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B oorMoHqtro 3a o6lrecBeld noplqm crelBa ra ce clalp)M k;SopMau,, r,
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oouemekam nopGqm u ne
scnHdo B63ra.anc 3 ydoBrrra
(Bnl. ei.49, u. I 3On).

c!3raBar HeooocnoBaH! opec( nP! Eu"

4 B rexnrqec@re cneqr4r(rlr! ue ce rDcocDa (oHl.pereH Molei,
qrrccHq( u, cneqtrOrqeE npoqec, (ofiro xapaKreprcrpa npoAyKrm
xn! yciyme! nperrdaH! o rcHryflcs nmHu(der ,3n!nrrms.
Hll',ro lbpfoBcM Map(aj narm, nn qn! KoHxpnen npomxoa ,ru
npon3BorcrBo. (oero 6{ roBeno ro o6rdroaerlxcrBaue rn!
er(MrHrp&e HaotrperseEu rrq. u, trr(on npolymx. A(o e Hunue
troro6tso mcocBade, aooasenr ryMrr ..unn
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xapmepsdlore Ha nperMna Ha nopEqxara. cr BoopaeEr c
(Prrepuxre $ xopa c yBperxraHrr ur, ocHryprBal
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(8x.48. d.5 3On).
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o6pa6dBaHe Ea Dsts, aaHnu sn! o6pa6orBar ruqtu A!
o,cBmoro o6pa6m8aHe nonaAa B MareprdHrt
o6xBar ua PemaMeHr (EC) 2016/679 na EDponeiic(u r.pnaMem n Aa
CaBeE or 2? anpu 2016 .. mocso 3aunrara Ha +EtrwrMr r"ua
BlB Bpa3c c oopaomBaHffo Ha irc!tr raEHq ! mHocHo cBo6olHorc

3a oturHa d AllenuBa 95/46lEO (O6u
pe.jaMenr orsocso 3rrr@ra Haretsre) (OB. L tl9/l m4 Man ?016
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(Bx- 48, dr. ? 3OI).

Aa

Ilacneq'+sMuq!. B c



couDdHn rnx apyrt xapaKepxcrutu, MapMpoB{nre
3 cr.51. u. I 3OI1

da cep0olkar, reu8es or
crorBqqsue. ce nprrHasar
opmH!. xano r no orror!

rooaftcHo rHoopMaqd,
3a noIrcrBM na resme

I0.]{oruro ce hqcsar MapopoBo, e nocoqetso, qe ce rpreMar
BCl,{rrltr ex!fiBrreHrlrx MapMPos(x, I{arro ! rpyfl{ no,qxoarll!

!c. !!rnalHu en.5).4r.3 ! d.4 30n.

I I . Bluoxrrenrr u3!c{Ea or yca@rume npmxoi or Brrrsase or
opmH 3a oqeHrBane Ha c6@4crBxdo ,,! ceprrorKar. u3!d!eH or
raGB opraH, mro loK$arcn
Kpmep{lr! cBb!3aHn c rcmrseqroo tsa nolaqmE,
(Bx. cn. 52, d. I 3O[).
I2.Konro ce BrcKBa ryeAcraBrnflo
xoHKp*E opfaH
ceF,+rxarq r o apyru ebuBuesrH,
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13.He cd y@soBeHu reKclobe @r napaMqr!. ko@ caMocro,rsrHo
tru B koM6tHaqtt c .upyM u3,c@ann, unr napaMe1lnj o|lurqaBar
koElgpeHuma (3x- {n.2, u.2 3OI).

14. TexlrqeMra cneqlolkaqu cuapxa
Heo6xorrMa Ha eHrrAarrr/ycdcrciuqre

15. B rexrGec(ara cre'rko,@IrM MMa npdrBopecauH cr ytro3H,

16.8 rexsFec(m cie((On@uM c. o6xBaHartr Bcrqxq 4entsocrr.
(omo cnerBa ra ce pednrpar 3 paM@re Ha 3luamsu loroBop,
ctrope! o6ero /npelMda Ha nopsqmm.

l?.B rexHrqeckara cneusolxarrh He ca o6errHes,
nPeacaMrBar lHrepec 1a p
Br3noxar !a PdrnHu BnlnHmen!.

l8.Ipr BluaraHe Ha oourecrBeHa nop6c{a 3a rocras(a Ha mrH!
nPeBdH, cpercBa o mrercprn Ml, M2. M3, NI. N2 r N3,
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B cryqam no u.47. &. 7).

5.6 r 7 3OI)

4.5mn 3AKTI()LIBAII]II
- DHS nIAKA: 25 -

Kdmana4uu u npenopbku: ycraHoseHr ca cnelHme HecsdBccrBur c
Panoper6!re m 3aKoHolarercrsoro s o6nam Ha o6orecrBedrr€ nop!c((:
B peA{rra MeAqurdcKq 6Asd m rs@@Mm oeurouoq{r m Bluoxrren{ ce
crlapxai flarMetroBaurr Ha (oH'9erHtr
rcH(p*n rm npox3BoacrBa:

Q6oco6eHa no3luM j{q I, noMcHuarypEa e!,H(ua .lt! I? - 3aMroqBaua
drdroM'cro (osryplpaM "xy(" ua@ 3a opdoypa Ha ubcrqam; Ne 19
3aubqBarra nnam 3a nporclMusa lyMepdrka 4paKrypa, aHaroMnsHo
(oHryptpaHa - rnn "OMocr'r Ne 40 - 3aMolBarqa nraKa 3a cv6DoxamcoHa
+paKDpa Ha o(v)p- run 'DHS :,v" -2. 7, x 74 - lba(. o ,powrrciua 4p,*1ia .

rln "DFIS"j Nr 77 ! 78 - tbam 3a (oErDnapH! Oparrypa run"DCS'iNsl3t-
KoMnnem "OdocrHr6a Ha Be6ep'i Ne 147-Tao6elpera (rua FerpeHo creono c
quMeHrHa O{(cauM rrn ,. Monep , !p.
OoocooeHa ndnqlr Ne 2 - CloeM" peBBrcsHo rso6elDeHo
eHlonporerrpane. pe!Nq29 - PeBnoHeH auda6ynyM r$MeHren rrn Burkeshneiderl
pcr Ne lT5 ! 176 - KaEbrrpaH rcMnpecuBeH Brm rln ..X!p6!pr.. ! !p.
O6oco6eEa rc3xurr Nq 3 HoMeFqarrptu e,crHqu" 14. 15, 16. 17, 18 r 29 ..rnx
M@nep,'MbneloB rmafiH r loMeHMaryp, 30 , 3 t ,,rur qaDM!..
Hose.MarjDr 7l r ?4 - DPs Maka , 75 -DCs Maka, Hove.qdnoa ?8 .na(a
tHces: 9l (oMnnem 3a Be6ep; 92 - CrepueH koMnnem 3a BlHrm Or(ca!q, Ha
lr@ots paaryc mn Korec:93, K6cx'MepueE nupoH "Tderpao,(ap.
O0oco6eHa nouqrr Ne4 HoMeHtrarypm elulqqx: 12 -
KoMTIPECI,IBHLI UJIAI{I{ /LC-DCP/ 3A OEMypi t:l
BIIHTOBE TI,lIl XbP6!PT,
o6oco6esa nouqrr Ne ? HoMeHqarypsr errH'ux: 56 - EAHOKPA']EH
MOHOIIOJ'I'PEiI ALICEKTOP 'MEPLL'IEHA"; 75 - ltrHoxpatHa BeDec t1|d
l50MN n t6- ErHorqrrHaBepec l,irna l20MM.

B o6oco6eHancr(firNs2.peroBeNe21. 26. 34,44, 50. t0l, l13 rHaMHorolp'ru
ErcMaHm Mareple6r ra 6!!e: ..cross1inked. tro"fltrneH

UHMWPE".

Cr.racHo q, 49, d2 30II TexHrqecof cneurorKaur He Mo.ar ra clllapxar
rcH(pqeH Mo!q, cneurQrqeH npouec, konro xapamepBxpa
npory@re D, ycnyme. npelraraH! or KoH(pftn tr@E$eeH BnlnHurej,
Hmo nprcBcre MapMj narm. run rr! (oH(p@E npoExor xnu 4or33oroBo,rcm 6! aoBqo ro o6rarlnflscrBatse nr! slMusrpaHe sd onpcrdeHu n,ua !n,qr(or nporym,. Uo mub

rocHo I pd6/paevo no peDs Ho el d8, d, I jOIr. re
Aotrycn norc6so 3a4lnxmnHo ce Aooalm flM"re ,'mt



tlp€rop6n: tla(Me8o8asre !a 6!aar npeu6(pu, c !3kcoaHhm !a er.49, dj
3On, a nMoHdo: saAuxrenso lo6aBrHe Ha AyMsre .!rn, eblBmetrmo/r'.
EaBcrsrq caflo e HeooxorrMo.

B florvofiMarypr e,nxflruu JY-. 4.20,22.24, 25.28 r ap. n o6oco6ena flo3'ur, x! r

..Iso s332-2". B N, 12. 13. 14. 15 s 16 o carrara ooocooeHa
no3xuur e 3an,caH crauapr..lSO 5832-l"i BNe15. 16, 17. 18, 19uIp. ,lSO
10993,1".

npenoplxai HarMeHoBalnm !a craHAaprure Aa 6!rar trper.rclpaH, , ronlrHeH}
c ,uyMrre ,!ur esrBdeHEo/n , 6.rac!o panopea6a.a Ha q.48. d: 3oI]
Ca.nacHo u. 64, u. 3 3OII, rcraro ce Grcxsa npermBrde Ha ceprqonMrki norroyroqoseprsar Ha yqdcrH!{a clc qaHraF! 3a ynpaBneMe m
xaeecrBoro. crcreMrre 3a ynpaBneme Ha kaqecrBm rpr63a aa ce nocoqar qpe3

6dBmara cepqr eBporencx! maxrapr, (r.e. o6o3Hacerrrflo ra BOrbcEa..EN-).

rll.2) C&rBercrBre qa npoema H. rerdrqa{a cDeurorMu'q

IIpr npoBepdra ca B3q! rpe,lBqa crerHrre lopMauBH! amoBq craHnapr{ tr

l.3arcH 3a MeArq{flc&re Brerxr;
2. ArpetuBrg3/42tEEc a Melru(trcrme Brdmi
3.InpemBa 98/79lEC aaffa.HooKH, MerrlrlHce 6roD in viro;
4. Iqpem,Ba 89/686/EEc - nrssr npernsH! cpor@a;
5. IapemBa 2A16t425 ,,s!( npcrnsHu cpeacrsa;
6. HapeA6a 3d npuuclyptrrc ra

r! Bllpo lramocruqH,r€

7. P6rcBor@o 3a C!ftMa 3a 6rursHocr nptr Me0uuncMre BAe,rr, MEDDEV
2.l2lll
L P!(otolqBo 3a MeAnuHc HrqHure raHflr: pa(oBoroBo
3anpou3Bolmqr ! Horrorq4aH, opfaH!, MEDDEV 2.?/lj
9. P!(oBorqBo 3a Macror@qu H, NelqurHco !3Ae@r, MEDDEV2.4/Ii
10. PrKoBorcrBo a3atr,r c mMepBarrq OyHruqx. cBlD3aHu c
npuarak@ da Aqpe@B! 90/3 85/EEC n 9ll42lEEC, MEDDEV 2. I /5:
ll, P6KoBoAcrB!, r3rcHrsaui! p63nucMra c o@Furre EBponetcM Aupemnstr
MelrurHco BAerqr/ncMpoBeH! nporymnj P!rcBulc
m,q,pemB( 90/385/EEC q 93/42|EEC. MEDDEV 2.v3i
12 P6rcBolcBa 3a AeduHrpase sa lMelrq@cKo
.npoBBoA!@"i PrKoBoAo.B! cB6p3aH, c npknamHqo tsa lrpensB, 90/185/EEC I
93/42|EEC, MEDDEV 2.1/l:



ll. IIAPEIEA Ne 2 OT 6 O(TOMBPU 2017 f. 3,A yTB'LpxnABAllij llA
MEAI4UI4HCKI4 CTAHIAPT'OPTOTEIIT'I I,I T?ABMA OIOfI,UI":
14. IIAPEIEA Ne l0 OT 7 CEnTEMBPa 2018 f. 3,A yTBIPX/IABAHE HA
l\Fnl4UtlHcKl4 c | \'IAAPl Ht BPoxl.lovp r,fl'
15. EAC EN ISO 5832-2:2018- IjMnnaman 3a xrpyp.rm. MerdH! MarepDe!.
Ilacr 2: HseBpaH rmaH (lSO 5832-2:2018)j
i6. 6AC EN ISO 5832-3:2017 - UMnnanar, 3a xupypMrra. Mqus! Matepsdtr.
rlacr 3: AeQopMHpyeMx crna
6 % u BaHalrn 4 % (lSO 5832-3:20161:
l7.6.qC EN iso 10993-l:2010, EroroMqHo oqeH'Baqe
crponoBa LIdcr L OuedrBa eIIrn/rBaHerlSO l0ssi t.2O0o)

Kaachana4uu u npehoprkt: yna1oB.nr ca
o6racna sa npelMna da o6ueaBeHam
HoMeEMarypHr effsru! Ns 4, 12. 13, 14. 15.
o6oco6ena no3lrrrr Ne I - O@ocxHrqH{

Ulr,paHm B HoMeHMaryps, ernHrq, M 10, 17, 18. 19. 2t r rD. or O6oco6eHa
to3lub.iE I I HoMeHulrypr{x er@ru! t{e 16. 17,2t.22 u rp. or O6oco6eHa
n@{uq, Ne 3 frFlapr..lSO 5812-1" tse enreftByBa cnopeA crpaD(a B banrapc(r
,HokrlT tro craHAapr6aurr,

cldrorc e @ocrMo,3a crauaprr,,ISO 5832,t2",..tSO 5832-9". nocoleku B
soMetsMarypHa crrHuqa re 147 o o6oco6eHa nostru, Ns ll
eA.dnur Ne 8, 15,22 m O6oco6eHa noruM lYq L
npenople: HarMefloBaHufia Fa qaHAaprrlr crelBa ra ce npeurcrp:r. BuxrHure
maHnaprr 6M MoMcma ca: L EAC EN ISO 5832-2:2018 - I4Mnnamarq 3a
urpypmm. MeMH! Marprd,. qa@ 2: HeneMpan rm! (rSO 5832_21018) 2.
ElC EN ISO 5832-3:2017 - UMnraHrdn 3a !rpyp.r,ra. M(run, MarepDdk. qacr
3: AedopMqpyeM" ctudBn Ha ocHoBlE na mraH c6c ctllpxalre na dyM!!!n 6 %
tr BaHard 4 % 0SO 5832-l:2016) x l.6AC EN lso 10991 l:2010- Eronotuc,o

Mer(urHce ycrpoficrBa. qaq l: oueHrBatre | rcnmBale (tso
10993-1r2009).

Clrneso q. 63. d. I, r. I0 3OII, B63noxmrrr Moxe !a r3icxBa npmamtse Ha
crqoMr 3. ynpanreMe caMo or yqddHs(a B ,poueApara.
AoKorkno trpoBBolmqrr e rpab ,que, HeycrftBaro nprKo B nporreaypar4
HeroBaBxBuaorkaqrr He qeABa!acerc(sBa. I(aqEUrBo
Moxe ft ce raparnrya qp$ tro@Brre Ha xon(peE, !3rc
cneqrQrxauk qrtr nocpeldBoM e3MoxHocmc! flpelB'leu, s qn. 63. u. l. r. 9.
pecnemeBHo qn. 64, u. I, r. I0 3OfI,

B konoHa: ..ErxHrqa Mrp@" or rexdrcecmra meurorKqu.
qoMesMarr?aa erqrlla { o6oco6eH! n$ruan Nq 3, 4. 6 r 7 ne ca nococeH,
rcdrPatsu MepH( eftsDrr! 3 r cpcrqBa q MernukucM
KoHcyMar(Bq 6pofi, (oMnneh. crd,r. crepqnHa onaKoBka u r.n.

c nprrox&lre B

noplqra craHlaprr. utrrxpalr B

t6, 11. t8, t9 2A,22,24.25.28 6
cpeacfBa 3a opronelllqHa reqHod-



apenopDKa: Ia 6anar ranrc"Hr MepHr errHrux

IIo orHouelre Ha o6oco6esa no3,q@ Ns 2 - Odeoc'nBtsu cpeadsa 3a
oproneIlqH letHoq-BapraHr 2, 3a B6poelrr Morru(scM r3ndxr B rcnoHa N!
2..HarMeHoBdre Ha M.nru{rcre rcadsr" nqrcBa nonMEesa !!+opMaq!'.
npenolaG Aa 6uar 3drca!! xodi?efrme sarMeroBadrr Ha oprone!,eHm
nMudm! or o6oco6eHa? no3,qqr.

Ctreurorkaqnrm HaoKrxrrpaunne n€pa 3a MoropH, cficrMr, on(ca$ B peroBe N9
40, 4 l, 6 I r 62 or O6oco6eH. norqunr N, 2 e c lAetmeno 6r6pxaHre. Cluara !a
6t,4e npeu6qpaH4 c qd rc6rrBaue Ha noBropeHqe qflqpH nd!.
3a Hr(oe Nenuurtsc(o BAenre m tsmo eAEa or o6oco6e!,re noq@, B
qr@ecxara cneqror@Ir'r, He ca nococe{tr KoHry4Hu nporHo3s! kon,ceqBa 3a

cpercGa D MerilunncM xoHcyMaflB( 6pon.
no ro3r HaquH He e rcDo M( e onpereneHa o6nram rporHcHa

ooiinocr tsa o6uemeMra ropac(a, Hmo KaBa ure 66!e {patHara o6rra misoo
3 peynrar Ha DetHoro Ba3ndmse.

Ha ocrcBaHtre er. 2. u.2 3OII np! Bi3ramnqo sa o6rremeH( rcpaqM
Bruox@nre HrMar npaso Aa o.panneaBar (oHkypeHqrm qp* B(roeBaHe Ha
ycroBm ,e aaBar Heo6ocHosaso npeauM@o ru$
seo6ocHoBarc orpaHxqaBaldracrrflo nr monaHcM cv6emq s o6uecrsetssre

Clrn&Eo u. 49, u.l 3On Texq{qecore cneqqor(aurn T'6Ba ra oc!ryprsar
paBeH llomn Ha MHAullar,Irwrr yqa@lure ao npoueaypara 3a Ba3namHe Ha
o6ure6eHara noplcxa u m He 63aaBar neo6ocEoBln, I
Ha o6uemeHard noph!ra B ).qosltm H. hoHhfrpeHUrq.

npenop6mr Aa 66!ar onpercne!! trloftrcH! (on,eluBa ra Bc'qM srloBe
!3,Udb d6o6patso pedkme Ey)x!{ Ha neeeoHoro 3aDeaeHqe, 6po, ka pd(pmuft

Ha 6aa retqs!@Hqr pBxor Ha Merrurnc0te 6renm ra
npelxoAen n€p{ol m 12 Me.etc, He nocoqBaHqo Ha koftcecrB4 Kom peuHo ure
ce 3areMr or nece6n@ 3aBeaeHtre 6, roBso !o n'nca Ha ,HoopMaqx, !
HeB!3MoxHocr 3a np€qenrc Ha 3arrrepecoBaHre jrrra adq o6eMlr !a nop6q{ara e

PA3AEJI IV
AonuBUrerda rfl 0opMaqrq

IlpoBephd ooxBaura
HoMeEMarlpH! elrtssur.

srBpaalr, u6uro lS4



PA3]TEJI V
A.ffi!.. *rbtrE .xcnepr, B!6pru rpoBepmu

It$ra P.Bsoe Tore8r

crr6e no 'rn.232a 3OIl: ETC-25

ttrr-t*
KCA-l70,20r9 r

f-

O6nm Ha roMner€nHFi

KNe|hopa u dpra 6ei4tu:

t@o8@ .. c 4ekdFoh.d @darc Ha ,u42no,


