 6p. B onakoBka (N210-65)
* Yamka 3a e[HOKpaTHa ynnoTpe6a, 24 6p. B onakoBka (N210-91)
=  Yamka 3a eJHOKpaTHaA yroTpeba, 3 6p. B onakoBka (N210-91S)

Ten20® npoBojsimiaTa nacra 08918930021020SS
= DBypkaHuye 4 yHuuy, 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)
*= KommiekT Ty6uuka 4 yunuu (N2e10-20-4TK)
= Yamka 3a eJHOKpaTHA yroTpeba, 24 6p. B onakoBka (N210-20-1)
* Yamka 3a efJHOKpaTHa ynoTpe6a, 3 6p. B onakoBka (N210-20-1S)
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