
ro! . h rp Ao6ptrcMe{y:

'MHOfOnPO@IIUHA SOJ]Hi4UA 34 A(TI4BHo JtE tEHUE-nO6pt{q' M
.?. Ao6pu!,6c ceasruue u arpec da ]npMerre: ry. Ao6pr!,ln. aHailor XnrcB 24!
tn, 058/600160. 4ac: 058/600414. e-nailr oblbabereon.nel, EUK r24)48A2,
npenomDDmo or I-p CDaBap saltcer neeos tjrnGnErMeH A,pe6oD Ha
apy)rccrsm, Hoprcara bapucaH/a/o 3a (parno* B!3,IOj|{UT E,rl, oi erHa crp$a,

,,llJlAH ME,qI,tlI,lHCKA AnAPATyPA . OOA clc ce!tu'rue B .p BapHa 9Ol)2
{ qpe Ho ynpasneHft y,. Krpm lxusaHoB 9, E, Dlrk 103597142, npelcr&,,DaHo or
AHra Xp{croEa BacrcBa, B kare(Eorc fi Ha ynpasuren, Hap,qaB/to $ Kpanocr
U3[lItiIlTEr'I, or lpym crp a.

B63r'IOXI-iTEJUIT ! U3nbrlHIrTEJIrlT Hapr{en raenHo,,CrDaHnae... a
..CrIraHr-. ro ocHos.Hnc qn. tlr i cn. o )soHa ra

o6Lued&Hnre mplqM (,,3OII)n Pep€HreJ,rq27or09.08.2019.. na B63IO]{(I4TEJII ra
onpeleDde 3a r€ll-l,JlHI,lTEJl xa o6qemesa noprcka c ryelM€t nocrlBRa.

rlrprnoa r. rwrr. H, 'iMEA,ll-Ao6ptrsii An.

@ csDetr ro3, norc8op (."qorcBoprlo.o.oplr) 3a BlrnmHe ba o6uecrBena
nopacka npr crels,E ycnoMri

t.

C"TAHNAPTII3IIPAI,I OsPA]DU HA

AOTOBOP 3A OETIIECTBEHA IIOPIqI{A
3A IOCTAB(A HA CIIEIIT4,A.II'3I,IPAHA MEAUUI,IHC(A A'AP,dTYPA

n....1.2-..... t.l !.0$) rt!.9

II}EIMET HAAOI-OBOPA

.U.09.....20rs

qnotr l. lp€aMer
(l) Bluox,renfi BE ffi. a ],3nu!{rdrr npreMa !a locraDn u nFexrlpjn

co6crBeHocm Ha BlsoMreD Ha cneurdn{pasa MelnunHc(a amparypa rr PEHOCI,iM
6-ICAuA.rIEiI EJIEITTPOI(APAIIOIPAOCIOI AnApAT Mapna: Contec. Moaen:
ECG600G, nponBonrM: Conlec Medical Systens Co,Lrd, folrra Ha rpo!3DolcrBo:20t9
..(..Menrunscm/m atr8plrypr"), clriacHo TexH'cecftara cneu'+'mqu' H!
BGlroxrrw r laallruo onxqHa tr TexHr{ecm , IlcHo6o nDeuoxeH& Ha
lj3nqsmm, Hepa3loHa crcr or lorcBopa cpeuy 3anuxerkeo Ha B!3no*{H, !a q

npteMe r na 3mmru loroBopeHam rr€Ha 6rn@do yqoBrrra

IofaMHara MelxunAcM ma lq!!f(Ktr napdeptr:-

UBseH LCDlrcnn€ri.. poMep He no-Mmkoi

T€ruqccKn nlprMnpn Ba locraBrd.rr Mea{utrscm anoprrypa

c Touch Screen ynpaMeHne

!J6,npuo ynpaBr€nne np6 dlru,oHusore 6yoHr n cux3opHrr eKpdr



3 EKf Ka6u c l2-KsHUHa pemcrpauus

Pane%baa€ Ha peryrraror Ha srpaleH repMonpsrep u np* cr@pres

5 EaHoBp€reHuo BBex]rsde !a rrcrr€r Ba 3 / 6 / 12 (dd!a EKf

ACOtrmD.6r ap Ho6tuoMm i{hrr n CMI O/,ftp Hr EI{l cr-qah.c

AmMamq€H uur3 d rirepnprarrrt

8 Brpa]1eHa 6arep,r c B63Moriaocr 3a pa6ora B peMM Ho rcmB

B6tperHa ndfl ra re ro-Mdrc or 1000 EKf 3urq

l0

r 0.I EKf Ks6en c l2 or8ey,laixt

t0.2 E ekrlolHu urn(tr rarpatHHuH I KoMnnem

r0l IprM enekrpoe - I roMMem

(2) ocBeH lo@kara no dntser l, npe4{6r sa lomBopa sMDeDa n
EnanqeHrm Ho cr€ft!r lensodH:

L aomka tsa MelrurHcmm daparypa ao Mrcrrrc m locraska, nocoqeso B

2, Mohfrr/nnmarrn
MenuquAck eaparrpa;

3. o6rreEoe {a nepconua Ha Br3noxrMr 3a pa6or! c locraBesara
MeuuHcka eapalypa;

4. EpaHuroElo o6q).r{MHe na locraeHam Mea{urHcM daparfpa r rocraBxa
ra Heo6xo@me qen I Mareprur, s p&rure {a hptuuoHr{r cpo(' clsraHo or
4raE ro no4llcmHe Ha Ilporo ekcnnoaraunr npiroxeHue
lYs 2. MarepodnE, rcHcyMarrlnre, letdocrrE r ycnosurra
o6dyx@e cs onncs" B TexHrsecm @earoxetsre xa lbnbramtr.

(3) I&nuHqMm ce 3aAux$a !a EnlrHs retdom,r no dHer I n 2 B
Texrrc@Gra cneqrdrka,ur Ha Blrnoxuren,_

lexhtrqeckm, ueHom npeuoxeHne Ha X'nbfth.s, s
Hacrcrqrr noroBop, D cpokoDft tro Hacrorurr aoroDoD.

T. uEr{[ It IfArU{B Ha nIAUIaHE

qn€E 2. Uesa
(l) 3a Enbm€um Ha rye&er. Ha Aorcsopa, BBrox'Hm

3Man Ha ltnMH'r€tr o6qr ueE! B pa3Mcp dr r 150.00 ( xnn n]r cro tr tr4lecfl) ,esa
6€r ,4!C . 1380.00 /xnE]la rptrG r oeMAec*/ rcB! c BMEq.{ JIc. 6.n&Ho
qeHoDoro My npeFoxentre, HcpaqdM qs{ m Hero,uu aorcBoD.



(2) nocoeesre ueHt caftpatq{n BKtFqBar Bclex! paxo]ru | 863ts4'pax!eHrt

Ha lr3narr|Mt 3a BnllseEre na lpelMda Ha sacrorunt AorcBoP! Qro Ho He cdo:
psxorure 3a 4dcnoPnPaBe
;"*"*, "-.,**ro on*oBa.ei rp*cnopr' paonatoB$e ro'apeHe paroBapBde'

roloBo 3a npreMee o6vqeqne Ea cn€qndxcrx,
€{fllqecka u cepssHa ,{o(ytreHrauot, Bcdqnn paxo,ll e rcsapuBaHe Ha mpaHq{oHno

obcnJ{Ba re B cpo"a Hd Epa ruqtn' td rpJtr petpsr h \ac q i rodr )Marhtrr' $Kro q

o n n"nirB'
i.n-p.""o*,, *,"r*"-, 

"e 
no !{Ha sa B!3,0x'M' x noxpd,n m 

'dPa{unoaHrre
BoPHocr Ha t'i3nrnHrrert

rll no@qePr'e B hd rot ui r.qorcsop ue"i' a rpatd/ P ocrdsa' rer po\ercHr

ra cpofta na ,letomm My

!o

rtn.{ 3.Itacnfi sr nnaudde
(l) n udutra e nsspuBar ' 6urapcM,eBa, c nnare'tso HapexlaHe no

6iF"-"a cMn:. M..--q orltnbnHtreB

tl3mnE{Mtr e atri)i,:€H na y.s!! -id nncMeHo Ba3'otuMt a Borqk'

nocn€,lldqt npoMcH{ Ha 6srcBaraMv cMerrc B cpox !o 3 (rpn)lBr cqtraHo or MoMeHra

Hs npoMraam. B ctyqafi ce l43nuE,Entr He vBeaod, Basno

"" nrauru"n*6, 6aHkoBa cMska ca Ha'uexHo

. O) nrdraqoro aa qe{ara no uxAe' I

cpox !p l0 (ueuapH! aHt me! !3BtPrBasm
rokyMemme no unHet 4.

(3) 3a aara Ha nnaqarero. ce caom aado
HE ,43m,1dt c6c clomdara 4ltxxMa cvMa

3, llpomrcn 3a

B!3rokrfnt 3a pa6m

no Hacrorurt AoroBop ce r3B6PrBa s

Ha sascp{8aHe Ha 6aHroBars c$elKa

14) Ilnausm tro Mset 2 ce ,3s!puDa cne,4 npelcrastHe Ha cneAdnre

noaDucan AonyMe{rt ryMytareBno:
I npneMo{pquarenes npoNrct ra lo@sfta Ha MeaquBcxlo anapartpara

cepru$start, pdpeueH{t t nHqtv(u'! ra cbxpau€Hre I
ere CrlaH! r YmnHoMour€H

llocraBM Ha Me,4"@Hckara maparvpa (npunoxeue )t I)l
2. Iporceon ra

uaparypa. nolntrer or lBft 'DaHr 
hni yr hnHoMoueFts

".;; , *".**. " 
.--toamu,r H, MerhrrHcqm anapa vpa rnprnoq^Htre N'g /r

4. offiypa, rclaleHa or ,'bnu{tM,
ynbnHoMo(eHo d Hero t ue, culpMqa BcuqM3aKoroDn pe$!3urqr

BBapueHo o6yqeHte tsa Me4ulrcklt n€pcosd nocoqeH or
c M;eursckam naparypa (npmoxeHHe X! l), (omro e

m, cloI{oBE, MtcTo n vc"loBllg tlA aocrABIG.
N?EMI'IIABATID HA COBCTBEITOCTTA 1{ PIICKA

r{r€B 4. CPoxo.e n Mtcro raaoqlBM
(l) lGcrorlrrtr lotuBop !n'r as4o Mv ' rsrxca

cre,! Emsddo ta cPo@ Ha mPaHunouom o6cnvxsaHe Ha Meanq'Hckat anaparvpa,



(2) cpo6r ra looaBftara !a Meanwrcmra naparypae e 90 heBfllecfl/
(ues,lapHo,rfl, cqdBdo d laraft Ha nourcBNqo My.

(3) Cpo6r ra !a Meeu,Dckara
maparypa e ? (cereM) (deHlap cr$H Ha MeourHcMra
dapaT)?4 ol6etr3ffa B npneMo-npe!@arermr npqo(on IlpxnoxeHle .l{, L

(4) Cpo6r 3a ooyleHne Ha cn€qru,cn (xo.@ e nplromMo), nococenn or
BEroxn@r 3a pa6@ c Melrq,Hcrara uaparlTa e I 0 (aeer) (ueuapqr rxx, ccuraxo
or laEE Ha aocr@xa Ha Melnumc@rd ddparypa, o6ennaHa ! npreMo npelaBarenHut
nporoxon npuroxeHne ]r, L

(5) fapuurouur cpo( {a MealrrorcMra maparypa e 12 ,rBaHalecfl/
kd€snapnn M€€rr4 Ha npueMo npelaBarenHrr nporo(on
np{rcerre]flnnunpotu(da
Me,qrquucKara anipdrlTa npnnoxeHne X, 2 ((o.am € np,,ox{Mo).

(6) U3nlnHrorr e @6xeH !a nBlprBa rap&uonHo o6cnyx8atse Ba

(7) Mrmm Ha aocraka {a MeluuuHceo daparypa e B .r. Io6p{c, y,.
'nomnor XxroE 24, MEAI-Ao6prc AJl.

qne{ 5. YqoBnr na loqaEAa

L l&ndHl@m
GotMf,fix cpo( np€xBlprr co6crreHocfr r npe!{e Ha
BbrrotureD Me@utscmro amparypai np€aMer sa ,locraBrc" orrcBap,@a Ha
r€xHnqecnr€ @8!aPr! n rrr Hcrpr{qu ra ercMoarur
Ha olrmpcxn srk. ceprroukaru, papeueHrr r rHcrryqrn r npenoprs 3a crxpuetshe

Mmr c lpln aoxwemr r ftcecoapni
TerH{qecxaE cn€utr{tnnqm na Bluorkretr r TdHxcecrce npe@oxeH,€ Ha

2. l43ndsrMr npelda MelrunHcmG moparypa Ha ynuHoMo@eH
nperqaBrer 3a B!3roxrrw. 3a mflcrB,m sa lomesara Melrurscre anaparypa
s npreMero n no Bna, xorn moDrc ce rom{cDa npneMo
npe]@rnen ryorckon, BlB &opMaft ! c6c cubpxsrft 6.nacrc llpNnoxeHre I
(,,llpqeMo-npe,!@areteH nporcrcn!) o Crpdnr€ qrn ftxtsu ynbrHoMoq€Ht
npertunr€nn, cre! npoBePna ,,He6ofBqdBrr" (H€locraBrrr,
lspemr. noBpean. nnnco u/u ara Mea,ruHcka anaparypa
,/nrn np'Ipyxaaura€ , rcryMeH@r r ectroapn c Brcrudxrta Ha Eacrc,@t
,qor@op, xaN xapamepnmrkr npeloaBcrr !
TexH&€cxm npen oxerre na lr3ru{mr tr TexHrcecmra m€qro{nu{r M
B6uoffim), rdxqre Ha o(o pelcrsrHe qa loryMeHrnr€!
,rncmdrr" ce 6.nacqo rcqM I Ha Hamrusra unHer. npneMo-npe.qaBarenHn,r nporcrcn
canlpm ocHoMHrero 3a mMEn My (roMep Ha norc$pa). cepreH Eoi'ep/cepHfiHn
soMepa nrt lpym ueHurprqrpanu maParypara adHnj opell'

3. thruHnr€trr 
'eaoMrBa 

Bruox{Mr B cpo( or 3 (rpr) axn nperBapurerHo

'a rotrpnnm !a q q !ac. Ha rcn.o ue ce irBbprf lolrturdm nph nperdsflo ra
MelnurrcxaD dapartT4 l,lrruslj:ltmr ocrryprBa Ha BG.roxsrttr Heo6xo{ oro
cnopca o6ootMcrBara DpeMe e r npemela 3a isHU rcrb
Moxe !a {a.(3kuaDa 3 (rpn) nE .

4. IIp{ rcscrarrp$e m rBsr HecloEemrr. B63roxrMff rMa npmo s
omde e noD"D€ @ncMo-npe.qearereH nporoxor. B r6n cr]4r&. crpaHrre noln,cBar
troHm,EBes trporoFon, B kolrlo ce onrcBar



nooqa cpocr, D rctm cr4qr oe 6@r orcrpm€lr. Cre! orcrrdrBec Ha
Hec@ImrBL{ra Crpaxnre noftncBar aDycrpee! npueMo npe!tuarene! nForcKon ra
nprcMne qa lomBmra. B cnt"sn se {e6otudcrMra ca culecrBeH! , se 6uar
orcrpader{ B pNMre ra mreHnr or Bluoxrcnr cpok, ,,r rp! 3a6dr{e Ha lod$xan
{a Me$q{Hckar anaparypa c nooece or 30 (r?@ecfl) !Hr, Bl3noxrMm rNa npso !a
npe$ar! aorcepa. (No u npao !a nonrrr qeycrcil@ B psMep na to % (!ecs
npoucqra) or crof,HocEa Ha norcBopaj (No , !a nonyeu o6p3mo
ddcoBo or Blyoxnrenr cyMk.

5. nolnncBdqo Ha npreMo-nFelaeMh{r npomrcr ttpuorcEre 16er
3a6MeK, r,Ma coran na np{eMde Ha rcc@Mra m qlea Ha BlMoxnrerr. ocBe! B

crycere Ha c{pm !a 6uar ycrdoseHtr nDn
o6,GoBeHnr rpeMe! Ha Menrurrckara uaparypE. npreMmcro
M€eutHcmu anaparypa c IpreMo-npe!@arnHnr nporo(on no nprnoxess€ I orva
orlorelre nM ycrdoBeHrre Bnocn€lfrne B €paHunoHHnr cp

6. B!3roxrM ce ranuxaBa !a yDeloMr nrcMeHo l.I3trln
ckpnr! xe@lgdcrBrr! ftonro He e Motu Aa y3H@ np, trpreMdao ca locrsmra B cpok
ao 3 (rpt) a4 o r€Hsmm t

?. npn HuHqtre Ha {sc, qech.,*-*". *,**. 
" 

n,c.aftBhh,;po,016
no mRa 4 !/rro npr lurcre m c$mh HecborB€lmn,l rc{cranpasr or Br3roxrres
u 6o6!reHn Ha l,bnMn,renr .o pw Ha ro(a 6, l43nuh
Meeu,Hcrc maparypa utr c!
Hacrctlqu no.orop B cporc. nocorcH npororcn ,/,ju a
pala{4 cpok de! no,J rsae Ha yBeroMneHum no mqm 6, (ofiro He Moxc aa 6r4e no
aarlr d 14 (cfl'p!3a{ecs) jl'l' n'n q€Hara no aoroBoD

c paxoer€ 3a orr?NrBaHe Ha
Ee6orBnn4ra4 ako roDa Ee Bo!, ao npoM*a B npeeera Ha noEckara n 3mamsdo

a ropMdrara eKcnroaraqM ra MeluqrHcmra anaparypa,
8, B d}lore Ha H€crorrncrB pororcn no &qm

4 Bleoxlj:l€m 3, m. 2. r. 2 npelt
mcrlauDm@ {M u nsnuHesrma Ha ocr&dlr ycroD{r e nn qa!e, npelBrleH, s

(2) Molru ((o.am e nprroxnMo):
L l,hruHnrerr. e Mbxed aa np{uocu EnuHeHr€ro da scr!(r lenHom

cBlPrar c MoHlrM (rHqm@ml n rrsex!tu€ Ha M€!,q,ocQra
eaparypa s cpox or 7 (e!eM) (deuapHs !H,, ccmdo o
rpneMo-nPelsardsor nporo(or np{nox$oe }fs I

2. 3a r3B3preHnr Ha Mc&urHcrcr. flaDmvoa B
e{cn Datud cms{F. uu JnbnHoMojeHtr " ^ 

.r", 
""*.*' n",.;;.'

npomron. B.s +op{am q 6c cbeprure,o no prno^ed/e N. 2. pepdtrenda ";fl o
Haftrub loroEop. Blinoxnrw ,Ma npe ll,

Melrrrrsckab naparypa s
D&qa xBa6eMr . 6enpel]mneua yrcrre6a.

(3) o6yqeHre sa nepconda ((oFro e nprnoxrMo):
L B qJqa' ce l4jnMsl,]w ea onpe!treH,

kEdur!tr&lma, obpao8aHr 6qar o6ylaBdn. rt e
lGaeH e yBeloMr 3a ioEa B33roxrremj n,cMeuo, B cpo( m 14 (cauprHq€c{) lHr or
nolntreare aa sercrqnr lorcBop. Br3noxrMn npelocr$, da U3nbnomenr cnncbK
Ha ,,@ra konro delBa !a 6uar ooyeenn 3a pa6ora c MearurHcmra aaparrla B cpo( or
7 (qeM) AHx or non) 8de tsa nocnsaHtrm !a tjrnuH{rw
npe4omm 4peceHne.



2. lbnMHnr€trr e &nxeH !a trpnMoco o6yeeE ero
B!3no8rem B cpor or l0 (recd) (ueHlapH, aHn, cc@o
nptreMo-npeaaeMn,r rpoDkon npunoxeHre L 1 . UrMtr'@m e rr6xeH ao ocrryp{
nocracqeE 6pon 06r r$dq!, xm ! lprclcrBrtu
&c@npaHe na MearqrHcQra daparyp4 @rc Dp€Mft tr .pa4o61 sa o6yleBs€ ce
clrracyBar nrcMero MeMy crpffrE.

3. 3a rcDlpr€roro ooyc€nre Crpame, u{ ytrqnoMouron, or rrx nrua
no/rnrcBar aBycrpaH€H nporo(on. BB +opMam n c6c GllpxdHdo no npnroxeHre l{, l.
Hepaldaa qm or nacrorurr aorcEop. rtnaE Mff {e Hocs or.oDopaocr ra 3a6aD qe

na o6)qeH{m mpary orc6cnre Ha cneqnerc re sa Btuomrem m speMe !a nep,oaa
Ha oqdreHndoj trp' ycnoBxe. ce e yBeloM" n,cMeso 863'oft

4. 3tuHa Ha cne@ufl. noa,exaur! Ha 06l r$!e e ronydhMa B cpox !o 1

(e!nH)r He noDeqe m ll@6x.qn.H 6. (omro A3ndsrrnrr e cxnrcelr rorcBopho.oBop! m
pa6mm Ha noaBn Hxter or BlMo*nmnr B

nPn6crBrero aa I,LnME rm ! noaEncnHqrnr no pela . np, ycroBnm ra sacroru{u!
,{oroBop. nprronM! GM l43nuxnrdr.

qnes ?. IlpeM@aB!trc sa co6m€Eocnarprs.
Co6cBerocm r pncK o uylanHo noBpexnde ,nr noftDaHe sa

Menrq,lcnara mapaayp4 npeNd na loGBfta npeM,ssa @ t&mrH,rw Blpxy
BlsnoMrerr or ra nporoxora 3a
Mearrrrrckara aaparypr B e(cnroar@r IlprnokeHre Is 2.

IV. TIPASA II3AIIJI'{EHTI' HA CTPAHITTE

.In€a 8. DplEa r 3arMx€trrr nr urnMAnrq{
1 ttna{!@m ce 3@xaBa !a aocrsn! escrdupa r BbDele

Meaurrnrckar! anaparrpa. npelMd sa Hacrorutrr loroBop. orrcBaprrra Ha rexHnqecxrre
napNerln, npelcrmeH{ E TexHfi{ecxm I43nMHllH Ha
TexHrqectrara cneu{d &a!n, Ha Blsoxnrdr. oroMnneFoB
Ha cr. 5! d. I r nprlpl*eHa roryMeHn, (*ro x !a npexDbpn,
co6cfteHocm B6pxy E€x Ha Btsroxsrefi b loroDopennr€ cp

2. l&ocrBrrtjm e nluets !a lo.ogora '|ynpdsrBa Bcoqknre cr npmo. c o.nea sarrrra xncp&rr Hs B63roxrrnr.
3. lLnMs,rtm ce 3onanrea ra BBlprBa reryqa noaqprxo r mpd!{ouro

o6*'xBde ra MelrurHc@1a dapar}?a B paMMr Ha DpduroHHm cpoxi np!
ycroBura n cpo(or@ da ro{ aomsop. cmndHo nph ycnoBnma Ha mp4u}ft.

4. tbnMHretrr ce enLnzua !a oMpesa 3a cBor cMrka t
cpokoBe scrqe de6m4rBrr, noBperr! leip
Me,cnuBc{a daporypa npocBeHu dmn oftpnm B pekrre Ha mpmllossrr cpoK.
rcHcramper r npelrBerr no pela Ha Hacrorq"r lorcBop n
ycroB,r. Ir3nuf,rMF c€ 3@6maM npr or-pdrBNe na noEpeft, leo€mu nn!

np! m$porde Ba rapdu{oHEm o6cnyxBaH
opnnsdH4 p€@BHr qacr{ n Marepoutr.

5. lbnbrsmm @ 3anlrxaDa !a cnsBa trp$,nara 3a BlrleuEU pc!, kaFo n
c(Bahrr ia 6Bonacrocr B noMeureH{m Ha l.l3narHtrHr n
, no AomDopa 6s !a npe{r Ha HopMUEoro npweaHe Ha

pa6odra Ha BBnox'@r.



6, npn mc{o ! sapeMeHHo ,
AorcBop, tLnbms@r ea npaBo.qa oonyqn ueHara no Aoro

?. I,b@{rrtm ce randxsa !a cMou loroBop/lo.oBopn 3
c nocosesre B oQepram My nolBnuH{ren{ B cpo( or 7 (celeo E! m cMDqBde Ha
nacror4jr AomBop. B cpox ao 3 aHn or cMrousnqo {a ro.olop 3a noaEnMHeHne un,

lnoodyMeHre T r odepm.o ronrrruHrEn
urru{rler mnpua rcnne Ha aoroDopa utr

mnou,66.u.2,
3OII.

8. L3DGrlrMr rMa npdo !a ncm or Basnoxxrou seo6xo!{Mm
Ha pa6orara no AoroBopa, B(mqqtnHo npelocraMHe !a

Hyk{ara ,HoopMqnr 
" 

!o('alo{u e EnlrHere Ha ldompa D {a Heo6xo!{M,r aoc 6n
!o noMenreHsrra Ha Bluoxnrenr. 3 ronro qe ce Morrrpa Me!.!{Hcmm maparypa.

9. l,bnHHlremr BBprn o6yeeHre
nepcordi na B!3nomr€tr B y.osopeHhre cpoxoBe , rpa4"k

10. ll3nlrHrrenrr e u6xe! !a orcTpdr Bcllkn noBpeln
HafleceHr Ea ,MtqecrBoro Ha Bbuoxnrq{ (lrm n 6 o6e

Dpelr no BpeMe ra I B!3 Bplrm c MoEmxa/ntsmum {
EBexnalero Ha MelrunHcftara anaparDa B excMoamq,,.rtr$ t. npaBo r 1,rux€drr nr Barnoktrrqt

1, Ilp, no6pocBecrHo n ro$o nnMHeque Ha lomDopa, B
3tnu@a !a 3mnarr o6ur@ ueda no u. 2, d, I or uo lomBop! clr,acHo ycroB,rra d

2. Bluo*utenrr npneMe locranar Ha Meanuuckau
dapar]?a. tp€n * Ha ,4oroDopa no pe,ua Ha u. 5.
mncreen4 B cpo( !o 3 (rpn) a4 ore! nrcMeEoro My yBeroMrsaHe, ffio u !! oc{ryp,

d ! neo6xo4iMnre ycnoBh rc Morrea

3. Brsomremr wa ryaso ra s.K or t3ruH,@r !a nntt
MentlroHcrcra anaparypa sa nocoq€sm B q. 4, d, 7 or lomBopa a.qpec. B cpox I 6ei
orMoHesm d aoroBopeHxft Brcrcelr.

4. BEroxrretrr ce 3onaMBa !a cuenmsa np! npoDexqdc {a o6yeeHrero
cu.rlrBa np,6m{do ,! b !

5 Bbuoprerr_ kMa nptuo tra rolycs, rhoopMa,u;o KrKo;p.'" o 
'".no! oprNBsrrrrra !a aocdBrcra " lenlocrrre.

6. BlyoMremr rMa npam qa penealrr, !u orfloucH{e H

AomBopa MerxuEcxa mapaqp4 (mo no orHoue{ke da MU
ycnoBur€ nocoqeHn B Hamr@r aoroDop { GrnacHo mpeun

?. BlroxrMrr rMa np@o !a Brcma or ,t3nlnEmm 3N,Hara Ha
HecbmncrBalla c TexHnqeckre cneunonxau', ,/uu aeoema M€a'qlHcxa anaparypa
8tuD Hetm (oMnoHem, tram u orftpNxBde m HeloftEure. no pera { B cporcEere_
onpendes! Hamr@r lomrcp,

L BbyoMrtmr lMa npdo !a {)lase npneMero sa locraB
no lorcBopa. komro r,r3nlnurenfi He cnsBa

nrrc(3dnm ra ao.Gopa , Tex cecKlE meqr+rtraqh, lorcro l,l3n6nHsre,,r He
e!,r Grn&Ho yqoBnm ra lorcBopa



9. B6sroxrMm {M! lpde aa E{ftDa or lbnMqnHr aa c
dpelcro! rcnnr @ rcroBopr 3a c nococ€Hnr€ s ooeprra My

10. BruoxdreDr e @bx€E !a rc psnpocr!@rBa no! wBaro r !a e dropMa
Bctm npelocraesa My u l,LruHmtr 

"84opMa!rr, 
rMua xapanep Ha DprcDcKa

lMxa x 6prso FoMerara or lbrusrreD @ro tuma B npeamelan or Herc oc€pra.

IAPAHUI,TOHHA OTIOBOPHOCTtr TAPAHIUOHHO
OEC'IYXBAIIIE

(l) rapaHuroHHa ()mBopHocr
l. t3hlrHrrw mpmupa nrnsae gyHqroHuHa rcnsocr {a Meluq&cftara

maparypa clrracHo lorcBopeaoro npeaHdcaqeHne! remo { 6.nacro Texsrqecftoro
nPonroreH,e, TexHsc4rcra creu4kaulr tr rexHnqecftm mdllapr' 3a rcqecrBo I

2, B pdnre Ha.apd{{osHtrr cpo( Ir3lHr,rwr orclpdrB
cpeAq6a Bc{q, HecmrBeidBw Ha MelrurrcMm daparyp4 ctorBerso nooeHt
le4emtrpun eao,
lexH/cqno.o nF4oxeHqe hq l,l,nM,rEtr.

3- PeuuarrxoqHoro cbo6ueE e da Brnox,M, Moxe !a 6
adc, HeQos, dentorHa noua nr o6{$oBeH! noua. I,l1ruHlmrr e D6xen !a
nnpan cBo! kMronqtrPsn npercaDxMn Ha
4eorrotrupae Ha noDpelara 3 cpok or I (rrr) lar m nonyc
c@otueHrc Ha Blyomr. npr smnmra HaepB{3H,r eM[ Ha tl3nMH,rer' ce 6mBt
koHcfarnDea npomkon 3a nBlp0€Horo r€E cecko oosymmq
Ds6op € tr cpo6. d@6\otr4"r rd o-c-pahrBdqo. B,BoeaHoo6pdHr e(1e!nnep,

4. lbnlrE,remr G 3anuxaBa aa oropen Hacbnnra mBp€la r cpoK or ?
LceleM) !H, ur no-$a6er c pdm Ha noBpelaE. npi
H€s63Momoo 3a wTpaMBe boDpee B cpo( or 30 (r!r!€cfl) aH!,
UrnMHlrnn ocrry"rDa Ha Bsnox&etr o6oporHa maparyp4 rcrro € ranueBa !!
Mosrupa r BDele B ekcDoaEJl{i, or 6@r ur noao6eH Mrc !o nrm@o ordlauBaHe
qa leQeKrtnoBpeaar4 xarc mpN4oHsmr cpox sa MejrnuHcrcra daparypara. D npole
Ha nonparre, ce yauxtua cbc cpom npa kono e rldo mrpe

' 
2r fcpJHr/oHHo rcepsrlHo) 06c,J,mse
I&tuE'Mrr ce 3a.u!ryos aa oc!ryp! Ha Blyomrenr .apaH@oHoo

GepB6Eo) o6qyxlaHe sa M€@qmcxan daparypa D mparq{otsslr cpox. It3rurrrenrr
€ 3@Mxaa !a ,3B6Pr3a c rye!trMdBo mpaHurorroro o6o]*u€ !a Mejrrlrhcnam
anaparypa Ha BlMomren, no Dp€Me Ha rrerff BpaHlruode! nepron, B cpo{ He no-krcxo
or I (r!r) nM or nohnBde na 3uBxa !a o6oraDaH€ m crp4a Ha Barnoxlren,
fap&@ommo o6dlxsase e 

'!erk,ra 
Ea B!3noxurnR.

or orcprlnpM opelcmmeD na l,bn!,HnM. a npn HeE!3Momoo _ r cepsm{a
crpyirypa 3a GruHnrw.

rlncn ir. (l) np! 3a6se{o !3nuHeHse sa 3andftH{, no n
Ha,1,n#rft usH.pydeHheHanpe@{4eHxEB rorrAo-oBop,ponou.,*eo. .un;uu,
Ha B6yoxn@, Heycronk B p4MeD Ea 0.028 % m cyM.m no u. 2, d. I ra scek,

HEYCTOffI{tI



(2) IIpn 3a6aBa sa BBroxnem sa ronhnx€n{tm Mv 3a

n'44e no,qorcBop4 crur 3dndlra sa l'bnuHrot Hetcronm B p4Mop ra radH{t
nnBe{ nDoueHr, EqnMer Bcpxy AMxtMaE crda 3a eeo npocpoqeH neH

0) npu rcrmMHe!,e d cr?aHa Ea I'bn!,snretr Ea rar6rxeE!'m nv ra

o6FeHoe E nep@Hda Ha Bbsox|l€tr ((omm e npnnoxNo), I'bnuHlll€m !u*'
Eimii& s pdep Ea 5 % m ocnrau qeHa oo q. 2, d. I .

(4) npr c,creMqo (1?! { noBq€ .6to)
raod@oHso o6s'*Da!e /un rapeuto{fl! peMoHlr B cpoM Ha 

'apasqrBr4
U;nlmtrrentr lMM H! Ba3nox'Mt. Heymnd s psMep aa l0 % or o6uara qem no

(5) np! nbnHo HenrruHeH@ Ha 3@xeH"ma 3a mpa4'oH{o o6cnvxBaHe

De{ohru s lpora ro rapdM{m. L'ruH"rff !M^r ra

B6noMrw Heycronrc B psM€p sa 20 % (Eusd nPoueEE)

(6) BBnoxrMm Moxe .aa npdeHrrpa o6sa-eHte ra HaHecert Bpqn I
nponycdafl non{ no o6nrut P Hevmotru 3 n*dnctMo m
ycsomed da mpeq{td 3a BrurcHne.

L/) Helc.oPrrE .e ffn@ Hfl46!#^ ne4i!t!,Bde d BdnoAr cnq no

cnella-a odkosa.Maka B nnb A4 Bu 8 l-: l!-0 ( 'tbo q\ L
rpnrldar or Bbuoeretr d

vlr. noIrMrBJlEItTE r'r

rtneH 12. o6qtryoosrr trpnrornMrsM fiolrrruHmqrr.
(l) 3a ,rB!po@e xa nenHooure no lobEop4 I'jsnbtHddtt lMa npaso aa

re. oomqeM ol {em B oOeP

P) npoqeHrsoro Facrne Ha n

IloNmpa E€ Moxe aa 6lne pstncso o noco{exoro D odeprara Ha l&nHrt@t'
al) I,l3ndrHmmr Mo*e !a E

3a {rnlmeHse Ha loroDop4 k nH{'@' B npeaBtlesute B

3on cq"rar { npn np€EueHtrte B 3on vdoMt
(4) HdalncrMo orrcsoFoma 3a

BIHHeHre Ha ramruut,4omBop u M t43nbtHttent
(5) cunsaEdo sa.qoroDop c ooa6ruflrM, (onro He e o6'Be! B ooeprara

ua UrnuHtrr4 { re e Bkmqe! ro BpeMe da PrftmeHne Hb Ao oBops no npeuuedd B

3On ne! 'fr neutsom no noroDopa or ntqe, rcdo He e

o6seso B o4ePmd Ha l43ruatsr'
Io.oEoDa tr e ocHoDene 3a enHocrpaado npevartDde sa ao.oBopa or crlaM Ha

BB$xnrw r 3a yc.otBase sa nuHtt PaMep sa mptuuutra
rtrfl l3. AorGoPtr c troa*nMnmqn
nDn cxmcBdm ra,{oNBopnr€ c nolBntmnr€trre' oQep{Pasn D oeepmm

Ha I&IHH{.@, nocn€lHx,r c AcxeH !a 6r!ue vdoM n .apaHur{i ce:

l. npnownre uaPt Ea IorcBoPa

2 lenc6xm Ha Ilo!8nuHtrr€nm HNa aa !o4,ear npt(
EemndFeHxe Ea.qorcEopa:

3. npn ocbqeclMrde Ea rcHrpona'E cu Ovsk{'n no lorc@pa 863'oxr'd"
ure Mox€ 64npentrm€Ho !a mBtprDa npoEePm Ha ,lennoma t lokvMe{r4ntra Ha



.l'€tr 14. PsmaE$e c trouulndl,rutr
(l) l{omrc eacm or oop!*{4

,aa 6ue trpe,laresa rcro orndcs o6en na 3nMnmqr sn, !a Blrnoxkre,,j
BbToxmDr 3ma{a B63Harpa&qea,e 3a rur eacr lrpcnHo

(2) Panralrerra no mrqe, I ce
onp$etso oi noamn!tulrerr ro B6Moxnrw qper l,t3n!r!!r€,,. kofirc e a,rxeq e.o
npc,rodd{la B!3noxnror s l5-aH€BeH cpo( m nor}qsdem My.

(3) KaM nc(m€rc no d,Eer 2 l43nunnrqft upsaucraB, cs
!a e Brnno !tu{ ocnopBa Marq

(4) B!3roNrM rMa opao !a or(de nnauee tro MrHe! t. r
3a Drdlde e ocnopelo! !o MoMedm sa orcrlauB e Ha npnqraa 3a ocsa

(r) Bbno&reM vo{e tra rpeK?afr norcBopa 6e,

VIII. YCJ'IOBIT' 3A IIIEITPAT'BAIIE 
'I 

PA3BAJ,UIHD HA
roroBoP,c

qneH ls. 0) Hacroiur,,rao.oBopce npe4al,Bc s sBAHnre qyce:
L tro D3&{Ho clr,acne Ho Crpe{q mpaeHo B n,cMeHa oopMai
z. c rumcaHe Ha ,roEopennr cpokl

lpolehy BhB orPdHctrpu.ro dd
oooefBeham no@cKa lpeae. Ha lorc8opa. HlBbd npmoMor/m Hq Bbuo*xre,,.

6,n,a!!x€H Aa nperBu, 
"n! !a npeaorBpar, _ c n,cMesoyreloMexoe or BlMo{kreD, selsda qea HaccnDme {a o6m,Ercmam:

4. np! xacBnBee sa deDrdo
rutrHenpe!mpd|h!ocL6lned|l6Hpetreh\dpd\ftp'Bbuq
Aorc&pa (,,renp@non,Ma cnra..) 3a cpo( no-aarlr o 30 aqu.

yBeloMeque, FnPaEHo !o l&oGrHmmj
I np! cx@MHo (r!n , nole{e mr,) Ae,jrju€n{e

mpmqooHro o6cnymase /"& .apeuroHHtr

2. nptr nMqo neBnMreHre da 3arMxeEmra fia l,bnuHbrem ra .lpasqroqHo
o6c,rymaHe ddn @BlprBde Ha rapM'rqonntr p€Momn B spoxa m mpaHubra; urr. trpx 3aos4 npo,{btrura noBeqe d l0 (llrrleH) aHn ,,n npn nlnHo

Ha l&@sureD
Mennu{Hcmm 4aparypa ((oErc € npxroMMo), r/,n, 3a o6yq€,ne sa nepcoHua HaEruomm (rcmro e nDhnox{Mo): {r,

4. BnoBBa nolrlncrE.En, 66 s e leknap,par
Fscrre, ,nn 8no8Da noaEntuHm4 (oirc € p@xceH or ro3r, ftonro e ,ococeH. ocB.H
B qlq&E, B konro serrar4 rnnlnslH e 4!!pueHo
clc crrnac,{o Ha B!3,ox,retr , s 6orBmB,e c6c 3on ! Hrcm,,rh lorosopj
, (r) BcroxtlMcr n*edrsa lorcsood B o)ldhre r o q 8. d . or 1on.dl e rMx4 oberucdtr Ha']rnd{mnc ,a lptupneHy o npekpd.rBuer. ha
Ao.oeps 8pe!h, ocBcs &o nperpaDBmm e Ha ocHoEaHhe q. r t8, u. i, r. I m 3On.

- (4) np€xpaDBe$o d$a de! 
'Texnde 

Ha O,sd@BmeMeey Lrpdm 3a kBprerbE o cTlda !a t3nbn{rd! , ono6peHn o B!3nox,,en,
lenno@ no anMn€'{e ua .uom&oa.

(5) BE oxn1lm Mo !a psBtu AoroBopa xo pela , np, yqoBnma
npell! nes! B rerc m{ B trp{ro



.Inen 16. H&mrum.qorcBop Moxe aa 6!ae BMeM
Crpdnft npn ycroDnm Ha qr. l16 o3On.

qnetr 17. (l) CIpMr ce @B!6oxqsar or ommplod 3a

cnna. Hn(o, or Crrdnr€ He Mox€ aa ce noso.ua Ha Henp@lorrMa c,na, *o e 6,na B
3a6@ r re € mlbopMrpda ,lpymra CrpaHa 3a B!3d,rcmqo Ha letrpeolonrMa c{r!.

(2) Crpdam, 3acerHaft d HenpeonorrNa c{n4 e .crBtua na npelnpoeMe
screM pawE yc{rrr n lepkfir 3a !a Hddr !o M{HnMyM norccelrre Dpee I kry6r,(No ! aa yse,roMu nscM€Ho apyram crpsa sea6aBno npn HamnEde M

(3) ,qoxam Tpae Henpeoror{MaE

(4) He Moxe !u .e rdoDsa Ha H€npeoaorxva cDa oas, Crpe4 c,r1o
sebpemom Dn yMuoneHr lencBb Mr 6BAermnr ca !
EnMse{ne aa lomaola.

rx, HEmEoIoJrrMAcl4J.LA

X. AOTIIJIHIITEJIHIIIA3NOPEIEI'

.her 18.3a Bc,qk! EeypeaeHu B {acroru{r AoroBop &npocs ce nprnda
nefi cnaJlrorc 6!ft Dc(o 3&o!o]r:@cBo,

qneH 19. (1) y@xoMouedr npeacrs'Mn na Crrtunre, rcmo Mom ra
npreMar r nPaM ry&reHm no nmnEe{{flo Ha s&ro llxr lorcBop M:

3A B!3"iIOj|(llTEJTE:
TaltHa HorcroBar T€r€4oH: +159 58601096j Email: oblb@beryon.nel.

-:lA [Snl4HlrTEIt: Ob] |!.r.:t.e. 5:r.?o.>..t...rere+d (.,> aY L*it, a.\( q J \o ..
(2) Bcrqkr c6o6ueH6 , FeloMneHur, cs6p3aH{ c r3o H€HnaTo Ha iorr

AorcBop. cnelBa la @lpxar EdMeHoBdrerc r aoM€pa m AoroBopa, !a 6b!ar B
nrcMeHa QopMa 3a letcrB"rnHoo,

(3) Clpeme e 3arMMar aa ce ,EOopM4ar BtuMHo ra .c
trp&Hu cr czrfa. tupech.e ctr Hd ynpasnehre. EneooH,-e

(4) oonqrdsa kopecnoHreH@ Mexny crpasnr ce psMe$ s
nacror@r AorcBop alpecn Hs yrpNesoq oceH a(o crpso'e k ce 

'HoopM"parnscMeHo ra,!py& cDor anprcr- np" leyDeroMrBde !n, secBoespeMeHHo yBenoMrEaHe 3a
npouta na a.up@i rcp4noraesqorra mnpaEHa Ha aapcc,
cqmr 3a EdrrEo Bnpareso x tronylear or npy.ara Crrda.

(5) Bcrqkn c@6ueHrr ! ]EnoMessr ce mnpdlar no nouraft c np€noplcaHa
opare unr no nrp,€p. nncMeHrE 

'ts€loMne{{r 
Merqy CrtN"re no Herorq{r AoroBop

mnpareHr no 0*c reHepnDtro c@6ureHue ja
nonyetuee or a.(!ecam nnr no enekrlohH@ noua Ha crldqr

qn.E20. I,bnMxrrern HrMa npM aa npexBbpD csorr npsa nnx
3qft*€H{r no Eacrornrur Aororcp Ha r!fl nrrr4 o6eH s crycm nFelBuets! s 3On.

rlj€d21. (l) Bc{cks cnopoBe, nopoae!tr or16r AomBop rn
tero. t!€ 6qar pa3puadr nblDo no BsrHcue6eH pe! cpe .percsopr Meuy nBqe

ol



Crper, Me ! cryean {acnop, Bcqxa Crpana Mox€ !a Bnpd Ha apyrlr" H! nocoleHxre
a,{p@r 3a kopccno[qeHur no-!o,] no(ea ra npercBop, c noco

{2) B crysan Ha Henocrr.ue !a loroBopeflocr no pera Ha npeaxoaHara o!tser!
scoqxD cnopoBe nopoAets! or ro3u lo.oBop
ctropo3ore, orHacrq! c€ ao HercBoro En(yBane, Heretcrsr
nPe(parrlaHc rlle 6uai ornacrHr 3a pdrnexlue ! peuaBaH€ no lena Ha fllK ol poloBo
koMnereHtrrr 6.4 3 ry. ao6p'q.

Llren 22, HuuoxHocno fla rrkor or knaF"r. .o llorclopa trnn Ha

lonMHqrerHo y.oBopeHr ycnoBnr He 30rr tsa lpyra Mara !n{ Ha

- 3a o6cromoBara no cn. 54. d, l r. I m 3otl - €rlmrq
- 3ao6ctrrercrBoro no qr. 54, d. I,r 3 or3On - yrocrosepeHre 3anrnca Ha

f,y6rrqHr 3a!6rxeHnr m o6urHara no ceadHuero Ha yqacrHnkai
- 34 o6turMcDom no cr. 54, u. 1, r 6 - ylocmBepeHre or opforre Ha

ltunMHnetHa areHunr fnaBHa lHcn€(llm no rpyaa i
- cepflorftar 3a nplnamHe tr no,r,(!pxde ynpaMeHre na

xacecmoro EN ISO 9001 ! o6lacd Ha npoliBorcEoro n/trm ftp.oBurra c nea,qnBcku
{3,cs!r ,tun. crftMa 3a ynpaBneHHe Ha mcecrBom EN ISO 13485/13488 tr/hnn

- AeMapaqnr no c,. 59, s. l. r I, eB Bp. c cn. 53, tur 2 n 3Mt{n no
3tn!r,$t*Hnx o6paeu nprroxeHxe Ir 3 or ao(tMeHoMrra3a ylacrHe.

Ha Hanorutrr AorcBo! ce npelcraDnxa cnenHlrc

H€paaeua ca- or Hacroruur Ao.oBop ca cnelHnre npunoserhr qea

L npmoxeHneN,I 6M cn.3. u.4, r, I - npneMo-npeaaBareneH nporoKonr
2. npnro,xeEre lY, 2 cM qr. I, d. 4, r. 2 npororcn 3a MoH

dnapdrypa (ftomro e npnno)MMo)r
l. npnroxeHre L 3 $M cn. 3, d.4. r. I - npmokon 3a BBlpoeHo o6yceHr€

He nepored EA B!3rox@r (xomro e lpMoxuMo).

(!M Eacerl'r!, lorclop ca npmoxeHh:
L TexF {ecn cneuxdrrcqrr Ha BbinoxnMrr
2, T.xHnqecrc np@oxeH,€ Ha tjrntnHrrenrl
3, lle{oso npeFox*r€ Ha LluanH"renr:

Herorqurr Ao.oBop ce nofiuca B 3 erHoo6pa
Bcsoxslsr n €ad 3F l&nuHxa€r!,

B!3nOXr4T.Fn. i*Fo "4aFd'
........... 1_n _;6no.:-

rr.cqEroBoiitrEn i
srri t a

t)U\'\

dt3n6n44T


