ITPOTOKOJ Ne 1

cecraBeH Ha 14.08.2015 r.

Ha 28.07.2015 r. ot 11.00 yaca ce npoBeze myGIH4HO 3aceaHKHe HA KOMHCHsI Ha3Ha4YeHa
cec 3amoBex Ne PJI-11-325/28.07.2015 r. Ha pg-p Ilerbp MockoB, MHHHCTBD Ha
3/paBeoNa3BaHETO MO OOLIECTBEHA MOPBYKA C MPEAMET ,,Jocmaska Ha MeOUYUHCKYU u30eaus,
AUYHU npeonasHu cpedcmea u Koncymamusu 3a Hyxcoume na Ilpozpama ,, Ykpensane na

HAYUOHAHAMA NPOZpama no mybepkyno3a“ exknousawia 56 060cobeHu no3uyuu, OTKPUTA C
Pemenune Ne PJ1-11-269/08.06.2015 r.

I. CheTaB Ha KomMucHSATA:

IIpeacenaren: a1-p Enuzabera bauniicka, 3aBexnam HanuonanHa pegepeHTHa nabopaTopus Mo
TyOepkyino3a kbM HLI3IIB, excriept ¢ mpodecnonanna KOMNETEHTHOCT;

YiieHoBe:

1. 1-p Mapus Trodexunesa, riasen ekcnept B aupexuus ,, MIIII®, excnept ¢ npodecuonanna
KOMIIETEHTHOCT;

2. Bans MuTkoBa, riaBeH ekcnept B otaen ,,OIT“, mupexkuus ,,HPOII3”;

3. lllenait EMMHOBA, CTapild KOPUCKOHCYNT B otAen ,,OIT%, aupexuus ,,HPOII3™;

4. Uso SHueB, rinaBel ekcrept B otaen ,,OI, nupekius ,,HPOII3”;

[Ipend HayajoTO Ha 3acelaHMETO M Cile]] 3all03HaBaHe CbC CIIMCBKA Ha IOCTBIHKIIATE
oepTH, BCUYKH 4YJIEHOBE HA KOMUCHATA MOJNKCaxa AeKiapaluy no ui. 35, an. 3 oT 3akoHa 3a
obwecTBeHHTe MOPBUKH. [Ipenn oTBapsiHe Ha oepTUTe, KOMHCHUATA CE 3all03Ha C YTBBPJACHATA
OT BB30oKuTeNns AOKYMEHTAlMs 3a ydacTde B IpoLeAypaTa 3a Bb3jlaraHe Ha oOuiecTBeHara
MOpBUKa.

II. Cnucbk Ha odepTHTEe HA YYACTHHLMTE B MPOLEAYpPaTa 32 Bb3JjaraHe Ha o0uiecTBeHa
NopbYKa, M0 pela HAa TAXHOTO MoJaBaHe B /eJOBOACTBOTO HAa MHHHCTEPCTBO Ha
3paBeONa3BaHETO:

Koncratupano 6e, ue B OmpeleNeHHs CpOK ca MocThmuiM 15 (meTHamecet) odepTH Kakro
clieaBa:

1. Odepra ¢ Bx. Ne 26-01-160/27.07.2015 r. nomaneHa B 10:05 gaca ot “bynmap MJI”
OO/] no mo3unuu ¢ NoNe 30, 41 u 42;

2. Odepra ¢ BX. Ne 26-01-161/27.07.2015 r. nmonmamena B 10:07 uaca or “JLK.b.-
Buarapus™ EOO]] no mo3uwmu ¢ NeNe 52, 53, 54, 55 u 56;

3. Odepra c Bx. Ne 26-01-162/27.07.2015 r. noganexsa B 10:32 uaca ot “HcTiMHK
Bouarapus” EQO/] mo no3uuuu ¢ NeNe 38, 39 u 40;

4. Odepra ¢ Bx. Ne 26-01-163/27.07.2015 r. momanena B 10:54 vaca oT “MeaHUHHCKA
texHuka uExerepuHr” OO/] no nosuuuu ¢ NeNe 1, 4, 6,30, 37, 38, 39, 40 u 42;

5. Odepra ¢ Bx. Ne 26-01-164/27.07.2015 r. monanena B 11:43 yaca ot “Xumrexc” OOJ]
o mosummu ¢ NeNe 1,2, 3,4,5,6,7,8,9,10, 11, 12, 13, 14, 15, 16, 18, 20, 21, 22, 23, 24, 25,
26,27, 28, 29, 30, 38, 39, 40, 41 u 42,

6. Odepra u nonbiaHenue KbM odepra ¢ BX. Ne 26-01-165/27.07.2015 r. mosmazneHu B
11:45 gaca ot “Enmnak - Jluzuar” EOO/I no nosuuuu ¢ NeNe 1, 4, 6, 14, 15 u 16;

7. Odepra ¢ Bx. Ne 26-01-166/27.07.2015 r. nomanena B 14:07 yaca ot “buomen
®rousp” EOO/I mo no3uumu ¢ NeNe 1, 2,3, 4,5,6, 8,9, 10, 11, 12, 13,14,15,16,17 u 19;

8. Odepra ¢ Bx. Ne 26-01-167/27.07.2015 r. nonagena B 14:27 yaca ot “Ilanc Papma’”
EOO/T o mo3unuu ¢ NeNe 1,3, 4, 8,9, 11, 12, 13, 16, 19, 31, 32, 33, 34, 35u 36;

9. Odepra ¢ Bx. Ne 26-01-168/27.07.2015 r. nonanena B 14:28 gaca ot “®@OT” OO0/l no
nosummu ¢ NeNe 1,2, 3,4,5,6,7,8,9,10, 11, 12, 13, 16, 18, 20, 21, 22, 23, 24, 25, 26, 27, 28,
29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39 u 40;

10. Odepra ¢ Bx. Ne 26-01-169/27.07.2015 r. nonagena B 14:30 4aca ot “Arapra - M~
EOO/I o nosuuuu ¢ NeNe 38, 39, 40, 41 u 42;



11. Odepta ¢ Bx. Ne 26-01-170/27.07.2015 r. nonanena B 15:08 yaca ot “Iuamen”™ OO/
no mo3uimu ¢ NeNe 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48,49, 50 u 51;

12. Odepra ¢ Bx. No 26 01-171/27.07.2015 r. nojazeHa B 16:05 yaca ot Connn
Ceiipt” EOO]] no mozuuuu ¢ NeNe 41 u 42;

13. Odepra ¢ Bx. Ne 26-01-172/27.07.2015 r. noagagena B 16:11 yaca ot “Xenmen
bwarapusa™ EOOJI mo no3unuu ¢ NeNe 30, 38, 39 u 40;

14. Odepra ¢ BX. Ne 26-01-173/27.07.2015 r. nomaneHa B 16:36 yaca ot “Pumaxkom™
EOO/I no mo3umuu ¢ NeNe 1, 6, 10 u 37;

15. Odepra ¢ Bx. Ne 26-01-174/27.07.2015 r. momanena B 17:09 1gaca ot “Apko
Komnanu” EOQO/I no mo3umu ¢ NeNe 11, 12 1 13;

[MonanenuTte odepTH ca MpeACTaBEHH B 3aneyaTaHd, HAAMHCAHH, HEIPO3pauyHH ILIHKOBE
¢ HeHapy1eHa 1su10cT. OhepTH, MOCTHITUIHN Cliel KpalHUS CPOK HAMa.

I11. OTBapsive Ha odepTHTE

KomucusTa MokaHd 3aKOHHUTE W YIBJAHOMOILEHHUTE INpPEICTaBHUTENH Ha Y4YacTHHUIIMTE,
nonanyd odepTH, a NPUCHCTBAT IPHU OTBAPSHETO MM, KAaTO M 3al03Ha CBC ChCTaBa Ha
KOMHCHSITa, Bb3JIOXKEHUTE W 33/1a4d 1 ONpeesieHHs Cpok 3a pabora.

Ha ocHoBanue 4i. 68, ain. 3 ot 3akoH 3a obwmecTBeHnTe nopwruku (30I1) npu aelicTBHATa
Ha koMucusta no wi. 68 an. 4 u 5 or 30Il, npuchcTBaxa CICOHUTE MPEACTABUTENH Ha
YYaCTHHIIUTE:! ’

1. Bepa BemnpoBa, ymenaomomien npencrasurten Ha ,,EJITTAK JIM3UHI™ EOOJ;
Wnusia ApHaynoB, ynpasuTel Ha “Apko Komnanu” EOO/I;

['eopru ['eoprues, ynpasuten Ha “buomen @wousp” EOO;
[Terso [leTkoB, ynbiHOMOMIEH npeacTaButen Ha ,,JI.K.b.-bearapus™ EOOJ]
. I'ondpue Vimamosa, ynennomowen npeactasuten Ha ,,JJMUAMEJT” OO/

Kovmcmna OPUCTBHIK KbM OTBapsiHE Ha O(EpPTHUTE MO pela Ha TAXHOTO MOCTHIIBAHE H
NpOBEPH 3a HAJTMYMETO Ha TPH OTAENHH 3aleyaTaHH TUIMKa, CNell KOETO TPUMa OT HEeHHHTE
yneHoBe mnoanucaxa Ik Ne 3 - TlpennaraHa neHa™ Ha BCUYKM ydacTHHLUH. KomucHaATa
TIpeUIOKH MO €IMH NPEACTABUTENl OT MPUCHCTBALMTE YYaCTHHIHM jAa moinume rmmk Ne 3 Ha
OCTaHAJIMTE YUACTHHULIH, '

B usnbiHenne Ha pasnopendara Ha 4. 68, ai. 5 ot 3011, koMHCHATa B IPHCHCTBHETO HA
npeACTaBUTENUTe Ha ydacTHHIMTe oTBapd Ik Ne 2 IlpeaioxeHue 3a H3IBJIHEHHE HA
nopbykKara“ Ha BCMYKM YYAaCTHHIIM M TpPHUMa OT 4WICHOBETE H MOANMCAxa BCHYKH JOKYMEHTH,
cpABpKALIM ce B Hero. KoMmucHATa NMpEeAnoXH MO €IMH NpPEICTaBUTEN OT NPHCBCTBALIMTE
YUACTHHUIM J1a NOJIHIIIE JOKYMEHTHTE B ITHK Ne 2 Ha ocTaHanuTe y4acTHUIM. KoMucusTa ciel
toBa oTBOpH maHK Ne 1 . JlokyMeHTH 3a nmoabop™ Ha BCEKH €MH YYaCTHUK B IpOLENYyparta,
ONOBECTH NOKYMEHTHTE U HHPOPMAUHSATA, KOHTO TOH ChABPXKA, H IPOBEPH CHOTBETCTBHETO ChC
COHMCBhKAa Ha JOKyMEHTHTe H HH(pOpMauusTa, chappxaua ce' B odeprata. Komucnsra
KOHCTaTupa, 4e B odeprata Ha ydacTHHKA ,XumrTekc” OOJl ca mpeACTaBeHH [1Ba IJIHMKA C
Hannuc nk Ne3 | Ilpeanarana neda® 3a oboco6enn nosuuuu ¢ NeNe 16, 18, 20, 21, 22, 23, 24,
25 u 26. 3a obocobenn nozuimm ¢ NeNe 16, 18, 20, 21, 22, 23, 24, 25 u 26, y4aCTHHKBT
. Xumrekc* OO]] He e npencrasun miuk Ne 2 [Tpeanoxenne 3a H3MbIHEHHE HA MOPBYKATa™.

C u3BbplIBaHe HAa TOPHUTE AEHCTBUSA MPUKITIOYH r1y6n14qHaTa YacT OT 3aCEAaHHETO Ha
KOMHCHSTA. '

Ha ocxosanue un. 69, an. 1, T. 4 ot 30Il, koMucHATa MNpenjiara 3a OTCTpaHABAHC

»»XAMTEKC OOIL OT MO HATATBIIHO y4acTHe B Tpolleaypara 3a 06ocobern nosuuuu ¢ NeNe 16,
18, 20,21, 22,23,24,25u 26.

NSRS

IV. KoHcTaTauud Ha OCHOBaHHe 4. 68, an. 7 OTHOCHO HAJIHYHETO H PEIOBHOCTTA HA
npeicTaBeHHTe 10KyMeHTH B Iauk Ne 1 — , JlokymeHnTH 3a moabop”



[Ipu u3BbplIEHaTa NpPOBEpKAa OTHOCHO HAJIMYHETO M PEAIOBHOCTTA HA MPEICTABEHUTE B
ik Ne 1 nokymeHTH 3a mombop, Ha 3akputd 3acefanus Ha 28.07.2015 r., 29.07.2015r.,
30.07.2015 r. u 31.07.2015 r., KOMUCHSATa yCTAaHOBH CJIEIHOTO:

B odeprara noaanena ot yuyacriuka “BYJIMAP MJI” OO/, no no3uuuu ¢ NeNe 30, 41
¥ 42 ¥Ma TpH IUIMKa ¢ Haanuc “JlokymeHTH 3a 1moadop”, 3a BCAKa MO3ULMSA MOOTAENHO. 3a
o6ocobenn mo3unmu NeNe 41 u 42 ca mpenctaBeHM MOCTPH Ha H3JENMATA, CBHIJIACHO
H3UCKBAHHUATA Ha BB3NOXkHTeNd. [IpencraBeHuTe HOKYMEHTH 3a MOAOOp OTroBapsT Ha
H3HCKBaHUATA HA BB3NoXKuUTeNs ¥ 30I1.

B odeprara noganena ot yyactuuka “JL.K.B.-BbJTAPUA” EOO/I no nosuuuu ¢ NeNe
52,53, 54, 55 u 56 uMa eaMH IUTHK ¢ Haamuc “JlokymMeHTH 3a noabop”, NpeaBU H3UCKBAHETO 3a
KOMIUTEKCHO odepupane. [IpeacraBeHUTe JOKYMEHTH 3a IOAOOD OTrOBApAT HA H3UCKBAaHHsTA Ha
BB310KHUTEeNS H 3011

B odeprara noganena ot yyactauka “UCTJIUHK BbJII'APUA” EOO/ no no3uuunu ¢
NoNe 38, 39 u 40 uma Tpu rmmka ¢ Hagnmuc “JlokyMeHTH 3a noabop”, 3a BCAKa MO3MIMS
nootaenHo. [IpeacTaBeHH ca MOCTPH Ha M3EIMATA, ChIJIACHO M3HCKBAHUATA HAa BB3NOKHUTENS.
[IpencTaBeHHTe JOKYMEHTH 3a OGO OTrOBapsT Ha H3UCKBAaHUATA Ha Bb3noxuTens 1 3011

B  odeprata nomageHa  OT  ydaCTHHKaA “MEJUIIMHCKA TEXHHUKA
UHKXEHEPUHI™” OO/ no nosuuuu ¢ NeNe 1, 4, 6, 30, 37, 38, 39, 40 u 42 uma AeBeT MjMKa ¢
Haanuc “JIoKyMeHTH 3a oabop”, 3a BCAKA MO3ULUS [T00TAeHO. 3a 060cobeHn no3uimu NeNe 1
4, 6, 37, 38, 39, 40 u 42 ca npeicTaBeHH MOCTPH Ha M3JENUATA, CHITIaCHO M3MCKBaHHUATA Ha
BB3JIOKHUTENA. [IpeacTaBeHuTe JOKYMEHTH 3a MOAG0p M0 000cOOEHH MO3UIIHH NoeNe 1, 4, 6, 37,
38, 39 1 40 oTroBapsaT Ha H3UCKBAHHUsATA Ha BB3IoXkHUTesd H 3011
B mauk Ne 1 “JlokyMenTH 3a noa6op™ 3a obocobena nosuuusa Ne 30 nuncsa 3aBepeHo KONHE Ha
cepruduxar BJIC EN ISO 13485:2003/ISO 9001:2008 wnu eKBHBaJEHTEH CEPTHQHKAT KAKTO M
ApYT¥ [0Ka3aTejlcTBAa 32 EKBHBAJICHTHH MEPKHM 3a OCHIypsiBaHE Ha KayecTBOTO, ¢ 00XBaT
CBITIACHO MpeaMeTa Ha oOWeCTBeHaTa IOPBYKA, HM3JaNCH HA MMETO Ha [POM3BOIHMTCIS.
IpenctaBedoro ot ydactHuka ISO 13485:2003 u3naneH Ha UMETO Ha MPOU3BOIAMTE]IS Heinz
Herenz Medizinalbedarf GmbH He e ¢ 06xBat ,,IPOU3BOACTBO™ Ha o¢)epnpaH0T0 U3JIENHE TI0
o6ocobena nmozunus Ne 30.

- YyacTHHMKBT CllefiBa fa NpeACTaBH 3aBepeHo Komue Ha BanuieH ceprudukar bJC EN
ISO 13485:2003/ISO 9001:2008 wiu eKBHBAJICHTEH CepTHPHKAT KAaKTO M APYTH I0Ka3aTeICTBa
3a eKBUBAJICHTHH MEPKHM 3a OCUrypsiBaHe Ha KauyecTBOTO, ¢ 0OXBAT CBHITIACHO NpEAMETA Ha
obllecTBeHATa MOPHYKA, H3JAJEH HAa HMMETO Ha INPOM3BOJMTENS, CBIIAcHO T.2.2.3. 0T
 MUHUMAIHN M3HCKBAHMS 332 TEXHHYECKM BB3MOXKHOCTH H KBAIHQHKAIMS HA yHaCTHHLHTE™,
gacT oT ,,O6WIH ¥ CrIeLHpHIHY H3UCKBAHUA KbM YYaCTHULHTE  TOCOYEHH B JIOKYMEHTALIKATA 33
y4acTHe;

B mwik Ne 1 “JlokymenTts 3a moabop” 3a o6ocobeHa mosuuuss Ne 42 mpeicTaBeHOTO OT
yuactHuka ISO 13485:2003 wm3nameH Ha WMETO Ha mpowm3BoauTens Bastos Viegas, S.A. e ¢
BasuaHocT a0 31 romm 2015 .

- YYacTHHKBT CJefiBa [a IPEeICTaBH 3aBepeHo Komue Ha Bajamaen ceprudukat bIIC EN
ISO 13485:2003/1SO 9001:2008 UM exBHBajEHTEH cepTHGUKAT KaKTO M APYTH NOKa3aTelnCcTBa
33 eKBHBAJICHTHH MEPKH 3a OCHIypsiBaHe Ha KayecTBOTO, ¢ OOXBar CBIJIACHO NpeAMETa Ha
oOmiecTBeHaTa MOpbUKA, W3NAJiEH Ha HMMETO Ha IIPOM3BOMMTENS, CBITIACHO T.2.2.3. ot

_ MUHHMAIHY HM3MCKBaHHs 3@ TEXHHYECKH BB3MOXHOCTH H KBanHQ)HKaunﬂ Ha y4aCTHULHUTE®,
yact o1 ,,061HM 1 crienuUYHH H3MCKBAaHUA KbM YYaCTHHLMTE [IOCOYCHH B JOKyMEHTALHATa 32
y4acTHe. '



B odeprata nomamena or yuactHuka “XUMTEKC” OO/l no ponmycHaTtute 10
pasriexnane nosuuun ¢ NeNe 1, 2,3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 27, 28, 29, 30, 38,
39, 40, 41 u 42 umMa Tpu MIKKa ¢ Haanuc “JIokyMeHTH 3a moabop”, eanH no nosumud NeNe 1, 2,
3,4,5,6,7, 11,12, 13, 14 ul5; Bropu 3a nozuuuu NeNe 8, 9, 10, 27, 28, 29 u 30; Tpertu 32
no3uuuu NeNe 38, 39, 40, 41 u 42. 3a obocobenn nozuunn NeNe 1, 3,4, 6,7, 11, 12, 13, 14, 15,
38 u 39 ca npeaCTaBeH! MOCTPH HA U3JIEIHMATA, CHIIIACHO M3MCKBAHHUATA HA BB3JIOKUTEIIS.

- YyacTHMKBT Clle/iBa Aa NpeICTaBM MOCTPH Ha H3aenusTa no obocodbenu nozuuuu NeNe 2,
5 u 40, cernacuHo T.2.4.2. 0T ,,/I3MCKBaHHS KBbM M3JEIHATA I10 Mo3MMH. .., yact oT ,,061H U
criell(PUYHH H3HCKBAHMS KbM YYaCTHHIUTE" IOCOUYEHH B noxymeHTaumTa 3a ydacTue;
[IpencraBenure I[OKYMeHTI/I 3a oabop no obocobenu nozumud NeNe 1, 3,4, 6, 7, 8, 9, 10, 11,
12,13, 14, 15,27, 28,29 u 30 OTroBapsT Ha M3MCKBAHMATA Ha Bb3aoxuTens u 3011
B ik Ne 1 “JlokymenTH 3a moabop” 3a o6ocobenn mosuiuu NeNe 38, 39, 40, 41 u 42 nuncea
3aBepeHo Komue Ha Jleknmapauus 3a choTBeTcTBHE ¢ Jlupextusa 89/686/EEC wmu JlupekTrpa
93/42/EEC, u3nanena ot mpoussoaureass VWR International Europe BVBA Ha uznenusra mo
no3uuun Ne 41 u Ng 42.

- VyacTHHKBT CllefiBa Ja MPEACTaBH 3aBepeHO Komnue Ha Jlexkyapauus 3a ChOTBETCTBHE C

Hupexktua 89/686/EEC wumu [QupextuBa 93/42/EEC, wu3nameHa OT MNpPOH3BOAMTE/S Ha
w3aenusta no nosuuud Ne 41 u Ne 42, cwriacHo 1. 2.4. ,M3ucKkBaHMS KBbM H3JEIHATA MO
MO3ULMHU...*, dacT oT ,,O00mM M crnerupHYHH H3UCKBAHHMS KBM YUAaCTHHULMTE™ TOCOYEHH B
JNOKYMEHTalUsATa 3a ydacTe. B ciyuwail, 4e nekiapauusara € 3a CHOTBETCTBHE C JMpeKTHBa
93/42/EEC, To cnenBa Ha ce NMPEACTaBAT M JOKyMeHTHTe 1o Toukd 2.3.1., 2.3.3. m 2.3.4. o1
JOKYMEHTALUATA, CBbP3aHH C H3UCKBAHUATA 3a MEIMLIMHCKH H3JEHA.
B muk Ne 1 “JlokymeHTH 3a noabop” 3a o6ocobenu nosuian Ne 38, 39, 40, 41 n 42, BbB Bpb3Ka
¢ mpeacTaBeHoTo komue Ha Jlexnapauus 3a cporBercTBHe ¢ Jlupextupa 93/42/EEC u
kiacuuKauMATa Ha u3aenusra no nosuuuu Ne 38, Ne 39 u Ne 40 xaTto MEQMIMHCKA H3JEIHs,
JIAICBAT CJIEHATE JOKYMEHTH: JeKIapalus, ¢ IPUIoXKeHo u3BinedeHre oT CIuChbKa 1o . 1, T.
1, 6yksa ,,6* or Hapenbara.3a ycioBHSTa H pella 3a CbCTaBAHE HA CMHUCHK Ha MEIMIIWHCKUTE
uznenud mo wi. 30a or 3MU u 3a omnpenensHe Ha CTOMHOCTTA, A0 KOATO TE€ C€ 3arulamar
/Hapen6ata/, OT KOETO M3BJIEYeHHE Jia € BUHA MPO/JaXKHAaTa lieHa 10 CMHChIa Ha § 1, T. 29a ot
3MU, BB BpB3Ka ¢ § 1, T. 4 o JlonbaHuTenHUTE pasnopendu Ha Hapenbara, 3a Beska MO3HLMSA,
32 KOSTO YYaCTHMKBT KaHIMJATCTBA; KONME HA OQHUUMAICH NOKYMEHT, H3JajeH OT
WanwaHuTeNHaTta AreHuMs MO JieKapcTBara OT KOHTO Ja € BHAHO, Y€ 3a CBHOTBETHOTO
MEIMUMHCKO H3aenne Hama perucTpupand nawHd B MAJI w/umu EUDAMED  3a
MHIMACHTH/TIOTEHIMATHE HHIUAEHTH TIpe3 MOCIEAHUTE JIBE TOIHHH, KaKTO U 3a OJIOKMPaHH W
M3TErNEHH MNApTHAM OT CBHHIOTO MEIMIMHCKO H3JE/IME Mpe3 IOCHEAHHTE JBE TOIHHH;
JieKNapalus OT y4aCTHHKA, B KOSTO C€ NOCOYBa MEUIHHCKOTO M3/ENHE 33 KOETO C€ y4acTBa H
KOHKPETHHAT 0611ecTBeH GOH/ 10 KOHTO ce 3aIlialla, Ha CbOTBETHATA bPXKaBa.

VyaCTHUKBT CleABa A3 MNPEACTaBd AOKyMmeHTHTe 1o Touku 2.3.1., 23.3. um 2.3.4. oT
JOKYMEHTALMATa, CBbP3aHH C H3UCKBAHHUATA 3a MEAUIIMHCKH U3/IEIHS, 8 UMEHHO:

- JeKjapalHs, ¢ MpuIoXkeHO u3BieyeHwe oT Cmuchka mo wi 1, T. 1, O6ykBa ,,0° OT
Hapen6arta 3a ycioBusiTa ¥ pefla 3a ChCTaBSHE HA CIIMCHK HAa MEIHIMHCKHTE U3/IEIHS M0 Il 30a
or 3MHU u 3a ompenensHe Ha CTOMHOCTTA,. 10 KOATO Te C€ 3anamar /Hapenbarta/, oT KO€TO
W3B/leUEHNeE JIa € BUAHA MPOAAXKHATA [leHa o cMuchia Ha § 1, T. 29a ot 3MM, BeB Bpb3kac § 1,
T. 4 o1 JlonwaHuTeNHMTE pasnopenoy Ha Hapen0aTta, 3a Bcska OT NO3ULIKMH NoNe 38, 39 u 40, 3a
KOHMTO YYaCTHHKbBT KaHAUIATCTBA;

- komue Ha OQHULIHMANEH JOKYMEHT, W3aa/leH 0T M3nbiHuTenHaTa AreHLHs 1o JeKapcTBaTa
OT KOWTO Ha € BHHO, Y€ 3a MEMMUMHCKMTE u3fenus no nosunmmd NeNe 38, 39 u 40 HsMma
peructpupand aanuu B MAJI u/unn EUDAMED 3a WHUMAEHTH/TIOTEHIHANHU HHIHJACHTH T1pe3
NOCTeHUTE ABE TOJAMHH, KAaKTO M 3a OJIOKMpaHH HJIH H3TErJIEHH NapTHAM OT CBIIOTO
MEAUIIMHCKO U3JEe/He Mpe3 MOCIEAHUTE JBE TOAHHHU;]

- JeKjapalus OT Y4YacTHHKA, B KOSTO CE MOCOYBA MEAHLIMHCKOTO M3JCIHE IO MO3HIHH
NeNe 38, 39 1 40 3a KOMTO ce yd4acTBa W KOHKPETHHAT oOmmecTBeH GOHA Mo KOHTO ce 3amaiuar,
HA CHOTBETHATa AbpiKaBa.



B odeprata noganeHa ot yuactuuka “EJIITAK JIU3UHI” EOO/I no nosuumu ¢ NeNe 1, 4,
6, 14, 15 u 16 uMa IecT miMKa C HaaNMC “JlokyMeHTH 3a NOA6Op”, 3a BCAKA MO3MLKS
nmootaeaHo. 3a obocobeHa no3zuuus Ne 4 e mpeacrtaBeHa MOCTpa Ha M3JAENIMETO, CBIJIACHO
M3UCKBAHUATA HA BBH3JIOKUTEIIS. ‘

- V4acTHHUKBT CjlefiBa 1a MPeACTaBH MOCTPH Ha u3jlenusara no 06ocobeHu no3unnu NeNe

1, 6, 14 u 15, cbrinacHo 1.2.4.2. ot ,M3ucKkBaHHS KBbM H3AEAHATA [0 MO3HMLHMH...*, 4acT OT
,O0mM ¥ creud(UYHM HM3HCKBaHHS KbM YYAaCTHHMLMTE [OCOYEHHM B [OKYyMEHTalMaTa 3a
yuyacTue; ‘
B mmk Ne 1 “JlokymenTs 3a noabop” 3a o6ocobenu nmo3uunu NeNe 1, 4, 6, 14, 15 u 16, nuncsar:
3aBEpeHO KOMME HA pa3spelleHHe 3a THProBHfA HAa €Jp0 C MEIHLMHCKH HM3/ENHs, CBIIIACHO
3MMU unu Apyr OOKYMEHT, YIOCTOBEPSBALI] IIPaBOTO MM Ja ThPryBaT C MEAULHHCKH U3ICIHs,
U3JlajilcH OT KOMIICTEHTEH OpraH Ha Apyra Jbp)KaBa 4ieHKa WM Ha Ipyra AbpaBa — CTpaHa 1o
Criopa3yMeHHeTO. 3a EBpONEHCKOTO MKOHOMHYECKO MpPOCTpaHcTBo, MiM Ha KoHdenepauus
[lIBeiiapusi, KakTo M Komhe Ha odHIMATeH AOKYMEHT, u3aaaeH or HsmbiaHuTeaHaTa
AreHLHs 10 JieKapcTBaTa OT KOWTO Ja € BHAHO, Y€ 3a ChOTBETHOTO MEIHIIUHCKO M3/e/IHE HAMA
peructpupanu aaiuu B UAJT w/unmu EUDAMED 3a uHuMAeHTH/MOTEHIMAIHY WHIHACHTH TIpe3
NocJeHUTE [B€ TOAMHH, KAaKTO W 3a ONOKUpPAHH WIHM M3TETNECHH IapTHAM OT CbhINOTO
MEIHUIIMHCKO M3ENHe Mpe3 NOCIEAHUTE ABE T'OAHHH.

©  VYaCTHMKBT ClefBa [a [PEACTABH 3aBEPEHO KOIHE HA pa3pelleHHe 32 ThProBHs Ha
eApo C MEAUIMHCKH U3/eNHs, cbrilacHo 3MU unu apyr JOKYMEHT, YIOCTOBEpsBalll IPABOTO UM
Jla TbPIyBaT ¢ MEAUIMHCKH U3IENHs, U3[aeH OT KOMIIETEHTEH OpraH Ha Apyra Abp)XaBa WICHKa
MAM Ha Jpyra ObpxasBa — cTpaHa no CropasyMeHHETO 3a EBpOMEHCKOTO HKOHOMHYECKO
npoctpaHcTso, Wi Ha Kondenepauus Ilseinapus.

- Y4acTHHKBT Clle/[Ba 1a IPEJCTABH 3aBEPEHO KOMHE Ha OQUUMANEH JOKYMEHT, H3/1aleH
or M3nbjaHuTesHATa AreHUHA MO JieKapcTBaTa OT KOHTO Ja € BHIHO, Y€ 33 CHOTBETHOTO
MEJMUHMHCKO H3fenue Hama peructpupand nasHn B HMAJI w/mma EUDAMED  3a
MHIHAEHTH/OTEHIIHATHE HHLIMASHTH Npe3 TOC/IEHUTE BE TOAHHH, KaKTO M 3a OJIOKMPaHH HiH
M3TErNIeHH MapTHIN OT CHIIOTO MEAMLMHCKO H3IEIHE Npe3 MOCTeTHUTE [BE FOLMHA.

B odeprara nonanena ot yyacriuka “BUMOME]] ®IOYAP” EOO/ no nosuimu ¢ NoNe 1,
2,3,4,5,6,8,9,10, 11, 12, 13, 14, 15, 16, 17 u 19 nma ceneMHazeceT MJIHKa C HAIMHUC
“JIOKYMEHTH 3a 1o6op”, 3a BCsAKa MO3ULIMS TOOTIENIHO. 3a o6ocobenu mo3uud NeNe 1, 2. 3. 4,
5,6,8,9, 11, 12, 13, 14, 15, 16, 17 u 19 ca npeacTaBeHd MOCTPH HA M3JENHUATA, CBIIACHO
H3MCKBAHHUATA HA BB3JIOKUTEINS.

B miuk Ne 1 “JlokymeHTH 3a moabop” 3a obocobena mosumus Ne 1 jHrncBa mombJjHeHa
aexnapauus no ui. 47, an. 9 or 30II, kacaeua BCHYKH 000CcOOCHH MO3HLUMH 3a KOUTO Ce
KaHIUIaTCTBA. }

- VyacTHMKBT CleBa Ja NpeACTaBH MOMbjHeHa Aexiapaums no ui. 47, an. 9 ot 3011,
CLIJIACHO M3UCKBAHMATA nocodend B T. 3.1.1.3. ,,HeobxoauMu OKyMEHTH™ OT JOKYMCHTaLlUsTa
33 y4acTHe;

B ek Ne 1 “JJoxyMenTH 3a moabop” 3a o6ocobena nozuuus Ne 10 e npeicTaBeHO 3aBEPEHO
komue Ha cepruduxar ISO 9001:2008, ¢ 06XBar ChrIacHO NpeaMeTa Ha o0lecTBEHATa NOPHUKA,
w3nazed Ha umeto Ha npoussoautens EURX Sp. z 0.0., ¢hc CpOK Ha BATMAHOCT 10 28.07.2014 r.

- V4acTHMKBT CJIe[Ba Aa NPEeCTABH 3aBEPEHO KOMHE HAa BAJIMEH cepTUdHKar BJIC EN
1ISO 13485:2003/ISO 9001:2008 miiu eKBHBANCHTEH CePTH(UKAT KAKTO ¥ APYTH JOKA3aTesCTBa
33 eKBMBAJIEHTHH MEDKH 3a OCHypsiBAHE HAa KayeCTBOTO, C OOXBAT CBINIACHO TpEAMETa Ha
00lecTBEHATA MOpbUKa, H3aJeH Ha HMETO Ha MIPOU3BOIUTENS HA U3JIEJIUETO 0. TIO3HIHA Ne 10,
ChIIacHo T.2.2.3. oT ,,MUHHUMAJIHH H3UCKBAHMS 33 TCXHHUYECKH BB3MOXKXHOCTH H KBaJIM(PUKALKA
Ha yyacTHULMTE", 4acT oT ,,O01HK 1 creluPUIHH H3UCKBAHHs KbM y4aCTHHUIUTE' MOCOYECHH B
JOKYMEHTALIHSATA 33 y4acTHE;

B mmx Ne 1 “JlokymenTH 3a moabop” 3a obocobena mosuums Ne 17 He ¢ NpEeACTaBEHO
3aBEpEHO xomue Ha ceprudukar BJIC EN ISO 13485:2003/ISO 9001:2008 wau eKBUBAJICHTCH



cepTUHUKAT KAaKTO W APYrd [JOKa3aTejCcTBa 3a EKBHBAIEHTHH MEPKH 3a OCUTYpsiBAaHE Ha
Ka4yecTBOTO, ¢ 00XBaT CHIIAaCHO NpeaMeTa Ha oOHIecTBEHaTa MOpbhYKa, H3JaZeH Ha UMETO Ha
IIPOU3BOIUTEIS.

- YyacTHMKBT cjefBa 1a NpeACTaBH 3aBepeHO konue Ha BanuneH ceprudukar BJAC EN
ISO 13485:2003/ISO 9001:2008 nnu exBuBaleHTeH cepTHOUKAT KAKTO M APYTH JOKa3aTesIcTBa
3a €KBMBAJIECHTHH MEPKM 3a OCHTYPABAHE HA Ka4eCTBOTO, C OOXBAT CBIJIACHO MpeIMeTa Ha
o0liecTBEHAaTa MOpPBYKA, U3JALCH HA MMETO HAa TPOMU3BOJMTENS Ha H3JEIHETO Mo obocodeHa
mo3uuug Ne 17, ceriacHo T.2.2.3. oT ,, MHHHMAaJIHH H3HCKBAHHUSA 38 TEXHHUYECKH BH3MOXKHOCTH U
kBald(UKaKs Ha ydacTHHIMTE”, 4acT oT ,O0mM ©u croenuduIHH H3HCKBAHUS KBbM
YUYaCTHHUIIUTE " TIOCOUYEHH B JOKYMEHTALHATA 3a YUaCTHE;

B odeprara nonanena ot yuactHuka “JAHC ®APMA” EOOJ no nozuumu ¢ NeNe 1, 3, 4, 8,
9,11, 12, 13, 16, 19, 31, 32, 33, 34, 35, 36 uMa neTHazeceT IIUKa ¢ Haagnuc “JlokyMeHTH 3a
noxbop”, no eaun no no3uimu NeNe 1,3, 4,9, 11, 12, 13, 19, 31, 32, 33, 34, 35 u 36; eauH MUK
3a mo3uLuu NelNe 8. 16. 3a 0o6ocobenn mo3uumu NeNe 1, 3,4, 8,9, 11, 12 u 13 ca npeacraseHu
MOCTPH Ha H3JIENIHATA, ChIJIACHO M3MCKBAHUATA Ha BB3JIOKHUTENA. [IpeacTaBeHnTe TOKYMEHTH 32
noabop no obocobenn nmozurmu NoNe 1, 3,4, 8,9, 11, 12, 13, 16, 19 oTroBapsar Ha H3UCKBaHUSATA
Ha BB3n0xuTeNs u 3011

B rutuk Ne 1 “JToxymenTH 3a oadop” 3a o6ocobenun nozuumu NeNe 31, 32, 33, 34, 35, 36 imncea
3aBepeHo konde Ha ceprudukar ISO 13485:2003/ISO 9001:2008 wim eKBHBAJIEHTCH
cepTrdHKaT, ¢ 00XBaT MPOM3BOACTBO, CBIIIACHO NpeMeTa Ha o6ocobenn nozuunu NeNe 31, 32,
33, 34, 35, 36, u3nafeH Ha KMETO HA NPOHU3BOJUTEINS B NPeBO] HA OBJArapCcKH €3HK, ChIJIACHO
1.2.2.3. OT ,,MHHHMAJHH H3HMCKBAHUS 3a TEXHHYECKH BB3MOXHOCTH M KBalM(HKAaUUs Ha
yyacTHHUHTE®, yacT OT ,,O6mM ¥ creuuduyHY HU3MCKBAaHWS KbM YYaCTHHUHTE™ TOCOYEHH B
JIOKYMEHTAIlHATA 32 Y4acTHE.

- y'-IaCTHI/IKT;T cilefiBa 1a TpeACTaBH 3aBepeHo Komue Ha BanineH cepTuduxar bJIC EN
ISO 13485: 2003/ISO 9001:2008 niu eKBHBAICHTEH cepTHGUKAT, KAKTO U IPYTH ,HOKa3aTeJ1CTBa
3a eKBHBAICHTHU MEpKH 3a OCHTYpSBaHE Ha KauyeCTBOTO, ¢ OOXBaT ,,MIPOH3BOACTBOY Ha
obepHpaHoOTO H3jlene, ChITIACHO NpeMeTa Ha oOLIeCTBeHaTa MopbyKa, U3/ajeH Ha UMETO Ha
NPOM3BOIUTENS, ChINIACHO T.2.2.3. 0T ,,MUHUMANHK U3KCKBAHHUS 32 TEXHHYECKH BB3MOXHOCTH U
KBATHQHKALMA Ha ydyacTHHIMTE, 4YacT 0T ,,O0mM M CroeuMpUYHH H3HCKBAHHA KBM
YUYaCTHHLIMTE® [IOCOYEHH B JOKYMEHTALMATA 32 Y4acTHE.

B odeprara noaanena ot yyactauka “@OT” OO/ no nouuuu ¢ NeNe 1, 2, 3, 4,6, 7, 8,9, 10,
11, 12,13, 16, 18, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40
¥Ma MeT iHKa ¢ Hagmue “JlokyMeHTH 3a noabop”, enud no nosuuun NeNe 1, 4 u 7; BrOpH 32
nosumud NeNe 2, 3, 8, 9, 11, 12 u 13; Tperu 3a mo3uuuu NeNe 6, 16, 30 u 21; 4eTBbpTH 32
nosunuu NeNe 10, 18, 20, 22, 23, 24, 25, 26, 28, 29, 31, 32, 33, 34, 35 u 36; netu 3a NO3ULMH
NoeNe 37, 38, 39 u 40. 3a-060cobenn nosuuuu NeNe 1, 2, 3, 4, 6, 7, 11, 12, 13, 38, 39, 40 ca
IIPEJICTABEHH MOCTPH Ha M3ENHATa, ChIIIACHO M3MCKBAHMATA HA BB3JOXKHUTEI. 3a obocobena
nosuiusg Ne 37 nuncea MOCTpa Ha H3AEJIHETO.

- VYaCTHUKBT Cile/iBa Aa MpeACTaBH MOCTpa Ha W3/e/neTo no obocobexa nozuums Ne 37,

CBIIACHO M3HMCKBAHMATA Ha T. 2.4.2. oT “M3uCKBaHMA KbM H3IelUsTa O Mo3uIuu NeNe:.....”,
gact ot ,,0611M 1 cennUIAN H3UCKBAHUS KbM yYaCTHHIMTE™ OCOYEHH B IOKYMEHTALMATA 33
y4acTHeE.
B mmk Ne 1 “JlokyMeHTH 3a non6op” 3a 060cobenu mosuuuu Ne 1, 4 u 7 JIMIICBA 3aBEPEHO
konue Ha ceprubukar BJIC EN ISO 13485:2003/ISO 9001:2008 umu eKBHBATEHTEH
cepTH(UKAT, KaKTO M [PYrH JOKA3aTescTBa 32 €KBUBANCHTHH MEPKM 32 OCHTYpsIBaHE Ha
KauecTBOTO, C 0OXBAT CHITACHO IIPeMETAa Ha OOIIECTBEHATa MOpbYKA, H3/AJCH HAa MMETO Ha
npomssoauTens. IlpeacTaBeHoto oT ydactHuka ISO 9001:2008 wu3maneH Ha MMETO Ha
nponssoautens [SOLAB Laborgerate GmbH He e ¢ o0xBaT ,,IPOH3BOACTBO* Ha OYEPHPAHOTO
H3nenue o obocobenu mozuiuu NeNe 1,4 u 7.



- Y4aCTHHKBT CjleliBa [ia NMPEACTaBH 3aBEPEHO KOMME Ha BalHICH ceprudukar bJIC EN
ISO 13485:2003/ISO 9001:2008 wiu exkBUBaJIEeHTEH CEpTU(HHUKAT, KAKTO M APYrH J0OKA3aTeCcTBa
3a GKBHBAIEHTHM MEPKH 3a OCHI'YpABAaHE Ha KauyecTBOTO, C 00OXBaT ,,IPOM3BOACTBO® Ha
o(epUpaHoTO H3ZeNHNe, ChINIAacHO MpeaMeTa Ha OOLIECTBEHATA MOpbhYKa, H3Ma[eH Ha UMETO Ha
TIPOU3BOIMTENS HA M3jennsTa obepupann 3a nosuuuu NeNe 1, 4 w 7, cbriacHo 1.2.2.3. ot
, MUHUMAIHH U3KCKBAHMS 3a TEXHHYECKH BB3MOXHOCTH W KBaJIM(HKALHKS HAa y4aCTHHIIMTE®,
yacT oT ,,061H K cneluuIHN H3MCKBAHUS KbM YYaCTHHLIUTE IOCOYEHH B JOKYMEHTALHUATA 38
yUYacCTHE; :

B mnuk Ne 1 “JlokymenTn 3a noabop” 3a o6ocobenn nozuuuu NeNe 1, 4 u 7 nurncea npeBoi Ha
OBIrapCKH €3MK Ha NPEICTaBEHUTE KaTalo3u.

- Y4YacTHHKBT cCjeIBa [a MpeiACTaBH INpEeBOA Ha OBArapCKd €3MK Ha IPCACTABEHHMTEC
KaTanosd 3a obocobenn mnoszumuu NeNe 1, 4 u 7, cbrilacHO W3MCKBaHUATA Ha T. 3.1 OT
Heo6xonumy JOKYMEHTH: TOKyMEHTHTE B IUIMK Ne 1 ce MpeACTaBsT B OPUTHHAT MK 3aBEPECHO
OT y4aCTHHMKa KOITHe /OCBEH aKO M3pUHYHO HE € YKa3aHO [pyro B HacTosflIaTa MOKYMEHTaLHs/.
Beuuky IOKYMEHTH MIPEICTABEHH HA YY)/ €3HK, Ce MPEJCTaBAT U B PeBO/ Ha OBIrapCKH e3uK.
B mmk Ne 1 “JlokymMenTH 3a noabop” 3a o6ocobenu nosuuuu NeNe 2, 3,8,9, 11, 12 u 13
JIMTICBA NPEBOJI HA OBITapCKH €3HK Ha NPEICTABEHUTE KaTallo3H.

- VYYacTHHUKBT cileiBa [a IpeICTaBH MNpeBOA Ha ObJIrapCkKd €3WK Ha MpEACTABEHHTE
KaTAN034 3a 060cobenH no3umuu NeNe 2. 3.8, 9, 11, 12 u 13, cbIiIacHO H3HCKBAHMSATA HA T. 3.1
or Heo6xomumu mokymeHTH: “JloKyMeHTHTE B IUIHK Ne 1 ce NMpeAcTaBiAT B OpHIHHAN HIH
3aBepeHO OT YYACTHHKA KONMe /OCBEH aKO M3PHYHO HE € yKa3aHO Jpyro B HacTosaTa
JOKyMeHTauMs/. BCHYKH HTOKYMEHTH MpeJCTaBeHH Ha YyXkJ €3UK, CE NPEACTABAT U B MPEBOA HA
OBrapcKy e3uK.*

B ik Ne 1 “JlokymeHTH 3a nmoabop” 3a 060COOeHH MO3UIHH NeNeo 10, 18, 20, 22, 23, 24, 25,
26, 28, 29, 31, 32, 33, 34, 35 u 36 nuncsa NpeBOA Ha OBJIrapcKH €3MK Ha TIPEICTABCHUTC
KaTano3H.

- VYuacTHUMKBT cNleiBa [a INPEACTaBM NPEBOA Ha OBrapcku €3MK Ha TIpeIcTaBeHHTE
KaTanos3u 3a o6ocobenu mosunuu NeNe 10, 18, 20, 22, 23, 24, 25, 26, 27, 28, 29, 31, 32, 33, 34,
35 u 36, CbIIIAcHO W3KCKBaHuATa HAT. 3.1 o1 Heobxomumu okymeHTH: “JIOKYMEHTHTE B ILIHK
Ne 1 ce mpeaCTaBsAT B OPHIHHAN MJIM 3aBEPEHO OT y4aCTHHKA KOMHE /OCBEH aKO H3PHUYHO HE €
YKa3aHO JAPYro B HACTOSINATA NOKyMeHTauMs/. BCHYKM JOKyMEHTH NPEACTABEHH HA HYXJ| €3HK,
ce TpeACTaBAT ¥ B IPEBOA Ha OBArapcky e3uK. BevukH JIeKIapaliu ce NPeACTaBAT B OpHUTHHAT
H ce MOJNMCBAT 110 Peaa U OT JIHULATa, IOCOYEHH B HACTOSIIHTE yKa3zaHus."

B mmuk No 1 “JlokymeHTH 3a mojabop” 3a o6ocobeny nosuuuu NeNe 6, 16, 30 u 21 nuncea
TpeBo/l Ha GBArapcKH €3UK Ha MPEICTaBEHUTE KaTajlo3H.

- VyacTHMKBT cjef[Ba Ja MNpEeNCTaBM MpEBOJ Ha OBArapcKH €3uK Ha MNpPEICTaBCHHTE
KaTano3u 3a obocobenu nozuuun NelNe 6, 16, 30 u 21, cbriacHO H3WCKBaHHATA HA T. 3.1. oT
HeobxoauMu ZOKyMeHTH: “JlokyMeHTHTe B MUK Ne 1 ce mpeacTaBAT B OPUIHHAI HIIH 3aBCPEHO
0T y4YacTHHMKa Konue /OCBEeH aKO M3DHYHO HE € yKa3aHO Jpyro B HacToAllaTa JIOKyMEHTaLHs/.
BCHYKH IOKYMEHTH MPEACTABEHH HA YY)/l €3HUK, Ce IIPEACTABAT U B IPCBO Ha OBIrapcKH e3MK.
B mmk Ne 1 “JJokymenTH 3a monbop” 3a obocobena mosuums Ne 37 nurcBa NpeBOA Ha
OBArapcKH e3MK Ha MpeACTaBEHHs KaTallor.

- VYyaCTHMKBT CleJBa Ja NpEeICTaBH MPEeBOA Ha OBIArapCKH €3UK Ha MpPCACTaBCHHTE
KaTajno3u 3a obocobeHa nosuums Ne 37, CbrilacCHO HW3WCKBAHUATA Ha T. 3.1 or Heobxoaumu
HOKyMeHTH: “JIoKyMeHTHTe B IIMK No 1 ce MpeACTaBsAT B OpUTHHAN HITH 3aBEPEHO OT y4acTHHKA
Komnue /OCBeH aKO HM3pUYHO HE € YyKa3saHo Apyro B HacTosllara noxyMeHTauus/. BeHukH
JOKYMEHTH TIPEICTABEHH Ha YK/l €31K, C€ NIPSACTABAT U B MPEBO Ha OBIarapcku e3uK.”

B mmk Ne 1 “JlokymeHTH 3a moabop” 3a obocobena mosuumst No 37 nWncBaT CJEIHHTE
JTOKYMEHTH: NEKIapauus, ¢ IPUIOKEHO U3BJIEUCHHE OT Cruceka mo wi. 1, T. 1, 6yksa ,,0% oT
Hapen6ara 3a yc/OBHATA H PEa 32 ChCTABAHE HA CMIMCHK HA MEIMUMHCKUTE H3ACTHA no ui. 30a
or 3MU u 3a omnpeleisiHE Ha CTOMHOCTTA, A0 KOATO TC C€ 3arulaliar /Hapenbata/, 0T KOETO
M3BJICUEHHE 1A € BU/IHA NPOJaXHaTa leHa Mo cMuchia Ha § 1, T. 29a ot 3MM, BBB Bpb3Ka ¢ § 1,
1. 4 ot JlombnuuTenHuTE pasnopenbu na Hapenbara, 3a BesKa MO3HUHA, 32 KOSTO YYaCTHHKBT



; _

KaHJIMJATCTBa; JEKIapalus 3a CHhOTBETCTBHE CBhC 3aKOHA 33 MEIHIMHCKUTE H3JIENHS OT
TMPOM3BOMHUTENS MII HETOBUS YITBIHOMOLIEH MpENCTAaBHUTEN, KOMHEe HAa O(PHUIMANCH HOKYMEHT,
uznaneH ot UsneiHuTeNHaTa AreHIUs [0 JIeKapcTBaTa OT KOWTO J1a € BUTHO, Y€ 38 ChOTBETHOTO
MEAUIIMHCKO HW3Jeue HsaMa perucrpupann pganun B HMAJI w/wmmm EUDAMED 3a
HHIMACHTH/MOTEHUMATHY HHIMICHTH IIpe3 MOCeJHHTE ABE TOAWHH, KaKTO K 3a OJIOKHpaHH UIH
'M3TErNIEHH MapTHIH OT CHIOIOTO MEIMLUHHCKO H3JeIHe TMpe3 IMOCIEIHHTE [BE TOAHHH,;
JIeKIapaiis 0T Y4aCTHHKA, B KOSATO Ce M0COYBa MEIMIMHCKOTO H3JIENHE 32 KOETO CE y4acTBa
KOHKPETHHAT 0OLIECTBEH (OH IO KOMTO Ce 3alialia, Ha ChOTBETHATA AbpPIKaBa; JAeKIapanus oT
y4acTHHKA, Y€ TpeAaraHiTe MEeIULUHCKH u3aenus nputexasaT CE-mark; 3aBepeHo konue Ha
Jexnapanusg 3a cbotBeTcTBHE ¢ JlupektuBa 98/79/EC wnun Qupexktusa 93/42/EEC, usnanena ot
IPOU3BOAUTENS.

- YyYacTHHMKBT clefiBa Ja NpeAcTaBd JTOKyMeHTHTe mo Toukd 2.3.1., 2.3.2,, 2.3.3.,, 2.34,,
2.3.5. u 2.3.7. OT IOKYMEHTAIMATA, CBbP3aHH C M3MCKBAHUATA 33 MEIMIMHCKH H3ZENHs, a
HMEHHO: ' .

- JeKiapanus, ¢ NpHIOXeHO u3BiacueHHe oT Cmucbka mo wi. 1, T. 1, Oyksa ,,6 ot
Hapen6ara 3a ycioBHATa M pefia 3a ChCTaBAHE HA CIUCHK Ha MEIHIMHCKHTE U3enus 1o uil. 30a
oT 3MU wu 3a onpenensHe Ha CTOMHOCTTa, A0 KOATO Te ce 3amnamar /Hapenbara/, oT KoeTo
M3BJICUYEHHE J1a € BH/IHA IPOJAKHATa 1ieHa 110 cMuchia Ha § 1, T. 29a ot 3MHU, BBB Bpb3Ka ¢ § 1,
T. 4 ot JlonbiaHKATETHUTE pasnopeadu Ha Hapenbara, 3a mozunug Ne 37, 3a KOSATO yYaCTHUKBT
KaH/H/IaTCTBA,; _

- JleKjapanus 3a ChOTBETCTBHE CBC 3aKOHA 3a MEIUUMHCKHTE M3JEIUS H3JaAeHa OT
TIPOU3BOAMTEIISA UJIH HETOBHUS YIIBIIHOMOIIEH NPENCTABUTET,

- KOnue Ha opHIMaNIeH JOKYMEHT, H3AajeH oT M3nbeiHuTeNnHaTa AreHiuus 1o jJeKapcTBara.
OT KOHTO 7a € BHMJHO, Y€ 3a MEAMIHMHCKUTE u3aeaus mo no3unus Ne 37 HsaMma perucTpupaHu
nanau B MAJI w/unu EUDAMED 3a uHUMAECHTH/IOTEHUMANHY HHLKIAEHTH TPe3 MOCIeIHUTEe
[IBE TOJUHH, KAKTO U 3a OJIOKHpaHU WIJIM M3TErJIeHW NMapTHAM OT CHIIOTO MEIUIIMHCKO M3AEHE
npe3 MOCIEAHUTE IBE FOIHHH; :

- JeKjapalEs OT YYaCTHHKA, B KOSTO C€ MOCOYBA MEAHLMHCKOTO HU3/EIHE 10 Mo3uuus Ne
37, 3a KOETO C€ ydYacTBa M KOHKPETHHAT oOuiecTBeH (OHI, 110 KOWTO ce 3aljamar Ha
CbOTBETHATA AbPKaBa;

- JeKiapallis OT y4acTHHKA, ue MpearaHdTe MEIHIMHCKH u3fenus mputexasar CE-
mark; :

- 3aBepeHo KomHe Ha Jlexnapauusi 3a cworBerctBie ¢ Jupextnsa 98/79/EC mu
Mupektua 93/42/EEC, u3naneHa ot NpoU3BOTUTEIIS. -

CoriacHo wi. 57, an. 3, u3p. Bropo ot 3011 ¥ HoKyMeHTalHuATa Ha o0lecTBeHaTa IopbUKa,
KOraTo JOKYMEHTH ¥ HH(popMalys, ChABbpXKauu ce B MK Ne 1, ca eHAaKBH 3a JIBE MJIH [OBEHE
060CO0EHH TMO3ULHUH, 0 KOHTO YYAaCTHHUKBT y4yacTBa, CHILIMTE C€ MOCTABAT CaMO B ILTMKa MO
O3MIMATA C Hall-MaTBK NOpPeJIEH HOMED, KAaTo TOBa 0OCTOSTENCTBO Ce OTOENA3Ba B CIIHCHKA HA
JOKYMEHTHTE, ChIBPXKALL Ce B IUIHKOBETE HA OCTAHAIUTE MO3ULMH. [IpeaBHA rOPHOTO, KAKTo U
yKa3aHMATA HA - BH3JIOXKHTENS, YYaCTHHKBT Cje/jBa Ja MPEACTaBM OTIACIHA IIHKa Ne 1
“JlokymMeHTH 3a rogbop”. CeAbpKalluTe Ce B TAX NOKYMEHTH: CllelBa Ja ca cpoOpa3Ho
JaJEHUTE [O-rope B HacToAUIMA ab3all yKa3aHHus.

B odeprara noganena ot yyactauka “AIAPTA -1IIM” EOO/I no no3unuu ¢ NeNe 38, 39, 40,
41 u 42 uma nBa miuka ¢ Hagmuc “JloKyMeHTH 3a moabop”, elHH 3a 000c0o0EHN MO3HMLHH
NeNe38, 39 u 40 u BTopH 3a 060cobenn mosummu NeNe 41 u 42. 3a 06ocobenu mozuuuu NeNo 38,
39, 40, 41 m 42 ca npeacTaBeHM MOCTPH Ha H3JENHATA, CBIVIACHO M3HCKBAHHMATA Ha
BB3JI0KHUTETIS.

B nauk Ne 1 “JlokymenTH 3a moabop” 3a oGocoGenn mosuuuu Ne 38, 39 u 40, BbB Bpb3Ka C
npeiacTaBeHOTO Komue Ha Jlexnmapauus 3a CBOTBETCTBHE C JlupextuBa 93/42/EEC wu
KIacH(pHKAIMATA HAa U3AENMATA N0 MMO3ULUH No 38, Noe 39 u Ne 40 xaTO MENULIHHCKH H3IENHS,
JIMTICBAT CAEAHNTE JOKYMEHTH: JeKIapalus, ¢ IPUIIOKEHO H3BjedeHHe 0T CIHChKa 11O Wil 1, T.
1, 6yksa ,,6° or Hapenbara 3a ycnosusTa U peia 3a CbCTaBAHE HA CIHCBK Ha MEIMIMHCKUTE



uzgenus no wi. 30a or 3MU u 3a onpenensHe Ha CTOMHOCTTa, A0 KOATO Te Ce 3arualiat
/Hapenbata/, oT KoeTo M3BJEUYEHHE Jla € BUIHA MPOJAXHATa lleHa 110 CMUChIa Ha § 1, T. 29a ot
3MMU, BBB Bpb3ka ¢ § 1, T. 4 or lomenHuTeTHUTE paznopendu Ha Hapenbara, 3a Bcsika no3uius,
332 KOATO Y4YacTHUKBT KaHAMJATCTBA; KONHE Ha oOQHUUMaIeH [JOKYMEHT, H3IaJeH OT
M3nbnnuTenHata ATeHIHMs IO JieKapcTBaTa OT KOMTO fJa € BMJAHO, Y€ 3a CBHOTBETHOTO
MEJMLHHCKO u3Jenue HsiMa peructpupaHd paHHd B MAJl w/unu EUDAMED 3a
WHIMIEHTH/IOTEHIIMATHH HHIMACHTH Npe3 NOCeAHUTe 1B€ TOAUHH, KAKTO U 3a OIIOKUPaHU HIH
M3TErJIEeHH NapTHAX OT CBIIOTO MEAMIIMHCKO M3Ae/He Mpe3 MOCIeAHUTE J[BE T'OIHHH;
JieKIapanus OT y4aCTHHKA, B KOATO Ce€ MOCOYBa MEIHIMHCKOTO H3JE/IHE 32 KOETO CE y4acTBa H
KOHKPETHHUST 00111ecTBEH (POHA MO KOKTO ce 3amJailla, Ha CbOTBETHATa AbpXasa. -

Y4acTHHKBT CleABa Ja MpeacTaBd AokymeHTuTe ro toukw 2.3.1., 2.3.3. u 2.3.4. or
JOKYMEHTAIIUATA, CBBP3aHH C H3UCKBAaHUATA 32 MEULIMHCKU H3JeJIUsl, @8 UMEHHO:

- JeKnapaids, ¢ NpuioxeHo u3BiaeueHue oT Cmucepka mo wi. 1, T. 1, Oyksa ,.6% ot
Hapen6ara 3a yCIOBHSITA U Pelia 32 ChCTaBSHE Ha CIUCHK HA METHUMHCKUTE U3aenus no uwi. 30a
ot 3MHU u 3a ompezesnsHe Ha CTOMHOCTTA, KO KOsTO Te ce 3amiamar /Hapenbara/, or xoeto
M3BJICUEHHME J1a € BU/IHA NIPOJAXKHATA [IeHa 0 CMHCHIa Ha § 1, T. 29a ot 3MU, BB BpB3Ka ¢ § 1,
T. 4 ot JlonsnuuTenHuTe pasnopendu na Hapenbata, 3a Beska oT nozunuu NeNe 38, 39 u 40, 3a
KOUTO YYaCTHHUKBT KaHAMIaTCTBa;

- KOmMHe Ha opulHalieH JOKYMEHT, U3[aieH oT M3nbiHuTenHaTa AreHIus o Jiekapcrpara
OT KOWTO Ja € BMJHO, Y€ 3a MEOULMHCKUTE u3jaenud mno nosumud NeNe 38, 39 u 40 nHama
peructpupanu nanHu B UAJ wunu EUDAMED 3a HHLMAEHTH/NOTEHUMAIHN HHIIMACHTH Tpe3
II0CJIEJHUTE [BE TOJMHH, KAKTO M 3a OJIOKMpaHH HIIM . M3TEIJIEHH MapTHAd OT CBIIOTO
MEIMIIMHCKO H3/eIHe Mpe3 NOCIeAHUTE ABE TOAHHH;

- JleKjiapanis OT y4YaCcTHHKa, B KOSATO CE€ [10COYBAa MEAMLMHCKOTO H3JEHe MO MO3HIMH

NeNe 38, 39 u 40 3a KOHMTO Ce yyacTBa H KOHKPETHHUST obiiecTBeH GOHM MO KOMTO Ce 3aruiamiar,
Ha CbOTBETHATA JbpPKaBa; ' ,
B numk Ne 1 “JloxymenTu 3a noabop™ 3a o6ocobenn mo3uttdd NeNe 41 u 42, nnpeacTaBeHOTO OT
yuactauka ISO 9001:2008 u3znanen Ha uMeto Ha npousBonuTens Shanghai Cosafety Technology
Co., Ltd He e ¢ 06XBaT ,,IPOM3BOACTBO™ HA OepHpaHHTE U3/ 10 000COOEHH MO3ULIUH NoNe
41 u 42.

- V4acTHHKBT CNe[Ba Ja NPEACTABU 3aBEPEHO Komue Ha BamuaeH cepruduxar BJIC EN
ISO 13485:2003/1SO 9001:2008 unu eKBUBAIEHTEH CEPTHPHKAT KAKTO M JAPYrd JI0Ka3aTencTsa
33 eKBMBAJICHTHH MEPKH 3a OCHMIYpsBaHE Ha KauyecTBOTO, C ,,MPOM3BOACTBO® CBIIACHO
npeaMeTa Ha o6lIeCTBEHATA NOPHUKA, H3NALEH HA MMETO Ha IPOM3BOMTENS, ChINACHO T.2.2.3.
OT ,, MHHUMAJHH M3HUCKBAHHS 3a TEXHHYECKH BH3MOXXHOCTH H KBanM(HKaLHUs Ha YYaCTHHLHUTE®,
yacT 0T ,,O0LuH ¥ crieliupHYHE H3UCKBAHUS KbM YUACTHHLHUTE™ MIOCOYEHH B IOKYMEHTALHATA 33
y4yacTtue;

B ik Ne 1 “JloxymenTH 3a toa6op” 3a o6ocobenn nosunuu NeNe 41 u 42, He ca npeaCTaBeHH
OpoIIypH, KaTano3u W/uik GoTorpadcku CHHMKH Ha CTOKHTE, OT KOMTO SCHO Ja C€ BHXNA
KaTaJIO)XHHS HOMEp Ha H3IeNUsATa, KOUTO ce 0eprpaT U KOUTO e CE TOCTABAT.

- YYaCTHUKBT clIeABa Ja MPeACTaBH OpOLIYpH, KaTano3u u/uid GoTorpadckn CHUMKH Ha
CTOKHTE, OT KOHTO ACHO J1a C€ BHKIa KAaTAIOKHUS HOMEp Ha H3JENUATa 10 060COO0eHH MO3UIUH
NeNe 41 u 42, xouTo ce oepupaT ¥ KOUTO LIE CE€ JOCTABAT, YUATO ABTCHTHUYHOCT BB3JIOKHUTEIAT
CH 3ala3Ba NnpaBOTO Jia POBEPSIBA.

B odepraTa nonanena ot ydactauka “AHAME” OO/ o no3uuuy ¢ NeNe 38, 39, 40, 41, 42,
43,44, 45, 46, 47, 48, 49, 50 u 51 vMa oceM TUTHKA C HAAMHC “JIOKYMEHTH 3a nogbop”, eauH 3a
o6ocobery mosuimu NeNe 45, 46, 47, 48, 49, 50 u 51 (npeaBua 0OCTOSTENCTBOTO, 4e €€
odepupaT KOMILIEKCHO) H IO €IHH 32 060COOCHH MO3ULIHH NoNo 38, 39, 40, 41, 42,43 u 44. 3a
060co6enn mosunuu NeNe 38, 39, 40, 41 u 42 ca npeacTaBeHH MOCTPH Ha U3JIETHATA, CHhITIaCHO
U3MCKBAHUATA Ha BB3JIOKUTEIs. [IpeicTaBeHUTE IOKYMEHTH 3a IIOA60p Mo 060Co0eHH MO3HLUH
NeNe 38, 39, 40, 41, 42, 43 1 44 oTroBapsT Ha M3UCKBAHHUSTA HAa BB3JIOKHUTEIL H 30I1.



B mmk Ne 1 “JlokymenTu 3a noabop” 3a o6ocobenu nosunuu NoNe 45, 46, 47, 48, 49, 50 u 51 3a
KOMTO MMa YCJIOBHE Aa Obaar odepHpaHH KOMILIEKCHO ca NpEACTABEHH BCHYKH H3HCKYEMH
NOKyMeHTH. B npenctaBenus odHlHaleH AOKYMEHT, U3aAeH OT M3ImbiHuTeNHATa areHus 1o
NéKapcTBaTa 3a peructpupanu gandu B UAJL w/unmn EUDAMED 3a MHUMACHTH/TOTEHIHANHH
MHIMIEHTH npe3 nocneasuTe aBe roaunu (per. Ne IAL 29946/16.07.2015 r.) e Bnucaso, 4e 3a
w3nenuero BD, BD BBL™ MGIT™ Mycobacteria Growth Indicator Tubes, ¢ xatanoxen Ne
245122 u npomssoauten Becton Dickinson and Company, BD, USA B EUDAMED uma
PErMCTPUpPAH MHIWACHT/MOTEHIHANEH WHIHMAeHT npe3 HoemBpu 2013 r. Hsnenusra e
obepupano 3a 06ocobena nozuums Ne 45.

- IlpemBua TrOpHOTO, YYaCTHHKBT He oTrosaps Ha T.2.3.3. or ,M3ucksanus KbM
MEAULMHCKUTE U3AeHs 1Mo mo3uiuu NoNo ... .. “ 4gacT oT ,,001H U cenuUIHH U3HCKBAHUS
KBM YYaCTHHIMTE" [TOCOYEHH B JOKYMEHTAlMATA 3a y4acTHe, &8 HMEHHO: [1a HIMa PEerMCTPHPaHH
nauad B MAJ] w/unn EUDAMED 3a MHUMACHTH/TIOTEHLIMATHHA MHIMICHTH TIpe3 MOC/IeIHHUTE
JIBE TOJMHH, KaKTO M 3a OJOKHPaHH WM H3TETJIEHH NAapTHAH OT ChOTBETHOTO MENHLHHCKO
M37IeIMe TIpe3 MOCHeIHUTe BE TOJIMHE ChIacHo nmpenocraseda oT MAJI undopmanns.

B odeprara noaanena ot yyactauka “COJIM/ CEA®TH” EOOJ no nosuium ¢ NeNe
41 u 42 uMa enuH KK ¢ Hagnuc “JloKyMeHTH 3a noadop” 3a 060cobeHH nosuuuu NeNe 41 u
42. 3a o6ocobenn mo3uipud NeNe 41 u 42 ca npeiacTaBeHH MOCTPH Ha M3JENHATA, ChriacHo
U3KMCKBAHHUATA HA BB3JIOKUTENS.
B nmk Ne 1 “JTokymenTH 3a non6op” 3a obocobena no3uuus NeNe 41 u 42 nuncsa nombJ/iHeHa
mexmapauust no w@wi. 47, an. 9 or 30I1, kacaema BcuukH 060COOEHH MO3HIMH 33 KOUTO C€
KaHJAHJIATCTBA.

- Y4acTHHKBT cile/iBa Ja NPEACTaBH MONMbJIHEeHa JeKIapauus no ‘i 47, an. 9 ot 3011,
CBIJIACHO M3HCKBAHMATA MOCOYeHH B T. 3.1.1.3. ,,Heo6x01MMH NOKYMEHTH™ OT JOKYMEHTALMATA
33 y4acTHe;

B niuk Ne 1 “JJokyMeHTH 3a oabop” 3a 060cobern nosunun NeNe 41 u 42 nurncea npeBoll Ha
OBIIrapCKH €3UK Ha MPEACTABEHUS KaTalor.

- YyaCTHHKBT cClefBa [a INpeICTaBH MNpEeBOA Ha OBJIrapCckd €3WK Ha MNpEACTaBEHUTE
KaTano3d 3a o6ocoOeHH mosummu NeNe 41 u 42, cbriacHO H3WCKBaHMATa Ha T. 3.1 OT
Heo6xoaumu foKyMeHTH: “JlokyMeHTHTe B IUIMK Ne 1 ce npeacTaBsAT B OpPUIHHAT WIIH 3aBEPEHO
OT yYacTHHKa KOMHE /OCBEH aKO M3PMYHO HE € yKa3aHO JApYro B HacTosllara JNOKYMEHTALHs/.
Bcuuky ZOKYMEHTH IPEJICTABEHHU Ha Ty)K/l €3UK, Ce TPEACTaBAT ¥ B TIPEBOA Ha OBJITapCKH €3HK.
BeuukH JeKIapaliy Ce PEACTaBAT B OPUIHHAN M Ce MOAIMCBAT 110 Pe/ia U OT JIMLATA, TIOCOUCHH
B HACTOSLIMTE yKa3aHUs."

B odeprara nonanesa ot ysactiuka “XEJIME[ BBJITAPUSA” EOOJ no o6ocobenu
no3umad ¢ NeNe 30, 38, 39 u 40 uma emu Tiuk ¢ Hagmuc “JIokyMeHTH 3a moabop™. 3a
060cobenu nosumuu NeNe 30, 38, 39 u 40 ca mpeacTaBeHd MOCTPH Ha M3AEIUATA, ChIIACHO
HW3MCKBAHHUATA HA BB3JIOKUTEIS. .

B ik Ne 1 “JlokymeHTH 3a mogbop” 3a 000c00eH# MO3ULIUH C NoNe 30, 38, 39 u 40 numncsa
nonbJHeHa Jexnapaius o wi. 47, ain. 9 ot 30IL

- YyacTHUKBT cjle[Ba Ja MpeAcTaBd MoNbJHEHA NCKIapanus Mo “i. 47, an. 9 ot 3011,
CBHITIACHO H3UCKBAHMSATA MOcodyeHH B T. 3.1.1.3. ,,HeoOX0aHMH JOKyMEHTH™ OT JOKYMEHTAUHUSTA
3a y4acTHe.
B rummk Ne 1 “JlokyMeHTH 3a Toa0op” 3a 060CO0EHH NO3KHLUHH NoNe 30, 38, 39 u 40, BbB Bpb3Ka
¢ mpeiacTaBeHOTO Komue Ha Jlekimapauus 3a CBOTBETCTBHE C JupexktuBa 93/42/EEC ot
[IPOM3BOMMTENS HA M3JACNIHETO MO mnosuums Ne 30 — Wuxi Medical Instrument Factory u
knacHUKAIUATA My KaTO MEIULHHCKO H3/IENHE, IMIICBAT CNEIHATE IOKYMEHTH: JCKIIapatii, ¢
npuiokeHo u3BiedeHne ot Crucpka mo wit. 1, T. 1, 6ykea ,,6° or Hapenbara 3a ycioBusTa H
pesia 3a ChCTaBsHE HA CIMCBK HA MEJULMHCKHTE W3JENHs [0 4l 30a ot 3MU u 3a onpenensHe
Ha CcTOMHOCTTa, M0 KoATo Te ce 3amnamar /Hapenbara/, oT KOeTO HM3BJCHEHHE Na € BHIHA
MpojaxHaTa LeHa Mo cMuchia Ha § 1, T. 29a oT 3MU, BbB BpB3ka ¢ § 1, T. 4 oOT



Honbnnutenuure pasnopendu Ha Hapenbara, 3a BCska MO3WLMS, 332 KOSTO Y4aCTHHKBT
KaHIMJIATCTBA, KOMHE Ha OdUHHATEH JNOKYMEHT, W3faaeH oT V3nbiHuTenHata AreHuus Mo
JeKkapcTBaTa OT KOHTO Ja € BHJAHO, Y€ 3a CBOTBETHOTO MEIUIMHCKO H3JENHE HAMaA
peructpupand ganud B UAJI u/unu EUDAMED 3a WHUKMACHTH/TOTEHIMATHY HHIUACHTH NIpe3
NOCJIEAHUTE JIB€ T[OJHWHH, KaKTO M 3a ONOKMpaHH MM M3TErJIEHH NapTHAHd OT CbIIOTO
MEJMLIMHCKO HM3JEJIHE Tpe3 MOCIEAHHTE BE TOJUHH; JeKapalus OT y4YacTHHKA, B KOSTO c€
I0COYBAa MEAMIMHCKOTO H3IC/IHE 3a KOETO Ce yyacTBa M KOHKDPETHHST oOliecTBeH (GOHI 110
KOHMTO ce 3araia, Ha CbOTBETHATA IbPrKaBa.

V4acTHHKBT CJle/[Ba a PEeACTaBH JOKYMEHTHTE 1o Touku 2.3.1.,2.3.2.,2.3.3.,2.3.4 u 2.3.5.
OT AOKYMEHTAI{UATa, CBbP3aHH C U3UCKBAHUATA 32 MEAULIMHCKY M3E/HS, 8 UMEHHO:

- JeKjapaius, ¢ OpHioxkeHo u3BieueHne ot Cmuchbka mo wi. 1, T. 1, Oykea ,,0 ot
Hapenbara 3a yciioBusiTa M pefia 3a ChCTaBAHE Ha CIMCHK HAa MEMIMHCKHTE U3AeIHs 10 wi. 30a
or 3MU u 3a onpejensHe Ha CTOHHOCTTA, A0 KosATO Te ce 3arutamar /Hapenbara/, ot xoeTo
M3BJIeYEHKE J1a € BHHA IPOJaXXHaTa LieHa 1o cMuchia Ha § 1, 1. 29a ot 3MU, BB BpB3Ka ¢ § 1,
T. 4 ot Jlonbauurennute pasnopendu Ha Hapenbara, 3a mozumms Ne 30, 3a KOATO y4aCTHHKBT
KaHIUJaTCTBa,

- JeKJapanHs 3a CbOTBETCTBHE HA MEIMLMHCKOTO m3jenue mo-no3uums Ne 30 cbe 3akoHa
3a MEUIIHHCKUTE H3JETUS OT IIPOM3BOANTEISE HIIH HETOBHSA YIIBJIHOMOILECH MPEACTABUTEN;

- JleKiapalHs OT y4acTHMKA, Y€ MPEANaraHoTo MEIHLUMHCKO M3JENHE MO TMO3ULHS Ne 30
nputexasat CE-mark;

- xomHe Ha oUIHaleH JOKYMEHT, H3naneH oT ManbinuTenHata AreHius o jgexapcrsara
OT KOHMTO Ja € BHUAHO, Y€ 3a MEAULMHCKUTE m3lenus mo nosuuus Ne 30 HAMa perucTpupaHu
nanid B UAJI w/umu EUDAMED 3a MHUWAEHTH/NOTEHUMANHH HHUUICHTH Mpe3 MOCHEJHHTE
JIBE€ TOAMHH, KaKTO M 3a OJIOKHpaHH HJIM M3TETrJIeHH MapTHAH OT CHUIOTO MEIHIIMHCKO M3AEIHE
npe3 MOCAeAHUTE ABE MOAHHM; _

- JeKiapalys OT yYacTHHKa, B KOSTO C€ MOCOYBA MEAMLIMHCKOTO M3JENHUE MO no3uumn Ne
30 3a KOETO cE ydacTBa M KOHKPETHHAT oOuwectBeH (OHA IO KOHTO ce 3amjamar, Ha
ChOTBETHATA AbpXKaBa. :

B nmuk Ne 1?“I[0KyMeHTI/I 3a moabop”, 3a 06ocobenu nosuuuu ¢ NeNe 38, 39 u 40 nmncsa
m3Bneyenne or Comcbka mo wi. 1, 1. 1, 6yksa ,,6% or Hapenbara 3a ycnoBuATa W peja 3a
ChCTaBAHE HA CHUCHK HAa MeJHLMHCKUTe u3genus mo wi. 30a or 3MU u 3a onpenensHe Ha
cTOMHOCTTa, A0 KosATo Te ce 3amnamar /Hapenbara/, oT KOWTO H3BICYEHHs €a BHIHM
npojakuuTe HeHH To cmuchbia Ha § 1, 1. 29a ot 3MMU, BBB BpB3KA € § I, T. 4 ot
JOMBIHUTENHUTE pasnopenou Ha Hapenbarta, cbrmaco T. 2.3.1. or ,,M3HCKBaHHA KBbM
METHIIMHCKUTE W3eIuA Mo mo3uiuu NeNo.......... “ yacT oT ,,O01H ¥ crieUPUIHHE U3HCKBAHUS
KBM YYaCTHHIMTE" TOCOYEHH B IOKYMEHTALIMATA 33 YUACTHE;

- VyYaCTHHKBT C/E/Ba JIa MPEACTaBH u3BneyeHHe oT CrnuckbKa no wi. 1, T. 1, 6yksa ,.6% oT
HapenGarta 3a ycioBUsTa U pefia 32 ChCTaBsAHE HA CIMCHK HA MEJMIMHCKHUTE U3/CINS 110 L. 30a
oT 3MU wu 3a onpenensiHe Ha CTOMHOCTTA, 10 KOSTO Te CC 3aljaiuar /Hapenbara/, OT KOUTO
M3BJICUEHHs ca BUAHH NPOJAXKHHTE LeHH 10 cMuchia Ha § 1, T. 29a or 3MU, BBB Bpb3Ka € § 1.
T. 4 OT JombIHUTENHUTE pasnopenbu na Hapendara, cernacHo T. 2.3.1. ot ,,FI3UcKBaHHS KbM
MEIHIIMHCKUATE U3Aeus o mo3umuu NeNe.......... “ yacT oT ,,O01IHd 1 crieliMPUIHN U3HCKBAHHS
KbM YYaCTHHULMTE" TOCOYEHH B JOKYMEHTALUATA 33 Y4aCTHE,; :

B mmk Ne 1 “IlokyMeHTH 3a moadop” 3a 060c0OCHH NO3UILHAH C NeNe 30, 38, 39 u 40 ne ca
[IOCOYEHH KaTal0)XHHTE HOMEpa Ha MEIHULHUHCKHUTE H3ICTHA, 33 KOMTO € NoJajcHa odepra 3a
yyacTtHe B 00IIeCTBEHATa MOPbYKa.

- VyacTHHKBT cjiejiBa Jla passiCHU TI0J KaKbB KarajlOXeH HOMEp € BCsKa obocobeHa
MIO3ULIMS 33 KOSTO yJacTBa B OOLIECTBEHATA MOPBUKa.

B nuk Ne 1 “JlokyMeHTH 3a nonbop” 3a obocobenn nozuuuy ¢ NeNe 30, 38, 39 u 40 nuncea
TIpeBO/ Ha OBJIrapcKH €3UK Ha NPeJCTaBeHHTE KaTajlo3H.

- YYacTHHKBT ClefiBa [a TpEACTaBH NpeBOJ Ha OBIrapcKd €3MK Ha TMPEACTABEHUTE
KaTamo3u 3a obocobenn nosuuuu ¢ NeNe 30, 38, 39 u 40, cbriacHO U3HCKBaHUATA Ha T. 3.1 o1
Heo6x01uM# ZOKYMeHTH: “J[OKyMeHTHTe B IIMK Ne 1 ce MPEeACTaBAT B OPUIHHAN UM 3aBEPEHO



OT y4YacTHHKa KOIMHE /OCBEH aKO M3PHYHO HE € YKa3aHO APYro B HACTOSIIATa JAOKyMEHTaIHs/.
BcHuKH TOKYMEHTH NPEICTABEHH Ha YYXJI €3HK, C€ TPEACTaBAT U B IIPEBOJ Ha OBJTapCKU €3HK.
CornacHo un. 57, an. 3, usp. sropo oT 30I1 H nokymeHTaLusTa Ha 0OINecTBEHATa [IOPBYKa,
KOTaTO JOKYMEHTH W WH(pOpMailKs, ChAbpXKAIIH ce B IIMK Ne 1, ca elHAKBH 3a J[BE HJIM [1OBeYe
060co6eHH MO3MIKH, [0 KOMTO YYaCTHHKBT y4acTBa, CBIIMTE CE€ MOCTABAT CaMoO B IIMKA [0
JIO3HIHATA C Hal-MaJIBK NMOPEACH HOMEP, KaTo TOBa OOCTOSATENCTBO c€ OTOENsA3Ba B CIIUCHKA HA
JOKYMEHTHTE, ChIbPKALI C€ B IUNIMKOBETE Ha OCTaHAIUTE MO3MIKH. [IpelBUA rOPHOTO, KAaKTO U
yxasaHmTa Ha BB3JIOXKHMTENS], YYaCTHHKBT Cne/ABa JAa NpeACTaBH OTAENHM miauka Ne 1
“JIOKYMEHTH 3a no;l60p Covabpxaliure ce B TAX noxymeﬂm clenBa Ja ca ChoOpazHo
JaeHUTE MO-TOPE B HACTOSALIMS ab3al] yKa3zaHHUS.

B odeprara nogagena ot yuactHuka “PUJAKOM” EOO/I no nosunuu ¢ NelNe 1, 6, 10 u 37
UMa eJIMH UMK ¢ Haamuc “JloxymeHTH 32 noabop” 3a 060co0eH! MO3ULHH NeNe 1, 6,10 u 37. 3a
obocobenn mo3unmu NelNe 6 w 37 ca mNpeACTaBEeHH MOCTPH - Ha HU3JAENMSATA, CBIJIACHO
U3HMCKBAHHUATA Ha BB3JIOXKHTENA. 32 06ocobeHa mo3uuus Ne 1 nmurncsa MOCTpa Ha U3ETHETO.

- Y4acTHHMKBT CjI€/IBa Ja IPEACTaBH MOCTpa Ha u3zenuero no obocodena nosuuus Ne 1,
CBITIACHO M3HUCKBaHHATA Ha T. 2.4.2. oT “M3HCKBAHUS KBM H3AEIUATA IO MO3KIMH NeNe:.....”,
yacT ot ,,O01H H crienu@UYHE U3HCKBAHUS KbM YYaCTHHLHTE® IIOCOYEHH B JOKYMEHTALMATa 32
y4YacTHE.

B ik Ne 1 “JloxymenTy 3a noabop” 3a obocobena mosunws Ne 1 He ca npeacTaBenu Opouypu,
KaTano3u u/uim Gororpadcki CHUMKHM Ha CTOKHTE, OT KOMTO SICHO Ja C€ BHXKJIA KaTajlOXHHUS
HOMep Ha U3JENHATA, KOUTO ce 0hEepHpAT U KOMTO I1iE CE IOCTABAT.

- Y4acTHHKBT Clie[IBa [a NpeACTaBu OpOIIypH, KaTalo3H WMWiK GoTorpadcKu CHUMKH Ha
CTOKHTE, OT KOHTO SICHO A C€ BHXKJA KATAJOKHHMS HOMep Ha H3/eaHeTo 1o obdocobeHa
nozunus Ne 1, KosaTo ce odeprpa H KOATO 1€ C€ AOCTABS, YUATO aBTEHTHUYHOCT BB3NOKUTEIAT
CH 3ama3pa paBoTo [1a IPOBEPsBa. '
B nnux Ne 1 “JlokyMeHTH 3a moabop” 3a obocobexa nosuuus Ne 37 JMICBAT ClENHUTE
JOKYMEHTH: JIeKapaius, ¢ NPHJI0KEHO u3BieyeHue oT CrucbKa mo i 1, 1. 1, Oykga ,,0° oT
Hapen6ata 3a ycjloBHATa M pela 3a ChCTaBsiHE Ha CIIHCHK Ha MEJHLMHCKUTE H3emus 1o wi. 30a
or 3MHU u 3a ornpejensHe Ha CTOMHOCTTa, 0 KOATO Te ce 3amnamar /Hapenbara/, oT xoeto
M3BJICYCHHE [a € BHIHA NPOJAXKHATA LieHa 1o cmuchbia Ha § 1, T. 29a o1 3MU, BBB Bpb3Ka ¢ § 1,
T. 4 oT JlonbaHHTENHUTE pasnopendu Ha Hapenbara, 3a Bcaka NO3MIHUSA, 32 KOATO YIaCTHUKBT
KaHIMAATCTBa; JEKjapauys 3a CBOTBETCTBHE ChbC 3akoHa 3a MEIOUIIMHCKUTE H3JIEIHA OT
TIPOM3BOMTENS MM HETOBHS YITHITHOMOLIEH NMPEJACTABUTEN; KOMHE Ha O(yLHAJICH JOKYMEHT,
M3nazen oT MambiHuTenHaTa AreHIs o IeKapeTBaTa OT KOUTO /1a € BUIHO, Ye 33 CbOTBETHOTO
MEIMIMHCKO W3IenHe HsiMa permctpupann nawnn B WAJI w/mma EUDAMED 3a
MHLIHIEHTH/TIOTEHIIHATHY HHIIMACHTH 11pe3 MOCIeIHUTE IBE TOJHHH; KaKTO U 3a OJIOKHpaHH HIH
M3TErJIEHH MapTHIU OT CHIIOTO MEAULIMHCKO U3JENHE MPe3 MOCTIEeHUTE ABE MOAMHH.

- V4YacTHUKBT CjIelBa Ja MpeACTaBH AOKyMeHTHTe Mo Touku 2.3.1., 2.3.2. u 2.3.3. or
JIOKYMEHTAIMATA, CBbP3aHH C H3MCKBAHHATA 3a MEAULIUHCKU H3JIEITHS, @8 HMCHHO:

- Jexiapaums, ¢ NpuioxkeHo u3pnedeHuwe or Cmuceka mo un. 1, T. 1, Gyksa 6% OT
Hapenfara 3a ycioBHsTa U peia 3a ChbCTABAHE Ha CMUCHK Ha MEAHLMHCKHTE M3ACIHS 1O 1L, 30a
or 3MMU u 3a ompenensHe Ha CTOMHOCTTA, 0 KOSATO T€ CE€ 3amiamar /Hapenbarta/, oT KOeTO
U3BIeUeHH e J1a € BHIHA ITpoiaXkHaTa leHa 1o cmuchia Ha § 1, 1. 29a ot 3MU, BB Bpb3Ka C §1,
1. 4 or JlonbnHUTENHUTe pasnopeabu Ha Hapen6ata, 3a nosuumst Ne 37, 3a KOATO YHACTHHKBT
KaH/U1aTCTBa,;

- JleKnapauus 3a ChOTBETCTBHE ChC 3akoHa 3a MEIMIHHCKATE HM3IE/IHUA H3/1afneHa OT
TIPOU3BOAUTENS HIIH HETOBHS YIIBIHOMOILICH NIPEACTABUTE; .

- Komwue Ha oHIHAIEH JOKYMEHT, H3laJeH oT ManmbaHuTenHaTa AreHuus 1o jiekapcTBara
OT KOMTO JIa € BHAHO, Y€ 33 MEIHIIMHCKUTE W3lenus 1o ro3uuus Ne 37 HsMa pErMcTpUpaHu
nanau B UAJ] w/umu EUDAMED 3a HHIMAEHTH/NOTCHUHATHH HHIHICHTH MpPe3 MOCIICIAHATE
7IB€ TOAMHH, KaKTO ¥ 3a OJIOKApaHH MM U3TETNIEHH MapTHAU OT CHIIOTO MEAHULIMHCKO H3NACINE
npe3 MOCNEAHNUTE ABE MOOUHH.



B mnuk Ne 1 “JlokymenTH 3a nonbop” 3a o6ocobena no3uwus Ne 1 jumncBa 3aBepeHO KoIue Ha
ceprupukar BJIC EN ISO 13485:2003/ISO 9001:2008 unu ekBUBaIEHTEH CEPTUDHKAT KAaKTO U
IpYyTd [OKa3aTejICTBA 3a E€KBHBAICHTHH MEPKH 3a OCUTYpsSBAHE HAa KayecTBOTO, ¢ 0OXBar
CBIIIACHO MpeMETa Ha OOLIECTBEHATA TOPBYKa, H3/1a/ieH Ha UMETO HA NPOU3BOAUTES.

- YyacTHHKBT cjle/lBa Ja IpeICTaBH 3aBepeHo Konue Ha BanuieH ceptuduxar bJIC EN ISO
13485:2003/ISO 9001:2008 unu exBHBaneHTeH cepTM(MKAT KAaKTO M APYrH NOKA3aTeNICTBa 34
EKBHBAJICHTHH MEPKH 3a OCUTYpSBaHE Ha KadeCTBOTO, CHITIACHO MpeaMeTa Ha OOliecTBeHaTa
NOpbUKa, MU3A3J€H Ha UMETO Ha IPOM3BOAUTENA Ha U3JAENHETO Mo 0bocobeHa nosuums Ne 1,

“cpriacHo 1.2.2.3. oT ,, MMHMMAJIHH M3HUCKBAHMS 38 TEXHHYECKH BB3MOXHOCTH H KBaTH(HKAIMS

Ha ydacTHHIMTE™, 4acT oT ,,O0mu u creuuPuUHE HU3UCKBAHHSA KbM YYaCTHHLIMTE® IIOCOYEHHU B
JIOKYMEHTALUsITA 32 ydacTHe.

CowraacHo 4ui. 57, an. 3, uzp. Bropo ot 30II 1 nokyMeHTauusiTa Ha oOlIeCTBEHATa NOPHYKA,
KOTaTo JOKYMEHTH H HHopMalus, ChIbpKaiiu ce B ridk Ne 1, ca eTHaKBH 3a ABE WIIH M10BeYe
000cO0EHH MO3MIMH, N0 KOMUTO YYACTHUKBT y4acTBa, CHUIHTE CE€ MOCTABAT CaMoO B IUIMKA IO
MO3ULIMATA ¢ HAK-MaATbK MOPEJIEH HOMEP, KaTo TOBa 0OCTOSTENCTBO Ce OTOENA3Ba B CIIMCHKA Ha
JOKYMEHTHTE, ChIBbPXKAaLl Ce B IUIMKOBETE HA OCTAHAIUTE MO3MLMUH. IIpeBUA ropHOTO, KaKTO U
YKa3aHMATA Ha BB3JIOKHUTENA, YYaCTHHKBT CleBa [a TpPEACTaBH OTACAHH IuHka Ne |
“JloxymenTH 3a mnoabop”. ChIbpialmuTe ce B TAX IOKYMEHTH' clielBa Ja ca ChoOpasHoO
JaJeHUTe N0-Tope B HACTOSILIMS ab3all yKa3aHHs.

:
B o¢eprara nomanena ot yyactHuka “APKO KOMIIAHU” EOO/ no nosuuuu ¢ NeNe 11, 12
u 13 uMa equH mmHK ¢ Haanuce “JlokyMeHTH 3a nonbop” 3a obocobenu mozuunu NeNe 11, 12 u
13. 3a 06ocobenn no3uruu NeNe 11, 12 u 13 ca npeacTaBeHH MOCTPH Ha H3IENHUATA, CHIIIACHO
U3HCKBAHHUATA HA BB3JIOKUTENS.

B mnux Ne 1 “JlokymenTu 3a moabop” 3a obocobenu nosuumu ¢ NeNe 11, 12 1 13 nuncsa
nombJaHeHa Aexliapanys 1o wi. 47, ain. 9 ot 301

- V4acTHHKBT cie[Ba Jia NPEACTaBH MOMbJAHeHa Aeknapauus no wi. 47, an. 9 ot 3011,

CBIIIACHO M3UCKBAHUATA MOCOYeHH B T. 3.1.1.3. ,,HeoOXx0oauMHu TOKYMEHTH® OT JOKYMEHTaLHUATa
3a yyacTue. ;
B nnuk Ne 1 “JlokymenT 3a noabop” 3a obocobena mosuius NeNe 11, 12 u 13, BbB BpB3Ka C
fIpefCcTaBeHOTO Konue Ha Jleknapauus 3a choTBercTBUE ¢ Jupektnsa 93/42/EVO n Jlupextupa
98/79/EEC oT npou3BomuTens Ha u3jaenusra — Accumax Lab. Technology u knacu¢ukanusra
MM KaTO MEIMIIMHCKH M3/ENHUs, JINIICBA JCKIapanus, ¢ IPHIOKEHO u3BleyeHne oT CIHChKA M0
yn. 1, T. 1, 6yksa ,,6° or Hapenbara 3a ycioBHaTa M pella 3a CbCTaBsSHE Ha CIMCBK Ha
MeMIIMHCKUTE M3enus no wi. 30a or 3MMU u 3a onpenensiHe Ha CTOMHOCTTA, O KOSTO TE CE
saruainat /HapenGata/, oT KoeTo u3BledeHHe a € BUIHA IPOJAXKHATA IIEHa 110 CMHUCHia Ha § 1,
1. 29a oT 3MH, BBB Bpb3ka ¢ § 1, T. 4 or onbnaurenaure pasnopenbu na Hapenbara, 3a Bcska
TO3UIMSA, 33 KOATO YYAaCTHUKBT KaHIMIATCTBA. B chllaTa Bph3Ka JIMIICBA U 3aBEPEHO KOMHE Ha
paspeleHHe 3a THPrOBHS Ha'ep0O ¢ MEIMIHMHCKH H3AeNHus, ChraacHo 3MU uiH Apyr IOKYMEHT,
YIOCTOBEPSABAILl [IPABOTO MM Jia ThPryBaT ¢ MEIMLMHCKH HM3JCIHS, H3IaAEH OT KOMIICTEHTCH
opraH Ha [Opyra Abp)KaBa 4€HKa WM Ha Jpyra nabpxasa — crpaHa no CropasyMeHHETO 3a
EBpomneiickoTo HKOHOMHYECKO MPOCTpaHCTBO, ik Ha Kondenepauys Hipeinapus.

- YyacTHHKBT clle[iBa 1a TPeACTaBH AeKIapallis, ¢ IPUIoKeHo H3BieyeHre 0T CruchbKa no
yr. 1, 1. 1, 6yksa ,,6“ or Hapenbara 3a ycioBusita M pefa 3a ChCTaBsgHC Ha CIHCBK Ha
MeIUIMHCKUTE n3fenus mo 4. 30a ot 3MU odepupanu 3a mozuie NeNe 11, 12 u 13 u 3a
ompeelsHe Ha CTORHOCTTA, JI0 KOSTO Te ce 3aniamart /HapenGara/, 0T K0eTo H3B/eYCHHE Ja ¢
BH/IHA NpOJ@XHATa LeHa 1Mo cMuchia Ha § 1, T. 29a or 3MU, BB Bpb3ka ¢ § 1, T. 4 OT
JlonenauTenHuTe pasnopendu Ha Hapenbara.

- YYacTHHKBT CJIEJ(Ba [a NPEACTABH 3aBEPEHO KOIME Ha pa3pellIcHHE 3a ThProBust Ha €po € .
MEIMLMHCKA u3aenus, cbriacio 3MU winu Apyr JOKYMEHT, YHOCTOBEpABAL MPABOTO MM A
TBHPryBaT C MEIMUMHCKH H3ENHs, U3NaeH OT KOMIIETEHTEH OpraH Ha Apyra Ibpxasa HicHKa
unM Ha Ipyra Obpxkasa —: crpaHa 1o CropasyMeHneto 3a EBpOTEHCKOTO HKOHOMHYECKO
npocTpaHcTBo, Wik Ha Kondenepanus llseinapus.



IpeaBua ropHATE KOHCTATALMK M Ha ocHOBaHHe Wi.68, an.8 u an.9 ot 3011, cnexsa B cpok oOT
5 pabOTHM JTHH OT MOJIyYaBaHE HA HACTOSLIMS NPOTOKOJ [@ OTCTPaHH yCTAHOBEHHTE OT KOMHCHATA
HECHOTBETCTBHS, KATO NIPEACTABH [OCOUEHHTE MO-TOPE JOKYMEHTH.

YyacTHUIIMTE clefBa Na IPEACTABAT U3MCKAHMTE OT KOMHCHATA JOKYMEHTH B CPOK OT 5
paboTHH JHH, Bceku paboTeH AeH oT 17:30 4. Ha MocoYeHHUs B IOKyMEHTALMATA 32 yJacTHE alpec, B
3ameyarad, HENpo3payeH UMK C HAAMUC: ,,JIOMBIHMTENHM JOKYMEHTH 3a OTKpHTa Ipoueaypa 3a
Bb3/araHe Ha OOIIECTBEHA MOPBYKA C NPEAMET: ,/Jocmaska Ha MEOUUUHCKU U30eNUA, MUYHU
npeonaznu cpedcmea u KoHcymamugu 3a Hyxcoume Hna IIpozpama ,YKkpensane Ha
HauuoHnanHama npozpama hno mybepkynosa“ exuoueama 56 o00ocobenu nozuyuu om
PUACHHUK: «vveverenseensrnsennsensensesnerensseens (UWNUCEA CE HAUMEHOBAHUEMO HA YHACMHUKA).

Ilpencenare:
1. n-p Enmuzabera bauwmiicka ..............

YjieHose: )
2. na-p Mapus TrodexuneBa ... .~ o Ao fonennen. ;
3. Illenaii EmMusoBa ......... Vo 41 "’ g /... ... ;
4. WpoSlHueB ............... RS e SO ;
S. Bansg MurtkoBa N1/ STST N ;



