Bx. Homep: KCK-299

Jara: oo,

CTAHOBUIIE
32 M3B'BPINEHA IIPOBEPKA
OT BBHIIEH eKcnepT o wi. 232a 30I1

Ha MPOEKTUTE Ha TEXHUYECKATa CIICIU(DIKALMS M METOAMKATA 3a OLEHKA Ha IPOLEAypa,
n30paHa 3a KOHTpo 1o wit. 232 3011

PA3JIEJI I
IIpouenypa

Kem KCH Ne KCH-299/2019 r.

MH na perucrparmonnara

2 - o
popma or CCU: 20191125-00052-0006

Muoronpoguiana ob6aacrna 0oauuua 3a AKTHBHO
aeuenne ,,J-p Credan Yepkeson® AJL

X myGmmgen (4. S, an. 2, 1. 1-17 i an. 3 3010)
CeKTopeH (wi. 5, ain. 4,1. 1-3 30I1)

Br3noxuren:

By Ha BB310KHTENS:

[]

Bun na mpouenypara Otkpura
IIpouenypara e ,,yckopena‘: L] s
i He

[] Crpourencrso
Jlocrasku

OGeKT Ha MopBUKATA:
[ 1 Venyru
(] Venyru o Tpuiosxenne Ne 2

»2l0CTaBKa Ha anaparypa 3a NpOABL/DKUTENHA JEXaTeHa
[Ipenmer Ha ropruxara: peaHuMaLlksl ¥ aHEeCTE3MOJIOIMYHH anapaTd 3a HyIKIUTE
na MOBAJL,, [{-p Credan Yepkeson* AJ[

‘ Ha bpoit: 2

O60ocobeHHn o3UuIUH: D
He

[Ipodecuonanna/v oGnacr/u, B
KOSITO/KOHMTO II0Na/1a MPEeAMETHT
50. MenuumHcKa Texnrka
Ha Bb3JlaraHaTa nopbuka (cropes

BH3JIOMKUTEIIS):

Cpok 3a U3IIBJIHEHHUE: 00 nHM

[Tpornosna cro¥HocT Ha 250 000 Js.




nopsukara s jis. 6e3 J[J[C:

Ounancupane;

M3usito ot naumonanuus 6romker

V3usino uim wactuuno cwe cpenctsa ot EC

Hpyro:

[IopwUKara:

Kpurepuit 3a pranarane na

Haii-nucka uena

Huso Ha pasxomure

HOXOOKX

OnTumanao CLOTHOLICHHUE Ka‘{GCTBO/HCHa

Komenmapu u Opyau 6eneaciu:

PA3JIEJI 11

ITposepenn nokymenTH

[] ITpoe
[ ] TIpoe

HpOBCpKa’[‘a O6XBaLHa CIICMHUTE NOKYMEHTH:

11.3) u II1.4) ce usmpusam)

KTa Ha TEXHUYECKa CHCLIH(I)HK&IIPUI
KTa Ha METOJMKA (K()ZC(/T!O € NPUNOACUMO, NPU IUNCA HA MEIMOOUK — [7613()@112[

BL3JIaraHe Ha

Komenmapu u opyeu 6enecru:
Meronuka 3a onenka na NPCIVIOXKCHUATA HE € HAIMYHA, M30paH ¢ KPUTEpHH 3a

[IOphYKaTa — Hal HUCKaA LcHa.

PA3JIEJI 111
Pesynraru or

I[I1.1) CrorBer

nposepkara

CTBHE HA IPOCKTA HA TCXHHUYECKA CIICIIH(I)HIU!IIHH ¢ m3uckBanusara ga 3011

I. Texnnyeckure cenndukanuy ca onpeeNenu mo e or HAUMHHTE, TOCOYCHH 5
a
B . 48, ai 1 3011, He

(Bx. u §2, . 54 JIP 3011).

O He

2. Besxko mocouBane Ha CTAHZAPT, CHELH(UKAIMS, TEXHUYECKA OLeHKa my | A

TEXHIYECKO 0I00PEHHE € IOMIBIHEHO ¢ AYMHUTE »HAJIH EKBUBAJIEHTHO/H. L) He

[J Hee
(Bx. wi. 48, ai. 2 30T1). A
3. Texumyeckure CHeurpUKALUN OCHUTypsiBaT paBsex JIOCTBII Ha

KaHIUJATATE/ySACTHHLIATE JIO NPOUEAYPATA 33 BLAJIATAHE Ha OGLIECTBEHATa -
HOpbYka M HE CB3NaBaT HEOGOCHOBAHM MPEUKH NpH HEHHOTO Bpinarame p|2d A0
YCTIOBHATA Ha KOHKYPEHIIHS, 0 He

(BX. wi. 49, an. 1 30I0).

4. B TeXxHMUECKHTE CTICMU(DHKAIME HC Ce OCOUBA KOHKDPETEH MOJCI, H3TOYHUK Jla
WM CHELM(UYCH MPOLEC, KOHTO XapaKkTEepUsnpa MPOAYKTHIC WIM YCIyrHTe,
[peulaTaly OT KOHKpETEH IOTEHIIMAICH M3IBIHATE, HUTO THProBCcKa Mapka,

O He




IIATEHT, THII WM KOHKPETEH IIPOM3XOM HJIM IIPOM3BOJACTBO, KOETO O JOBEIO N0
00JIaroIETENICTBARE HIIK IMMIHUPAHE HA OINPEIeTCHY JIHIA HIIH HIKOU TIPOJTYKTH.
AKO ¢ HamMue NOJOOHO IOCOYBAHE, KbM HEro ca J00ABEHH JYMHTE WM
CKBHBAJIEHTHO/H".

(k. wr. 49, an. 2 30I0).

5. B rexHuveckuTe crneUU(HKALNN € OCOYCHO W3UCKBAHE 3a [PEXBBLPJISHE HA
npasaTa BhpXy MHTEICKTyallHa COOCTBEHOCT.

(Bx. un. 48, an. 4 30T1).

X Hee

TMPUITOKHMO

6. Korato pesynrarsT OT mopbukara Iie Ce H3NMON3Ba OT (DHIMUYECKH JIHIA,
TEXHHYECKHTE CICUH(DUKALMHN, KOUTO ONPEALIAT XapaKTCPHCTUKUTE Ha TIPEIMETa
Ha [OpBYUKara, ca ChoOpaseHy ¢ KPHTEPHUTE 38 JIOCTBIIHOCT 38 XOPa ¢ YBPEKIaHus
HIIH OCHUTYPSIBAT BB3MOIKHOCT ¥ XOPa ¢ YBPEIKIAHHS! JIa 10JI3BAT TO3H PE3YJITAT.

(Bx. 48, an. 5 30I0).

[ Jla
O He
X Hee

HPHNO0KHUMO

7. Korato ¢ axr ma EBpomefickysi CBi03 ca OIpeNeieHM 3aIbIDKHTENHU
M3UCKBAHUSI, CBBP3AHKM C KPUTEPHM 3a JOCTBIIHOCT 3@ XOpa C YBPEXAAHHS WK
YCHIOBHSL 3@ IIOJI3BAHE OT TakuBa XOpa, B TEXHUYCCKUTE CHELUPUKALUHE €
BKJIIOYEHa IIPerpaTKa KbM Te3U H3UCKBAHMSL.

(Bx. 48, an. 6 30I1).

O Ja
J He
X Hee

MPHITOIKHUMO

8. Korato mpeameTsT Ha IOPBUKATa ¢ paspaboTBane, MPOEKTUPAHE U H3ION3BAHE
Ha yCIIyTH U MPOJYKTH, KOUTO C€ OCHOBABAT Ha 00paboTBaHe Ha JIMUHYU JaHHU UIU
00paboTBAT NIMYHK JAHHK, U KOTAaTO CHOTBETHOTO 06pafoTBaHE HA JIMYHA NAHHHU
nonaja B Marepuannus obxsar Ha Permament (EC) 2016/679 na Epponeiickus
napnament 1 Ha CoBera oT 27 ampun 2016 T. OTHOCHO 3aIuTaTa Ha (PUIMUCCKHTE
JMIa BBB Bpb3Ka ¢ 00paboTBaHETO Ha JIMYHU JAIIHK ¥ OTHOCHO CBOGOIHOTO
ABHKCHHE Ha TakuBa IaHHM W 3a oTMsaHa Ha Jupexrtusa 95/46/EQ (06w
PETIIAMEHT OTHOCHO 3amqurara Ha jdanuure) (OB, L 119/1 ot 4 wmait 2016 r.),
TEXHUYECKUTE CIEUM(PUKAINU ca CHhoOpaseHu ¢ MpaBuilaTa 3a 3alldTa Ha JINYHU
JAaHHU CBIIIACHO WI. 25 OT CHIUIMS perjlaMeHT.

(Bx. 48, an. 7 30I1).

O Jlla
0 He
X Hee

[TPUIIOKUMO

9. Korato B TexHUYECKUTE CHEHU(PUKAIMH, B C€ H3UCKBAT ,»MapKupoBKH® 3a
FIOKA3BAHE HA CHLOTBETCTBHE € KOHKPETHH CKOJIOMYHH, COUMAINH WIM APYTH

XapaKTEePUCTUKH, MAPKHPOBKUTE OTroBapsT Ha U3HUCKBAUKUITA, ITOCOYCHU B 4Jl. 5],
ai. 1 30IL

X Ja

[0 He
] Hee

IPHITOKHUMO

10. KoraTo ce wu3MCKBAT MapKMpOBKH, € IOCOYEHO, 9e ce IPUEMAT BCHUKH
CKBHBAJICHTHH MApKUPOBKH, KAaKTO M JIPYTH TOJAXOJALIM JIOKA3aTe/ICTBA 34
CBOTBETCTBHE, ChIIACHO Wi, 51, an. 3 w an. 4 30I1.

X la
O He
] Hee

NPHIIOIKUMO

11. Be3moxuressiT u3ucksa ot YIaCTHUIIUTE MPOTOKOJI OT U3MNUTBAHE OT opraix 3a
OLICHSIBAHEC Ha CBLOTBETCTBHETO HIJIHU CCpTI/I(I)I/IKaT, H3JaJICH OT TakKbB OpraH, KaTo
JOKa3aTeJICTBO 3@ CLOTBETCTBUE ¢ U3UCKBAHUIATA WU KPHTCPHUHUTE, CBBP3aHU C
HM3ITBJIHEHUETO Ha IophyKara.

(Bx. wir. 52, ai. 1 301I1).

O Ja
[ He

X Hee
[IPHI0KHMO

12. Koraro ce M3uCKBa MPEACTABAHETO HA CEPTH(HKAT, UTOTBEH OT KOHKPETEH
oprati 3a OUCHSABAHC Ha CBOTBETCTBHE, Ce MPU3HABAT CEPTHPUKATH ¥ OT APYIHU

O fa
O He




CKBHBAJICHTHHU OPraHH, KAKTO U ITOAXOMISLIN H0KAa3aTENCTBA 3a ChOTBETCTBHE. Hee
[IPUIIOKUMO
(Bx. w1, 52, an. 2 u an. 3 30II).

X Ja
13. He ca ycTaHOBEHHW TEKCTOBE WM MApPaMETPH, KOHTO CaMOCTOSATENHO HIU B

He
KOM6I/IH3.HI/I§I C Apyryu M3MCKBaHKA WM IapaMCTpH, OrpaHruvaBaT KOHKYPCHUMATA B
(Bx. wi. 2, ain. 2 30II). O Hee

[PHINOHKUMO

14. Texauueckata  crnequukanus  CHABPKA  JIOCTATHLYHO  HHpOpMAIUS, X
HeoOXxoauMa Ha KaHIUIATHTE/YUaCTHHUIUTE 3a IIOJIOTOBKA HA TEXHUTE

[] He
[PEJUIOKEHUSI,
15.B Ttexuuueckara creuupuKanus HaAMa NpoTuopevaiy cu yeiosus wma | X Ja
M3UCKBAHMUSI. (] He
o J X Ja
16. B texHuueckara creun(puKanus ca OOXBAHATH BCHYKH JCUHOCTH, KOHTO O«
¢
clie/(Ba Jia Ce peallu3uparT B PaMKHIC Ha BB3JIaraHusi JOTOBOP, Cropes obeKTa
/upenMera Ha MOPHLYKATA, [ Hee
II])MJIO)KHMO
. X la
17.B  texuuyeckara crenudukanys He ca OOCHUHEHHM HEHHOCTH, KOWTO O u
[
TMPECTaBIIABAT UHTEPEC 3a Pa3IMUHK JIMIE, i KOUTO OMXa MOIJIM Jia Ce BH3JIOXKAT
[ Hee

Ha pa3JIivYHU USIIBJIHUTECIIA.
MPHI0KUMO

18. [lpun BB3nmarane Ha OOIIECTBEHA IIOPBHYUKA 3@ JIOCTABKA HA IIHTHH IPEBO3HU
cperctBa or Kareropuu MI, M2, M3, NI, N2 u N3, panoxurenure ca|[] /a
TPHIOKHUIA M3UCKBAHMATa 1O Wi 47, am. 5 30I1 upes BKIIOUYBAHETO UM B[]
TEXHUUYECKaTa CleIU(UKALUS WIM METO/[MKaTa 3a OUeHKa (OCBEH B CllyyauTe Io
L. 47, an. 7).

(Bx. wn. 47, an. 5, 6 u 7 30I1)

X Hee
TIPHIIOKHUMO

Konemamayuu u npenopwru:

ITpenmersT Ha ropbukaTa € JOCTaBKa Ha araparypa 3a JvxaTejiHa peaHnMaius u
AHECTE3UOJIOTMYHY  allapaTW  BKJIIOYBAIllA  JIOCTaBKAa, MOHTa)K, BLBEXKIAHE B
eKkcruloarauys ¥ o0ydeHue Ha mepcoHasa. AmapaTuTe ca pasfelieHy Ha 2 060co0eHH
MO3UMHM, ONMMCAHU C TIOCOYEHM MHUHHUMAIHU TEXHHYECKU IApaMEeTpu Ha H3UCKAHUTE
(pYHKIHOHATHOCTH.

Hacr oT TeXHMYECKUTE MapaMerpy U B ABETEC 000COOCHM MMO3ULMU Ca ¢ KOHKPETHU
CTOMHOCTH M MOTAT Ja ¢e MpUeMaT KaTo OrpaHuYaBalldl ¥ HACOUBANIM KBM OMpeJIe/CH
IpoM3BOAKUTE)l W MoJel. Heobxomumo e jia ce npenesupa TeXHHUCCKOTO 3aJaHnue B
Ta3y CH 4acT.

3a 000co0eHa MO3ULKS 2 Ce MPEIBIDKAA JOCTABKA Ha KOMIUIEKT aHEeCTEe3MOJOrHYHK
arapaTyv 1 MOHUTOPH.

B 1. 14 0oT TeXHHUYECKOTO 3aJlaHME 3a AHECTC3UOJNOTHUYHM anapaTtd € I0COUEHO
M3MCKBAHE 38 ,,AHCCTE3MOJOIMUEH pCCIUPATOpP CLC CICHHUTE MUHUMAIHU
rmapameTpu”. Ioamosuumuure B Tasu Touka ca ¢ Homepauust or 11.1 mo 11.8 u ne ¢
SICHO JaJld T¢ C€ OTHACAT 3a KOHKPETHHSI aHeCTe3HoJIoruyeH arnapart. Heobxonumo e
IPELE3UPAHE B TA3U YACT.




B T. 25 0T TexHWuYecKoTo 3ajanue 3a AHECTE3MOJIAarMYHM alapaT € I10COYEHO
u3ncKkBaHe 3a [ OpHAaTa TIIOJIMIIA Ja II03BOJISIBA IIOCTABSHE Ha AOMBJIHUTCITHA

amaparypa ¢ Teryio MuH. 30 xr”. [opuara monuia e [IpeHa3HavYena 3a oCTaBsHe Ha
AHCCTC3MOJOIMYHMSL MOHHUTOp. B 1. 14 0or u3ckBaHusITa 348 aHECTE3UOJIOIHUCH
MOHHTOp € IIOCTAaBEHO W3UCKBaHe 3a , Terto: makxc. 4 xr”’. Taka MDOCTABCHUTE
M3UCKBAHNS Ca OrpaHMYaBallK, HCOOXOIUMO € NIpeLe3upate B rOPEONHCAHUTE YACTH.

CpokoBe 3a HOCTaBKa, MOHTAX U BLBEXKAAIIO OOYUCHHE Ha [EPCOHANA €A TOCOUCHI.
He e nonagena mudopmanys 3a M3MCKBaHe 3a Haluuue Ha CCPBU3 OTOPU3UpPAH OT
NPOM3BOAUTENIS, KAKTO M 3a IEPCOHAN HpeMUHAl OOydueHne TpH  HETO.
[Ipenopbunrenno e pombisaHe Ha uhpopmanusta B Tasu uwacr. IlocoucH e
MUHUMAJICH TapaHUMOHCH CPOK, KaKTO M MaKCUMAJHM CPOKOBE 34 peakuus MpH
CUTyalus Ha [OBpea, 3aI0XKEHH Ca U3UCKABAHMS 34 OKOMIUIEKTOBKA, Hajguure Ha CE
MapKUpOBKa W NPEAOCTABSIHE Ha KaTaJO3U 34 YCTAaHOBABAHE HA CHOTBETCTBUE HA
fpellaraHata anaparypa ¢ W3HCKBaHMsSTa Ha BB3JIokuTens. Cpoka W Haumpa Ha
Ialane ca sanoxenu. lpenocraseHata MHQOPMAIIS OT BL3IOKUTENS € KOHKPETHO
OMHUCAHA M CBHABPKA HEOOXOAMMATA WH(POPMALHMS 32 M3rOTBSAHE 114 TEXHUUECKOTO U
LICHOBOTO MNPEIOKEHHNE HA YUACTHULUTE.

[11.2) CrorBercrBe na IIpoeKTa Ha TeXHHYECKa cleuupUKANUa ¢ H3MCKBAHUITA HA
3AKOHOAATEJICTBOTO, PEIIAMEHTHPAILO JCHHOCTHTE OT HPEAMETA HA HOpPBYKATA

HpI/I IIpOBEpKaTa ca B3€TH IIPEABUIL CIICIHUTE HOPMATHBHKA aKTOBE, CTAHMapTH U 1p..

1, Pernmament (EC) 2017/745 na Epponeiickus IapjaMenT u Ha ChBera OT S anpui
2017 ronuna 3a MEAMUMHCKUTE U3JEIIHS

2, 3akoH 3a meuumHCKHTe M3ens (O6H. J(B. 6p.46 or 2007r., noci. usm. IB. 6p.17
ot 26 ®espyapu 2019 r.)

Konemamayuu u npenopoxu:

He ca YCTaHOBCHH HECBHOTBETCTBUS C pasnopea6me Ha 3aKOHOIAaTeICTBOTO,
periIaMEHTHpalIo JIEHHOCTUTE OT [IpeAMETa Ha IOpPBHUKaATa, KaTO Ca B3ETU B IpCaBua
FOPCOITUCAHUTE PEIVIAMEHT 1 3aKOH.

PA3JAEJ IV
MonbiauTenna nudopmanus

[Topaym nunca na meromuxa pasaesn 111.3 u 111.4 ca U3TPUTH.

PASAEJI V
Manuu 32 BLHWHEA excrepT, H3BBPIINJI IPOBEPKATA




Tpu umena

Peructparumonen Ne 8 Crivicnka
o wi. 232a 3011:

Benenun Mutkos Munues

i

SLRTE R O A

ETC-44

OfnacT Ha KOMITETEHTHOCT:

50. Menununcka Texauka

30pan Bb3 OCHOBA Ha KpeOui,
IIPOBEJICH Ha:

02.12.2019 .

Horosop Ne/rouma:

KCH-299/2019 r.

Komenmapu u Opyeu 6enesicru:

ITonnuc: /.../

(nodnucea ce ¢ enexmponen nOONUC 1A Auyemo)




