
EBPA3llllllCKllllll 3KOHOMlll4ECKllllll COI03 
,QEKnAPALllll~ 0 COOTBETCTBllllll 

3aHBHTCJib AK1..(l1OHEPHOE OEll{ECTBO "Aflh<l>A-ME,Ul1KA". MecTO ttaxoiK,nemu1. u a.npec Mecrn 
ocymecTBneHH.R ,ne.RTeJibH0CTU: 125493, Poccm1, ropo.n MocKsa, ynul..(a AsaHrnp.nttaSJ., ,UoM 3, TT0Memem1e I, 
3Ta)I( 4, Oq:rnc 2402. 
OcHOBHOH rocy,napcrneHHhIH perucTpa'-1110HHbIH H0Mep I 027700167868. 
TenecpoH: 8 495 645-86-99, A.npec 3JieKTpoHHOH not.JTht: alphamed@online.ru. 
e JIHl.(e feHepanhHOro ,nupeKTOpa Ko3noaa TTaana BnaAHMHpoauqa 
3asmm1eT, 'ITO l1HraJJ.RTOphr Me.llH'-IHHCKHe, Mo.nenei1: PRO-I IO, PRO-115, MED-121, MED-125 c 
rrpumi,nJie)KHQCUIMH cornacH0 rrpHJI0iKeHHFO N!! 1 Ha 2 JIHCTax. 

l13roTOBHTeJib B. Well Swiss AG. MecTo HaXO)K.lleHH51 u a,npec MeCTa ocymecTBneHH.R ,ne.RTeJihHOCTl1 no 
H3rotosnettmo npo,D,yK'-IHH: Wsei11..(apm1, Bahrrhofstrasse 24, 9443 Widnau. <l>mrnam,1 3aBoJ].a-113roroBuremi: 
cornactto npuno)!(eHHFO N!! 2 Ha 1 m1cre. 
TTpo,nyK'-IHSJ. H3roroaneHa B cooTBeTCTBHH c ,UupeKnrnow 93/42/EEC "Me.z:1u11uttcKue npu6opb1, ycrpoi1cTBa, 
o6opy,noBaHue". 

Ko,n (Ko,nbr) TH B3,U EA3C: 9019200000 
CepHHHblH BhmycK. 
COOTBeTCTBYCT Tpe6oeanHHM 

TeXHHt.JecKoro pernaMeHTa TaMotKettttoro C0F03a TP TC 020/2011 "3neKTpoMarnurnai:i coeMeCTHM0CTb 
TeXHHtteCKHX cpe.llCTB 11 

)];e1mapal.(HH O COOTBeTCTBHH llpHIIHTa Ha OCIIOBaHHH 

n p0TOKOJia K0HTpOJihH b!X HC!Tb!TaHHH N!! 20 I 21 7-005-02/K OT 23.12.2020 ro,na, Bbl,r\3HH0rO l1cnb1TareJibHOH 
na6oparopuei1 O6mecrsa C orpaHHt.JeHH0H OTBeTCTBeHH0CTbFO «U:eHTp HCCJie)lOB3HHH H HC!TbIT3HHH», 
anecrnT aKKpe,nura11uu KG417/KU:A.l1JI. 149. PerncTpal(ttOHHoe YAOCToaepettue Ha Me.llHllHHCK0e H3):\enue 
N!! P3H 2017 /54 72 OT 11.04.2017 ro,na, Bb[,r\aHH0e <l>e,nepaJibHOH CJ!y)l(60H no Ha)l30py B ccpepe 
3.llpaaooxpatteHHSI(POC3,UPABHAJ:(3OP). 
CxeMa ,neKJiapHp0B3HH.R C00TBeTCTBml: 3,n. 
)];onOJIHHTCJlbHaH HHlj)OpMal.(HH 

pa3,nen 8 fOCT 30804.6.1-2013 "COBMeCTHMOCTb TeXHHtteCKHX cpeACTB 3JieKTpOM3rHHTH3.R. YcTOH'iHBOCTb K 
3JieKTp0MarHHTHblM fl0MexaM TeXHHtteCKHX cpe,ncrn, npHMeH51eMblX B )l(HJiblX, K0MMepqecKHX 30Hax H 
rrp0H3B0):\CTBeHHb!X 30Hax C MaJiblM 3Hepronorpe6neHHeM. Tpe6oBaHH.R H MeT0)lbl HC!TbJTaHHH"' pa.3,r\eJl 7 
fQCT 30804.6.3-2013 "COBMeCTHMOCTb TeXHHl!eCKHX cpe,r\CTB 3JieKTpOMarHHTH351. 3neKTpOM8rHHTHbie 
ITOMeXH OT TeXHW!eCKHX cpe,ncrn, np11Mem1eMblX B )KHJlbIX, K0MMep'ieCKHX 30Hax H np0H3B0.llCTBeHHblX 30Hax 
C M3JlblM 3Hepronorpe6neHHeM. HopMbl H MeTO)lbl HCilbITaHHH11

• YcJIOBH.SI xpatteHH.R rrpo,11.yKl(HH B 
CO0TBeTCTBHH C rOCT 15150-69. OK xpaHeHHl'! (cJiy)K6br, rG,11.HOCnt) yKa3aH B npHJiaraeMOH K IlpO.llYKllHH 
TOBapoconp0BO.llJ,!TeJl rr/.ij, "",lj ""taL?r: -'-~ ..::;~_~v ~ l HOHHOH .llOKyMeHTal(llH. 

)];eKJiapal.{HH o c ~ ,ifjj~ ~ ~ ~J} a c .r.aTbl pernCTpauuu HO 22.12.2025 BKJIIO'lHTeJibHO. 

Ko3JlOB Dasen Bna,n,HMHpOBHl! 
(¢>HO J all&HTCJUI) 

PerucTpaQHOHHbIH _____ _.,,.,. oorneTCTBHH: EA3C N RU ,ZJ;-CH.HB35.B.03911/20 

)];aTa perncTpaQHH .ne ~ :!:!!!::!=SPJi1'1 CTBHH: 23.12.2020 



EBPA3HHCKHM 3KOHOMJiqECKHH COI03 

TTPHJ1O)KEHHE N!'. l J111cT I 
K .[{EKJ1APAUHH O COOTBETCTB.ill1 EA3C N RU .[{-CH.HB35.B.03911/20 

TTepeYeHb npo,nyKu1111, Ha Kornpym pacnpocTpam1eTc.11 ,nei1crn.11e ,neKnapaum1 o cooTBeTcrn1111 TP EA3C 

KoJI (KoJ.11,,1) TH B3.U 
EA3C 

9019200000 

Mn 

Ha11MCIIOBa1111c, Tllflbl, MapKII, M0JlCJIII 11poJ1yK1u111, C0CTaBm,1e 

' 13CTII IIJJlCJIIIII IIJI II I,.0MIIJICI,.C3 

I1ttram1TOpb1 Me.UHUHHCKHe, M0J1eneli: PRO-I 10, PRO-I 15, MED-
121. MED-I 25 c npIrnaimelKHOCTS1MH 
BapHaHTbl Hcnom1e~rnll: 
I. 11.ttra.m!TOpbl MC.llHUHHCKHe M0,11e/lb PRO-1I0 8 coc-rase: 
I. 11.ttraJIJITOp Mell.HUHHCKHH - I WT. 
2. PacnblilHTem, (Basic, Slim, SuperJet, JetPlus - B 3asHCHMOCTH 
OT KOJl,!Il/leKTaUHH)- I WT. 
3. B03.llYUJl!bIH UJnattr - l WT. 
4. MyHJ:J.WTYK - I WT. 
5. Haca,IJ.Ka .ll/lll HHranRl!HH 4epe3 HOC- I WT. 
6. MacKa Jlnll s3pocnoro (npH tteo6xo.um,1ocTH) - I UJT. 
7. MacKa ,IleTcKal'! - I WT. 

8. MacKa Mna.ueH'ICCKUJI (npH Heo6:m;rnMocrn) - I WT. 
9. Ha6op q>H/lbTpOB - 5 WT. 
IO. Ha1a.nbHb!H .!lYW (np1-1 ueo6xo.u1-1Mocrn)- 1 WT. 
11. MyHilWryK-COCKa (npH Heo6xO,[:).HMOCTH) - I WT. 
12. CyMKa ,[J./lll xpatteHHll (npH Heo6XOµ.HMOCTH) - I WT. 
13. PyKOBO/lCTBO no 3KCnnyarnwrn - I WT. 
14. rapa!HHHHblH TMOH - I WT. 
II. l1HraJ!JITOpb! Meµ.Hl).HHCKHe MOJ:).e/lb PRO-115 s C0CTaBe: 
I. l1iff3JUlTOp Mef:).HUHHCKHM - 1 WT. 
2. Pacm,mme,1b (Basic, Slim. SuperJet, JetPlus - n 3UBHCHMOCTH 
OT K0Mll/leKTaUHH} - ] WT. 
3. B01,11yUJ1-1b1i1 wnattr - I WT. 
4. MyH.UWTYK - 1 WT. 

5. H acanKa .[l,1JI HH!'a/lJIUHH Yepe3 HOC - I WT. 
6. MacKa J:)./lll B3pocnoro (npH Heo6xot1HMOCTH) - I WT. 
7. MacKa JlCTCKall - 1 WT. 

8. MacKa M/la)lCH1.feCK8ll (npH Heo6.xo,1HMOCTH) - I WT. 
9. Ha6op QlHJ!bTpOB - 5 WT. 
I 0. Ha3UilbHb!H .uyw (npH 1-1eo6xO.i:{HMOCTH} - I WT. 
11. My1-1.uwry1<-cocKa (npH Heo6.xonHMocrn} - I un. 
12. CyMKa ,U/ll'I xpaHeHHll (npH Heo6:xOJ:).HMOCTH) - I WT. 
13. PyKOBO.llCTBO 110 3KCll/l)iaTaUHH - I WT. 
14. rapaHTHMHb[H Ta./JOH - I WT. 
15. Ha1<ne111<1-1- l wT. 
16 . .[{eT.:Kal'! Kl-lHJKKa (llpH 1-1e06XO.i:{HMOCTH)- I WT. 
Ill. 11.HraJIJITOpbl Me)lHUHHCKHe M0)leJJb MED-12I B cocrnee: 
1. l1HranllTOp Mef:).Hl).HHCKHH - I WT. 
2. Pacnr,11111Te1rr, (Family, SuperJet, JetPlus - B 3as1-1cHMOCTH OT 
K0MilJJCKT31.(HH) - l WT. 
3. B03Jl)'WHbIH wnattr - 1 WT. 
4. MyHJ:J.UJTYK - I WT. 

5. Haca.i:{Ka .llJJJI HHfa./ll!L(HH 'Iepe3 HOC (np1-1 1-1eo6XO.ill-lMOCTH) - I 
WT. 

6. MacKa .ll/lll B3pOCJ10f0 (npH Heo6xo,IJ.HMOCTH)- I WT. 
7. MacKa .neTCKall - I WT. 
8. MacKa MJl3.i:{eH'JeCK3ll (npH Heo6xo,rrHMOCTH) - I WT. 
9. Ha6op cpHnbTpoe - 5 WT. 
10. Ha3a.nb11b1J:i llYUJ (nptt Heo6xo,u11Mocr1-1) - l WT. 
11. M yHllWTYK·COCKa (npH Heo6xo.aHMOCTH)- I WT. 
12. CyMKa .11/lll xpm-!CHHll (npH He06XO,T:).HMOCTH) - 1 WT. 
~ 0 no 3KCnnyarauHH - l WT. 

~ TaJl0H - I WT. 
ep- ] WT. 

HUHIICKHe M0J:).eJ 
HHCKHH- 1 

O603113'1CIIIIC Jl0'-YMCHT3111111, 

no I,.OTOpou BbtnycKaCTCfl 

llp0Jl)'KUIIII 

Ko3JIOB ITaBeJI Bna,11.HMHpOBH'-I. 
no;mucb (ct>.H.O. JaRBHTenR) 



EBPAJHHCKUH 3KOHOMlfqECKUH COIOJ 

TTPHJ1O)KEHHE N!!l J1HCT 2 
K .[(EKJ1APAUHI1O COOTBETCTBI1I1 EA3C N RU .[(-CH.HB35.B.0391 l/20 

I1epe4eHh npo.nyKI..IIHI, Ha KornpyIO pacnpocTpaw1eTC.II )l,eHCTBHe ,neK1Iapa1..111H 0 C00TBeTCTBHH TP EA3C 

Koll (Kn,11b1) TH B3;'], HaHMeHOB8Hlle, TIIDM, MllpKII, M 0/leJIII ll[J0/IYKLIIIII, COCT3BHl,IC O6oJHa<iemre 1101.-yMeHTa1-11111, 

EA3C 'f8C'l'II 113/leJIIIH IIJIII J.:OMUJICKCa 110 I,;OTOpOH BblllYCK8CTCH 

npo11y1rn1rn 
2. PacnhinHTCJJb (Family, SuperJet, JetPlus - a JaBHCHMocrn OT 
KOMITJleKTamrn) - I WT. 

3. B03/lYlllHhIH lllJlaHr - I WT. 

4. My11,uwry1, - l lllT. 

5. Haca,.uKa I(Jlll 1rnra..1lll(HH '1Cpe3 HOC (np'H Heo6XOl(HMOCTH) - I 
WT. 

6. MacKa ,!lJlll B3poc;1oro (npH Heo6xO,!lHMOCT'H) - I lllT. 

7. MacKa ,uercKall - l WT. 

8. MacKa MJ13;J,CH4CCKall (npH ueo6XO,llHMOCTH) - I WT. 

9. l-la6op qJHJlhTpOB - 5 WT. 

l 0. HaJa.m,HhlH ,ayw (np11 Heo6:>..0.ilHMocrn)- I wr. 

11. My11,uwryK-cocKa (npH 11eo6xo,nHMOCTH)- I wT. 

12. CyMKa ,llJlll xpaHCHHll (npH HCo6xo.nHMOCTH) - l illT. 

13. PyKOflO,!lCTBO no 3KcnnyarnU'HH - I lllT. 

14. fapaHTHHHhIH ra..1011 - 1 WT, 

15. HaKJJdiKH - l rur. 

16 . .[(ercKaR KllHlKKa (npH neo6xonHMOCTH) - I illT. 
17. Cc1esofi 8.[lmnep- I WT. 

V. ITpl-!Ha,llJIC)l(HOCTH: 

I. 803llYlllHhlH lllJl3Hf. 

2. Myu.uurry1c 

3. Ha6op cjrnm,rpos (5 lllT. a ua6ope). 

f'ettepam,Hb Ko3JlOB Dasen Bna,[l,11M11poaw1 
(Cl>.11.0. 33RRHTen•) 

MTT 



EBPA311HCKH.H 3KOHOMHl!ECKH.fi COI03 
TTPHJIO)KEHHE N~2 JlHcT 1 

K ,U:EKJIAPAIJ;HH O COOTBETCTBHH EA3C N RU ,U:-CH.HB35.B.03911/20 
I1mpopMaUIHI O npe;xnpmlTH5!X-H3fOTOBHTeJl.SIX, Bxomm.tHX B COCTaB TpaHCH8UHOH8JThHOH KOMnaHHH, Ha 

npo;xyKUHJO Kornp1,1x pacnpocTpaH5!eTc.11 ;xeifcTBHe )]:eKrrapaUHH o cooTBeTCTBHH TP EA3C 
nomwe ll3IIMCHOB31111C .. ~pee (MCCTO 113XO:.K}lCHIUI} 

npc~npHHTllll-111rOTOBlfTCJIH 

Rossmax (Shanghai) Incorporation Ltd. Kinati, No. 6018, Huyi Rd, Waigang, Jiading District, Shanghai 
Zhongshan Globalcarc Medical Technology K1m1ti, 7th Building, 39 Middle Industrial Main Road, European Industrial 
Co., Ltd. Zone, Xiao!an Town, 528415 Zhongshan City, Guangdong Province 

feHepa11hHh1 Ko311os TTasen Brra.n,11M11pos114 
{<l>.11.0. JaRBHTCJl~) 

MIT 


