NPOTOKOJ

‘i. |

no 41.192, an.4 or 3011

32 pasrjiekIaHe H OLEHKA HA odepTHTE U KIacHpaHe na’yqacmnume

OT IEHHOCTTA HA KOMUCHS Ha3Ha4eHa che 3amoben Ne PJ1-08-326 /23.04. 50201" Ha H3n!&nHHTeﬁHHﬂ au

Ha ,MBAJI-XackoBo” A, BbB Bpb3ka ¢ O01Ba 3a 00IECTBCHA nophtﬂ(a Ha CTOﬁHOCT no uJl. 20 |
30I1 Ne PJ1-08-299 / 31.03.2020r. ¢ IIpezIMeT |

SRR
w/ocmaska na oezungpexmanmu 3a nyyncoume na ,, MBAJT - Xacxoeo ” A/l ¢ mpu obocoberu nosunuu”
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Ha 23.04.2020r. B 10:00 yaca, B rp.XackoBo B aI[MHHI/ICTpaTPIBHaTa crpazIa Ha ,,MBAH— Xacxorao” AII

Haxonqma ce Ha Oyn.”Crenunenne "Nod9 ce cxbpa komucus B cheTaB:

Ilpeoceoamen:

Cnases ['eopruesa CrraBoBa — ['1aBHa MeJUIIMHCKA CECTpA B ,,MBAH-X&CKO]?O” Al

Ynenoege:

R
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1. Banentuna /JloOpesa [IpumoBa— memunuucka cectpa BBU B oTaen *,5Boi1Hz1«1qHa xvifmﬂa; nesnﬂtl)éixcunx: u

crepunuzaiys B ,,MBAJI- XackoBo” AJ]

2. Buonera bopuciasosa Mopaanosa — 1opackoHCynT B ,,MBAJI-XackoBo” AJl

[Ipencenarenar Ha KOMUCHSATA TOJYYH TOCTBIIMIUTE B CPOK 2 (IBE) OQ)epTH v HpOTOKOJI 1o 4. 48 all. 6 oT
VLR g R i

[IT30I1.

Cren moyiyyaBane Ha CIHCHKA ¢ YIACTHUILIUTE, MPEACTABUIN 0depTH:

1. Oepra ¢ Bx. Ne 74 / 13.04.2020r. — 10:15 yaca na ,Mexuuuncka Texnuxa Wrxenepunr” O0/L — cbe
cenanuIe U aapec Ha yrnpasinenue: rp. Codus 1750, paiion Muagocr, x.x. Mianocr 1, 6. 285 /yn. Jumursp

Mouios/. Tenedon: 02 /462 71 23; ®axc: 02 /462 71 15
e-mail; info@mte-bg.com

2. Odepra ¢ BX. Ne 75 / 15.04.2020r. — 15:05 vaca na ,,Xnmeﬂno-MenﬁuanKa uuaaycrpusi” OO/ — cxe
ceJlalIMINE U aapec Ha yrpaslienue : rp. Bemuko TwspHOBO, yi1. ,,Hukomna Fa6pOBCKH“ No 81 Al
ten.: 062/ 62 24 29 u daxc: 062/ 63 46 09; e-mail: head_office@hmi-company.com | | !

1 gt
| |

1)

u B u3nbiHenne Ha wi.51, an.8 or II30II, npeacenaTeNaT u BCHYKH WICHOBE Ha, KOMHCHSTA TOIBIHAXA M

nozanucaxa aekiaapanuu mo wi. 103, an.2 ot 30IL

Ha myGaH9HOTO 3aCeIaHHETO HA KOMHCHSTA IO OTBapsHe Ha OepTHTe He MPHCHCTBAT YYACTHHLM MM TEXHU

YIOBJIHOMOIICHU NPEACTABUTCIIN.
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Komucusra ycramoBn, dwe odeprure ca momameHH B 3amevaTaHm | HerOSpa‘-IHH onaxonn CT:J“J'IaCHO
U3UCKBaHuATa HA w147, an.2 ot II130I1 u omakoBKuTe ca ¢ HEHapyLIeHa UAT0CT " npmcmnn KbM OTBapsIHe
Ha [OJTy4eHuTe OepTH [0 peJia Ha TIXHOTO MOCTHIIBAHE U 0GB ueHOBnTe HpeﬂHO)KCHHSI KaKTO cnemsa

1. Odepra ¢ BX. Ne 74 / 13.04.2020r. — 10:15 yaca Ha ,Menuuuncka Texunka I/Imlceﬂepmlr” OO)I

YYaCTHUKBT € TpejicTaBu oepTaTa Cu B 3ameyaTaHa HEIpo3pavyHa OMaKOBKa, ¢ nocoquH Bpry Hest "naHHI;rI B
ChOTBETCTBHE C H3HCKBAHUATA HA BBH3JIOKHUTEIISL. : ' !

» 3a obocobenara nosumus Ne2- JloctaBka Ha Ipenaparu 3a I/IHCprMeHTH " TepMona6HnHu MaTepuann u
HOCO6I/I${ (BKI. I'bBKaBH W PUIMIHHM EHIOCKONH, AHECTE3HOIOTHYHO obopyzBaHe), U Ha IIpenaparH 3a

BUCOKOCTCNCHHA Ne3UH(EKUUs - CTy/eHa XHMHYeCKa CTEPHIM3ANMS HA TePMONAGHIHH MeIHLHHCKH
YCTPOHCTBA (BKII. IBBKABH CKOITH) *° | Hi i :

] [

[lenoso npenoxenne: O6ina 1ena B epa 6e3 JUIC — 38,32 as. (TpmeceT U 0CeM neBa un 0, 32 CTOTPIHKI/I)

Beuuku unenose na komucusima noonucaxa Ilenosomo npeonooicerue na yuacmmnuxa.

» 3a obocobenara nosuumst Ne3- JloctaBka Ha mpenaparu cneunanHo npenﬂasﬂaqeﬂn 3a nquCTBaHe "
XUMHOTEPMOIE3MH(PEKIUS Ha MEIUIIHHCKH HHCTPYMEHTH B MUSLITHO- nesHH(peKuHOHHH Maum}m

i Ji'

IlenoBo npennokenne: O6ia 1ieHa B 1eBa 63 JUIC — 0,48 nB. (qempnﬂeceT H 0CeM CTOTHHm)

Beuuku unenose na komucusma noonucaxa Lenosomo npeoodcene Ha yqacmnuka

R o bl e
2. O¢epra ¢ Bx. Ne 75/ 15.04.2020r. — 15:05 gaca na ,,Xnmenno-meg;mnncxa unzly.CTpnﬁ”. .OIQII, :

Y4acTHUKBT € npeJcTaBul odepraTa CH B 3amedaraHa HeIpo3payHa OHaKOBKa ¢ HocoqunlBpry Hes ,I[aHHI/I B
CUbOTBCTCTBUC C M3MCKBAHUATA HA BB3JIOKUTES. L3I e ‘

AN

> 3a obocobenara mosuuus Nel- , JToctaBka Ha GHOIMIHY npenapam

LenoBo npennosxenne: OOGiua 1ena B esa 6e3 JIJJIC — 92,44 s, ( aeBeTaeceT i nBa JIeBa I/I 0 44 CTOTI/IHKI/I)

Bcuuxu unenose na komucusma noonucaxa Llenoeomo npednooicenue na yHacmuuxa.

C u3nbJIHEHHETO HA Te3H AelcTBHS My0JHYHATA YACT HA 3acelaHHETO NPUK/I0YM B 11:10 gaca.

Komucusra npoasku cBosita paboTa ¢ pasriexaane Ha oepTHTe 3a CHOTBETCTBHETO UM € MOCTABEHUTE OT

BB3JI0XKUTENSI H3UCKBAHUS U YCTAHOBH CJIEIHOTO: o | “f ‘ ;w? L
i 1 il IS G .““ {2

1. MEJMIOUHCKA TEXHUKA WHXEHEPHUHI” OOJI - cne cenannme M aJIpeC Ha yNpaBJICHHE:

rp.Codust 1750, paiton Mnanocr, xk. “Muagocr” 1, 61.285, EUK 831641528 npezlc‘raanBaHo 01‘ Pidnka
Xpucrosa ['eroBa-Xpucranosa — Yupasure

] "::‘1"‘}-3 ki
Yuacmuuxka e npeocmasun cieonume OoKymenmu nOONUCAHU U noénewamauu cvenacho u3ucwaﬂuﬂma Ha,

3011 u 6v3102CUMeENA: w



Obpaszey Nel

HarMeHOBaHK€ Ha YYacTHHKaA: . Meouyuncka Texnuxa Huocenepune” OOI
Cenanuuie ¥ aapec Ha ynpasienue no p. Cogus, 1750
perucTpauus: ac.x. Mnaooem1,6n. 285,/yn. Juumep Monnos/
EUK: 831641528
ToueH aapec 3a KOPECTIOHACHLIMA: ep. Cogpusa, 1750

ac.k. Mnaooem1,6n. 285, /yn. Juitumep Moanos/
TenedoHeH Homep: 02/4627118
(Daxc HOMeD: 02/9712410
JIule 3a KOHTaKTH: . Mupocnasosa
e- mail: info@mte-bg.com

10 ,,MBAJI - XackoBo” AJ]

OIIUC HA ITPEJACTABEHHUTE JOKYMEHTH,
CBABPXAIIA CE B ODEPTATA
3a yyacTue B o0LIecTBEHa Nopbyka Ha croiHocT no un.20, a3, 1.2 ot 30I1, ¢ npeamer:
JJocmaska na oesungpexkmanmu 3a wyncoume na ,,MbAJI-Xackoso” Al ¢ mpu obocoberHu nozuyuu®,

No Coabpaanue: Buj Ha IOKYMEHTHTE Crpannua
/opuzunan uny 3aeepeno konue/ Ne
1. OmnKc Ha JI0KyMEHTUTEe B odepraTa Opurusan - Oopazey Nel 1-2
2. Jleknapaius 3a CbOTBETCTBUE ¢ KpHTEpPHHTE 3a onbop | Opurunan - Odpasey Ned 3-5
5 Hexnapauuy no un. 54, an. 1, 1. 1,2u 7 ot 3011 Opurunan - Odpasey Ne6 6-8
4. Jlexnapaunu no 4. 54, an. 1, 1. 3-6 ot 3011 OpwuruHan - Odpasey Ne7 9-14
5. Jleknapaiuu 3a IMTca Ha 00CTosTeNCTBa o cMuckna | Opurunan - Odpasey Ne§ 15-20
Ha no ui. 3, T. 8 or SUGO/IPIOIAPKIITAC
Jleknapauny BbB Bpb3ka ¢ un. 101, an. 11 or 3011, BbB | Opurusan - Odpasey Ne9 21-23
Bpb3ka ¢ ui. 107, 7. 4 ot 3011
JlekapaLiy 3a Inca Ha obcrosTencTsara o un. 69 | Opurunan - Odpasey Nel0 24-26
OT 3aKOHa 3a MPOTHBOZEHCTBHE HA KOPYTILUATA H 32
OTHEMaHe Ha He3aKOHHO MPUIOOHTOTO HMYILECTBO
TeXHUYECKO NPeJIOKEHHE 32 Opurunan - Odpazey Ne2 27-29
O6Gocobena no3unus Ne2
[IpeanoxeHue 3a U3MbIHEHUE HA NOPbYKATA B Opurunan - [punoxenue Ne2 | 30-31
CHOTBETCTBHE C TEXHHYECKATA CTieHpuKaLus 1 Ha XapmueH 1/ ONMU4en
M3UCKBAHUATA HA BB3N0KKTENs - [Ipnioxkenne Ne 2 Hocumen
na xapmuen u onmuyen nocumen 3a O6ocodena
nosuuns Ne2
TponykToBu aokymeHTH 3a OI1 2 /KOMNNEKTOBaHM MO | 3aBEPeHH KOTI/isl 32-81
HOMEHKJIaTy pu/
TexXHUYECKO NMpeUIOKEHHE 32 Opurusan - Odpaszey No2 82-84
O6ocoGena mo3uuus Ne3




12. | Ilpeanokenue 3a U3MbIHEHHE HA IOPLYKATA B Opurunan - punoxenne Ne2 | 85-86
CbOTBETCTBHE C TEXHUYECKATA CEUN(DUKALIMA H Ha Xapmuex « onmuyen
M3UCKBaHMsATA Ha BB3/IOXKKTENA - IIpuiioxkenne Ne 2 Hocumen
Ha xapmuen u onmuyen rnocumen 3a O6ocodena
no3uuus Ne3
13. | IIpoayKTOBH HOKYMEHTH / KOMMIEKTOBAHH 110 3aBepeHHu KoI s 87-126
HOMEHKIaTy pH/
14. | LlenoBo npeanoxenue 3¢ OGocobena mozuums Ne2 Odpazey Ne3 na xapmuen 127-128
Hocumen
15. | IlenoBo npennoxenue 3a O6ocobena mozumusi Ne2 Ilpunoxcenue Ne3 na onmuuen | 129-130
Hocumen;
16. | Llenoso npeanioxkenne 3a O6ocobena mo3umus Ne3 Oopasey Ne3 Ha xapmuen | 131-132
Hocumen
17. | Llenoso npennoxenne 3¢ OGocobena nosuuust Ne3 | Hpunoncenue Ne3 na onmuuen | 133-134
Hocumen;
Jlata 06/04/2020 e ~
Hme u pamunus Hopnanuna JlnMuTpoBa
Hommpe Ho TICTO (I IRIAT) . | ..isssmsnsstssmsorsroisiororissorn
P i
ed. 3¢ & 3
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2oV 30,




Cned xamo ycmanosu, ue oghepmama Ha y4acmuuka cvowvpisca 6CUMKU OokyMeHmu nocoqeﬂu 6 oﬁﬂaama;
KOMUCUAMA NPUCIBAU KbM. e R R

> HDOGQDI\CI 3d Cbomeemcmeue ¢ USUCKBAHUAMA KbM _JTUYHO C'bCﬂ’lOﬂHMe Hd WacmHuka u I\DZJWZEDUUWIQ 3Ll"‘
no0bop, NOCMABEHU OM 6bINOACUMEIS. | i L

B IpEeACTAaBEHUTEC KbM O(I)epTa'ra ACKJIapallid OT MPEACTaBISIBALIATE y‘{aCTHI/IKa C zxemapnpa}xa JIHHC& Ha:
OCHOBAaHH4 3a OTCTpaHsIBAaHE I10:

e wrS4an 1,1 1,2u7 or 301 1 RS e
e w54, anl, 1. 3-6 or 30I1 | | i |

e wi 69 or 3aKOHa 3a MPOTHBOAEHCTBHE Ha KOPYIUMATA M 33 OTHeMaHe Ha HGSaKOHHQ pUI0GUTOTO
umymiectso (3ITKOHITH) |

¢ JICKJIapHupall €, 4€ HE € CBbP3aHO JIUIE C APYT YIYACTHHK B 06IH€CTBeHaTa Homea C o CMI/ICLHa Ha §2

T. 45 ot JlonbiaHuTenuure pasmnopendou Ha 30I1. o bt

o Jlexnapupan e u juncara Ha oOcTosTencTsa mo wi. 3, T. 8 u 4. 4 or 3aKoHa 3a MKOHOMHYECKHUTE U

(brHAHCOBUTE OTHOLIEHHS C JPYXKECTBATA, PETHCTPHPAHH B IOPHCIUKIIN ¢ IpedepeniiiaieH TanbueH
PeKHM,  KOHTPONMPaHHTE  OT  TAX JMNA W TEXHUTE  NCHCTBUTENHH COOCTBEHUIIH
BUOOAPIOITAPKTITIC). E ; IR

IR R B e 1
Y4YacTHUKBT € JeKJIapupail i ChOTBETCTBHE C KPHTEPHUUTE 3a MOAGOP Upe3 MPEACTaBIHE Ha JEKIapalus
1o oOpasew.

Komucusita ycranosu, ue odeprara Ha ydaCTHUKA ChABPIKA BCHUKH HEOOXOIMMH JTOKYMEHTH, U3UCKAHH OT
Bw3noxurens, kato He 0sixa KOHCTATUpaHW HepenoBHOcTH w/miu jurcu. C orien Ha TOBAa KOMUCHSITA
eMHOMYIIHO B3€ pEelIeHHe YYaCTHHKLT Ja ObJe JMOMyCHAT [0 pasmiexndne 'na Texmuaeckoro
npeaJoxKeHue. |

+ 3A OBOCOBLEHATA TIO3HMIMWA Ne2- JlocTaBka Ha Hpenapary 3a HHCTPYMEHTH U TepMona6nn}m
MaTepuany M 1ocobus (BKI. I'bBKABM M DUIWIHH EHIOCKOIHM, AHECTE3UOJIOTHYHO 06OpyjBaHE). W Ha
[penapard 3a BHUCOKOCTEIIEHHA JIe3MH(MEKIUs - CTyJeHa XMMUYECKa CT€DHJII/13aLII/IH Ha TepMona6HJIHI4'
MEIULIMHCKH YCTPOoiicTBa (BKJI. I'bBKABU CKOIHM)” i ‘

e A R o A 0 R Rl e

> HDOG@DKCI 3a Cbomeencmeue Ha mexHu4ecKkomo npe()ﬂooiceHue C UBUCKBAHUAMA 0Nl BB3NAHCUINETA,

Crieqr KaTo pasriefia TEXHHYECKOTO MPEI0KEHUE, MPEJICTABEHO OT yYaCTHHKA, KOMHCHATA YyCTAHOBH, Y€ € B
[I'BJIHO CHOTBETCTBHE C H3UCKBAHUSTA, ChABPXKALIHU CE B 00sBaTa M IPUIIOKSHUTE OT BH3OKHTENA 00pasiiu,

YyacTHHKA JIeKJIapupa:

1.4e Kesae Ja yuacTBa B OOILIECTBEHATA MOPHUKA 3a H300p HA M3IIBIHATEN ﬁo pena na Tnasa mBaneceT u mecta
ot 30II ¢ ropernocoueHusl MpPeIMET M € TOTOB [a s W3IBJIHM HM3ILUIO B CHOTBETCIBME ¢ M3MCKBAHMsATA HA
BB3JIOKHTEIS] U B IIBJIHO CHOTBETCTBHME C TEXHMYECKATa CHENU(DHKAIMS ¥ BCHUKH MPHIOKAME HOpMaTI/IBHI/I
aKTOBE KbM TO3U BUI I€HHOCT.

2. 4e ¢ 3ar03HAT C YCIIOBHATA B 00ABEHATA OOLIECTBeHa MOPhUKa ¥ H3ucKBanusTa Ha 30T u IITIBOTL. [ 1 ¢ |

AR i it 5%




OT I10JIy4aBaHe Ha 3asBKaTa. ol -; 1 : o

4. mpejutara Cpok Ha FOJHOCT KbM MOMEHTA Ha JocTaBKarta: 60% /meCTﬂeceT Ha CTO/

5. 4¢ MPOAYKTH, IPE/IaraHuTe OT HETO Ca;

i f;E‘

ol

® B II'BJIHO CBOTBETCTBHUE C OIIMUCAHHUTE B HpI/IJIO)KeHI/Ie Ne2 ot HaCTOHmaTa IIOK}’MGHTEHII/IX

® OTroBapsT Ha pasnopeaOuTe Ha 3aKOHA 3a MEIULIUHCKHATE Hgﬂenm OTHOCHO HaHeceHa ,,CE” MapKHpOBKa
Y € TIPHJIOKUIT 3aBEPEHHU KOIIUS Ha: L

- EO Jlexnapamnuu 3a cbOTBETCTBHE, CHCTABEHH OT HpOI/I3BOl[I/ITeJIﬂ 3a odjepnpaﬁme ﬂesnﬂ(pemanm "

JeTepreHTH i
{ H
]

® OTroBapsAT Ha pasnopenOUTe Ha 3aKOHA 3a MEJULIMHCKUTE nsnennﬂ e npnﬂomm 3aBepeHH KOIIHs Ha:

- MudopmaimoneH Juct 3a 6€30macHOCT _ . ‘
- Mucrpykiuuu 3a ynorpeba BiE I i
b ! ;

LS : i 1" "“’
b ‘ L8 bR U'w

6. Y€ € OTOPU3UPAH OT MPOU3BOIAUTENS HA MPOIAYKTA HJIH OT YII'BIHOMOLICH NPEICTABUTET ChC CICIMATHA WK
M3KIIOYMTE/IHM NpaBa 3a MpoJaxda Ha CHOTBETHUS NPOIYKT HA TEPUTOPHSTA HA Peny6nu1<a boarapusd, u ¢
IPUJIOJKKIT 3aBEPEHU KOIUS Ha OTOpU3aluoHHM mucMa (0T Laboratories Anios, Borer Chemie AG,Medi-Sept).

1
.M

% 3A OBOCOBEHATA TIO3MIIMUS Ne3- JlocraBka Ha npenapam cnenHaJIHo ﬂDGlIHEBHﬁ‘IGHI/I 3a

HOQHCTBaHe U XHMI/IOTQDMOIIGSHHd)GKHI/IH HQ MEIUITUHCKH HHCTDVMCHTPI B MI»TSIJTHO-JI@M/IH(bGKHI/IOHHH
MalIuHy ’

» HDOGQDKCI 30 CbOMBEMCMEUE HA MEXHUYECKOMO NPEONOANCEHUE C USUCKBAHULIMA OMm 6b3ﬂb9fcum€.ﬂﬂ."

DL R B kAR BABER i
Crien kato pasriienia TEXHHYECKOTO TPEUIOKEHHE, MPEACTABEHO OT YYaCTHHKA, KOMUCHSATA YCTaHOBH, Ye € B
II'BJIHO CHOTBETCTBUE C H3UCKBAHUATA, ChABPIKAILY C€ B 00s1BaTa U NIPUIIOKEHHTE OT BB3JNOKUTEINS 00pa3iH.

fi‘;‘

YyactHuka JeKJlapupa. i

1.4e xenae ma y4dacTBa B ob1ecTBeHaTa IMOPHYKa 3a I/I360p Ha I/I3H’bJ'IHI/ITeH 1'[0 pena Ha I"naBa HBaL[eCGT )54 III€CT8
ot 30II ¢ roperiocoucHus npeaMeT U € roTtoB Aa s U3IBJIHH I/I3II51JIO B C'LOTBeTCTBI/Ie c I/ISI/ICKBaHI/IﬂTa Ha
BB3JIOXKHUTEISL U B II'bJIHO CHLOTBETCTBHE C TCXHHYECCKaATa CHCHI/I(I)I/IKaHHSI u BCI/I‘{KI/I HpHHO)K[/IMI’I HOpMaTHBHH

AKTOBE KBbM TO3U BUJI JIEHHOCT.

2. 4Ye € 3aro3Har ¢ ycJlIoBusATa B 00siBeHaTa 00IIecTBEHa IOpbhYKa U I/ISI/ICKBaHI/IHTa Ha 30H bt HHBOH

3. npemiara CpoK Ha nocTtaBKa CJICH IMHCMEHA 3asiBKa OT CTpaHa Ha BB3JIOKUTCIISL 10 72 (CQZIGM,ZICCGT u lIBa) qaca
OT ITOJTYy4aBaHE Ha 3asBKaTa.

4, npeaiara CpoK Ha rogHOCT KbM MOMEHTA Ha JOCTaBKaTa: 60% /meCTHQCGT Ha CTO/.
S. 4e mpoAyKTH, [TpeJUlaraHuTe OT HEro ca: i
e B IILJHO CHOTBETCTBHE C onrcanuTe B [Ipunoxenue Ne2 ot HaCTOHI.IlaTa LIOKYMGHT&III/IH ”

2 ;
® OTroBapsiAT Ha pa3r10pea6m“e Ha 3aKoHAa 3a MEIULMHCKUTE U3IEJIUs OTHOCHO HaHECEHa ,,CE MapKI/IpOBKa
U € IPUJIOYKHJI 3aBEPECHU KOIIHA Ha! ‘ ‘

- EO Jexnapanuu 3a CbOTBETCTBHE, CHCTABEHH OT npou:;BozmTeJiﬂ 3a oq)epnpanme )memHCbeKTaHm U
JIETEPreHTU 18 o R ]



¢ OTroBapsT Ha pasnopeaOuTe Ha 3aKOHA 38 MEIUIIHHCKITE U3NICIIHA, U € IPUIIOXKIL, 3aBEPEHH KOTIUS Ha,
- Mudopmanuonen mcr 3a 6e3onacHoct b i LR
- Mucrpyknuu 3a yrnorpeba

0. 4e € OTOPH3MPAH OT MPOU3BOMUTENS HA IPOIYKTa UM OT YH’BJIHOMOHIGH npe)lmanmen BC cneuHanHii i
HSKINOIUTCIHY TIpaBa 3a MpoJax0a Ha CHOTBETHHs MPOIYKT HA TEPUTOPHSATA HA Peny6JmKa erapm{ ue
[TPUIIOKH 3aBEPCHO KOIIME Ha OTOPU3AUUOHHO MHcMo (0T Borer Chemie AG) !

¢ “ \; 4
Kommucusira yeranosn, de opeprara na yuactauka chbpia Texnnuecko npezmoxceHHe C"bFJIaCHO I/I3IfICKBaHI/I$ITa
Ha BB3HO)KI’IT€.H${ Karo He Osxa KOHCTaTupaHu HEPEOAOBHOCTH I/I/I/IJ'II/I jguncu. C OFJ'ICI[ Ha TOBa KOMHCHATA

CAMHOMYLIHO B3¢ PCIICHHE YUACTHUKBT 1a ObIe JOMyCHAT 110 pasIiiexkaane Ha IenosoTo npennoxenne.

L

B 15:00 yaca KomucusiTa B3¢ pemenne 1a npoassku cosita paﬁoTa Ha 14 05 2019 r. OT 10 00 lmca

el ‘r

Ha 14.05.2019r. B 10:00 yaca, B rp.XackoBo B a,E[MI/IHI/ICTpaTI/IBHaTa crpazxa Ha ,,MBAJ'I- XaCKOBo” AZI
Haxoasma ce Ha Oyn.”Crenunenne "Ned9 ce cr6pa KOMHCHS B ChCTaB

i i
| 1 !

Ipeoceoamen: R e ::' i '

Cnagest ['eopruesa CimaBosa — ['1aBHa MeauuuHCKa cectpa B ,,MBAJI-XackoBo” AJl

Ynenose:
o i b ik fegt fiid ; !

1. Banenruna I[o6peBa [IpumoBa— mexununcka cectpa BBU B ornen ,,BOHHHqHa xnmeHa ﬂegmﬂ(bexum U
crepumsanust” B ,,MBAJI- XackoBo” AJ]

1 gl W
1

2. Buonera Bopucnasosa Mopaamosa — IOPUCKOHCYJIT B ,,MBAH-X&CKOBO”‘AI[

R R L
il |

Komucusita mpoxbikm cBosita paboTa Ha 3aKpHTO 3aceiaHme, Karo | pasriena oQepTuTe 'Ha OCTAHANHUTE
il
YHaCTHULHATE 32 CbOTBETCTBHE C IIOCTABEHHUTE OT BH3JIOIKUTEIIS U3UCKBAHUS H YCTAHOBH CJIEAHOTO:

2. XUTMEHHO-MEJUIIUHCKA UHIYCTPUS” QO - che cemammmie ¥ anpec Ha yhpaBneHne p.
Bennko Tepuoso 5000, yn. ,Hukona I'aGposcku™ Ne 81a, EMIK 814181757, npezcTapisBano  oT Eprexn
Kocramunon Kocrammuos u Buxrop Hener Azmanos - Vipasurenu i | I

Vuacmnuxa e npedcmasun crednume doxymenmu noonucamu u noéneuamanu CL2NACHO u3ucxeanuﬂma Ha
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1o ,,MBAJI - Xackoo” A/l
OIINC HA ITIPEJACTABEHUTE JOKYMEHTMU,
CbABPKAIIM CE B O®PEPTATA

3a ygacTHe B OOIIeCTBeHA MOpbYKa Ha cToifHocT mo w20, an.3, 1.2 ot 30I1, ¢ nmpenmer:

Jocmaska na desungpexmanmu 3a Hyscoume na ,, MBAJI-Xackoso” A/ ¢ mpu 0bocobenu
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Cneo kamo ycmanosu, e ogepmama na yuacmuuxa cvovpoIca eculmu aOKymeHmu nocoweuu 6 oéﬂeama
KOMUCUSING NPUCIDAU KM ’

> H})OG@DI\Q 3d Cbomeemcemeue ¢ USUCKEAHUAMA KbM JUYHO CbcmO}lHLle HA Vllacmuuka u wpumepuume 30

I’IO()6OD, nocmdaesenu 0im 8v310ACUMENA.

B IpeACTaAaBEHUTC KBM O(bCpTaTa ACKJIapaliiid OT IIpPE/ACTaBIISIBAILUTE y‘-IaCTHI/IKa e neKJIapupaHa JIPIHC& Ha
OCHOBaHUJ 3a OTCTpaHsIBaHE I10: ! j o | H

e yrS54,an1,1.1,2u 7 or 30I1

o un.54,an.l, . 3-6 ot 3011 ‘

e wi 69 or 3akoHa 3a MPOTHBOJEHCTBUME HA KOPYIIMATA U 33 OTHEMAHe Ha HezaKOHHo npnﬂo6moro
umyectso (3IIKOHITN) {

® JIeKJIapupall e, Ye He € CBBbP3aHO JIUIE C JPYT YYACTHUK B OOIIeCTBeHATA noquKa ¢ mo cMHCHIa Ha §2,
T. 45 ot Jlonbanutennute pasnopendu va 3011, iR Ul et il

e Jlexnapupan e u nuncara Ha o6CToATENCTBA MO WI. 3, T. 8 ¥ wi. 4 oT 3akoHa 3a I/IKOHOMI/I‘{eCKHTe u
(pMHAHCOBUTE OTHOIICHHS C JPYIKECTBATA, PETUCTPUPAHU B FOPUCIMKIHN ¢ mpe(bepeﬂunanen NaHbUECH

PEIKHM, KOHTpOHI/IpaHI/ITe oT TAX JIUIa u TEXHUTEC IIGHCTBHTGIIHI/I : CO6CTB€HHLII/I
(BUDOJIPIOTIIIPKTIIT/IC). |

(A Rl R R SR
BRI Ak el R R
\ 1y

Y4aCTHUKBT € NeKIapupan U ChOTBETCTBHE C KPUTEPHHUTE 3a MOAOOD Upe3 NpecTaBsHe Ha JAeKiapalius
1o obpaszerr.

Komucusra ycranosu, ye odeprara Ha y4acTHHKA ChABPKA BCHUKH HEOOXOIUMH noxyMeHTn, U3HCKAHU OT
Bb3noxutens, kato He 0sXa KOHCTATHPaHH HEPENOBHOCTH /MM jurcH. C Orjie[ Ha TOBa KOMMCHSTA
CIMHOAYIIHO B3€ peIlIeHHe YYaCTHUKBT Ja Obae IomycHar Jio p%rne}m‘af{é“ Ha TexHH4ECKOTO
npeasioKeHune.

% 3A OBOCOBEHATA HO3UIIMS Nel- . JlocTaBka Ha 6HorrnnHH:npenapéTﬁ” LBl f

1

» Ilposepka 3a coomeencmeue Ha MEXHUYECKOMO NPedNOACCHUE C u3uu\8anuﬂma om 6‘b3/209i(’umeﬂﬂ
R TR N DO

CHGII KaTo pasrjiea TEXHUYECKOTO MPEUIOXKEHHUE, IIPEACTaBEHO OT yJacTHHKa, KOM;HCHHT& 'YCTaHOBH, HE € B
IIBJIHO CHOTBETCTBUE C U3UCKBAHUATA, ChABPIKAIIH CE B obsiBaTa 1 IIPHJIOKCHHUTE OT B"B3JIQ)KI/ITCJ‘I§I o6pa31m.

SR i i

YyacTHUKA JeKIapupa: G R R e TR (1

| R

1.ue xenae Ja ydacTBa B O6LLI6CTB€HaT3. IIOPBUKa 3a H360p Ha U3IBJIHUATEI 110 peaa Ha ['nasa ABAJCCET U IIECTa
or 30II ¢ ropenocoYCHus NpeaMET U € TOTOB Ja 51 U3IBJIHU H3MIIO B C’bOTBeTCTBI/IC C“I/I.JSI/ICKBB.HI’IﬂTa Ha
BB3JIOKUTECIIA U B IIBJIHO CHLOTBETCTBHUE C TECXHHUYECKATa Cl’IeHI/I(l)I/IKaIII/ISI I/I BCI/I‘IKI/I HpI/IJIO}KI/IMI/I HOpMaTI/IBHH
AKTOBE KBbM TO3U BHU/]I JEUHOCT.

I PRSI U Lk i

2. 4e e 3amo3Har ¢ yclnosusTa B 00sBeHara 00mecTBeHa nopbyka u u3uckpanuata Ha 3011 u ITT3OTL
| I I

| I 3
i FH



oT nonyanaHe Ha 3asiBKaTa. { l 5‘

4. npennara Cpok Ha rOJIHOCT KbM MOMEHTA Ha JocTaBkara: 75% /ceneMneceT 1%} H€11I Ha‘cTo/ e

5. 4e IpeUIaraiuTe OT HEro MPOAYKTH Ca.

¢ B IIBJTHO CbOTBETCTBHE C OITUCAHUTE B HpHnomeHne No2 ot L[OKYMCHTaHHSI'I?a i '

® OTroBapsT Ha pasznopea0UTe Ha 3aKOHA 338 MEAUIIMHCKHUTE U3ZEIINS OTHOCHO HaHeceHa ,,CE i MapKHpOBKa

U € MMPUJIOKUAJI 3aBEPECHHU KOITHUA Ha:

PaspeliieHue 3a ThProBus Ha €/po ¢ METUIMHCKY M3eTUs Bl
Cepruguxat cbriacHo Jlupekrusa 93/42 3a MeAUIIMHCKH U3IEIIUS

Cepruduxar ISO 13485:2010

Jlexnapanusi 3a CbOTBETCTBHE OT IIPOU3BOAUTEIIS ‘

e OTroBapsT Ha pa3nopen0uTe Ha 3aKOHA 3a MEAUIMHCKUATE U3JIENHUs, U € npnﬁo‘mnn 3aBepeHH KOMHs Ha:
Paspenienus 3a ycKaHe Ha nazapa Ha GHOLMIHY NPeNapaTH, H3aieHu or M3’
- Hudopmannonen iuct 3a 6€30MaCHOCT HA U3ETHITA ‘

- HWHctpykiuu 3a ynotpeba Ha mpeuiaraHuTe U3 AeIus

6. ue e OTOPHU3HUPAH OT IMPOU3BOIUTEIISI HA IIPOAYKTA WA OT YI'BIIHOMOLICH npencTaBnTen C'bC CTICIIHAJIHK HJIU
H3KJIIOYUTCIHN IIpaBa 3a npona>x<6a Ha CHOTBECTHHS IIPOAYKT Ha TECPUTOPHATA Ha Peny6nm<a anrapm I/l (&

TNPUIIOKKUIT 3aBEPEHO KOMHE HA OTOPH3alMOHHO ImHcMo oT Andpen bexT. yqaCTHI/IKLT e ﬂéKnapHpan u, de e
MPOM3BOANTEIN HA MpPEAIaraHuTe NPOAYyKTH.

KoMHCHSTa YCTAHOBH, Ye oepTaTa Ha y9acTHHKA ChIbprka TeXHHYeCKO NPEUIOKEHNE, ChITACHO H3UCKBAHHUATA
Ha BB3ioxkurens, kaTo He 0fXa KOHCTaTHpaHM HepeaoBHOCTH w/win jmnci. C ornea Ha ToBa KOMHCHATA
eMHOIYIITHO B3¢ PEllleHHe YYaCTHUKBT Ja Objie JOMycHAT 10 pasrnexnane Ha LleHoBoTo npepnoxenne.

| ! \
i I

Komucusita PUCTBITH KbM Pa3rjIeKaaHe Ha ueHOBHTC PEIIOKCHUS Ha y‘{aCTHHH}iTC.

e | o i ‘ ’;
1. MEJUMIMHCKA TEXHUKA HUH)KEHEPUHI™ OO/L | :‘

i

» Llenosomo npeonoodicenue Ha Y4acmuuxa e :

> 3a obocobenara mosumus Ne2- JlocTaBKa Ha IIpemapaTi 3a HHCTPYMEHTH H TepMOIA0HIHU MaTepUau
¥ 110co6us (BKJI. 'bBKABH M PUTHIHM €HIOCKOIIH, aHECTE3HOJIOIHMHO 000py/IBaHe), U Ha NpenapaTy 3a

BHCOKOCTENEHHA Je3MH(EKIHs - CTyJeHa XMMHYECKa CTEpUIM3alys Ha TepMOIIa6unHu MEITHHCKH
ycTpoiicTBa (BKII. I'bBKABU CKOIIH) ~

R i i “,
(51 3 AR ‘ ]

LlenoBo npeaoskenne; OGuia nena B nesa 6e3 JUIC — 38,32 niB. (TpujteceT 1 oceM jesa 0,32 CTOTHHKH).

CHUMAT € NPEJCTABHI [EHOBO MPEUIOXKEHHE, MPEeJCTaBeHO CHOOPasHO HpE}IBH,{IeHI/Iﬂ B JIOKyMEHTaLUATA 38
yuactue obpasel.

KowmucusiTa IPUCTBIN KbM MPOBEPKA 3a apUTMETHYHA BAPHOCT Ha Cymara, npeﬂhomeﬂa oT y4acTHHKa. beme
KOHCTaTHpPaHO CBOTBETCTBHE Ha Cymara C TaKa MpeAIoiKeHara oT yqaCTHngca He O6sixa KoHcCTaTHpaHu
HEPEIOBHOCTH W/HIIH JIAIICH.



nquCTBaHe JA
XUMHOTEPMO/IC3UHPEKIUS HAa MEIHIMHCKH HHCTPYMEHTH B MI/IHJ‘IHO ,&€3HH(I)6KIH/IOHHI/I MaHII/IHH

» 3a obocoGenara mosuums Ne3- JlocraBka Ha npemnaparu cneunanHo npeﬂHasﬂaqun 3a%"

"' i \J-

LlenoBo npentoskenne: OGuia nexa B siesa 6e3 JUIC — 0,48 a.. (qempmecer H oceM CTOTI/IHKI/I)

ChUMAT € MpPeiCTaBUI LEHOBO MPEIOKEHHE, IIPEJICTaBEHO CLO6pa3H0 l'Ipe,Z[BI/I,ZIeHI/IH B JIOI{YMGHT&HPIHT& 3a
ydactue obpasell.

Komucnsara npueTbim KbM MpoBepka 3a apuTMETHYHA BSPHOCT HA cymarta, npezmoxcena OT yqaCTHmca Beme
KOHCTaTHpaHO CLOTBETCTBHE HA CyMara C Taka MNpeaIoKeHaTa OT yqacmnxa He 6ﬂxa KQHCTaTHpaHH
HEePEIOBHOCTH W/WUJIH JIHIICH. ‘

b
i

[Ipensun nsnoxenoro mo-rope komucusira cunta, ye odeprara Ha yqaCTHHKa OTI‘OBaps[ Ha H3HCKBaHHﬂTa
Ha BB3JIOJKUTENIS M IO JOIYCKa 10 OLIEHKA U KIacHpaHe Ha odepTure. ’

He e Hanmie ocHoBanue 3a H3ncKBaHe HA MHCMEHa 0GOCHOBKA MO 1. 72 ot 30I1 0THOCHO NMpeIIpIKeHATa LeHa.

2. XUTUEHHO-MEIMINHCKA MHIYCTPHUSI” 001 ; i

> Lenosomo npednocenue na yuacmuura e :

> 3a obocobenara no3unust Nel- | JlocTaBka Ha GHOIMIHY npenapam”

IlenoBo npeanozkenue: OO6ia nexa B siesa 6e3 JIIC — 92,44 as. (,ueBemeceT U ﬂﬁ’a‘nena u.0, 44 CTOTI/IHKI/I)

ChBIIMAT € NpeiCTaBul LEHOBO MPEeIOKeHHE, MPEeNCTaBeHO CHOOPA3HO ! HpeJIBI/IiIeHI/Iﬂ B ZlOldyMeHTauH}ITa 3a
ydactue obpasell.

ol
!

Kowmucusita npucTsin KbM MPOBEpKaA 3a aPUTMETHYHA BAPHOCT HA cymara, npeﬂpomeﬂa oT yqaCTHHKa Bewue

KOHCTaTHpaHO CBHOTBETCTBHE HA CyMara C Taka IpejioxkeHara or YIIACTHI/IKa He 65[)(3 KOHCTaTI/IpaHI/I

HCPCIAOBHOCTHU W/WITH JTHIICH.

[ o ot il A
HpelIBHll H3JI0KCHOTO ITO-rope KOMHUCHATA CUUTA, Y€ oqaepTaTa Ha y‘-IaCTHI/IKa OTl"OBapH Ha I/ISI/ICKBaHI/IHTa

Ha BB3JIOJKUTCIIAI U I'O JOIIyCKa IO OLICHKA U KJIaCMpaHe Ha O(bepTHTe

He e Hamue ocHoBanue 3a M3MCKBaHE Ha MUCMeHa 000cHOBKa 110 w1.72 0T 3011 oTHOCHO Hpél[IIO?KeHaTa HCHA.

Komucusita ouenu u Kiracupa O(bepTI/ITC Ha AOIIyCHATHUTC YYAaCTHHLOU I10 O6$IB€HHH KpI/ITepHﬁ »HAH- HHCKd

ueHa , KaTo YyacTHUKBT IIPCIIIONKAIT HaW-HUCKA I[eHa € KJlaCupaH Ha I]'prO MHCTO a I/IMeHHO §

3a o6ocovenama nozuuus Nel ot 4 :\ il b :“"ﬂ*r r 4 Bp4 i MR w
1-8o msicro: (, XUI'THEHHO-MEJJUIOWHCKA HHAYCTPUA” OO0/ ' |

| | Wikl i
[lenoso npemnoxenne: Obuia uena B nesa 6e3 JIJ1C —92,44 siB. (neBetsiecet u jia jieBa i 0,44 CTOTHHKH).
WAL L TEERRR B R I

3a 06ocobenama nozuuua Ne2 gk e LAt Bt A

1-Bo msicro: , MEJIMIIMHCKA TEXHUKA UTHXKEHEPHUHI™ OOJ1 [t U

1

1

i e B bR R e BRI ARl AL
L{enoBo npemoxkenune: OOma nena B nesa 6e3 JAJIC —38,32 ab. (Tpuaecer u ocem aesa u 0,32 CTOTHHKH).



3a o6ocodenama nozuuua Ne3

1-Bo mscro: , MEJIUIIMHCKA TEXHUKA NHXEHEPUHI” OO

Lenoso npeanoxenne. OOa 1ena B ea 6es JUIC — 0,48 as. (qel‘"rlmmé e i C

C u3BbpIIBAaHE HA FOPENIOCOYCHUTE ACHCTRHS [pejcenaTessaT Ha KOMPICK<

Hactosimumsr ITporokon Geme cheraBen Ha 21.05.2020r. , IOAmucan OTIBCJ/I‘HKM tm' 1
y4acTue B 3ace/laHuATa U. Benuky pemenus Ha koMucusita 65xa B3eTH c ezmHonym 1, |

I ‘iﬁ
iy

Cornacho 4n.192, and, uspeuenue Bropo ot 30Il, macrosums npomxon or padorara H .‘KOMQ
npeaBa Ha Bb3noxkuTens 3a yTBbpikIaBaHe, KaTo ciej yTB’bme[aBaHCTO My cmumn cer Hsnpama Ha BCH‘{KI/I

YHaCTHHIM B IpoLeaypata U ce myOianKyBa B pasjen ,,Hpodmn [H\a Kynyaaqd” H:d Hﬁtepin clrpaﬁmna'ra Ha
.-MbAJI-Xackoso” AJI. i 4

i
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