INPOTOKOJI

no 4.1.97, an.4 or IM3011

3a pasrjiesKaaHe H OleHKa Ha Otl)EpTHTe H KJJAaCHpPaHe HA YYACTHHLUHTE

OT IeHHOCTTa HA KOMHCHS Ha3Ha4eHa cbe 3anosea Ne 0223 /21.02.2019r. Ha H3MBIHUTETHHS JUPEKTOP Ha
~-MBAJI-XackoBo™ AJI, BbB Bpb3ka ¢ OGsiBa 3a 001IeCTBEHA TOPBYKA HA CTOMHOCT mo 4120, an.3 oT
30IT Ne 0210/ 13.02.2019r. ¢ npeamer:

nAocmaska na oesungpexmarmu 3a nuysncoume na ,MBAJl - Xackoeo” AJl ¢ mpu o6ocobenu nozuuuu”

Ha 21.02.2019r. B 10:00 uaca. B rp.XackoBo B a/IMMHMCTpaTHBHATa crpaaa Ha .MBAJI- Xackopo” Al
Haxozswa ce Ha Oyn.”CrennHenue "Ned9 ce ¢cbOpa KOMHCHS B ChCTaB!

Hpeoceoamen:

Bajentuna JloGpesa Ilpumosa— Menuumncka cectpa BBU B ormen ,Bonunyna xuruena, Ae3uHpeKnus u
crepunuszanus’ B . ,MBAJI- Xackoso™ AJ]

Ynenoege:
I Kpacumupa Pymenosa Hukonosa — ukonomucr ..O6uectsenn nopbuku” B . MBAJI-Xackoso™ AJ]
2. Buosnera bopucnasosa Mopranosa — opuckoncyar B ,,.MBAJI-XackoBo™ AJ]

[IpescenarensaT Ha KOMHCHATA TOTYUH MOCTBIWINTE B CPoK 3 (Tpu) odeptu ¢ ITporokon mo un.48, an.6 or
[ITI30I1.

Cfl@,ﬁl INOJIY4YaBaHE Ha CIUCHKA ¢ YHACTHHIMTE, NPEACTABHIIH O(beDTHZ

I. Ogepra ¢ Bx. Ne 28/19.02.2019 r. - 11:00 yaca na ,Xurnenno-veauuuacka uuaycrpus’” EOO/I
— C aJpec 3a KopecnouneHuus: 1p. Benuko TopHoBO, yi. ,,Hukona ['abposcku* Ne§1A,
Tes1.: 062/ 62 24 29 u dakc: 062/ 63 46 09; e-mail: head office(@hmi-company.com

2. Ogepra ¢ Bx. Ne 30/20.02.2019 r. - 09:30 yaca na ,Meauunncka Texuuka Huxenepuur” 00/
—C azpec 3a kopecnonaeHuus: rp.Codus 1750, xk. Maagocr 1, 61.28B (yn.”lumutsp Momios*)
Ten.: 02/46 27 124, 02/ 971 20 61 u dakc: 02/ 46 27 128, 02/ 971 24 10 e-mail: infol@mte-bg.com

3. Odepra ¢ Bx. Ne 31/20.02.2019 r. — 11:20 vaca na ,Hceraunk Buarapua” 001
—C ajipec 3a KopecnonaeHuus: rp.Ilnosaus, 6yn. “lllectu centemBpu’ No87
Ten.: 032/ 644 588 u ¢akc: 032/ 642 708 e-mail: eastlink pv@mail.orbitel.bg




v B u3nbaHeHue Ha wi.51, an.8 ot [III30I1, npeacenarensT ¥ BCHYKH 4WIeHOBE HA KOMHCHATA MOMNbJIHHXA H
noJnucaxa Jekaapanuu no 4i.103, an.2 ot 30I1.

Ha lIyGJIV[‘[HOTO 34CCIaHUCTO Ha KOMHUCHATA 10 OTBApPAHE Ha O(I)epTHTe HC IMPUCHCTBAT YYAaCTHHIH HJIM TCXHH
YIOBJIHOMOUICHH NMPEACTABHTECIH.

Komucnara ycranoBu, ue odeprure ca I[0OJaJeHH B 3allevyaTaHH HEIPO3PAYyHHM OINAKOBKH, CBIJIACHO
n3uckBanuATa Ha 41.47, an.2 or III30I1 u onakoBkuTe ca ¢ HEHapyLIeHa LATOCT ¥ [PUCTBIIH KbM OTBApsHE
Ha [10J1y4eHUTe 0(epTH 10 pe/jla Ha TSAXHOTO MOCThIBAHE U 00SBH LEHOBHUTE I1PeJIOKEHH S, KAKTO CJIE1Ba;

1. O®EPTA C BX. Ne 28/19.02.2019 I'. - , XUT' MEHHO-MEJUIIUHCKA HHAYCTPHUS” EOO/

YYaCTHHKBT € peacTaBuil ocbepTaTa CH B 3alicdaTaHa Helpo3padyHa ONaKOBKA, C MOCOYCHH BbPXY HEA JIAHHH B
CbOTBCTCTBHE C H3HCKBAHHWATA Ha BB3.TOKHUTEIIA.

e 3a o6ocodenara mosuums Nel- Jloctaska Ha OHOLMIHM npenapaTtu’

LlenoBo npeaaoxenne: O0ma uena s nesa Oe3 JIJIC — 57,98 as. (meraecer u ceneM seea v 0.98 cTOTHHKH).

Beuuku unenose na KomMucuama noonicaxa H(:’HOEJ’OI‘J?O nped.war(‘euue HA y4acmHukd.

2. O@®EPTA C BX. Ne 30/20.02.2019 I'. - ,MEJUIIMHCKA TEXHUKA UHXKEHEPHHI™” 00/]
Y4acTHHKBT € Npe/cTaBHI odepraTa CH B 3areyaraHa HElpo3payHa OMaKoBKa, C MOCOYEHH BLPXY Hes NaHHU B
CHOTBETCTBHE C H3HCKBAHUATA Ha BB3I0XKHUTEIS.

» 3a obocobenara mosunusa Ne2- JlocTaBka Ha Npenapatd 3a MHCTPYMEHTH H TEPMOJIAOWIHM MaTepHaay
nocoOus (BKJ. 'bBKaBH MW PUIMIHM €HI0CKOMNH, aHECTE3HOJOTMYHO 00OpY/BaHe), W Ha [pemapard 3a
BHCOKOCTENEHHA Je3MHpEeKUUs - CTyJeHa XHMHYEeCKa CTepH/IM3alMs Ha TepMOJIa0HIHH MEIHLHUHCKH
yCeTpoHCTBa (BKJI. MBBKABH CKOTIH) ~

LlenoBo npepioxkenne: OOwia 1ieHa B aesa 6e3 JUIC — 38,56 as. (tpuiecer 1 ocem jesa u .56 CTOTHHKH).

Beuuku uienoee Ha KOMUCUAMA NOONICAXd H{:’H()G()H?O nped.?oafcer-me Hd YHACMHUKA.

~ 3a obocobenara nosuumsi Ne3- JloctaBka Ha Ipenapard CHELHAIHO MPEIHA3HAYECHH 33 IOYHMCTBAHE U
XUMHOTEPMOAC3HHPEKLMS HA METMUMHCKH HHCTPYMEHTH B MUSATHO-AE3HH(EKIIMOHHH MAIlMHK

LlenoBo npenao:xkenne: O0wa uexa B gesa Oe3 JUIC — 0,4788 aB. (YETHPHUIIECET U CEIEM U OCEMIECeT H 0CeM

CTOTHHKH).

Beuyku yienose Ha KOMUCUSIMG nOONUCaxad U(:‘HUG’OH‘.'U }T]JE().'IOJK'EHué’ HA Y4AacmHuKd.

3. O®EPTA C BX. Ne 31/20.02.2019I'. - ,HUCTJ/IMHHK BBJII'APUS” OO0/],
V4acTHUKBT € IpeAcTaBHiI odepraTa CH B 3alleyaraHa Hellpo3padHa ONaKkoBKa, ¢ OCOYEHH BbpXY Hes
JJAHHH B ChOTBETCTBHE C H3UCKBAHUATA HA Bb3JIOKHUTEIIA.



e 3a obocobenara mosuuus Ne3- Jlocraska Ha Iperapatu CrelualHo Ipe/IHa3HauYeHH 33 [TOYHCTBAHE U
XHMHOTEPMOJE3HH(EKIMA Ha MEIHLIUHCKH MHCTPYMEHTH B MHSTHO-A€3HH(PEK IMOHHH MalUHHU

LlenoBo npeanoxenne: OG6a 1eHa B 1eBa 0e3 JJIC — 0,129 aB. (TpUHAnECeT CTOTHHKH).

Beuuru unenoge HAd KOMUCUAINA NOONUCAXU UE’H()GONT() H])E,’().TO.)K'L’:‘M[G HA YH4AcCnIHUKdA.

C M30bIHEHNeTo HA Te3H 1elCTBHA NYGAHYHATA YACT HA 32Ce1AHHETO npukar4u B 10:25 yaca.

Komucusara IIPpOABIKH CBOsATA pa60Ta C pasrjeixKiaHe Ha O(bepTHTE 34 CbOTBETCTBUETO MM C MOCTABEHUTE OT
BB3JIOYKHTEIA H3HCKBAHHSA H YCTAHOBH CJIEIHOTO:!

l. XUIMEHHO-MEJTUIMHCKA HHAYCTPUS” EOOJ - cbe cenanuie u aJpec Ha ympaBleHHe: Ip.
Bemnko Tvproso 5000, yi. .,Hukona I'aGposexu™ Ne 81a. EUK 814181757. npeacTaB/isiBaHo  oT EBrenn
Kocranunos KoctaanHos - Ynpasure

Vuacmuura e npeocmasun cieonume JOKYMeHmMU NOONUCAHU U NOONEYAMANU, CHIIACHO USUCKEAHUAMA Hd
SOIT u ev310MHCUMENS:



““* HYGIENE MEDICAL INDUSTRY Co., Ltd

81A N.Gabrovski st.; 5000 Veliko Turnovo; Bulgaria; tel./fax +359 /62/ 622 429; tel. +359 /62/ 634 609;
VAT No. BG814181757; email: head_office@hmi-company.com; http:// www.hmi-company.com

Haumenoeanne Ha yuyacTHuka ~XUI'MEHHO - MEJUIIMHCKA UHAYCTPUS* EOOJ]

Cenanuule v aapec Ha ynpaeiende no  rp. Beauko TspHoBo, yi. Huko.1a T'aGposekn Ne 81A
PCFHCTPHUHH .

EUK: 814181757

Touen agpec 3a KOPeCHOHAEH!IHA: rp. Beauko Tweproso, yn. Huko.ia l'aGposcku Ne §1A
Tenedonen Homep: 062 62 24 29

dakc HoMmep: 062 62 24 29

JIuLle 3a KOHTAKTH: Ilets Munkoga

e- mail: head offfice@hmi-company.com

10 . MBAJI - Xackoro™ AJl
OIIUC HA INPEJACTABEHUTE JOKYMEHTMH,
CBHABPKAIIU CE B ODEPTATA

3a yyacThe B 0OlIeCTBeHa OopkYKa Ha cToiHoCT no wi.20, an.3. 1.2 ot 3011, ¢ npeaMert:

wAocmaska na oezunpekmanmu 3a Hyycoume na ,, MBbAJI-Xackoeo”
AT ¢ mpu 0bocodenu no3uyuu

Ne Cohabpxanne: Bun anpoky enire Crpanuua Ne
/opuzunan wiu 3a6epeHo Konue/
L, Onuc Ha JIOKYMEHTHTE OpHI'HHAJ! 1-2
7. Jexknapanus no wi. 97, an. 5 ot IT130I1 OpHIHHA!! 3
3a oOcTostencreara no ui. 54, an. 1, 1. 1,
2u 7 or 30I1.
3 Jexmapauus mo wi. 97, an. 5 ot II130I1 OpUTHHA!I 4
| 3a obcTosTesncTBara rno wi. 54, anr. 1, T. 3
| - 5 o1 3011,
| 4 Jleknapauus 3a ChIVIacHe C KJIay3UTE Ha OpHIHHa/I 5
MPUI0KEHHS IPOEKT Ha 10rOBOP
|5 Jleknapauus 3a CpoK Ha BaJIMAHOCT Ha OpHIHHA!I 6
odeprara
6 Texnuyecko npeanoxeHe OPHIHHA| 7-9
i Tabnuna 3a cbOTBECTBHE OpUTrHHAl 10-11
8 Pa3pemienue 3a TbproBus Ha epo ¢ Komnue 12
MeJIHLIHHCKH U3J1eNHs _
9 Konue Ha ceptudukar 3a croTBecTBHE KOIue 13-20
Ha NpejularaHuTe MeAMLIMHCKH 318114
ChC CHUIECTBEHUTE U3UCKBAHUA Ha
Jupextuna 93/42/EEC

IS0, .1SO,  _.ISO.  OHSAS
3 - '~ - -~
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10 | Centnduxar ISO 13485 KOTHe 21-24
|11 Jleknapanus 3a CbOTBETCTBHE Ha Konue 25-35
MEJIHMUHHCKHTE C H3eIHn
| 12 Paspenienns 3a nyckaHe Ha nasapa Ha KOIHe 36-62
| OMOLIHIHM Ipenaparu, HiaaaeHn or M3
13 | Uudopmaunonen nuct 3a 6e30nacHocT OpUTHHA!I 63-104
14 HMucrpykunu 3a ynorpeda OpHMTHHA!| 105-147
15 | OTOpH3aLHOHHO THCMO KOTIHE 148-149
?_-16 [{enoso npeanoxenue OpMI'HHA!| 150-153
| 17 EEJOII OpHTHHA| 154-182
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= ﬂ.exnapaunﬂ 3a CbOTBETCTBHE OT NPOH3BOAHTENA

® OTroBapsAT Ha pa3r[opeﬂ6me Ha 3akoHa 3a MEJIHUHHCKHTE U3ACITHA, H € NIPHIIOKHII 3dBEPCHH KOIIHA Ha:

- Paspeluenns 3a nyckane Ha 11a3apa Ha OHOLMIHU [PeNapaTH, H3ageHu o M3
- MH}opmannoHeH JHCT 3a 0€30MacHOCT Ha H3/Ae/usiTa
- MucTpykumu 3a ynotpeba Ha npeanaraHuTe H3aeus

6. 4e ¢ 0TOPU3MUpaH OT MPOM3BOIHTEs HA MPOLYKTA MJIH OT YIBJIHOMOIIEH IIPEICTABHTE ChC CIEMHUATHH MK
M3KJIIOMUTENHN NpaBa 3a Nnpojakda Ha CbOTBETHUA MPOIYKT Ha TepuTopusita Ha PenyGnuka Bnarapus. u e
NPHIOAKHI 3aBEPEHO KOMHE HA OTOPHM3ALMOHHO nmucMo oT Anppen bexT. YuacTHUKBT e eknapupan u, ue e
[IPOU3BOJIMTEI HA [IPEJIAaraHUTE MPO/IYKTH.

B 12:15 yaca na 21.02.2019r. Komucusra B3e pemenne 1a NpoIb/uKH CBOSITA padora na 06.03.2019 r.
o1 10:00 yaca,

Ha 06.03.2019r. B 10:00 uaca. B rp.XackoBo B aJIMUHHCTpaTHBHATa crpaja Ha ,.MBAJI- Xackoo” AJl,
Haxosma ce Ha 0yn."Crenunerne "Noed9 ce ¢uOpa KOMHCHSI B CHCTAB:

Hpeoceoamen:

Baitenrtuna [lo6pesa IIpumosa— mennumncka cectpa BBW B otnen ..bonnuuna XHIrueHa, Ae3uHpexus u
crepununsauns’ B .MbBAJI- Xackoso™ AJ]

Ynaenose:
|.Kpacumupa Pymenosa Hukosnosa — nkonomucr ,,O61uectsenu nopbuku” B, MBAJI-Xackoso™ AJl
2. Buosiera bopucnasosa Mopranosa — ropuckoncynt B ,,MBAJI-XackoBo™ A/l

Komucusita npoabkn cBosita paGota Ha 3akpuTO 3aceiaHue, Kato pasraena oQeprHTe HA OCTAHAIUTE
YYACTHHLHUTE 3a CbOTBETCTBHE € MOCTABEHUTE OT Bb3JI0IKUTENS M3UCKBAHHUS U VCTAHOBH CJIEHOTO!

2. JMEJUHUHCKA TEXHUKA MHKEHEPUHI™ OOJ - cbe ceqaiuine W anpec Ha YIpaBIICHHE:
rp.Coust 1750, paiton Mnanoct, xk. “"Muagocr™ 1. 61.285, EMK 831641528, npeacrasassano ot Mownka
Xpuctosa ['eToBa-Xpucranosa — Ympasute

Vuacmnuka e npeocmasun cieonume 0okymenmu noonucanu u NOONCYAMAani, CoaldcHo UUCKGAHUSMA Ha
3OIT 1 6v3r02CUMENS:



O6pasey Nel

HanMeHoBaHHe Ha yYaCcTHUKaA: ,MeouyuHcka mexxHuxka unxcenepunz® 001

Cenanuile H apec Ha ynpap/ieHHE 1O epad  Cogua 1750, R Mnaoocm 1, o6a. 285,

perucTpaLis: ya. ,Jumunrop Monnog”

EUK: 831641528

ToueH azpec 3a KOPECTIOHACH LIHA: spao Coun 1750, oswc.k. Mnadocm 1, oén. 286,
ya. ,Jumunrop Moanog”

TenedoHeH HOMEP: 02/9712061

dakc HOMED: 02/4627128

JInue 38 KOHTAaKTH: Anoena [lanosa

e- mail: info@mte-bg.com

10 .MBAIJI - Xackoso” AJl

OINAC HA IIPEJCTABEHUTE JOKYMEHTH,
CbABPKAILLU CE B O®EPTATA
3a yyacTie B 00lIeCTBeHa NMOPbYKa HA croitnoet mo 41.20, an.3. 1.2 o1 3011, ¢
[peaMer:
Jocmaska Ha Oe3uH@eKkmanmu 3a Hyscoume na ,MbA/I-Xacroeo ?Ad c mpu
obocodenu nozunuu*

N, ChAbpKAHHE:

1. Onuc Ha JOKYMEHTHTE, ChAbPIKALLH CE B opuzunan Cip.1-3
odeprara — Obpazen Ne 1

2 e EEJIOI — enekTpoHHO noanucas B pdf. opuzuHan Crp. 4
(hopMaT Ha MarHUTEH HOCHUTE!I

3 TexHUYECKO Npe/iioKenne 1o ofocobena
nozuuus Ne 2

4. [TbTHOMOLIIHO Ha JIMLIETO, KOETO € HOMAPUATHO Crp. 5-6
YITbJIHOMOLLCHO /1A IIPE/ICTaBIIsBA yUaCcTHHKA B 3a6epeno Konue

HacToAllaTa oOLecTBEHA [nopb4Ka

2 Nexnapauyu 1o wi. 97, an. 5 ot IMIM30I1 3a opueuHan
obcrogTencTara o un. 54, an. 1, 1. 1, 120 1.7
ot 30T1 — O6pa3zer; Ne 2




Creo kamo ycmanosu, we odepmama na yuacmuuka coOBPICA GCUIKY QOKYMeHmuU, nocouenu ¢ obseama,
KOMUCUAMA NPUCMAU KBM!

%+ 3A OBOCOBEHATA MO3ULUS Nol- . JlocTaska Ha OHOLMIHY NpenapaTtu’

r HD(JG’EI)K(I 3U CHbOMEEeMCMEUe C VCA06UANA 3d yuacmue.

B npesicraBenute KbM Oeprara JeKIapaluy, OT VUaCTHHKA e JeK1apupana nurca Ha odcrosrencTra no un.54
anl, 1.1-5u 7 ot 30I1.

s

Y4acTHUKA € JIeK1apupan, ye ApyKecTBOTO- YYaCTHMK B OOIIECTBEHATa MOPHUKA He e PETHCTPUPAHO H HE €
CBBP3aHO C JIMLA PErHCTPHPAHH B IOPHCIMKLIMH ¢ Npe)epeHUHaIeH JaHbUEH PEKUM.

»  [Iposepra Ha cbomBemcmeue ¢ UBUCKEAHUSING HA GbILONCUMENS 34 NPABOCHOCOBHOCH 3a VRPANCHAGAHE
Hd NPohecUoHAIHA OetHOCM:

B ¢EEJIOIT yyacTHuksT ¢ neknapupai, 4e e npuTekaBa Paspeurenue 3a THPrOBHSA HA €1P0 C MEIHILHHCKH
M3/1CJIHS 1 € TIPUJIOKHIT H 3aBEPEHO KOIIME Ha JOKYMeHTa B odeprara cu.

e H[)OS(:‘]JKG Hd CbOMEBCHICMEUE C UBUCKEAHUANIA 3d MEXHUYECKU U f'?DOd)E(,‘HOHCI.’IHH CcnocobHoCmu U

HAAUHUE HA UUCKEAHUME 0N Gb3I0HCUMENS cepmudhukamu;

YuactHukbT € nexaapupan B eEEJIOI onut npu u3nbiIHEHHETO HA JEMHOCTHTE C npeaMet U odem, cXojeH
HJIH HJICHTHYEH C Mpe/MeTa Ha MOpbYKaTa.

YuacTHHKBT e feknapupan B eEEJIOIN. ve e cepruduuupan no cranapr:

- Ha CHCTEMa 33 OCHIYPABAHE HA KAYECTBOTO M CePTH(MKAT 3a CHCTEMATa 3a yNpaBieHHEe HA KauecTBOTO
ISO 13485:2016 —¢ npunosikeny 3aBepeHH KOIUs HA cepTU(HKATUTE.

» [Ipoeepra 3a coomeememeue Ha MEXHUYECKOMO NPEDIONCEHUE € UIUCKEAHUSANA OM 6b3N0AHCUmMeENA

Cnen xaro pasrjellda TEXHHYECKOTO NpEIIOKEeHHEe, IIPEACTABEHO OT YJaCTHHKaA, KOMHCHATa YCTAHOBH, Y€ € B
[Ib/IHO ChOTBETCTBHUE C UBHCKBAHUATA, CBIABPIKAILKN CE B o0siBaTa u NPHIIONKCHHTC OT Bb3JIOKUTEIA 06pa3uH.

Y4yacTHHUKA JAeK1apupa:

l.ue xenae ma yuacTsa B oOuLlecTBeHATa nopbuKa 3a H300p Ha U3N'BJAHUTEN N0 peja Ha [ 1aBa IBageceT u LiecTa
ot 30II ¢ ropenocoueHus: mpeaIMeT M € roToB Aa 1 H3NBJIHH M3LSUIO0 B CHOTBETCTBHE C H3UCKBAHMSTA Ha
BBLIJIOKUTC/IA W B BJHO CHOTBETCTBHE € TEXHHYECKATa CNEUM(UKALMSA U BCHYKH NPHIOKUMHU HOPMAaTHUBHHU
AKTOBE KbM TO3H BH] JEHHOCT.

o

- Y€ € 3aM03Har ¢ yCJI0BUATA B 00sBeHaTa 0011eCTBeHA TOPhYKA M W3KckBaHusTa Ha 3OIT u [TI13011.

3. npejiiara Cpok Ha JocTaBKa Clie/l NHCMeHa 3asdBKa OT CTpaHa Ha BB3JIOKHUTECIS 10 i) (CF.‘,E[QMILGCQT U I[Ba) Haca
OT [10JIyHaBaHe Ha 3asiBKaTta.

4. npejuiara cpok Ha roIHOCT KbM MOMeHTa Ha joctaBkata: 70% /cenemmeceT Ha cTo/.
5. 4e npeanaraHuTe OT HEro NPOAYKTH Ca:
® B IIBJIHO CHOTBETCTBHE ¢ onucanute B [Ipunokenue Ne2 oT qokymeHTanusaTa

® OTroBapAT Ha pasnopeaA0dHTe Ha 3aKOHA 3a MEAULMHCKHTE H3/1e/I1sl OTHOCHO HaHeceHa .,CE” MapKHpOBKa,
U € IIPHJIOIKHUIT 3aBEPEeHH KOS Ha:

- Paspeluenue 3a ThproBus Ha €Ipo ¢ MEAMUMHCKH U3/1eTHs
- Ceprudukar cornacuao Jupexrusa 93/42 3a MeAHLHHCKH H31EHS
- Ceprudukar ISO 13485:2016



Jleknapauuu no wi. 97, an. 5 ot [1T30I1 3a
obcToaTencTara mo wi. 54, an. 1, 1. 3-5 o1 3011
— Obpazen Ne 3

OPUUHAN

Crp. 10-12

Jlexnapais 3a ChIiiacHe ¢ Kiay3uTe Ha
NpUIIoKeHHs NPOEKT Ha forosop — Obpasell Ne 4

opusuHan

Crp. 13-15

Jlexnapaiis 3a CpoKa Ha BaTHIHOCT Ha odeprara
— Obpasewn Ne 5

opu-uHan

Crp. 16

TexHuuecko npeanoxeHne - O6pasew Ne 6 u
[Ipunosxenne Ne 2, Ha XapTHEH U ONTHYEH
HOCHTE

opuUcUHaIU

Crp. 17-22

10.

Jlexsapaliiy 3a CbOTBECTBHE CE ceptuduKkaTtH
3a odeprpaHnTe Ae3MHPEKTAHTH

3aeeperiu KOnus

Crp. 23-59

1.

Pa3pelieHus 3a MyckaHe Ha nasapa Ha OMOLMIHH
npenapartd, H3aajeHu oT MHHHCTEPCTBOTO Ha
3paBeoNa3BaHeTo- B MPHIOKHUMHTE CIIyYaH;

He npunoxumo

WndopmaunoHeH aucT 3a 6e30MacHoCT Ha
H31enATa;

3agepeu KOnus

C1p. 60-108

13.

WucTpykumu 3a ynorpeba Ha npeanaraHuTe
U3 aeius

3aeepenu Konus

Crp. 109-123

14.

()TOpHBaLlHOHHH nucma oT npou330,uwrenwre Ha
NPOYKTA 33 CHELMATHH WIIH W3KIIOUHTETHH
rpaBa 3a npojax06a Ha CbOTBETHHUS MPOAYKT Ha
TeputopusTa Ha Penybnuka bvarapus

3agepeHu Konus

Crp. 124-133

15.

Ceprudukaru no ISO 13485 u ISO 9001 na
NPOM3BOANTENHTE Ha OdepHpaHHTe
Ne3MH(PEKTaHTH

3aeepeHu Konust

Crp. 134-141

16.

Karano3u Ha odepupannTe 1€3MHPEKTAHTH

3daeepeHuU KON

Crp. 142-172

L7

Texnu4ecko npeioxkenne no obocodena
nozunus Ne 3

18.

[ThIHOMOIHO Ha JIMLIETO, KOETO €
YITb/IHOMOILIEHO 1 Mpe/ICTaB/IABa y4aCTHUKA B
HacTosdllara O6I.LleCTBeHa nopqua

HOMAPUATHO
3asepeno Konue

Crp.173-174

19.

Jexnapauuu no un. 97, an. 5 or [I130I1 3a
obcrosrencreaTa no 4wi. 54, an. 1, 1. 1, 1.2 1.7
ot 3011 - O6pazew Ne 2

opucuHai

C1p.175-177

Jexnapauuu no un. 97, an. 5 ot [MM13011 3a
oberosrencteara no wi. 54, an. 1, 1. 3-5 o1 3011
— Obpazern Ne 3

opuUHan

Ctp. 178-180




i

Jlexnapalus 3a cbrilacie ¢ Kiay3uTe Ha
MpUNOKEHHs MPoeKT Ha Jorosop — Obpasen Ne 4

opuzuHan

Crp. 181-183

Jexnapaius 3a cpoka Ha BanMAHOCT Ha odepraTa

— Obpazen Ne 5

OPUZHHLI’?

Crp. 184

23.

TexHuuecko npeuioxeHue - O6pazeu Ne 6 u
[punoxxkenue Ne 2, Ha XapTHEH W ONTHYEH
HOCHTE

opuzuHanu

Crp. 185 - 190

24.

Jlexnapatmu 3a ceoteecTBre H CE cepTudukaTu
3a oepupannTe Ae3MH(EKTaHTH

3aseperil KOnusA

Crp. 191-204

5.

Pasperenus 3a nyckaHe Ha nasapa Ha OWOLKIHH
npernaparu, u3aajaeHn oT MHHUCTEPCTBOTO Ha
3/|paBeona3BaHeTo- B MPUJIOKUMUTE CIIyYaH;

He npunoxumo

26.

MudopmauroHeH nuct 3a 6ezonacHocT Ha
U3/IeNuATa,

3aeeperu KOnus

Crp. 205-232

MHcTpykiumu 3a yrnotpeda Ha npeiaraHuTe
u3emnus

3aeeperi KOnus

Crp. 233-253

28.

OTopu3aLMOHHM TTHCMA OT MPOU3BOANTENINTE Ha
NpoAYKTa 3a ClielHallHi HIIH U3KITKYHTEIHH
npaBa 3a Npojaxxda Ha CbOTBETHHUS MPOAYKT Ha
Teputopusita Ha Penydnuka bearapus

3aeeperu Konus

Crp. 254-257

Ceprudukaru no ISO 13485 u ISO 9001 Ha
NPOU3BOAMTENNTE HA OdepupaHuTe
Je3MHGEKTaHTH

3aeeperu Konus

C1p.258-259

30.

Kartanosu Ha opepHpaHuTe ae3uHbEKTaHTH

3aseperu Konusa

Crp. 260 - 281

31

Llenoro npeasiokenue no odbocobeHa nozuums Ne
o

O6pazewn Ne 7 u Tlpunioxkenue No 3, Ha XxapTHeH
ONTHYEH HOCUTEN, B IUIMK ,JIpeanaranu LeHOBH
napameTp no obocodeHa no3uums Ne 2*

opu2iuHau

Ctp. 282-285

32

LlenoBo npeanoxenue no obocobena nozuums No
3-0O6pasen Ne 7 u [Ipunoxenne Ne 3, Ha XapTHeH
M ONTHYEH HOCHTE, B MUK ,[lpemnaranu

LIEHOBH MapameTpH no odocodena no3uims No 3

opu2uHanu

Crp. 286-288

Jara

Hme n hamunus

[Tonnuc Ha nuuero (1 nevar)




Caeo kamo yemanosu, ye ogepmama Ha YHACMHUKAG CoOBPHCA BCUYKU OOKVMEHMU, NOCoOYenu 6 obasama,
KOMUCUAMA NPUCIBAU KbM.!

% 3A OBOCOBEHATA TO3MIIMSI Ne2- JlocTaBka Ha [perapaTd 3a MHCTPYMEHTH H TepMOIabHIHH
MATepHan M NocoOusd (BKJI. I'bBKABH M PHIMJIHM €HJAOCKOINM. AHECTe3MOJOTMYHO obopyaBaHe), W Ha
npenaparu 3a BHCOKOCTENEHHA JAe3MH(MEKLHs - CTYJeHa XMMHYECKa CTePH/IH3alMsg Ha TepMOJadWIHH
MEAULHHCKH VCTPOMCTBA (BKJI, I'bBKABH CKONK)™

> H])()b’(,’])f\'u 3d chomeememeue ¢ ) cloculsmd 3d yuacmue.

B npeacrasenute kbM odepraTa JeKIapaliu, OT yYacTHHKA € AeKIapHpaHa JIMIca Ha 00CTOATe 1CTBA Mo 41.54,
an.l. .1-5u 7 ot 30I1.

Y4acTHUKA € JeKnapupai, 4ye JApY)KeCTBOTO- YYACTHHK B 00LUeCTBeHATa MMOPHYKA HE € PerHCTPHPAHO U He e
CBBP3AHO C JIMIA PETHCTPHPAHH B IOPHCIAMKLIMH C pedepeHlHalieH JaHbUYeH PEKUM.

x H]?OG("]JKU HU CbOMBCIMCMGBUE ¢ UBUCKEAHUSIMA HA BLIN0NCUMES 30 NPABOCHOCOOHOCM 3d VAPAMNCHAGAHE

Ha npodhecuoHalna oetHocm:

B eEEJOIT yuacTHHKBT e Aekaapupan, ye e npureixaBa PaszpelueHue 3a THProBHA Ha €IpO ¢ MEIHLMHCKH
W3aemusl.

r HIJUGEDKU Hd CHOMGEMCIMEUE C USUCKEAHUANA 3d _MEeXHUYEeCKU U f?pOQbé?C‘MOI'iﬂfIHH chocoOHoCcmu U

HATUYUC HA UZHCKEGAHUIME 0N 6B3J10ACHIME 1S C@J)I??l{(/)lli{(lﬂ?ll.'

YuacthukbT € gexaapupan B eEEJIOIT onut npu u3nbiHeHHETO Ha NEHHOCTHTE ¢ IpPeaMeT U 00eM, CXOIeH
HJIM MJCHTHYEH ¢ [IPeJIMEeTa Ha MopbYKara.

YuacTHuksT € aexnapupan B eEEJIOIL. ve e cepruduuupan mno cranaapr:
- Ha cHcTeMa 3a yrpasieHHe Ha kayectBoTo [SO 9001:2015.

» H,UU()’(’,UI\‘CI 3d CHLOMGCMCMGUE HA MEXHUYECKOMO NPEOIONCEHUC ¢ UBUCKEAHUAMA OM Gb3A0NCUMENH

Cnen xaro pasriicia TEXHHUYCCKOTO MNpPEeNI0KEeHHE, IPCJACTABCHO 0T YYAaCTHHKA, KOMHUCHATA YCTAHOBH, Y€ € B
[IBIHO CBOTBETCTBHE C H3MCKBAHUATA, CHABPIKALLH CE€ B obsiBaTa 1 NPHITOIKCHHUTE OT BB3JIOMIKHUTEIS 06p'd3[llfl.

YyacTHHKA JIeKJIapupa;

I ue senae na yyactpa B oOLIecTBeHAaTa NOpbyUKa 3a U300p Ha M3M'BJIHUTEI 110 peaa Ha I 71aBa jBajecer U ecTa
or 30Il ¢ ropenocodeHus npeaMeT U € FOTOB Ja $ H3MbJIHH HM3LAI0 B CHOTBETCTBHE ¢ M3MCKBAHHATA HA
BB3JIOKUTE/SE U B MIBJIHO CHOTBETCTBHE ¢ TeXHMUECKaTa CHeUU(UKALMS U BCHYKH [PHIIOKHMH HOPMATHBHH
AKTOBE KbM TO3H BHI JeHHOCT.

2. 4e € 3ano3HaT ¢ ycloBUATa B 00siBeHaTa 00lIecTBeHa Nopbyka U u3uckpanusTa Ha 3011 u ITT130I1.

3. mpeanara cpok Ha JOCTaBKa Clie]l MHCMeHa 3asgBKa 0T CTPaHa Ha BB3JIOKHTE s 10 72 (celeM/IeceT U JBa) yaca
OT M0JIy4yaBaHe Ha 3asiBKAaTa.

4. npejylara CpoK Ha roJIHOCT KbM MOMEHTa Ha jloctaBkara: 60% /luecTaeceT Ha cTo/.
5. 4e NPOAYKTH, MPEeAJIaraH|Te OT HEro ca:
® B [IBJIHO CHLOTBETCTBHE ¢ onucanuTe B [Ipuioxkenne Ne2 ot HacTosLIaTA JOKYMEHTAIIUS

¢ OTroBapsT Ha pasnopeadHTe Ha 3aKOHa 3a MEJMIMHCKHTE H3/1e/IUs OTHOCHO HaHeceHa ,,CE” mMapkupoBka,
W € IPUJI0KHII 3aBEPeHH KONUs Ha:



- EO Ceprudukaru 3a opepupanute a1e3MH(EKTAHTH U JETEPreHTH
- EO Jexknapauuu 3a cbOTBEICTBUE, CHCTABEHH OT [IPOM3BOAMTEIS, 3a OpepupaHuTe JIe3HH(GEKTAHTH U
JACTCPIEeHTH

® OTroBapAT Ha pa3n0pe:l6me Ha 3aKoHa 3a MEIHIIMHCKHTE H3JICTIHA, U € IPHJIOKKJI, 3aBE€PEHH KOIIHA Ha:

- Mudopmanronen JucT 3a 5e30nacHoCT

- MHcTtpykuuu 3a ynorpeda

- Karano3u na ohepupanure MeIULHHCKH U3/1€THS
6. 4e e OTOpU3UpaH OT MPOU3BOAUTE/S HA MPOAYKTA MM OT YI'LIHOMOLIEH [1PEACTABUTEN ChC CHEeLHATHH HIIH
W3KIIOYUTETHH MpaBa 3a mpojax0a Ha CHOTBETHHs MPOIYKT Ha TepHUTOpusTa Ha PenyOnuka bearapus. u e
MPUIOKAI 3aBEPeHH KOIUS Ha OTOpH3alMoHHM nucMa (o1 Laboratories Anios. Borer Chemie AG, Medi-Sept).

w 3A OBOCOBEHATA TIO3HMIIMS Ne3-_JloctaBka Ha Ipenapard  cllelMaHO [pe/lHa3HavYedHHd  3a
MOYMCTBAHE M XHUMHOTEPMOJAe3MH(EKIHS Ha MEIMIHHCKH MHCTPYMEHTH B MHSJIHO-Ae3HH(EKIHOHHH
MalIHHY ~

”~ H}‘]()S(’DKU 3d cvomeememaeue ¢ VC1ocuAnda 3d yiacmue!”

B npeacrasenute kbM odeprara AeKIapaliu, OT yYacTHHKA € JeKlapupaHa Jurca Ha o0CTosMTeNCTRa 110 4il.54,
ar.l. 1.1-5u 7 ot 30I1.

Y4acTHHKa € JIeKapupal, 4e JIPYKeCTBOTO- YYaCTHHK B 0oOIIECTBEHATa MOpbhUKA HE € PerUCTPUPaHO U He e
CBBP3aHO ¢ JIMIa PErUCTPUPAHH B IOPUCAUKLMHU C pedepeHHaleH JaHbYEeH PEKUM.

r H,DO()’L‘,DI\'G HA CbOMEBCMCMBGUE C UIUCKEAHUAMA HA GBb3N0AHCUMEIA 3d HD('IG’OCHOCO(SHO('.’?Z 3d VAPAIUCHABAHE

Ha f‘?,l)()(/)f.’t'ln’UHLIf'lH({ oeunocn.

B ¢EEJIOII yyacTHHKBT € Jeknapupall, ye e lpuTexkapa PaspelueHue 3a TLProBHs Ha €1p0 ¢ MEAMLUMHCKH
H3CJIHA.

g HQO()’EDKCI Hd Cbomeemcemeue ¢ USUCKEAHUAMA 3d _MeXHUYEeCKU U HDOd)E‘C'HGHQ‘.T)’H-t CROCOOHOCMU U
HATUYUE HA USUCKEAHUME 0Nl GL3N0AHCUM A ce/_mmd)mcamu:

YuactHuksT € aexiaapupan B eEEJIOIT onut npu u3nbiHEHHETO HA JAEHHOCTHTE € NpeaMeT U 00eM, CXOleH
HJIH MJIEHTHYEH C [peJMeTa Ha NOphYKara.

YuactHuksT € aeknapupan B eEEJIOIL ye e cepruduumpan no cranaapr:
- Ha cUcTema 3a ynpasieHue Ha kadecTBoTo 1SO 9001:2015.

r HDOHC”DKU 3 cCvomeemcemaeue Had MmexHu4ecKomo H]J(.’-().TOJK'(?HHE C USUCKEAHUANA O CB3NOHCUIMENA.

Cnen xato pasrieia TeXHHYCCKOTO NPEeAOKEeHHE, NIPEACTABEHO 0T y4acTHHKA, KOMHCHATA YCTAHOBH, Y€ € B
[MBIHO CBOTBETCTBHC C H3HCKBAHHATA. CbAbPAKALLH CC B o0sBara u MIPHIOKEHHUTE OT BB3JIOIKUTEIIA OGpElBL[H.

YyacTHHKA ASKIapHpa;

| .ue sxemae ga yuacTa B o0lecTBEHaTa nopbuka 3a W300p Ha M3MBIHUTEI 110 pela Ha [ 1aBa 1Bajecer H mecta
ot 30I1 ¢ ropenocoyeHus npeaMer M € I'oTOB Ja d H3NBIHH H30AJI0 B CBOTBETCTBHE C H3HUCKBAHHUATA Ha
BB3/JI0KUTENS U B bJIHO CBOTBETCTEBHE C TEXHHYECKaTa crneuu(HUKauus U BCHYKH [PUJIOKMMH HOPMATHBHH
AKTOBRE KbM TO3M BHJL ACHHOCT.



2. 4e € 3an03HaT ¢ yc/1oBusTa B 00siBeHaTa 0011eCTBEHA IOphuKa M H3uckBaHusaTa Ha 3011 u [TI130I1.

3. nmpejutara cpok Ha J0CTaBKa /el MHCMEHa 3asiBKa 0T CTPAaHa Ha BL3JI0KHTE 14 10 72 (celeM/IeceT U jBa) yaca
0T MOJIy4yaBaHe Ha 3asiBKaTa.

4. nmpeaara cpok Ha rOJHOCT KbM MOMEHTA Ha jocTaBkara: 60% /liecTaeceT Ha cto/.

5. ye MNPOAYKTH. Npe/ylaraHuTe OT HEro ca:
® B IIbJIHO CLOTBCTCTBHE C OITHCAHUTE B HpHHO}i\'GHHE‘ Ne2 ot HACTOALLATA JOKYMCHTALMSI

® 0TroBapsT Ha pasnope/0HTe Ha 3aKOHA 32 MEAMLMHCKHTE H3IeMHs OTHOCHO Hanecena ,,CE™ mapkupoBka,
U € NPHII0KHIT 3aBEPEHH KOIMS Ha:

- EO Cepruduxaru 3a odepupanute 1e3MHMEKTAHTH U JIETEPreHTH
- EO Jleknapauuu 3a ¢hoTBETCTBHE, CHCTABEHH OT IPOM3BOANTEA, 33 OpepUpaHnTe JIe3HH(PEKTaHTH U
JeTePreHTH

® OTroBapAar Ha ]‘JEB['IO])C;’IGHT@ Ha 3akoHa 3a MCIHMUHHCKHTE M31CJIHA, U € [TPHIIOKH!I, 3aBEPCHH KOIIHs Ha:

- HMudopmauuronen nuer 3a 6e3omacHOCT

- MHucTpykuuu 3a ynorpeba

- Karanosu Ha oepupaHuTe MEAMIHHCKH H3/1€/1Hsl
0. 4¢ ¢ OTOPU3HPAH OT MPOU3BOAMTENS HA MPOAYKTA MM OT YI'bJHOMOLIEH [1PEACTABUTEN ChC CHELIHATHH MK
H3KITIOUHMTEIHN [IpaBa 3a NpoAaKkda HA CLOTBETHMS NPOAYKT Ha TepuTopusrta Ha PenyGnuka Boarapus, u e
MPUIOAKIT 3aBEPEHO KOITHE Ha OTOPU3aLHOHHO 1MeMo (o1 Borer Chemie AG).

B 12:35 waca na 06.03.2019r. Komucusita B3e peueHne 1a Npoab/iKH cBosita padora ma 13.03.2019 r.
o1 10:00 yaca.

Ha 13.03.2019r. B 10:00 uaca. B rp.XackoBo B aIMHHHCTpaTHBHata crpaia Ha ,.MBAJI- XackoBo™ AJl,
Haxozasma ce Ha 0y1.”CbrennHerne "Ned9 ce cbOpa KOMHCHS B ChCTAB:

Hpeoceoamen:

Bazentuna JloGpesa Ilpumosa— meanumncka cecrpa BBW B oraen ,Bomuuuna xuruena, nesundexuus u
crepunuzanus” B ,MBAJI- Xackoso™ AJ]

Ynenoge:
I.Kpacumupa Pymenosa Hukonosa — uxonomucr ..OGecteenu nopbuku” B .MBAJI-Xackoso” AJ]
2. Buonera bopucnasosa Mopaanoea — topuckoncyat B .,MBAJI-XackoBo™ A/]

Komucusita [IpOJBIKHA  CBOATa pHGO'I"d Ha 3aKpHTO 3ace/laHue, KaTo pasriena 0(p€pTHT€ Ha OCTaHaJIuTe
YHACTHHIHTE 38 CbOTBETCTBHUE C MOCTABCHUTE OT Bb3JIOMKHUTE/IA H3UCKBAHHA H VCTAHOBH CJICIHOTO!

3. WHCTIIHHK BBITAPHA” OO/ — cbe cenamuuie u agpec Ha ynpasienue: rp.Jlnosmus 4000, paiion
Llenrpasen, yn."Hopaan Hoskos ~ Ne 9, EMK 115573932, npeacrasisasato oT Kpbetbo Becennnos benes —
Ynpasuren.

Yuacmnura e npeocmaeun cieonume OOKYMEHMU NOONUCAHU U NOOREYAMAHU, CbIdCHO USUCKGAHUSMMA Hd
301 u ev3100cUMeE. 15



HaumenoBanue Ha
yuactHuka:"Mctannk bwarapua”O0]]

Obpasey Nel

Cenanuuie U afpec Ha yrnpasleHHe Mo
perucTpauus: rp.ITnosaus,
vn."HMopnan Hoskos”Ne9

EWK:115573932

ToueH anpec 3a
kopecnonaeHuus:rp.Ilnosaus,
Oyn.”lllectu centemBpu " Ne87

Tenedonen nomep:032/644588

Daxc Homep:032/642706

JInne 3a kontaktH:MBa CTOM10BA

e- mail:eastlink_pv@mail.orbitel.bg

1o ,,MBAJI - XackoBo™ AJ]

OITUC HA IMPEACTABEHHUTE JOKYMEHTH,
CBIABPAKAIIHU CE BOOEPTATA

3a yyacTde B 0OLIecTBeHa nopbyka Ha ctoiHocT no 4n.20, an.3, 1.2 ot 30I1, ¢

npeamMer:

wAocmaska na oesunpexkmanmu 3a wyxcoume na , MBA/I-Xacrkoeo” A/ ¢ mpu

00ocobeHu no3uuI*

Bua na jokymeaTure
/opuzuran unu 3asepeno konue/

ok 13 i
1 Opurunan ?
2. EEJOTI Ha enektpoHeH HocuTen —————
3 Hexnapauus 3a npueMaHe Ha Opurunan, o6pasew Nod 3
YCIOBHATA B MPOEKT Ha 10roBopa
4. Jlexnapauus cpoK BaaMAHOCT Ha OpuruHan. obpasewn No5 4
} odepraTa
. Hexnapauus no 4n.97,an.5 or Opurunan, obpasen Ne3 5
[TT130I1, 3a orcbeTBHE Ha
obcrosTencreara no 4n.54, an.l, 1.3-
1 S ot 3011
Hexnapauus no yn.97,an.5 or Opurunan, obpasew No2 6

13011, 3a oTcheTBUE HA




obcrosTencreara no 4n.54, an. 1, 1.2,

2170t 30I1
1. TexHuuecko mpeanoxeHue Opwurunan, O6pasewu No6 u 7-10
[Tpunoxernue No2 Ha xapTueH u
€/IeKTPOHEH HOCHTe!
8. OTOpU3aLMOHHO MHCMO 3aBepeHo Komue 11
19 Cepruduxar UCO 13485:2012 3aBepeHo Komnue 12-13
i 10. Heknapauus 3a cbOTBETCTBHE 3aBepeHo Konue 14-15
[ 11. HMHuceTpykumu 3a 6€301acTHOCT M 3aBepeHH KOMuA 16-21
ynorpeba
12. LlenoBo mpennoxenne Opurunan, obpasen No7 u 22-24

[TpunoxenueNe3 Ha xapTHeH u
€/IeKTPOHEH HOCHUTE

Hara 19/02/2019r.

Hme n dpamunns

Kpberbo Benes

[Toanuc Ha nuueTo (M nevar)




Cl1eo kamo yemanosu, ue ogepmama Ha YuacmMHura coObPICa BCUYKU OOKYMEHMY, NOCOYeHU 6 00R8ama,
KOMUCUAMA RPUCITBAU KM

% 3A OBOCOBEHATA IIO3MIIMST Ne3- JloctaBka Ha npenapard CleluMaJIHo IpeJHa3HAuYeHH 3a
[I0YMCTBAHE M XHMHOTEPMOJAC3MH(DEKIMSA HA MEJMUMHCKH MHCTPYMEHTH B MHSIHO-Ae3HHMDEKIMOHHHU
Maludy

r H])()G(’DKC( 3U COOMEEMCmMeUe ¢ Ve1oeusma 3a yvacmue.

B npencrasenute kpM oeprara AeKnapaluu. OT YYacTHHKA € JEK/IapHpaHa Jumnca Ha odcTosTeIcTBa 1o 1i.54,
anl, T.1-5 u 7 or 30I1.

Y4acTHUKA € JeK1apupan, ye APYKeCTBOTO- yUacTHHK B OOLIECTBEHATA MOPHUYKA HE e PErHCTPUPAHO H HE €
CBBHP3AHO ¢ JIMLA PErHCTPHPAHH B IOPHCIMKINK ¢ TpeepeHIHAIEH JIaHBYEH PEKHM.

- Hposeph‘a HU CbOMBCMCMBUE C USUCKBAH USAIMU HA 6B3T0NCUMEIIS 30 NPUBOCNOCOOHOC 3d VUPUAMNCHABUHE

Ha PO CUOHAIHA OCLIHOCH,

B eEEJIOII yuactnukeT e neknapupan, de e nputexasa Paspelenue 3a TLProBUs Ha €Ap0 ¢ MEAMLHUHCKH
U31e1usl.

= H[)()()’(”Di\'t.’l HU _CbOMEemMemeue ¢ UIUCKGAHUANA 34 MEeXHUYecKu U }?])Od)E?CH()HCLTHH crocodHocmu_u

HATUYUEe HAd USUCKBAHUNIE O 8B 3T0NCUMENS cmmud)w\‘anm:

YuactaukeT e gexiaapupan B eEEJIOIT onut npu u31bIHEHHETO Ha ACHHOCTHTE C npeaMer U odeM, CXOJIeH
HJTH MJGHTHYEH C [IpeAMETa Ha NopbhYKara,

YuactHukbT € neknapupan B eEEJOIN. ue e ceprudmumpan no cranmapt:
- Ha cucTeMma 3a ynpas/eHHe Ha KadyecTBoTo [SO 9001:2015.

' 4 H})()GC)[)KCI 30 CLbOMBEMCMBUE HA MEXHUYECKONIO NPEOTONCEHUE ¢ USUCKEAHUSMA OM CL3IN0ACUIMENSA.

Crnen kaTo pasrjieia TEXHUYCCKOTO MPeaI0KeHHE, [NpeACTaBCHO OT YHaCTHHKA, KOMHUCHUATA YCTAHOBH, 4Y€ HE € B
[TB/IHO CBOTBETCTBHE ¢ H3HCKBAHHUATA. ChbABpPIKallH Ce B oOsBaTa u MNPUITOKCHHUTEC OT Bb3JTI0KHUTEIA 06p33LlI/l.

YUacTHHKA JIeKiapupa;

|.4e jkenae 1@ yyactsa B oOLecTBEHATA NOopbYka 3a H300p HAa U3NBJIHMUTE! 10 pejia Ha | 71aBa J1BajeceT u MiecTa
ot 30Il ¢ ropenocodeHusi NpeaAMET U € I'OTOB Aa 5 H3MBJHM HM3LAI0 B ChLOTBETCTBHE C H3UCKBAHUSITA HA
BLIJIOJKUTET U B [IBJIHO CBOTBETCTBHE € TeXHHYeCKaTa CreUM(UKAUMS M BCHYUKH I[PUIIOKHMH HOPMAaTHUBHHU
aKTOBE KBbM TO3H BM/I JeHHOCT.

o

. U€ € 3aM03HAar ¢ yCJI0BUATA B 00sABeHaTa 00LIeCTBeHa NopbyuKa U W3HcKkBaHusTa Ha 3001 u [TI130I11.

3. mpelara CpoK Ha J0CTaBKa ¢/l IHCMEHa 3asBKa OT CTPAHA Ha BB3I0KHTE/Is 10 72 (CcetemieceT 1 I1Ba) yaca
OT M0JIy4aBaHe Ha 3asBKaTa.

4. mpejnara ¢cpok Ha FOJHOCT KbM MOMEHTA Ha joctaBkara: 60% /LiecTaeceT 1a ¢ro/.

5. ue NPOAYKTH, IIpEe/UTaraiuTe OT HEero ca:



¢ B IIL/IHO CBOTBETCTBHUE C ONTHCAHHUTE B H]JHIIO}KEHI/IE No2 ot HacTosaTa AOKYMCHTAalMA

® OTroBapsAT Ha pasnopeadHTe Ha 3aKOHA 3a MEAMLUMHCKUTE M3/1e/IMs OTHOCHO HaHeceHa ..CE™ MapkupoBka,
W € NPHIIOKHII 3aBEPEHH KOTHS Ha:

- Jleknapauuu 3a CbOTBETCTBHE OT MPOU3BOAUTEIS
- HMCO 13485:2012 ceprudukar Ha npon3BoiuTeis

® OTTOBapAT Ha pa3r|0pe:{6nTe Ha 3aKoHa 3a MEAMLMHCKHTE U3NEJIH, H € IIPUJIOMKHIL, 3aBCPEHH KOIHS Ha:

- MudopmannoHeH JucT 3a 6¢30MacHoCT
- Wuerpykuuu 3a ynorpeda

6. 4¢ € OTOpU3MpaH OT MPOU3BOIMTENS HA MPOJAYKTA MM OT YIIBJIHOMOIIEH [IPEACTABUTEN ChC CIICLHATHU HIIH
W3KJIIOYHTEIIHA [IPpaBa 3a Npoaaxda Ha ChOTBETHHs NPOAYKT Ha TepuTopusrta Ha PenyGnuka Bwiarapus. u e
[IPHIIOKHIT 3aBEPEHO KOIHE HA OTOPH3alMOHHO 1miueMo (0T [aunko lapa EOO/]).

Komucusta yctaHoBM, 4e npuioxkeHoto o1 “Meranuk bearapus™ OOJ] oropu3anMoHHO IHCMO, HE € OT
MPOM3BOUTEIIA HA MpeUlaraH|uTe OT Y4aCTHHKa NpoayKTu - .JlaGoparopusi n-p Jlene™ ['epmaunus, a e or
wHaurko Jlapa™ EOOJ]. YuacTHUKBT He € NpeCTaBuil JOKYMEHT, ¢ KOHTO Ja y0CToBepH, ve pupma “Tlaunko
Japa™ EOO/] e ynbinomouleHa ot npousBoautesst - . JlaGopartopus a-p Jlene™ ['epmanus, cbe CHEMHATHA KK
W3KIIKOYHTETHH TpaBa 3a Mpojakda Ha CbOTBETHUTE NPOAYKTH Ha TepuTopusita Ha Penybiuka bearapus.

Bwvs ocnosa na copnomo, oghepmama ha yuacmHuKG He 0M206aAPA HA RPeOCAPUME/IHO 0OABCHUME VCA06UA
Ha nopvukama u Ha ocHosatue 4.1.107, m.2, oyxea ,a" om 3011, komucusma npedaaza Ha Bvzaoxcumens
0u oMmCecmpanu om yuyacmue ¢ npouedypama yuacmuura ,Hemaunk Bovacapus’” OO0/,

Koviicnsita npoas/uku csosita padora Kato pasrjiela UEHOBHTE NPELI0/KEHHS HA YYACTHHIHTE 32
CHOTBETCTBHE ¢ H3HCKBAHNATA Ha Busiloskurens u B cboTBeTCTBHE ¢ pasnopeadure Ha 3011 u yeranosw,
qye.

I llenosoto npeanoxenune Ha ,, XurneHHo-mMeanunncka uagycrpusa” EOOJ1

-3a o6ocobenara nosuumsa Nel- . Jlocraska Ha OMOLM/IHY ripenapaTti’’

O0wa ueHa B 1esa 0e3 JIJ1C — 57,98 as. (netaecer u ceneM aesa u 0.98 croTHHKH).

NOONUCANO U ROONEHAMUHO O NPCOCMABIAGALUUA YYACMHUKA, € NPeOCMU6eH0 CboOPU3HO NPeOBUOCHUA 6
OQOKYMeHmayuama 3a yuacmue oopaseiy.

#  [pedeud 20peusnoxncenomo, xKomucuama ycmanogu _ue _odepmanma Ha , XuzueHHO-MeOUUUHCKA
unoycmpua” EOOH 3a Qbocodena _nozuuus Nel omeoeapa Ha _W3UCKEAHUAMA HA 6b3I0NCUMEIA,
NPeOCcmaseHl _ca_8CUYKU _QOKYMEHIMU, NOCOYCHI 6 00ABAMA U 6 _Pe3VImam Hd KOemo, KOMUCHAMA
()OHI'CK{I G(I)(prﬂ(lﬂiﬂ' HA VHACMHUKU 00 OUCHKA U KIdcCUPAHe,




2.Ilenoporo npenoxkenue Ha ,Meanunaeka Texuuka Unkenepunr” O0/1

-3a o0ocobenara nmosuumg Ne2- JlocraBka Ha mpenapary 3a MHCTPYVMEHTH U TePMOJIaOH/IHU MaTepHald U
nocoOud (BKJ. I'bBKABH M PHIMJHM  €H/IOCKOIH. d4HECTEe3MOJOrnyHo o0opy/iBaHe), M Ha [pernapard 3a
BHCOKOCTENEHHA JIC3HMH(BEKIHS - CTyJeHa XHMHYECKd CTEpHIM3alds Ha  TepMOoJa0MIHH  MEIHIIMHCKH
YCTPOHCTBA (BKJL. BBKABU cKomnu) ™

O0wa uena B aesa 6e3 JIJIC — 38,56 as. (tpuaecer u ocem jieBa 1 0,50 CTOTUHKH).

- NOONUCAHO U NOONCHAMAHO OM npu(Jvmuf;.'z;.!r;amu}f yuacmuura, e npe()cmucfenu C'b()ﬁj)(ﬁh‘() i?p{’()é’l{(jé’HH}'l 6
dOKYMeHmayuAama 3d yvacniue L)JPCIREI[,

»  pedsud 2opeuzioynceHomo, Komucusma ycmanosu ue ogepmama na  Meouyuncka TexHuka
Huxnecenepune” Q0N 3a_Qoocobena _nosuus_Ne2 omeoeapa HA _UHUCKEAHUAMA _HA_6b3A0NCUMENA,
HPEOCMAGeHU _Cd_BCUYKU_OOKYMEHMU, NOCOYCHIL_6 _00ABAMA_IL_6_pe3VIMAN_HA_KOemo, KOMUCUAMA
JORYCKa oepmama Ha Y4achHUKI 00 OUeHKA U Kiacupane.

-3a 00o0co0enara nosuumsa Ned- JlocraBka Ha npenapard clieuualHo npeaHa3HadeHd 3a  [OYHCTBaHe M

XUMHOTEPMOIE3HH(EKIIMS HAd MEIMIIMHCKY HHCTPYMEHTH B MHRHHO-J@3HH¢)€KL{I—‘IOHHH MAlUIUHHK ~

O6na nena s jaesa oe3 JUIC — 0,4788 B, (UETHPUICCCT M CEIEM H OCEMJIECET U OCEM CTOTHHKH).

— NOONUCAHO U NOOReYAIMaHo om n'?p{’fjL'H?(!(JC'n'}lb'{.'HH(}I VUACMHUKA, € NPeoCcnuseno CI)()GP(-"J’H’O H])(‘()GHOEI—H-UI (¢4
()().'\"l'.1IL’IH’J?(H]H}HTIU Ja ydacmiue ()(’J])U'j’(fl‘f.

» 1lpeosuod 2opeusnoynceHomo, Komucuama ycmanosu _ye ogepmama Ha , Meouuuncka Texnuxa
Huarcenepuno” OO0/ 3a Odocodena nozuuus No3 omeoeapa HA WIUCKEAHUAMA HA 6b3A0NCUMENA,
HPeOCmageH ¢ 6CHYKU OOKYMEHMU, HOCOYCHI 6 00AGAMA I 8 Pe3VIMam HA Koemo, KOMUCUAmQ
QonYyCcKa ohepmana Ha YHACHHNKG 00 OWeHKA H K1acupane.

H13abeaexka: [leHosoro npemwtoxenne Ha ,Heranuk bearapus™ OO/l 3a obocobGenara mozuuust N3 -
JlocTaBka Ha npenapaTd CHEUMATHO NpelHa3HAaYeHH 3a MOYMCTBAHE U XUMHOTepMoJe3uH(pexkuus Ha
METULIMHCKA HHCTPYMEHTH B MUSITHO-/I€3HH(EKIMOHHH MalluHU ~ ¢ npeanosxeda Obua uexa B nesa Oe3 JIJIC
— 0,129 aB. (TpuHaeceT CTOTHUHKH) HE € MPEeICTaBeHO KOPEKTHO — YUYaCTHUKBT € mpeacTaBu1 cOopa oT LeHarta
camo 3a HomeHKIaTypu Ne 3 u 4. He e 100aBen cOopa Ha HomeHKIaTypu Ne 1 u 2.

[I.He e nanuue ocHoBaHue 3a M3MCKBaHE Ha ricMeHa od0ocHoBKa o 4wi.72 ot 30I1 oTHOCHO npeioxkeHuTe
LHCHH.

[1I.Komucusita ouleHu U Ki1acupa oepTuTe Ha JIOMNVCHATUTE YYACTHHIM MO OOSIBEHHS! KPUTEPHIL: ,,HAH-HHCKA
neHa*, KaTo Y4acTHHUKBT NPEAT0KNU1 Hal-HUCKA LIeHA € KJIAaCHPaH Ha MbPBO MSACTO, & UMEHHO:



3a odocodenama nozuyus Nel

1-80 msieto: , XUTMEHHO-MEJAULIUHCKA UHIYCTPUS” EOOJ

[lenoBo mpeatoxkenue: O6wa iena B eBa 6e3 JUIC — 57.98 1B. (meTaeceT 1 ceieM Jiesa u 0.98 cTOTHHKH).

3a obocodenama nozuus Ne2

1-0 msiero: WMEJIMIIMHCKA TEXHUKA HH/KEHEPUHI™ 001

[lenoBo npemoxenue: Obma 1eHa B jiesa Oe3 JUIC — 38,56 nB. (TpUIECET M OCEM JIeBd H (.56 CTOTUHKH).

3a obocodenama nozunua Ne3

I-80 wsieto: wMEJUIHMHCKA TEXHUKA NMHKEHEPHUHI™ OO/

llenoso npexioxenne: O6wma reHa s nesa oe3 JIJIC — 0.4788 aB. (YeTHPHU/IECET U CEAEM M OCEM/IECET H OCEM

CTOTHHKH ).

[V. Bb3 OCHOBa HAa W3BBPLICHOTO PasIIek1aHe, OLCHABAHE H KIACHpaHe Ha MOJIyHCHHTC odeptn, Komucusra
npe;viara na Bubinoxurens 3a M3ITBJIHHTEIL, kxnacMpaHUAT Ha NBbPBO MACTO YHACTHHK IO CbOTBETHATa
000cobeHa MOo3MIMg Ha oblecTBeHarta nopbuka no 4120, am3, 1.1 ot 3011 ¢ mpenmert: ,,Jocmaseka Ha
desunexmanmu sa nyscoume na ,MBAJI-Xackoso” A c mpu 000c00eH I nO3UNU " KAKTO CIe/BA!

e XUI'MEHHO-MEJUIMHCKA HHIAYCTPUA” EOO 3a o6ocoderama no3uyus Nel- JlocTaBka Ha
OUOLIMIHHK npenaparu’

o MEJUUMUHCKA TEXHUKA UHKEHEPHUHI™ OO/L 3a obocodenama nozuuua Ne2- JlocraBka Ha
fpernapath 3a MHCTPYMEHTH M TEPMOJAOMIHM MaTepuatdn H nocoOus (BKJ. IbBKABH M PUrHIHH
eHJIOCKOITH, AHECTe3NOTOTHUHO 000PY/IBaHe ), H Ha NPErapaT 3a BACOKOCTEIICHHA ne3uH(exuus - cryacHa
XMMMYECKA CTEPUIIM3ALHS HA TePMOIa0OHIHH MCAHIHHCKH YCTpOIiCTBA (BK/I. IbBKABM CKOMH) ~

o ,MEJUIMHCKA TEXHUKA MHKEHEPUHI™ 00/l 3a obocodenama nosunusn Ne3- JloctaBka Ha
upenapa'm CrieaIHoO l'lpe,lHafillﬁ‘IEHH 3d [NOoYHUCTBaAHE H XHMHOTE‘p\IO,Z[E?MH(I)EKL[MS[ HA MEJAHUIIHHCKHA
HHCTPYMEHTH B MHSUIHO-1€3MHQEKUHOHHH MallUHH b

Komucnsita npukmoun csosita padora Ha 14.03.2019 r., cliell KOETO HaCTOALIMAT [Tporokon 3aeaHo ¢ LAnara
TOKYMEHTALMs 10 NMOphYKATa e MpeICTaBs Ha Bb3aokuTens 3a yTBbpKIaBaHe, CJIe KOCTO B CHH H ChLIH
eH KOIMe OT HEro e ce H3NPATH Ha BCHYKM YUACTHHIM B POLERypaTa o GaKke WM Mo eIeKTPOHHA MOl 1
we ce nyGaukysa B paszen .JIlpodmui Ha Kynysada’ Ha MHTEPHET CTpaHHUATa Ha .MbAJI-XackoBo™ A/,
cvrnacHo 4i1.97, an.4 ot II30I1

BeyuKH pelieHust Ha KOMHCHSITa ¢a B3€TH ¢ CIMHOAYLLHE.



Komucusn e cocmasg:

Ilpedcedamen: Banentuna /loOpesa [ [pumol

1. Kpacumupa Pymenosa Hukomnosa * .............

2. Buosiera bopucnasosa Mopaanosa * ............

YTBBPUIL: * .
JI-P TEOPI'M HUKOTIOB rEQRl 1 &
U3IbJIHUTEJEH ;I[HPEK%&:L _ o

HA ,MBAJI-XACKOBO* A/l

L8 .08 ZOS Py

JlaTa Ha YTBBEPKAABAHE: ..{. o ieieiininnronincannnesnenessnnons

* 3aamvena undopmauns na ocHosanue w1 2 o1 33J1)1



