MNPOTOKOJI

no 41.97, an.4 ot IN30II

3a pajrjaexIaHe M OLEHKA Ha odepTHTE M KIACHDPAaHE HA YIACTHHIHTE

OT IEeHHOCTA AA KOMUCHA Ha3HaveHa cre 3amosen Ne 0640 / 27.10.2017r. Ha M30BAHMTENHIS JHPEKTOD Ha

,MBAJI-Xackoso” A]l, BBB Bpb3Ka ¢ O0sBa 3a obIIecTBeHa HOPBUKA Ha CTOHHOCT TI0 yn1.20, an.3 or
3011 Ne 0604 / 13.10.2017r. ¢ mpeaMerT:

,JJocmagka na de3undhekmanmu 3a Hy3coume Ha »wMBAT - Xackoeo” AHd”

Ha 27.10.2017 r. B 10:00 uwaca, B rp.XackoBo B agMHHHCTpaTHBHaTa Crpala Ha ~MBAJI- Xackoso” All ,
Haxozama ce Ha 6y1.”Crequnenue “"Ned9 ce cpOpa KOMHCHA B CBCTAB:

IIpeocedamen:
Cnagest ['eopruena CnasoBa — [ TaBHa MSJAMIIMHCKA CECTpa B . MBAJI-Xackoso” AJ]
Unenoge:
1. Kpacumupa Pymenosa Hukonosa — FKOHOMHCT ., O6ImecTBeHH NOPBYKH ™~ B ,MBAJI-Xackoro™” All;
2.Bronera bopuciasosa Hopnanora — ropuckorcynt & ,MBAJI-XackoBo” AL

[IpencenarenaT Ha KOMHCHATA MOJIYYH MOCTHOHIATA B CPOK 1 (enua) odepra ¢ IIpoTokon no y1.48, an.6 or
MMI30IL

KoMucHSTa YCTaHOBH, Y€ € TOCTHIHIA efHa odepra OT yJacTHHK: , XUrHeHAO — MEHMIMHCKA HHIYCTPHS
EOOJ{ — Bx.Ne 144 / 23.10.2017r. - 09:45 waca, ciel KOeTO B HM3NbIHEHHE Ha yn.51, an.8 ot INN30II,
IIpeceaTeNaT H WIEHOBETE Ha KOMUCHATA ITOMB/IHMXA M NO/IIHCaXa IEKIapatiii no wi.103, an.2 ot 30IL

KOMUCHATA NPHCTBIIE K6M OTBapSHE Ha NOIyueHaTa odepra i 00ABH IEHOBOTO MPETOKEHHE KAKTO clesBa;

» XHCHEHHO — MEAWIHHCKA uuaycrpus” EQOJI - sx.Ne 144 / 23.10.2017r. - 09:45 waca. Y4aCTHHKBT ¢
mpeACTABHI oepraTa CH B 3alledaTaHa HeMpo3pauHa ONaKkoBKa, C [IOCO4EHH BBPXY Hes JAHHM B CHOTBETCBHE (
M3UCKBAHUATA Ha BH3TICKUTENA.

Ilenoso npedroxcerue:

[IeHOBOTO NpEJIOKEHHE Ha YYaCTHHKA € : 57,9818 (mermeceT H CeleM JIEBa H JEBETACCET M OCEM
cToTHHKR), 6e3 JJIC 3a uThp paboTeH pasTBOP, KATO y4aCTHHKA € oepHpa BCHIKH HOMEHKIATYPHH €JINHHIH

BcHuky uneHOBE HA KOMHCHATA IIOAIIHCAXA ueHOBOTO TIpeaI0XKEHNE Ha y4acTHHEKA.



wXHTHEHHO — MEJTHIHHCKA HHAYCTPHA” EQOX - cvc cepanuie y ampec Ha yIpaBlieHHE:
rp.Bemmko Twproso 5000, ya. ,,Hukona Tabposcku™ Ne 81 A, EUK 814181757, npencrasnasado ot Esrenn

Kocramuuos Kocraguuos - Yipasures.

YyacTHHKA € NpCACTABMIL CICAHHUTE OOKYMECHTH IIOANHCAHH H NMOANEYaTaHH, ChIVIacHO M3HCKBauugaTa Ha 3011 »
BBE3JIOXHUTEA:
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-

HaumeHoBaHWE HAa yYaCTHHKA: »XAT'MEHHO - MEJTUITUHCKA UHOYCTPUST EOOJ
_ Cenanuie v anpec Ha ynpaenense no rp. Bennko TopHoeo, yn. Hukona I'abposckn Ne 81A
_perucTpaums:
EHUK: 814181757
B ToueH apec 3a KOpeCoHAEHUMHS: rp. Beanko Twpuoro, yn. Hukona FaBposcku Ne §1A
: TenedoHen Homep: 062 62 24 29
; Dakc HoMep: 062 62 24 29
JIHie 3a KOHTAKTH: [lers Munkoa
P e- mail: head offfice@hmi-company.com
- Baukoga cMeTka: JCK EAI
(banka, IBAN, BIC) IBAN: BGO7STSA93000004869752

il BIC: STSABGSF

i oo ,,MBAJI - Xackopo™” AJ]

: OIUC HA MPEJACTABEHUTE JOKYMEHTH,
CBbABPKAIIHU CE B O®EPTATA

3a yuacTHe B 0OIIeCcTBeHa NophYKa Ha cToitHocT no 4n.20, an.3, 1.2 ot 3011, ¢ npeaMert:
socmaska na oesundexmanmu 3a uyscoume na ,, MBAJ/I-Xackoeo”

A"

i 1. | Onuc Ha DOKYMEHTHTE OpHTHHAI orlgo2
2. | Hexnapamus mo un. 97, an. 5 ot [NI130I1 OpHIHHAI 3
X 3a oOcTosTencTBara mo wi. 54, an. 1, 1. 1,
2u 7ot 30IL
3 | Aexnapanua mo wi. 97, an. 5 ot INI30I1 OpHIHHAa 4
i 3a obcrosrreneTeara mo wi. 54, an. 1, . 3
- 5 o1 3011,
4 Jeknapaiius 3a cpIIache ¢ KIay3uTe Ha OpHUTHHAaMI 5
i TIPHIOKEHNS TPOEKT Ha JJOTOBOD
5 Hexunapanus 3a CpoK Ha BATHIHOCT HA OpUTHHAI 6
oteprara
6 TexHuvecko npeanoxenue OpUIHHAN 7
7 | LleHoBo npennoxenne y OPHTHHAT or 8 no 11
Paspelnenns 3a myckaHe Ha Na3apa Ha KOITHA : ot 12 no 38
OuoLMaEN npenaparu, w3ianesy or M3
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HMH(popMaLHoHeH HCT 38 6e300aCHOCT OpMIMHAI - or 39 no 77
MHcTpykuu# 3a ynotpeba OpurHHAN or 78 no 116
Konue na cepTHUKAT 32 CHOTBECTBHE KONHE or 117 o 124 -~

Ha [Ipe/laraHuTe METHIWHCKH H3ACTHS
SCT:C CHLINECTRCHHUTE H3HCKBAHKA Ha

Jupexcrusa 93/42/EEC

Texrapanusa 3a CbOTBETCTBHE Ha KOTIHE ot 125 mo 135
MEINMIHHCKUTE C H3JIeNHs :
OropH3allMOHHO THCMO KOLIHE ot 136 mo 137
EEJIOIL OpPHTHHAI or 138 10 162
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Cinen xato ycranosH, ue odeprata chObPKa BCHUKH JOKYMEHTH, TTOCOMEHH B 06SBaTa, KOMHCHATA [IPUCTHIH
KBM:

-

ITPOBEPKA 34 CBOTBETCTBHE C YC/IOBHATA 34 YYACTHE

B npencraBeruTe kM odepraTa gexiapaluy e JeKTapHpaHa JHICA Ha 0GCTOATENCTBATa Mo w54, am.l,
T.1-5 u 7 or 3011 B EEJIOII ¢ mexnapupano, Ye APYXECTBOTO — VY4CTHHK B OOIIECTBEHaTa MOPBYKA HE €
PETUCTPHPAHO K HE € CBBP3AHO C LA PeTUCTPHPAHH B FOPHCINKIHH C IpedepeHIHaneH JaHEYEH PEKHM.

IIPOBEPKA HA CBOTBETCTBHETO C H3HCKBAHHATA HA BBIIOXHTEIA 34
HPABOCIIOCOBHOCT 34 YIIPAJKHABAHE HA IPO®ECHOHATHA JEHHOCT

YuactHukbeT ¢ nexaapupant B EEJIOI medopManus 3a BoucBaHe B TBproBekd perHcTHp M, Ye MPHTEKABA
Paspemense 3a Thprosus Ha eApO ¢ MEIMIMHCKH M3NENHS 110 CMHCHIA HA WI, 77 OT 3aKOHA 33 MeIHITHHCKUTE
H3/IEJIMs U € TIOCOYHII HOMED, /IaTa Ha U3/laBaHe H 00XBaTa Ha PaspelIUTeNHOTO,

ITIPOBEPKA HA CBOTBETCTBHETO C H3HCKBAHHATA 34 TEXHHYECKH H
ITPOPECHOHA/IHH CIIOCOBPHOCTH H HATHYHE HA H3HCKBAHHTE OT BBITOXHTEIS
CEPTHOHKATH

1. Yyactauxst e nexiapupan B EEJJOIT omut mpy M3MBIHEHHETO HA IOCTARKH C IpeaMeT B 00eM, CX0/IeH HiTH
HICHTHYCH € NpeMeTa HAa MOpPBYKATa, B TPHIOAMUICH MPEAXOAEH HEPHOI, CUHTAHO OT KpalHHA CPOK 3a
nonasaie Ha oepTHTe Hasan, KaTo e ommcan 134 (cTo TpuAeceT M YeTHPH) JOCTABKM ¢ MOCOYEHH CTOMHOCTH,
JaTH H MOJTydaTelny.

2. YuactauksT e nexnapupan B EEJIO], de e cepTudHIMpaH 10 CTaHIAPT:

2.1 Ha cucTeMa 3a yIIpaBIeHHe Ha KauecTBOTO, chriacHo 1SO 9001: 2008

2.2 Ha cucTeMa 3a YIIpaBlIeHKe HA Ka4ecTROTO, chriracHo EN ISO 13485:2003

3. V4aCTHUKST € NPeACTaBUIl 3aBEPEHO KOIHE Ha ITHCMO 3a OTOpH3allHA 3a NPOAYKT: Acthanun B TabneTkn.
4. YUacTHUKBT € IPEACTABUN 3aBEPEHHM KOINMHS Ha:

- Hexnapauuu (Ceprudmxary) 3a CHOTBETCTBHE Ha MpEJUIATAHWTE MEIHLMHCKA M3AETHA ChC ChIUIECTBEHHTE
n3nckeanus Ha [lupextusa 93/42/EEC, (CE mark) ;

- Paspemenus 3a myckane Ha nasapa Ha GHOLIMIHM IPENAPATH, H3IAIEHH OT M3;
- MadopManuosHu THCTOBE 3a 630MaCcHOCT;

- UucTpykuuu 3a ynortpeGa.

HPOBEPKA 34 CBOTBETCTBHETO HA TEXHHYECKOTO HPEJ/IOKEHHE C H3HCKBAHHATA
HA BB3/TOKHTE/IA



Crnen kato pasrieia TeXHHYECKOTO NPEIOKCHHE, OpeAcTaBeHO OT YHACTHHKA, KOMHCHATA YCTaHOBH, Y€ € B
IBJIHQ CEOTBETCTBHC C H3IHCKBAHMATA, CEABPXKAIIH CE B obsBaTa 1 MPHIOKECHUTE OT BBITOXKHTCIIA 06})&31{2[.

-

YuacTHUKBT JeKIapypa:

1. Jexnapupa, 4e IIe H3NBIHH MOPBUKATA, cso0pazsBalfky ce ¢ YCIOBMATA IO H3IOBIHEHHE, [TOCOYEHH OT
BranoxwuTen.

2. JlexnapHpa cpoK 3a JOCTABKa, Clief] 3aiBKa OT CTPAHA Ha BR3IOKHTENA 10 72 (CenemieceT u [Ba) Jaca.

3. JlekiapHpa CpoK Ha FOAHOCT KbM MOMeHTa Ha JocTtaBkaTa: 80% (oceMaeceT Ha CTo), HO He IO-MalKo 0T 60%
/mecraecer Ha cTo/.

4. Jlexnapupa, 4¢ TPeTATaHHTE OT HEr0 MPOIYKTH Ca B IIBIHO ChOTBETCTBHE C OMHCanUTe B [Ipunoxkenne No2
OT IOKYMEHTAIUATA 32 O0LIECTBEHATA IIOPBYKA.

IHEHOBOTO HNPEJIOJKEHHE HA YYACTHHKA E : 57,9818 (netneceT W ceneM JieBa M ICBETAECET H
oceM cTotHHKH), 6e3 JIJIC - o0Ina nena 3a THTHP paboTeH pasTBOpP.

[IpeBUA H3IOKEHOTO MO-rope KOMHCHATA CudTa, 49¢ odeprata Ha YYacTHHKa ,XHFHEBHO —
mepunuacka muayerpua” EQOJL oTtrosaps Ha M3MCKBRHHMATA HA BH3JIOKHTENA H IO JONYCKA N0 ONEHKA H
KJIacupaHe Ha OQepTHTE.

Komucusara npoaske cBosTa pabota, KaTo pasriesa IEHOBOTO MpelIokKeHHe Ha YIAaCTHUKA 3a ChOTBETCTBHE C
W3UCKBAHUATA HA BB3n0KHTeNs B B choTBeTCBHE ¢ pasnopeabure Ha 3011 4 ycTaHoBH, 4e:

IlenoBOTO MpemIOXEHHE HA , XHTHEHHO — MEJHIIHHCKA ungycrpun” EQO/ - noamkcado 1 noAneIaTaHo oT
IpEACTAB/SBAINES YIACTHNKE, € IPEACTaBeHO ChoOpasHo IpeABHICHHA B JOKYMEHTAlMATA 33 y4aCTHE obpazen.

He e HaMIle OCHOBAHUE 33 M3UCKBaHE HA NHCMeHA o6ocHoBKa 110 w1.72 ot 3011 0THOCHO MpevioXKeHaTa LeHa.

KomHcHATa OleHM ¥ Kiacapa odeprure, mo oOsBeHHs KpuTepuil: Hai-HWCKa 4ena, ¥ato Y4aCTHHKBT
IpeUIOKKI Hali-HHCKa 1IeHa € KJIACHPAH Ha HBP60 MACHO:

I macmo: ,Xuruenno — meguunHcka naayerpus” EQOJL - 57,9818 (nieTaeceT u celieM JIeBa H ACBETACCET H
oceM cToTHHKH), 6¢3 JJJIC - o6ma neHa 3a TMTEP paboTeH pasTBROP.




BB3 0CHOBa Ha M3BBPIICHOTO pa3sliekIaHe, ONCHSBAHC H KIACHPAHE HA NONYYEHHTE OhepTH, KOMICHATA
Opennara Ha BB3MOXKUTENA 3a H3IBJIHUTEN Ha obmecTBeHara mopeuka mo wi20, an3 ot 30I1 ¢ npeaMer:
wlocmaeka na oesunexmanmu 3a nyscoume na ,MBAI-Xackoeo”AJ] na onpeneny :

oXHTHEHHO — METHITHHCKA HHJIYCTPHA” EOOJ - cne cejaldlle M aipeC Ha YIpaBleHHE:

rp.Benuxo Teproso 5000, yn. ,Huxona I'aGporcku™ Ne 81 A, EMK 814181757, npeacrapnsearo ot Eerenmn
Kocragunos Kocramusos - Yopasuren.

KomucuaTa npukmods ceosATa pabora Ha 08.11.2017r., cien KOeTo HACTOSLIMAT IPOTOKOMN, 3a€IHO C IUIaTa
JOKYMEHTAllUA II0 ITOPHYKATa Ce NMpeJaBa Ha BB3JOKHTEIA 38 YTBLIKAABAHE, Cjlel KOETO B €AHH ChIIH JICH e
Ce U3IIpaTH Ha yYaCTHHIIHTE H INE ce IyOnuKyBa B mpoduia Ha KymyBaua, ¢brimacHo wi.97, an.4 ot [III30I1.

Bewukn PCOICHHA Ha KOMHCHATA Ca B3CTH ¢ €IHHOAYIIHE.

Komucun e cocmag:

IIpeocedamen: Cnases I'eopruesa Cnasosa *......

Ynenoge:
1. Kpacumupa Pymenosa Hukomosa * ...................

2.Buonera Bopucnaosa Mopaasosa * ................ .
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* 3annuena vHopMalIUA HA OCHOBaHMe 4, 2 o1 33J11




