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"MHO'ONPO@TTIHA EOJ1HIIIIA 34 AI(TI,{BHO JIELIEHI'E-]1OEPI{']" AN
rp. Ao6prc, clc cerd,qe r aqpec sa ynpaBneH{e .p. Ao6p,q, yn. ntuaror Xrro!. 24.
@. 058/600160, lD*c: 058/600414, e,Mil: oblb@bneon.nel, EI4K t24t41302.
npelcraMBado or n-p CBflo3ap BanqeB ne9os l,l3nHHnrde! Inpercp ra
!p)xmo o. rdpyld - hoph*d ao € kpa-{oa B!]r'lOXl4Tr.It. or .!h. crpaHa.

.,I4JIAH MEAllIlttllCI(A AIAPATyPA OOI cbc c€@uqe B r!. Bapsa 9002
r apec Ha )npaBreHne yr. I(nprn lllnBmoB 9.6. E,,iK 103597142, npemBnrDaHo 01
ArHa XprmM Bac(osa, s mcmBoro n Ha y|Ipd{H. Hapncai/to ja $orftod

'I3UIJIHLITEJI. 
@ !py.a crrna,

B!3JIOXI,ITEJI'] n rl3nl,IHUTEIrT HapreaHr 3aelHo .,Crpanlft.. a
..Crpasa.., Ha ocdoB,Hhe cn. ll2 ! c!, or 3arcHa 3a

o6uecrseHrt nop6cx, (,.3OIl ') n Pere!,e N! 27 ot 09.08.20 t 9.. oa Bl,3IOjl(I,lTE"'tt ra
oopeldrle Ha u3nlJlHIrTEJl Ha o6ruecrBeHa noF6qka c npeeer: A9!:g!$&

anrpapa n qvtum€ tra (MBA-ll-no6pnqi An.

ce cMoc' ro3{ ao.oBop (._4o.oBopa,iaomsop!i.) ra Dlua.de ca o6@mmHa
noplcxa npr qelHnr€ ydosor:

I, TIPE4MET HA AO|OBOP4

qnen l, IIpclMq
(l) BGloxsrEtrr Hnd4 a l{inlrnr€,rr npuew !a aocrdu n npexBlpnu

@6crB€socm sa B63rox,ren sa cneuru,rtrPda MelrlrHcrc maparypa H! 8 /OCEM/
610' IAIII'EI{THIi MOIIITTOPU Mapka: Conlec,Mols: CMS8OOo. npon3Boluren:
Conle Medical Sysrens Co.Lld Ha npo,rBo!(r8o 20l')
roluHa,(.,MearqtrBckrha amparrpa), carnacHo TexH,qecka'a cn€un+nkun! Ha
Bsoxnqr r !€rattrno onncda B T€xrnceckdo I UeHoBo npetroxeHnc sd
l&nudrMr, HepanenHa c&r o lomBopa cpeuy 3qbrxeHr@ !a Bbyoxnrcnr !a ,
npreMe r !a 3mraro loroDopeHsm uena 6M&ro ysoBrrra



aomaMhdra Me!{!nH.kaa
J1! rexf,raec(r naplirdpr xa ao

LbneH LCDaxlnnen c DsMeD Heno Mulr or 12 t-
ucFoBsx Qrlru4H Ha xrqepBa re: FKt . chpAeeda umoE. nyncoBd ceoo,a.

BHo KplDso Ha]rmq carypa!{r, reMneparypa

2

3

5 ,q{dnuoh Ha ft pqeqtsdm eec,o.a: o. .5 !o r\0 )lapa B vf H}m
6 I{ffaoH Ha *qoara m!{ude m0!o t20
7 ,qrdaoH Ha carrTurra: or 0 !o | 00 %

.qtanaoH na nwepBs€ (plBHo Hur.&q or tl) !o
?Zq*Hg

9 PexrMtr sa pa6om sa se&BamnDHo $!Bso o@.","

l0 nordBse Ha rlaorqHr { ra6ntrcrtr rpeHloBera480 caa
ll BuMoeocrrapa6m c USB nsfl tr SD {apft nder
t2 BlarprHocr ra o6HoBss*c Ha (ooryeoa,per USB tropr
I] notrtuBeo qt I rcnoooes ca ypd{ ! rspo2j B o 

" 
| -paoha (nne rlvomea

&4eBdre H, qecm.a Ha lrude I rDrdtrka Ha !4uahm rRl.sp
I5 trMepBse Ha reMnoart?a - 2 kdda

17 MeHb Ha 6Mmpckx er{{
l8 BrsMorHocr ra Hurpal'lee:
t8.l Molyl4MepDde Ha nHtrd3n9Ho (p6BHo ldrmHe (lBP) c 2 kuu4 xorm aa

Mox€ aa ce cplpxe anpenHo c MoH,roPa
18.2 l(anmruedxh Lr.o2 loryr.koqro!aMoNe!dce,B,p^e,ipc^,,v(lohh.ooa
I9
l9.l EKfka6d5ofte@Hm-16
19.2 E Eo(drH, EKf denpoln - I koMnnem

SrO2 ceBop 3a rlipam{ 16p.t9.l
KoxeH reMneparypeH ceHrop- | 6p.

19,5 NIBP Meuer rr elrpam, - r 6p.
t9.6 rTh6,qra ll Mlc {oHemptr raNlBPMeufl - I 6p.
t9.7 'laps8u ra6s I 6p.
t9.8 3qpd8ua6areou | 6p.

(2) ocBeH no@Brcra m d'He' 1, npee4r ca AorcBopa suoqBa u

L AomB& Ha MelrqrncxaD anaparypa !o Mrmro na loms&j nocoqeHo s

2, MoHrax/{HcmaJrh
Me!!arHc@ flaparypa:

L o6yq€!,e s! nepcoEua sa B@oxnrerr 3a pa6m c lomeHara
Me!truuHcM maparypa;

4. mpaHuroHHo o6cnyxBde !a lomeHara MeauuuHcK maparypa n lomoka
Ea leo6xoarM4re eacr, , Narepudtr, D p rur€ sd Qpadu,o!!,r cpo( cqmo dl
laram ta nolntrcDde Ha npoe e(cnnoaarrrr npnroxesue



1:^i:l:::i*-.oo.r)reae_€ o8ctu uTtuaeecdo o rpeluod@e b, ruoMhq
ce .ultr@a e nD[@ leto o.ft oo ea . u 2 B

lex{le@xorc ! qeEoBoro npeAroxeE,e !a l43m'fu, rclro ca Eepa3Ae8a qaq 01Hados@ ,qo.oBop, B cpoftoEae no Edo,lrM nofoDoL.

II. IIEIM T,l IIAqIqI I14 ruIAIIAIIE
qner 2. llesa

, rll 3a B r]M+um qa rpeem Ha Io. oBopa Bbnrmatu ha l{30ft .w o6ra Led t! 8/oc.M/6po, s psucp E, 8640,00 (o(eM x!,TnurxTru u qmieuece' re 6e II. .o80 ao / vub4 
" 

o(eMnqq.. resa d I 6porF'm Eco!.cfl u ocM,6a c sMmqeE ll_l(,, 6h4soera @r o tr.o@rlorlop.
q ktdsu ts siesai s.rw p4o& H subuptuec{,*,!e@@ 

"".&-q,,, lio.""p, _",;;;;;,paxolrie 3a rpildopqlde M.Eiqbcxq dalaDla !o M@m 3a@e,TDscnor.ofuom** *.,""*.,,".d;. ; #;;i#Til,J;;irf"li"trI#ffi i:
errellk. Bcm pdorx k dBhpEsse M rale rqoHow nu .plo. ps.p""r *.* n {o[c]varuq). neo {paxoe L ormpM4e or l,bru.Mlw
e rc Bma ra Bruo](4B , trorp4M or mpdleoHBm€yqoBk ! &lerrdosEara orolopEod ,a !I3@sI,rtE.

(3) noco*sre B HMorEtr lorclop qm co r?eq d o@ar renpoueHeHl3a cpom qa letmrft w
tLr.E 3. Eaq{B ur trnaq!!.
(l) lr,lalsa!4a @ sBpEBar B 6!@pc(uds, c Malwo lalex(Iee no

,, a-b*.V c^Yo 2r' i6 6 o, 3 or 1/llrounm.- -e ;*"- 
""1,,n*,-. 

_ *,*,noqea.a!' nplM*tr m 6tuoBah Mr cM"* s cpo( !o 3 (rl"t _ "*,*" .*."",i"Ha npousar B cj)aran qc l&@u,rt@ ae Feliu nr
" *;;.*;-;;T:fiff;H ii.;:ix*""x

(2) IlrrErqd@ !a
cpor !o 30 (ue{!apq @
rcqvemft @ MEq 4.

ueArm no @E* I no s&rcq{!
cr€n 4B!!uedo !a lolru(@

AorcDop e @!pnB B

(3) 3a.raD Ha uatqaroo, ce cam llamra Aa 3sepEde sa o

r4l nffl@so no aJmeq 2 @ nispDe crq Dpq(:l!!se da qe@renom'fu lortai.Hn e}!!lrfuso
- l. llrrevo-rpe/rdaqeE rQomro, 3a ao.rz3e Ha Me!,q,rc@ uaparr?ara
:.-_'::Y :1Y-*"*' cepnro,*tu. ps!@d" 

' {Ecrp}@ 3a dxpue',€ ,Bne Crpai trq ymnoMu usCruM ba \4tMus-M E uapa.,pa lllDuosesse /,re t,.:. rpomron ,a Ha vea4ahckaEaaparrls, ro,@r.d or @ae CtpM @ ,ll@ioMolrcu



araum da Me@rrmc(ar anaparypa (npnnoxeH,e .lyr 2).

3. npororc, 3a B6puetso o6yqeHne Ea M€nouuHcMr nepc
Br3noktrrtu 3a pa6ora c Meuqllcftara anaparlTa (IpmoxeHtre N l), rcmro e

4. Oad}?a, maaneHa or lt3o6rsnrw B6rno&re,, ,,n
ynanooMoueno or derc juq c6aap,€qa Bcncxn 3akoHoB* p€(BEmi

III. CPOI{OBE. I!,I]'ICTO I' YCIOBWI HA AOCTABXA.
II?EMUHABAHE IIA COECTBEEOCTTA 14 PI'C(A

llrcn 4. Cpo(oBs r Mrcro n!!o.r${!
(l) Hamruurr AorcBop Br,3

cne! r3ruqmm ua cpo(a Ha mpaHqroHnoro o6-)aBaHe Ea Me&utrHceara maparlTa,

(2) CpoGr 3a !o@s@E !a Mea,{rHcKara anapar}lara e 90 hescrlecer/
(ueHllapH8 D4 cqomo or laraE Ha nolnnc4m My.

(3) cposr 3a Ha MeuulcKaE
daparypa e 7 (ceaeM) xuesrap!, aHn, canrdo or naram sa aomBrc sa Menf,urHcxam
anaparypa, ot6sBNa B npeeMo-.peldsE Em npororo, nps,oxeHle tvs I .

(4) cpo6r 3a o6FeHUe H! cneudrcr! (koraro e npuoxrMo). nocoqeH, oi
Br3noxnrerr 3a pa6ora c Merrurscmm maparypa e l0 (lecfl) trdeHnaDH, !H{. cqn4o
or aaram !a locr {a Ha MeeuHcftara mapar}?4 or6etr3era E npseMo,npe!$aruH,,
npuokon npy roxetsheNs L

(5) fapaHuroHHrrr cpox ca MedunHcftam analarypa c t2 /aBaHacd/
(uesjapdt Meceq4 Ha npreMo nDeEBaMHur nDdorcn
nb,noxepye ,v, I inf npo,o"ora ." ".",* , ;Be@*.
Me!,u{rc&m maparypa np{rokeHre }C 2 (koraro e ipnroMMo).

{6) r,bnuHrreDr e !G{eq ra 6B6pDM mpaHuroHHo o6cnyxsaHe Ha
aomcHam Menx@scm atraparyp4 B p&Mre aa .apaHu{oHHrr cpox no npeqolHara

(?) Mrtorc sa nocmM Ha Men!@Hcmra daparypa e B rp. Ao6p!c, yn.
"n an@XmoB'24. "M6Aji-no6prc A,q.

qne{ 5. YdoBnr E! aocraBrr

1. U3nqHrMr
corBflnr cpok npexBaprr co6crreroma { nperue Ha
Br3noxhsr Me!{unHckara anaparypa, npcAMr
rexHrqecm creaapr{ r Br Hcrlykub 3a excnnoaraunt
Ha 6M.apcM 4,k, cepmorrcrr. pspeueHxr r rHcr!'@,r n npenoplM ra crxpueHne

Mmon c apy.u loqveHn n ececoapn,
Teypvc(laE cneulD,@rq Ha Bbuontrreu y le\H/{eckdo npeMoxehrc pd

2. h3ndHflrdm npelaBa Mea{uxlcGE anaparypa Ha ynMHoMorreH
npelm{rd sa Br3rox8rem. 3a caoBerq!trqo m lomeoma Memqmcm maparypa
r npreMeero n !o B@, rcn{ mska ce nolnrcDa npreMo-
npelaBarenef, npwrcrj 3!B lbopMau n clc @lp)xdrrdo cbDacHo npuroxenHe r
(,,npueMo npe4sasen npoDrcn ') or c\dsr trtu rexE yndHoMoueHn
npercrs'Hn, dca npo*pM 'HesortrmrBqri (Helocraftur_
leaem4 noBpelo, n!oc{ tr/rr ara MeAlqrscm anararyDa



wMn ryraP,ryeauraE r loqareHralrr ! &ce@apn c
Ao.oBop. (eo xap*repqnn n c 4!crcaE,,ra. npelcmBeH{ s
Texx{eecrcro npeanoxeHne Ha l13nlnBorr Texqrqercm cneuronxu,, !a
Bli,oturetr), Hdrqne da orc

na Hacrorqam droei. nFeMo-npeaaBaHH{mnporKon
cllGpxa ocnowndo 3a clcraBraerc My (HoMep Ha lorcBopa)j cep,eH loMephepxrH,
Hori€pa rnr lprm ,aeBnorurpalr, daparypam nasnr! oper

3- u3nlrMr.nrr yBeaoMrBa Bruoxnrqr B cpo( or 3 (rpr) rHn hpenBaprrerHo
3a rcr(PerHmc ram n qcj 3a (oho qe e BBrpotr rocrnMra. nps nDeaaBaHqo Ha
MelnqnncKam daparyp4 I,bnM{Mm oo{ryprBa !a B63noxrrm HeooxolliMotu
cnopq o6cro@cftara DpeMc !a r npe.r€la 3a rBs! Hrub
Moxe aa Hais{rda I (rr!)!qr.

4. np{ (oHcrarrpaHe m rBrn sec@$ercBrr, Ba3noxrEtrr ,Ma @aBo !a
mnde E noD!0€ np,eMo npqaBarcr€r.pororcn. Br*r cryld, crpn,re noAnncBar
(onortuBcs nporononj
nocosa cpo6r! ruc 6uar orcrldero. Cnq mrpd,saHe naneconffinm, Crpdxre nouncoar lEycrpaHeH npnoMo
npueMase {a looaBQra. B cnylan ce neclorBdcrBlrra ca c6qecrseHn , He 6!nar
orcDdeHn B pNx,re Ha lueHnr or Blkoxrcrr cpoxj unr npr ra6aBrqe Ha locrsmra
Ha Me!ru{!c@o anaparypa c noBeee or 30 (rp,!ec4) !xn, B63noxojen,r ,Ma npaBo !!
npercaru AorcBopa! ftmo ! npaBo 4 nonycr Heycrofixa B p4Mep Ha t0 % (aecer
npoq€Im) ot crotEocna oa norcBopo. (No s ra nonyctr o6parHo
secoBo or Blyoxnrur cyMr.

5. noannGa-o Ha np{e o,lpe!tuarerHm npoN(on npnnoxeHne I 6e3
la6elero trMa c,nara Ha np,eMse na rocrdMm or crpda Ea B!3nox,reD, ocBeH s
cryqdre M c(p!n !a 6aaar ycrdoBeH, nDr
o6lmoB€rrr npe.ne! Ha MenuurHcftara anaparypa npneMeso
Me!{q,scMm anapartpa c llpreMo-npenaarenHu npororo, no nprroxeqrc I uno
onoftnne 6M y@HoDesrre BnocneacrBne B rapdrrnoEHur cpoft r4mBdcrB,,.

6. BleoMremr ce 3rnMxsa Aa }TcloMr nrcMeHo t1]nu
c$m secrcBem{r! xorD He e Moftr aa rH& npr npneM
ao 3 (rpu) lHr m yrsaseN {

7. npo ldrrene Ea rBHr Hec! kBHn, nporokon
no rcqm 4 turr npn durc{e Ha c$rft sectorBmdBr! rcHcrarrpaHs or Bbroxrrq,
r clobureqr Ha l,{3n6moree no pela Ha mq@ 6. I,t3Dd
M€a'urHcG maparypa rrtr c!
H&rcrur lorcBop B cpoftai nocoleH nporoxon n/r!N B
payMes cpok crea noryedak Ha yBeloMneHum no rccm 6, (ontu He Moxe Ia 6ue no-
lmr d 14 (cq{pbH4€ca) 4$ uk qesma no adoBop

c paxo!re ra oMpa60aoe !a
HmorBer@rrF, *o roBa se so!{ !o npow{a s npe/l'crd d

a HopMumm excnnoaEqu Ea Mea{rnncrcra maoaiv.a.
8 B cnfl* e Ia tsecbo.sem

4 Br3noxrm 3, u. 2, i 2 npetu
Hxm !a omuhe yqoBrr 3a uauaHej npearrreH, B

(2) MoHrd (rcmro e npunox'Mo):
L rtnbrarE m e lIlxeH !a np,M6cq rjnlnHesr{o Ha Bcrsr aenlocrn

cB!p3d{ c Mosrua (oHcreauura) ercnnoarauM Ha MelrulHcxara



anaparypa D cpo( or ? (ce!eM) kdeHrapnn D!. cqrmso o1
npt€Mo-npellaqMHlr nporoxo, [D,noxenre )ls L

2. 3a ,rB!poe!{r ra MellurHcMra daDaBDa B
ekcuoadM c paHrr. . 

"-,",,-,**, *;6;*
npmrc,! BB rpopMac r tr clalpxtunm no npsnoxeHtr€ L 2, Hepale,m cac, ur
Ha@rqu Ao.oBop. BaroMremr nMa npaBo &r ffi€ ft troarrre nporcrora no

Meffu{{cMr aaparypa B
Borqa sBa6dHara n 6*npenrrcruexa ynorpe6a.

(l) o6'lelrc Ha nepcoHaa (rcmro e npuoxuMo}
L B crycat ce lb!64heDr nMa onDerereHn

$d!+nMlrurra 
" o6paoBd! 6l!ar o6yqaBaH,, rori e

anaxer ra yBeloM, 3a roBa Brrroxxrerl' nn${eHo, B cpok or 14 ({er,prHuccer) aHr or
nolikcBaH€ Ha Mcroqur aoDsop. BEnox,retrr nDeaocrer Ha t3nlrnnrenr cnrcx
Ha nnqamj nonro deA8a na 6!4r o6'a€Hn 3a pa6ora c MelrurHcrcra daparypa B cpo( or
7 (e!eN) lHn or nonycasde Hs rrlcftBn{rm Ha tI.nMH'H, rrn {lrrqde Ha cpom no

2. ltnuknr€rrr e @xe{ Aa !pkr6s! o6ycesqero
B6Mo)x,reru B cpoK or l0 Gecm) kdeHlapHs !Hn, cc,furo
npreMo-npelaBffiHnr rporo(or np"noxes,e 

'G 
I l.irnHEnren,r e ulxeH ao oc{ryDs

locraGceB 6pot o6y!serr!, ka@ ! nprclmBtrdo
,Hcrdnpae Ha Me@qnHcftara dapar}"4 xsro BpeNdo o Ddb{nr Ha o6yceiqe ce
cbrracyEar nlcMeHo M€'iA/ crpdlle.

l, 3a rcDlpresmo o6yceHs€ Crpmnrq nnu yn3nEoMoueo! or rrx nnla
normcBar aDycrptueH npo&kon, sbB oopMara , 6c curpxaHnm no npunoxeHre N! t.
HepanelHa %cr or Hacrorrr!! lorcBop. I,bnuHnrdrl He Hoc{ oroEopHoq 3a ra6$rHe
h o6ylenrflo nopano orclcrBse na cneqrduorc Ha BBro
Hao6qe{qso'np/Juos4e'UeeysenoMhnn|c!eFoBdl|ox

4. 3etHa Ha cne'rqd{ft!, noar€x€ru! sa o6yceH,e e lonymuNa B cpox !o l
(edsJ r H€ norecc or belnlx.

qneE 6. (omm lr3ruHtrrfur € cmoqor loroDoDho.oBoo{ ra
marruRrl"q pa6omm ra norEmrdrremre cc ryheMa or Basnoxnetr B
np 6mn49 sa hruHnrd, r nou3mnE,ED no pela n npr ydoB,rD Ha Hamrunt
AoroBop, np4roxrM! G! r{3truHnru.

.I+en ?, flpe maBatre N coo@eHoma tr prcm
cq6crBeHocm 3 ptrcfta or cnyeatHo noBpexlaxe lnn no.,sase Ha

Men,rroEcMi. ah.parypa, npeaM- Ha locrmn npeMnHasa or l,trnMnnrqr B6pxy
B!3roknr€r4 d Ha npoo(ora 3
Memqllckai! dapdypa B ercDoaraqlr npnroxe!,e lG 2.

rv. [?ABA r,t 3AIIJIXEAr4' HA CTpAt[,rTE

q4eH 8. [paDa r 3aqa#eaic d! ll]nlnBmexr
l. f3nGrHrremr ce 3aa!ryda !a locraBnj {ncrd,pa { *Be!e

M@u{scni! anapar}"s, npeaMd na H&to,qM lorcBop, or.oBaprura Ha rexHrcecx,re
napdeTpr, npelmBeEn B Te$rcecrcro l43rurmm o Ha
T€xMlec(arq cne@Oe4nr Ha BBnomretr' oftoMMe@B
M u. 5, a4- I n npolpyxeHa lokyMeHn, ftmo x ]la npexBbpn,
@6qMoan]a B6pxy He' Ha B!3'oMrem I aorcsopeHnre cpoxoBe,6rr&Ho ycnoBnim



2. lbnMHmemr e ]lJ6xeH ! o,qorcBopa ,|
ynpaHrBa BcrcME cI npda. c oue! 3a@ra nnrepecre Ha B63norrrrtu.

3. l,3nuHnrsrr ce 3a.eMxsa !a nBlprBa r€ryua tro4rplKa, mpafluroHno
ooctymee !a MeItrlInHcMm atraparrpa B peru1! Ha .apqu{osHu cpo(. npu
ycnoDmn , cPonoBft Ha rc3! aorc8op, GorBaEo npo tcnosnma ra .ap4uxm.

4. I,LnMH{renrr ce 34{MMa na oMpaksa ra cBor cMda r B aorcBopebure
cPorcBe BcreM tre6orB@rBm, noBpenlr reQ Ha loctuHara
M@uncM oaparypa nporBe!! nhn{ oftprtu B panK.re Ba rape{noHErr cDo(
(otrcranpdr r npe4Bele no pera Ha Hacro,lr,r aoroeop n cbrnacHo mDuunoHHlr€
ycnoBrr. l'bmHrrem e 3a.qlrxda np, oMpelrBaHe {a noBpenr, redem 'n,npl mDbprBme xa .apaHuroHHoro obcnlxBaHe !a Brara caMo
opnmEmr p*epBHr eacrr { Mar€ptrdn,

5. tsnbnHrEm ce 3anux6a !a cnsDa npsmar 3a Bbrpernh peA rcmo r
ckBu{r 3a 6sonacnocr E noM€ueHrrra Ha lrsnuHsren, !
x no lorcDopa 6s aa nperu Ha HopMMHoro nDoft{aHe m

pa6oDo Ha BBrox,rem.
6. npn mqHo I HaBp€Messo ,

IoroBop, tLobnoornrr rMa npaBo aa norycu ueHara ro lomBop4 BmacHo onpeaeneHm

?. ljrnanHrrM ce 3aftr*ala !d csDqn AoroBop/AorcBop! 3

c nococeMe B ode!'rara My noaBnanllEn, B cpor or 7 (ce!eM) lsr or cxnrceBm€ ra
Hdorrqjr AorcEop, B cpoK ao I aHq or cuFsmm sa aotu

cnopaweHxe 3a B odeprar no!,3nux{ror
r3nM{mnrr mnpaua xorne ra lo.oBopa lnr Ha nonlnHnrensoo cnopaweor€ Ha

maoos.66.d.2!ll
30n.

8. t 3nuEurnrr nMa npaso m rcK or BrlloMrerr Heo6xojnMm
na p,6ftm no ,qorcBopa, !(mcm'Ho nr,elocraB,Hc Ha

H,*sara {HoopMau,r n aokyMemtr 3a nn6nH€d,e Ha loroBoDa, na Heo6xo!,M,, !oc1!n
!o no elreH*ra Ha Barnoxr@,. B rcrm lrc ce MoHrrpa Menrux{cKm maparypa.

9. I,LnanHmdft rjDlpM o6yeeHne
nepcoHd! 3a BanoxrMr B yrcBopeqrr cporcBe r .pa4r\ n cbrracHo romBopeH,re

l0- lLnMn"Mrr e ubxes !a ormpdn
HaHee Ha {M}uecnoft Ha BBroMrenr. (Mo n aa o6*ruerr Dcrrc tpqo n,ue. Ha

Bpenn m lpeMe Ha { $B Epr3@ c Moffia/mmun@ tr
stEexlaBdo sa MearrroHc(aF daparlpa B ekcnroamum.

qn.s 9.IIpaB2 tr rlAlnr.trrr m Barnox'roDr
L npn lo6poclBeGo r roEo rrnunesoe sa lomDopa, B

3@rxsa !a sdnam o6uara qeHa no !r. 2, u. I or ror! aorcDop! c!.raqo yaoB,m I
2, BlTomremr eneMe lomsmra Ha Me!,u,,ckara

maparyp4 npelMa Ha aorcBopa no pela Ea u. 5,
{1!ckw!!,3 cpon ao 3 (rp,) @r qe! nlcMesfo My yBelo

cn r HsbxoluM{re ycnoD{r 3a Moqtm

3. B63ronretrr rra rpaBo !a rcka or a3nMh,rduxa'!ru
MellurHcmh maparypa Ha nocoq€Hm E s. a, d. 7 or Ao.oEopa apec, tr cpok n 6ej
orKnodeHm orao.oBopeHnreErcrcaBr.



4. Baroxrom ce rnanxaBa !a Blenma rpr npoBe@€ M o6y{exhero
ckrt?rBa nprcacGrero kM B lo.oBopeHorc BpeMe.

5. BtuoxmerDr sMa np$o na tronyelBa rH+opMa!!, no Bcr(o opeMe orHocHo
nolroroekara" xola r op.aHBaqurra Ha locraBeE { lenHocrtrre_

6. B63,oMremr lMa np@o Ha peMNallu no orHoreH,e H

AoroBopa MeanruacE anaparyp4 (mo no oNoueHrc na MomaM n nHfanaunm. npn
yc,oDnm oocoqeBu B Hacuur,r nomBop n clrmcHo ropaq{o8qnre ycroB,r.

7. Blrmxt@m Encna or U3n6m,renr raMrHara ra
leqoBormaqa c TexHrcftlur€ cnemoxMlrlr u/nnr reoema MeffruBcM anaparypa

n onrpdrEde ra Helocrmu{rq no pe!! { B cporcB.rc.
onpeadeM q&rorum ao.oBop.

8, B!3nox{r€rrr nMa npaEo !a or(de np"eMaHdo Ha locr
no lomBopa koFro u3nM!!ren't He cnsBa

Ao.oBopa n TexH,qamra creu{d&auD, lomm },t3nBnHsrerrr !c
eHtrt cbrr ac{o y.-oBrq.a halorosopa

9. BarnoxrMm nMa npaDo !a ErckBa m ll3n6rlrrnr !a cMocn , !a vy
npeamaB, (oo!r or lo.oBopr 3a c nococeHrr B ooeprara My

10. B!3roxnM e Dlxcr Aa He pdnpocrpaE Ba noA xabaro n !a e dopMa
scrra nperor me 

'a !J d t-11nMH{Bq rHoopMar/r. ,ve r.p,trp Ha rpo;.,d
Gnna , rprqHo ynoneHara or tlrruE"rene oro E(da B npercraleHara or Ee.o o4ep6.

IAPAHIIOOHHA OTTOEOPIIOCT T TAPAHUI4OHHO
OECJIYXBAHE

(1) rap&qxossa noBopsocr
L l,bnuH!@rr mpmrrpa nrrEaD drHkusoHuEa rc,lrocr !. Me!{urEcxara

anaparypa clrnacHo loroDopeHmo npelndHaqeH{e, (m r cfinlcHo TexHrc€cxoro
npeqores,q TexHoqecrcra s€un4rkaqu, i resn4$r

2. B pNrure Ea mpauroHHrr cpo( I&nlrMrdF orcr!ffiru
cpeldBa Bcrw Heclorsturr {a Me!"rrrHckara anaparypa, c&rBflHo nolNcHt
a€4empd{ caqn /!nr xoMnosemu
lex{r\e(ho.o 0pea,loxeHrc {a lr"n"nHh ene.

3. Peueauroslm @6nresoe sa Br3joMr€rr Moxe !a 6ue nnpanHo no
+$c. @eOoH. eneKrpodHa noud prh o6/^doBeHa noud k'nbnHxrene e nftaeh E
r3npan cDo! kDdu4uu{pdr npelcraBmn! Ha
4aeHtronunpare Ha rorpelam s cpo( o 3 (p,) aru or oorycdaEe !a peodaunoHsoro
cbo6@eE e Ha B63noxr@n. Ilp, Dm,rara na cepB!3Hnr eMn {a l,l3nanHrMr ce clcraBt
rcHcraflBe! ryorckon 3a mDlpreEm ftxHuqerc o6cryxsarej
pa6mE r cpohr Heo6xollMtr 3a orcrparrBdm, B lBa elroo6psHr eoeMnmpa.

4. ltnuHnrem ce 3ananxaBa !a ortrlds racBlrra nospela B cpox or 7
(celoMl !3u trr8 no-(paBft! csrdo o larara Ha ftoHcmBpaHeio 3a noBpeaara, Ilpn

orcrpmrEde Ha flamnua noBpena . cpox tr j0 (rrrna{er) !nq.
I,bmrHnrem oc,ryprBa !a Blyox'llu o6opona dapar)!
Mompa, BlBeae r ekcbroa@u, o cl]qm mr nolo6eH Mac ao ndqoro orsrgaHroare
Ha lqpma/noDpelara. mro EpaEuroHnrir cpok {a Mqrq,Eckam 4arary}ara! B npoqec
Ha notrpdiHei ce ylbrxaBa ff cpom nps &nrc e rpado orcrp



(2) rapatllomo GepbmEo) o6or'{r4e
ra@ea !a oc"1pu M BrMonlrIl4 mPdrro+o

rcepBrlbor oofrrxBse daMerubftfld daparyD B Epamof,bu cpor. l&oudfttrr
ce 3aa!e*a ra mDlptua c rperemo Fpdq,oEHor o6d)r{@e Ha Me4{lecmQ
analaTypa Ha dr3noMreJxr rlo ipeMe sa q€jlr{ mpaf,uoces rcpf,o!, B cpo( Ee tro-Gcsoo j rrP' n!! rffie ra o6cDmde d cAda de BluolIlw.
I ap4!/omoe ob..'rya@e e Eed'm Ha abTorfuBd o.oD8vp4n flpelctuM Hd um-4, s rpu HeBBMo#on _ s (eoBh3Hd
cr?FDTa ra i,t3nrjjqd.

!'I. IrEvcloffIttr

_, qreE 1r. (l) npr 3a6d no loroBopa or 6pea
3a l,Lnm{@, D mpyedre sa npelltrneEre s roM norcBop cp
Ha BE oeretu Eeycrotm B paM€p !a 0.028 % m crram ,o q. 2. d. I 3a reM

(2) llt 1 a6@ m BE omtu sa 3.l{rMellm My 3a
nml@e & Io.oBop4 clqrn 3eraqa sa tl3llm'lw Eey@tm B pasMep M 3&o!ffinmes lpoqem, Bq@4 Brpxy ri]jjmMaE cln4a 3a Bcm ,!ocpo@ !es.
. '1) npu ueunm_qe m crp&a M l4jntu,w da ,@rffffi D doortelae {r deplo8da Bo B or. l,tf:fu €q rusnqmtud B par!+ Ha 5 ooor o6@m ueda Dou.., u. .

14) np8 crmrao Gph , trosm m-ql
zJtu frpduofl peMom s cpou ba mp4ff 14l13nmm llw ua BBnoMrem, Heytur@ B ldM€p ra tO % 6 o6Ea; uesa q;

(5) nps n]fio s€rtueqe sa 3a.r]ftem@ 3a ElduroEo o6c,r&eeulm E MI,osM peMorm B cporc no dpMr,f,.a, I,3@MI!@ E'm daBr3roxftm qeymtn I peep ra 20 % {Eaa4{ npoq€@) or @iFoc@ sa

Mode ra trFnb@pa o6B@ftsre ?a
noonrlpary notur qoo6@ p s.r*n,s, no*o<;o o,ycBo@-o m Fparqlr@ 3aBl]@etue.

(7) Heymtre e m.mnar Fm'6'uq. -- r------,- ^- Bqe,ene 6moe cMq& B tc-t' 2r,3e h h34 3ofi -, ""*,;;trlnrcear oi B6noels m

!1[ IIOjIII3n6JMrEJ!{
.tid t2. O6Etr yqoBu trpdlMM Gv tru,uuq{msmerll 3q rBbpm&e m renhom no lorcBopa tbll1,]l'll!1tm qva @uo !a

. noco\eBu q He.o B o4ep@ ",, o""""" h;.^ e

(2) npoqem@ yiame !a rcE{
llotumpa qe Moye e 6E!e o{LlJr@o or no@c*o m s opep€m Fa tlrllrtrs.s.

p$a raMa Hc 0ocoq.hre 0
3a tullMeme m ldoDopa xlre etu B npel!,neqe B
3On crF& r nptr lpe@rneEe B 3On ydoDd.

a) He1dtr(do
nmmeee r. mcrorl@r lorcep , Fa !Llr@rs.



(5) cu6cBN@ ua romBop c 
'one3nuH{M, 

(orm He e o6,De! B odeorara
Ha 4jnlBh etr | Fe e BrnKqeh no Bpere Ha h,nrdeH,e pa loro""p" '. "p"!!lle;,- "3OI1 pca rrn lenHoclre oo

o6rleHo b odeprara {a u3rM{nrd.
AorcBopa q e ocHoBm,€ ra eaHo-paHHo npe$aum8e Ha lo.oBopa or crpaHa na
batomru r 3a ycrcrB4e ra nMH{r paNep 3a mp4um 3a Bnqsetsue.

qneB 13.IoroBow c nolFftn{mqtr
npr cmsaHero ra loroBop!rt c troaEnHsorenur, ooepnpd! B odep*n

ulxeo !a 63aaiqe rooBsr ! .apeq{[ {e:
l. trp{roxoMnre uaFr Ha lomBopa ca 3a,[!nxrrEnH{

2 aetcrB,rra Ha nominbrHt
sehnuHeHtre sa noroBotu:

3. np! ocurecrBrBme Ha ftonqofutrre cr dyHftqr{ no loroBopa Barnoklre,,r
qe Moxe 6*npenftmeHo !a BB4uBa npoBeprc Ha netHo

qretr 14, Pa3uau$e. no 3nlnBmertr
(l) (omm {oma m nopac@ra"

!a 66!€ np€laneHa ftaro maene! o6em Ho lljnuH,@r snr Ha BBnoxHre,r.
BlyoMrerrr 3auaoa DlFarpa*reH{e 3! run cacr !,pemno

(2) Panraumlrra no unHer I €
omp ero or no43ruHrrdr ro BE oxrEm cp* Iz3nMdmtr, konro e u6xex !a ro
trpeloqtur !a Br3roxmr s l5-aHenes cpok or nor]"rsd{o My.

(3) (!M nc(mm @ dtrser 2 u3rurmmr nlerocraB' cr$
!a e BrlEo ,a& ocnopBa md!4

(4) B63roxi,@r1 rM! trpso !a mkm nnuffie no doqe' I
3a nIa|lee e ocnop$or !o MoMem Ea orcrlaHrBaHe da nprcrnao 3a oftaa.

VIII. YCJIOBIT' 34 IIPEI{PAT'BAfiE U PA3BA'4HE IlA
,{oroBoPr

qres 15, (l ) HamrUrnn lorcBop e npe(parrBa B cne$,re dylar:
L. no BMMHo curacne m Crtd rei Epdeso B nrcM€ra dopMa;
r. c Bruqde Ha y.oBoPeHnr cpok;
3. rcraro ca nacEmrr GrqecrBear opolenn BlB 4xHaHcrpaHm Ha

o6lrecmeHam noprska npelMa m AoroBopa, mBlH np$oMourlrra {a Btudxrrn,j
(onro rofi s€ e Mocn lnr ae e 6m anrxeH m np@u n! !a npelompam c nncMeHo
yBeloMncHne o BEnoxl,:lttr, EeaHe oer EacftnBs€ Ha o6cromcnaml

4. np! HeBnBaHe na HeBuHo Hne He.pe@uleHo
rnr denpelorBparrMo 66nme ol x3B6HpqeE xapmep, sBnn
noroBopa (,HopeoaornMa cua") 3a cpo( ro-.aurr or l0 !hn.

(2) BbrnoxlMm Moxe !a np€\?afu loroBopa 6s npe!'rrcm,e, c
yBeloMelre,4npareHo!o lbnlmrrerr:

r. npr cnftMno (rp" n noBele n6r,) HennuHetue Ha !,irnuHtrM, !a
mpmqeoHHo o6drreaEe r/,nr .apaHuaoHHr peMoHrn B cpom oa

2. npr ndHo HerjnlrH€sre Ha ranuxe{r,ra Ha lLnlnlrrrt
o6crt*Bne r/rnr BBlpuBaHe Ea mpeuuoqq! peMoHrr B cpoxa no mpaHu{mi {r!



3. np{ 3a6aBa npoftnxrua noseqe or 30 {T?ra@d) !!, nn! nDn mnso
sa lbnbmlrdt

Melrurscxam anaparrpa ((omro e trpuornMo), ,/,n! 3a o6yqeEne
BlyoMftm (rcEro e nprnoxrMo); u,

4. hnomM non4ouHsrer, 68 Aa e reknaprpu
ylacrre. m mnoBBa nornnMHren, ftonro e pdnqe{ or ro3r, KofiD e ro@ces, ocleH
B qylarE, D ftonro 3NrHar4 a4n6n!oM e BBlpueHo
c6c Grnacndo Ha B63roxrrenr r B cloBer$ne cc 3OIl ! qah,urm.lorcBool

I l1 Br'ion.etr. npekpa {sa no,oBopa s cnyqdF no u . tS d i o. 10 .
6o Ia AMtu o66uftBre u. tLnuHrrenr 3a nphpneH( or np€ryarrBddo Ha
Ao.o0opa Epe!", ocBeE *o npe(parrldqo € Ha ocro@re v. I I 8. u. t. r. I or 3on.

(4) np€ryanBaBerc crda cnea ypexjaHe Ea +nnascosne B
M@y Crpdlre 3a mBpues,r or fpda Ha t 3nMHtrrdr ! olo6penu or Bljromr€nq
lenrow ro bnbm€{tre Ea norcEoDa.

(5) Bbuomremr Moxe !a psDu, AoroBopa no pee I npl ycnoB,rra
npeasraexr B Herc rn, B nprt

ttncs 16. Hacroqurrt ,UoroDop Mor€ !a 6Me ,rMelrH
crpdnre npx yooB'm da q. I I 6 or 3On.

rlr€n 1?. il) Ctpdre ce ocEo6or(Ied or orroBop{od 3a H

cma. Hr(or or Clldre He M lorrMa cu4 arc e 6nna I
3a6ss, se e r{OopMrpua npy.ao Crrda ra B6rMnasm

(2) Clpasara. 3a@rHara or HenpeolonlMa !a np€lnpleMe
mrqkr tayMn, yc,nrr o MepM,3a aa 8&dtr !o MnHrMt noHeceHre Bpellu ! 3ary6,jkmo tr e y8clovr nrcMeEo !py.!ra Crpala HBa6aBHo

(3) ,qokaro rpae Henpeolo'wara dnq BnldcH,cro

(4) He Moxe !a HenpeonomMa c',a o!s! CrDd4 q{m
re6pemocr Dn yMuoieHr Aetcnxi rn{ 6*Aetornr E !
BnMEenne sa IIorcBoDa.

IL qETPEOAOJ'II'IMACllIA

X. IOIIL'TH'NDJIHII PA3NOPEN6II

qnen 18. 3a BclcM leyp€ne.r B HacN,@r AoroBop Banpocr ce np,nm
Aeiim8allloft 6Empcm 3a(oHoeEncrBo.

qno' 19. (l) ynbrEoMonreHh npqmnrcm Ha CrlaH,ft.
npneMar r nper nrDn€H{r no mnHHeMft ra Hamo!@r nom@o ca:

tA Bt ro)|otTEJlt:
Tartra Hrroroslt TqeQoE: +359 58601096t Email: oblb@bereon..er.
3A rrIIhIHllTtJtt: oi , -h.nr.'2' e'1.q.1:.:...q? renedod:r.l;-. ? 5.fEroi: o({..u_\gJ.\ , s}
,.:) B.rc(h eo6ue{u q }BeroueHr,. cBlp,uh c 4,ft,Hehfuo h;o.,

AoroBop, creaEa ria c!!6pxar HauMeHoBaH{ero , soMepa Ha lomBopa, e 6@r B
nncNe{a oopMa 3a aercrB'Hxom.



(3) C@d{r€ ft 3alllJrMBar !a ce nHoopM,par lerMHo 3a Bcrka npoM,Ha Ha
nPurnr cb crarlTr arpecrre cx Ha ynpmrcq{e, @edosre

(4) O'!nq@Ea ftopecnoHnmqnr MexA/ Crtdrre ce psMeH,
Hrcroturnr AoNBop onp€ctr Ha Fp@eque, @FH eo crrdnre 3e ce {HdopMxpar
nKMeHo 

'd 
lpj I r.!ou 4pecr. npy HeyBe0ouBee uy HecBcBpevsro ltraoM,;*; .,

nPoMrra ra a,upec, rcpecnoH!€H{re BbpareHa Ha aqptrre no Hacrcror,r lo.oBop ce
cqrEr !a 3ai44uo rrparsnn o nonyleHn or lplTara crlda

(5) Bcncn{ 6o6qex{r n yB€aoMrexnr ce 6npa@r no nouar
npafta En no qptrep. r&cM€Hnre y3.roMd6 M€xry Cllas!ft no Hercru{r loromD

BnpareHs no 4ec rcsep'pmo cco6ueqhe ra
noryqmae or anpecara rnn no erempoHHaB noua Ha crp@

qncB 20. l,bnansrrncr IWa npso !a npqDlpm cdorre npsa unr
3anMkerlr no Haoortulr noNsop Ha rpfl! r{rr.. ocseH B cryqere nDe!B!!eH, B 3OI1.qtcH2l. (l) Bcnqtu cnopoBe. nopoa$o o|Mn AorcBop un
s€.o. ure 6!4r paperaMqr n6pBo no !r6H6!e6eH pe! cp4 npe.oBop, Mo(!y lBqe
Crpd{, ero D crtla} sa cnop, Dcrm Crpsa Moxe !a ,rupd,, Ha lpymra na nocoeelme
anpecr 3a Kop4noEA$urr no,lory tro($a 3a npercDopr c no@eBaHe Ha aar4 tac, Mrcro

(2) B cn)qan Ha H€no@me Ha lorcBop€'ocr no lee sa npeaxolHara u{xe!.
Bcnw cnopo&r nopo!€Hn m ron lo.oBop !
cnopoBerc, oRacrqs c€ ao neroBoro ftnftyEaHe, HelenoBn
npe$arrBae u€ 6!!ar @acrHn 3a ps.norxde n persue no pera Ha fnK o Flom
rcMn@Ersu 6! B .p. ao6pnv.

qncn 22. H l]ox{oma !a Hrkor tr May34e no Io.oEoDa,n{ Ha
lonu{rMso troBopeqr ycroBM !e 8orfi sa npym knaFs Hm ua

Ilpx no@ncBedo IoroDUp cc lpelos,xa cnerH,re

- ra o6@,HcrBara no cn. 54, u. I , r. I or 3ofl - cB,nftnc
- 3. o6cromcBo.o no q. 54. d. t. r. I or 3On - vloooDe

ny6nrcrh 33n!n$r, or o6luaara no ceaduurdo m ylacrHnna;
- 3a o6crcmcrBoro no q. 54. u. l. r. 6 - rNurolcpcHu

ta3nMEmnsa areHunr fn$!a xHcneuM no rryaa :- cepmd,ftar !a nprrtue q noaqtpMHe
McerBoo EN ISO 9001 B o6nacm Ha npo,3BoreBoro /,nr eprcDnm c Me]rHlnHcM

crcreNa 3a ynpaBnes,€ Ha M{ecrBoro EN ISO 13485/13488 ,/n,"

- Aemapaulr no q.59. d. I, r. I, Bs Bp, c u.53, d.2 or 3ML1I no
sqMMre@t o6paeq npDoxeHfte Ne 3 or lokweuralxm ra ) radne.

Hepanensa sacr or Ha@ruur ,qorcBop ca orednre npnnoxeH,, cneA

L llprnoxeHle iV! I 6M s. I, u. 4, r. I - IpkeMo-npeasatereH nDoro(on:
2. nprnoxeHes i.fs 2 hM u. 3. m. 4. r. 2 nporcxo, 3a Mour

anaparypa (komro e op{noaMo);



3. npDoeHs. xe 3 @ u. l, u. 4, r. 3 - npore(d *,3s!pE€ro o6rcM.mreFlr@s .uoe@1r (xofrrc. trptuoswo).

ke @@rE!i AorcEo' € qpuoreu:
L Texlltr'lecxa ctrdllouslrsi na Br3nomrcr.;
2-Texl,r,ltEfury.aro@reel,t II!JIl:n]w;
l. q6oe .'peljllrefle E! l&lMmqri

.l(Eoo6p@{ endMpa

Bt3lto l,l3lTl,JIHIrl_
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