EBPA3ZUNCKNI SdKOHOMHNYECKHUI COI103
HAEKJIAPAIIUSA O COOTBETCTBUUA

3asiBuTeab Akunoneproe OburecTBo «Anbha-Memukar. Mecto Haxoxuenns: 125493, Poccuiickas
®enepauns, ropoa Mocksa, yniua ABaHrapanas, 1oMm 3, nometenue I, stax 4, otuc 2402. Aapec mecra
OCyUIECTBICHUS feaTenbHOCTH: 125493, Poccuiickas ®enepans, ropox Mocksa, ynvna Asanrapanas, oM 3,
OcHoBHOW rocyaapCcTBEHHbIH perucTpaunonHslit Homep: 1027700167868, Tenedon: 8 495 645-86-99, azjpec
9JICKTPOHHOM noyThl: online@alpha-medica

B jmne ['enepanbroro aupexropa Kosnosa IMasna Bnagumuposnya

sasBisieT, yTo MHranstoper mennnunckie cepun WN mozenein WN-112K, WN-114, WN-115K, WN-116U.
WN-117, WN-118, WN-119U ¢ nipunaaiex)xHocTsMu: coracHo mpuioxenuio Ne | na | jmcre
[Tpoaykums u3rotoBiena B cootsercTBuu ¢ Jupektunoii 93/42/EEC

HsroroBurens B.Well Swiss AG

MecTo HaxoXIeHus U azipec MecTa OCYLIECTBIEHHS JESTEILHOCTH 110 W3TOTORICHUIO npoaykunu: Hiseiuapus
Bahnhofstrasse 24, 9443 Widnau. ®unnainsl 3aBOa-H3rOTOBUTENS: "Vega Technologies Inc.", mecto
Haxoxuenus: Yang-Wu District, Da Lang Town, Dong Guan City, Guang Dong Province, Kuraii;

"OK Biotech Co., Ltd", mecto Haxoxnenus: 4F-1, No.83, Sec. 2, Gongdao 5th Road, 300 Hsinchu City,
TaiiBans (Kuraif).

Koa TH B3I EADC 9019 20 000 0

CCPHIHBIN BBIMTYCK

b

CoorsercrByer TpeGoBanmmsm TeXxHUUECKOTO periaMenTa TaMoKeHHOro coto3a TP TC 020/201 1
"DNEeKTPOMArHUTHAS COBMECTUMOCTb TEXHUYECKUX CPEe/ICTB"

Jlek1apaunst 0 COOTBETCTBHH NPHHSATA HA OCHOBAHKH NPOTOKOJa No 02184-220-1-18/BM ot 09.02.2018
roja. McnbitatrensHoit taGopatopru OGIIECTBa ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MnHoBaonHbIe
PeleHNA", aTTecTaT akKKpeAMTaunn perucrpaunonHsiii Ne POCC RU.0001.21AB90:

pericTpauronnoro ynocrosepenus Ne P3H 2014/1702 ot 10 wrons 2017 rosa, BeIIaHHOTO DenepanbHoit
ciry’)KO0M 10 Haa30py B cdepe 3ApaBoOXpaHeH s (POC3JIPABHAJI30P) Cxema jieknapupoBanusi: 31

Mononnurensuas unpopmamust TOCT P MDK 60601-1-2-2014 Usnenns mMeanmunckue DJIEKTPUYECKHE.
Yacre 1-2. O6ume TpeGoBanus Ge301aCHOCTH C YUETOM OCHOBHBIX (pyHKIMOHAIBHBIX XapaKTePUCTHK.
[lapannenshblii cTanaapT. DJIEKTPOMarHUTHAS COBMECTUMOCTb. TpeGosanwus v ucnbitanus. Yciosus XpaneHus
npoaykunu B cootseTcTBUM ¢ 'OCT 15150-69. Cpok xpanenus (ciyKObl, FOAHOCTH) yKa3aH B npujiaraeMoit K
1TPOAYKIUWH TOBAPOCONPOBOAYEAHHON 1/UITH SKCILTyaTalliOHHOM JIOKYMEHTAINH.
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Kosnos ITasen Biragumuposuy
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Perucrpannonnstii HoMESpfieRaa o coorBercTtBuu: EADC N RU J[-CH.AY04.B.61263

JlaTa perucTpannu aekiaapanuu o coorsercrsun 13.02.2018




EBPA3BUINCKHUIN DKOHOMHUYECKHAI COIO3
IIPUJIOKEHUE Nel nucer 1
K JEKJIAPAIIMA O COOTBETCTBHHA EADC N RU JI-CH.AY04.B.61263

Koa(el) TH B3 EASC

HaumMeHoBaHue npoaykuum, cBegeHus o
npoaykuuu, obecneyuBarowme eé
uaeHTuukauumio (Tun, Mmapka, Mogensb,
apTuKyn v gp.)

HaumeHoBaHue ¥ peKBU3UTLI [OKYyMeHTa
(AOKYyMEHTOB) B COOTBETCTBUU C
KOTOPbLIMU U3roTOBrEHa NPoAyKuus

WHranaropbl meauumHcekue cepumn WN
moaenert WN-112K, WN-114, WN-115K,
WN-116U, WN-117, WN-118, WN-119U ¢
NPUHaANEXHOCTAMM:

9019200000

1. MacKa gn1a B3poc/ioro cTaHgapTHas

2. Macka ana s3pocnoro 6onbuias ana
WN-118.

3. Macka getckas ctaHgapTtHasa ans WN-
112K, WN-114, WN-115K, WN-116U, WN-
117, WN-119U

4. Macka aetckas manas ana WN-112K,
WN-115K

5. BosgywHbin waaxr gas WN-112K, WN-
115K, WN-117

6. lodpuposaHHas TpybKa ana WN-119U
7. MynawTyk ana WN-112K, WN-114, WN-
115K, WN-116U, WN-117, WN-119U

8. Hacazika onsa UHranaumm yepes Hoc AnA
WN-112K, WN-116U

9. Pacnbuntens ana WN-112K, WN-115K,
WN-117

10.Aspo3onbHas Kamepa ans WN-114,
WN-116U, WN-119U

11.®unbtp ans WN-112K, WN-115K, WN-
116U, WN-117-o1 3wT. A0 5 wr.
12.EmKocTb Ana nekapcrs, ans WN-118,
WN-119U

13. NMepexoaHuk ana WN-112K, WN-116U
14. CeteBoit aganTtep ana WN-114, WN-
116U, WN-119U

15. ABTOoMmObUIbHLIN aganTep ana WN-
116U

16. batapeliku Tuna A4 ans WN-114

17. Cymka ana xpaHeHusa ana WN-114,
WN-116U

18.Munetka gns WN-116U
19.UHCTPYKLMA NO 3KCMAyaTaumm
20.fapaHTUIHbIN TasoH.

3asgaBUTENb

M.IT.

Kosnos ITaBen Bnanumuposuy

WHULMATBL, haMuITHs




