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NPOTOKOJ
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LELELIT

Hsrotsen B ¢HoTBETCTBHE ¢ Paspen VIIT ot [TII3011 3a padoTara Ha KOMUCHATA HasHAaYeHa
¢ve 3anosex Ne VII-17-26/03.11.2017 . 5a Beanoxurens, 3a nposexcnane ua OTKPHTa IpoLeaypa
34 CKIIOYBAHE HA JOTOBOP ¢ npepmer: “Jocraska pa 00 MO0 0IHHY Y MeHUHHCKH H3EeNHd U
KOHCYMATHBH No obocobeny mosnmmm”, OTKpuTa ¢ Pemenue Ne VII-]7-2/27.09.2017 ».

Komucuara IIPHUCHCTBA B ChCTAB, K3KTO CNSARA:

Ipencenaren: Cuexana Pamnyopa — riyapya Mea.cectpa
Yneuoge: HManvena Bpanxopa — CTapria Mea.cectpa 8 Onepanyonen 6510k
Hans Yanexosa — crapima Mefl.cectpa B Kitnnnka no Xupyprus
JhoGumka Mundena — crapia Meal.cectpa B Kimanuxa mo KapAHOXUPYPrus
Anemnua Muxaifnosa — HavamHuK Ha oTaen , JIpaseq™
Paimna Tyiikora — CKCNIepT B oTaen ,,0fmecTBeHn IophaKy
Hadumica Hekosa — cuctonoguren

3ace,uai-me1:o CE PBKOBOOU OT OpEACCaaTens Ha KOMHCHSTA,

I. Ha 14.12.2017 r. xommucusta » IULJACH CBCTAB NPOARDKH paboTa cu Ha 3AKPUTO
3aCCNaHNe C PAMNIEKAAHETO HA HOCTBIMIIHTE ACKYMCHTE Ha YYACTHHIHTC B pefa Ha TAXHOTO
HOCTBIIBAHE:

I. Komucnsra ycranosu, ue » YKa3aHUA CPOK Ca HOCTBIMAHM M3UCKAHUTE OT YYACTHHKE
»DBoHNKE paprras EOOJX ¢ nporoxon Ne VII-17-28/28.1 1.2017 r. roxymenTn,

KOMHCHUATA HPHCTBIN KbM PasIfesJaHe Ha NOCTBITHINTE ¢ NACMO ¢ Bxonsm Ne VII-
17-29/29.11.2017 r. AOKYMCHTH M YCTAHOBH, 4€ YYACTHMKBT ,PhoHMKC ¢papma* EOOJ e
HPEACTaBKN fpasuzo nonwiser EEJOIT 32 06ocobeny nosunur Xf u XX,

KOMHUCHSITA PEIIU:

Homycka ,,®nonnke papma“ EOOJ 3a yuactue 5 OTKPHUTA TIPOLEAYPA 3a BBHIJIATAHE Ha
ofillecTBeHA HOpBUKa ¢ npeamer: “Hocraska ma oGmoGonmmany MEAUNUHCKYA HM3IeJAHS N
KOIICYMATHBH N0 06ocobenn no3umin”, 3a 060cobeny rosumun X1 1 XX,

2. KomrcusTa yeranosn, ue » YKa3aHus CpOK Ca MOCTBIMAH H3HCKAHUTE OF Y49acTHHKA
»Codumdopmnponykr - I posaanos” EQOO/ ¢ nportokon Ne VII-17-28/28. 1 1.2017 r. noxymenry.

KOMHUCHSITA HPHCTBIN KBM Da3rIeKAaHe Ha TOCTBIMIUTE ¢ MHCMO ¢ BXoaAm Ne V-
17-30/29.11.2017 r. AOKYMCHTH M YCTAHOBH, Y€ YYaCTHHKHT »Copmuadopmnpogyxr -
I'pospanos“ EOQJ ¢ MPEACTABHT IPABMIINO MTonsaned EEJIOTT 3a obocoSena mosumus XX VI,

KOMHUHCHUATA PEUIU:

Homycka »Codundopmnpoayxr - I'posaanos“ EQOJ 2a YUacTHE B OTKPUTa NpoUexypa
3a BB3JIAraHe Ha OOLIECTBEHa NOPBYKa C npenmer: “ocraBka na o6uo6osmuany MENIHHCKE
H3AeNHT H KOHCYMATHBH N0 06ocobeny no3muun”, 3a 06ocobena nosumus XXV I,

‘3. KomHucnsta yctanosu, ye m YKA3AHUSA CPOK Ca NOCTENMIH HANCKAHHTE OT YHACTHHKE
»Byamap MUI“ OO0/ ¢ npotoxos Ne VII-17-28/28.11.2017 r. JOKYMEHTH,

KOMUCYSITA npucrsnu kom PasTaciHIaue Ha MOCTREIMINTE ¢ TIUCMO © BXOAsm Ne VII-
17-31/30.11.2017 r. ACKYMCHTH U YCTAHOBH, Y€ YUACTHHKbLT wByamap MJI“ OO/ e npeacraBui
Tipasuiko nonemacH BEIOI 3a o6ocoGern nosmumn XXI 1 XXI11.



KOMUCHUSTA PE :
Honycka ,Byamap MJI“ OO/ 3a ywacTHe B OTKpHTa npoueaypa 3a Bb3IaraiHe Ha
o0IecTBEHa MOPHYKA C npeaMer: “ocraBka Ha oGMIOGoMHMIHN MeIULHCKH H3IeAHs H
KOHCYMATHBH N0 obocobenn nosuuum®, 3a oGocobenn nosmumn XX u XXI1.

4. KomucusTa yCTAHOBH, 4e B YKA3aHHMA CPOK CA NOCTHIHIN M3HCKAHHUTE OT Y9aCTHHKA
sHpoxear” EOOJ ¢ mpotoxon Ne VII-17-28/28.11.2017 1. n0KyMeHTH.

KOMHACHWIITA npucTsns KuM pasTieiaaHe Ha NOCTBIINTE ¢ MHCMO C Bxonsam Ne VII-
17-32/01.12.2017 r. TOKYMERTH H YCTaHOBH, Y€ YIACTHHKET wIIpoxear* EQOJM ¢ npeacrapun
npaeniHo nonwaden EEZOIT 3a o6ocobenn nosummn XXI, XX u XXVII.

KOMUCHUATA PEHIU:

Honyexa ,,Ilpoxenr® EOO/ 3a yuactue B OTKpHTa Ipolenypa 3a RB3JArade Ha
ODIIECTBEHA MMOPHYKA C npeamet: “HocraBrka uHa o0mMOGOTHIYNN MeIHUUHCKA H3JEeNHsI H
KOHCYMATHRH 110 ofocobenu nosuuun”, 3a oGocobenu mosuman X X1, XXII u XXVII.

5. KomucusTta ycTaHoBM, Ye B YKa3aHHs# CPOK CA [TOCTHIWIM M3IMCKAHUTE OT yHacTHHKa
»Codapma Tpeligunr® AX ¢ mpotoxon Ne VII-17-28/28.11.2017 JOKYMEHTH.

KOMMCHSATA npucTsii KbM pasriexuane Ha MOCTHIIATE ¢ HHCMO ¢ BXoam Ne VII-
17-33/01.12.2017 r. XOXYMEHTH W YCTAHOBH, Ye y9acTHHKET ,Codapma Tpeiigunr® Al e
npencrasui npasunno nomsinHen EEJOII 3a obocoGenn mozmmmu 11, VI, IX, XV, XIX, XXI,
XXII, XXIV, XXV, XX VI, XXX u XXXI11.

KOMUCHUATA PEHIN:

Honycka ,,Codapma Tpeitanur® AJl 3a yuactue n OTKpHTa NPOLeAypa 3a Bb3JlaTaHe Ha
ofuecTsena moppuka ¢ npeamer: “JlocTaBka Ha OBIIOGOJHHYHE MENHIHICKN M348 H
KOHCYMATHBH 110 00ocobenn mosuumn”, 3a o6ocobenn mosuumm 11, VII, IX, XV, XIX, XXI,
XXIL XXIV, XXV, XXVIII, XXX u XXX,

6. KomucuaTa yCTaHOBM, Ye B yKa3aiHs CPOK ca MOCTHIHIM H2IHCKAHITE OT YUACTHUKA
wEAnax - mspar’ EOOJ ¢ nporokor Ne VII-17-28/28.11.2017 r. JOKYMEHTH.

KOMUCHATA npucTbns KbM pasrieskiane Ha MOCTBIIHTE ¢ TTHCMO ¢ Bxonsam Ne VII-
17-34/01.12.2017 r. MOKYMEHTH M YCTAHOBH, Y€ YYACTHHKET sEanak - mmunr® EQOJ e
npejcTaBya npapuinnao nowenies EEJOTIT 3a o6ocobenyu mosnmun XV, XVIH, XXI u XXVL

KOMHUCHATA PEIIU:

Homycka ,,Exnax - smsuure EQOJ 3a yuacTie B OTKpHUTA TIpoLeAypa 3a Bhinarane Ha
O0INeCTBEHA TIOPHUKA C npeamet: “HoetaBka Ha oSmoSonmHunn MeauUHHCKH H3IeHs H
KOHCYMATHBY 1o ofocobenn mozmmn”, 3a obocoGenH no3umun XV, XVII, XXI1 u XXVI.

7. Kowmucuara ycraHOBH, Y€ B YKA3aHHS CPOK €4 HOCTEIMIN MRMCKAHNTE OT Y4acTHUKA
wArapra - IIM“ EQOJ ¢ nporoxon Ne VII-17-28/28.11.2017 r. JOKYMEHTH.

KOMUCUSATA npucTsiy KbM pasTiexciaHe Ha TOCTEIHINTE ¢ TUCMO © Bxons Ne VII-
17-35/01.12.2017 r. poxymMeHTH M YCTaHOBH, dbe YYaCTHHK®T ,Arapra - IM“ EQOJ e
IpeacTaBun npaskino nolrbiueH EEJIOH 3a 06ocobenn nosumun I, 111, IX u XV,

KOMUCUATA PEIIH:

Honycka ,Arapra - IIM“ EOOJ 3a yuacrue B OTKpPHTA HPOUEAYpa 3a Bh3IAraHe Ha
oOulecTBeHa TMOpPBYKa ¢ npenmer: “HocraBka Ha 06MOGONHHYEH MeNHIMNCKH M3HemHs u
KOHCYMATHBH 110 0Docobenn mo3mmu®, 3a 060coGeHn Mo3uun IL IIT, IX u XV.

8. Komucuara ycTanoBH, Ye B yKa3aHHs CPOK Ca TOCTBHIHJIN Y3HCKANHTE OT YYACTHHKA
»1IOmiMennra“ EQOJ ¢ nporokon Ne VII-17-28/28.11.2017 r. moxymeHTH.

KOMUCHSTA npucThnu KM pasIieaaHe Ha MOCTHIMIATE ¢ THCMO C BXogam Ne VII-
17-36/01.12.2017 T. NOKyMEHTH H YyCTaHOBH, dYe YIaCTHHKBT ,JOnaumennka® EOOJH ¢
upencTabun npasunno noneaael EEJIOI sa o6ocobern nosuupu VIL IX, XV, XVI, XIX, XXV u
XXXV,

KOMUCHSTA PEHNIU:




Aonycxa ,,JOmumemnxa® EQOJI 3a yuactue B OTKpHTa IIPOLERYpa 3a Bb3jaraHe Ha
00HIeCTBEHA [TOPBLYKA C npeamet: “JoctaBka Ha 06mIOGOMHHYHE MeHIHACKH HIAenus H
KOHCYMaTUBH 10 obocobenn mo3nnun”, 33 000coBeHH TIO3MINY VIL IX, XV, XVI, XIX, XXV u
XXXV.

9. KommcusaTa ycraHoBH, ye B yKasaHus cpOK Ca MOCTBIHNM H3UCKAHETE OT YYACTHHKA
sExomer-90“ EQOOJI ¢ npotoxon Ne VII-17-28/28.11.2017 r. JNOKYMEHTH.

KOMUCHATA npucThin KbM pasriekiade HA TOCTHIUINTE C TUCMO C Bxomany Ne VII-
17-37/04.12.2017 r. ZOXYMEHTY H YCTAHOBH, ue YHACTHUKET ,,Exomer-90“ EOOJ e npeacrapun
mpasuaHO nonsiier EEJIOI 3a o6ocobeny mozummu I u IX.

KOMUCHUSITA PELIN:

Honycka ,,Exomer-90“ EQOJ 3a yuactue B OTKpPHTa TIpoLeAypa 3a BL3jIarase Ha
oDInecTBeHa NOPbHYKA C npeameT: “JlocraBka Ha 0GMOGOMHNMHT MeAHNHUCKH H3ZEUH U
KGHCYMaTHBH 110 0Gocobenn nozmuun”, 3a 06ocoGexnu mozummy 11 u I,

10. Komucusara ycTaHOBH, Ye B yKa3aHHs CPOK ca HOCTBIHIM H3HCKAHUTE OT YYaCTHHKA
»ABTopent-1“ EOOJ ¢ nporoxon Ne VII-17-28/28.11.2017 r. JOKYMCHTH.

KOMUCHATA npicrsitd KbM pasrieskiane Ha NOCTHIIHIATE ¢ NHCMO C pxoasm Ne VII-
17-38/05.12.2017 r. BOXyMeHTH H YCTAHOBH, 4¢ YIACTHHKET »ABTOPEHT-1 EOO/I € npeacrasun
npaBuiHo nonsiHer EEJIOIT za 060cobena nosumma XXXIV.

KOMUCHJIITA PEHIU:

Honycxa ,,Apropent-1“ EOQOOJ 3a yuacrtue B OTKpHUTa IIPONEAYPA 3a Bou3jarase Ha
oOHIECTBEHA WOPBYKA C npeamer: “JlocraBka Ha oOUIOGOMHMHUHM MeAHMMHHCKL u3aennsg u
KoHCyMaTHBH I0 0Gocobenu nos3mun”, 3a o6ocobena nosuuus XXXIV.

II. Komucusta mponsixd cBosTa paboTa M pasmiiena TeXHHYECKITe OPERIOKEHHA Ha
AOIYCHATHTE YIACTHHLA B PCIa Hd Io/asane Ha oepTHTe, U KATO ' CHIOCTABH ¢ H3HCKBAKUATA
na Beanoxarrens, sanonenn B rexaudeckara crienudukanms YCTaHOBH, ve:

I, VuactHuxwr , ABTOpent-1% EOO/L e mpencraBunm TexHHUECKO IpEIUIOKEHHE 3a

obocobena nosuia XXXIV “Xemocrarnunyu ry6u’.

Komucrara pasrnena odeprata Ha ywacTHHKa »Asropent-1“ EQOJ u nposepx 3a
CHOTBETCTBHE C NPEABAPHTENHO 00ABEHHTE YCIIOBIA

* YYacTHHKBT € AeKnapupan, ue:
- C 33ARJDKABA N]a H3MBIHM I0TOBOPA 3a Bb3Narake Ka 00IIeCTREHATA TOPBYKA B CHOTBETCTBHE C
HOPMETE Ha 3aKOHA 38 MEIMIHHCKUTE H3JeiUs (3MH), xakTo H Ha BCHUKH APYTH HOPMAaTHBHH
AKTOBE, HMETO CTIa3BAHe € HEOOXOIMMO 3a KAYeCTBEHO USIBAHEHHE Ha IOPHUKATA,
- NpH H3FOTBAHE HA oepTaTa ca CHARCHH 3a[bIDKEHHATA, CBLP3AHHM ¢ HANBUH H OCHI'YPOBKH,
ONA3BANE HA OKONHATA CPEJR, 3aKPIIIA HA 3aCTOCTTa K YCIOBUATA HA TP/,
- © CBIUIACCH H NpHEMA BCHYKH YCIIOBHs 3@ H3ITBIHEHIE Ha 0OIIECTBEHAaTa [I0PLUKA, OTIpEJIENiCHH B
K2Y3UTC Ha MPUITONEHHA KbM JOKYMEHTAASTA 33 YIACTHE IPOEKT HA JIOFOBOP;
- HpHEMa CPOKBT Ha BaNMAHOCTTA Ha ogepraTa Aa Huae 180 (cTo u OCEMACCET) KAICHAAPHE JHH,
CUATAHO OT KpaiHHSA CPOK 3a IIoJlaBaxe Ha odepruTe,
- PH H3MBHIHEHHETO HA 0B1IECTBERATa ITOPBUKA HAMA [a [I0J13Ba KANALITETA Ha TPETH JIHIA,;
- [IPH U3NBIHCHACTO Ha OOUICCTBEHATA IIOPFIKA HIMA [ TI0J3BA TIOAM3IIBIHUTE,
- ¢ OCHrypH HeOOXOAMMHUTE KONUIECTRA Ha O(EPHPAHHTE IIPOAYKTH 32 LEIHs CPOK Ha IOroBOpa,
- KBM JlaTaTa Ha J0CTaBKa CPOKLT Ha IOAHOCT Ha oepupaHdTe TPOLYKTH € mMuHEMYM 70 %
/cenemzueceT PoNeHTa/ 0T OGSBEHNS OT IIPORIBOIUTEILSL.

o Tlpemnosxen e cpok Ha Beska TOCTABKA 0 2 /nBa/ XuH, a CPOKBT 3a CHEeIlIHA ZOCTAaBKa [0
24 /meanecet u wetnpy/ waca crneq NOIYUABAHE HA 3adBKA OT BH3J0KHATES.



e KoM Texuuueckoro npemioxenne e HPCACTABCHO NPWIOMKEHHE, HA XapTHeH H
€JIEKTPOHCH HOCHTEL

¢ TeXHUYECKOTO MPEUIOMEHHE € NONTHCANO OT 3aKOHHUS HPEACTABUTEN HA yYaCTHHKA,
CBHIIACHO THPTOBCKATA MY PETHCTPaILHS.

¢ Tex#aWueckoTO nNpeIOKEeHHe BKAIOUBA  BCHUKH HOMEHKIIATYPHH  €AUHHUH OT
Texumueckata cnenupmxanus, IpEANaraHuTe MENMIIMHCKH H3MeNHMT ca ¢ npoH3Boguren Genco
Tibbi Typuus.

o IIpUNONKEHO € OTOPU3AUHOHHO MUCMO HA yJacTHHKa ,ABTOopent-1¥ KOOI ot
NPOU3BOJUTENS HA OPEPHPAHHTE METHIIMHCKY H3IEIS,

¢ IlpunoxeHn ca 3aBepeHN OT YYACTHUKA KOMHS HA CEPTHOHKATH 3a KAYECTBO |
ACKIapaliil 3a CHOTBETCTBHE HA OQEPHPAHHTE MENUUMHCKA HM3AENHs, B CHOTBETCTRHE C
H3NCKBaHMATa Ha W14 or 3MU, kakto u uamecena "CE" MApKHpPOBKa, B CHLOTBETCTBUE C
M3NCKRaHHATA Ha WL 1 w15 ot 3IMU.

o [lpunoxeny ca noApoGHM HPOCHEKTH Ha OBArapckH €3MK ¢ [BJIHH TeXHHYECKW
TIOKa3aTe/Iu ¥ apaMeTpH Ha IIpeUIaraHuTe IPOAYKTH i YKa3anus 3a YIoTpeda.

e [lpunoxesd ca MOCTPH Ha O(EPUPAHATE MeTMITHHCKH H3NCNNA 110 HOMEHKIATYPHM
CAVHUIH | u 2.

KoMuCHATa H3BBPIIN IIPOBEPKA IO HPeNOCTABEHUTE JAOKYMEHTH ¥ MOCTPH M YCTAHORBH, 4e
oQrepUpaHATe MEJUIMHECKH H3NE/TUs OTIOBapAT Ha M3HCKBAHWSTA HA 3aKOHA 33 MEAMIMHCKHTE
usgenus (3MH) v CLoTBETCTBAT HA HANCKBAHKATA 3AI03KENY B TEX HHUECKATA criemuduKanysL.

Komucusra PELIU:

Texmiueckoto npemtoxenne 3a MInBIHEHYUE Ha NOPLYKATa HA YYACTHUKA ,ABTOpeHT-1%
EQOJ 3a oBocobena mosuuus XXXIV “XemocTarmann redu” e U3TOTBEHO B CHOTBEICTBHE C
H3NCKBAHHATA HA TEXHUYECKATA CIICHUPHKALUNA U K3HCKBAHHSITA Ha BH3JIOIKHTELA.

2. YyacTHWKET ,,B. Bpayr Memgukax” EOOJ e npencTarun TeXHHYECKO IpeANOKEHHE 3a

obocobena nozunus IT ,,Crpusnosxu®,

Komucusra pasruena odeprara na yuactauka »b. bpayn Mexuxan” EOOJ u TIPOBEPH 3a
CBOTBETCTBHE C IPEABAPHTENHO OOABEHHTE YCIOBHA:

® YUYACTHUKET € NEeKNapupai, qe:
© CC 3aRbINKABa A3 M3NBJIHK JIOTOROPA 24 Bh3NATAHE HA OGHIECTBEHATA IIOPHYKA B ChOTBETCTRHE C
HOPMHTE Ha 3aKOHA 3a MeJMIHHCKATE H3NeIud (3MHM), kaKkTo ¥ Ha BCHYKH ApYrH HOPMATHBHH
AKTOBEC, YHETO CIasBaye € HeoOXOHHMO 3 Ka4eCTBeHO U3IThIHEeHHE Ha HOpBYKaTa;
- [pA H3rOTBAHE Ha OpepTaTa Ca CHAa3eHH 3a[bDKCHHATA, CBBP3aHH € JAHWbUH ¥ OCUIYPOBKY,
OIIa3BAHE HA OKONHATA CPELa, 3aKPHIIA Ha 3A€TOCTTA H YCIOBUATA HA TP,
- © ChIIACCH K IpHeMa BCHYKY yCIOBHS 2a U3IIBIHEHHE Ha OGLIECTBEHATA TOPEUKA, OHPEACIEHH B
KIIAY3RTE Ha TPUIOKCHUS KBM IOKYMCHTALHATA 32 YHACTHE IIPOEKT HA JOrOBOP;
- TipueMa CpOKBT Ha BAIMAHOCTTZ Ha odeprara xa Obxe 180 (cTo B ocemnecer) KaNCHIaPHH JIHH,
CIUTAHO OT KpalHUA CPOK 34 IOJIaBaHE HA OQEPTHTE;
- HPH H3NBIHEHHETO Ha 00INECTBEHATA MOPHUKA HAMA A MON3Ba KATALHTETa Ha TPETH NuLa;
- HPH H3I'BIHEHNETO Ha 00MECTBEHATA MOPHYKA HsMa Ja TI0JI3Ra HOHU3IBIHHTEL,
- L€ OCHIYpY HeOOXOAMMHUTE KOJIMYECTBA Ha O(epupanuTe HPOAYKTH 3@ ENNA CPOK Ha JOroBOpa;
- KbM JlaTaTa Ha JOCTABKA CPOKBT HA FOAHOCT HA O(EPHpAHHTE NPOAYKTH € MHHEMYM 70 %
/ceneMpaecer nponenTa/ oT 0GSBeAu OT HPON3BOAUTENTA.

e Ilpesnoixen e cpok Ha Besika mocTaeka 10 3 /Tpw/ agw, a CPOKBLT 3a CIEIHa JOCTABKA [0
24 /nBaneceT u 9eTHpH/ Yaca CIE NONYYARAHE HA 3aTBKA OT Bb3I0KUTCILL.



* Kom Texunmueckoro mpemmomenne e UPEACTABEHO MPWIOKEHME, Ha XapTueH K
CIIEKTPOHEH HOCHTEN.

¢ TeXHHYECKOTO Hpemioxenue e HONMHCAHO OT 3aKOHHMA OPEICTABHTEN Ha YJacTHHKa,
CBIMIaCHO THPTOBCKATA MY PETHCTDALHS,

© Texnuueckoro mpemnokenme BXIIOYRA BCHYKH HOMCHKNATyPHU EAHHMIH OT
Texuuueckara crenuduranms, PEANAraHiTe MEAHIMHCKA H3TENUS Ca ¢ IPOU3BOHTEN b.bpayu
Mensyuren, Tepmanus.

o [IpHnoXKeHo € OTOPH3anUOHHO mHeMO Ha y4acTHuKa ,b. Bpayn Meankan” EQON or
NPOU3BOANTENA Ha OPEPUPAHITE MEIHIMHCK] H3NCITHA.

o [lpunoxenn ca samepenu or YHaCTHAKA KOIHSL H& CepTHQHUKATH 3a KaUecTBo u
ACKNApalus 338 CLOTBETCTBHE HAa O(EpHpPAHHTE MECNMIWHCKE H34CIHA, B CLOTBETCTRHE ¢
M3HCKBaHusTa HA wi.14 or 3MU, kakTo W Hamecena "CE" MapkupoBKa, B chOTBeTCTBUE ¢
H3NCKBaHMATa Ha Wi 8 w ui. 15 ot 3MU.

o Ilpunoxenn ca noapoGuu HPOCHEKTH Ha OBATapcCKM €3UK C NBAHH TeXHHYECKH
TIOKA3ATECIN Y TapaMeTPH Ha NIPEITAraHKTE IPOIYKTH H YKa3aHUA 3a YIoTpeba.

® YYacTHHKBT HE € IPEAOCTABHI MOCTpH Ha odepHpanure upogykTd. Kommucusrta
H3BLPUIM IPOBEPKA H YCTAHOBH, ue obepupaHnTe MERUIHHCKY H3ZeNds e ca Owin
AocTaBAHu B bonnuna ,,Jlozenen®,

Komucusta PEIITY:

Ha ocmopanne ui. 104, an. 5 or 30!, za msucka OT YYaCTHHKA ,,b. Bpayn Meauxan”
EOOH B cpox mo 5 /mer/ paboTHu NHH ma mpenocTasy AONBIHHUTEIHO MOCTPH Ha
odepupannTe IpoAyKTH 110 060coGeHa nozurs Ne 11 ,,Cripuniopru. IIpenocrassnero um mama
Ad 10BENC o NPOMEHH B TeXHHYECKOTO B HEHOBOTO IPEINOKEHHE HA YYaCTHHKA.

3. Yuactauxst ,,B. Bpayn Memmican®™ EOOJ e npencrarun rexumuecko IPENIIOKEHNE 3a
obocobena mosus IV »1 IPUHANIIEIHOCTH 32 CHIOB NOCTHIT U Tpascdyzua®,

Komucuata pasriena ofieprata Ha y4acTHHKA ,,B. Bpayn Megukax” EOOX = nposepn 3a
CBOTBETCTBUE € IPEABAPUTENHO OGABEHITE YCIOBHA:

® YYacTHHKLT € JAeKnapupan, ue:
- CC 3aABIDKABa J1a H3IBIANH NOTOBOPA 33 BLANATAHE Ha OOILECTREHATA IOPBUKA B CHOTBETCTEHE ¢
HOPMHTE Ha 3aKOHA 33 MeAHIHMHCKHTE H3IENHL (3MH), xakTo 1 Ha Bewukn APYTH HOPMATHBEHN
AKTOBE, HHCTO CIIa3BaKe ¢ HEOBGXOAUMO 3a KAYECTBEHO H3TbAHe e Ha MOPHYKATA;
- IIpA HU3roTBsHe Ha odeprara ca crnazeny 3a0LIDKCHHATA, CBBP3AHN ¢ AAHBUU H OCHUTYPOBKH,
OHA3Bane HA OKOJHATA CPeRa, 3aKPHIIA HA 38€TOCTTA H YCIIOBHATA HA TPy,
- © CBIUIACCH W IpHeMa BCHYKH YCIOBHA 3a U3IIhTHCHAE Ha oblIeCTReHATA TOPBYKA, ONPEAeNeHH B
KIay3uTe HA NPHIOIKEHUS KbM OKYMEHTAIIHATA 3 YHaCTHE IIPOCKT Ha JOTOBOD;
- PHEMA CPOKBLT Ha BANHAHOCTTA Ha odepTara fa 6bae 180 (cTo u ocemaecer) KaneHIapHy QuH,
CHHTAHC OT KpajiHug cpox 3a mofapaHe Ha odepTuTe;
- HPH H3ITBIHCHHETO Ha 00INECTBeHATA IOPRIKA HAMA 112 TIONI3BA KallallgTeTa Ha TPETH Ui,
- IIPY M3'BIHCHMETO Ha OGIIECTBEHATA IOPBUKA HAMA 12 HON3Ea HOAW3NBJIHHATE,
- I1¢ OCHTYPH HEOOXOMHMHTE KOMHYECTRBA HA obepUpaHKTE MPONYKTH 32 Heus CPOK Ha AOroBOpa;
- KbM JlaTata Ha AOCTABKa CPOKBT Ha FOAHOCT Ha otepupannTe npoxykTH € MuHEAMYM 70 %
/eenempeceT npouenTa/ ot o6aBeHus OT APOH3BOAUTE.

o Ilpemnoxen e CPOK Ha BCsIKa OCTaBKa 10 3 /Tpu/ AHU, & CPOKBT 3a CHEIIHA AOCTABKA /10
24 /npanecer u YeTHpH/ yaca cier [TOTy4aBaHe HA 3a9BKa OT BEINOIKHTENL.

° KoM Texmmueckoro npemtosmenne e NPCACTABeHO NPUNOKEHHE, HAa XapTHEH W
SIEKTPOHEH HOCHTEIL.



© TeXHHYECKOTO MPERTOKEHUE € MOAMNCAHO OT 3aKOHHMS NpeICTABUTEN Ha YYACTHHKA,
CBEAACHO THProBCKATa MY PErHCTPALIMAL

o TexnuueckoTo NpemTOXEHHE BKIIOYEA BCHYKU HOMCHKJIATYPHN eOMHUNH OT
Texnuveckara crielHdUKanns, IPEINATaHATE MEIUIHHCKE n3lenust ca ¢ upoussofuten b.Bpayn
Memsynrren, lepmanus,

o [pUnoXeHO ¢ OTOPHU3AIHOHHO MUCMO Ha y4JacTaHKa 5, b. Bpayn Meaukan™ EOOJ or
TEPOHU3BONUTENS Ha ODEPHPAHNUTE MEIHIHHCKH H3ACTHA.

¢ Ilpunowxenu ca saBepeHy OT y4acTHUKA KOOHS Ha CepTUQHKATH 33 KAUECTBO U
ACKIIapaiui 34 CHOTBETCTBHE Ha OQEPHPAHUTE MEXWIMHCKM H3JENWd, B CHOTBETCTRUE C
H3UCKBaHuATA Ha 4i.14 ot 3MU, xaxTo M wanecena "CE" Ma2pKUPOBKA, B CHOTBETCTBHE C
H3HCKBaHHATA Ha WI.8 u wi. 15 ot 3SMMU.

e IlpunoskeHH ca MOAPOOHH IPOCIEKTH Ha ObArapckH €3MK © IIBIHHM TeXHHYECKH
TIOKA3ATENH U NapaMeTPU Ha IIPEANAraHyTe MPOAYKTH B YKA3aHH4 32 YIOTpesa.

®  VYYaCTHUKET HE € IpPENOCTABUWI MOCTPY Ha O(EPUPAHATE NPOAYKTH. YUACTHHKBT €

RocTaein Ha bonauna ,Jlosenen” odepupannute nmpoxykta no porosop VIE-5-122/12.07.2016 r,

KoMmucusita H3BBPIIE IIpOBEpKA MO NPEAOCTABCHHTE AOKYMEHTH H YCTZHOBH, ue
odeprpaniTe MEAMUMHCKH W3NENHA OTTOBAPST HA WIMCKBAHWATA Ha 3aKOHA 34 MEIALNMHCKATE
m3zends (3MU) u croTBeTCTBAT HA M3KCKBAHUATA 3ANOMEHH B TEXHUYCCKATA CHEeUM(HUKAITHL.

Komucnsita PEHIN:

TexunuueckoTo mpemIokenre 3a W3NLIAHSHHE Ha NOpbYKaTa HA ydacTHHKaA ,,B. Bpayn
Memuxan” EQOJI 3a o6ocobena mosummst [V I [DHHAIIEXKHOCTH 38 CHAOR AOCTHII I Tparchy3ua
© U3TOTBEHO B CHLOTBETCTBAC ¢ M3MCKBAHMATA Ha TEXHHUCCKATA CEM(IKAIINT W M3UCKBAHHATA HA
BBINOICHTETSL.

4. Yuactuuker ,,B. Bpayn Mennxan” EQOJL e TPEACTABHII TEXHHYECKO NpeIOKeHHE 3a
obocobena mosunus V ,, AcnupanuonHa xanmona®,

Komucusara pasriena odeprara Ha yuacTHHKE ,,bB. Bpayu Mexuxan” EQOOJ u nposepit 3a
CBOTBETCTBHE C NPEABAPUTENHO OGIBEHUTE YCIOBUS:

e YUacTHHXET € ZEKIIapupal, ye:
- €6 3a/lLJKaBa Jla H3MBJIHH A0TOBOPA 32 BH3JIAraHe Ha OGINECTBEHATA MOPHYKA B CHOTBETCTBHE C
HOPMHTE Ha 3aKOHA 33 MEIHLIUHCKMTE U3NETUS (3MU), xakro u Ha sBCuuKu Apyru HOpPMaTHBHU
8KTOBE, HHCTO CIa3BAHE € HEOOX0MMMO 3a KAYECTBEHO H3NBIHEHHE Ha ITOPLYKATA,
- TPH H3TOTBAHE Ha OflepraTa ca CIA3CHH 3aNBIDKCHHATA, CBLP3AHM C MAHBHH U OCHTYPOBKH,
OMA3BARE HA OKONHATA CPEA, 3aKPHIIA HA 32€TOCTTA U YCIIOBHATA Ha TPYL,
- € CBIIACCH M MPHEMa BCHYKH YCJIOBHS 3a H3IBIHEHUE Ha 0OIeCTReHATA HOPBYKA, ONPEEACHH B
KIaySUTC Ha NPRIOKEHAA KM JOKYMEHTALMATA 33 YUACTHE IIPOEKT HA JOTOBOD;
- TpHeMa CPOKBT Ha BAHAMOCTTA ua odeprara aa Ovne 180 (cro u OCEMJIECET) KaJCHNapHN J{HH,
CYUHTaHO OT KpaHHUs CPOK 3a MMOJaBaHe Ha o(epTuTe;
- TIp¥ E3NBAHEHHETO Ha 0OIIeCTBeHaTa NOPBYUKa HAMA Aa TI0N3BA KanalureTa Ha TPETH JHIA;
- HPH H3MTBJIHEHAETO Ha 0DIHECTBENaTa TOPBYKA HAMA 1A TIOI3Ba HOAN3IBIHHTEIL,
- IN€ OCUIYPH HEOOXOMUMATE KONATECTBA Ha 0pepUpAHHTE IPOLYKTH 34 TIeNHs CPOK Ha JOrOBOpA,
- KBM Jlatata Ha N0CTaBKa CPOKHT HA FOJHOCT Ha OhepHpaHHTe NpOAyKTH € MHUHHMYM 70 %
/cenemiteceT MPOLEHTA/ OT OGXBEHHS OT HPOUIBOJUTEIS.

e IIpemoxen € CPOK Ha BCAXA ZOCTABKA 1O 3 frpu/ AuM, @ CPOKBT 3a CIEMIHA TOCTABKA [0
24 /nBanecet u ueTHpH/ Yaca cleN NONYYABAHE HA 3a7BKE OT BL3JI0NCHTE]LS.
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° KoM TexHmyeckoro npemtoxenue e IPEACTABEHO [PUNOKEHHE, Ha XapTUeH M
ENEKTPOHEH HOCHTEN.

* TexHNIECKOTO MpeiNIoKenye ¢ OXTHCANO OT 3aKOHHHS TIPEACTaBHTE]l Ha YYACTHHKA,
CHITIaCHO TBPrOBCKATA MY PErUCTPALIHSL.

° TexuuveckoTO NPEANONEHHE BKMIOYBA BCHUKH HOMEHKNATYPHH eNHHMIH OT
Texuuyeckara crrenuduxanus, npearaguTe MEZNIUHCKE H3NIE/MA ca ¢ nponsBoputen b.Bpayn
MensynreH, lepmanus.

¢ [Ipunoxeno e oTOPH3AMHOMHO HHCMO Ha YHacTHuKa ,b. Bpayn Megukax” EOOJ or
HPOH3BOAKTENS Ha OPEPHPAHKHTE MEANIHCKH HaAE/THS.

o [lpunoskerr ca saBepeHM OT yYacTHHKA KONHH Ha CePTUPUKATH 3a KATeCTBO M
ACIJIADALIEA 32 CROTBETCTBAE HA OQCPHPAHHTE MEAMIVMHCKH H3AETHS, B CHOTRETCTRIE c
H3MCKBaHUNTa HA wWi.14 or 3MHU, kakTo u manecema "CE" MapKHPOBKa, B CHOTBETCTBHE ¢
H3UCKBAHUATA Ha 4.8 w wi.15 oT 3MU.

* Ilpunoxenw ca moxpofuu mpocmexTn Ha OBATAPCKH €3UK ¢ ITHAHM TEXHHYECKM
TIOXA3aTENH H HapaMeTPH Ha NPeANaraHHTe NPOAYKTA H YKa3aHus 3a ynoTpeba.

® YYACTHHKBT HE € IPENOCTABMI MOCTDH Ha odepHpasiTe NPOAYKTH. YYacTHHKET o
Aocrapan Ha bonxuna ,,JIozeren® odepupannte OpOAYKTH o forosop VII-5-123/12.07.2016 r.

Komucuata usBBpmim mpoeepka mo HPENOCTABCHUTE MOKYMEHTH H YCTaHOBH, ue
OQEPHPAHNTe MEIUMIHACKH U3NENHS OTrOBapsAT HA M3UCKBAHHMATA HA 3aKOHA 32 MENMIHHCKHTE
m3zemast (3MU) ¥ chOTBETCTBAT HA H3UCKBAHUSTA 3I03KEH B TEXHUYECKaTa cnenuduKams.

Komucusra PEIIIU:

TexnuveckoTo npemnoenue 3a mIMBIHEHWE Ha MIOpEYKATa HA Y4acTHHKa ,B5. Bpaym
Mepnxan” EOQOJ za oBocobena nosuuus V , ACTMpanuoHHa Kaurona® e H3rOTREHO B
CBOTBCTCTBHE C M3HCKBANMATA HA TEXHHYECKATA CeNMMHKANNS H H3HCKBAHUATA Ha BB3JI0MKHTEIL.

5. Y4acTHHKST ,,B. Bpayn Memqukan” EOQOJ e npexcrasun texumuecko NpeANOKEHEE 3a
obocobena nozunua VI ,-CTEPHITHI JTaHIeTH”,

Komucusra pasrieaa odeprara na YU4CTHEKA ,,B. bpayn Mexuxan” EQOH u IIPOBEPH 3a
CROTBCTCTBHE C NPE/(BRDHTENHO OCABSHUTE YCIOBHS:

* YYaCTHMKET € JeKnapupai, qe:
- CC 3a1bjDKaBa 1a H3TBIHY JOroBOpa 3a Bh3JaraHe Ha ofllecTReHATA NOP5HYKa B CHOTBETCTRYE C
HOpMHTE Ha 3aK0OHa 33 MEAMIMHCKUTE U3eNIHS (3MH), XaKTo ¥ Ha BCHUKK APYTH HOPMaTHBHH
aKTOBE, YHETO CIa3RaHe ¢ HEOOXOIMMO 3a KaUECTBEHO M3IIbIHeHUE Ha NOPLYKaTa;
- Pk MSTOTBAHE Ha O(hepTaTa ca CIASCHH 3ANBIKSHUSTA, CBBP3AHM C XAHBIM U OCHTYPOBKH,
OTNa3BaHe Ha OKONHATA CPEAd, 3aKPHMA Ha 386TOCTTA M YCIOBHATA Ha TPy,
- © ChITIaceH ¥ MPHEMA BCHYKH YCIOBUA 38 U3IGIHEHME HA OOIIeCTBEHAT HOPBUKA, ONPEACICHH B
Kiaysute Ha NPUROKEHHA KbM NOKYMEHTALUATA 3 yUACTHE NIPOEKT Ha JIOTOBOP;
- IIpHEMa CPOKBT Ha BATHAHOCTTA Ha odeprara ma 66ae 180 (cTo B ocemaeceT) kanenApHN IHM,
CUHTAHO OT KpalHHUA CPOK 32 IIOaBaHE Ha odepTuTe:
- PR H3OBLIHCHACTO Ha 00llecTBeHaTa TOPHYKA HAMA A [0JI3BA KANAMTETa Ha TPETH JIHIIA;
- IIpH H3IBJIHEHMETO Ha O0IeCTBERATA IIOPHYKA HMa XA 0384 NOAU3NBIIHHTE;
- I0¢ OCUTYPU HEOOXONMMATE KONHMYIECTBA Ha OpepHpaHHTe NPOAYKTH 32 HEAHs CPOK Ha FOroBOpa;
© KBM HaTara Ha NOCTaBKa CPOKGLT Ha TORHOCT Ha odiepupaHuTe IPOAYKTH € MHHEMYM 70 %
fcefiemaeceT nponenTa/ 0T OGABEHHS OT TIPOH3BOXUTEIA.

o Ilpennoxen e cpox na Beska nocTaBxa [0 3 /Tpn/ mHw, a CPOKBT 3a CTEMHA AOCTABKA 10
24 /npajfeceT W YeTHpPU/ Yaca clex IONyJaBaHe Ha 334BKa OT BB3NOKHTEIA.
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* Kim Texmuueckoro npemioxenme e HpencTaBe
CIEKTPOHEH HOCHTE.

¢ Texuu4eckoTo NPeNIONEHHE € MOMNHCAHO OT 3aKOHHMA NMPEACTABHTEN HA YYACTHHKA,
CBITIACHO TBPTOBCKATa MY PErHCTpaL(zs.

° TexHH4YecKOTO mpemmoMenHe BKMIOUBA  BOMMKK HOMEHK/IATYPHY  €IUMHHIH  OT
Texunueckara crenuduranus, npeanaranyte MCIHIHCKH H3LEnAA ca ¢ npomsBoguten B.Bpayx
Memyuren, lepmanis.

° IlpunoxeHo e OTOPH3ANHOHHO THCMO Ha yHactauka ,,b. Bpayn Meaukan” EQOQJ or
TPOH3BOANTEIA Ha OQCPUPAHUTE MEIUIMHCKE H3OSHA.

* Tlpunoskeny ca 3aBepeHHM OT yYaCTHHKZ KOTMg a CEPTH(PHKATH 32 KadecTBO M
ACKIIZpALKS 33 CHLOTBETCTBHE Ha OQEPHPAHHUTE METMIHHCKH HU3JCAHA, B CBOTBETCTBHE C
H3nuckBaHuATa Ha 4wi.14 or 3MHU, kaxTo u manecena "CE" MapKHpOBKA, B CBOTBETCTBHE C
H3YMCKBaHUATA Ha 4n.8 u un.15 ot 3MU.

* Ilpunoxenu ca moapoGHE mpocHektH wHa GBIrapcka e3MK ¢ IBIHM TeXHHYCCKH
TIOKa3aTeNN i NapaMeTpy Ha NpeANaraHuTe OPOAYKTH 1 yKa3zaHHd 3a ynorpeba.
®  YYACTHHKST HE € HpenoCTaBUI MOCTPH Ha O(EepUpaHHTe MPOAYKTH. YUaCTHHUKET e
AocTasst va boaHnna ,,Jlosener oteprparnTe IPOAYKTH 10 zorosop VII-5-124/12.07.2016 r.

Komucusta mspnpmm HPOBCPKA IO TIPEAOCTABEHHTE JOKYMEHTU H YCTAHOBH, Ye
oepuparnuTe MeIUNHHCKA H3AeIHs OTTOBapAT Ha H3MCKBaHHATA Ha 3aKOHA 33 MEIHIHHCKUTE
usnenus (3MH) u croTBeTCTRAT HA W3KCKBARMSTA 3aJIOOKCHA B TEXHAMECKATA CHeNM(HKATII,

Komucusara PEIL:

Texmuueckoro npemmoxenue 3a M3IILIHEHAE HA NOPBYKATA HA YY4ACTHHKA ,,B. Bpayn
Menuran” EQOJ 3a o6ocobena nosunus VI, ,CTepmitHg TaHneTi” e H3reTeeHo B CBOTBETCTBIHE C
H3NCKBAHUATA Ha TEXHHYECKATa CHEHN(HUKANNS U H3HCKBAHUATA HA BL3JOKHTENA.

6. YuactHuxst ,,B. Bpayn Meanrar” EOQO/ e upencraBmi texnuuecko NpeAoXKeBHe 3a
obocobena mosunus VIII »3aTBOPEHA CCTeMA 38 HIMEPBAHE Ha ypuHa”,

Komwucuara pasriena odeprara na ydacTHuKa ,,B. Bpays Memukax” EQOJ u HpOBepH 3a
CHOTBETCTBHE C NPEBAPUTENHO OGSIBEHHTE YCHOBHS:

¢ YUYACTHUKET e JeKnaprpan, ge:
~ C€ 3anbiDkaBa ia U3MEIHHA TOTOBOPA 33 BB3NArale HA OGNIECTEEHATA IIOPEHYKA B CHOTBETCTRHE ¢
HOPMHTE Ha 3aKOHA 32 MEAUIIMHCKUTE W3HeiHs (3MH), xaxrto ¥ Ha BCHYKH APYrH HOPMATHBHH
dKTOBE, YHETO CTIa3BaHe € HEOOXOMMMO 38 KAYECTREHO M3IIBIHEHIE Ha MOPBUKATA;
- PR H3TOTBSHE HA OQepTaTa ca CIaseHM 3aibIIKEHHATA, CBBP3aHH C OaHBIOH H OCHTYPOBKH,
OLAsBARC Ha OKOJIHATE CPeJia, 3aKPHIIA HA 32€TOCTTA M YCIOBUATA Ha TPV,
- © CBIVIACCH ¥ NIPHEMA BCHYKH YCIOBHS 38 H3bIHEHNE Ha OBLIECTBEHATA NOPbYKE, ONPEAENEHY B
KIaySHTC Ha IPUIOKEHHS KM TOKYMEHTALMSITA 34 YIacTHe IPOEKT Ha ACrOBOp;
- IpAeMa CpOKBT Ha BANHAKOCTTA Ha odepraTa Na onae 180 (cTo u ocemuecer) KUICHAPHW IHH,
CUHTAHO OT KpalHis CpOK 3a IoAaBaHe Ha oepTHTe;
- [IpY H3IBJIHCHUETO Ha 00LIECTBENATa HOPHYKA HAMA 1A 10354 KanaluTeTa Ha TPeTH JIHLa;
- [IPH H3MBAHCHHETO Ha O0IIECTBEHATA OPBYKA HIMA A2 [O/3B4 NOMU3NLITHUTEL,
~ WI€ OCHUTYPH HeoOXOJHMHTE KOIHIECTRa Ha othepHpaHKTe NIPOXYKTH 34 I[eII s CPOK Ha IOTOBOpAE;
- KBM JaTaTa Ha BOCTABKA CPOKHT HA TFOAHOCT Ha OhepUpaHnTE NPOXYKTH € MHHHEMYM 70 %
/cenempeceT poneHTa/ 0T OBABEHHS OT HPOH3BOAHTENA.

e lIpemnoxen e CpOK Ha BCSKA NOCTABKA 70 3 /Tpu/ mRU, A CPOKBT 3a CIEWHA OCTABKA KO
24 /npagecer n YeTHPH/ vaca ciex [TIOJIyYaRaHe HA 3as%BKa OT RE3IIONHTEN.



° Kum Texuudueckoro mpemioxenne € IpecTaneHo HPWIIOKEHHNE, HA XAPTHEH ¥
€HIEKTPOHEH HOCHTEIL.

¢ TeXHHYECKOTO NMPeIOKEHHE € MOAIMCAHO OT 3aKOHHHM [IPEACTABUTE]l Ha YUACTHHKA,
CBIIACHO THPrOBCKATA MY PErHCTPAYA.

¢ TeXHAYECKOTO HNpPEQIONEHHE BKIIONBA  BCHYKH HOMEHKIIATYPHY eAHHULH  OT
Texnuueckara cnenu(puKaLus, TpeanaraHiTe MEIUIUHCKE M3IEINS Ca ¢ npoussoauren b.Bpayn
Mensynren, I'epmanns.

* [IpumoxeHo € OTOPH3ALMOHHO NMHCMO HA YYACTHHKAE ,,B. bpayn Meguxasx” EOOJ or
NPOU3BOJMTELA HA O(hepHPaHUTE MEAMIUICKH HANETHL.

¢ [IpUnOXeEHH ca 3aBEPCHH OT YYaCTHHKA KONHS Ha CEPTH(HKATH 32 KadecTBO H
AGKIapanus 32 CHLOTBETCTBHE HA OQEPHPAHHATC MEAHUMHCKH H3IENUd, B ChbOTBETCTBHE C
U3HCKBanuATa Ha wI.14 ot 3MU, xakto u Hanecena "CE" MapKUpOBKa, B CHOTBETCTBHE C
H3MCKBAHHuATA Ha Wi.8 u wi.15 or IMU.

» [lpunoxeHd ca THOAPOOGHE MPOCHEKTM Ha OBATAPCKH €3MK C IIBIHH TEXHHYECKH
TIOKA3ATENH H IapaMeTPpH Ha NPeANaraHuTe IPOAYKTH B yKa3aHus 3a yroTpeba.

°  YUaCTHUKBLT HE € MPEeOCTABHA MOCTPH HA O(CPHPAHHUTE MPOAYKTH. YUacTHUKET €

mocrasan Ha bonHuua ,,Jlosenen™ oepupannre npomxykry no norosop VII-5-125/12.07.2016 r.

Komucusata u3BBpIIM TIPOBEPKA IO MPeHOCTABEHUTE JOKYMEHTH H YCTAHOBH, 4¢
oepupanuTe MEIMIMHCKE W3HEITHI OTrOBAPsT HA MSUCKBAHMATA HA 3AKOHA 33 MEAHIWHCKHTE
uznenust (3MH) H cHOTBETCTBAT Ha H3HCKBAHUSTA 3AIOYKEHH B TEXHUIECKATA crierupuranus.

Komucusara PEIIIN:

TexuuyeckoTo npennoKeHHe 33 HANBIHEHHE Ha [OpHYKATA HA y4acTHuKa ,,B. Bpaym
Meaurax” EOOJI 3a ofocobena mossnus VIII »3aTBOPEHA CHCTEMA 33 W3MEpBare Ha ypHHA” €
H3rOTBCHO B CHOTBCTCTBME ¢ H3MCKBAHMATA HA TEXHHYECKATa CENMMHKAIMI H H3MCKBAHUATA Ha
Bb3ITOMUTEIIS.

7. YuacTHHKST »B. Bpayn Memnkar” EQO/ e NIPSACTaBKI TEXHHYECKO [IPEINOKEeHUE 32
obocobena mozunus IX , Banku tun TopOUYKa 3a ypuHa™,

Komucuara pasriena odeprara Ha yuactHHKA ,,B. bpays Memuxan” EOOJI n nposepu 3a
ChOTBETCTBHE C MPEBAPUTEITHO 00ABEHUTE YCIIOBHA:

® YYACTHHKBT € JeKJIapHpar, de:
= €€ 3a/(biDKaBa 1a U3IBIHE IOTOBOPa 3a Bh3jlarade Ha obINecTBeHaTa TOPhYKa B CHOTBETCTBHE C
HOpMHTE Ha 3aKOHA 38 MeAMUMHCKHTE uigenus (3MH), kakTo u Ha BCHYKH APYTH HOPMAaTUBHH
AKTOBE, YHETO CHIA3BAHE € HEOOXOANMO 38 KAUECTBEHO HAITBIHEHHE HA IOPHUKATa;
- VIPH M3TOTBAHE Ha OfiepraTa ca CIA3CHH 3a](LIDKEHHATA, CBLP3aHH C AAHBIM H OCHIYPOBKH,
OMa3pane Ha OKOJIHATA CPEXA, 3AKPHIA HA 326TOCTTA M YCIOBHSTA Ha TPYH,
- € ChITIACEH H IIPHCMa BCUYKH YCJOBHA 33 H3IBIHEHME Ha OOINECTBEHATA TOPHYKA, OIPEAC/IEHH B
KIay3HTE Ha IPHIOKEHHS KBM JOKYMEHTAINATA 32 YUACTHE IIPOEKT Ha JOrOROP;
- IpHeMa CPOKBT Ha BAMIHOCTTA Ha odeprata na 6bae 180 (cTo u ocemmecer) KajJleHnapHH JHH,
CYHTAHO OT KpalHUs CPOK 3a HOJaBaHe Ha OepTHTE;
- IpH H3NBJIHEHKETO Ha 0OMIeCTBeHATa IOPHIKA HAMA [a II0I3BA KAALMTETA HA TPETH JTHIA,
- IIp¥ B3NBAHEHHETO Ha OOMECTBEeHATa MOPHUKa HAMA A TION3Ba MOLH3IIBIHHTEN,
- [€ OCUTYPH HEOOXOAUMUTE KONMUCCTBA Ha OdepHpaHuTe IPONYKTH 32 [(ETHS CPOK Ha JOroBOpa;
- KbM JlaTaTa Ha JOCTAaBKa CPOKBT HA FOMHOCT Ha odepupaHHTe IPOAYKTH € MuHuMmyM 70 %
/CEAEMIECET IPOTEHT/ OT OOSBEHUS OT NPOH3BO/UTEIA.



o Ilpenmoxen e cpok Ha BCSKA HOCTABKA 10 3 /Tpu/ mEH, a CPOKET 3a CHelHa KoCTABKA 10
24 /neanecer u yeTupy/ yaca cien NOJTy4aBaHe Ha 3a4BKa OT BB3I0MUTELL.

* KoM TexHmueckoTo mpexnoxenme e UPEACTABCHO MPHIOKEHHE, HA XapTHEH u
CJIEKTPOHEH HOCHTEN.

© TeXHHYECKOTO NpPeNOKEHHE € TOMNNCAHO OT 3AKOMHIS TPEACTABUTE]l HA YYaCTHHKA,
CBIIACHO THPIOBCKATA MY PerHCTpALIHA.

* TEXHHYECKOTO HpPEMIOKEHHE BKITIOYBA  BCHYKH HOMECHKJNATYPHH EIMHHOH OT
Texuudeckara crennduranus, npearanute MEAMIHHCKH H3/ENAs ca ¢ nponssoguTen B.Bpayn
Memsyuren, lepmanms.

¢ [punoxero € oTOpU3ALMONHO MHCMO Ha y4yacTHHKa ,,b. Bpays Memuxax” EOOJ or
HPOU3BOIUTEN Ha OQEPHUPAHKTE MEIHIHHCKH H3EIIHS.

o llpunoxens ca saBepeHM OT yuacTHHKZ KONIMS Ha CePTHOUKATH 3a Ka4ecTBO
ACknapanus 3a ChOTBETCTBHE Ha O(EpHpAHUTE MEIHIHHCKH U3Jenud, B CLOTBETCTBHE C
H3MCKBAHHATA HA wiI.14 ot 3MMU, kakro w zanecena "CE" MAPKHPOBKA, B CHOTBETCTBHE ¢
H3MCKBAHUATA Ha 91.8 ¥ un.15 ot IMH,

o llpmnoxenu ca moapobuu npocmexrm Ha OBIrapckyl €3WK © MLIHH TEXHEUCCKU
TIOKA3ATEIIM 1 [IapAMETPY Ha UPEIaTaHUTe NPOLYKTH ¥ YKA3AHUS 32 yrnorpeba.
° VYACTHUKET HE € MNpefoCTABHI MOCTpH Ha odepupanure npoxyktu. Komucusgra

U3PBPLIA NMPOBEPKA ¥ YCTAHORM, ue OQEepHPAHMNTE METHUMHCKH H3Jenus He ca Oumn
nocTaksaHu B bonnuna , Jlozenen™.

Komucusra PEHIU;

Ha ocropanue un. 104, an. 5 ot 301, ma usucka or y4acTHuKa b, Bpayn Meankan™
EOOXA B cpox z0 5 /mer/ paGoram nmu Aa HpeNocTaBu NONWBAHUTEIHO MOCTPH Ha
obepupannute HPOAYKTH 1o obocobena mosuuua Ne IX ,Bamxu Tun Topbuuxa sa ypuHa”.
Hpenocrapsnero uM Hsma Aa nosene no NPOMENN B TEXHHYECKOTO M UEHOBOTO MPEIUIOKEHHE Ha
YYACTHHKA,

8. YUacTHHKBT ,,B. Bpayn Menuxan” EOQOI e upesncrasmn Texanyecko IPEATIONEHHE 3a
obocobena mosnnus XV ,, Xupyprudecku PBRKABUIIH — HECTEPUIIHH .

Komucusira pasrnena opeprara na yqacTHuxa ,,b. bpayn Menaxan” EQO/I u HUpOBEpH 3a
CRLOTBETCTBHE C IIPSABAPHTENHO OGSBEHATE YCIOBUA:

® YUYaCTHHKBT € JeKNapHpa, Ye:
- CC 3amblDKaBaA Ra W3NBIHYM JOrOBOPA 3a BB3NATaHE Ha oOIlecTReHaTa IIOPBYKA B CHOTBETCTBHE C
HOpMHTEe Ha 3aKOHA 33 MENMIIHHCKHTE H3/CTHA (3MHM), xaxto  Ha BCHuKH Jpyry HOPMATHUBHYU
AKTOBC, YHETO CNasBaHe € He0OXOAMMO 34 KAaYeCTBEHO H3MBIHEHUE Ha IOPBYKATa,
- HpH HSFOTBAHE HA o(epraTa ca CHA3eHH 3akIDKCHHATA, CBBP3aHH C JaHBIM W OCHIYPOBKH,
OHa3sBane Ha OKOMHATA CpeZla, 3aKPH/Ia Ha 3aeTOCTTA B YCIOBUATA Ha TPYL;
= © CLINIACCH M NpHeMa BCHYKH YCIIOBHS 32 ¥3IIBIIHEHME Ha 06INecTReHATA HOPbYKa, ONPEAETICHH B
ICIay3SHTC Ha IPHROMEHUA KbM JOKYMEHTALMATA 32 YHACTHE POEKT Ha ZOTOBOD;
- PHEMA CPOKDT Ha BANHIHOCTTA Ha odeprara aa 6nae 180 (cro ® OCEMMIECET) KaNleHAApHH HHH,
CUHTAHO OT KPAaHHMs CPOK 3a I0/IaBaHe Ha odiepTHTe;
- U H3MBIIHEHUETO Ha OOLIECTBeHATa HOPHUKA HAMA /14 OM3BA KAlAHTETa Ha TPETH JIH1IA;
- TIpH H3'BAHCHUETO Ha 0GINECTBEHATA MOPBYUKA HAMA A4 TIOJI3BA NOAM3IBIHATE,
- e OCHIypu HEOOXOAMMHUTE KOMMYECTEa Ha O eprpanuTe HPOXYKTH 32 LENN CPOK Ha JOTOBOPA;
- KBM JaTaTa Ha LOCTaBKa CPOKRT HA FOAHOCT Ha OhepHpaHATE IPOAYKTH € MuHuMyMm 70 %
/cenempeceT nponenTa/ oT oGIBERMS OT [IPOU3BOIIHTEA.
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o Ilpemoxen e CPOK Ha BCAKA AOCTaska A0 3 /Tpw/ muu, a CPOKBT
24 /npaneceT u yeTHpw/ waca cien [IONYyYaBaHe Ha 3aSBKA 0T BBE3NOKHTEI.

e Kem Texmuueckoro npemnoxenne e NPCACTABEHO TIPWIOKEHHE, HA XapTHEH H
E€NEKTPOHEH HOCHTE.

© TeXHHYECKOTO IPeANOKEHHE € TIOANUCAHO OT 3AKOMHHA NPEHCTABUTEN HA YYaCTHHKA,
CBHIIACHO TEPIOBCKATA MY PErUcTpaIHs.

¢ TeXHMYeCKOTO TNpPENIONEHHE BKIIOYBA  BCUUKH HOMEHKNATYPHH  EMHHHAIA 0T
Texanueckara cnenuukanms, IIPEIaraHuTe MEAMIHHCKH H3JIQNHS C& ¢ IPOH3BOMHTEN b.bpayn
Memzynren, lepmanns.

o IlpunoxeHo e OTOpH3AHOHHO NHCMO Ha y4acTHnxa ,b. bpayn Memuxan” EQOOJ or
NPOM3BOJUTENS HA OlePUPAHATE MEUIMHCKH W3 IeIIs.

o Tlpumoxern ca sasepeHu ot YHaCTHHKA KONUS Ha cepTHdHUKATH 33 KAYECTRBO H
ACKIapanyus 3a CHOTBETCTBHE Ha OhEPAPAHHUTE METUIHHCKH H3JENUS], B CHOTBETCTBHUE C
H3UCKBaHHATA Ha WiI.14 or 3MU, xaxto » manecena "CE" MapKHPOBKA, B CHLOTBETCTBHE ¢
M3HCKBAHMATE Ha 4n.8 ¥ wi.15 oT 3MH.

o [lpunoxmenu ca noapoSHH OPOCTICKTH HA OBJITapCcKkM €3MK ¢ IIbAHH TeXHUYECKH
HOKA3ATe/I U ITapaMEeTPH Ha NIpeANaraliTe NPOAYKTH # YKA3aHus 34 ynorpeGa.

¢  VYUaCTHHKSLT He € IIpeJoCTaBHIl MOCTPH H& O(EpUpPAHUTE NPOLYKTH. Y4ACTHHKLT e
Roctaean Ha bonunna ,.JIoseren odepupaniute NpOOYKTH 1o xorosop VII-5-126/12.07.2016 1.

T

3a CneIHa ZocTarka Ao

Komucuara usBepiiM nipoBepka mo HPCNOCTABEHUTE HOKYMEHTH M VCTaHOBH, 4e
oepHpaniTe MEHHIMHCKH H3NEHs OTrOBapAT Ha M3UCKRAHKATa HA 3aKOHA 32 MEIUITMHCKHTE
mazenus (3MU) 1 chOTBETCTBAT Ha M3HCKBARMATA 3AJI0MKEHY B TeXHHYECKAaTa CIeLu(pHKANLS,

Komucusra PEIIY:

TexHuveckoTo OpeIokeHNe 33 HATLIHEHHE Ha HOpbYKaTa Ha yyacTHHKA ,,b. Bpayn
Mepuxan” EOOJ za o6ocobena mosmmms XV »XHUPYPIHIECKH DBKABHIH — HecTeptHU” ¢
H3IOTBCHO B CHOTBETCTBUC C HM3HUCKBAHUATA HA TEXHHYECKATA CHeHH(UKALNS M U3HCKBAHUATA HA
BBE3IOXHUTENS,

9. YVuactuuksr ,B. Bpays Megukan” EOQOJ e npexcraBnn texunyecko HOpEeNIOKEHHE 3a
obocobena moznmus XX VIII ,»CTEPIIIHY IIpERpL3KH 32 nepudepet BEHO3CH KATeThp” .

Komucuara pasrnena odeprara na yuactamxa »B. Bpayn Menuxan” EQOOJ u IpOBEPH 3a
CHLOTBETCTBHE C IPEABAPHTENHO OOSBEHHTE YCIORMS:

° VYHaCTHHKBT € ACKIapHpal, ve:
- CC 3albKaBa 13 W3IILIHY JOrOBOPA 3a BBIIATAHE HA OBICCTREHATA MOPBLYKA B CROTBETCTBHE C
HOPMHTE Ha 3aKOHA 33 MEAUNMHCKHTE H3NCnus (3MH), kakTo ¥ Ha BCHYKH APYr¥ HOPMATHBHY
dKTOBE, THETO CrIaspaHe e HeOOXOAMMO 3a Ka9eCTREHO H3ITLIINCHHE HA DOPBHHYKATA;
- TIpY MSFOTBAHE HA OdepTaTa ca CHaleHH 3aIbIDKEHHSTA, CEBDP3AHM € HaHBIH U OCHIYPOBKH,
ONA3BAHE Ha OKONHATA CPEAa, 3aKpHJIa Ha 3aeTOCTTA M YCNOBHATA Ha TPYA;
- © CLITIACCH M NpHEMA BCHUKH YCIIOBY 38 M3IBJIHEHHE HA OBIeCTBeHATA NIOPBYKA, OIPCHEICHH B
KAay3nTe Ha NPUIIONKEHHs KbM JOKYMCHTALHATA 32 YIACTHE IIPOEKT Ha JOTOBOP;
- [IPHEMA CPOKBT Ha BANHAHOCTTA Ha odepTara fa 651e 180 (cTO M OceMueceT) KaNeHIApHN JAHH,
CUHTAHO OT XKPAHHHA CPOK 3a NOAABAHE Ha OdepTHTe;
- [IPH H3BIIHEHUETO HA OOILECTBEHATA IIOPBYKA HAMA /1A [I0N13Ba KATAL(ATETa Ha TPETH AN,
- P M3NBIHCHHETO Ha OOHIECTBEHATA IOPBHYUKa HAMA 14 IOJI3BA TOAU3NBLITHHTET,
- ¢ OCKrypH HEOOXOAUMATE KOUMUECTBa Ha OepupatuTe IPOXYKTH 3a IIENHs CPOK Ha JOTOBOpa;
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~ KbM JlaTaTa HA JOCTaBKa CPOKLT HA TOAHOCT Ha odepupanuTe
/cemempaeceT npouenTta/ 0T 06SBEHMS OT TIPOM3BONHTEIN,

o IIpeanoskeH e cpox Ha BCSKa JOCTABKA 20 3 /Tpw/ nxu, a CPOKBT 32 creliHa BOCTaBKa S0
24 /nBanecer u 9eTupu/ vaca cren HOJIy4aBaHe Ha 3a8BKa OT BB3AONKHUTE]LA.

* KoM Texumueckoro mnpeamoxenne e IPEACTABEHO MPUIOKEHHE, HA XapTHEH H
SJIEKTPOHEH HOCHTEN.,

® TexnHuecKoTO NpemIoNKEHEe € HOMMHCAHO OT 3AKONHHS NPEICTABUTEN HA yYACTHHKA,
CBINIACHO THPTOBCKATA MY PETUCTPAIHA.

© TexHAYECKOTO NPENNOMEHHE BKIIOUBA BCHYUKH HOMEHKJIATYPHH €NUHHOM  OT
Texauueckara cnemudukanus, IPEIIAFaHUTe METUIMHCKH U3JETHA C& C IIPOM3BOHUTEN B.bpayn
Memsysresn, lepManus.

o [IpUJIOMNEHO € OTOPH3AIHOHHO MHCMO Ha yJacTHuKa ,,B. Bpaysr Mepukan” EQOJ ot
MPOU3BOAATENLT Ha OQEPUPAHUTE METHIMHCKH H3IETHA.

o Ilpunoxenu ca 3aBepeHH OT y4acTHHKA KONHS Ha CePTH(PHKATH 38 KAYECTBO M
ACKAapandd 3a CHLOTBETCTBHE Ha OdeDHPAHUTE MeNUIIHHCKE H3JEIHs, B CHOTBETCTBHE ¢
H3UCKBaHuATa Ha uin.14 or 3MMU, xakTo u wamecena "CR" MapKHpOBKa, B CHOTBETCTRHE ¢
H3HCKBAHUATA HA Wi.8 1 un.15 or 3MH.

¢ Jlpunoxenn ca mOAPOGHM NPOCIIEKTH Ha OBITApCKH €3HK C HBIHA TEXHHYECKH
TIOKa3aTe/I1 K [1apaMETPH Ha IPE/IaraHuTe NPOAYKTH U YKASAHUS 32 ynotpe6a.
¢ VYYACTHHKLT HE € IpEeIoCTABHI MOCTPH Ha O(QEpHpaHuTe APOAYKTH. KoMHCHITA

H3BLPUIH [MPOBCPKa H YCTAHOBH, 4Ye ohepupaHHTe MenHIHHCKU H3J(€ANs He ca OHIR
AocTaraHu B bonuuna ,,Josenen®.

ngomﬂ(m € MEHUMYM 70 %

Komucuara PEIIN:

Ha ocnoeanue un, 104, an. 5 or 3011, ma usucka or ydacTHuxra ,b. bpayn Memnkan”
EOOX B cpox mo 5 /uer/ paboTHH [HH Ha TpPENOCTABH JAOIBbIHUTENHO MOCTpH Ha
obpepupanuTe NPOAYKTH NO obocobena nosunmEs Ne XXVIH | Crepumnu OPEBPE3KY  3a

MEePU(EPEn BEHO3EH KaTeThp”. [IpeocTapmieTo iy Hama fid TOBEne A0 HpoMeHu B TexXHUYeCKoTo
¥ UCHOBOTO HPE/UTOMEHHE HA YUSCTHHKA.

10. YuactHukeT ,,Memuumneka Texanca nkenepuur” OO0 e npencTaBui TeXHHUECKO
npenjionenye 3a obocobena mosuuua I, Cripurnoska™.

Komucuara pasriena odeprara na Yy4acTHuKA ,,Memuiunacka TexHuka HIGKCHepHHr”
OO/l 1 npoeepy 3a CHOTBETCTBHE ¢ NPEABAPUTETHO O0ABEHUTE YCIOBUS!

® YYacTHUKBT € JeKapupan, e
- CE 3a1b/KaBa 2 H3IBITHY OTOBOpA 32 BB3JIATAHE HA OBINEeCTBeHATA NIOPBYKA B CHOTBETCTBHE C
HOPMHUTE Ha 34KOHA 32 MEeNMUHHCKHTE H3Nenus (3MH), kaxTo 1 Ha BCHYUKH APYrH HODMaTHBHY
AKTOBE, HACTO CHAa3RAHE € HeOOXOOMMO 3a KaYeCTRCHO U3IBIIHEHHE Ha IOpPBYKATA,
- NpH WMSFOTBAHE Ha OhepTaTa ca CIIaseHH 3a[bDKERMSTa, CBBP3AHM C NaHBIM U OCHIYPOBKH,
OLIA3BAHE HA OKOJIHATA Cpefia, 3aKPHIIa Ha 3a€TOCTTa ¥ YCIIOBUATA Ha TPYX;
- © CBITIACEH U NIPHEMA BCHYKH YCIIOBHS 33 M3IBIHEHHUE HA OBMIECTBeHATA HOPBYKa, ONpPeASIeHH B
KIAY3UTE Ha NPHIIOKEHHS KBM JOKYMEHTAIHATA 38 Y9ACTHE IPOEKT Ha ZOTOBOP;
- HpHeMa CPOKBT HA BANHIHOCTTA Ha odeprara xa Ohae 180 (cTo H ocempecceT) KaneHNapHH AHH,
CUMTAHO OT KpalRHA CPOK 3a MOJABAHE Ha OfepTHTE;
- [IPH M3IBIHCHUETO Ha ODLeCTBEHATa HOPHIKA HAMA /1A [I0N13Ba KANAlATeTa Ha TPETH JHLA,
- IpY H3N'BJTHEHMETO HA OGUIECTREHATA IOPHYKA HAMA 4 II0JI3BA NONU3ILITHHTET,
- e OCKIYpH HeOOXOAUMHTE KONMYECTBa Ha o(epupaHuTe NPOTYKTH 32 LeJUs CPOK HA AOTOBOPA;
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- KBM JlaTara Ha JOCTaBKa CPOKBT HA TONHOCT Ha ofepHpaHHTE MPOAYKTH € MHHHMYM 70 %
/cenemMaecet npoueHTa/ OT OOIBERHS OT MPOU3BOUTES.

o [lpexnoxen € cpox Ha Beska JOCTaBKa 0 3 /1pu/ AHH, 4 CPOKBT 3a CTIeIHA JOCTABKA hi{s)
24 /nBapeceT W 9eTHpK/ Yaca ClE IOAYYABAHE HA 3A9BKa OT Bh3JI0KHTENL.

° KoM TexHuueckoTo npefioXKedue € TNPENCTABEHO NPHIOKEHHE, Ha XapTHeH H
€JIEKTPOHEH HOCKTEL.

* TEeXHHYCCKOTO HpPEJUIOKEHHE € TIOANMCAHO OT 33KOHHO YIIBIOMOINEH PEACTABHTER Ha
YYACTHHKA.

® TeXHHYECKOTO NPEIVIOKECHHE BIUIOUBA BCHYKM HOMEHKIATYDHH eOMHEIM  OT
Texuwueckata cnenuduKanys, NpearaHATe MEIUIMHCKH H3IENHS Ca C nponssoguten KDM,
lepMmarua.

o Ilpunoxeno e OTOPH3AMMOHHO MMCMO HA Y4acTHUKAE ,MeqHOMHCKA TeXUHKa
mpkedeprrr” OO o1 npoussoadTest HA 0DEpUPAEHTE MEAUITHECKH H3AEHA,

e [lpmroxend ca 3aBepeHM OT YYaCTHHKA KOMHS HA CEPTHQUKATH 32 KAYeCTBO H
ACKiapaurs 3a ChOTBETCTBHC Ha O{epEpaHuTe MENHUHHCKH U3[eNVs, B ChOTBETCTBHE C
H3UCKBanMATA Ha wi.14 ot 3MU, xaxro B Hamecena "CE" MapKHpPOBK&, B CBOTBETCTRHE C
H3HCKBAaHKATa Ha w8 ¥ un.15 or 3MHU.

o Ilpunoxeny ca NoapoGHH HPOCIEKTH Ha OBATAPCKH €3WK C IHIHH TeXHIYeCKH
TIOKa3aTesin ¥ NapamMeTpH Ha MIpe/iaraniTe IPOXYKTH U yKa3aHus 3a ynorpeba.

® YYACTHHKBT HC © NPENOCTABHN MOCIPH Ha odepupanuTe npoxykrd. Kommcusra

U3BLDIIH IIPOBCpKA U yCTAHOBM, 9€ TM € moctaBan Ha bomnmuna ,Jlosenen™ mo gorosop VII-5-
101/01.07.2016 r.

Komucusra usebpu nposepka 10 IPEAOCTABEHHTC AOKYMEHTH U YCTAHOBH, e
oepHpaHHTE MEINMUMHCKH H3ZENHS OTTOBAPAT HA HSUCKBAHMNTA Ha 3aKOHA 3a MEOULIMHCKUTE
nanenud (3MU) u croTBeTCTRAT HA H3MCKBAHHATA 3AT0KEHN B TEXHHYECKATA cnenuuKanms,

Komucuara PEIIN:

TexuuieckoTo NpeNioKEHNE 32 MIBIHCHAE Ha NIOPHUKATA HA YUACTHUK2 ,MexnuneKa
Texuuka umxenepuur” OO/l 3a obocobena mosumms I ,CrpuHUOBKH® € W3TOTBEHO B
CBOTBETCTBHE C M3UCKBAHUATA HA TEXHAYECKATA CIENUPUKAIMS H H3HCKBAHMATA HA Bh3I0KHTENS.

H. Vuacrauxer ,Mexumuncka rexunxa umkenepunr” OO/ e HNPEACTABHI TEXHUYECKO
npezoxenne 3a o6ocobena nosunns I, Mrm 3a Menuuacka ynorpe6a®,

Komucusta pasrmena odeprata ma yyacTHuka ,,Memmmumicka TexXHUKA HIDRCHepHHT”
OOM 1 nposepi 3a CHOTBETCTBHE ¢ NPeIBAPUTEIIHO OBABEHHTE YCIOBHUS:

o YYaCTHHKET € AeKIapupal, 4e:
- C€ 3aARIDKaBa Nd M3NBIHK JOTOBOPA 33 Bh3Narane Ha oOIIECTBEHATA MOPHUKA B CHOTBETCTBHE C
HOPMHTE HA 3aKOHa 3a MeAWIHECKHTe usmenmus (3MU), KakTo W Ha BCHYKH JPYrd HOPMAaTUBHH
AKTOBE, YMETO CMIA3BAHE ¢ HEOOXOMMO 3a KAYCCTBCHO H3ITBIHEHHE Ha HOPHYKATA;
- TpH H3rOTBfHE Ha O(pepraTa ca CHA3CHH 3aIbIDKCHMATA, CBLPIAHH C JAHBLH M OCHT'YPORKH,
OTIa3BaHe HA OKOJIHATA Cpe/ia, 3aKPuila Ha 38eTOCTTa ¥ YCIIOBUATA Ha TP/,
- © CRIVIACEH U TIPHEMA BCHYKM yCIIOBHS 32 H3IBIHCHAE Ha OOMECCTBEHATa [OPBYKA, ONPSACHCHH B
KI2y3UTe Ha NPUIOKEHAS KbM JOKYMEHTANMATA 32 YHaCTHE [IPOEKT Ha JOTOBOD;
- TIpHEMAa CPOKBT Ha BAMIHOCTTA Ha ofeprata Na 6nae 180 (cro u ocempeceT) KaJICHJapHu THH,
CUMTaHO OT KpaHHHs CPOK 3a NIOAaRaHe Ha OQlepTHTE,
- [IPH W3IBAHCHUETO Ha 00IIeCTBeHATa MOPHYKA HAMA A4 [I0J13Ba KaTlalluTeTa Ha TPETH JIUNE,
- IPH H3NBAHCHHETO Ha ODIMECTBEHATA MOPHYKA HAMA /(@ [0JI3BA O3 IILIHETEN,



- W€ OCHTYPY HeOOXOMMMETE KONHYeCTRa Ha odepupanuTe IPOLYKTH 34 WeIHs CpoK Ha ZIOTOROPA;
- KbM JlaTara Ha HOCT4BKA CPOKHT Ha FORROCT Ha odepupanute BPOOYKTH ¢ MHHUMYM 70 %
/cenempecer HPOHEHTA/ OT obsBeHms OT TIPOH3BONUTEIS,

e Ilpeanoxen e CPOK Ha BCAKA AOCTABKA 10 3 /Tpw/ nnwm, a CPOKBT 3a CHEIIHA J0CTaBKa [o
24 /npagecer n YeTHPH/ Yaca cies TOJlyJaBane Ha 3a4BKA OT BE3JIOKHTES,

e KeM Texuuueckoro NPEINIOKEHHE € HpeacTaBeHo NpHIOKEHHE, HA XapTueH u
CNEeKTPOHEH HOCHTEL,

® TexHuueckoTo IPELIOKEHNE € MOAKCAHO OT 3aKOHHO YOBIOMOIIECH HPECTABUTEN Ha
YUACTHHKA,

e Texuuveckoro (PCNIOIEHHE  BKNIOYBA  BCHYKH HOMCHKIATYDHH — eIMHUIH  or
Texunueckara CIICUH PUKALHS, lpeAaranuTe MeNHIMHCKY H3NICNAAL Ca ¢ IPOU3BONHUTEN KDM,
Fepmanns.

o Jlpunoxeno e OTOPH3allHOHHO NHCMO Ha yaactauka  ,Menuuuncka Texnmga
uikenepunr” OO/ ot npoussomuTens ua oepupanuTe MemUIHHCKH H3ENHS.

o Ilpunoxkenn ca 34BEPEHM OT YYacTHMKA KONHS Ha CEPTHDUKATH 3a KauecTBO ¥

M3UCKBAHHATA Ha w14 o1 3MU, kakto n Harnecena "CE" Mapxuposka, B CHhOTBETCTBHE ¢
U3HCKBaHUATa Ha 9.8 H ui.15 ot 3MHU.

o Ilpunoxenu ca HNOAPOOHH NpOCHeKTH Ha OBIrapcxki e3mk ¢ [LaEy TCXHHYECKH
HOKA3ATEH ¥ MapaMeTpy HA DpeyIaranyTe HPOAYKTH H yKa3aHMA 3a yIoTpeba.

® YYacTHHKBT e TIPCACTABUI MOCTP2 Ha of)epHparys IponyxT ot obocobena nosuums 111
HOMCHINATYpHa efmuMNa 5. VyacTHHKSLT He e UPEAOCTABIII MOCTPH Ha OCTAHAJIHTE othepupayy
poxyKTH. KoMHCHsTA N3BbpUIM IPOBEPKa M YCTAHOBY, Y€ I'M € NOCTABSL Ha Bommuna , JIosenen®
o xorosop VII-5-102/01.07.2016 T,

Komucusta PEIIIU:

Texunueckoro IPCANIOKCHNE 38 U3NBIHEHUE Ha TIOpBHKaTa Ha ydacTHuKa ,,Meaunmucka
TeXHHRa nHxkeHepuHr” QO0J 3a ofocobena nosuuus I »Urnu 3a Mexmnmucia yIorpeba® e
M3TOTBCHO B CHOTBETCTBHE C W3UCKBAHHATA Ha TEXRUYeCKaTa CHeUH(HKAIUs 1 H3UCKBAHUATA Ha
BEINOKHTEIS,

12. Yyacrauxer ,,Meauunnera Texnuka unxenepunr” Q0] e HNPEACTAaBHII TEXHHYECKO
npeanoxenne 3a 06ocotena nmosuuus VI, Crepuwman JanmeTu®,

Komucuara pasrnena odeprata Ha ysacramka sMennnuncka Texmnka RHKEeRepuHr”
OO/t m nposepy 3a crotBercTRIE C NPEABAPUTENHO 00ABEHUTE YCITORUS:

® YUaCcTHHUKET e JeKaapupal, ye:
- CC SalbIKABa 2 M3IBIIHH J0TOBOPA 34 BL3Narage Ha ofmecTBeHara mopbuka B CBOTBETCTBHE ¢
HODMHTE Ha 3aKOHA 38 MEeNHI[MHCKHUTE mspenans (3MHM), xaxro u wa Bonuxy APYTH HOPMATHBHH
aKTOBE, MHETO CNasBaHe € HEOOXOMIMO 3a Ka9CCTBCHO M3IIHIHCHUE Ha OPBYKATA,
- IIDH M3TOTBAHE Ha ofepTara ca chHazeny SA/IBIUKCHUATA, CBBP3AHH ¢ HAMBIH o OCHTYPOBKH,
OIIA3BANC HA OKONHATA CPeAA, 3aKPHIA HA 32€TOCTTa K YCNOBHSTA HA TPYI;
- © CRITIACeH M IIPHEMa BCHYKH YCITOBHS 3a H3NBAHCHHE Ha ofInecTRenaTa nophuyka, ONIpEHENEHY B
KNay3UTE Ha IPUJIOKEHHS KBM NOKYMEHTAIAATA 34 YHaCTHE IIPOEKT Ha HOTOBOD;
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- TIPHEMA CPOKBT Ha BAKHIHOCTTA Ha oeprara ma 6nre 180 {cro u OCeMAeceT) KaeHnapHn JHH,
CUMTZHO OT KpalHUs CpOK 3a mogapage Ha oepriTe;
- HPU H3NBIHEHHETO Ha o6 mecTReHaTs HOPBYKa HAMA fa Mon3sa Kananurera HA TPeTH Juna;

- KBM haTata Ha JOCTaBka CPOKBT Ha TOAHOCT Ha othepapanure UPORYKTH € MHHUMYM 70 %
/cenempecer NpoLenTa/ oT obsBenus ot HPOH3BOHHTEA.

» TexHndeckoro NPENNIOKEHNE  BIIIIOYBA  BCHYKH HOMCHKNATYDHU  €AHHHUH QT
Texuuyeckara cnenubuxanns, mpemmarannte MEAHIHHCKA H3IEIHg ca ¢ npouzsoauTen Heinz
Herentz, lepmannsg,

* Ilpunoxeno e OTOPH3aHUOHHO NHCMO Ha YHACTHEKA ,Meaununcxa Texmuka
HiRenepunr” OO/ ot IPOM3BOIUTENA Ha OdepUpanmTe MEAUUMHCKY W3,

o Ilpunoxenu ca SABEPCHH OT YYaCTHHKA KONHS Ma CepTHOUKATH 3a KayecTo H
ACKIIApANNS 338 CHOTBETCTBHE Ha odepupanmTe MCIMLIMHCKE W3ZENHA, B CHOTBETCTRHE c
H3HUCKBAHUATA Ha wi.l4 oT 3MH, kaxrto u HaHecena "CE" MAPKHPOBKA, B CHOTBETCTBHE C
H3HCKBaHMATA Ha WI.8 u wi.15 or 3MU.

o Ilpuwioxenn ca NOAPOGHH HpoCIekTH Ha Obnrapekm espx ¢ IIBIIHY  TEXHWYECKH
UOKA3aTENM U apamMeTpH Ha HPEANaraHuTe NPORXYKTH 1 YKA3AHHS 32 yaorpeba.

° YuaCcTHUKLT e NPEACTABHI MOCTpa Ha odepupanus MPONYKT.

Komucnsra PENIU:

Texunueckoro npenmoxenye 38 H3IIBIHEHUS HA NOPBYKATA Ha yHacTHuka ,Memnumucka
TCXHHKA MHKCHePHHT” 00X 3a o6ocobena nosungs VI, Crepunn namnery® e H3TOTBEHO B
CLOTBETCTBHE C H3NCKBAHUSATA HA TeXHY “I€CKata CrielubHKalRT U B3RCKBAHHTS Ha BBEIJIOKATENS.

13, Yvactrukpr »Meauunera rexnpa Hixenepnur” OOM e npeactapuy TEXHHYECKO
HMpeLoxeHue 3a 060co6ena mosmmumsy IX »DBaHKH THI Top6uuKka 34 ypura®,

Komncrsara pasrnena odeprara Ha yuacTHmka »MeaumuneKa Texnka HHReHepinr”
OO0/ u mposepn 3a CROTBETCTBHE C HPeBAPATENHO 00ABEHHTE YenoRms:

® YYACTHHKBT e JSKnapHpan, ue:
- CC 3aAbIDKaBa 3 H3IDIHY AOTOBODA 3a BE3faraHe Ha obmecTsenaTa IIOPBYKA B CLOTBETCTRUE C
HOPMUTE Ha 3aKoHA 38 MEMHIMHCKHTE n3nemus (3MH), xaxro u Ha poryky APYTH HOPMATHBHHA
AKTOBC, MHETO CIIA3BAHE € HEOOXOMMMO 34 Ka4eCTBEHO H3MBIHeN e Ha IOpBYKaTa:
- HPH H3roTeane Ha odeprata ca coaseny SANLIDKCHUATE, CBBP3aHH ¢ HAHbBIM 1 OCHTYDOBKH
Olla3BaHe Ha OKOJHATA Cpexa, 3aKpPHIIA Ha 38€TOCTTA M YCIIOBHATA Ha TpyA;
= © CBIVIACCH M MpHeMa BCHYKH YCIIOBHS 3a H3TBJIHEHUE Ha 06IlecTBeHaTa NOPRYKA, CUpenencHy B
KIIay3uTe Ha NPUIOIKEHUT KM AOKYMEHTALMATA 34 YYacTHe NPOEKT Ha JOTOROD;
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- [IpPHEMa CPOKST Ha BaIHAHOCTTA Ha odeprara ma Gnze 180 {cTo 1 ocempecer) KaJICHNADHH JHHU,
CYHTAHO OT KpalHu% CPoK 3a NojaBaHe Ha odeprrTe;

- U H3BJIHCHNETO Ha 001eCcTReHATA MOPBYKA HAMA Aa [TON3Ba KalaluTeTa Ha TPETU MMIA;

- IPH H3IBITHEHUETO Ha O0IecTBeRATA DOPRUKA HAMA A TONH3BA OIS BIHHTE,

- i€ OCHFypn HEOOXOAMMHITE KOMUYeCT s Ha othepupanuTe MPOKYKTH 32 ey CPOK Ha JIoroBopa;
- KBM JataTa HA JOCTaBKa CPOKLT HA FONHOCT Ha othepupanuTe mponyxTH € MUHEMYM 70 %
/cemeMaeceT NponeHTa/ oT 063BeHN OT NIPOU3ROAUTE N,

o IIpeanoxen e cpok na eska A0CTaBKa A0 3 /Tpn/ ITHH, a CPOKBT 33 CliemHa JAOCTaBKa 1o
24 /nBanecer n HMETHpH/ Haca cliel Hony4aBane Ha 3a9BKa OT BB3A0IKHTE]LS,

¢ Kem Texunueckoro NPpCINIOKEHHE € DpescTapeHo NPHIIOKEHHE, Ha XapTHeH u
CIEKTPOHEH HOCHTEN.

° Texnuyeckoro npegmomenue e HOANHCAHO OT 3AKOHHO YILIOMOIIEH IIPENCTABUTEN Ha
YYacTHHKA.

° TexHHIECKOTO upenToMeHUe BIOIOYBA  BCHYKM  HOMEHKIATYPHH COMHHIKN 0T
Texunueckara CHeRU(HKANHNS, [IpeIUIAranTe MEIHUMHCKH U3NEIHS Ca ¢ HPOU3BOIUTE Beromed,
Fepmanus,

¢ [lpmwioxeno e OTOPH3ALUMOHHO IHCMO HA yYaCTHMKA »MeIuUuHeKa  TexnuKa
urckenepaur” OO/ or npoussomuTens na OhepHpaHuTE MeaHIMHCKY H3ZENN,

e [Ipunoxenu ca 3aBEPCHH OT YYaCTHHMKA KONHS Ha CEPTH(MUKATH 33 KavYecTBO u
ACKNapanua 3a chHOTBETCTBHE Ha odepupannTe MenHNUECKY U3NICNNA, B CHLOTBETCTBHE c
H3MCKBaHUATA Ha wi.l4 oT 3MH, kakto w nameceya "CE" MapKHpOBKa, B CLOTBETCTBHE ¢
H3NCKBAHUATA Ha 4.8 W 4yn.15 oT 3MU.

* Ilpunoxenu ca TOAPOOHH DOpOCIEKTH Ha OBIrapckd e3MK ¢ mennm TEXHHYECKH
HOKA3ATENY ¥ NAPaMETPH Ha Mpe/UiaranuTe HPORYKTH ¥ yKa3aHHA 38 ynorpea.

®  YHacTHHKET He e HMPENOCTABAT MOCTPH Ha odeppanure IpoAyKTH. Komucusta
H3BBPIIM NPOBEPKA M YCTAHOBH, 4Ye TH e AoCTarsn Ha boanuua , Jlosewen™ no Aoropop VII-5-
103/01.07.2016 r.

Komucusra  uspnpmm IIPOBEPKA 1O MIPEAOCTABEHHTE AOKYMEHTH M YCTAHOBH, ye
oepUpaHUTEe MEIMIUECKH MSACTINS OTTOBAPAT Ha H3WCKBAHMATA Ha 3aKoHa 332 MEOHIHHCKHTE
usaenus (3MHU) u croTBeTCTRAT Ha H3HCKBAHUATA 3QJI0IKEHH B TeXHHYECKATA croennpurams,

Komucnsra PEIIN:

TexaugeckoTo npemnoxenue 3a M3IBIHEHHC Ha NOPBYKATA HA YYACTHHKA sMemuuuncka
Texumka nmxenepunr” QOM 3a o6ocobena mosuiwms IX ,baskn Ten TopGuuxa 3a ypaHa“ ¢
U3TOTBCHO B CHOTBETCTRBHE ¢ M3HCKBAHMATA Ha TEXHecKara cnenuduKanms ¥ nancKBanumsiTa Ha
BB3IOMKHUTEIIA.

t4. Yaactuuker »Menmumnueka Texnuka urxenepunr” Q0J e NPEACTABUN TEXHHYELCKO
Hpeliioxenye 3a obocobena mozumma XII nAlPEHAKHY,

Komucusara pasrnena ofepraTta Ha yuactHEKa sMenuimaeka Texunka HHXenepunr”
OO u nposepu 3a crorpercrame ¢ IPCABAPUTENHO 0BABEHNUTE YerOBHS:

© YYaCTHHKET € JeKnapupar, ye:
- C€ 3aALDKABA Jla M3IBIHE JOTOBOPA 32 BR3JIAraHe Ha obmlecTBeHAaTa IOPLYKA B CBbOTBETCTBHE ¢
HOPDMHTE Ha 3aKOHA 33 MEAMIMHCKHTE m3aenus (3MH), xaxrto u ua Bonuxy ApPYTH HOPMATHBHM
aKTOBE, THETO CIA3BAHE € HEOOXOMUMO 3a KAYECTREHO H3IFBIIHEHHE Ha TOPHYKATS;
- IIPH M3rOTBAHE Ha odepTaTa ca clazeHy SAINB/DKCHUATA, CBEP3aHU C AHBIH | OCHTYDOBKH,
OHA3BANC Ha OKOJIHATA CPela, 3aKPUIA Ha 328€TOCTTA K YCJIOBHSATa HA TPYX;

16




KJIay3uTe Ha NPHIOIKEHHS KbM AOKYyMEHTALMATA 32 yYaCTHE TPOEKT Ha JIOrOBOP;

- TipieMa CpoKBT Ha BAIMAHOCTTA Ha obeprara xa 6uae 180 {cTo 1 OCEMZIECeT) KanenfapHH JHH,
CHATAHO OT KPAMHMS CPOK 3a NOaBane a odepruTe:;

- IpY M3IBIIHEHMETO Ha OOIEeCTBeHaTa IIOPPHKa HAMa Aa NON3BA KaNauuTeTa Ha TPeTH NUNa;

- IIpH H3O'BITHEHHETO Ha OOMmecTBeHaTa TIOPBHHYKa HAMA A3 [OJI3Ba NOAH3ITBITHUTEN,

- I€ OCUTypH HeOOXOMUMHTE KOMUYeCTBA M odepupannTe IIPONYKTH 38 RENUsl CPOK Ha XOTOBODA;
- KBM JartaTa Ha JOCTABKA CPOKBT Ha ronuocT  Ha odepupannTe NpPOAYKT# € MuHuUMYM 70 %
fceneMnecer npouenTa/ oT 00sBeHus or NPOH3ROEHTEILT,

o Ilpennoxex e cpox Ha peska AocTaBKa 10 3 /tpy/ nuu, a CPOKET 3a CITEIIHa MOCTABKA [0
24 /nmanecer n YETHPH/ Yaca CleJl Nonyuasane Ha 387BKA OT BBI0MHTEN.

¢ KiM Texnuueckoro HPENIOXCHAE € MpeNCTAReHO IPUTOKEHHUE, Ha XapTHEH u
CNEKTPOHEH HOCHTE.

o Texnudeckoro IPCATOIKEHNE € TIOAHCAHO OT 3aKOHHO YOBIOMOINEH NPEeACTaBUTEN Ha
Y4acTHHKa,

¢ TeXHUYECKOTO IPENIOXEHNE BKIIOYBA  BCHYKY HOMGHKIATYPHH ERMHEIM OT
Texunyeckara crenn(uKaLHs, [PCINaraHuTe MEAHIUHCKK H3ACHUA ca ¢ HpousBoguTenn MPL
l'epmanns u Coloplast, anus.

o [lpunoxenn ca OTOPUBANHOHHY IMHCMa Ha YYacTHHKa sMexunuacka TexHuka
Hizxenepunr” OO ot nponseomuTeUTe Hy odepupaHnTe MENUTHECKK U3,

o Ilpunoxenn ca 3aBEPCHHM OT YYACTHHKA KOIHS HA CePTHOHKATH 338 KaYeCTBO H
ACKNAPAUKI 33 CBOTBETCTBHE HA odepupannre MeauNMHCKH H3ACHHS, B CHOTBETCTBHE C
H3NCKBaHuATa HA 414 or 3MH, xakto u Hadeceda "CE" MapKUpOBKa, B ChOTBETCTBHE C
H3ACKBaHMATa HA W8 w un.15 or 3MU.

o Ilpunoxenn ca OONIPOOHH  POCIIEKTH Ha OBATAPCKH e3uK ¢ FrbiEm TEXHUYECKH
noxasaTenu U NapameTpy Ha npemaragute IPONYKTH ¥ YKa3aHHsi 33 yIOTpeGa.

¢  YJYaCTHHKEBT e MPECTABMI MOCTPY Ha odeprpanuTe HIPOOyKTH 01 0bocobena nosmims
XII 3a HOMEHKIATYPHH equHALE 1, 2, 3, 4,6,7,9, 10u 11. VYacTHHKET He e HPENOCTABAI MOCTPH
Ha OCTZHANUTE OQEPHPaHH KPOAYKTH. Komucnsra U3BEDIIY [POBEPKA ¥ YCTAHOBH, e TH e
AocTaBst Ha bonuuna . JTozenerr no zoroeop VII-5-104/01.07.2016 r.

OEPUpARNTE MEAMMHACKH H3mems OTIOBApAT Ha M3HCKBAHUATA HA 3aKoHA 33 ME/HIHHCKUTE
n3nenust (3MY) 4 croTBeTcTRAT Ha H3HCKBAHUATA 3A0XKEHH B TEXHHYCCKATA CreiupuKaLHsL,

Komucmara PEIIH:

Texunveckoro NpeNIolKeHde 3a U3NbIHEHUEe Ha TIOpBHKATa Ha YYacTHUKA ,Meaunumcka
TexHuka umxeHepunr” OQOJH 13 obocofena mozunma  XII »JIPEHAXH" € WIroTBeHO B
CBOTBETCTBUE ¢ H3UCKBAHHSITA HA TeXHEUECKATa CHEIU(PHUKALUNSA W H3HCKBAHESTA Ha BB3NOMHTES.

15. Yuactuursr swMennmunexa Teximka HHxenepuHr” OO e npegcrasmn TEXHHYECKD
Ipeanoxenue sa obocobena nosumus Xiil ~Conau™,

Komucuara pasrrena obeprara Ha yuacTHmKa sMeanuneRa Texnuka HHKeHepuur”
OO/ u nposepu 3a csoTBeTCTBIE O IPeNBAPHTENHO O0ABEHUTE YCIOBY:

® YYacTHHKBT € AeKNnapuparn, 4e;
- CC 3aXBIDKABA Jla M3NBIHN JOTOROPA 33 BB3NAraHe Ha OGMICCTBEHATA IIOPBYUKA B CROTRETCTRHC c
HOpMHTE Ha 3aKOHA 33 MeNUIHHCKHTE msnemus (3MH), xaxTo 1 Ha BeuukH APYTH HOPMATHBHU
aKTOBE, HETO ClasBaHe e HeOOXOMUMO 3a KAYCCTREHO H3TLJIHCHAE HA HOPHYKATA,
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~ [OpH I/ISFO:;B)IHC Ha oc])epTa"Ea Ca crasceHu smnxceﬁgﬂ:r“a, cﬁ;psaﬂn C JaHbBOH U OCPII‘_‘/}DOBK.II/I.;
Oila3BaHe Ha OKONHAaTa cpena, 3aKpHia HA 33€TOCTTa 1 YCIIOBHATA Ha TRYA,

- € Chriuacey u IIp¥EMa BCHUKH YCROBH 34 M3NRIHEHHE Ha OGI.[IBCTBGH&T& IIOpPEYKa, QHIpEIeHeHH B
Iay3HTe Ha NPHTIOYKEHHT KM JAOKYMEHTAMATA 33 y4acTne IIPOEKT Ha for 0BOp;

- HPHEMA CPOKBT HA BaNHAHOCTTA Ha opepTata #a 6Bac 180 {eTo 1 ocemuecer) KaJIeHIapHA NHH,
CHHTaHO OT Kpa#iHs CPOK 3a NOHaBaHe Ha odepruTe;

- HPH M3IIBIHEHNETO Ha 00INecTBeHaTa TOPBYKA HAMA [1a [TOA3Ba KallalMTeTa Ha TPETH NHIA;

- [IPH H3NBIHCHHETO Ha 0BIMecTReHaTa TOPEHKA HAMA Jia HONI3BA IIOAHAITBITHHATET,;

- ¢ OCHrYpH HEOOXOMMMHTE KONMYECTRA Ha odeprpaHITE MPOAYKTH 32 Lems CPOK Ha JOTOBOpa;
- XbM Jlarata Ha JIOCTaBKa CPOKBT Ha IOMHOCT Ha odepupanuTe mpogyKTH € MUHEMYM 70 %
/cememnecer IPOLEHTa/ OT 00AREHHS OT TIPOHIBOUTEIIA.

e Hpennoxed e cpok ua Besxa nocTaska 20 3 /Tpu/ mHu, a cPOKBT 3a cemma TOCTARKA 10
24 /nBanecer n YETHPH/ Maca Clel oayYaBane Ha 3aABKA OT Bh3NOMKHTEII.

» KpMm Texamueckoro NPEINIOXCHAE € NpencTaBeHo NPUAOKEHNUE, HA XapTHEH H
ENCKTPOHEH HOCUTET.

® Texunueckoro npennosxenne e HOJIHCAHO OT 3aKOHHO YITBIOMOINEH HPeACTaBHTEN Ha
yJacTHHKA.

° Texmmueckoro mpepnoenme BKIOHWBA  BCHYKH  HOMEHKJIATYDHH CAMHUIHU  OT
Texnuueckara CrienHprKarus, HPCIUIATaHNTe MCAMIHHCKYE M3JENHui ca C opousBoauten MP],
Fepmanns.

¢ Hpunoxeno e oropusanmonuo MHCMO  Ha  yuacTHmKa ,Memunmucka Texmmka
unxedeprHr” OO o1 npoussoauTens ya oepHpanuTe MequHACKH U3Jienus,

° Hpunoxenu ca sasepenn or YIaCTHHKA KOIMJ HAa CEPTHOHKATH 32 KAYeCTRO H
ACKNApalNA 32 CHOTBETCTBHE Ha obepupannTe MeIUITHHCKH H3[ENHA, B CLOTBETCTRHE ¢
H3HCKBAHWATA Ha 4in.ld4 ot 3MHU, kaxTo ® Hamecena "CE" MapKHPOBKa, B CHLOTBETCTBUE ¢
M3HCKBaHUATA HA 9.8 ¥ w15 oT MU

* Hpunoxenu ca moapouu HPOCNEKTH Ha OBATapckH €3WK ¢ IBIEM TEXHUUECKH
HOKA3ATeNV ¥ NMapaMeTPH Ha NpeIuAranuTe HPOMYKTH R YKa3aHHA 3a yroTpefa.

* YYacTHHMKBT e npemcTaBui MOCTpa Ha oepHPaHus IPOAYKT 0T 060coBeHa no3unms XII1
HOMEHKITAaTYpHa emuunna 1. YYacTHuKLT He e IPEROCTaBHY MOCTPH HA OCTAHAIHTE otepupanu
TpodyxTu. Komucusta uspbpuim IPOBCPKA U YCTAHOBH, Y€ I'M € JOCTABT Ha Bonnuna ,,JTozeners
o morosop VII-5-105/01.07.2016 1.

Kompcuara uspspim TIPOBEPKA 10 NPEHOCTABCHUTE HOKYMEHTH W MOCTpa H yCTaHOBH, e
ObePHpaHUTE MEAMIMECKE M3gemus OTTOBApAT Ha HIMCKBAHHATA Ha 3aKOHA 33 MEHHHHCKHTE
m3xenus (3MH) 1 crotBeTCTBAT Ha M3HCKBARMTTA 3ANOKCHN B TEXHHYECKaTa crenudrKans,

KomucusTa PEIIU:

Texunyeckoro OPCATONKEHNE 32 USILIHEHHE Ha HOPBYKaTa Ha y4acTHRKA ,,Mexnmuncra
Texunka uroxenepunr” OO 3a oocobena nosuius XIH ,,Conmu e usroTseno ChLOTBETCTBHE ¢
H3NCKBAHMATA HA TEXHHYECKaTa CneruUKanis ¥ M3UCKRAHNATA Ha BB3NOKHTEI.

16. Yuactauxsr ,,Mennnuncka Texuuka umwiedepuar” OO0/ e npexcrapmn TEXHUYUECKO
MpeRnoxenne 3a obocobena mosunms XIV ,»COHIM criemanay.

Komucusra pasrnena odeprata Ha yuacTHHKa wMexunniexa rexumica HHXKEHEePUHE”
OO0 n nposepn 3a choTeeTcTRIE © UPEABAPATENHO OBABEHUTE YCIOBUS:

® YYaCTHUKET e HAEKNapupan, ge:
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- C€ 33AbIIKaBa 12 U3IIBIAHA HOTOBODA 33 BH3IATAHE Ha OOIIECTBEHATA IIOPBYKA B CBOTBETCTRUE C
HOPMHT® Ha 3aKOHA 2a MEAHIUHCKATE H3HENHS (SMH), xakTo ¥ Ha BeHukH APYTH HOpMATHBHH
AKTOEE, YHETO CIIa3BaHe ¢ HeOOXOAUMO 3@ Ka9ECTBEHO MAMBIHCHHE Ha NOPBYKATE;

- Opa U3roTBsHEe Ha odepTara ca claszeHu SaIbIDKCHHSATA, CBBPIAHA C NAHBIM U OCHI'YPOBKH,
ONA3BAHE Ha OKOJIHATA Cpe/a, 3aKPHITa Ha 3a€TOCTTA B YCIOBHATA Ha TPYA;

- © CBIIIACEH M IPHEMA BCHUKY YCIOBHS 33 M3NMLIAHEHNC Ha obINecTReHATA NIOPBYKA, ONPEACICHH B
KIAy3NTE Ha NPATIOKEHHUS KbM AOKYMEHTALMSTA 33 YUACTHE NPOEKT Ha NOroBOp;

- IpHEMA CPOKBT Ha BaNUAHOCTTA Ha adeprata Aa Onae 180 (cTo B ocemmeceT) xanenmapHn AHH,
CUHTAHO OT KPAHHMUS CPOK 3a NOZABAHE Ha oflepTuTe;

- IPH H3IILIHEHUETO Ha 0DIecTBeHaTA IOPBYKA HAMA /1A MOMI3Ba KATIAHATETa Ha TPETH JIHIIA;

~ IPH M3TBIHEHHETO Ha 001eCTREHATA IOPBUKA HAMA Aa TOJ38a HOOH3ITBIHUTEN,

- HIe OCHIYPK HEOGXOAMMUTE KONUUYECTB2 Ha O(epHpannTe IPOAYKTH 3a UEMHs CPOK HA AOrOBOPA;
- KBM Jarata Ha [OCTaBKAa CPOKBT Ha FONHOCT Ha odepupaHuTe IPOAYKTH € MUHHMYM 70 %
/cenemaeceT nponenTa/ oT oBsBeHHT OT [IPOM3BOAHTELA.

s Ilpemnoxer e cpox Ha Beska goctapka o 3 /Tpn/ U, a CPOKET 3a crelnHa JOCTARKa 10
24 /neanecer u YeTHPH/ Yaca Ciiel NoNy4YaBate Ha 3aIBKa OT BBIIOKHTES.

o KeM Texunueckoro mnpemnoxernme e HPCACTABEHO MPUNOKEHHE, HA XapTHEH H
EIIEKTPOHEH HOCHTEI.

¢ TexHN9IECKOTO Npe/JIOKERHE ¢ MOAHCANO OT 3AKOHHO YIBIOMOMIEH NPENCTaBUTEH Ha
YHaCTHHKA.

° TexHW4YeCKOTO [PENIOMEHHE BKTIOUBA  BCHYUKH ROMEHKIATYPHY eAWHHIH OT
Texuiyeckata cenukamys, TpeaIaraHuTe MERIHHCKN u3nenus ca ¢ npoussonuren Coloplast,
Hanus.

o [IpuIONEHO € OTOPH3AHMOHHO NHCMO Ha yJacTHHKa ,Megunuuncka Ttexuuxa
uHxenepuar” OO/ ot npoussoguTens na ohepHpPAHHTE MEANIHHCKE N3AEIIHL.

° IlpioxeHu ca 3aBepeHM OT YYaCTHHKA KOMHH Ha CCPTUQHKATH 32 KAYECTBO U
ACKIIApanyug 3a CHOTBETCTBUE HA OPECpPHPAHHTE MeTHIMHCKY H37ICJIMA, B CHOTBETCTBHE C
H3uCKBanuaTa Ha Wi 14 ot 3MMU, kaxro w mamecena "CE" MapKUpOBKd, B CROTBETCTBHE C
H3KCKBaHUATA HA 41.8 u wi.15 or 3MU.

° Ilpunoxenn ca mompoGHM HpocTeXTH Ha OBIITapCKH €3UK ¢ TBJIHM TeXHHYECKH
NoKa3aTenu i NapamMeTpH Ha [pearaHiTe OPOKYKTH U YKA3auus 3a ynorpeba,

¢ YYacTHHKET € OpeaCTABUN MOCTpa Ha O()epHpaHms IPOAYKT OT 06ocobena nosumus X1V
3d HOMCHKIIATypHa €MHALA 2. Y4acTHHKDT He € MPefOCTABI MOCTPH Ha OCTauaiute odepupaHu

npoRykrd. Komucusita m3gspim nposepka YCTaHOBH, 1€ I'M € JOCTaBsl Ha bomauna ,, Jloszenen™
1o gorosop VII-5-106/01.07.2016 r.

Komucusra u3sspimm nposepka no TIPEAOCTABCHUTE NOKYMEHTH ¥ MOCTPA M YCTAHOBH, Ue
obepupanwte MEANHMHCKH U3RETHA OTrOBapsT Ha M3HCKBAUMATA Ha 3aKoMa 3a MeNUIHHCKHTE
asfenit (3MH) 1 chOTBETCTRAT HA H3UCKRARMITA 3AIONKEHN B TEXHHYECKATa CIIeI{H(pAKATH.

Komucusta PEILU:

Texanueckoto NpemoxKeHue 3a HAIBIHOHUE HA NIOpBYKATA Ha YYacTHHKa ,,Menumniicka
Texunka wmxenepaur” O0[ 3a o6ocofena mosmmus X[V »COHIH CenRanHu® e MaroTBeHO B
CHOTBETCTBYE C M3HCKBAHMATA HA TEXHUUECKaTa CHeNUQUKALUS W U3HCKBAHUSTA Ha Bb3JI0KHATENA.

17. VaactHuksT ,,Meauumucexa TexunKka nxeneprr” OO e npeactasur TexHEUECKo
npepiokenue 3a obocobena mozumug XVIE wKaterpu®.
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Komucuara pasrmena odeprata wa yuacruuka ,,VMeAHIMACKA TEXHHKA HHEKEHEPHIF
OO/ u npoBepy 3a CLOTBETCTRYUE C IPEABAPHTEIIHO OBABEHUTE YCIIOBUA!

e YWUaCTHHKBT € JACKNapUpa, ue:

- C¢ 3a[B/DKaBa A& H3IILJIHM JOTOBOPA 3a Bh3NAraHe Ha OOIIECTBEHATa NOPHYUKA B CHOTBETCTBEE C
HOPMHTE Ha 3aKoHa 3a MelunuHCKHTe uzgenus (3MH), KakTo M Ha BCHUKK APYTH HOPMATHBHH
aKTOBE, YHETO CIIA3BaHe ¢ HEOOXOAVMO 32 KAYECTBEHO M3ITBIIHEHNE Ha HOPHUKATE,

-~ IIpH ¥3TOTBSHE Ha odiepTaTa Ca CNAa3eHH 3aAL/UKEHMATA, CBLP3aHH C NAHBHYU U OCHTYPOBKH,
0OIIa3BaHe Ha OKOJIHATA Cpejd, 3aKpHia Ha 32eTOCTTa M YCIOBHATA Ha TPYL,

- © CBITIACCH H TIPUEMA BCUYKH YCHOBHA 32 H3NBJIHEHHE Ha OGHIECTBEHATA NIOPHYKA, ONPEISIICHH B
KIIAY3ATE HA NPHIIOKEHUA KBM NOKYMEHTAIUATA 32 YYACTHE HPOSKT Ha AOT0BOP;

- OpHeMa CpOKBT Ha BATHAHOCTTA Ha odeprara Aa Gpae 180 (CTo M OcemmeceT) xancHAApHY IHH,
CUMTAHO OT KpallHKA CPOK 32 IoJaBaHe Ha OEPTUTE;

- IipH H3ILHEHUETO Ha OOIIECTBeHaTa TOPhIKa HAMA Ja [IOI3BA KANAIATETa Ha TPeTH JIHIA;

- IIPY H3MBIHEHHETO Ha O0LIECTBEHATa IOPhYKA HAMA Jid I0N3Ba MOAMIBIHATE,

- L€ OCHI'ypH HeOGXORMMHUTE KONUUECTEA Ha odepipaHNTe NPORYKTH 33 IENHs CPOK Ha JIOreBOpa;

-~ XbM JaTara Ha OOCTaBKa CPOKBT Ha TOAHOCT HA OfepUpaHHTe NPOAYKTH € MEHHMyM 70 %
feememaeceT IponenTa/ OT OOIBEHHS OT NPCH3BOAUTENA.

o Hlpexnoxen € cpok Ha BesKa JOCTaBKA IO 3 /Tpy/ HHH, a CPOXBT 3a CIIENtHA JOCTABKA IO
24 /nBajieceT K 4eTHpH/ Haca Clie/] NOTy9aBaHe Ha 3asABKA OT BE3N0KUTEN.

¢ KM TexHuueckoTo npemioxeHde € NpeACTABEHO NPHIOKEHWE, HA XapTHEH H
CJIEKTPOHEH HOCHTE)L.

o TexHHYeCKOTO NpefUIoXKenre € HOANKCAHO OT 3aKOHHO YIIBIOMOHICH NPEACTABHTEN Ha
YUacTHHKA.

© TexHAYeCKOTO NpEANOKEHMe BKIIOYBA BCHYKH HOMEHKINATYPHH GIMHAUH  OT
Texnuueckara cnenuuKanms, npeilaraHuTe MeIHIMHCKA H3NENMS Ca ¢ NpPOM3BOmHTENn MPI,
Fepmanus.

e [IpHIOXEHO € OTOpH3AFOHHO NUCMO Ha YYACTREKA ,MENHIHMHCKA TeXHHKA
nxenHepuur” OO/ or npoussoauTeNs Ha oQepHpaHUTe MEAHIHMHICKH W36/ THs.

o IlpunoxeHH Ca 3aBEPeHH OT yYacTHHKA KONHA HA CEPTHOHKATH 3a KAYECTBO M
DEKNapanus 3a CHOTBETCTBHE Ha O(MEPHPAHUTE MEIHIMHCKH H3JMCTHA, B CHOTBETCTBHE C
U3HCKBaHuATa Ha 4i.14 ot 3MHU, xakrto u Hanecena "CE" MapxkMpOBK4, B CHOTBETCTBHE C
U3HCKBAHKATA Ha WI.E u wi.15 ot 3MH,

o IlpunoxeHnu ca MOEPOOHH INPOCHEKTd Ha OBATAPCKHM €3UK ¢ IRIHA TeXHHUCCKH
NOKa3aTeNU X IapaMeTpy Ha NPEANATaHNTE NPOXYKTH H YKa3aHus 3a ynorpeta.

¢ YUaCTHHKHT € NPEACTABHI MOCTpa Ha O(EepHpaEus NPORYKT oT 06ocoBeHa NOo3uins
XVII 3a nomenknarypna emmmuna 10. VYacTHHKET He € HpelOCTaBHI MOCTPH Ha OCTAHAJIHTE

otepupany npogykTH. KoMICHSTa U3BBPIIA [POBEPKA U YCTAHOBH, 4€ M € LOCTABAT Ha BoNH:NA
»Jlozenen” mo norosop VII-5-107/01.07.2016 .

Komucuata M3Bspiu MpoBepKa 1o NPEfOCTABCHUTE JOKYMEHTH M MOCTDA H YCTAHOBH, Ue
oiepupaHdTe MERHMIMHCKN U3/IENWS OTIOBAPAT HA U3HMCKBAHUATA HA 3aKOHA 33 METHIMHCKHTE
m3emas (3MU) i chOTBETCTBAT Ha H3MCKBAHNSTA 3AJIOKEHH B TEXHUUECKATA CHENHBHKAIIHSL.

Komucuara PEII:

TexHu4eckoTo IpEeRNOKeHNe 32 M3NBIHEHAE Ha TOPHYKATA HA YYACTHHKA ,,Memuncka
Texnuxa HIxewepuHr” QO sa ofocobera mosumws XVII ,Karerpn™ e wuzrotseHo s
CBOTBETCTBUE C H3UCKBAHMATA HA TEXHMYECKATA CTICLIM(PHKAIINA M U3MCKBAHITA HA BEIIOKUTENS,
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18. VuacTHUKBT ,,Meammnera TexnuKka mokenepuar” 00l e NPEeACTABKI TEXHHYECKO
apeanoiente 3a obocodbena nosuus XVIIL , Maciu™.

Komucusara pasrnega odepraTa Ha yuacTHHKA ,,MeAMIQIHEKAa TeXHUK: HHKCHePUHHT”
OO/ u nposepu 3a CHOTBETCTBHE C IPSABAPHTENHO OBNREHATE YCIOBHS:

¢ YYaCTHHKBT € ACKIapUpal, ye:
~ C€ 3aABIKABA @ M3IBIHHA JIOrOBOPA 33 Bh3larane Ha oOHIECTBEHATA NOPBYKA B CHOTBETCTBHE ¢
HOPMHTE Ha 3aKOHA 33 MeMMUMHCKuTe H3jenns (3MHU), xakTo W Ha BCHYKH APYTH HOPMATUBHH
AKTOBE, YHETO CTIA3BAHE € HeOOXOMHMO 32 KAYECTBEHO H3IMBIHEHHE Ha TOPBUKATA,

- Apu M3FOTBAHE Ha OQepTara ca CHaseHd 3aUBDKEHHATA, CBBP3aHH C JAHBIM M OCHTYPOBKI,
OIa3Balie HA OKOJTHATA Cpea, 3aKPUIIA Ha 3aeTOCTTa U YCIIOBUATA HA TPYA;

- © CBHIVIACEH H MPHeMa BCHUKH YCIOBHSA 33 H3NBIHEHHE Ha 0fIIeCTBeHATA IOPBUKA, OMPENCIICHH B
KNIay3uTe Ha IPUIMKEHHS KBM JOKYMEHTAMATa 32 yI9acTHe [IPOeKT Ha JOTOBOP;

- IpreMa CpOKBT Ha BANMAHOCTTa Ha oepTara aa Obae 180 (cTo M oceMueceT) KaleHRapHH IHH,
CYHTAHO OT KpalHusA CPOK 32 IOJARAHE HA OPEPTHTE;

- IIPH U3NBIHEHHETO Ha O0LIECTBeHaTa ophUKa HaMa Jia NIOJI3BA KAALMTETa Ha TPETH JHIA,

- [IPH H2OBIHCHAETO Ha 0OMecTBeHaTa NOPhYKa HiMa /i@ TIoJ3Ba NOXASIIBAHUTEI,

- LI OCHIYPH HEOOXORMMHTE KOIMYECTBE Ha 0f)epPHPAHUTE MPOXYKTH 3a [IENHs CPOK HA JOTOBOPA;
- KBM JaTaTa Ha JOCTaBKa CPOKBT HA FOAHOCT HA OpepHpaHHTe NPOAYKTH € MuuumyM 70 %
/cepempeceT npoeHTa/ 0T 0GSBEHMS 0T IPOU3BOIUTEISL,

o Ilpemnoxcen e cpok Ha BesAKa AOCTABKA 10 3 /Tpw/ IHH, a CPOKET 34 CHEIHA J0CTARKA 10
24 /npapeceT H yeTHPW/ vYaca CIIEH NONYYABAHE HA 3aiBKA OT Bh3IOKHTENL

e KoM TexHnuyeckoTo mnpeinoxenne ¢ TPENCTABEHO TPWIOKEHHE, HA XapTHEH |
EJIEKTPOHEH HOCHUTEN.

o TexHUYECKOTO NPEANIONKEHNE € MOANACAHO OT 3aKOHHO YIBIOMOIIEH IIPefCTABMTEN Ha
Y4aCTHHKA.

o TeXHHYECKOTO TpeMIOKEHHEe BKIIOYRA BCHYKH HOMEHKIATYDHH eHHHHNM  OT
Texnuueckara creunuKauys, nperiaraHiTe MEAULMHCKY H3AENMA Ca ¢ IPOM3BOMuTenn Salter
Labs, CAIl} # Medisize, Xonangus.

e [lpunoxeHn ca OTOPH3ALMOHHH [IMCMA HA YYacTHHKA ,MeaHnmumHcKa TeXHHKA
arkenepuar” OOX or nponsBoauTenure Ha odepHpanuTe MEOHITHCKE U3TCIHS.

e [lpunoxeny ca 3aBepeHM OT YUaCTHUKA KONHI HA CepTHMHKATH 3a KAYECTBO o
AeKNiapalus 3a ChbOTBETCTBHE Ha OQepupaHuTe MeAMIMHCKH H3ACNHA, B CHOTBETCTBHE C
M3MCKBaHUATA Ha 4i.14 ot 3MH, kakTo K Hasecena "CE" mapKupoBKa, B ChOTBETCTBYE C
H3WCKBAHMATA Ha 9wI.8 ¥ an.15 ot 3MHU.

o [lpunoxkeny ca TOOPOOHH IPOCTIEKTH HA OBITAPCKH €3UK C NBLEHH TeXHHYECKH
NOKa3aTeNH ! [apaMeTPH Ha IPEAIaraHUTe IPOAYKTH ¥ YKa3aRusl 3a yIoTpeba.

*  YUaCTHHKET ¢ NPEACTaBAN MOCTPH Ha ohepUpaHHTE NPOAYKTH OT 060cOGCHa HOSHIHS
XVHI 3a HOMEHKIATYPHY eIMHKIHE 1, 3 1 5. YUacTHHKDT He € HPeIoCTaBH MOCTPH Ha OCTAHATATE
odepupany npoxyKTH. KoMHCHsTa N3BEPUIM IPOBEPKa M YCTAHORBH, He TH € AOCTABI Ha BONHHLA
wilozeHen” mo porosop VII-30-87/06.02.2015 .

KomucusiTa H3BBPIIA MPOBEPKA IO NMPENOCTABEHHTE AOKYMEHTH M MOCTDH H YCTAHOBH, He
o(epupaniTe MEAHLMHCKA M3ACHHUS OTFOBAPAT HAa M3HMCKBAHUATAR HA 3aKOHA 33 MEIHIHHCKNTE
uspemis (3MH) B chOTBETCTRAT HA H3HCKBAHUATA 3UI0NEHN B TEXHHUECKaTa crieuuduxanys.

Komucusara PEIIH:

TexuuyeckoTo nmpeanokeHue 3a W3NBIHEHHE HA NOPHUKATA HA YIACTHHKA ,, MeguHuHCKa
TexHuKka wmmeneprHr” OO/l 3a ofocobena nosupuma XVII | Macks™ e H3roTBEHO B
CBOTBETCTBUE ¢ M3HCKBAHMSATA HA TEXHUYIECKATa CICHUPHUKAINS ¥ H3UCKBAHUATA Ha BL2IOKHTENA.
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19. YuacTHHKBT ,,MeIHNuHCKa TeXHHKA MHKCHEPHHT” OO0/ ¢ npencrasun TeXHUUecKo
npejiokenne sa obocobena mosumus XX VI, Enexrponu®,

Komucusta pasriena odeprara Ha ydacTHHKA ,,MeTHNMHCKA TeXHHKA HHKCHePHHT”
OON u nposepst 3a CHOTBETCTBHE C IPEIBAPHTEIHO OGABEHATE YCIOBHS:

e YUACTHHKBT € ACKIAPUpA, Ye:

- €¢ 3a(bIDKABA Jla H3IIBJIHK JIOTOBOPA 3a Bp3Jarane Ha o0IIeCTBEHATA IOPHYKAE B CHOTEETCTBHE C
HOpPMHTE Ha 3aKoHa 3a MeJuUuHCKETE mazennsa (3MH), Kakto M Ha BCHUKH ApPYrH HOPMATHBHY
aKTOBE, HETO CIIa3BaHe & HEOOX0MMO 3a KAYeCTBEHO H3NLJIHEHNE HA MOPHUKATa;

- [IPU H3TOTBAHE HA oepTara Ca CHa3eHA 3aXbIKCHHATA, CBBP3aHH C JAHBOU H OCHTYPOBKH,
OnasBaHe Ha OKOJIHATA CPeZa, 3AKPFIIA Ha 3a€TOCTTA B YCIIOBHATA Ha TPYI;

- © CBINIACCH U IPHEMA BCHYKY YCIIOBUS 32 M3NBINEHUE Ha OONICCTBEHATA TOPBYKA, ONPEACACHH B
KIIZY3UTE Ha IPHIOKCHHAS KbM JOKYMEHTAUMAATA 3 YHacTHe HPOSKT Ha JOTOBOP;

- [IPHEMA CPOKBT Ha BAIMAHOCTTA Ha ofepraTa na Gbae 180 (cTo u oceMIecer) KaneH apHY IHH,
CYMTAHO OT Kpaling CPOK 3a IofasaHe Ha ohepTiTe;

- IPH M3IBIAHCHIETO Ha 001ecTBeHATa MOPhYKa HiiMa Ja [0N3Ba KAITAMTETA HA TPeTH JALE;

~ TIPH H3ITBIHEHUETO HA 00INECTBEHATA MOPHYKA HAMA A TON3RA 10 U3 HIHUTEN,

- I0€ OCUTYPH HEOOXOAHMHUTE KOJINYECTBA Ha OdepupanuTe IPOJYKTH 33 LeNUs CPOK Ha JIOr0BOPa;
- XbM JaTara Ha AOCTaBKa CPOKBT HA FOMHOCT Ha odepupaHuTe NPONYKTH € MHHuUMYM 70 %
/cenempecet mporienTa/ 0T OGABEHUS OT IPON3BOIUTEA.

o Ilpennoxen e cpox Ha BCKA AOCTaBKa %0 3 /Tpn/ JHu, a CPOKBT 3a CHELIHA ZOCTABKA 0
24 /nBajecer u yeTHpU/ yaca ciiex MONyYaBaHE Ha 3a5BKA OT BBINTOKATE,

s Kem Texunueckoro mnpepnmodeHue € HOPeACTABEHO NPHIOKEHHE, HAa XAPTHEH H
ENEeKTpOHEH HOCUTE.

o TexHHYECKOTO MpEeANoKeHN e € MOANMUCAHO OT 3aKOHHO YILIOMOIMIEH NPEACTABUTEN HA
YYACTHHKA,

e TeXHu4eckoTO TNpPEeIUIOKEHNE BKMIOYBA BCHUKH HOMEHKIATYDHH eMUHHOM  OT
Texsunyeckara cnenndukanus, npesnaraHiTe MEAMIMHCKE H3AETHA Ca ¢ MPoR3BoanTenH Leonhard
Lang, Asctpus u Ceracarta, Utanus.

o [IpunoxeHH ca OTOPH3AIIHOHHM [MCMA H& Yy4YacTHHKa , MeXMOHIeKa TexHHKa
umxeHepudr” OO/ o1 npoussoauTennTe Ha O(PepUPAHNTE MEIHITHHCKH H3/CITHL.

o llpunoxenu ca 3aBepeny OT YJaCTHMKZ KOIKA HA CEPTHQOHKATH 33 KAYECTBO W
ACKNapalust 3a CHOTBETCTBUE Ha OQepHPAHUTEe MEJHIUHCKH H3XCINA, B CBOTBETCTBHE C
W3UCKBanusATa Ha WI.14 or 3MHU, xaxto u Hanecena "CE" MapkupoBKa, B CLOTBETCTRHE C
A3ucKBaHuATa Ha wi.8 u wi.15 or 3MH.

o Jlpunoxenu ca moZpoOHM MPOCHEKTH Ha OLATapCKH €3MK ¢ NRJIHH TeXHHYECKH
NOKA3ATESNH K [IapaMeTpH Ha HpefiyiaraHiTe TPOAYKTH U YKa3aHus 3a ynotpeba.

e Y4UaCTHHKBT He € TPeNOCTaBMl MOCTPH Ha odepHpaHHTe NpPOAYKTH. Komucusta
A3BHPUIN NPOBEPKA U YCTAHOBH, 4¢ TU e HocTaBan wa bonmuna ,Jlosesen™ mo porosop VII-15-
33/31.07.2014 1.

Komucusara u3BBpIUM TIpOBEpKa IO HPEAOCTABEHHTE MOKYMEHTH M YCTaHOBH, ue
opepHpanyTe MEIHLMHCKE H3ACTHA OTTOBAPAT HA M3HCKBAHHATA HA 3aKOHA 33 MEIUIHANCKATE
uznemus (3MHU) » cLOTBETCTBAT Ha H3NCKBAHKATA 3ATOKEHH B TEXHUHECKATA CHICIIDHKAIS.

Komucusara PELHH:

TexHuyeckoTO IpEANIOKEHNE 38 H3TBIHEHNE HA HOPBHUKATA HA YYacTHHKA , Meanmuacka
Texuuka wHKeHepuur” QOJ 3a ofocobena nosuuus XXVI ,Enextpoau' € W3roTBEHO B
CHOTBETCTBUE C H3UCKBAHMATA HA TEXHWIECKATa CHEHMGUKALHSI H H3NCKBAHHATA Ha BB3JIOKHTEIS,
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20. YvuacTHHKBT ,Meaununcka Texnnxa mrxenepaar” OO/ e npencTapun TeXHHIECKO
npejnioxense 3a odocobena mozumua XXIX ,,Pazny MeOHUHHCKY KOHCYMATHER®.

Komucusita pasrirena odeprata Ha ydacTHHKa ,,MeTMDHHCK2 TeXHMKA WIGKeHEPHHI”
OO/l 1 npoBepH 3a CHLOTBETCTBHE C IIPEBAPUTENHO 00IBEHUTE YCIOBHA:

® Y4YacTHUKET € Jexnapupal, de:
- Ce 3aABIDKABA & M3NBJAHN HOTOBOPA 34 Bb3Narane Ha obHIECTBEHATA NMOPBYKA B CHOTBETCTBHE C
HOpMETE Ha 3aKoua 3a MeRHuuMHckuTe wigenus (3MU), xaxkto u Ha BCHMKM APYTH HOPMATHBHH
aKTOBe, YHETO CHa3sBaHe ¢ HEOOXOANMO 3a KAaUSCTBEHO H3ITBITHEHHE Ha [IOPHYUKATE;
-~ IPH H3TOTBAHE Ha ofeprara Ca CNaseHd 3aJbDKSHUATA, CBBP3AHH C JAHBIE ¥ OCHTYPORKH,
OMa3BaHE Ha OKOAHATA CPela, 3AKpHIia HA 33€TOCTTA U YCIOBHATA Ha TPYI,
~ € ChIJIACEH U JIpHeMa BCHYKH YCAOBHA 3a H3NBJIHEHHE Ha OOMISCTBEHATA NOPLYKA, ONpelecHH B
KNay3uTe Ha NPUITOIKeHNA KbM JOKYMEHTALMATA 38 YIaCTHE NPOSKT HA JOTOBOP;
- IipAeMa CPOKBT Ha BANHAHOCTTA Ha ofeprara ga 6nae 180 (cTo H oceMzecer) xaAcHAAPHU 1y,
CYHTAHO OT KpalHHA CPOK 3a IoAaBaHe Ha oepTuTe,
- IPH HRIBNHEHUETO HA 00IHECTBENAaTa HOPHUKA HAMA JIa IT0JI3Ba KATIALIMTETA Ha TPETH JIANA;
- Ip¥ U3ITBIHEHHUETO 1a ofiecTEEHATa IOPBYKA HIMA Aa II0A3BA HOARIINBIHUTENL,
~ [HE OCATYpHU HEOOXOAMMHTE KOMYECTBA Ha 0(epHpaHUTe IPOAYKTH 38 LeJiHs CPOK Ha HOTOBOPE;
- KBM JaTaTa Ha JOCTaBKa CPOKBT HA IOOHOCT Ha odepHpaHuTe NPOAYKTH € MuduMyM 70 %
/cenempeceT nponeHTa/ OT 00SBEHUS 0T IPOU3BOHTENSL.

o [lpenmoxen € cpok Ha BesKa TOCTaBKa 20 3 /Tpw/ XHH, @ CPOKBT 3a CHENIHA JOCTABKA J0
24 /ABagecer ¥ weTHpH/ Yaca CIie] TONYYARAHE HA 3a9BKA OT BH3IKUTEIS.

¢ KpM TexunueckoTo HNpeNOXeHHe ¢ MPefCTaBeHO NpPUIOKEHHE, HA XapTHeH H
€EeKTpOHEH HOCHTE.

o TexHMYecKOTO MPEANOMKEHHE € MONIUCAHO OT 3aKOHHO YIBLJIOMOLIEH NPEACTABHTEN HA
Y9aCTHHKA.

® TexXHHYECKOTO IIPEMJIOKEHHME BKIIOUBA BCUYKH HOMEHKNATYDHH GOUMHHIM  OT
Texnnueckara crenmdukarmuda, NpelIaraduTe MEJUUMHCKH H3INENUS €A C  [IPOM3BOAHTENH
Ceracarta-Mranus, HHH-T'epmanus, MPI-I'epmanug, Welch Allyn, SOFT-BM-T'spitus m Fazzini-
Hranus.

e Jlpunoikeru ca OTOPH3AMMOHHEN NHCMA Ha YYacTHHMKa ,,MeIHIDMICKA TeXHHKA
uxeHepunr” OO/ or npousBogUTenuTe Ha odepUpaHKTE METUTIMHCKH H3EIUA.

o [IpuoXKeHH ca 3aBepeHM OT YUYAaCTHUKA KOMHSA Ha CepTHMUKATH 3a KAa4ecTBO H
Jeknapanys 3a CbOTBETCTBUE Ha O{EpPUPAHMTE MEAWLHMHCKM H3J4e/lNs, B CHBOTBETCTBUE C
u3MCKBaHUATa Ha 4n. 14 ot 3MH, KakTo n mHaneceHa "CE" mapkuposka, B ChbOTBETCTBHE C
H3uCKBaHHAATa HAa W8 ¥ un.15 ot IMU.

@ HpHJT OXXCHH Ca HOI(pOGHH IIPOCIICKTH Ha 6BJ'.[FapCKH C3HK C NBLJIHH TEXHHUCCKHA
NOKA3aTCIIH ’ NapaMeTPH Ha MPEJIaralnnTe IpoOAYKTH H YKA3aHH 33 }’HOTPGGB..

¢ VYYacTHHKRT HE € TpPEROCTABMI MOCTpPH HA O(EepHpaHHTE NPOXYKTH. Komwucuara
H3BBPIIK TIPOBEpka H YCTAHOBH, Y& TM € ROCTaBAn Ha boiHuua ,Jlozenerr™ no porosop VII-5-
108/01.07.2016 r.

KoMmucuaTa H3IBBpIIM IIpOBEpKA M0 [PEJOCTABCHHTS HOKYMEHTH H YCTaHOBH, He
oeprupaHnTe MEAMUUHCKY M3JENUS OTTOBAPST HAa M3MCKBAHWMATA Ha 3aKOHA 3a MEJIUIIMHCKHTE
uszgenus (3MH) u ¢rOTBETCTBAT Ha H3MCKBAHUATA 3AJIOKEHH B TEXIWYECKATE ClIeUH(HKaIb .

Komucugra PEIHH:
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TexHHUeCKOTO TIPENIOKEHNE 32 H3NBITHEHHE HA TIOPBUKaTa Ha YJacTHHKA ,,Mexnumuncka
TexXHuKa uwxedepuur’ QO 3a ofocobena oanmua XXIX ,,Pazun MeausHCKH KOHCYMATHBE" €

H3roTSCHO B CLOTBETCTBHE ¢ U3HCKBAHHATA HA TEXHHUCCKATA CHCHHq]HKaHH_ﬂ H H3HCKBAHHATA Ha
BBINMOKHTCIE.

21. VuacTHHKBT ,Meaumuncka texuuka umxenepunr” OO/ e npencTasmi TeXHIUecKo
npensoxkeHne 3a 0bocobena nosuuna XXXII ,, VerpolicTso 3a AMXareHa rUMHACTHKA®.

Komucuara pasmrega odeprara Ha y4acTHHKA ,Meauupucxa TexXmmka HHMeHepuHT”
OO/ 1 1poBepHu 32 CHOTBETCTRHE ¢ IPEABAPHTENHO OGTBEHHTE YCIOBHSL:

¢ YYaCTHHKET € JeKJIapUpal, Yye:
- C€ 3a1bIlKaBa Jia H3IFBJIHY ACTOBOPA 33 Bh3JIaraHe Ha oOUIECTBEHATA HOPBHYKA B CHOTBETCTRHE C
HOpMHTE Ha 3aKoHa 3a MeAHUMECKHTe u3fenus (3MU), KakTo K Ha BCHYKH APYrM HOPMATHBHE
aKTOBE, YHETO CHa3BAHE € HeOOXO0AKMO 3a KaUeCTBEHO M3MBIHEHUE Ha TOPBYKATA;
- M M3rOTBSIHE Ha OdiepTaTa Ca CHA3CHH 3aJ(bIDKCHHATA, CBBP3AHH C JAHBIM H OCHIYPOBKH,
Ona3’BaHe Ha OKOJHATA CPelia, 3aKpIIa Ha 328TOCTTa ¥ YCIIOBHATA Ha TPy,
- € CBINACeH H MPHEMa BCHYKH YCIIOBHS 33 H3IILJIHEHHE HA 00IecTBeHaTa OpbUKa, OIpeieIeHH: B
KAay3UTe HA IPANOXEHUS KbM JOKYMEHTALEATA 33 YIACTHE TPOEKT HA HOTOBOP;
- IpHEMa CPOKBT Ha BaNUAHOCTTA Ha ogiepraTa Ka 6nae 180 (cTo u ocemaeceT) kaneHgapHy aHH,
CYHTAHO OT KpalfHus CPOK 3a IoxaBaHe Ha odeprure;
- TIPY M3MBJIHEHHETO Ha OOLIECTBEHATA IOPLYKA HAMA Aa [I0)I3BA KANalUTETa HA TPETH JIHIA;
- IpH H3M'BIHEHNETO KA ODHIECTBEHATA TIOPBYKA HAMA AQ ITOJI3BA MORH3IBIHUTE,
- e OCHIYPH HEOOX0IMMHTE KONHYECTBA Ha OhepupaHuTe IPOAYKTH 34 LSS CPOK Ha JOrOBOPa;
- KbM JaraTa Ha JOCTaBka CPOKET Ha IOAHOCT Ha o(iepHpaHHUTE NpOAYKTH € MurmmyMm 70 %
/cemempeceT npouerTa/ OT 0GsBEHNS OT IPOUIBONTEIIL.

o [Ipeanoxen e cpok Ha BeAKa AocTaska A0 3 /Tpy/ JHM, & CPOKBT 34 CIICHIHA JIOCTABKA 10
24 /nBanecer u yeTHpH/ Haca Clie/| IOJIyYaBaHe Ha 3aSBKa OT BH3N0KHTEN.

o KpM TexunueckoTo mnpennoxenxe € IPEICTABEHO NPUNOKEHME, HA XAPTHEH H
ENEKTPOHCH HOCHTEN.

* TexHHYCCKOTO HPE/JIONEHHe € NONIMUCAHO OT 3aKOHHO YIBRIOMOINGH NPeICTaBHTeNl Ha
Y4YaCTHUKA.

¢ TexHW4eCKOTO MPEATONEHHE BKIIOWBA BCHYKH HOMEHKNATYPHH GAMHHIH  OT
Texumueckara cnenuduKaus, TPeAIaraHOTO MCANIHECKO H3EARE € ¢ Npou3BoanTen Medisize -
Xonaanus.

o [IpHAOKEHO € OTOPH3aMUOHHO NHCMO HA YYacTHUKA ,,MemMIMHCKA Texmuia
umxenepuar” OO/ or npou3BoauTens #a ofepUPAHNTE MEAMIIMHCKY H3JIENIHS.

¢ [lpunoxeHH ca 3aBepeHM OT YYaCTHHMKA KONHS Ha CepTH(OHKATH 32 KAYecTBO W
Hexyapansd 3& CHLOTBETCTBHE Ha OQEpHpPaHHTE MEIMIWHCKH H3JeNHA, B CHLOTBETCTBHE C
u3ucKBanHuATa Ha 4i.14 or 3MM, kaxro u HaneceHa "CE" MapKHPOBKa, B CHOTBETCTBUE ¢
H3HMCKBaHHsATa Ha wI.8 ¥ wi.15 ot 3MU.

o IlpnnoxeHH ca mNOAPCOHH TIPOCHEKTH Ha OBITAPCKM @3MK C IVLIHN TeXHHUECKH
[OKA3aTENH ¥ [apaMeTpy Ha peJiaraHuTe IPORYKTH | YKasaxus 3a ynorpeba.

¢ YYACTHMKBET HE € IpPEAOCTABHI MOCTpH Ha oQepHpasuTe TUpoAYyKTH. KoMucusra

W3BBPHIM NPOBEpKA M YCTAHOBHW, 4Ye I'M € AocTaBsl Ha bosmuna ,Jlosenen no moroeop VII-5-
110/01.07.2016 r.

Komucuara u3BLPIOM IIPOBEpKA [0 INPEAOCTABCHATE AOKYMEHTH W YCTAHOBH, e
o(epHpaHuTe MEAHUPMHCKH M3JENUs OTTOBAPAT HA HMINCKBAHUATA Ha 3aKOHA 33 MEIUIIHHCKHTE
vizpenus (3MU) u crorreTcTBaT Ha HRHCKBAHKATA 3AJI0XKEHH B TEXHUYECKATA CIIeIM( KA.
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Komzcnara PEINU:

TexunyeckoTo npeAnoxenne 3a HINBIHEHHE HA IIOPHYKATA HA YIACTHHKA ,Memmunmcka
TexHuka uHmkenepunr” OO/ sa obocoGena mosmmus XXXII ,YerpoifctBo 3a muxatenHa
TEMHACTHKA™ € H3rOTBEHO B CHOTBETCTBUE ¢ HIUCKBRHWATA HA TEXHUYECKATA crenuhHKaIHI |
H3HCKBAMUATA HA BB3IOKUTE,

22, YuacTHuksT ,Exomer-90“ EQOJ e OpescTaBuil TeXHEYECKO IPEIUIOKESHUC 32
oGocobena nosuuus 11 ,,Cripunnoskn®,

Komucusra pasrmeza oQeprara na yuactHHka ,,Exomer-90¢ EOOJ u npomepu 3a
CHOTBETCTBHE C MPEXBAPUTENHO 0DABEHHTE YCIOBYS:

© YYacTHHUKET € JeKJapupa, ye:

- Ce 330bJDKaBa A& U3NLJIHH QOT0BOpA 3a Bh3NaraHe Ha OOIECTBEHATA [IOPBUKA B CHOTBETCTBHE C
HOpMETE HA 3axoHa 3a mepunuuckute u3genns (3MU), KakTo ¥ Ha BCHUKM APYrH HOPMATHBHH
AKTOBE, YHETO CHa3Bane € HeoOXOMHMO 3a KAUEeCTRCHO H3IILIIHeHME Ha IOPhYKATA;

- Opy H3TOTBAHEe Ha odeprara Ca CHaseHd 3ambDKSHMATA, CBLP3aHM C JAHBIM ¥ OCHIYDOBKH,
OHA3BaHE Ha OKOITHATa Cpela, 3aKPUia Ha 3a¢TOCTTa H YCIOBHUSITA Ha TPY;

- € CBIVIACEH M NPHEMa BCHYKH yCJIOBHS 33 H3IBJIHCHHE Ha OGHIECTBEHATA NOPHUKA, OPE/E/cHH B
KIIAy3HTE Ha NPHICHKEHNS KbM JOKYMEHTANUATa 38 YUaCTHE TIPOEKT HA JOTOROD;

- OpyeMa CPOKBT Ha BANHAHOCTTA Ha odepTata na Obae 180 (cTo H oceMaecer) KanicHIAPHK AHH,
CYMTAHO OT KPalHHI CPOK 3a HoZABaHe Ha odepTare;

- IIPH U3TIBJIHEHUETO Ha 00nIecTBEHATa IOPhUKA HAMA A3 TTOJI3BA KaNauTeTd Ha TPETH JIHIA;

- MIp} K3NBIHEHUETO Ha oBHIecTREHATA TOPEYUKA HAMA A ION3BA TOAU3IIBITHUTEN;

- ILI¢ OCHIYPH HEOOXOUMHUTE KOMHIECTBA Ha o(hepUpaHuTe NPOAYKTH 34 [ENUsl CPOK Ha JOTOBOPA;
- KbM JaTara Ha JOCTABKA CPOKLT Ha I'OJHOCT Ha odepupauuTte NPoAYKTH € MuHumyM 70 %
fcememaeceT nponenTta/ ot 0OABEHUS OT IPOU3BOAUTEIS.

o Ilpepnoxen ¢ Cpox Ha BCAKA JOCTaBKA A0 | /enuH/ AHH, a CPOKHT 32 CHEHIHA A0CTABKA A0
5 /net/ yaca ciel NoNy4aBaHe Ha 3a5BKa OT BH3JIOKHUTEIIL.

° VYYaCTHHUKBT € XACKIapHpal B TeXHHYCCKOTO CH NpeUIoKeHHe, Ue IIPEeRocTaBs
NPHAKEHUE HA XapTHEH M €IIEKTPOHCH HOCHTEN, H3rOTBEHO mo o0pasena oT AOKYMEHTALUITA, ¢
ONHCaHWe Ha odepupaHnTe MEAHIUKHHCKH H3JENHSA, ChC CHCHHHTE RAHHM 3a TAX: |BPrOBCKO
Haumenosanye, [IponssoanTen, Karanoxen noMep, bapkon wientudukarop, Bpoldl B onaxkoska u
bpo¥t omakoBx¥, CHOTBETCTRAHIN Ha OOIIOTO XomugecTBo. B odepraTa JUncsa npuiokeHHe KbM
TeXHHYECKOTO OPEIIOMEHHE Ha XapTHEH 1 eNICKTPOHEH HOCHTE!.

o TexnnyecxoTo NpeAIOKEHUE € TOANHCAHO OT 3aKOHHHS NPEACTABHTEN Ha YYACTHHKA,

Komucusara He pasriela oCTaHaAnuTe JOKYMEHTH Ha YUaCcTHHKaA.

Komucuara PELUN:

[Ipensay nocoyennTe KoHcTaTauwy, Komacusra npefaara Ha BBajloxurens Ha ocHOBaHUE
wn. 107, 1. 2 Oyxea ,,a* ot 30l ma orcTpanu yuactHuKa ,Exomer-90“ EQOJl oT yyactue B
OTKpHTa NpoNEeaypa 3a Bh3daraHe Ha olliectsena nuopbuka ¢ upeamer: “locraska Ha
o000 MHNYHH MeEHIHICKY U3/e/IN U KOHCYMATHBH o obocobenu no3unuu” 3a ofocobena
nozunust Ne i ,,CnpunnioBky®.

MoTupu:

Texuuuecko NpeANOXKEeHHE € He NEIHO YW HE OTFoBaps Ha IpeABapHTenHno obsBeHUTE
H3NCKBaHUATa Ha Boaxoxurens B 1. 1.2.2. u 1. 3.5.1. 6ykra ,,r* ot Paznen V H3uckeanus
KDLM CLALDAKAHHETO Ha oGepTaTa 0T AOKYMCRTALMATE 38 YYACTHE, & HMEHHO YYaCTHUKLT HE €
IPUIOAHA KbM odepTaTa o0pasnuTe OT JOKYMEHTAIMNTa 32 YYACTHE, KOHTO Ca 3aTBIDKHTEINHE 1
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He Morar na ObparT npoMeHsHu. Texuuvecko MpelnoXeHre ¢ He HBJIHO, Thil KaTo HE ChABDXKA
M3HCKaHATe OT DBo3noxurend JaHdd 3a OQepHpaHUTE MEIHLHMHCKH H3AENuA: TBPrOBCKO
HaumeHosanue, Hpoussoauren, Katanoxxer Homep, Bapkon unenruduxarop, Bpoil B onakopka u
Bpoit onakoBkH, CHOTBETCTBAIIM Ha OOMOTO KONHYECTBO. YUaCTHUKBLT ,Ekomer-90“ EQOJ e
mpencTasui odepra, KOATO HE OTrOBaps Ha MPENBAPUTEIHO OOIBEHUTE YCIOBHS HAa NOpPBHYKATa. B

ocbepTaTa JIETICBA TPUIOKEHHS KBbM TexauueckoTo TIIPCHIIOKCHHE HA XapTHEH W GISeKTpOHCH
HOCHTEN.

23, VuacTHUKDBT ,Exomer-90“ EQO/l ¢ npeacraBuwil TEXHHYECKO NpeAJIONEHHue 3a
obocobena nozunma [X , banku Tun ropSuyka 3a ypuna®,

Komucusita pasrnena odeprara Ha yvacTHHKA ,Exomer-90“ EQOJI » nposepr 3a
CHOTBETCTBHE C NIPEHBAPUTENHO OOABEHUTE YCIOBHS!

® YUACTHHMKBT € JeKJiapypal, de;
- ce 33IBJDKABA Ja U3NIGIHU JOTOBODPA 33 Bb3NaraHe Ha 00IecTBEHATa MOPLYKA B CHOTBETCTBHE C
HopMuTe Ha 3aKOHa 3a MeAuLHHckuTe u3zenus (3MI), kaxro u Ha BCHYKHM JIPYr¥ HOPMATHBHH
aKTOBE, YHETO CHa3BaHe ¢ HeOOXOIHMO 32 Ka4ECTBCHO H3IBIIHEHHE HA NOPBYKATE;
- IpH H3TOTBAHE Ha OQ)ePTaTa A CHA3CHH 3aJbIDKCHMSTA, CBHP3AHM C JAHBIM M OCHTYPOBKH,
On:a3BaHe Ha OKONHATA Cpefia, 3aKpuna Ha 3aeTOCTTa U YCIOBUSTA HA TPV,
- € CBIJIACEN Y MpHEMa BCHYKH YCJIOBHA 3a M3ITBIHEHME Ha 0GILEecTBEHATa MOPhYKa, ONpeAeieHH B
KJTAy3HTE HA NPUICKEHUA KbM JOKYMEHTALIKATA 33 YIACTHE [IPOCKT Ha JOr0BOpD;
- IpAEMA CPOKBT Ha BAJIMEHOCTTA Ha odeprara Aa Ovae 180 (cTo w ocemmeceT) KaleHmapHy AHu,
CHHTAHO OT KPaliHKsg CPOK 3a oJaBake Ha odepTHTe;
- IPK K3TRIHEHHETO Ha OOHICCTBEHATA IIOPhYKa HIMA Ha IONI3BA KANAMTETA Ha TPETH JIUILA;
- IIPY M3IIBIIHEHUETO Ha OOMIEeCTBeHATA [TOPHYUKE HSIMA Ja T10/I3Ba IOAHIIBIHUTEN,
- 1HE OCHTYpH HEOOXOJHMHTE KOMMYECTBa Ha OQePHPaHHTE IIPOAYKTH 3a IEIHS CPOK Ha JIOTOBOPAE;
- KbM JlaT4Ta Ha JOCTABKa CPOKLT HAa POJHOCT Ha OQCPHPAHHUTEe NPOAYKTH ¢ MUHMMYM 70 %
/cemeMaeceT nponenTa/ 0T 0O0ABEHNS OT IPOR3BOIKTENA.

e [Ipenncxen e cpok Ha BCAKA HocTagka a0 1 /eaun/ OHH, a CPOKBT 32 CHEITHA AOCTARKA /10
5 /met/ yaca cnen ToTygaBaHe HA 3aBKA OT BL3JNOKHUTENA,

¢ YYaCTHHKBT € JAcKnapupai B TeXHHYECKOTO CH TNpPeJIONKEHMEe, 4Ye IpefloCTABS
IPUIIOIKEHHE HA XAPTHEH W €NEKTPOHEH HOCHTEN, A3rOTBEHO IO 00pasela OT AOKYMEHTALHATA, C
ONMCAaHHE Ha OQEpHpaHHTE MEAMIMHCKH H3JENHA, ChC CICAHHUTE NAHHU 34 TIX: ['BProBCKO
naumMenosanne, Ilpoussoanten, Katanoxen nomep, bapxon umentngukarop, Bpok B onmakoBka M
bpoli oraxoBKH, CBOTBETCTBAINM Ha OOINOTO KOAWYeCcTBO. B odeprata AMNCBA NPHIIONEHUE KHM
TeXHUYECKOTO NIPEUIOKEHNE Ha XapTHEH U eICKTPOHEH HOCHTEI.

o TexXHHYECKOTO NPEUIOKEEHe € NOJIICAHO OT 3aKOHHMS NPEACTABHTEN Ha YUACTHHKA,

Komucusara e pa3sriena OCTaHAHTE NOKYMEHTH HA YYaCTHHKA.

Komucnsara PELLH:

IIpensun nocodenute xoHcTarauuy, Komucusra npesnara sa Bo3oxHTenI Ha CCHOBAHME
wi. 107, 1. 2 6yxsa ,,a* ot 30I1, na otcrpann yuactuuka ,,Exomer-90“ EQOJI ot yuactue B
OTKPpHTA NpOUEAypa 3a PBb3jarade Ha ofnjecTBeHa NoppuYKa ¢ npeaMer: “Jlocrapxka Ha
00RIO00 NN MEAHIMHCKE H3ZeNHA B KOHCYMaTHBH o obocobenn nozumuu™ 3a o6ocobeHa
nozunug No [X | Basku THI TopOHIKa 3a ypHHAa®.

Motnen:

TexHuuecko HpeAnoXeHHEe € He IBIHO W HE OTroBaps Ha OpeABApPHTERHO 00SBEHHTE
H3KMCKBaHUATa Ha Bramoxutens B 1. 1.2.2. u 1. 3.5.1. Oykea ,,r* ot Paspea V Hsucksanun
KbM CBABDKAHNCTO Ha odepraTa 0T AOKYMEHTALMATa 34 YJacTHe, a HMEHHO Y4acTHUKDLT HE €
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Ce AN,

TIPUITOKAN KEM OepTata 06pasUHTe OT NOKYMEHTAIMITA 33 yUacTue, KOUTO ca 3aXBIDKATETHE 1
HEe MoTaT fa GhAaT TpoMeHsHH. Texumdecko HpEemNOXeHHE & He IMBIIHO, THH KaTO HE ChABDKA
H3NCKAHUTE 0T BBIIOKHUTENd RAHHH 32 ODEpHPAHUTE MEJULEHCKY H3NCITHA: Tnproscko
HaumenoBanue, IIponzsoxuren, Karanoxen nomep, Bapkox HICHTH(pRKATOP, Bpoli B onaxoBxa u
BpoH onmakoBKH, CROTBETCTRANIE HA OGIIOTO KONHYECTBO. YYACTHHKLT nExomer-90“ EQOJ e
IPEACTaBIUI O(hepTa, KOATO HE OTTOBApS Ha NPEABAPUTENHO OOSBEHIUTe YCIOBHA Ha HOPBUKATA.

24, VuactHuksT ,JMIpoxent” EOQOH e IPEJCTaBHI TEXHHYECKO IIPeATIOKEHHE 3a
obocobena nosunms XXI ,,Creprinu ceTose 3a HOKpHBaHe".

Komucuara pasrmena odeprara ma ygacTHuxa sIIpoxent” EOOJ u nposepu 3a
CBOTBETCTBHE C TIPEABAPHUTENIHO 0GABEHMUTE YCIOBHS:

e YYacTHHKBT € AeKJIapHpa, He:

- C€ 3a1bIDXaRa la M3MLIHU JIOFOBOpA 32 Bh3Jaraie Ha ofIecTBenaTa NOphYKa B CHOTBETCTREE C
HOpMHTE Ha 3aKoHa 3a MelurmHCKiTe m3genua (3MHU), kaxto u Ha BeHUKH JApYTH HODMAaTHBHH
aKTOBE, THETO CIIA3BAHE & HEOOXOAMMO 32 KAYCCTBEHO H3NThIHEHHE Ha OPLUKATA;

- TIpH U3TOTBAHE Ha O(QEPTara Ca CNA3eHH 3ALBLIDKEHMSTA, CRBP3AHU C AAHDBIH H OCHTYPOBKH,
OHA3BAHE HA OKONHATA CPEJA, 33KPHNIA HA 3AETOCTTA H YCIOBHATA HA TPV,

- € CBINIACCH ¥ IPHCMa BCUYKH YCITOBHA 3a H3ILAHCHHE Ha OOHIECTBEHATA IOPEYKA, ONPERCICHY B
KNay3HTe Ha HPUIONCHNIA KM TOKYMEHTALHATA 33 YIaCTHE HPOEKT Ha JOFOBOD;

- pHeMa CPOKBT Ha BATHAHOCTTA Ha odeprata jna Hbae 180 (cro m ocemmecer) KaneHJapHu JHH,
CUNTANO OT XpaHHus CPOK 32 HOZABAHE HA ODEPTHTE;

- IPH HEITBIHEHUETO Ha 00IIECTBeHaTa MOPhYKA HAMA 1A II0JI3Ba KAlIANUTETa Ha TPETH JIHHA;

- [IpH M3MBIHCHHETO Ha 00IHECTBEHATa TOPBUKA HAMA /4 O/I3Ba NOH3IBIHATEL,

- I€ OCHTYPH HEOOXONHMHTE KOMYCCTBA Ha O(EepHpaHETE IPOIYKTH 34 LeNHs CPOK Ha A0TOBODA;
- KbM Natdia Ha JO0CTaBKa CPOKBT Ha FORHOCT Ha odepupanuTe NPOAYKTH ¢ MuHEMYM 70 %
/cenemmecet NponeHTa/ oT OOABEHHS OT MPOA3BOIHTENS.

o Ilpeanosken e cpok Ha Besika floctaska 1o | /exuy/ mew, a CPOKBT 34 CIIEHIHA JOCTARKA JO
2 /nBa/ vaca cliex mONy4aBaHe Ha 3a8BKA OT BB3OMKUTEIIS.

¢ Kem TexHUYeCKOTO IIpeNUIONEHUE € NPEACTABEHO NPUNOMEHME, Ha XapTHEH W
€JIEKTPOHEH HOCKTE!L.

* TexXHHYECKOTO NPEIOKEHUE € TIOAMMCAHO OT 3aKOHHO YIBIOMOIIEH NIpEeACTaBHTE HA
yUaCcTHHKA.

o TexXHUUeCKOTO MpPeANioMEeHHe BKIIOYBA  BCHUKH HOMEHIUIATYPHH  CAHHHIH QT
Texunueckara crenuduKanus, IpeNaraHuTe MeIHIIANCKHE H3NEHHA Ca ¢ nponssoguTen Mdlnlycke
Health Care AB.

o Ilpunokeno € OTOPM3ALKOHHO NYMCMO Ha YYACTHHKA Hpoxenr” EOQI or
NPOU3BOAATENA Ha OEPUPAHNTE METHIHMHCKY K3/,

¢ IIpunoXCHH Ca 3aBepeHM OT yYaCTHHKAZ KOTMS HA CePTHOUKATH 3a KaUeCTBO H
ACKIapanus 3a CLOTBETCTBUE Ha OQeDHPAHHTE MEJHUHHCKHM H3[ENHs, B ChOTBETCTBHE C
usuckpanuATa Ha 4un.14 or 3MU, xaxro u Hamecena "CE" MapxupoBKa, B CHOTBETCTBHE C
H3HCKBaH#ATa Ha wi.8 U un. 15 ot 3MH.

o Ilpmmoxenu ca noapoGHM OpOCEKTH Ha GHLAAPCKH €3MK ¢ [IBIHE TeXHHYECKH
TEOKa3aTeNy U [IapaMeTpH Ha IpeJIaTanuTe IPOAYKTH ¥ yKa3auus 3a yrorpeba.

* YYacTHUKBT € NPESCTABHIT MOCTPH Ha O(epupaHiTe HPOIYKTH,

Komitcnsita ¥sBBpION IPOBEPKA [0 IPEAOCTABEHUTE NOKYMEHTHA M MOCTPH B YCTAHOBH, Y€
OQepHpannTe MEAMIIMHCKY H3NCIHA OTTOBAPST HA W3MCKBAHMATA HA 3aKOHA 33 MCAHHMHCKHTE
u3zenud (3MI) 1 chOTBETCTBAT HA H3WCKBAKMATA 3AJI0MEHH B TEXHHUECKATA crenuhUKanKs.
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Komucuara PEIIN:

TexHUYeCKOTO DPEANOKEHHE 32 H3MbIHEHUE HA NOPHUKATA HA YJAaCTHHKa wlIpoxent”
EQOJ 3a obocobera nosmmmua XXI ,CrepmwiHum ceroBe 3a [IOKpUBaHe™ € WIrOTBEHO B
CBHOTBETCTBHE ¢ H3UCKBAHKATA HA TEXHUYECKATA CUCHHGPHKAN S K H3NCKBAHUATA HA BB3N0MKHTEIS.

25. YuactHuksT pHllpoxeny” EOOJ/] ¢ mpeicrasun TeXHHYECKO NPEANOKEHHE 32
ofocobena nozunus XXII ,,ENHOKpaTHO CTEPHIIHO U HECTEPHIIHO 00IeKII0.

Komucusta pasrega odeprara Ha ydacTHHKa ,IIpoxenr” EOOQJ u nposepu 3a
CBOTBETCTBHE ¢ [IPSIBAPUTENHO ODABEHUTE YCIOBHA:

e YYacTHHKET € NeKIapupal, ue:

- CE 3aAb/DKaBa A M3MBJIHE AOTOBOpPA 3a Bh3jlaraHe Ha ofLiecTBeHaTa IOPHYKA B ChOTBETCTBHE C
HOPMHTE Ha 3aKOHA 3a MeIuIMHCKHTE m3jienms (3MU), xakTo ¥ Ha BCHUKM JpYrd HOPMATHBHH
aKTOBe, YHETO Ca3BaHe € HeOOXOMHMO 3a KAYeCTBEHO HAMbIHEHNE Ha TOPHUKATA;

- OpH H3rOTBSHE HA OdepraTa ca CHA3CHH 38JBIDKCHHATA, CBHLP3AHU ¢ J@HBLIH W OCHTYPOBKH,
OTa3BaHE HA OKOJIHATA CPe/ia, 3aKpHila Ha 3aeTOCTTA ¥ YCIORUATA HA TPYIL;

- © CBIJIACEH U [PUEMA BCUYKH YCJIOBHA 3a M3IBIHCHHE Ha O0IIECTREHATA [TOPBUKA, ONPEAETICHH B
KII2y3UTe HA NPUIIOWKEHHA KbM JOKYMEHTAIMAATA 32 YIacTHe YIPOSKT Ha HOTOBOD;

- ipEeMa CPOKBT Ha BATHAHOCTTA Ha opepraTa sa 6sae 180 (cTo u oceMmueceT) KaNGHAAPHH JHi,
CYMTAHO OT Kpai{HHA CPOK 32 nojasane Ha 0(epTUTE;

~ IpH H3NBAHCHHETO HA OOU(ECTBCHATA TOPbYKa HAMA [a [I0JI3Ba KalTallMTeTA Ha TPETH JIHIA;

- TIPH H3IIBJHCHHUETO Ha OOIECTBEHATA MOPHYKA HIAMA A4 [TOJ3Ba NOMMAITBIHUATE,

- 1€ OCUTYPH HEOOXOAUMUTE KOIAYECTRA Ha OdeprupaHiTe IPOYKTH 3a IENHS CPOK Ha I0TOBOPA;
- KBM JIaTaTa H& JOCTABKA CPOKBT HA FOJHOCT Ha oQepHpaHHTe NpOAYKTH € MHHHMYM 70 %
/cenempaecer npouerTa/ OT 00SIBEHUS OT NMPOUIBOAKTENL.,

e Ilpennoxen € cpox Ha BCAKA JocTaBka 10 | /egny/ eH, a CPOKDT 3a CIIElHa JOCTABKA JI0
2 /npa/ waca cnen monyyapaHe Ha 3aSBKa OT BBL3JIOIKHTEIIA.

e KoM TeXHHYSCKOTO MNpEAOKEHHE € IPeiCTABEH0 MPHIOKEHHE, HA XapTHEH U
€NEeKTPOHECH HOCHTEIL.

» TeXHHYICCKOTO NPEIIOKEHHE € OAINCAHO OT 3AKOHAKS NPESACTABHTEN Ha Y4ACTHHKA.

¢ TexHHYeCKOTO TNpPEANOKEHNEe BRIIOYBA BCHYKM HOMEHKIATYPHH  GAUHMIE  OT
Texnuueckara cnenudukanys, IpesTaraHOTO MEAMIMHCKO H3LENHE € ¢ npousBoauTen Molnlycke
Health Care AB.

¢ [IlpunokeHo € OTOPH3ANHOHHO HHCMO Ha yuacrtauka ,JIpoxear” EOOHA ot
IIPOH3BOAUTENS Ha OQEpHUPAHUTE MEIMIIMHCKH H3AETHA.

o [Ipuioxenn ca 3aBEpeHH OT YYAaCTHMKA KONHSA Ha cepTHdUKAaTH 34 KaZecTBO U
Aeknapauus 3a CBHOTBETCTBHE Ha O{EPHPAHHTE MEJHMIIUHCKH WM3JENHSA, B CLOTBETCTBHE C
u3uckpaEngaTa Ha w14 ot 3MH, kaxto u Hamecena "CE" mapruposka, B ¢hOTBETCTBUE C
H3HCKBaHMsTa Ha 4.8 1 wi.15 o 3MHU.

e [lpunoxeHn ca noapoGHU TpocHeKTH Ha OBIrAPCKE €3HK ¢ OBIHH TEXHHYECKH
TIOKA3ATENH ¥ NapaMeTpH Ha IIpeJlaranuTe IPpoXYKTH U YKa3aHus 3a ynorpeda,

°© Y4YaCTHHKBT HE € HpEJOCTaBWI MOCTpH Ha odepupanure Npoavkr. Komucugra

U3BBPIOH TPOBEPKA H YCTAHOBH, Ye T'M € JocTaBwi Ha Bommmma ,JloseHen™ no norosop VII-5-
138/19.07.2016 r.

Komucnsata H3BBPIIM TIPOBEPKaE N¢ HPeAoCTZBEHHTC JOKYMCHTH M YCTAaHOBH, He
OQJepHpaHm*e MEAUITHHCKH H3QCNHA OTTORAPAT HAa H3UCKBAHHATA HA 3axoHa 3a MCTHIHHCKHUTE
B3IACHHS (BMH) 1 CHOTBETCTRAT Ha H3HCKBAHNATA 3aM0XKEHH B TEXHHYLCCKAT2 CHeHHfl)HKaL[HH.
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Komucusra PELIIH:
Texundueckoro mpemnoxenne 3a W3MBNHEHWEe HAa TOpHYKATA HA yyacThHuKa ,,IIpoxear”
EOO] 3a o6ocobena nosuuus XXII ,,EaHOKpaTHO CTEpUNHO U HECTEPHIHO O0JICKIIO® € H3rOTBEHO

B CBOTBCTCTBHME ¢ M3MCKBAHHATA HA TEeXHHUECKATS CHCHH[I)HICELL[HH H HW3HCKBaHuATA Ha
BBIAOAHTEA.

26. VyactHuksT ,JIpoxenrr” EOON e npecTaBusi TeXHHYECKO IpE/UIKEHASC 34
obocoGena nosuumst XXVII,,Crepuien cuno aGcopGupar KoMipec.

Komucusta pasrmena odeprara Ha yuacthuxa ,,IIpoxent” EQOX u nposepn 3a
CBOTBETCTBHE C NPEABAPUTENHO OOABEHUTE YCAOBUA:

® YYaCTHHKET € ACKIApHpa, ye:
- C€ 3a4BIDKABa N W3MBJEHH JOrOBODA 34 Bh3JaraHe Ha OOMIECTBEHATA NOPHUKA B CHOTBETCTBHE C
BHOpMHTe Ha 3axoHa 3a MeAHIUHCKATe wazenus (3MU), kakTo K Ha BCHUKH JpPYTH HODMAaTHBHU
aKTOBE, YHETO CIIA3BAHE € HEOOXOIHMO 3a KaYECTBEHO M3IIBIHEHNE Ha I0PHYKATA,
- [PH U3TOTBSHE Ha OQEPTATA Ca CHaseHM 3aNBIDKEHINTA, CBLP3EHH C JIAHBIHM M OCHIYPOBKH,
Omaspane Ha OKOJNHATA CPEAA, 3aKPUIA HA 33€TOCTTA U YCIOBHATA Ha TPy,
- © CBIJIACEH M IPHEMa BCHYKH YCIIOBHSA 32 U3NBJIHEHAE Ha OOLICCTBEHATA TOPBUKA, OMPEISICHU B
KNay3WTe Ha NPHIOKSHHS KbM AOKYMEHTAINATA 32 YHACTHE NPOEKT Ha AOTOBOP;

- pAeMa CPOKET Ha BaTHJHOCTTA Ha odepraTa jJa Onae 180 (cro u ocemMaecer) KameHuapHu IHH,
CYHTAHO OT KPaifHEA CPOK 32 MOJaBaHe HA OpepTHUTE;

- ip¥ K3NBAHCHHUETO Ha OOILECTBEeHATA TTIOPhYKa HMa [ TION3BA KANAIHTETa Ha TPETH JIHIA;

- IIPH M3TIBJIHEHHETO Ha OOHIECTBEHATa IOPEUKA HAMA A TI0JI3BA TIOAH3IIBIHITEN,

- IIe OCHTYP¥ HEOOXOAUMHUTE KONMYECTBA Ha O(epHpaHITe IPOLYKTH 32 LENHUA CPOK Ha JOroBOpa;
- KbM JaTara Ha JOCTaBKa CPOKBT Ha TOJAHOCT Ha odepupaHHTe TPOXYKTH € MHHEMMyM 70 %
/cepeMpaecet nponenTa/ oT OGABESHAS OT HPOU3BOIUTENA.

o [lpeanoxen e cpox Ha BesAKa JocTaBka A0 | /emus/ JIeH, a CPOKBT 3a CHERIHA 0CTABKA KO
2 /npa/ "aca Clel ronyuaBaHe Ha 3aBKa OT Bb3IOXKHTEI.

o KiM TexXHHYECKOTO TpEINOKEHHE € IIPEeACTABEHO NpHIIOKEHHE, HA XApTHEH H
€JIEKTPOHEH HOCHTE,

e TexHM4eCKOTO HPEATOKEHNE € HOXNHCAHO OT 3aKOHHUA IPEACTABATEN HA YUACTHUKE.

o TeXHW4ecKOTO NPENIOKEHHEe BKJIOYBA BCHYKY HOMEHKIATYDHH €AMHHOM OT
TexuuyeckaTa crenudukanys, IpexIaraHoTO MEIRIMHCKO HIZIENHE € ¢ npoussoauten Mdolntycke
Health Care AB.

o Ilpunoxeno € OTOpPH3aNMOHHO TIHCMO Ha ydactauka ,JIpoxear” EOOJ or
TPOU3BOANTEIA Ha oepUPAHHTE MEXULIMHCKY W3/EHHS.

s IlpunookeHu Ca 3aBEpeHHM OT yYyaCTHHKA KONHS Ha CepTHOhEKATH 33 KauecTBO H
AeKnapauus 3a ChOTBETCTBHE Ha OepHpaHuTe MEAHOHHCKH M3NENHA, B CHOTBETCTBHE C
n3uckBanmnaTa Ha 4n.14 ot 3MH, KakTo u HaneceHa "CE" MapKUpoBka, B CHOTBETCTBHE C
U3UCKBRaHUATA Ha un.§ ¥ wi.15 ot 3MHU.

o [punoxeru ca HOAPOCHW NPOCTIEKTH HA OBATapCKH €3UK ¢ IBAHU TeXHHUSCKHU
IoKa3zaTeN| U [1apaMeTPH Ha IPEAAraHuTe NPOAYKTH H YKasauus 3a yrIoTpe6a.

® VYUaCTHUKBT HE € MPeAOCTaBUI MOCTPH Ha odepHpaHuTe OpoIykTH. Komucusrta

H3BBPUIM TIPOBEPKA W YCTAHOBH, 4Ue MM ¢ AOCTaBAl Ha BonHnuua ,Jlozexen’ mo morosop VII-5-
139/19.07.2016 r.

Komucusra u3BBpIIH HpOBEpKA 6O NPENOCTABEHHTE JOKYMEHTH H YCTAHOBM, Ue
odeprpanute MEOHIHHCKH H3JENHS OTrOBAPAT HA H3HCKBAHMATA HA 32aKOHA 38 MEIUIMHCKHUTE
uszends (3MH) u croTBeTCTBAT Ha HIMCKBAHHATA 3ANOIKEHN B TEXHHYECKATA CHCHHpIKAIIS,
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Komucugra PEHINA:

TeXHHYeCKOTO NpetoKEH e 34 U3NBIHEHHE Ha MOPHYKATAa HA Y4YacTHHKA ,llpoxesr”
EQOQJ 3a obocobena nosumus XXVII ,,Crepunen cunyo aGcopbupal KOMIIpec™ e W3roTBeHO B
CHOTBETCTBYE ¢ H3HCKBAHMATA HA TEXHHYCCKATA CHEIM(HKANYA H H3UCKRAHIATA HA BE3IOKUTENA.

277. Y4acTHUKET »,XHMTeKke" OO/ e mpeicTaBun TeXHHIECKO NPERTOKEHHE 32 obocobena
nozuumsa VI ,,Crepunay nanmera™.

Komucusra pasrnesa odeprata Ha yuwactauka ,Xmmrexc® OO u uposepn 3a
CHLOTBETCTBHE C IPENBAPUTENHO OOSREHUTE YCTOBHS:

o VYYacTHHUKET € JEKIapupan, de:

- €€ 3agbIDKaBa Ja U3NBIHH JOTOBOPA 33 Bb3NaraHe Ha OOIECTREHATA MOPBUKA B CHOTBETCTBHE C
HOpMUTE Ha 3aKOHA 328 MeAuIuHCKHTe H3fenud (3MU), kakto H Ha BCHYKHM IPYFH HOPMATHBHH
AKTOBE, YMETO CHA3BaHe € HeoOXOAIMO 38 KaUeCTBEHO H3IrbIHEe e Ha MOPLUKATa;

- IPH U3rOTEAHE Ha OdepTata ca CrHA3eHH 3aXbIKCHHATA, CBBP3AHH C JAHBIY M OCHTYPOBKH,
OIIa3BaHe Ha OKOJIHATA CPEJIa, 3aKPHIIA Ha 3A6TOCTTA H YCJIOBHATA HA TPV,

~ € ChITIACeH H NPHEMa BCHYKM yCJTOBHS 33 H3IIBIHCHEE Ha OOIIECTBeHATA OPBYKA, ONPEALCHH B
KJIAY3HTEe Ha TIPHIIOIKEHHS KbM JIOKYMEHTALMATA 3a yUacTHe NPOSKT Ha J0TOBOD;

- IipyeMa CPOKBT Ha BUIMAHOCTTA Ha ofeprara Ja 6bae 180 (cro u oceMiecer) KaneHnapHy JHH,
CYMTAHO OT KPaifHHA CPOK 3a Tlojasane Ha odepTuTe;

- IpY U3NBIHCHHETO Ha OOIECTBEHATA MOPHYKA HAMA Ja IOJI3BA KaallMTeTa Ha TPETH JH1A,

- OPH H3NBIHEHUETO Ha o0IIeCTBEHATA MOPHUKA HAMA JIa ON384 [0 H3IBIHUATEL

- 1€ OCUTYPH HEOOXOMUMITE KONUYECTRA HA OdeprpaHiTe HPOAYKTH 3a HENHS CPOK HA TOTOROPA;
- KbM Jlatara Ha JOCTaBKa CPOKBT HA IOJHOCT Ha oepHpaHuTe NPOAYKTH € MHHuMYM 70 %
/ceneMaeceT MpoUeHTa/ OT 0OSBEHNS OT IPOU3BOJUTENL,

o [lpemnoxker e cpok Ha BCAKa JOCTABKA 10 3 /Tpu/ (MK, & CPOKET 3a CIEHIHA JOCTABKA MO
24 /nBaneceT W 4ETHPH/ Haca CJie] TONYYaBAHE HA 3asdBKA OT BBIJIOKUTEILT.

® KoM TexHW49eCKOTO UpENNOKEHHE € TpPEACTABCHO TPUIIOWKEHWe, HA XapTHEH H
CJICKTPOHEH HOCHTEN,

e TexHMYEeCKOTO NPEIIOKEHHES € NOANKCAHD OT 3aKOHHUA MPENCTABHTEN HA YYACTHHKA,

® TeXHWYECKOTO HPEANONEHHE BKIIOYBA BCHYKA HOMEHKIATYPHY €AMHWIM  OT
Texupaeckara cnenmpHKanys, NPEHNAraHUTe MEIULHMHCKH M3JEMua ca ¢ nupoussozuten Kapn
Xext.

o [Ipunoxxeno e OTOPH3ALHOHHO IHMCMO HA YUYaCTHHKA ,Xumrexc® QO ot
APOU3BOIMTENS Ha OPepHpPAHUTE MEHUIIHHCKE H3ICTk.

o [IpunodxeHd ca 3aBepeHH OT YYaCTHHMKA KOTIMS HA CEPTHOUKATH 34 KadeCTBO H
JIeKNIapalkd 3a ChOTBETCTBHE Ha OepHpaHHTe MEIMIHHCKH H3JeNHs, B CHOTBETCTBHE C
usuckpapuaTa Ha Wi1.14 ot 3MH, kaxto u nanecena "CE" mapkupoBsxa, B ChOTBETCTBHE C
HU3KRCcKBaHMsTa Ha Wi.8 u un, 15 ot 3MU.

o Ipunoxenn ca noApoOHW @POCHEKTH HA OBITAPCKH €3UK C [TBAHH TEXHMYESCKH
NOKA3ATENN K TApaMeTPH Ha IIpelaraHuTe IPOXYKTH U YKa3aHHd 3a ynorpeba,

¢ Y4YaCTHUKGBT € NPeACTABAN MOCTpa Ha oepHpaHus IPOaYyKT,

Komucusara H3BEPIIH NPOBEPKA I10 HPEHOCTABCHHTE AOKYMCHTH M MOCTPa B YCTaHOBH, 4YC
OClJepHpaHHTC MCIOHIIHECKH H3JENNd OTrOBAPAT HAa HIWCKBAHHATA Ha JakoHa 3a MEOHIMHCKHTE
H3HCIHA (3MI/I) H ChOTBETCTBAT HA H3MCKBAHHATA 3a8N0XKCEHN B TSXHHYECKATa CHeIIHq)HKaH,HH.

Komucusta PEITIH:



TexHuueckoTo NpemIoNKEeHHE 3a WSMBIHCHAE HA TIOPBUKATA HA YUACTHUKA ,XHAMTEKC™
OOJ 3a ofocobera nmosumus VI | CTepHiHy NasUeTH® € W3rOTBEHO B CHOTBEICTBHE C
H3HCKBAHUATA Ha TeXHHYECKaTa CHeUH(UKANHST ¥ W3UCKBANMATA HA Bh3I0KUTENS,

28. Yuactaukst , Xumrerce” OO/ e nmpencrasun TEXHHYIECKO NpeANToxKeHHe 3a o6ocobena
mozunmg VI ,,Crammenn®.

Komucmara pasriena odeprara na yuactHuka ,Xumrexe® OOJ u npopepu 3a
CHLOTBETCTBHE C NPEABAPHTENHO OOSBCHUTE YCAOBMS:

e YYacTHHKBT € AEKIapHpall, Je;

- C€ 3a]pJDKABA 12 MSUBIHH JOrOBOpa 3a Bh3Narane Ha o0leCTBEHATA HOPBHYKA B CHOTBETCTRHE C
HOpMHTE Ha 3aKoHa 3a MeRUUMHCKHTE M3senus (3MH), kaxto ¥ Ha BCHYKA APYTH HOPMATHBHH
aKTOBE, THETO CHA3BaHe € HEODX0AMMO 33 KaJeCTBCHO U3TLAHSHUE HA IIOPBUKATE;

- TIpH H3rOTBAHE HA O(epTaTa Ca CHAICHH 3aABL/KEHMATA, CBBP3AHH ¢ JAHBLOM H OCHTYPOBKH,
Ola3BaHe Ha OKOJIHATA CPe/Ia, 3aKpHia HA 3aeTOCTTa U YCIOBUSTA Ha TPYX,

- € CBINIAceH ¥ NpHeMa BCHYKH YCHIOBHA 3a H3NBIIHEHNE Ha 00IecTBeHATA NOPhYKa, OMPE/CIeHN B
KIay3ure Ha NPUIOKEHHA KbM JOKYMEHTALHATA 32 Y4aCTHe HPOEKT Ha JOroBop;

- lpHeMa CPOKRT Ha BATHAHOCTTA Ha odepraTa fa 6sae 180 (cTo U ocemueceT) xaneHaapHu THH,
CUMTAHO OT KpaifHHs cpOoK 3a NojlaBaHe Ha odepTuTe;

- IPH H3OBIHCHAETO Ha 0OUIECTBEHATa [TOPLYKA HAMA A IOJ3Ba KaaluTeTa Ha TPEeTH JIHILA;

- IPH H3IBJIHEHHETO Ha OONIECTBEHATA [TOPHYKA HAMA AA TTOJ3Ba IO ITbIHUTEN,

- 1€ OCUTYPH HEOOXOMUMHTE KONUYECTRA Ha O(ePHPAHUTE IPOAYKTH 3a LU CPOK Ha JIOr0BOpa;
- KbM JIaTaTa Ha JOCTaBKa CPOKBT Ha FONHOCT Ha odepUpaHure HpoAyKTH ¢ MuHHMyM 70 %
/ceneMaeceT NponeHTa/ 0T OOSBCHUA OT IPOH3BOAUTENS.

s Ilperyioxen e CpoX Ha BCAKA JOCTABKA K0 3 /TpW/ AHU, & CPOKET 3a CICIIHA JOCTABKE N0
24 /npajecet ¥ ueTHpHU/ vaca Cle IONYYABAHE HA 3as9BKA OT BhL3JIONWKHTEIA.

s KoM TexAM4eCKOTO MpPeANONKEHHE € TPEACTARSHO NpHJIOKEHHe, HA XApTHEH W
CJICKTPOHEH HOCUTEN.

¢ TexHMUIECKOTO IPEIOIEHHE ¢ HOANNCAHO OT 3aKOHHO YITBIOMOILEH [IPEACTABUTEN Ha
YIACTHUKE.

o TeXHMYecKoTO NPEUIOKeHHE BKIIOYBA BCHYKH HOMEHKIATYPHHM GAMHHIE  OT
Texupueckara coennduxanusd, npeilaraHuTe MEAMNMHCKYE H3ACIHsA Ca ¢ NpoH3BOAHTE] Bypuac
MEIHKAIC,

o IIpunoxeno e OTOPHM3ALMOHHO IMCMO HA y4yaCTHHKA ,Xumreke® QO or
IPOM3BOANTENA HA OQepHPAHNTE MENUIIMHCKH H3AC/IH.

o [Ipnnoxenn ca 3aBepeHM OT YYacTHHUKA KOIMHS HA CEepPTHQHKATH 33 KAYECTBO M
Jeknapalus 33 ChOTBETCTBHE Ha odiepHpanurTe MEOMUMHCKH H3LEIHs, B ChOTBETCTBHE C
H3ucKBaHuaTa Ha 4wil4 ot IMMU, kakTo M Hamecena "CE" MapkuporKa, B ChOTBETCTBHE C
u3ucKBaduATa Ha Wi.8 ¥ w15 ot 3MH or Yancheng Huida Medical Instruments Co., Ltd.
Kurail, a y4acTHUKBT € [OCOYHII 3a NPOM3BOAMUTES Ha o(epHpanHTe MEIWIMHCKH H3IEIHs
bypHac mepukanc.

o [lpunoxern ca HNoApoOHM MpPOoCHeKTH HA OBATAPCKH €3HK ¢ IIBJHH TEXHMYECKH
HOKa3aTelli 1 IapaMeTPU Ha IpearaHyuTe NpoayKTH U yKa3aHus 3a yooTpeda.

¢ YYaCTHHXET € IPEACTABHII MOCTPH Ha OQEpUPARATE HPOLYKTH,

Komucusra 1PN H3BBPIICHATA IPOBEPKA MO IPEAOCTaBCHHUTE JOKYMCHTH YCTAHQOBH, ¢
ocl)epnpaHHTe MCHHIITHCKH W3NCTHAI HE OTrOBAPAT HAa M3HCKBAHWATA 33JI0MKCHH B JOKYMEHTAUNATA
34 YHacTHE — HPEACTABCHHUTE 3ARCPCHH OT YHaCcTHHKa KOMHA HA CepTH(l)HKaTH 3a Ka4YeCTBO 1N
ACKJIapPaiind 3a CROTBCTCTBHC Ha ocbepnpaﬂme MEAWHMHWHCKH HM3OSAHA, B CBOTBCTCTBHE C
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D
H3NCKBaHMATA Ha WI.14 or 3MU, xakro u Hanecena "CE" MapxupoBKa, B CEOTBETCTBHE
H3NCKBAaHHATZ HA Wi.8 H wi.15 or 3MU He ca 3a odepupannTe MCAUIMHCKH N3/leIH.

Komucugra PELLIY:

Tlpensua nocoyenute KoHcTaranuy, Komucusara Ipeanara Ha Bb3sioKuTeNs Ha 0CHOBAHHE
. 107, 1. 2 6yksa ,,a“ o1 3011, na orcrpann yuactuuka ,Xumrexe* Q0] ot OTKpHTA NpoLEeaypa
3a BB3NAraHe Ha o0lEeCTBEHA MOpEUKaA ¢ npeaMeT: “JoeTaBKa Ha 00MOGOAHNYHN MeIHIHECKN
H3EIA H KOHCYMAaTHBH 10 06ocofenn nosuuun” 3a o6ocobena nosuuus VII ,,Cranmnens®,

Morunu:

YuacTHHKET ,,Xumreke* OO e npencTaBHiI TeXHHUYSCKO npeanoxeHne 3a obocobena
nozuus VI, Cranmmenn®, koeTo He 0TroBaps Ha IPEABAPHTENHO OOSBEHUTE U3UCKBAHLA B T. 3.5.1.
Oykspa ,.e* or Pasaen V VI3HCKBAHAS KbM CHABPKAMMETO HA oepTATa OT JOKYMEHTALHATA,
KaTO HE € NPEACTABHI JOKYMEHTH, KOUTO €A YaCT OT TEXHUYECKOTO IIPSATIOKEHHE - CePTHHHKATH
38 KauecTBO M JeKJapalHi 3a CHOTBETCTBUE HAa OQEepHPAHHTE MEOHIMHCKY H3AC/IUS, B
CBOTECTCTBHE € M3MCKBaHHATa Ha wi.l4 ot 3MH, kakto u mamecena "CE" mapkupoBbxa, B
CBOTBETCTBHE C H3ucKkBanuATa Ha 4.8 m w115 or 3MHM Ra odepupanuTe MEAMHHHCKH
H3OCIHA.

29. VyacTHuKBT ,Xumreke* OO]) e npefcTaBu TEXHHYECKO MPEIOKEHNE 33 050co0eHz
nozuums [X ,,barxu tun topOutxa 3a ypuua®,

Komucusta pasriesa odepraTa Ha ydacTHuKa ,Xumrexce® OOJl m mpoeepu 3a
CBOTBETCTBHE C IIPEABAPUTENHO OOSIBEHUTE YCIOBIA:

e YUaCTHUKPT ¢ JCKAapHpan, ye:

- C€ 3abIDKaBa Ad M3NIBJIHA KOTrOBOPA 33 Bb3jlaraHe Ha OOHICCTBEHATA [IOPHUKA B CHOTBETCTRUE ¢
HOpMUTE Ha JaKoHa 3a MeXHHMHCKHTE m3jenns (3MU), xakTo W Ha BCHYKM APYTH HOPMATHBHH
aKTOBe, YHETO CHa3BaHe ¢ HEOOXOIUMO 34 KAUCCTBEHO M3MBITHEHHE HA OPBUKATA;

- OpH M3TOTBAHE Ha odeprara ca CHasend 3aIbDKCHHSTA, CBLP3AHM C JAHBIM M OCHTYPOBKH,
Ona3zBane Ha OKOJIHATA CPENA, 3aKPHIA HA 3a6TOCTTA U YCIOBHATA Ha TPYA,

- € CBIYIaceH H MPHUeMA BCHUKH YCIIOBHA 32 H3IThIHEHHE Ha ofniecTBeHATA IOPHYUKA, ONPEAENCHH B
KNay3uTe Ha MPUIIOKEHNS KBM JOKYMEHTALMATA 34 YIaCTHE HPOEKT HA JOrOBOP;

- IpHeMa CPOKBT Ha BANKAHOCTTA Ha odeprara Aa O6bae 180 (cTo u oceMIeceT) KaneHgapHH AHH,
CYMTAHO OT KpaiHua Cpok 3a Nogapade Ha odepTuTe;

- IPH M3HBJIHEHUETO Ha 00IECTBEHATA IIOPBYKA HAMA Ja I1013Ba KallalldTeTa Ha TPETH JIHLA;

- TIpY H3ITBJIHEHHETO Ha 00iecTReHaTa MOPHYUKA HSAMA 1A TIOJ3Ba NONU3ITBIHUTET,

- e OCUTYpU HeOOXOMMMUTE KONMUYECTBA Ha OdepHpanuTe NPOAYKTH 34 LE/IHS CPOK Ha JIOrOBOpa;
- KBM JlaTara Ha ZOCTaBKa CPOKST HA FOOHOCT HA OdepHpaHATE NMPOXYKTH ¢ MHHHMYM 70 %
/cenemaeceT npoueHTa/ 0T 00SIBEHUS 0T IPOH3BOKTENS,

e IIpennoxken e cpok Ha BCsKa AOCTABKA A0 3 /Tpu/ [HM, & CPOKST 34 CICHIHA JOCTABKA IO
24 /npangcer H 9eTHpPH/ Yaca CIEH ONyYaBaHe Ha 3a9BKa OT BhIIOMITEIL.

o KbM TexHU4ECKOTO TpeIOKEHHE € TPEICTABEHO NPWIIOJKEHHE, HAa XapTHEH U
€ICKTPOHEH HOCUTEN,

o TeXHHUECKOTO IPEANONKEHNE € NOAIIHCAHO OT 3aKOHHHSA [IPESIICTABUTEN HA YUACTHHKA.

o TeXHHYECKOTO NPEIONKEHHE BKIOYBA BCHYKY HOMEHKIATYPHH EHUHHUIM  OT
Texuuyeckata cnendpuKanns, NpeiIaraHiTe MEAHIHHCKH M3JACMHSA Ca ¢ NPOM3BoauTen Berpo
JAnzaity.

s Ilpunoweno € OTOPH3AMOHHO NHCMO HA yuYacTHHKa ,Xmmrexe® OO or
HPOU3BOAUTEN Ha ohepUpaHITe METHIIHHCKY HIeTHUs.

e [IlpHoKeHH ca 3aBEepeHH OT YY4CTHUKA KONUE Ha cepTHQHKATH 34 KAuecTBO K
ACKIapaiia 3a CHOTBETCTBHE Ha O(QEepUpaHUTE MERUIMHCKY H3AEHUI, B CHOTBETCTBUE C
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D
H3UCKBaHMATa HA 4i.14 ot 3MH, xakto M Hanecenma "CE" MapKupoBKa, B ChOTBETCTBHE C
U3UCKBAHUATA Ha WiI.8 1 w15 or 3MH ot Poly Medicure Limited - Hunus, a yqacTHHKLT ¢
MOCOYKII 38 MPOU3BOMUTEN Ha O(EepHPAHHTE MEIUIHECKH H3Aennus BeTpo auzaitn.
o [lpunoxenn c¢a MOAPOOHH NPOCTICKTH HA OBJTAPCKH €3MK C TBIHH TEXHHYECKH
MOKa3aTeNA U IapaMeTp Ha rpeylaraHiTe IPOAYKTH H YKa3aHusl 3a yrmoTpeda.
s YYaCTHHKBT € IIPEACTABHI MOCTPH Ha oepUpannTe MPoIyKTH.

Komucusta npu U3BBpIIeHaTa NpOBEpKa [0 IPeOCTABEHHTE JOKYMEHTH YCTRHOBH, ue
odepupanyTe MEIUIHHCKY H3TEIHMA He OTTOBAPAT Ha M3UCKBAHUATA 3aJI0KEHHM B HOKYMEHTAIUS A
3a y4acTae — NPEACTaBSHHUTE 3aBEPEHH OT YYaCTHHMKA KONHS Ha CepTHOUKATH 33 KAaYeCTBO H
AeKIapanus 3a CHOTBETCTBHE Ha O(epHPAHHTS MeNHUIMHCKH H3ACIHSI, B CBLOTBETCTBHE C
u3ucKBanusTa Ha 4n.14 ot 3MH, kaxTo B Hanmecena "CE" MapkupoBKa, B CHOTBETCTBHE C
U3MCKBAHKUATA Ha 9.8 w w15 or 3MHU ne ca 32 odepupanuTe MeAHIHHACKH H3Je/HA.

Komucusra PEILM:

Hpenpun nmocowenure koHcTaTanuy, KoMucnara npemiara Ha BoinoxuTeNs Ha oCHOBaHKe
an. 107, . 2 Gykea ,,a* ot 3011, na orcTpann yuacTHHKA ,, XumTexe” OO/ oT oTkpuTa Iponexypa
3a BB3NIArale Ha obIecTBeHA MOPhUKa ¢ mpenmeT: “Hocragka na o0moboaHMYHN MeUIIHHCKH
H3JeJHA M KoHcymaTupi no oGocofenn nosuwmuu” 3a obocobeHa mosunms X |, bBagku tun
Topbuuka 3a ypuua®,

Morupu:

YuacTHHKDLT ,Xumreke® OO/l e npencraBun TEXHHUECKO NpPejUIOKeHHe 3a 0bocobeHa
mosuius IX ,banky T TopOHYKa 3a ypHHA™, KOETO HE OTrOBAPS HA UPEABAPHTENIHO OOABEHHTE
M3UCKBaHHus B T. 3.5.1. Gyksa ,,e or Pasnen V H3ncksamus KbM CHABPKANHETO Ha oeprara
OT JOKYMEHTAIUATA, KaTO HE € IMPEACTaBMI AOKYMEHTH, KOHTO ¢a HYacT OT TEXHWYECKOTO
NIPE/UIOIKEHHE - CEPTHQUKATH 3a KA4ECTBO M ACKJIApanus 3a CHOTBETCTBHE HA O(EepPHPAHHTE
MEeJHIHHCKY H3JACNHA, B CbOTBETCTBHE ¢ U3HCKBAHUATA Ha 4in.14 oT 3MMU, xakTo ¥ Hanecena
"CE" mapkupoBkd, B CBOTBETCTBHE ¢ W3HCKBAHMATa Ha un.8 w wnl5 or 3MU Ha
obepHpaHHTEe MEAUTIHHCKY U3 AEAUS.

30. YuacTHHKBT ,Xumrere* OO e npescrasyn TeXHMUECKO TpeUioikenne 3a obocobena
nozunys XV | Xupyprudeckd PhKaBuy —HECTEPHITHEA.

KoMucuara pasriena odeprata Ha yvacrhuka ,Xmmrexce® OOJ u mposepu 3a
CLOTBETCTBHE C IPEABAPHTENHO OGABEHUTE YCIOBHS:

o YUYaCTHHKLT € AeKAapupa, Ue:
- C€ 33(bJKABA N4 M3IBJIHHE JOTOBOPA 34 Bh3NaraHe Ha o0IHEeCTBEHATA OPBUKa B CHLOTBETCTBHE C
HOPMHTE Ha 3akoHa 3a meauunackuTe msfiemus (3MUY), kakTo W Wa BCUHMKW APYFH HOPMATHBHE
AKTOBE, UMETO CHA3BAHE € HEOOXO/HMO 33 KAYECTBEHO H3MTBLAHEHNE Ha TIOPHUKATA;
- TPH H3TOTBSHE Ha ofepTaTa ca CIA3CHH 38JBIDKCHUATA, CBBP3AHM € JAHBUUM M OCHTYPOBKH,
OmassaHe Ha OKOJIHATa CPela, 3aKPHIa Ha 3aeTOCTTa H YCIOBUSITA KA TPY;
- € CBIVIACEH H HpHeMa BCHYKM YC/IOBHA 32 H3IILIIHEHNE Ha 00IIECTBeHaTa OPHYKA, ONpe/e/IeHH B
KJIay3uTe Ha MIPUNOIKEHNE KbM JOKYMEHTAlHNTA 38 YYacTHe MPOSKT HaA JIOrOBOP;
- IpueMa CPOKBT Ha BANHAHOCTTA Ha odeprara ga Opae 180 (cTo u oceMzpeceT) KalleHAApHU ITHH,
CHUTAHO OT KpaifHysl CPOK 3a NozaBane Ha ohepTuTe;
- [IPH M3ITBEITHEHACTO Ha 00INECTBeHaTa NOPBUKA HAMA /A (101384 KalaluTeTa Ha TpeTH JULa;
- IIpH M3IIBJIHEHHETO Ha 00lecTBERATA IIOPhUKA HAMA J(A M0J13Ba TI0AH3IIBIHHTEN,
~ [I¢ OCHTYpH HEOOXOMMHTE KOJIMIECTBa Ha odiepupanuTe IPOAYKTH 3a Leus CPOK HA JOTOBODA;
- KbM JiaTaTa Ha AOCTABKA CPOKLT HA TOAHOCT Ha odepHpaHure NpORYKTH € MHHHMyM 70 %
/ceneMpecer nponenta/ 0T 0GSABEHHS OT IPOUIBORUTENA.
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o Ilpeanoxex € Cpox Ha BCAKA NOCTaBKA J0 3 /Tpu/ M, a CPOKBT 3a CHEIIHA JOCTABKE 10
24 /npagecer ¥ yeTHpH/ Yaca ciel 1MoJIyYaBaHe Ha 3asBKA OT BB3JIOKATEIS.

o KBM TexHU4eCcKOTO IpEANOKEHHe € IPEJCTABEHO NPHNOKEHHE, HA XAPTHEH M
EIEKTPOHEH HOCHTEIL.

¢ TexHHYECKOTO MPETOXKESHHE € MOATHCAHO OT 3AKOHHUA IPESACTABUTEN HA YIACTHHKA.

© TexXHUYECKOTO HPENJIONEHHe BKIIOYBA BCHYKHM HOMEHKJIATYDHH CAMHHLY  OT
Texnuveckara cremmduxanus, npellaraHuTe MCAHUMHCKH U3NENMA €A C NPOH3BOLHUTEN
Kocmomen,

o IlpunoxeHo ¢ OTOPH3aNMOHHO IHCMO HA yyacTHHKA ,Xumrexc® OO or
TIPOH3BOANTENS HA O(epUpaHUTE MEAULHHCKH H3AEIMs.

o IlpunoxkeHu ca 3aBepeHH OT yYacTHHKa KONNS Ha CepTHOUKATH 33 KaJeCcTBO H
OSKJIGpaliiA 34 CHLOTBETCTBME Ha o(epupaHuTe MEXHIIHHCKH U3AENHAA, B CHOTBETCTBUE C
n3uckBaHuATa Ha .14 or 3MH, kakto n Hanecerwa "CE" MapKHpOBX4, B CHOTBETCTBUE C
H3McKBaHMsTa Ha wi.§ ¥ wi. 15 ot 3MH.

e [lpunoxeHu ca noApoOHH TNpPOCHEKTH Ha OBLITApCKH €3UK ¢ IBIHH TEeXHHUECKH
TOKA3aTelH U apaMeTPy Ha NpeJIaTaHuTe IPOJYKTH U YKAa3aHU 3a ynorpeda.

e YYacTHHKET € MPEACTARII MOCTPH Ha OPEPUPAHHTE NPOLYKTH.

Komucusara H3BBPIIHA IIPOBEPKA 10 NPEAOCTABCHHTE NOKYMCHTH H MOCTPH H YCTAHOBH, 4e
O[l]epﬂpaHHTe MCAHNHHCKKY H3AE/IUA OTrOBapAT Ha HIHCKBAHHATA HA 3aKoHa 32 MEJMLHHCKHTE
H3NCIHA (3MH) H CROTRCTCTBEAT Ha H3HCKBAHWATA 3WICKECHH B TCXHHUYCCKATA CHCHH(})HK&HHH.

Komscnara PELIN:

Texs#uueckoTO HpeUTOKCHHE 33 M3NBIHEHME HA HOPHUKATA HA yJaCTHMKA ,, XHMTeKc™
001 3a oGocolGena nosuums XV ,XHPYPIHYECKH DPBKABHIMU —HECTEPHJIHM® € H3TOTBEHO B
CBOTBETCTBHE C H3UCKBAHUSTA Ha TEXHUYECKATA cnelu(DUKANNA H H3UCKBAHIATA HA BBLAIOHKHATENS.

31. Vwactruker ,,Xumrere* OOl e npefcTaBHIl TEXHUYECKO IPEANOKeHHE 3a obocobena
nozunua XVI,, Crepunsn XUpypruday perasam™,

Komucuata pasriefia odeprata Ha ydacTHHKa ,Xemrexe® OOX u nposepu 3a
CBOTBETCTBUE C IPE/IBAPHTEIHO 00IBSHUTE YCAOBHS:

o YYacTHHKBT € JACKJapupat, ue:
- C€ 33XbJIKaBa Ka M3TTBIIHM JIOrOBOPA 34 Bh3jaraHe Ha oOUIeCTBEHATa NOPHUKA B CHOTBETCTBHE €
HOpMYMTE Ha 3aKoHa 3a MeAunuuckuTe m3zemus (3MU), kakTo U Ha BCHYKY APYTH HOPMATHBHH
aKTOBE, YHETO CIIa3BaHe € HeOOXOHMO 33 KaJeCTBCHO H3NbIHEHNE Ha IOPBUKATE,;
- IIPH H3TOTBHE Ha odeprara ca CHa3eHH 3aJBJDKECHHATA, CBLP3aHK ¢ HAHBIM H OCHIYPOBKH,
ONa3BaHe Ha OKOJIHATA CpeJia, 3aKPHIId Ha 3aeTOCTTA M YCJIOBHATA HA TPY;
- € CBhIJIaCeH M IIpUeMa BCUYKH YCIOBHS 3a H3TBAHEHHE Ha OOINECTBEHATA IOPHUKa, OIPeIeIeHH B
KJIay3HTe Ha NPHIOKECHIS KbM AOKYMEHTAIHATA 38 YUACTHE IIPOEKT Ha JOTOBOD;
- IpHEMa CPOKBT Ha BaNHAHOCTTA Ha odeprara Ja Opme 180 (cTo M ocemzecer) kaneHaapyy OHH,
CUHTAHO OT KpaliHus CPOK 3a IoAaBane Ha odeprute;
- IIPH {3MLAHCHUETO Ha OOMICCTBEHATA MOPBRIKa HAMA Ja TI0I3Ba KarauTera Ha TPETH JIHIa;
- TIPH W3IBIHEHUETO Ha 00IeCTBeHATA NOPHYKA HAMA 1@ T10J13Ba NOJHIILARATEL
- I[I¢ OCUTYpH HECOXOAHMUTE KOJIHUECTBa Ha O(epupanuTe IPOAYKTH 3a LEHA CPOK Ha JOr0BOPa;
- KbM JataTa Ha JOCTaBKa CPOKLT Ha IOZHOCT Ha oQepUpaHHTe NPOAYKTH € MuuumyMm 70 %
/cepempecer nponeHTa/ 0T 00SBEHMUA OT IPOU3BOAHTENA.

e Ilpesnoxen e cpok Ha BesKa JOCTAaBKa 0 3 /rpw/ nus, 4 CPOKBT 3a CICHIHA A0CTaBKA 10
24 /nBaneceT U UeTHPW/ Haca el NOAYYaBaHe Ha 3ajgBKa OT BH3NOKHTEN,
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o KoM TexHu4ecKOoTO TIpe/NOKEHHE € IPEACTABEHO IIPWIONEHHE, Na XAPTHEH o
EJIEKTPOHEH HOCHTEIL.

o TexHHYECKOTO NPEANTONEHHE € HOAIKCAHO OT 3aKOHHUA MPeACTABHTEN HA YYaCTHHKA.

o Texun4eckoTO TNpeNfcKEeHME BKMOYBA BCHYKM HOMEHKIATYPHH GMHHIH  OT
Texuuueckata cnenuduxanus, NpeNaraHuTe MeAHUMHCKA H3LEIHA ca ¢ I[POH3BOMHUTEN
Kocmomem,

o IlpunokeHo € OTOPW3aIMOHHO IHCMO HAa ydYacTHHKA ,XHMrexc® OO or
TPOH3BOIHTENA HA ODEPUPAHHTE MEUIMHCKH H3IETHL.

o [Ipumoxxeny ca 3aBepeHH OT YYACTHHKA KONHS Ha cepTUHKATH 3a KauecTBO W
IeKnapanis 34 CHOTBETCTBHE Ha OQepUpaHHTEe MEAHIMHCKH HM3JEHAMSE, B CHOTBEICTBHE C
H3NCKBaHKATA Ha un.l4 or 3MU, kaxro ¥ HameceHa "CE" MapKupoBKa, B CHOTBETCTBHE C
H3nckBaguATa Ha WL.8 1 wi.15 ot 3MU ot Sempermed Classic, a Y9aCTHHKBT € HOCOYKI 3a
NPOHU3BOAUTEN HA OepUPAHNTE METUIHHCKH H3Aenus Kocmomes,

o JlpunoxenH ca noApoOHKM HPOCHEKTH HAa OBIATapCKH €3MK ¢ NBJIHH TEXHHYECKH
TIOKasaTeNld ¥ NapaMeTpH Ha Ipe/UiaradnTe IPoAYKTH U yKasauus 3a ynorpeda.

o YHACTHHKHT € NPEACTaBHNI MOCTPH Ha o(epHpaHHTe HPOAYKTH 3a HOMEHKIATYDPHH
enuunny 1,3, 4,5,6mn 7.

KomucnaTa Iipy M3BBpHICHATA IIPOBEPKA HO NPENOCTABEHHTE AOKYMEHTH YCTAHOBH, He
oQeprpanyTe MEAHITHEHCKM H3JENH] HE OTrOBApAT HA H3UCKBAHMNTA 3I0KEHH B TOKYMEHTAIUATA
33 YYACTHE — MPEJCTABEHUTE 34BEPEHM OT YHaCTHHKA KOMHA Ha cepTudUKaTH 3a KAYECTBO K
INEKNapaius 3a ChOTBETCTBHE Ha odepupanuTe MEIHIKHCKE H3NENHI, B CLOTBETCTBUE C
H3uCKBaHMATa Ha 4Yi.14 ot 3MH, kaxTo M manecena "CE" mapkupoBka, B CHOTBETCTBHE ¢
H3UCKBanusATa Ha WI.8 ¥ 4I.15 or 3MY He ca 3a odepupzuuTe MEAHIMHCKE M3IXeTNI.
KomMucusra XoHCTaTHPA, Y€ YUACTHUKBLT HE HpHiara MOCTPH Ha oQepHpaHHTE NPOAYKTH 32
HOMEHKNATYpH exuauuy 2, 8, 9 u 10. B Onuca va foKyMEHTHTe, CBABPKAWA ce B odepTara
no obocobena moznnua XVI ,,CTepuwiHy XUpyprudHy PHKABMHM® YUACTHHKBT € 3andcaj, ue
IPUAAra MOCTPH 10 H30pOEHHTE HOMEHKIIATYPHH €XMHUIM, HO B CIIMCHKA HA TIPEACTABEHUTE
MOCTPH € samucano: ,M3uepmaHa ckiagoBa HANWYHOCT KGHM MOMEHTZ Ha MOJXaBaHe Ha
odeprata® . YUacTHHKET He € OTOC/I3aN B TEXHHYECKOTO NpelIoKeHue AaiH ¢ HOCTaBIN B
bonnuna ,,Jlosenen othepupanuTe MeAUIMECKY H3menus. KOMUCHSATA U3BBPIIM IIPOBEPKA K
OCTAaHOBH, Y€ odephupaHHTe MEAMIIMHCKH H3JeNUs He ca OMJIH NOCTaBiH¥ B HOJHHIA
HJloseHen’,

Komucusra PEIIIN:

HpensrAa nocodeHUTe KoHCcTaTalmy, KoMucHaTa npejyiara Ha BE3moxkuTens Ha 0CHOBaHHE
an. 107, 7. 2 Oyksa ,,a* ot 301, ma oTcTpany yyactHuKa , XuMTeRe” OO/ 0T OTKpHTA NpoHERypa
3a BB3NAraHe Ha obliecTBeHa nopeuka ¢ npeamet: “JdocraBka na o6me0oARMTHE MeAUIHHCKH
H3AeAHa H KoHcymarusu me obocofenn nosunuu” 3a ofocobeHa mosunus XVI , Crepunsn
XUPYPrUYHH PBKABHIIHA .

MoTHBH:

YuactunksT R,Xumrexe® OO/l e npencraBui TeXHHUECKO NpeanokeHne 3a obocobena
nosumus XVI ,,CTepunuy XMpypruyHH PBKAaBHIM®, KOETO HE OTroBaps Ha NpeasapHTENHO
obsBenATe M3uckBaHHg B T. 3.5.1. Oyksa ,.e“ u Gyksa 4 or Pazgen V HaucKBAHMA KbM
CHABPAKAHNETO Ha oepPTaTa OF NOKYMEHTAHUATA, KaTO He € NPe/ACTABMI AOKYMEHTH, KOMTO ca
YacT OT TEXHUYECKOTO MpeaioieHHe - cepTudukaTd 3a KadeCTBO M JEKjapanus 3a
CHOTEETCTBHE Ha odQepupanuTe MESAUUHHCKHA H3INENHA, B ChOTBETCTBHE C H3UCKBAHHATA Ha
.14 or 3MHU, kakto u Hanecena "CE" mapknpoBka, B CHOTBETCTBHE ¢ H3HCKBaHHATA Ha
.8 ¥ w15 or 3MU 1 MocTpu Ha yact 0T odepupanuTe METHIMHCKA u3xenus, B w1 39, an.
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3, 6yxsa ,e* or IIII30I e mocoueno, ue MocTpuTe ca wacT oT opepraTa. HempeacTassaHeTo Ha
nexnapanMs 32 CBOTBETCTBHE, CEPTHPUKAT 3a KAYECTBO M MOCTPH Ha odepapaHure
MERHIMHCKH H3AENHA, IpaBu odepTaTa HembiHA W He OaBa BLIMOXHOCT HA KOMUCHATA A
YCTAHOBM CBHOTBETCTBHETO H ¢ M3IUCKBaHMATa 3anucaHu B TEXHHYECKATAa CrenU(HKaLHs.

YuacTHukeT RXumrexc OO/ e nmpenctasmr odepra, KOATO HE OTFOBaps HA NIPeABAPHTENHO
o0sBEHHTE YCIOBUS Ha HOPLYKATA.

32. Y4acTHHKBT ,XumTeke OO/l ¢ npeacraBun TexHUYECKO IpeIoKeH e 3a obocodena
rosuig XXV peanazay oadma™.

Komucuara pasriema odeprara Ha yuacTHuKa ,Xmmrexe® QO u nposepu 3a
CBOTBETCTBUE C NPEABAPHTCIHO O0SABEHATE YCHOBHS!

o VYUYaCTHHKET € JCKIapupai, ue:
- CE 331bJDKABA J1a M3IBIHM JOTOBOPA 3a BhaNaraue Ha o0IIecTBeHATa ITOPHYKA B CLOTBETCTBHE C
HOPMHUTE Ha 3aKoHa 3a Meaunueckure m3nenus (3MH), kakTo ¥ Ha BeWvku APYTHM HOPMATHBEHM
aKTOBE, YMETO CTIa3BAHE € HeOOXOMHMO 32 KaYECTREHO HIIBAHCHNE Ha IOPBUKATA,;
- TIPH H3TOTBAHE Ha OQepTara ca CIA3eHH 3aJbDKEHHATA, CRLP3AHH ¢ JAHBIHM H OCHTYPOBKH,
0IIa3BAHE Ha OKOJIHATA CPEaa, 3aKpHia Ha 3aeTOCTTa H YCIOBUSTA Ha TPY/,
- € CBIJIaCEeH M IIPHEMa BCHYKH YCHOBHA 3a M3IBIHEHHE Ha OOLIECTBEHATa [IOPhLUKA, OIPEACHEHH B
KIIAY3HTE Ha MIPUIIOKCHUS KbM JOKYMEHTAHHATA 38 YHACTHE IIPOCKT Ha HOTOBOD;
- TIpHeMa CPOKBT Ha BaJIdAHoCcTTa Ha odeprara Aa 6wxe 180 (cTo M ocemecer) KaneHaApHY AHY,
CUHTAHO OT Kpaiiuus Cpox 3a NoJagaHe Ha OQEPTHTE;
- IpY M3OBAHEHUETO Ha o0nlecTBeHAaTa IOPBbUKa HIMA Jla OJI3Ba KalayTeTa Ha TPETH JIHIA,;
- [IPU MR3N'BAHESHUETO Ha OOLIECTHEHATA [TOPBLYUKA HIMA Aa MOJ3Ba NOAM3IIBIHATEN,
- € OCHTYDH HEOOXOMUMHTE KOJINYECTRA Ha OdepUupaHuTe IPONYKTH 34 HEeJHs CPOK Ha JOTOBOPE;
- KBM JMaTaTa Ha ZOCTABKa CPOKBT HA FORHOCT Ha odepHpaHHTe NpOAYKTH ¢ MuHuMyMm 70 %
/cemeMaeceT nponeital 0T 00ABEHHS OT NPOUIBOIUTEIA.

s [lpe/uIoikeH e cpoK Ha BCAKa AOCTaBKa J0 3 /TpH/ JIHU, a CPOKBT 34 CIICIIHA JOCTABKA IO
24 /nBapjeceT 1 YeTHpH/ yaca clIe] ONYUIaBaHe Ha 3agBKa OT Bh3JIOKUATEIH.

o KbM TexuHMYeckoTO MPEANOKEHHE € NPEIACTABCHO IIPHIOKEHME, Ha XapTueH M
CNEKTPOHEH HOCHTEN.

o TexXHHYEeCKOTO MPEAoKEHHE ¢ HOANUCAHO OF 3AKOHHNS HPEACTABHTER HA YIaCTHHKA.

o TexHHUYECKOTO MpeANOKeHNE BIUNOYBA BCHYKH HOMCHKHATYPHHM  €JHHHUH OT
Texuuueckara crieudukanus, IPEAIAraHUTe MEXRITMHCKH H3ZCIHL ca ¢ mpou3somuTen Menranab.

e [IpHnoXkeHO € OTOPH3AIHOHHO [HCMO Ha yyacTHHKa ,Xumrerce® OO ot
[IPOH3BOAMUTENS Ha odeprHpaHnATe METHIMHCKH H3ACIMAL

o [Iprroxesu ca 3aBEepeHE OT YYACTHHKA KONMHS HA CepTHOHKATH 38 KadeCTBO H
Jexiaapalud 3a CBOTBETCTBHE Ha odepHpaHHTe MEJUIHHCKH H3JENHA, B CHLOTBETCTBHE ¢
u3uckBanusTa Ha wi 14 ot 3MH, xaxto »w nanecena "CE" mapkuposka, B CBOTBETCTBHE C
w3dcxkBanasta Ha W8 w unld or 3MU or Medop S.A., a YJaCTHHKET € IOCOYHUNT 34
TPOH3BROANTEN Ha ofiepHpaHuTe MeANIHCKH u3nenus Jdentanad.

e [lpunoxenu ca NOAPOOHH IMPOCIHEKTH Ha OBJITAPCKA €3UK C IBIHA TEXHHYCSCKH
HOKA3ATE/H U NAPaMeTPY Ha HMPeJUIATaHuTe TPORYKTH M yKa3aHud 3a ynotpeta.

¢ YYacTHHKDBT HE € IPSACTARMII MOCTpa Ha oepupasud IpOIyKT.

KomMucusra IIpH H3BLPIICHATA [MPOBEPKa IO IPEAOCTABEHUTE AOKYMCHTH YCTAHOBH, HE
Oq)CpIrIpElHHTC MCIAWNHHCKH N3FCIHHUA HE OTTOBAPRIT Ha H3HCKBAHHATA 3alICKCHHE B JOKYMCHTAIHATA
34 YHaACTHC — IPCACTABCHHTC 3aBCPCHH OT YHACTHHKA KOIHI Ha CCpTI‘I(bHKaTH 38 XadeCTEO M
JCEKIapalinga 34 CHLOTBCTCTBHE HA Otbcpmpaﬂﬁ're MEOHOHHCKH H3NCIHHA, B CLOTBCTCTRBRHC C
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usdcksapnaTa Ha un.14 or 3MHU, kakTo u Hanecena "CE" MapKupoBKa, B CHOTBETCTBHE C
u3gckpaHuATa Ha 4i.8 m um.15 ot 3MMU He ca 3a odrepupanmTe MeIHUMHCKH W3jeans.
Komucusgra koHcTaTHpa, Y& YHACTHHKBT HE Hpumara MOCTpa Ha o(epHpanus NpoAyKT. B
Onuca Ha ROKYMEHTHTEe, CBHIBPXKAIHM ce B odeprara no obocobena mosunmus XXV
~I[peANasHn oumna“ YYaCTHHKST € 3allicaN, Ye NpWiIara MOCTpa, HO B CIOHCHKA Ha
NpEeACTaBeHHTEe MOCTPU € 3amHcano: ,M3depnmanHa cxniajgoBa HAIMYHOCT KbM MOMEHTA Ha
nokasaxe Ha opeprara”. YYacTHHKET He € oTOeNsI3a] B TeXHHYECKOTO MpEN0KeHHe Jand &
Rocrassan B bonnuna ,,Jlozenen” odepupanure MeOUUHHCKY u3jennd. KoMuensTa H3BBPIIH

MPOBEPKA ¥ OCTAHOBHU, 4Ye OdepUpaHHTe MENUNMHCKY H3AEHHs HE ca OHIM NOCTABAHK B
bonnuna ,,Jiozenen®.

Komucusara PEHIN:

[Ipeasua nocouennTe xoHcTatamuy, KoMucHATa npeanara Ha BE3MONKUTENsT HA OCHOBAHME
wi. 107, 1. 2 6yxsa ,,a* ot 3011, ma oTcTpanu yyactHuka ,,Xamreke* OOl oT oTkpuTa npouemgypa
3a Bh3arane Ha oOHIECTBEHA HOPBLUKa ¢ Opeamer: “Jocrarka Ha 00HI000JHHYHN MeNNIHHCKEH
H3JCAUS M KOHCyMaTUBH 00 obocobenu mosaumn” 3a obocolena mosunms XXV |, lpeanaszuu
oumna‘.

MoTusu:

YuacTHHKET p,Xumrexc* OO e npencraBun TeXHHUECKO NpesioxkeHye 3a obocobena
nozuunsa XXV ,Ilpeanazsu oumia®, KOSTO He OTroBaps Ha NPEBApUTENHO 00SIBEHNTE H3HCKBAHNA
B T. 3.53.1. OyxBa ,.e“ u OyxBa i ot Pasmes V M3uckBanus KbM ChbXbLp:KaHueTo Ha odeprara
OT MOKYMEHTALMATA, KATO HE € NPeACTaBUN JOKYMEHTH, KOMTO €& 4Y4CT OT TEXHHYECKOTO
OPEANOKEHNE - CepTUBHKATH 3@ KATeCTBO M JEKIapalus 32 ChOTBETCTEHE Ha oQepupaHuTE
MENMIIMHCKE H3JEIHS, B ChOTBETCTBHE ¢ U3HCKBanusATa Ha wi.14 or 3MU, xakto u HaHecena
"CE" mMapxupoBKa, B CHOTBETCTBUE C M3MCKBAHUATA Ha w8 ¥ w15 or 3MU u MocTpa Ha
odepupanus npoaykt. B um 39, an. 3, 6yksa & or IIII30II e mocouero, ye MOCTpUTE ¢4 9acT
oT ofeprara. HenpeAcTaBaneTo Ha JeKIapaus 3a ChOTBETCTBHE, CepPTH(HKAT 32 KAUECTBO H
MOCTpPH HA O(hEPHPAHHTE MENMLIMHCKY H3ILIHS, IpaByu ohepTaTa HeblIHA H HE JaBa BE3MOIKHOCT
HAa KOMHCHMATAZ Ja YCTaHOBHA CBOTBETCTBHETO ¥ C W3HCKBAHHATA 3anycadd B TexHH4eckara
creyuduranua. Y9acTHHKST ,,Xumrexc* QOO e npexcrasun ofepTa, KOATO HE OTropaps Ha
PEABAPHTENHO 00dBEHUTE YCIOBHS HA HOPLUKATA.

33. YuacTHHKBT RXuamTere” OO/ ¢ npeacTaBui TeXHUYECKO Hpeokenne 3a 06ocobeHa
no3unud XXIX ,,Pazus MelMIIBHCKH KOHCYMATHBH®,

Komucusara pasrnega odeprata Ha ydacTHHKa ,Xumrexe OO/ u noposepu 3a
CHLOTBETCTBHE € IPEABAPUTENHO OGABEHUTE YCIOBHS:

e VYWacTHHUKEBT € AeKIIapHpalt, ye:
- C€ 3abJDKaBa Ja W3IIBJIHE JOTOBOPa 34 Bb3/IaraHe Ha 00mecTBeHaTa HOPBhYKA B CHOTBETCTRBHE C
HOpMATe Ha 3aKeHa 3a MeaunuHckyrte m3gendd (3ME]), kaxto # Ha BCHYKH IpYyri HOPMAaTHBHH
AKTOBE, TMETO CHa3BaKe € HEOOXOMUMO 3a KAYECTBEHO H3MbIHEHNE HA TOPHUKATA;
- OPH H3TOTBAHE HAa O(EpTaTa €a CHA3CHH 3aNBKCHHSATa, CBLP3aHH ¢ HAWBIH U OCUTYPOBKH,
OIA3BAHE HA OKOJIHATA CPEJiA, 3aKpPHIa HA 3aeTOCTTA ¥ YCJIOBHSTA HA TPYX;
~ € CBITIaCCH W IIPHEMa BCHUKH YCIHOBHA 34 H3IBIHEHRHE Ha 00LNECTBEHATA TOPBUKA, OTIPE/ICNIEHH B
KIay3uTe Ha IPHACKEHMS KbM AOKYMEHTAINATA 33 y4aCTHE FIPOEKT Ha AOTOBOP;
- HIpHeMa CPOKBT Ha BaNHAHOCTTa Ha o(epTata Ja O6nae 180 (cTo U ocemzecer) KaneHnapHH JHH,
CUMTAHO OT KpaHHIt CPOK 3a HofaRane Ha odrepTuTe;
- IIPK H3ITHIHEHKETO Ha OOMIECTBEHATA IIOPBYKA HAMA Ja TI0JI3BA KatlannTeTa Ha TPeTH JIHIa;
- Ip¥ H3OBJIHCHHETO Ha OBHISCTBEHATa TOPhUKa HAMA Ad TICN3BA MIOAMIIBAHUTEN;
- 1Li¢ OCHIYPH HeoOXOAUMATE KONKHYECTRA Ha 0(EePHPAHKTE IPOAYKTH 32 IIEJIHS CPOK Ha 0TOBOPa;
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/cemempaecer NpoeHTa/ OT OOSABEHNS OT IIPOU3BOXUTENS.

o [lpeasioyxen e CpoK Ha BesAka AocTaBKa N0 3 /Tpw/ HHM, a CPOKET 3a CTIENIHa JOCTARKA IO
24 /npafmeceT H geTHpW/ Yaca CJe HONYYABAHE HA 3a4BKa OT BLAJIOKHTENA.

o KeM TexHuyeckoTo NpeANoKeHHe € NPEACTABEHO IPUIIOKEHHE, HA XapTHEH o
€JeKTPOHEH HOCHTEIL.

¢ TexHMYECKOTO NPEANOIKERHE € IOAIHCAHO OT 3aKOHHHA IPEACTABHTEN HA YUACTHHKA.

o TexHu4eckoTO NpEHANOXEHHE BKIFOYBA BCHYKM WOMCHKNATYPHH ENMHHUM  OT
Texnuueckara crennHKalus, IPeANaraHuTe MEIUITHHCKY M3EMHA Ca ¢ NpPOH3BOAHTENH Berpo
nasaity, byprac menukase, Kapn Xext u Hentanab.

s [lpunowenn ca OTOPH3ANMOHHM [HMCMAa HA YYACTHHKA ,XumTexe® OO ot
APOU3BOAHTENNTE Ha OQepUpPAHHTE MEAULIMHCKY M3 IS,

e [lpunoxeRW ca 3aBepeHM OT YYACTHHKA KOMMS HA CepPTHHKATH 33 KAYECTBO H
OeKyapanys 3a ChOTBETCTBHE HA O(EpHpaHUTE MEAMLMHCKH H3ACHHS, B CBOTBETCTBHE C
n3ucksaHusgTa Ha un.l4 ot 3MH, kakto u nanecena "CE" mMapkuposka, B CHOTBETCTBHE C
M3¥CKBaHUATA Ha un.8 u 4n.15 or 3MH, xakro crensa:

- 33 HOMEHKIaTypHU efusuin 1, 2 u 3 ca OpelcTaBeHH CHOTBETHUTE JOKYMEHTH OT

NATUREL MEDIKAL KAGIT ve GIDA SAN. TIC. LTD. STL. Typuusa, a

YYaCTHHKEBT € MOCOYHI 3& MPOU3BOAUTEI HA OQepHpPaHUTE MEAUUHHCKH H3IEIUA

Betpo nuzaiix.

- 32 HOMEHKNATYpHa eNdHUNa 4 ca MPEeACTaBeHH CHOTBETHHTE NOKyMeHTH OT Taizhou

Kangjian Medical Equipments Co., Ltd. Kurali, a y4acTHHKET € mocouusn 3a

OPOH3BOAUTEN Ha O(epHUpaHHTe MEJULHHCKY H3nenyusa bypruac MeguKaic.

~ 3& HOMGHKIATYPHA €OMHKLA 5 ca HPe/ICTaBeHH ChOTBETHUTE HOKYMEHTH 0T Shanghali

Ucare Biomed Co., Ltd. Kutalf, a y4acTHHKHT € HOCOYMJN 34 TpPOM3BOJUTER Ha

odeprpaHuTe MEAUITHHCKH U3enus bypHac Menskac.

- 33 HOMEHKIIaTypHa eJHHULA 6 ca IpelcTaBeHK CHOTBETHHTE AOKYMeHTH oT Huaian

Angel Medical Instruments Co., Ltd. Kwurall, a y4acTHHKBT € NHOCOuUHI 3a

HPOU3BOOUTEN Ha odepUpaHUTe MeIHIMHCKY H3aenus Berpo auzaiiu.

- 32 HOMCHKIATYPHM €JUHULIH 7 1 9 e npeAcTaBeHo npwioxenue kpM CepTudHKaT 3a

CBOTBETCTBUE, B KOETO HE € MOCOYCH IPOH3BOIAHTEN HA o(epHpanuTe MEIMITHHCKH

H3ACNUA U CPOK HG BAIMAHOCT.

- 33 HOMeHKNAaTypHH exununy 8, 12, 13 u 17 ca npeacTaBeHH CHOTBETHHTE AOKYMEHTH

OT TPOU3BCIAUTENHTE Ha OepUpaHuTe MeJUIIMHCKH H3AEITH,

- 33 HOMEHKNATYpHa exunuua 14 ca npeacraBeHH CHOTBETHHTE JOKYMEHTH oT Xiantao

Fushi Protective Products Co., Ltd. KuTaill, a y4acTHHKBT € [OCOUHA 3a MPOH3BOAUTEN

Ha oepupaHATe MEAMIIMECKHA H3IeTUs Betpo XH3aiiH.

- 33 OCTAHAJINTE HOMEHKNATYPHH EAUHHIIH HAMA TPEACTABCHH NOKYMEHTH,;

o IlpunokeHn ca moApoOHM IIPOCHCKTH Ha OBArapckM €3UK ¢ HBIHM TEXHHYCCKH
noKa3aTenH # [MapaMeTpy Ha IpelyiaranyTe MPORYKTH U yKazanud 3a yrnorTpeta.

o Y4YacTHMKBT € IPEACTABHI MOCTPH Ha OQepHpaHNTe NPOAYKTH 3& HOMEHKNATYPHYA
ennornyi 1,3,4,5,6u 7.

KomucHata 1pH H3BLpILEHATa NPOBEPKa [0 IPEeJOCTABEHUTE JOKYMEHTH YCTAHOBH, e
obepupaHnTe MEIHIMHECKA H3ASIHA HE OTTOBAPAT Ha M3UCKBAHUATA 3aJI0KEHH B AOKYMEHTALMATA
3a YYacTHE — IPEJCTABEHUTE 3aBEPEHH OT YYaCTHHKA KOIHS Ha cepTH(UKATH 3a KAuecTBO M
Jekiapalus 32 ChOTBETCTBUE Ha OdepHpaHUTe MEIUMIHHCKH H3Ie/lud, B CHOTBETCTBHE C
H3UCKBaHuATA Ha 4wi.14 ot 3MU, xaxro u manecena "CE" mapruposka, B CbOTBETCTBHE C
H3ucKBaHuATa Ha 418 ¥ wi.l5 or 3MMU He ca 3a odepupaHnTe MeIHHHHCKHM H3XeaHd.
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Komucusta KOHCTAaTHpa, T¢ y4acTHHKBT HE IPHNATA MOCTPH Ha o@epnggﬂme ;Boz:yzcm 33
HOMEHKJATYpHH efHEuIM 2, 8, 9 n 10. B Onuca Ha ZOKYMEHTHTE, CHABPNALIE CE B odieprara
no obocobena nosuunas XXIX | Pazau Memruimucky KOHCYMAaTUBH YUACTHHKBT € 3allHCal, Ye
NprIara MOCTPH MO H3OPOCHHTE HOMEHKIATYPHY SAHHUIA, HO B CHHCHKA HA NPECTABEHUTE
MOCTPH € 3amucano: ,Msdepnama ckiagoBa HANMYHOCT KBM MOMEHTZ HA ITOJABaHE Ha
odeprata®. YUacTHHKBT He e 016eNd3aN B TEXHHYECKOTO NPEUIOKEHIE A € JOCTaBMwI B
Bomnuna ,,JIozenen®™ odeprpannre MegumHECKE H3nenus. KoMucHsTa H3IBBPIIH NPOBEPKa K

OCTaHOBY, 4e O(CpHpaHHUTe MEAWUMHCKM H3ZSAHS He CA GHUIM AOCTABIHYU B Bonrnna
,Jlo3eHeIr™,

Komucugara PEIIIH:

Ipexsun mocouenuTe xoucratanuu, KoMucnsTa npepnara Ha BE3I0KHTENS HA OCHORAHHE
un. 107, 1. 2 6yxBa ,,a“ ot 3011, ma oTCTpanHy yH4acTHUKA , XHUMTeKe™ OO/l ot oTkpuTa npoueaypa
3a pp3narane Ha oOmecTBEHa NOphIKa ¢ nipeaMeT: “NocTaBka Ha o6uroGoannyan MeIHIHHCKY
H3JENNSI ¥ KOHCYMAaTHBH 1o obocobenn mosmpun” 3a ofocofeHa nosmums XXIX . Pasuu
MEAULIEHCKY KOHCYMATHRH

Morupu:

YuacTHHKET ,,Xumrekc® OQJ e NpeacTaBUI TeXHHUCCKO npejokenre 3a obocobena
mosuiun XXIX ,Pasnn MeAHUMHCKH KOHCYMATHBH®, KOETO HE OTTOBApSA Ha MPEeIBAPHTEIHO
obasennute m3uckpaHmA B T. 3.5.1. Gykea ,e“ uw Oyksa , i oT Pasmest V M3uckpamus KbM
CLABIKAHICTO Ha odepraTa OT JOKYMEHTAlHATA, KATO HE € NPEACTABHI JAOKYMEHTH, KOHTO ca
9acT OT TEXHHHUECKOTO MpeMIoXKeHue - CepTHOUKATH 3a KauecTBO M NeKJapalds 32
CBOTBETCTBHE HAa OQEpHPAHMTE MEAHLMWHCKH H3JENHH, B CHOTBETCTBUE C M3UCKBAHUATA Ha
ui. 14 ot 3MH, xaxto u Hanecena "CE" MapkupoBKa, B CHOTBETCTBHE ¢ H3UCKBAHMSTA HA
an.8 ¥ .15 o1 3MHU u MocTpu Ha wact oT odepupannTe TpoxykTH. B wr. 39, an. 3, Oyxea ,&“
ot HII30I ¢ mocoveno, we mocTpure ca yact oT odeprara. Henpeacrassuero Ha IeKnapamus 3a
CHOTBETCTBUE, CEpPTHUKAT 32 KA4eCTBO H MOCTPH Ha O(epHpaHUTe MEKHULHHCKK H3IEIHH,
npasy oepTaTa HENBJIHA U HE JaBa BH3MOKHOCT HA KOMUCHATA Ji@ YCTAHOBH CHOTBETCTBHETO i ¢
M3HCKBaHWATA 3amucany B Texnmueckara cremmduxanms. YuactHUKET ,XumTexc” QO] e
IPEACTABAI OQEPTa, KOATO HE OTroBaps Ha IPESABAPUTEIHO 00ABEHNTE YCIOBHS Ha NOPRUKATA.

34. YvyactauxpT ,bBysmap MJI“ OOJ e npencrasunn TexHUYECKO NPCMIOKEHHE 34
obocobena nosunut XXI ,,Crepunin ceTose 3a TOKPUBAHE™,

Kommcunta pasriesa odeprata Ha ydactauka ,Byamap MJ“ OOJ u mnposepu 3a
ChOTBETCTBHE C NPEABAPHTEIHO 00MBEHUTE YCIOBHA:

o YYacTHHKLT € AEKIGpUpal, de:
- C€ 3aqb/DKaBa Ja H3IRJIHH JIOrOBOpa 34 Bb3jarage Ha OOHICCTBEHATA OPHUKA B CHOTBETCTIBUE C
HOPMHTE Ha 3aKOHa 33 MEAHLIMHCKUTE H3gemmst (3MH), kakTo W Ha BCHUKH APYTH HOPMATHBHH
AKTOBE, YHETO CNIA3BaHEe € HEOOXOMKMO 32 KAYECTBEHO H3IILIHECHIE Ha NTOPHUKATE,
~ IpH HW3rOTBAHE Ha odeprara ca CHA3CHE 33[BIDKCHMSTA, CBBPIAHA C JAHBUM H OCHTYPOBKH,
OnassaHe Ha OKOJHATA CPEela, 3aKPHIa Ha 348TOCTTA ¥ YCIOBHATA HA TPYL;
- € CBINIaCeH M MPHEMa BCHYKH YC/IOBHS 32 U3IILJIHEHNE HA 00IHEeCTBEHATA TOPHYKA, ONpEElICHN B
KNay3HTe Ha NPUNIOKEHHS] KBM JOKYMEHTALMATA 34 YIACTHE HPOEKT Ha AOTOBOD;
- IPAEMA CPOKDLT HA BaJMAHOCTTA Ha ogepraTa ha Opae 180 (cTo u ocemmeceT) kaneHgapHU AHA,
CYHTAHO OT KpalHKg CPOK 3a IIoAaBaHe Ha odepTuTe;
- TIpK H3NBJIHEHHETO Ha OBIecTBeHaTa OphYKa HAMA J{a HOJ3Ba KAllauTeTa Ha TpeTy JIMua;
- [IPH H3TTBJIHEHHETO Ha ODIIECTBEHATA IOPHYKA HAMA A TION3BA MO BIHUTEN;
~ LI¢ OCHTYPH HEOOXOAMMUTE KOIMUECTBA HA OfepipanyTe IPOEYKTH 38 LENys CPOK Ha JJOTGROPA;
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- KbM JaTaTa Ha AOCTaBpKa CPOKET Ha FONHOCT Ha odepupasute TPOAYKTH ¢ MuHAMyM 70 %
/cepempecer nponenTta/ 0T 06ABEHES OT NIPOHIBOAUTEIA.

o [lpennoed e cpok Ha Begxa XOCTaBKa 4O 3 /Tpw/ OHH, a CPOKEBT 3a CIIEIHA JOCTABKE JI0
12 /nrananecet/ yaca cies MONYYaBaHe Ha 3a5(BKA OT BH3NOKUTENS,

e KpM TexHMUECKOTO IpeJIoKEHHE € IpelCTaBeHO MpHIoKeHHe, Ha XapTHeH H
EICKTPOHSH HOCUTEH.

o TexuwyeckoTo NpeAnoKEeHne € NOJIUCat0 OT 3aKOHHO YIBJIOMOUICH MPEACTaBHTEN Ha
YUACTHHKA.

o TexHHYECKOTO NPEANIOKEHHE BKJIIOYBA BCHYKH HOMEHKAATYPHE EAHHHOM OT
TexguueckaTa cruelmpUKalis, IPERIaraHuTe MEJUIIMHECKY M3Jenus ca ¢ npouseoauten Kapnmea
Hurerpanec Conrocuonec.

o IlpurnoxeHo e OTOPHM3AIMOKHO NHCMO Ha Yy4acTHHKa ,,bymap MJ* 0O or
IPOU3BOAUTENA HA O(PEPHPAHUTE MEANIHMHCKH U3AENHSL

e TlpunoskeHn ca 3aBepeHH OT YYaCcTHHKA KONH HAa CepTH(HKATH 3a KadecTBO U
AeKAapands 3a ChOTBETCTBUE Ha odiepHpaHWTe MeIHUMHCKHA H3AENHs, B CHOTBETCTBHE C
u3ucKkBanuiaTa Ha wi.1l4 ot 3MH, xaxto W HaHeceHa "CE" mMapKHpoBKa, B CBOTBETCTBHE C
H3UCKBAHHATA Ha wi.§ u un.15 or 3MH.

o [puaoxenu ca noxpoOHH TIPOCTIEKTH Ha OBArapcKy €3WK ¢ IBAHM TEXHHYECKH
MIOKA3ATEN ¥ NapaMeTpH Ha TIpeJiaraHuTe IPOAYKTH ¥ yKa3aHus 3a ynorpeda.

e YUaCTHHKET € TPESACTaBHA MOCTPH Ha odepUpaHHTE IPOLYKTH.

Komucusta B3BBPIIH IPOBEPKa N0 NPeAOCTAaBCHUTE JOKYMECHTH H MOCTPH M YCTaHOBH, 4e
oeprpaHHTe MEAMIUHCKH W3ZENHs OTrOBApAT HA H3HCKBAHMATA Ha 3aKoHA 33 MEAMIMHCKUTE
magenys (3MH) ¥ CHLOTBETCTBAT HA H3NCKBAHUSTA 3AIIOWEHN B TEXHHUeCKaTa CIIenH(PHKalN.

Komucusara PEHIN:

TexuuduecKOTO NPSATOKCHUE 32 U3NILIHCHUE Ha MOpBUKATa HA YHacTHHKA ,Dymmap MU
00/I 3a ob6ocobena nozuims XX ,,Crepuliay ceToBE 3a NOKPUBAHE™ € H3TOTBEHO B CHOTBETCTBHE
¢ M3UCKBAHMSATA HA TEXHHUIECKATA CIICIM(HUKAITEL X U3HCKBAHMATA Ha BH3N0KATEN.

35. VuactuuksT ,byamap MJ“ OO/ e npexcrapun TeXHHYECKO IPEAIOKEHHE 3a
oGocobena nosunua XXII ,,EAHOKPATHO CTEPUITHO B HECTEPHIHO obnexno®.

Komucunta pasrnena odeprata Ha ydacTHuka ,Bynmap MJ* OOJ u mnposepu 3a
CHOTBETCTRUE C NIPEABAPHTEIHO OOABCHUTE YCIIOBHS:

o VYUacTHHKET € ASKjiIapupall, ue:
- Ce 3aiLIDKABA Ja H3DBJIHN JOrMOBODA 3a Bh3JIaraHe Ha oOniecTBeHATa NOPLUYKA B CHOTBETCTBHE C
HOpMHETE Ha 3akoHa 3a MepuiuHckure uH3genns (3MHM), xakro v ya BCHUKH APYTH HOPMaTHBHH
AKTOBE, YHETO ClasBane ¢ HeoOXOANMO 3a Ka4eCTBEHO H3NBIHEHHE Ha IOPBYKATA;
- IpH H3TOTRAHE Ha odeprara ca clla3zeHH 3aZbDKEHMATA, CBBP3aHH ¢ JNAHBIHM M OCHTYPOBKH,
OTIA3BAHE Ha OKOJIHATA Cpejia, 3aKpilia Ha 3aeTOCTTa M YCIIOBUATA Ha TPYJ;
- € CBIVIACEH U INpyeMa BCHUKH YCJIOBHS 34 U3IIBJHECHHE Ha 0OILECTREHATA HOPBYKA, ONPEACTICHH B
K/Ay3¥Te Ha IPHIOKEHHS KbM ZOKYMCHTALUATA 38 YIacTHe IIPOEKT HA IOTOBOD;
- IpHeMa CpoKBT Ha BaNHAHOCTTA Ha odeprara da Onje 180 (CTo B oceMaeceT) KajeHIapHy NHY,
CUNTAHO OT KpalHHs CPOK 33 [oJaBaHe Ha odepTuTe;
- IpY H3TBIHCHHETO Ha OOHICCTBEHATA [TOphYKa HIMA HAa II0/i3Ba Kanaly1eTa Ha TPEeTH TN,
- TIpH U3MBAHEHUETO Ha OOIIeCTREHATA TOPBYKA HAMA []a HOA3BA TIOAK3ITBIHATEL,
- 11§ OCHTYPH HEOOXOAUMHTE KONHYeCTBa Ha odeprpanuTe IPOAYKTH 32 HEAUs CPOK Ha JOroBOpa;
- KbM JIATaTa HA JOCTABKa CPOKLT HA rofHOCT Ha odepupanuTte NpoXyKTH ¢ MuHEMyM 70 %
/cepemaeceT npolieATa/ 0T 00ABEHMS OT IPOU3BOAHTEIIA.
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o [lpennoxen € CpoK Ha BCsAKA JOCTABKE 0 3 /Tpy/ AHW, a CPOKET 3@ CIIENIHa AOCTABKA JI0
12 /npananecer/ 9aca clies mOAyYaBaHe Ha 3a9BKa OT BH3JIOKATENS.

* KpM TexiNYeckoTo NpennoxeHHe € NPeACTABEHO NPHIOKEHHE, Ha XapTHeH u
ETIeKTPOHEH HOCHTEIL

o TexHHYECKOTO NPENONKEHHE & MOANHCAHO OT 3AKOHHUS TPEACTABUTEN HA YIACTHHKA.

o TeXHHYECKOTO TpPENJIOWEHHEe BKIIOUBA BCHYKM HOMEHKIATYPHH  €NHHMOH  OT
Texnuueckara cnendduKauds, npemiaraHuTe MEANLMHCKE W3NENs ca ¢ mpouspoauTen Kapausa
Hurerpanec Comocuonec.

o IIpuNOXEHO € OTOPH3AUOHHO ITHCMO HA Y4YacTHHKA ,Byamap MJ“ OQX or
NPOH3BOAUTENS Ha OPePHPpaHATe MEAHIIMHCKY H3XEHHS.

o [lpsnoxenu ca 3aBepeHy 0T y4acTHHKA KONIMS Ha CepTH(HUKATH 3a KAYECTBO M
ACKNapanus 3a CHOTBETCTBHE Ha odepHpanuTe MEOMHMHCKH H3AEJHS, B CHOTBETCTBUE C
u3HCcKBauuAtTa Ha 4wiI.l4 or 3MH, xaxTo ¥ marecena "CE" MapkupoBKa, B CLOTBETCTBHE C
M3MCKBaHUTa Ha 4.8 u .15 o 3MHU,

e IlpunoxeHm ca noapoOHH mpocHekTH Ha OBJIFAPCKH €3MK ¢ HBIHH TeXHHUYECKH
NoKasaTend ¥ NapaMeTpy Ha NpeanaraHuTe IPosyKTH 1 YKa3aHus 3a yrnorpeda.

¢ Y4aCTHUKET € HPEAOCTABAI MOCTPH HA O(ePUPaHUTE TIPOLYKTH.

Komucusita 43BBpINM IPOBEPKA IO HPEIOCTABEHUTE JOKYMEHTH M MOCTPH H YCYAHOBH, U
of)epUpaNHTe MEAMIMHCKA W3ENHS OTrOBAPIT HA M3HCKBAHMATA HA 3aKOHA 38 MEOHIMHCKHATE
uzpenust (3MH) 1 CHOTBETCTBAT Ha H3HCKBAHHATA 3AI00KSHH B TEXHHYECKATA CIIEIHPUKALHA.

Kowmucusra PEIIN:

‘TeXHHYECKOTO NPEANOKEHHE 33 H3IbAHCHNE Ha TOPBUKATA HA YYACTHHKA ,,Bysimap MJI“
OO/ 3a 060cobena nosumus XXII ,, EXHOKPaTHO CTEPUIHO H HECTEPHIIHG OBNEKIO™ € U3rOTRSHO B
CHOTBETCTBHUE ¢ M3UCKBAHUATA HA TEXHHUECKATa CHCHUPUKAIINS ¥ M3UCKBAHENTA Ha BBH3I0KUTENS,

36. YuacTHHKET ,PronuKe ®apma“ EOO/ e npeacrapun TeXHHYECKO NPEIOKSHHE 3a
obocobena nosnnus X1 ,,Cerose 3a oNepaliOHHA acupPang”,

Komucusra pasrnesa odeprara Ha ywactauka ,,PeoHuKe Papma“ EQOOJ u nposepu 3a
CHOTBETCTBHE C OPSABAPNUTEIHO OOSIBEHUTES YCITOBHS:

e YYacTHUKBT € AeKIapupa, de:
- €€ 33ABIUKABA Aad M3IBJIHH JIOTOBOpA 3a Bh3/araHe Ha o0UICCTBEHATa IHOPBUYKA B CLOTBETCTBHE C
HOpMute Ha 3akoHa 32 MeguLHMHCKHre u3nenns (3MU), Kakro ¥ Ha BCHUKM IPYTH HOPMATHBHH
aKTOBE, YMETO ClTa3BaHe € HeoOXOAUMO 32 Ka4eCTBCHO H3NBIIHEHUE Ha IOPHUKATA,;
- NPy U3TOTBAHE Ha odiepTara ca crna3eHd 3aXBDKSHHATA, CBBHP3aHK C JAHBIH M OCHIYPOBKH,
OMa3BaHe Ha OKOIHATA CPEAd, 3aKPHJIA HA 32CTOCTTA H YCIOBHATA Ha TPY/I;
- € CBIVIACEH W NPUEMa BCHYKH yCJIOBHS 3a H3I'bJIHEHHE Ha OONIECTBEHATA TIOPBYKA, ONPEACICHH B
KJTay3HuTe Ha NPUIIOKEHNA KBM JOKYMEHTALHATA 32 YUACTHE IPOCKT Ha OTOBOP;
- IIpHeMa CPOKBT Ha BANMMAHOCTTA HA odeprara Aa 6bae 180 (cTo M oceMzecer) KaieHAAPHH AHU,
CUHTAHO OT KpalllHst CpoK 3a HOAaBaHe Ha odeprure;
- [P H3ITBIHEHUETO Ha OOMEecTReHaTa IOPLYKA HAMA JA OM3BA KallauTeTa Ha TPETH JIHIA;
- fIpY H3MTBJIHEHHETO Ha oblecTBenaTa NophYKa HMa A4 HOJ3Ba MOAH3ITBAHNTENL,
- Li[e OCHIYpu HeOOXOZHUMHUTE KONMYECTB2 HA odepHpaHnTe [IPONYKTH 3a SN CPOK Ha JOrOBOpa;
- KBM [laTaTa Ha NOCTaska CPOKBT Ha TOAHOCT Ha OQepHpaHHTe NMPOXYKTH € MuauMyM 70 %
/cemeMpaeceT nponerTa/ 0T 00SBEHUS OT NPOU3BOUTEM,

o IlpennoxeH e cpoK Ha BCAXA ACCTAaRKA [0 2 /OBa/ THY, 4 CPOKBT 3a CIICNIHA J0CTaBKa J0
24 /aBanecer M eTHPH/ Yaca Ciel IONyYABAHE Ha 384BKA OT BH3JI0KUTEIS.
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° KoM TexumyeckoTo mnpemnmoenye € [PEJCTABEHO NPUNOKEHHE, HA XapTueH H
€NEKTPOHEH HOCHTEI.

¢ TexXHHYECKOTO NPENNOKEHIE € NIOANACAHO OT 3aKOHHO YITBIHOMONIEH IPEeACTABHTEN Ha
YYACTHHKA.

s TexnudyeckoTo mpeAAOKeHHE BKMIOYBA BCHYKM HOMEHKIATYDHH ©AMHALM  OT
Texunueckara crenu{puKanys, npeiarapnTe MEIHIHHCKY H3NEMUs ca ¢ IpoussoanTen ConvaTec
Limited-United Kingdom.

o IIpunoxeno e OTOPH2AUMOHHO MHUCMO HA yYacTHuKa ,,Dbomnke Dapma® EOON ot
YIBIHOMOHISH MPENCTABUTEI] Ha IPOM3BOARTENS Ha 0depUPaHNTE MEIHLINHCKHA H3TEIII,

o IlpuioKeHHd ¢a 3aBEPeHH OT YYaCTHHKAE KOTMS Ha CepTHOHKATH 32 KAYeCTBO U
JeKnapanmud 3a CHOTBETCTBHE Ha OdepHpaHHTEe MEAHIHHCKY H3NCIHSI, B CHOTBETCTBUE ¢
u3ucKkBaHusTa Ha Wi.l4 or 3MH, kakTo u nanecena "CE" MapkupoBxa, B CROTBETCTBHE ¢
H3HCKBAHMSTA Ha 4N.8 u un. 15 ot 3MHU.

¢ ITpunoxenHn ca NOAPOOHM HpPOCHEKTH Ha OBIrapcKd €3UK C ITHJIHH TEXHUUECKH
TTOKA3aTe/H U NapaMeTpy Ha Ipeilarasire NpOXyKTH H yKasaHuA 3a yroTpeda.

¢ YY4CTHHKBT € IIPeAOCTaBHII MOCTPH Ha OepupanuTe NpoLyKTH.

KomiucusaTa u3sBBpIIM IPOBEPKa 110 HPEAOCTABEHATE JOKYMEHTH M MOCTPH H YCTaHOBH, Ye
oepupandTe MEOHOHHCKH W3JCIHA OTrOBApIT HA H3HCKBAHMATA HA 3aKOHZ 33 MEIHLOMHCKUTE
maaenus (3MUW)} u ChOTBETCTBAT Ha H3HCKBAHUWATA 3AJI0HKESHHN B TEXHUYCCKATA COCHADUKAITHS,

Komucusra PEIIN:

TexunueckoTo NpejIOKEHHE 3a H3NBIHCHHE Ha IOPHUKATA HAa YYacTHHKA ,PLOHHKC
Papma“ EOOJ sa obocobena mosunws X1 ,,CeroBe 3a oXepanioHHa aCIHpanus™ € H3TOTBEHO B
CBOTBETCTBHE C M3UCKBAHMATA HA TEXHUUECKATA CICHH(HKAINS H N3HCKBAHUATA HA BBL3IMKATEIL.

37. YuactHHKBT ,Psonnke ®apma® EOOJ e npencTapun TeXHHUECKO MPENIOKEHHE 32
obocobera rozunus XX “Ponno 3a orepatusso none”.

Komucusra pasrnena odeprata Ha yvactuuxa ,,Ononnke ®apma® EOO/ u nposepu 3a
CHOTBETCTBHE C NPEABAPHTENHO OOIBEHUTE YCIIOBHS:

e YYacTHHKET  JSKJIApUpal, Je:
- ¢€ 33[BJDKaBa Aa M3NEIHH HOTOBOpPA 3a Bb3IaraHe Ha oOIECTBEHATA [IOPBYKA B CHOTBETCTRHE C
HOpMHTe Ha JakoHa 3a MefMuMHCKuTe m3zends (3MHM), xaxto u Ha BCHYKH APYr# HOPMATHBREM
aKTOBE, YHETO CHia3Base ¢ HeoOX0AMMO 32 Ka4ECTREHO HAMbIHEHKE HA HOPBUKATA;
- TIpM U3TOTBSIHE Ha odeprata ca CUA3CHH 3aALMKCHUNTA, CBLP3AHA C JAHBOM H OCHTYPOBKH,
OTasBaHe Ha OKOJIHATA CPEJa, 3aKpIIa Ba 3aeTOCTTA H YCIOBUATA Ha TPY/;
- € CBIVIACCH U IPHEMa BCHYUKH YCNIOBUS 3a H3IIbIHEHUE HA OOMIECTBENATA MOPBUIKa, ONPEACNEHH B
KIIay3UTe Ha NPUIICKEHHS KbM JOKYMEHTAIHMATA 32 YYACTHE IPOEKT Ha JOTOBOD;
- TIpHeMa CPOKBT Ha BANHAROCTTA Ha odeprarta A2 6bpae 180 (cro m ocemieceT) KaneHAapEH IHH,
CYMTAHO OT KpaiHUMA CPOK 3a MoJaBane Ha OepTHTE;
- TipK K3IIBIHEHHETO Ha 0OMECTBEHATA [IOPFYKA HiMA 2 TION3BA KATIAMTETa Ha TPeTH JIHIA;
- IIP¥ M3NBAHEHHETO Ha OOLIecTBEHATA TOPEUKA HAMA /14 TTON3BA NOIM3ITBIHITEN,
- 1l[e OCUFyPH HeoGXoAUMHUTE KOMHYECTBA HA O(pepHPaHUTe HPONYKTH 3a LENUsl CpoK Ha JIOTOBODA;
- KBM JiaTara Ha JIOCTaBKA CPOKSLT Ha TOAHOCT Ha OdepHpaHUTE MPONYKTH € MHHHMYM 70 %
/cepeMaeceT IpONEHTa/ OT 06ABEHMS OT [IPOU3BOHAUTENS.

e TlpennoxeH € cpox Ha BesKa JOCTARKA Jio 2 /nBa/ AHY, a CPOKBT 3a CHEINHA JIOCTABKA 0
24 /pBamecer U ueTHpH/ Yaca CeH NONyYaBane Ha 3a8BKa OT BL3IWKHTEI.
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o KuM TexunyeckoTo npennoxenye € IIPENCTABCHO NPWIMKEHHE, Ha XApTHEH M
€JIEKTPOHEH HOCHTEN.

o TexHHYECKOTO MPENICIKEHHE € FHOANHCAHO OT 3aKOHHO YIFBJIHOMOIEH NPEACTABHTEN Ha
Y4ACTHHKA.

* TexHW4eckOTO INpeNciKeHHe BKJIOUBA BCHYKM HOMCHKJIATYPHHM E€IMHHIE  OT

Texumaeckara crienudukarys, npeAnaraHiTe MECAHIMHCKH H3AENHA Ca ¢ IporsBoznTen 3M Health
Care.

¢ [lpunoxeno € OTOpH3aUMOHHO IIMCMO Ha Y4acTHHMKA ,Pneumke ®apma® EOOH or
HIPOU3BOAUTENS Ha odepupaHnTe MEAULHHCKH H3AEIHA.

o [IpHioXkeHH ca 3aBepeHHM OT YYacTHMKA KOMHM HA CePTHHHKATH 3a KAYECTBO H
Jeknaapalys 3a CLOTBETCTBHE HAa OepHEPaAHUTe MEJUNHHCKE HU3ACIHA, B CHOTBETCTBHE C
u3HCoKBaHMATA Ha Wi.14 o1 3MHU, xakto u Hanecena "CE" mapxuposka, B ChOTBETCTBHE C
H3NCKBaHHATA Ha 9.8 w wn.15 or 3MU.

o [lpunoxeHn ca NOAPOOHYN NPOCHEKTH HA OBJITAPCKH €3WK C ITBJAHE TeXHHYECKH
IIOKA3aTENH U apaMeTPy Ha NpeAaranyTe MpoayKTH U yKazauus 3a ynorpeda.

° YYaCTHUKSHT € NPEJOCTABHI MOCTPH Ha odepupaHuTe IPOAYKTH.

Komucusita H3BLPIIY NPOBEPKa HO IPEAOCTABEHHTE JOKYMEHTH U MOCTPH H YCTaHOBH, Ue
oeprupannTe MEZMLMHCKH W3JENNs OTrOBapsT Ha M3IMCKBAHUATA HA 3aKOHA 338 METUIUHCKHTE
m3aenus (3MHK) u croTBETCTBAT HA H3UCKBAHKATA 3AI0KEHH B TEXHUYCCKATA CHEITH(HKAIHS,

Komucusara PELIM:

TexHu4yecKOTO TNpe[JIOKEHHe 32 HINLIHEHME HA NOPBYKATA HA YUACTHHKA ,,Dnoudxe
Papma“ EOOM 3a obocobena mosmiua XX “Donmo 3a onepatusBHo nofie” € HM3TOTBCHO B
CHOTBETCTBHUE C M3UCKBAHMATA HA TEXHHUECKATa CIIeLH(PUKANHS U H3NCKBAHUATA Ha BLAIOKHTE.

38. V4acTHHKET ,,Copunpopmupoaykt - I'pezpance EOQH ¢ npeacTapni TeXHHUECKO
npenoxenne 3a obocobena nosunua XX VI “Enextponu™.

Komucusra pasrnena ogeprara Ha ywactHuka ,,Coduudopmnponyrr - [pospamor®
EOO/ v nposepH 3a CHOTRETCTRHE ¢ NPEABAPUTENHO OOABCHITE YCIOBHS:

o Y4acTHHKLT € ASKIapupat, ve:
- C€ 3a/BJDKaBa Jia H3BIHHE JIOTOBOpa 3a Bhi3jarade #a o0ILecTReHaTa [OPLYKA B CEOTBETCTBHE C
HOpMHTE Ha 3aKOHa 3a MeOMUuHCKuTEe m3genus (3MI), Kakto M Ha BCHUKYM APYIy HOPMATHBHH
aKTOBE, YUETO cta3BaHe ¢ HeOOX0MMO 3a KAYECTBEHO H3NBIHEHUE HA TIOPHUKATA,
- IIPH H3TOTBYHE Ha oepraTa ca CHA3EHH 3aJLIDKCHHATA, CBBP3aHH C NaHBIH U OCHTYPOBKY,
Orna3pade Ha OKOJIHATA Cpela, 3aKpHila Ha 3aeTOCTTa H YCJI0BUATA HA TPY;
- € CRIJIACEH W [pHeMa BCHYKH YCIIOBHS 33 H3YIBJIHEHYE Ha o0lNecTBeHATA MOPEYKA, OIpEae/eHH B
KJTay3HTe Ha HPUJIOKEHHS KbM JOKYMEHTALMATA 334 YIacTHe POEKT Ha HOFOBOP;
- IPAEMA CPOKBT Ha BAMMOHOCTTA Ha odepraTa 1a 6pne 180 (cTo M oceMheceT) KANCHAAPHY JHM,
CUMTAHO OT KpalHUA CPOK 3a TtoJlaBaHe Ha obepTHTe;
- [IpH M3NILIHEHUETO Ha oDINecTBeHara NOPhYKa HiMa 14 HOI3BA KANAMTETA Ha TPETH JHLIE;
- fIp¥ U3NRJIHEHUETO Ha oOIIECTBeHaTa NOPphYKa HAMA Aa N0N3Ba OXU3N BIHATEN,
- {Ie OCUFYPH HeoOXoNMHTE KONUYECTBa Ha odepupaHuTe NPOAYKTH 3a HENHUA CPOK HA AOFOROPA,
- XBbM JATATa HA AOCTABKZ CPOKBT Ha TOJHOCT Ha odepupanuTe HPOOYKTH € MuHHMYM 70 %
/cenemaeceT NpotedTa/ oT OOABEHUA OT MPOUIBOAUTENA.

o Jlpennoxed e cpok Ha BCAKa JOCTABKA 1O 2 /ABa/ [HM, 4 CPOKLT 3a CIIEIIHA JOCTABKE A0
2 /na/ yaca CiIeH osyH4aBaHe Ha 3asBKa OT BB3NOMKUTENS.
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o KpM TexHHYECKOTO MPEIJIOKEHHE € IPEACTABEHO MNPUIIOKEHHE, HAa XapTHeH U
GNEKTPOHEH HOCHTEN.

e TexHUYECKOTO [IPEAIOKEHHE € IOANNCAHO OT 3aKOHHMSA NPEACTABHTEN Ha YHACTHHKA.

e TexXHMYECKOTO MpEIJIOKEHHE BKIOYBA BCHYKH HOMEHKIATYPHHM  E€XUHYNM  OT
Texunueckata crenudUKalnsg, NpEITaraHuTe MENHIUHCKA M3AENHA €a ¢ TIPOUIBOAHTENM
Tyrolmed GmbH, Asctpus u Pirrone S.r.l., Mranus.

o [Ipunoxenyu ca OTOpM3aUMOHHM [HcMa Ha yuacTHuka ,,Codundopmnposykr -
I'pospanos® EOQO/J o1 npoussoautenute Ha oepUpaHuTe METUIIHHCKH HIHEIHA.

e [lpunoxeHH ca 3aBepeHM OT YYA4CTHHKA KOIHMA Ha CepTHGUKATH 34 KauyecTBO H
Jeknapanus 3a ChOTBETCTBHE Ha odepHpaHUTe MEAMIIMHCKH HW3JENNsi, B CHOTBETCTBHE C
u3¥ucKBaHUSTAa Ha Wi.14 ot 3MU, kakTo u nHamecena "CE" mapkupoBxa, B CHOTBETCTBHE C
r3uckBannsTa Ha w8 u un.15 ot 3MHU,

e [lpunoxkeHH ca NOZPOOHH TIPOCIEKTH Ha OBIrapcKkh €3MK ¢ [IBJIHH TeXHHYECKH
MOKA3aTe I ¥ MAPAMETPH HA HMpPEHJIaAraHuTe HPOAYKTH U YKa3auus 3a ynorpeba.

® YHacTHHKBT € IPELOCTABUI MOCTPH Ha O(epHpaHuTe NPOLYKTH.

Komucusita u3pspiny IPOBEPKA 110 HPeAOCTABCHHUTE AOKYMEHTH H MOCTPH ¥ YCTAHOBH, Y€
oepHpaHuTe MEOHIHHCKH H3ICNHA OTTOBApAT Ha M3UCKBAHMATA Ha 3aKOHA 38 MEAMUMHCKHTE
uwsgenus (3MH) 4 ChOTBETCTRAT HA H3HCKBAHMATA 3A/I0CHH B TeXHHYSCKATa CIIenuguKkanus.

Komucnsara PEHIH:

Texuwyeckoro INpelnokeHHe 32 M3NBJIHEHNE Ha HOPBYKATA HA  YYACTHHKA
wCopmabopmnpoaykt - [pozganop® EQOJM za obocobena mosunma XXVI “Enexrponu™ e
U3TOTBEHO B CHOTBETCTBHE € M3MCKBRAHUATA HA TeXHHYECKaTa CICHM(HKANMA H H3HCKBAHHATA HA
BBINOMKUTETS.

39. VuacTHuksT ,Meguaon® EOQOJ/ e npejicraBun TeXHHYECKO NPCUIOKCHHE 3a
obocobena nosuuus [ “Koncymarus exsuBaneHTed 3a pabota ¢ nEQy3#0oHHM noMnu SPACE”.

KomucusaTta pasrnega odeprata Ha ydacTHHKa ,Mepunon* EOOJ/l # nposepu 3a
CHOTBETCTBHE C NPEARAPUTCIHO OOSBEHUTE YCITOBIS:

e YYacTHHKET € HEKNapHpal, de:
- ¢€ 3agpIDKaBa Ja W3NBJIHH JOTOBOpA 3a Bb3NaraHe Ha oOliecTBeHATa IOPHUKA B CHOTBETCTBHE C
HOpMUTE HA 3axoHa 3a Memunuuckure winenua (3MUM), xakTo M Ha BCHUYKH JAPYTH HOPMATHRHH
aKTORE, YHETO CHIa3BaHe ¢ HeoOXOAMMO 3a KaUueCTBCHO H3NIBIHCHHE Ha MOPHYKATA;
- IPH U3rOTBiHE Ha odeprara ca Cra3seHy 3aiLIDKCHUSTA, CBBP3aHH ¢ AAHBIM H OCHIYPOBKH,
OTia3BaHe Ha OKOJIHATA Cpela, 3a8Kpiiia Ha 3aeToCTTa M YCIIOBHATa Ha TPYIL;
- ¢ ChrJIaceH U MpHeMa BCHYKH YCIIOBMS 33 H3IIBJIHEHHE Ha 00IecTReNaTa mophUKa, Opee/ie i B
Kay3uTe Ha IPUIIOKEHUS KbM ROKYMEHTAIMSITA 38 YIACTHE IPOEKT Ha JOFOBO,

- IIpHeMAa CPOKBT Ha BAMAHOCTTA Ha odeprata Aa 6nxe 180 (cTo H oceMIeceT) KaleHOapHH OEH,
CUMTAHO OT KPaffHHUA CPOK 34 NoaapaHe Ha odiepTHTE;
- TIpH H3NBIHEHUETO Ha oOIecTBeHAaTa IOPhUKa HAMa JIa TIONI3RA KANAHKMTETa Ha TPETH JTUNa;
- JIp¥ W3NBIHEHUETO #a oOMEecTBeHATa IOPBUKA HAMA Ka TIQNI3BA IIOAW3IIBIHHTEN;
- ILI€ OCUrYPH HeoOXO0ANMHTE KOJHYECTRA Ha O(epHpaHnTe MPOLYKTH 3a HEeJINI CPOK Ha JOrOBOpa;
- KM Jarata H4 JOCTaBKa CPOKBT Ha TONHOCT Ha odepHpaHUTe NPOAYKTH e MuHmmyMm 70 %
/cepeMIeceT IPOHEHTa/ OT OOABEHUA OT IPOH3BOIHTEIS.

o Ipemnoier e cpok Ha BCAKa AOCTABKA /10 3 /TpH/ JIHH, a4 CPOKBT 34 CIELIHA JOCTaBKa J10
24 /npapecer ¥ 9eTHPH/ Yaca ciie/l oJydaBaHe Ha 3agBKa OT BB3JIOKHATENA.
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o KM TexHuueckoTo NpCANOMKEHUE € INPEACTABCHO [MPHIOMKCHHC, Ha XapTHCH H
CHNCKTPOHEH HOCHTEI.

o TeXHHYECKOTO NpeTOKEHNE € NOANKCAHO OT 3aKOHHO OTOPH3UPAHHS IPEACTBHTEN Ha
YYACTHHKA,

e TeXHHUYECKOTO NpPeAIOWEHHE BKJIIOYBA BCHYKUM HOMEHKJIATYpHM €OMHHIH OT
TexuuueckaTa CrielHdUKALMs, NpefilaradiTe MeAHIUHCKH H3Jenus ca ¢ npouspoanten b. bpays
Men3yHreH.

o TIpuioKeHO € OTOPM3aUMOBHO IMCMO HA ydacTHHKa ,,Meguaon® EOOI or
NPOU3BOJUTENS Ha O(PESPUPAHHTE MEAMIHHACKY H3AEAH.

e IlpminoxeHn ca 3aBepeHH OT YYAaCTHHKA KOIHMA Ha CepTHHHKATH 3a KaYeCTBO U
JeKiapaiusd 3a CHOTBETCTBHE Ha oOdepUpaHuTe MeAMHUHCKE H3ILENHA, B CHOTBETCTBHE ¢
u3uckBaHmarta Ha 4in.14 ot 3MH, xakto u mamecena "CE" MapKkupoBKa, B CBOTBETCTBHE C
A3UCKRAHHATA HA WI.8 H 4i.15 ot 3MH.

o [lpunoxxeH# ca IOApOCHM HPOCHEKTH HA OLIrapckM €3¥K ¢ IIBJIHH TeXHUYCCKH
IOKA3aTEeNi H NapaMeTpy Ha NpejlaraHuTe NPOAYKTH H YKa3aHHA 3a ynoTpeda.

o  YYacTHUKSLT HE € NpeNocTaBw MOCTpH Ha odepupaHuTe NPoxykTH. KomHcuaATa

U3BLPIIM IPOBEPKA U YCTAHOBH, e YUACTHHKET U € NocTasst Ha bonnuua ,,Jlozesen” no norosop
VI11-5-99/29.06.2016 1.

Komucusta ¥3BBPINA TPOBEpKA 10 HPSIOCTABCHUTE TOKYMEHTH K MOCTPU M YCTAHOBH, Ye
o(epHpanuTe MEAHLHHCKY M3HENHA OTrOBAPAT Ha M3HCKBAHHMATA HA 3aKOHA 32 MEOHWUHHCKHTC
usperms (3MM) u cbOTBETCTBAT HA HIHCKBAHKATA 3A/IOKEHH B TEXHUYECKATA CCUHPUKALUS.

Komucusara PEHIH:

TexXHHUeCKOTO APEANOKCHAE 32 W3NbNHCHHE Ha MOpBUKaTa Ha YIacTHHKA ,Megunon*
EOQOJ 2a ofocobena mosunus I “Koncymarrns exkBuBalieHTeH 3a paborta ¢ MH(YSHOHHH TIOMIH
SPACE” e W3roTBEHO B CHOTBETCTBME C M3HCKBAHMATA HA TeXHHYECKATa CHEMH(DHKaLHA |
H3HCKBAHUATA HA BB3MOKUTEN.

40. VyacTHHKET ,,Megunon* EQOJ ¢ npenacraBun TEXHUYECKO NPEANOKCHHE 38
obocobena mosumug X “TopOu 3a BEHIIHA ACHHpPAIHL .

Komucusara pasriepa odeprara Ha ydacTHHKa ,,Memwmon* EOOH u mposepu 3a
CROTBETCTBHE ¢ MPEABAPUTETHO 00SBEHUTE YCIOBHA:

s YUaCTHUKHT € JeKIapHpa, Je:
- ¢e 3aIBJpKaBa Jla M3NBIHE AOTOBOpa 3a Bh3aarade Ha o0lIecTBeHaTa Mophuka B CHOTBETCTBAE C
HopMuTe Ha 3axoHa 3a MeaummHckure m3ienus (3MU), kakTo 1 Ha BCHYKM APYFH HOPMAaTHBHM
aKTOBE, UHETO CIA3BaHe € HeOOXOMHMO 3a KAYeCTBEHO M3IBAHEHNE HA IIOPRUKATa;
- NpH W3rOTBAHE Ha odepTara ca CHa3eHH 3aXBIDKCHUATA, CBBP3aHU C JAHBIH H OCHTYPORKH,
OIla3BaHe Ha OKOJHATA Cpela, 38Kpiula Ha 3a€TOCTTa M YCIIOBHATA HA TPYJ(;
- € CBITIaceH M PUEeMAa BCHYKH YCIOBHS 33 3ITBJIHCHHE Ha OOILICCTBCHATA NMOPBYKA, ONPE/CIEHH B
KAay3HTe Ha NPUIOKEHNAS KbM JOKYMEHTAlHATA 33 yYACTHE IPOEKT HA IOrOBOD;
- IpHeMa CPOKHT Ha BaIMAHOCTTa Ha odeprara Aa Ownae 180 (cTo n ocemuecer) KaCHAAPHH HHH,
CYWTAHO OT Kpailiusg CpOK 3a o/aBaHe Ha OPEpTHTE,
- IPY U3ITBIIHEHUETO Ha 0OIMECTREHATA FOPHUKA HiAMA JIa [IOTI3BA KalaluTeTa Ha TPeTH JIMILA;
- IPH M3TBAHEHMETO Ha OOLIeCTBeHATA IOPhYKa HAMA JIa TIOI3Ba NOJUSIIBIHHTEL;
~ I OCHTYPH HEOOXOANMHTE KOJNKIECTBA Ha OepupaHuTe HPOJYKTH 32 UeNHs CPOK Ha J0roBopa;
- KM [ATara HAa JOCTABKA CPOKHT HAa FOAHOCT Ha odepupaHuTe NpomykTH ¢ Muaumym 70 %
fcemempaeceT mpouerta/ 0T 0OsBEHMS OT IIPOH3BOJIUTENA.
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s Ilpenmnoxen e cpok Ha BCsKa HOCTaBKa 40 3 /Tpu/ JHH, 4 CPOKBT 3 CIIEIIHA JOCTABKA 10
24 /nBajeceT M 9eTHPH/ Yaca CieA NOMyUaBaHe Ha 3asBKa OT BE3IIOKHTENS.

¢ KbM TexuuueckoTO MNPEANOKEHNE € HNPEACTABeHO MHPHIOKEHHE, Ha XapTHEH Hu
£eKTPOHEH HOCUTEI,

o TexHMYECKOTO NMpeIOKeHHE € NOJIHCAHO OT 3aKOHHO OTOPH3HMPAaHHA [[PeCTBUTE HA
yHacTHHKA,

¢ TeXHHYECKOTO INPCIUIOKEHHE BKIIOYRA BCHYKH HOMEHKIATYPHH CHOHHUIM  OT
Texunyeckata crenupuKanys, YpeAIaraHoTo MeIMIMHCKO H3henHe ca ¢ npoussoauten b. bpayn
Mensyrres.

o IlpunoxeHc e OTOpPH3AUMOHHO NHCMO HA YydYacTHHKa ,Meammen® EOOJ or
NPOX3BOAUTENA Ha 0depPUPaHOTO MEJHIHHCKO H3/IETHE.

o [lpuIoXKeHH €3 3a8BEPEHM OT YYACTHHKA KONUS Ha CepTHQHXATH 34 KauecTBO H
HEeKIapanius 3a CHOTBETCTBHE Ha OdepupaHuTe MEAWHMHCKH HW3JeNus, B CHOTBETCTBUE C
U3NCKBaHKATA Ha un.14 or 3MMU, xaxto u Hanecena "CE" mapxHpOBKa, B CHOTBETCTBHE ¢
M3MCKBaHUATA Ha uin.8 ¥ wi.15 ot 3MHU.

¢ IlpunoxeHn ca HOAPOOHM IPOCHEKTH HA OBJTApCKd €3WK ¢ WHIHM TeXHHYECKH
HOKA3aTeAH H ITapaMeTpH Ha NpeJIarasuTe APOAYKTH ¥ yKasanus 3a ynotpeda.

°© YYacTHHKLT HE € HPENOCTaBHJI MOCIpH Ha odepHpaHHTe NpoiyxTH. Komwucuara

H3BLPIIYM IPOBEPKa M YCTAHOBH, Y€ YYaCTHHKBT TH & JOCTaRsA Ha bonuuna ,,Jlozenen”™ mo gorosop
VII-5-98/29.06.2016T.

Komucusara n3sbpliy NpoBepKa Mo NPeROCTaBCHUTE JOKYMEHTH U MOCTDH B YCTAHOBH, Y
odepupaHuTe MEEWLMHCKY H3IENHS OTTOBAPAT HA M3MCKBAHUATA HA 3aKOHa 338 MEIHLMHCKHTE
wanenist (3MH) 1 cLOTBETCTBAT HA H3MCKBAHKATA 3aJI0KEHH B TEXHMUECKaTa cuernrKanyil.

Komucusara PEIIN;

TexHNYECKOTO NPeIJIOKSHHE 34 N3NBIHEHUE HA IOPHUKATA HA YYACTHHKA ,,MexusoH®
EOOJ 3a obocobena nozumua X “Topbu 3a BRHIIHA acUpauys’ € HIFOTBEHO B CLOTBETCTBME C
M3HCKBAHHMATA Ha TEXHHUECKATa CHeNM(DHKALIAR ¥ Y3UCKBAHUSTA HA BH3IOKHUTEI.

41. Vaacruuket ,Exoe Meguka® OO/ e mpeicTaBmi TeXHHUYECKO NPERNOKEHHE 32
obocobera nozrmma XXXVI “IIpepbp30ouly CeroBe M KOHCYMATHRH GKBUBAIECHTHH 3a BakyyM
cucteMa RENASYS”.

Komucusta pasrnesa odeprata Ha yvacrHuka ,Exoc Memmxa® OOJ u mpopepn 3a
CHOTBETCTBUE C MPEABAPUTENHO 0OIBEHUTE YCIORHS!

e YYacTHHKBT € ACKIIapupal, ue:

- ¢€ 3aQBIDKABa a W3NBIHM ZOTOBOPA 3a Bh3jdaraHe Ha 0OIIECTREHATA TIOPHUKA B ChOTBETCTBHE C
HOpMUTE Ha 3axoHa 3a Mexunuuckure u3zenns (3MH), kakto M Ha BCHYKM APYTH HOPMaTHBHE
AKTOBE, YHETC CHAa3BaHe € He0OXOAUMO 38 KaUeCTBEHO HU3NTLIHEHHE HA TOPHUKATA,;

- IPH H3roTBSHe Ha odeprara ca CraseHy 3aXLIDKCHUATA, CBBP3AHH ¢ XAHBHH M OCHTYPOBKH,
Ona3BaHe Ha OKOJIHATA CPEia, 3aKPHIla Ha 3aeTOCTTa M YCIOBHUSATA HA TPV,

- € ChITIACEH A IIpHEMa BCHYKH YCHOBHSA 32 H3MEBIHEHUE Ha 00LIECTBEHATA TOPHYKA, ONPEACTICHH B
KJay3uTe Ha NPHAGKEHUA KbM JOKYMEHTAIMATA 32 YJacTHe IPOEKT Ha JOTOBOD;

- [IpUYeMa CpOXBT Ha BATMAHOCTTA Ha odeprara fa 0pge 180 (cTo M oceMaeceT) KaleHAAPHY J(HH,
CYHTAHQ OT KpalHHs CPOK 3a NoJaBaHe Ha OepTuTe;

- [IPY M3TIBJIHERNETO Ha 00INecTBeHara MophyYKa HIMa Jia 0384 KanaluTera Ha TPETH JIHLa;

~ [IPH UBIBJIHEHHETO Ha 00LIECTREHATA IIOPHUKA HAMA JAa [ON3Ba MOAU3IIBIIHHTE,

- [I¢ OCHTYPH HEOOXOMUMHTE KOIUYECTRE Ha odepUpaHuTe MPOXYKTHR 32 NEnus CPOX Ha AOrOROPa;
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- KbM JIaTaTa Ha ROCTABKA CPOKBT Ha TOAHOCT Ha OoiepHpaHuTe IPOAYKTH € MuHHuMyM 70 %
/cepempaeceT nporeHTa/ 0T OOABEHUS OT IPOH3BOTUTEIL.

o [Ipeanoxen e cpox Ha Besika OCTABKA HO 3 /TPW/ ZHM, a CPOKET 34 CIICUIHA JOCTABKA /10
5 /mer/ yaca cied NONyJYaBAHE Ha 3a1BKA OT BE3IAOKHTENS.

o Kom Texauueckoro OpCIUIOKCHHE € TIPCeACTaBeHO NpHUIIOKEHHE, HAa XapTHCH H
CICKTPOHEH HOCHTEIL.

o TexHHYECKOTO MPEAIOKEHNE € IOQIHNCAHO OT 3AKOHHO OTOPU3HPAHMA MPENCTBHTEN HA
YUACTHHKA.

¢ TexXHMYECKOTO TPEANOKEHHE BIIOUBA BCHYKH HOMEHKJIATYPHH eNHHHLH OF
Texuuueckata crienuduxanus, npeararaguTe MEAWIHHCKH H3/lENHus ca ¢ npom3BoanTel] Smith &
Nephew.

o Ilpunoxeno € OTOPU3ANMORHO HHCMO Ha YYacTHUKa ,Ekoc Meguxa® OO/ or
IIPOU3BONUTENS HA OEPUPAHNATE MEAUIIHEHCKN H3IEIHA.

o [Ipunoxenn ca 3aBepeHH OT YYACTHHKA KONHS Ha CepTU(HKaTH 32 Ka4ecTBO H
JeKnapanus 3a ChOTBETCTBHE Ha odepupannre MeTHHMHCKK H3LSTHHA, B CHOTBETCTBHE C
H3ucKBaH#ATA Ha WI.14 or 3MHU, xaxTo u Hanecena "CE" MapxUpoBKa, B CHOTBETCTBUE C
H3uCKBauusATa Ha 4yn.§ # un.15 ot 3MU,

o [Ipunodxken# ca IOAPOOHM HpPOCHEKTH Ha OBATAPCKH €3MK ¢ NEIHH TEXHHYESCKH
MOKA3aTeNy ¥ NapamMeTpH Ha Npe/UlaTaii e IpOAYKTH ¥ YKa3aHus 3a yrorpeda,

o YYACTHUKDT € IPEROCTABMIT MOCTPH Ha odepupaHuTe NpoAyKTH 1o ofocofena nmo3uimus
XXXVI 3a HoMEHKJIATypHHU eauHund 1, 3, 4, 5, 8, 9 u 10. YUacTHHKET HE € NpefioCTaBmI MOCTPH
Ha OCTAHANMTE OQepupaHH NPOIYKTH. KoMHCKHITa H3BBPIIA TPOREPKA H YCTAHOBY, Y€ YYACTHRKET

e moctasun Ha bonnnua ,Jlosenen’” oepupannTe KOECYMATUBH KEM anaparypaTa 110 jorosop IX-
10-8/08.05.2015 r.

KomucuaTa H3pepIoM IpoBepKa IO NPeNOCTARCHUTE KOKYMEHTH H MOCTPH M YCTAHOBH, He
o)epHpPaHHTE MEOHIMHCKH HM3JENHA OTrOBApST HA H3HCKBAHWATA Ha 3aKOHA 38 MEIMUMHCKHTE
nzaeins (3MM) B crOTBETCTBAT Ha M3UCKBAHHSTA 3WIOKEHH B TeXHWUECKATa crenuduranys,

KKomucusra PELH:

TexHEYECKOTO MPeANIONEHHE 32 MAENHEHHUE HA TIOPHYKATA Ha YIaCTHHKA 5, Exoc Meguka®
O0/[ 3a obocobena mosnmEs XXXV “TIpeBbp3cuHE CETOBE M KOHCYMATHBU EKBHBAJCHTHH 3a
BaxyyMm crcreMa RENASYS” e H3roTBeHO B CHOTBETCTBME ¢ M3HCKBAHHATA Ha TeXHUYecKaTa
crieltu(GrKaIis H U3NCKBAHWATA Ha BB3JIOIKHTEIIA.

42, Yuacrauxst ,,Codrapma rpeiigunr® Al e IpefcTaRUN TEXHHUECKO TIPSANCIKEHHE 32
o0ocolena nozunus 11 “Crpurnorkn”,

Komucusra pasrresa odeprata Ha ydacruuxa ,,Codapma Tpeiizuar® AJl u nposepu 3a
CBHOTBETCTBHE C TIPEABAPHUTENHO OOABEHNUTE YCAOBHI:

¢ YUYaCTHUKET € ACKIapHpali, de;
- C¢ 3aIpJDKaBa Ja U3IBIHU AOT0BOpa 3a BE3iarane #a o0IUeCTBEHATA MOPHYKA B CHOTBETCTBHE C
HOPMHTE Ha 3aKoHA 3a MEIULMHCKHTE m3fenus (3MU), kakTo ¥ Ha BCHMYKH ZPYrd HOPMATHRHHE
aKTOBE, HETO Clia3BaHe € HeoOXoAUMO 32 KAYCCTBEHO U3ITBJIHEHHE Ha IOPBUKATa;
- OpH M3FOTBAHE HA odepTara ca CIIAa3CHU 3aiLIDKSHUNATA, CBLP3AHH C JAHBIM H OCHTYPOBKH,
ONa3BaHe Ha OKOJTHATA CPeia, 3aKpHAA Ha 3a€TOCTTA U YCIOBHATA Ha TPYA;
- € CHINIACEH M IIPHEMA BCHYKH YCAOBHS 32 H3MBIHEHNE Ha o0HIECTBeHaTa TIOPHUKA, ONPEeNeNeH B
KJIay3HTe Ha NPUIOKEHHA KbM JOKYMEHTAIHSTA 3a YHacTHE IPOSKT Ha JOFOBOD;
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- IPHEMA CPOKET HA BAIHAHOCTTA Ha odieprata na 6mne 180 (cro u ocemuecer) xadeHAapHM IH#,
CYUTAHO OT KpaltHus CpOK 3a [IoJaBaHe HA OhepTUTE;
- TIPH H3MBIHEHHETO Ha o0lecTBeNaTa MOPphYKa HIMa Ja [T0]38a KANAIUTETA Ha TPETH JIHIg,
- [[PH M3I'BNHEHHAETO HA 001UeCTReHATa TOPhYKA HiAMa JIA [TOJI3Ba [TOAH3IIBIIHHATEI,
- I OCHIYPH HeoOXOXUMHTE KONWYECTBA Ha od)epHpaHHTe NPOYKTH 3a LEIMHA CPOK Ha HOroBopa;
- KbM JaTara Ha AOCTABKA CPOKBT Ha TOJHOCT HA odepHpaHHTe NPOAYKTH € MHHHMYM 70 %
/cepempuecer ripoiieHTa/ OT 00SBCHHSA OT IIPOH3BOAUTENA.

e Ilpennosxen € cpok Ha BCAKA JOCTaBKa 1O 3 /Tpu/ AHM, a CPOKET 3a ClEllila JOCTABKA KO
24 /mBajeceT 1 HeTHp/ waca ciell NONyyaBaHe Ha 3a%BKA OT BH3I0KATEIA.

e Kbm TexHHYECKOTO [peioXKeHre € HPSACTABEHO MPHUIOKEHWE, HA XapTHeH |
ENEeKTPOHEH HOCUTE!,

o TexHHYeCKOTO JIPEMIONEHRE € NIOANMCAHO OT 338KOHHO OTOPU3MPAHUS IIPEACTBUTEN HA
YUYACTHHKA,

6 TexXHU4EeCKOTO NpPefjIOKEHME BKIOYBA BCHYKM HOMEHKIATYPHH CAHHMIEH  OT
Texnugeckara crenudukanug, NPeAaranuTe MeJUIUHCKN H3ZCHHS cad C [POHM3BOOHTEN Vogt
Medical Vertrieb GMBH.

o JlpunoxeHoO € OTOpH3aIMOHHO IMCMO Ha ydactHuxa ,Codapma rtpeiimuur® AJl or
HPOU3BOJUTENS HA OQEPUPAHNHTE MEIHIWHCKH H3NEITHs.

o [IpwioxeHH ca 3aBepeHH OT yUacTHHKA KONUS HA CepTH(MKATU 3@ KadecTBO H
IeKIapatyus 3a ChOTBETCTBHE HAa OdepuUpaHuTe MEIHIMHCKH H3JENHA, B CHOTBETCTBUE C
H3KCKBaHHATa HAa 4Wi.14 ot 3MH, kakto n namecena "CE" mapxkupoBxa, 8 CHOTBETCTBHE €
A3KCKBaHUATa HA WI.8 U wi. 15 ot 3MMU.

o Ilpunoxkens ca noxpoduu npociekTH Ha OBATAPCKH €3MK ¢ NHIHH TeXHWYECKH
MoKazaTeIy ¥ HApaMETPU Ha NPE/AJaraHuTe NPOAYKTH U yKa3aHus 3a ynotpebda.

e YUaCTHHKBT € IPeI0CTaBHA MOCTPH Ha OQepupaiiTe IPOyKTH.

Komucugra H3BEPIIM IIPOBEPKA 11O NIPEelOCTaBEHUTE JOKYMEHTH U MOCTpPH M YCTAHOBH, Y€
odepupanyuTe MEAHLIMHCKY H3IEIHS OTFOBapAT Ha H3HCKBAHMATA HA 3aKoHa 338 MEIOHIIHHCKUTE
w3nenusa (3MH) 1 cLoTBeTCTBAT Ha H3UCKBAHKATA 3AJI0KEHU B TEXHHUECKATA CCHIUMKALIAS.

Komucnsara PELIH:

TexauyeckoTO NperoxkeHue 31 H2IRJIHCHHE HA NOpPhUYKaTa HA YUacTHHKa ,,Codapma
Tpedauur® AX 3a ofocobena mosunus 1 “COpHHHOBKH” € H3roTBEHO B CHLOTBETCTBHE €
H3UCKRAHAATA HA TEXHUYecKaTa creluduKauns ¥ H3NCKBaHMATA Ha BB3JIOAKHTEI.

43. V4acTHHKET ,,Codapma Tpeiimuur® Al e npexcraswi TEXHUNECKO NPeIIOKEHHE 3a
obocobena nosunus VI “Crannenn’.

Komucusita pasriena odeprara Ha ygactHuka ,,Codapma tpeligmar® AJl u nposepu 3a
CHOTBETCTBHE C IPCABAPHTEIHO OOSBEHUTE YCIOBHS:

¢ Y4YacTHHKBT € JeKIIapupan, Je:
- €€ 33Jb/KaBa XA U3NBIHK JIOrOBOPA 32 BB3JAraHe Ha o0HICCTBEHATA NMOPHYKA B CHOTBETCTBHE C
HOpMMTE Ha 3aK0Ha 3a MEIMHIHHCKATS M3jemus (3MH), xakTo W Ha BCHUKH JAPYrM HOPMATUBHH
aKTOBE, YHETO Cla3BaHe ¢ HeoOXOUMO 33 KaYeCTBEHO H3NBIHECHUE Ha OPLYKATA,;
- TIpH U3TOTBAHE Ha odiepTara ca CHa3eHH 3aIb/DKCHHATA, CBLP3aHH C JAHBIM M OCHTYPOBKH,
OITazBAHE HA OKONHATA CPEJiA, 3aKPHUIIA HA 3a€TOCTTA U YCIOBUATA HA TPV,
- € CBIVIACEH U IpHeMa BCHYKH YCJIOBHS 32 H3NBIHEHUE Ha 00IUECTBeHATa IOPHUKA, ONIPENEsICHH B
KJIAy3UTE Ha NPHIOKEHEHS KbM JOKYMEHTAIMATA 33 YIACTUE IPOEKT Ha AOTOBOP;
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- IPHEMA CPOKBT Ha BAIMAHOCTTA Ha odeprara aa 6bde 180 (cTo u ocemieceT) xageH apHY JHH,
CUMTaHO OT KpalfHus CPOK 3a NoJaBaHe Ha othepTuTe;
- IpH U3MBIHCANETO Ha OOMIECTBEHAT] TOPHYKa HAMA Ja HOJ3Ba KAAIMTETa Ha TPETH JIHIIA;
- IPH H3MIBIHEHHETO Ha 0BNIeCTBeHATa NOPHUIKa HAMA J1a I10/I3Ba TOAH3 I BIHKTEN,
- e OCUTypH HeoOXOAMMATE KONKIECTBA Ha o(yepHpaHHTe NPOAYKTH 38 LENUs CPOK Ha JIOroBopa;
- XbM JaTata Ha JOCTaBKa CPOKBT Ha TOJHOCT HA OQ)epHPaHHTE OPOAYKTH € MHHEMYM 70 %
/cepemaeceT NpoleHTa/ 0T OGABCHUS OT IPOU3BOIHTEIA.

¢ [lpensoxen € cpok Ha BesIKa XOCTaBKa [0 3 /Tpu/ AHH, @ CPOKET 34 CICIIHA JOCTABKA 0
24 /npajecer 1 eTHpH/ Haca Clen HOMYYaBaHE Ha 3AMBKa OT BBIOIKHTEN.

o KoM TexuuueckoTo NpemiokeHHe € [IPEACTABEHO MPUIOKEHHE, Ha XapTueH W
€JIEKTPOHEH HOCHTET.

® TexHUYECKOTO NPEIOKEHHE € MOJIKCAHO OT 3aKOHHO OTOPH3HMpPaHHA NpEe/ACTBHTET Ha
Y4aCTHHKA.

® TexHuvecKOTO TPEMIOKEHHe BKIIOYBA BCHYKH HOMEHKIATYDHH eIMHULH  OT
Texnuyeckara crielPUKAIUs, MpeANTaraHUTe MEAHITMHCKH U3ENIs ¢a ¢ HpOoH3BouTEN Shanghai
Channelmed Import & Export.

e 1lpusoxeHo € OTOPH3ALHOHHO IMCMO Ha yyacTHUKA ,,Codapma Tpefipunr® AJl ot
HPOU3BOAUTENS Ha OepUpPAHHTE METHIHHCKE H3AEINsL.

e Ilpunoxenn ca 3aBepeHH OT Y44CTHHKA KONUX HA CepTH(GHKATH 3a Ka4YeCTBO H
ACKJIapalksa 3a CHOTBETCTBUE HA O(DEpHpaHUTE MEHULMHCKH H3JENHs, B CHOTBETCTBHE C
uzucksanusaTa Ha 4i1.14 or 3MH, kaxto u narecewa "CE" MapKHpoBXa, B CHOTBETCTBHE ¢
H3HCKBaHuaTa Ha Wi.§ u 9i.15 ot 3MHU.

o [lpunoxerd ca CHUMKM Ha odepHPAHHUTE IPOXYKTH,

® Y4YaCTHMKBLT € IIpeflOCTAaBHII MOCTIPU Ha oepupanuTte NpoayKTH.

Komucusara IIpPH H3BbpIIEHAata NPOEEPKa [0 NPEeNOCTARCHUTE JOKYMCHTH YCTAHOBH, 4Ye He
ca NPHAOXKEHH l'[O,E[pOGHH IPOCICKTA C IIBIHM TEXHHYCCKH IIQKa3aTelll K HapaMeTpH HA
NpEdlaradMTe ONpOAYKTH H YKA3aHHA 34 YHOTpEGa.

Komucuara PEHIN:

Ipexsun nocouennTe koHcTaraluy, KoMucusita npemnara na Be3oKUTENS HA OCHOBaHHE
. 107, 1. 2 Gyxea ,,a“ ot 301, ma orcrpauu yuactruka ,,Codapma Tpeitqunr® A ot orkputa
npoueaypa 3a Be3farasde Ha 0OiUECTBeHA Nophuka ¢ npeamer: “locrapka Ha ob6nodoruuanu
MEXMHHHCKH H3JeJHA U KOHCYMATHBH no ob6ocobend noszmuuu” 3a 0bocobena mosuius VII
“Craiesnm”,

MoTusu:

YuactanxsT ,Codapma rpeiigunr® Al e mpenctaBun TeXHUUECKO NPEHIOKEHHE 3a
obocobera mosuums VI “Cxammenn”, x0eTo He OTroBaps Ha IPEABAPUTENHO OOSBEHHTE
H3ucCKBanusg B 1. 3.5.1. Oyksa ,, k" oT Paspea V HauckBaHHA KBM ChbALPKARKETO Ha odepraTa
OT JAOKYMEHTAILIHATa, KaTO HE € NOPEACTABHI HOKYMEHTH, KOUTO Ca YacT OT TEXHHUECKOTO
MPEANOKECHIE - IOAPOOHM HPOCIEKTH ¢ HBIHE TEXHHYECKH WOKA3ATENM M [apaMerpH Ha
IpearaHuTe TPOAYKTH | yKasaHHs 3a yrnorpeba. HellpeacTasaHeTo Ha nojxpobHK IMPOCHEKTH C
ITBJTHE TEXHHYECKN ITOKA3ATENH ¥ TIapaMeTpy Ha IIpeiiaraHuTe IPOAYKTH H yKazauus 3a yrnoTpeda,
npasu odepTara HEMbIHA U HE JaBa BL3MOXKHOCT Ha KOMHCHSATA A4 YCTAHOBY CHOTBETCTBHETO i ©
U3NUCKBAHUATA 3anucany B TexHn4yeckaTa cenuduranus. Y 4acTHUKET ,,Codapma Tpelipnure AJ]
€ IIpeacTaBu)l odepTa, KOSATO He OTroBaps Ha NPeBAPHTEIHO O0ABEHHTE YCIOBKS HA TOPHYKaTa.

44, YuactauksT ,Codapma Tpeiiaunr® AJl e mpeacTaBml TEXHUIECKO [PEATOKEHNE 34
obocodera no3uuus [X “bamku Tun TopOutXa 3a ypHHA.
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Komucusta pasrnena ogeprara Ha ydacTHHKa ,,Codapma Tpeiinaar® AXX n nposepu 3a
CHOTBETCTBHE ¢ NPEABAPUTEARO 0OSBEHUTE YCIOBH,

e YYacTHUKET € JEKITapupa, de:

- C€ 3aRBIKABa A& W3TRJIHH JOFOBOPA 33 Bh3/araHe Ha oOLIecTBEeHATa TOPBUKA B CHLOTBETCTBHE C
HOpMUTE HA JaKOHa 33 MexunuHckuTe m3genus (3MIU), kakTo 0 Ha BCHYKH JApYTH HOPMATHBHU
aKTOBE, YMETO CNA3BaHE ¢ HE0OXOAHMO 3a KaUSCTBEHO H3IBIHEHHE Ha MOPHUKATa;

- [pu M3FOTBAHE Ha oeprara ca CHA3CHH 3aJBDKSHUNATA, CBBP3AHH C JAHBIE ¥ OCHTYDOBKH,
OTIa3BaKE Ha OKOJHATA Cpela, 3aKpHIIA Ha 3aeTOCTTA H YCIOBHATA Ha TPY;

- € CBIJIACEH W IpUeMa BCHYKH YCHOBNA 33 H3IIBJIHEHHE Ha oOHICCTBEHATA NIOPHUKA, ONPENENEeHH B
KA&Y3HTE Ha MPHIOKEHAS KBbM JOKYMEHTANUATA 38 YIACTUE MPOEKT HA JOrOBOD;

~ NIpueMa CPOKBT Ha BAIHAHOCTTA Ha odeprara na 6bae 180 (cro ¥ ocemzecer) KaNeHAAPHH UK,
CUUTAHO OT KpalfHUM CPOK 32 NToaBane Ha OpepTHTE,

- TPY H3TIBJIHEHHETO Ha o0lnecTBEHaTa TOPHYKA HAMA J1a FOJI3BA KATAIHTETa Ha TPETH JHIlA;

~ [IPH M3TFLIHEHHETO Ha oDIecTBeHaTa MOPhYKa HIMa 14 FOJ3Ba [IOAH3TEIHATE,

- [IIe OCHI'YPH HeOOXOXHUMUTE KOIHYECTBa Ha odepHpaHuTe HPOIYKTH 3a IIEMHs CPOK Ha AOrOBOpA;
- KbM JaTaTa H4 JOCTABKA CPOKELT HA IOAHOCT HAa odepHpaHUTe IPORYKTU € MuHuMyMm 70 %
/cememneceT npoLieHTa/ 0T OGABEHUS OT POU3BOIUTENS.

s Ilpemrtoxen € cpox Ha BCiKa AOCTABKA O 3 /TPW JIHH, a8 CPOKBT 32 CHENIHA JOCTABKA 0
24 /pBapecet # yeTHpy/ daca chel IONYJYaBane HA 3a9BKA OT BB3JIOKHUTENS.

o KoM TexHMHYECKOTO IIpeJUIONKEHHE € TPEACTABEHO TNPUNIONKEHWe, HA XapTHeH W
CJICKTPOHEH HOCHTEIL.

o TexHHM4YeCKOoTO NPEANOIKEHNUE € HOANNCAHO OT 3aKOHHO OTOPHIHUPAHMS HPEACTBUTEN Ha
YHaCTHHKA.

e TeXHHYEeCKOTO INpPEANONKEHHE BIJIIOYBA BCHYKHM HOMEHKJIATYPHH CHHHIH  OT
TexnuueckaTa cnennduranus, npeANaraHoTe MEANIHHCKO u3fienne e ¢ npouseopuren Changzhou
Hekang Medical Instr.

e [IpunoxeHo e OTOPHM3ALIMOHHO NMHCMO Ha yuactHuka ,Codapma tpeiiauur® AJ ot
IPOH3BOANTENS Ha 0(EPUPAHOTO MEAULIHHCKO H3ACHUE,

o [IpunoxeHu ca 3aBepeHH OT YUACTHHKA KOHHA Ha CepTHQUKATH 3a KAaYecTBO H
JeKIapanus 338 ChOTBETCTBHE Ha odepUpaHUTe METUIMHCKH M3NENHs, B CHOTBETCTBHE C
H3HCKBaHMATA Ha 4il.14 or 3MH, kakto u nanecena "CE" mapkupoBxa, B CHOTBETCTBHE C
H3KCKBAHUATA HAa Wi.8 ¥ 4. 15 or 3MH.

o [lpunoxenn ca noApoOHH HNpPOCHEKTH Ha OBNITapCcKu €3HK ¢ NBIHH TeXHHYECKU
HOKa3aTely | iapaMeTpH Ha IIpelaarasuTe IpoayKTH ¥ yKkasanus 3a ynotpeba.

¢ YUaCTHHKLT € HPENOCTABHI MOCTPA Ha O(epupasis IPOLYKT.

KomucusTa H3BBPIIM TIPOBEPKA 110 NPEeJOCTABCHATE NOKYMEHTH W MOCTIPH M YCTAHOBH, Y€
oepupanuTe MEAMIMHCKH H3ZEHMS OTrOBAPAT HA WIMCKBAHWATA HA 3aKOoHa 33 MCOHIUHCKHTE
u3genud (3MU) 1 crOTBETCTBAT Ha H3WCKBABHATA 3a/J0KeHH B TeXHHUECKaTa CITeTIH(p KA.

Komncusta PEINU:

TexuuueckoTo NpEeJIoNEHKe 3a ¥MIMBIHCHUE Ha NOpPhYKaTa Ha YYacTHHKa ,,Codapma
Tpefinnur® Al 3a ofocobena mosunug IX “Dapku THR TOpOHMUKa 3a YpHHA” € H3rOTBEHO B
CHOTBETCTBHE ¢ H3HCKBAHEATA HA TEXHHYECKATA CIICHUQUKALAT ¥ A3UCKBAHNSTA HA BB3JIOMKUTEIS,

45. YyactHuxst ,,Cofapma rpeligunr® All e mpelcTaBWI TeXHHYECKO NpeIOKEeHHE 3a
obocobena mosunust XV “Xupyprauecky PbKaBHIIN — HECTEPHAHA .
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Komucusra pasriena odeprara ra ydactauka ,,Codapma Tpeiiaunr® AJl u rposepu 3a
CBOTBETCTBHE C [IPEBAPHTENHO 00ABEHHTE YCIIOBHS:

e YYacTHHKBT € JeKiapupan, Je:
~ C€ 3a1BLJEKABA JIa U3IBIHH JOTOROPA 34 Bh3faraHe Ha o0ILecTBeHATA MOPLYKA B CHOTBETCTBHE C
HOPMHTE Ha 3aKoHa 3a MeAMUUHCKETE M3genus (3MU), kakTo H Ha BCHYKH JApYrM HOPMATHBHH
aKTOBE, YHETO CIAa3BaHe € HeOOX0ANMO 3a KAYECTBEHO HINBIHEHUE HA TOPHUKATE;
- TIPH HSrOTBSHC Ha O0QEpPTaTa Ca CHA3eHH 3aNbIKCHHATA, CBLP3AHY C ZAHBIOHM H OCHTYPOBKH,
OTia3BaHe Ha OKOJHATA Cpeja, 3aKpuia Ha 3aeTOCTTa # YCIOBHATa Ha TPV,
- € CBINIaCCH M [IPHEMa BCHYKH YCJIOBHA 3a U3NBHEHHE Ha OONIIECTBeHATA OPHYKA, ONPE/EHEHH B
KJIZY3BTe Ha NIPANOKEHUS KEM JIOKYMEHTALHATA 32 YIaCTHE IPOEKT Ha JOroBOp;

- IpUeMa CPOKBT Ha BAIMAHOCTTA Ha ofeprata fa Obae 180 (cTo M ocemueceT) xanenmapHH JHM,
CYHUTAHO OT KpalHus cpox 3a HogaBaHe Ha odepTHTE;

- IpH U3IBIHEHNETO Ha OOIIECTBEHATA NIOPEUKA HAMA Ja TI0JI3Ba KaalldTeTa HA TPETH JHIA;

- pH U3ITHAHEHEETO Ha OOUIECTBEHATA IOPEYKA HAMA Aa NON3BA NOAU3ITEIHATEN,

- IY¢ OCHTYPH HEOOXOMMUTE KONKMYECTBA Ha OPEPHPAHNTE HPOAYKTH 3a HENHUs CPOK Ha IOroBOpa;
- KbM JaraTa Ha HKOCTaBKA CPOKBT Ha TOAHOCT Ha odepupaHuTe NPOHYKTH ¢ MuHHMYM 70 %
/cenempecer npoueHTa/ 0T O0ABSHUA OT POU3BOAUTEIS.

o [lperoxen e CpoOK Ha BCSKA HOCTABKA O 3 /TpW/ JHH, 4 CPOKBT 34 CIIEIIHA JOCTaBKa 10
24 /npaneceT W yeTupu/ ¥aca Cliell IONYYaBAHE HA 3a5BKA OT BLINOKHTES.

o KoM TexHMYECKOTO NpeANmOmeHHe € IPEeNCTABEHO UPHIIOKEHUE, Ha XapTHEH N
€IIEKTPOHEH HOCHTEIL.

e TeXHHYECKOTO NpPEeMJIOIKCHHE € MOAMHCAHO OT 3aKOHHO OTOPU3HPAHHA NPEACTBUTEN HA
YJ9acTHUKA.

e TexHHYeCKOTO NPeMIOKEHHE BKIIOYBA BCHYKH HOMEHKIATYPHY GAMHHIHE  OT
Texnuvecxara cnenudMranus, NpeliaraHiTe MEIUIMHCKE H3JEds Ca ¢ MPOH3BOJHTENMH SA
Laboratoires Euromedis, Hartmann Ricospol. SRO n Shanghai Channelmed Import & Export.

e [lpunoxeru ca OTOPH3AMOHHH IUcMa Ha ydacTHHKa ,,Codapma rpeiimuur® AJl ot
IIPOH3BONUTEHTE HA OdepHPAHHTE MEJHITMHCKH H3ICIIHA,

¢ [IpHIO’KEHH Ca 3aBEPEHM OT YYACTHHKA KOIMHA HA CepPTH(UKATH 32 K44eCTBO U
AeKNapaldsa 3& ChOTBETCTBHE HA O(MepUpPAHHTE MEAWIHHCKH H3AENHS, B CHLOTBETCTBHE ¢
u3ucKkBaHuATa Ha 14 o1 3MH, xakTto u HaneceHa "CE" MapkupoBka, B CHOTBETCTBHE C
U3HCKBaHUATa HA Wi.8 ¥ W15 or 3MU 3a odepupanuTe IPOAYKTUTE 1O HOMEHKIATYPHH
epunnu 1, 2 u 3. B npencraperara [exnapanus za CHOTBETCTBHE 3a odiepHpaHuTE
MEOHUMHCKH H3AC/HMS [0 HOMEHKNATypHa eIMHHMLA 4, He c4 I[IOCOYEHH HECTEPUIIHU
PBKaBHIY.

e [IpunoxeHH ca MOAPOOHHM IIPOCHEKTH Ha OBITAPCKH €3UK ¢ ITBIHH TEXHHYECKU
TIOKa3aTeJiH M JapaMeTps Ha NOpeAnaraguTe IPOAYKTH K yKazaHus 3a ynotpeba mno
HOMEHKAATYpHU enuuuud 1, 2 u 4. Hama npunoxenn noapoOHHM NMPOCHEKTH H yKa3zaHHT 3a
ynoTpeba 3a NMPOAYKTH € KATANOXKHH HOMepa Ha oQepHpaHuTte MPOAYKTH 10 HOMEHKIATYPHA
eXMHALA 3.

® YYacTHHUKBT € [IPelOCTaBHII MOCTPH Ha O(epHpaHuTe IPOIYKTH.

Komucuara npu H3BBpIICHATa IIPOBEPKA N0 HPEJOCTABEHHTE NOKYMEHTH YCTAHOBH, Y€ HE
¢a NpHIOKEHU ACKNApalus 3a CHOTBETCTBHE 32 O(EePHUPAHHTE MEOHLMECKH H3JEINUS II0
HOMEHKJIATYypHa eAMHHNIA 4 W ToApOoOHH NPOCTEKTH C HBLIHY TEXHHYECKH IIOKa3aTelld H
TapaMeTpu Ha Npeljlaraiire MPOMYKTH M yKasaHds 3a ynoTpeda Ha odepUpaHuTe NpOXYKTU IO
HOMEHKJIATYpHa eMHKNA 3.
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Komucnara PEDIH:

[Ipensun nocouennte xoncrarannn, KomucusTa npepyiara Ha BBanoxkuTens Ha ocHOBaHHe
wi. 107, 1. 2 6yxsa ,,a* ot 30!, ma orcrpanu yyacTHHKa »wCodapma rpeiignar® A/l oT oTkpHTa
NpoHeAypa 3a Bh3Narade Ha obnecTBeHa MOpBUKa ¢ npeameT: “NocraBka na obmobonuumunn
MEJHUNHCKH HIACTHA ¥ KOHCYMATHBH o ofocobeHn mozunmu” 3a ofocoGena nosmims XV
“XUpypruYecKy PhKaBHIN — HECTEPHIHN .

MoTuen:

YuacThuknT ,Cotapma Tpelipuur® AJl e mpencraswl TEXHHYECKO HpeIUIOKEHHE 3a
obocobena nosutma XV “Xupypruueckn pLKaBULH — HECTEPWIHM’, KOETO He OTroBaps Ha
npefpaputeiino oOABeHHTe u3uckBaHMA B T. 3.5.1. GuxBa e um Oykea , " or Pazmen V
MzuckBanns KbM ChALPKAHUCTO 1A odeprara OT HOKYMEHTANHATA, KATO HE € NpPEACTABHII
BOKYMEHTH, KOHTO €& YacT OT TeXHHYECKOTO IIPe/IOKEHUE - JEKIApalus 38 CHOTBETCTBHE 3a
OepUpaHHTE METUIUHCKY H3ACTH 0 HOMEHKIATYPHA CAUHENG 4 W HOApoOHH IIPOCTIEKTH C
MbJIH# TCXHHIECKH [TOKa3aTeNy U NapaMeTpy Ha NpejiaraHuTe IPpOAYKTH U YKa3aHHA 3a yriotpeba
Ha odepupaHuTe IPOSYKTH II0 HOMEHKIATYpHa eAuHuNa 3. HenpeacTapaHeTo Ha AeKiapanus 3a
CBOTBETCTBME WM IOAPOOHHM TPOCHEKTH C NBIHA TEXHWYECKH MOKa3aTeld H IapaMeTpH Ha
OpeAIAraHuTe HPOAYKTH M YKa3asusa 3a ymorpeba, npaBu odepTaTa HeENLIHa W He [aBa
BB3MOXKHOCT HA KOMHCHATA Ja YCTAHOBH CHOTBETCTBHETO H ¢ HIUCKBAHMATA 3alUCAHH B
Texnmnueckara crneuHpuKanys. Y4acTHUKBT ,Codapma Tpefinunr® ANl e npexcrasmn odepra,
KOATO He OTIOBaps Ha NpeBapuTeiHo 00ABeHUTE YCAOBHA Ha TTOPHUKATA.

46. YuactnuksT ,,Codapma tpeifapnr® AJl e npesctaBiii TEXHHUIECKO IIPEAT0KEHHE 34
obocobena nosunwst XI1X “Illanxu, Macku, CTEPHITHE H3Jenus”,

KomucuaTra pasriena odeprara Ha y9acTHHKa ,,Codapma tpeiiguur® AJ H nposepu 3a
CHOTBETCTBHE ¢ IIPESABAPHTEAHO 0DSBERUTE YCIOBHS:

¢ YYacCTHHUKBT € ACKJIapUpal, ue:

- Ce 3aJbJKaBa Ja M3IBIHY JIOrOBOpa 3a Bh3JlaraHe Ha obiiecTReHara MOPHYKA B CHOTBETCTBHE C
HOPMHTE Ha 3aKOHa 3a MeJHNMHCKuTe m3fenus (3MH), kakTo ® Wa BCHUKM OPYTH HOPMATHBHM
AKTOBE, UHETO cIIa3Bade ¢ HeOOX0ARMO 3a KAUECTBEHO H3MBIHEHNE Ha TIOPhUKATA,

- TpW H3rOTBIHE Ha oQepTaTa Ca CIIa3eHH 3aXbDKEHHATA, CBBPIAHA C JAWBIM ¥ OCHIYPOBKH,
OMa3BaHe Ha OKONHATA CPeia, 3aKpHUia Ha 3aeT0CTTa ¥ YCIOBHSITA Ha TPy,

- € CHIVIACEH H NpPHEeMa BCUYKH YCIOBUA 3a H3NBAHeHHE Ha oDliecTBeHATA TOPEUKa, ONpeNeeHH B
Knay3aTe Ha IPUIIOIKEHAA KbM AOKYMEHTANKATa 33 yUacTHe IIPOeKT Ha JIOroBop;

- IipreMa CPOKHT Ha BAIMAHOCTTa Ha odeprara aa Obue 180 (cto m ocemzecer) xanenmapHy AHH,
CHUTAHO OT KpaliHUsA CPOK 3a NofaBane Ha odepTuTe;

- [IPY H3TLIKEHHETO Ha oDlecTBeHaTa IOPHUKA HIMa A 07138 KANAHUTETA Ha TPETH JHIA;

- [IPH U3IYBIHEHHETO Ha 0DINecTBeHAaTa OPhYKa HAMA X2 IT0A3Ba MOJU3NBIHATE;

- 1€ OCHIYpE HeOOXOAHMUTE KOJIHYECTRA Ha odepUpannTe NPOAYKTH 3a LIEIHA CPOK Ha AOTOBOpa;
~ KbM Jarara Ha JOCTaBKa CPOKBLT Ha TOAHOCT Ha odepHpaHuTre Npoayktd € muauMym 70 %
/cenemaeceT TPOLEHTA/ OT O0OABEHHS OT IPOH3BONTENIS,

o IlpemnolkeH € CPOK Ha BCAKA KOCTABKa 0 3 /Tpy/ AHHM, 4 CPOKET 3a CIIEIHA JOCTABKA [0
24 /pBageceT U 4eTHpW/ Haca CIel MONYIABAHE Ha 3a1BKa OT BB3IOWKHTEI.

o Kbv TexHMYECKOTO MNOPEAAOKEHHE € IPEJCTaBeHO IIPUIOIKEHHE, HAa XapTHeH H
£IEeXTPOHEH HOCUTEI.

o TexumyeckoTo NPEAIOKEHUE € TIOANHCAHO OT 3aKOHHO OTOPHU3MPAHHS YPEJCTBATEN HA
YyJacTHHKA.

o TeXHHMUECKOTO INpeAsioEeHNe BKJIIOYBA BCHYKM HOMEHKAATYPHH CAHHKIM OT
TexHudeckaTa CICHIUKANAS, TPEINATAHATE MEIUITHHCKE H3MIEHHs ca ¢ Pou3BoAnTeN Hartmann
Rico Spol. SRO.
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¢ IIpuno)keHO € OTOPH3ALMOHHO IIMCMO Ha ydacTHHKA ,,Codapma Tpedauur® AJl or
HPOH3BOAATENAL HA O(hepUpanuTe MEIHIIHHCKY HI3ACTN,

o [lpujoxenu ca 3aBepeHH OT YYaCTHHKA KOIMf HA CepTH(HKATH 3a KayecTBO u
ACKJIApalusd 3a ChOTBETCTBHE Ha ohepupaHuTe MEIMIMHCKH H3AENHS, B CHOTBETCTBUE C
n3ucksanugTa Ha 490.14 or 3MU, kakto u nanecena "CE" mapkupoBka, B CHOTBETCTBHE ¢
W3UCKBAHMATA HA 4.8 ¥ uin.15 or 3SMHU.

s Ilpnnoxeuu ca noapobHR HPOCHEKTH Ha OBNrapCKH €3HK € IYBIHH TeXHHYECKH
NOKa3aTe/IK K HapaMETPH Ha NpEAJIaraHuTe OPOAYKTH ¥ YKa3aHHs 3a yrotpeGa.

e Y4YaCTHHKBT € IIPEJOCTaBII MOCTPH Ha OQEePUPaRUTE TIPOLYKTH.

Komucuara u3BbpIIN OpOBEpKa N0 HPEAOCTABEHHTE HOKYMEHTH H MOCTPH # YCTAHOBH, 4e
odepupaHnTe MEXMNMECKY W3NEIHAS OTTOBAPAT HA M3UCKBAHHMATA HA 3aKOHA 38 MEIMIIHCKHTE
nsaesns (3MM) B choreeTcTBaT Ha H3HCKBAHUATA 3aTI0EHN B TEXHHYECKATa CrIedyraus.

Komucpara PEIIN:

TexHuyeckoTo NpeANOKEHHE 33 HMINLIHEHME HAa NOPRYKATa Ha y9actHuka ,Codapma
Tpeiimuar AJl 3a obocobena nozunus XIX “Ilanku, Macku, CTEPUIHA U3AENMS” € H3rOTBSHO B
CHOTBETCTBHE C H3HCKBAHMATA Ha TeXHUYECKaTa CHeubUKalyg ¥ H3UCKBAHWITA Ha BE3IOKHTEN.

47. Vuactuukst ,,Codapma rpeitpaur® AJl e npefcTaBml TEXHEUECKO NPEANICAKEHHE 33
obocobena no3unug XXI “Crepunuy ceTOBE 24 IOKpHBaHE™.

Kommcusara pasrnena odeprara Ha yuacTHEKA ,,Codapma Tpeiimuar® AJX u nposepd 3a
CHOTBETCTBHUE C IPEABAPHTCIHO 00ABEHHTE YCIIOBYS;

¢ YYaCTHMKET € AeKIapupa, Je:
- Ce 3aJ][bJKaBa JIa M3ITBIIHK JIOFOBOpA 3a Bh3araie wa obuIeCTBEHATa TOPBUKA B CLOTBETCTBHE C
HODMHTE Ha JaKOHa 3a MeJunuHckuTe usnenus (3MU), xakTo W HAa BCHYKM APYTH HOPMATHBHH
AKTOBE, ETO Cra3sBaHe & HeOOXOMHMO 328 KAaUeCTBEHO H3ITBIHEHHE Ha IOPHUKATA,
- OPH HM3FOTBAHE Ha odepTaTa ca CHA3EHH 3aJbDKCHUATA, CRBP3AHN C JAHBIA ¥ OCHIYPOBKH,
Ona3BaHe Ha OKOMHATA Cpejid, 3aKpHia Ha 3a6TOCTTa ¥ YCJIOBHATA Ha TPYH,
- € ChIJaceH M NPHEeMA BCHUKH YCIIOBHS 3a H3MBIHCHNUE Ha oOHiecTReHaTa TOPEUKa, ONPEIEIeHn B
KJIAy3MTE Ha IPHIIOXKEHHA KBM JOKYMEHTAlHsITa 3a YIACTHE TIPOSKT HA OFOBOP;
- IIpHeMa CPOKBT Ha BaIuaHocrtra Ha odeprara na 6bae 180 (cTo M ocempecer) kaieHaapHy JHH,
CYHTAHO OT KpaHHUS CPOK 3a NI0/IABaHe Ha OQepTHTE;
- DM H3IIBJIHEHHETO Ha 0DIecTBeHaTa NOPhYKa HIMa Ja II03BA KANAWTETA Ha TPETH TIHIa,
- [IPX H3ITRJIHEHHUETO Ha o0LeCTBEHATa HOPhYKA HinMa IA I0A3RA MOAH3IIBIHHTEN,
- ¢ OCUFYPU HEOGXOMUMHTE KONNYECTBA Ha OepupaHUTe MPOIYKTH 32 LSS CPOK Ha AOrOBOPa;
- KLM JafaTta Ha JIOCTABKA CPOKBT Ha IOAHOCT Ha odephpaHuTte mpoiykri e musuMmyMm 70 %
/cepempeceT nponeHTa/ 0T 00ABEHHS OT POUIBOIHTEILS,

o Ilperuioiken e cpox Ha Besika AocTapka J0 3 /TpH/ IHH, & CPOKBT 34 CHEIIHA AOCTABKA, 10
24 /npajeceT 4 getHpH/ ¥aca CleN NONy4YaBaHe Ha 3asgBKa OT Bh3JIONKHTEA.

o KoM TexHHUECKOTO NpeAIONEHHEe € NPEACTARCHO TPHIOKEHHE, HA XaprHex H
EJNIEKTPOHECH HOCHTEN.

e TexunuecxoTo HpEANOKCHAE € NOANHCAHO OT 3aKOHHO OTOPH3WPAH¥S NPEACTBUTEN Ha
YHaCTHHKA.

o TexHUYeCKOTO DNPSANONEHUE BKIIOUBA BCHYKH HOMEHKJIATYPHH  EJHHHIM  OT

Texnnueckata cleLH(HKALNS, IpefylaTaHHTe METHUWHACKH W3JICIUs ca ¢ npouseoauTen Hartmann
Rico Spol. SRC.



e [lpunokero e OTOPU3AUHOHHO NHUCMO HA YYACTHHKA »Codapma Tpelizuar® AM ot
HTPOHU3BOAUTENS Ha OQEPHPAHNATE MEIULUMHCKU H3/IENUs.

o JIpunokeHH ca 3aBepeHH OT YYacTHHKA KOIUs Ha cepTu(dHUKaTH 34 Ka4yecTBO H
ACKIapalus 33 CBOTBETCTBHE Ha OdepupaHuTe MeQHIHHCKH U3JCHHA, B CHOTBETCTBHE C
H3uckBaHusTa Ha 4I.14 or 3MU, xaxTto u namecena "CE" MapKUpPOBKA, B CHOTBETCTBHE ¢
U3KCKBaHHMATA HA 1.8 ¥ ui.15 ot 3MH.

e Ilpumoxenu ca noApoOHHM NPOCIEKTH Ha OBIrapcKH €3MK ¢ TIAAHK TeXHHYECKH
TNIOKAa3aTeJM ¥ [IapPaMeTPH Ha NpeUtaraHATe NPOXYKTH U YKa3aHHS 32 yiroTpeda.

® YUYaCTHUKEBT € IPEIOCTABII MOCTPH Ha O(epUpaHnTe HPOIYKTH.

Komncuara u3pspiuy IpoBepka 0 NpeJOoCTABEHUTE JOKYMEHTH ¥ MOCTPH M YCTAHOBH, Ye
oepupanute MEAMIUHCKH H3JACIHA OTCOBAPAT HE M3KCKBAHMATA Ha 3aKOHA 33 MEJUIHHCKHTE
u3zgenud (3MH) i cH0TRETCTBAT Ha M3MCKBAHUATA 3AIOKECHH B TEXHHYECKATA CIIEIH(HKALH.

Komucnsra PEILIH:

TexuiueckoTO HpernoKene 33 H3MBIHEHHE HA MOpPLYKATa HA yYacTHHKA ,,Codapma
Tpefinaur” AJl 3a obocobena nosunusa XXI “CTepuiuy ceToBe 3a NOKPUBaHE” € W3rOTBEHO B
CBHOTBETCTBHE ¢ H3KCKBAHMATA Ha TEXHHYECKATa CHEUH(QUKAIMS 1 H3NCKBAHUATA HA BBH3JIOKHTES.

48. Yuactuuxst ,Cofapma Tpefinunr® AJl e IpeicTaBHN TEXHAYECKO NpEATOKEHHE 34
obocobena mosumpa XXI1I “EngoxpaTHO CTEpUNHO ¥ HECTEPHIHO 06ne1ro”.

Komucusra pasriena odeprara ga yyactHHKa ,Codapma Tpefipanr® AJl u mposepn 2a
CHOTBETCTBHE C TIPE/BAPUTENHO OOAREHATE YCAOBHSL:

¢ Y4acTHHKET ¢ JeKnapuapal, ue:
- Ce 3a/1bIDKABA & M3II'BJIHA KOTOBODPA 3a BhajlaraHe Ha OOMIECTBEHATA MOPHUKA B CLOTBETCTBHE C
HOpMHTE Ha 3aKoHa 33 MeauupHCKHTe m3penns (3MH), KakTo u Ha BCHYKH APYI'H HOPMATHBHH
aKTOBE, HUETO CIA3BaHE € HEOOXONUMO 3a Ka4eCTBEHO U3IThIHCHUE HA TIOPBUKATE;
- IIPH H3TOTBAHC HA Of)epraTa Ca CHA3EHH 3aJBDKCHHSTA, CBBP3AHH C JAWLIU M OCHIYPORKH,
OnaspaHe Ha OKOJHATA CPeJia, 3aKPHIIa Ha 33eTOCTTa M YCIIOBHATA Ha TPV,
- € CBIJIACCH U NpHeMa BCHUKH YCIOBHS 33 U3IbIHEHNE Ha 0OIICCTBEHATa IOPRIKA, ONPEACHEHH B
KIIAY3KTEe Ha NPHIOKEHNS KbM JOKYMEHTAIHATA 32 Y4ACTHE IPOEKT Ha JXOTr0BOp;
- IpHeMa CPOKBT Ha BANMIAHOCTTA Ha odeprara aa Obae 180 (cro M oceMuecer) KaneHAapHH AU,
CYMTAHO OT KpalHus CpOK 3a NoZaBaHe Ha OdgepTHTe;
- IIPH K3IBJIHEHUETO Ha OOLIECTBEHATE TOPHYKA HiiMa /1A HOJI3BA KANANTETa Ha TPETH JIHIA;
- IPY M3IBJIHEHMETO HA ODIIECTReHATa HOPHUKA HAMa Ja II0N3BA OAUIIBIHHTEL,
- Ie OCUTYPH HEOOXOUMHTE KOIMYECTRBA Ha O(EPHPAHUTE HPOIYKTH 38 LIENHAL CPOK HA JOr0BOPA;
~ KbM JlaTara Ha JOCTaBKa CPOKLT Ha TOJHOCT Ha odepHpaHUTe NPOXYKTH € MHHEMYM 70 %
/cememmuecer nponenTa/ oT 00ABEHHS OT MPOUIBOXHUTENA.

o llpennoxen e Cpok Ha BCAKa JOCTABKA J0 3 /TpH/ JXHM, & CPOKET 34 CHENIHA JOCTABKA 10
24 /mBanecer u YeTHpH/ Haca CIE)| NOTyYaBAHE HA 3aABKA OT BH3T0KHTEIS.

KM TeXdnyeckoTo mNpeIIoKeHHE ¢ NPeJCTABEHO IIPUIOKEHWE, Ha XapTHEH H
€JIEKTPOHEH HOCUTEN.

* TexHMYECKOTO Mpe/IoKEHUE ¢ NONNHCAHO OT 3aKOHHO OTOPH3HDAHMS NPEECTBHTEN Ha
YUACTHUKA.

o TeXHMYECKOTO IpEANOKSHHE BKIIOYBA BCHYKH HOMEHKJIATYPHH CIMHUIH  OT

Texnuueckarta crieubHKanNd, OpeJUIAraHHTe MEAANMHCKY U3ACIHSI Ca C npouzBoauTen Hartmann
Rico Spol. SRO.



¢ [lpunoxkeHo € OTOpH3ALMOHHO MMCMO Ha yuacTHuka ,Cogapma rpeiinuar® Al or
TIPOU3BOUTENS Ha OpEPUPAHHTE MEIUIIHECKY B3I,

e IlpunoxeHn ca 3aBepeHH OT yYacTHHKA KOIHMA Ha cepTHUKATH 33 KAaUecTBO K
Hexjapallis 3a CLOTBETCTBHE Ha odepHpaHHTe MEIHUNHCKH W34CIHg, B CHOTBETCTBHE C
H3HCKBaHHATA Ha uin.14 ot 3MHU, xaxto 1 mHanecena "CE" Mapxuposka, B CHOTBETCTBHE C
H3HCKBAHUATA Ha 9.8 u wn.15 ot IMH.

o Ilpunoxenn ca nojapobHE IPOCTEKTH HA OBIrAPCKU €3MK C TIBIHH TEXHUYECKH
MOKAa3aTeny ¥ NapaMeTpu Ha UpeaIaTaiuTe OPOAYKTH U yKa3auus 3a yootpeba.

o VYYacTHHKET € NIPENOCTABHI MOCTPH Ha OepUpaHHTe IIPOAYKTH.

KomucnsaTa H3BHpIIM NpoBEpKa O HPEIOCTABSHUTE JOKYMEHTH W MOCTPH W YCTAHOBH, 4e
oepupannTe MEAHIHHCKE W3ZENHS OTFOBAPAT Ha HM3UCKBAHMATA Ha 3aKOHA 3a MEIULMHCKATE
nm3gennd (3MH) 1 croTBeTCTBAT Ha K3UCKBAHUSTA 3ATOMKEHH B TCXHHYUCCKATA CICIHDUKAIIHA.

Komucusara PEIHH:

TexuuveckoTo TpeANOKEeHHEe 32 H3NBIHEHHEe Ha NOPbLYKaTA HA Y4acTHHKZ ,,Codapma
Tpefinanr® A/l 3a obocobena nosunus XXII “EnHOKpaTHO CTEPHIIHO M HECTEPUIHO obNexio” e
U3TOTBEHO B CHOTBETCTBHE C H3HCKBAHHATA Ha TEXHHUECKATa crienuGpuianus ¥ W3HCKBaHHUATA Ha
BEB3IMOKUTEIS.

49. VuacTHUKST ,,Codapma Tpeiipunr® Al e nipepcrapui TEXHUYECKO MPEANOKEHHE 32
obocobena nosunus XXIV “Tyndepu, nest”.

KomucuaTa pasriefa odeprata Ha ydacTHuka ,,Codapma rpefigunr® AJl u npoeepu 3a
CBROTBETCTBHE ¢ HPESABAPHTEIHO 0OARCHUTE YCIIOBHA:

¢ YYacTHUKBYT € HeKIapupan, ye:
- ce 3a4bJhKaBa [1a M3NBJIHK JOPOBOpA 34 Bb3jaraHe Ha oOniecTBeHATa ITOPHYIKA B CHOTBESTCTBHE C
HOPMHTE Ha 3aKoHa 3a MeJUIMHCKHTE H3zenus (3MU), kakTo U Ha BCHYKH JIPYIH HOPMATHBHH
AKTOBE, YHETC ClIa3BaHe € HeoOX0aMMO 38 KAUeCTBEHO H3NTBJIHCHME Ha TOPHUKATa;
-~ TpH U3TOTBiMHE HA odepraTa ca CHa3eHM 3aMbIDKCHUNTA, CBLP3AHH C JAHBHH H OCHTYPOBKH,
OIIa3BaHE HA OKOJIHATA Cpeld, 3aKpuiia Ha 38€TOCTTa ¥ YCJIOBHIATA HA TPYI;
- € CBITIAceH H TNPpHEeMa BCHYKH YCJIOBHS 3a W3IBJHEHHE Ha 001IECTBEHATA HOPBYKE, OTIPSAeNieHH B
KJIay3UTe Ha IPHII0KEHHS KBM JOKYMEHTAaIHATA 33 YHacTHe IPOEKT Ha JOTOBOp;
- IpHeMa CpPOKET Ha BalHAHOCTTA Ha ofepTtaTa na Obae 180 {cTo U ocemaeceT) KaleHAAPHH JHH,
CUMTAHO OT KpailHus CPOK 34 MojaBade Ha o(epTuTe;
- APY U3IRJIHECHHETO HA 001eCTBeHATA HOPBUKA HAMa Jia [0/I3Ba KallalluTeTa Ha TPeTH JIHNa,;
- TIp# W3OLAHEHUETO Ha ODIIECTBEHATA HOPRYKA HAMa XA HON3BA [HOXUSIIBIHNTEN,
- 1[g OCUFyPH HeoOXOAUMHUTE KOJHYECTBA Ha o(hepHpaHuTe MPOAYKTH 3a HENUs CpoK Ha AOroBopa,;
- KBM JATaTa HA JIOCTABKA CPOKBT HA TOJHOCT Ha odepupaHuTe NPOAYKTH ¢ MuHEMyM 70 %
/cepemaeceT npolieHTa/ 0T OOABEHUA OT MPOH3BOTUTENA.

o IlpeanokeH e CpOK Ha BCSAKA JOCTaBKa 0 3 /Tpy/ OHH, a CpOKBT 3a CHEIHA JIoCTaBKa KO
24 /npamecer n werupu/ Haca clex MONYYaBaHe Ha 385BKa OT BL3OKATEN.

o KpMm TexHH4YECCKOTO NpeAOKEHHE € NPEACTAaBEHO NIPHIOKEHHE, Ha XapTHEH H
EIEKTPOHEH HOCHTEIL,

¢ TeXHHYECKOTO NPEANOIKEHHE € HOANUCAHO OT 3aKOHHO OTOPU3HpPAHHS NPEINCIBHTEN Ha
YUACTHHKA.

o TeXHHYecKOoTO NPEANOMKEHHE BKIIOUBA BCHYKM HOMEHKIATYPHH  CHMHHMOM  OT

TexnuueckaTta cneu$UKAINs, TpeAlaraHuTe MEAUITMHCKH U3ACIES ¢a ¢ npouseoauren Hartmann
Rico Spol. SRO.
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s [lpanoxeHo € OTOPH3AIMOHHO IHCMO Ha yuacTHWKa ,Codapma Tpedmanr® AJl ot
MPOM3BOJUTENS Ha OEPHPAHUTE MEEUIHHCKHE M3JETHA.

o [lpunoxenu ca 3aBepeHM OT YYaCTHHKA KONHMA Ha CepTHOHEKATH 3a KayecTBO u
AeKNapanus 3a ChbOTBETCTBHE HA OdepPHPAHUTe MEAHIMHCKH H3JENUSA, B CHOTBETCTBHE C
M3uCKBaHuATa Ha wWi.l4 ot 3MMU, kakTo M Hawecena "CE" mapKHpOBKa, B CBOTBETCTBUE C
A3UCKBAHUATA Ha WiI.8 1 .15 or 3MU.

¢ Ilpunoxeny ca moApoOHH NPOCHEKTH Ha OBLATAPCKH €3MK C TBJIHH TEXHUYECKH
NIOK23aTe/IM H MapaMeTpH Ha HpeANaraHuTe OpoAyKTH U yKazaHus 3a ynoTpeda.

*  YYaCTHHKBT ¢ NpPEeHOCTABAJ MOCTPH Ha O(epHpaHUTEe NPOLYKTH 3a HOMEHKIATYDHHU
equHuld 1, 2, 4 u 5. KoMucHATa #3BBPIIM TPOBEPKA M YCTAHOBH, Y€ YYaCTHHKET I'M ¢ JOCTABAN Ha
bonsauna .. Jlozenen™ nmo poroeop VII-5-118/11.07.2016 .

KoMucraTa usBbpIIY POBEPKa 1O NPeJOCTABEHNTE JOKYMEHTH H MOCTDH H YCTAHOBH, Ye
otheprpanuTe METHIMHCKH M3/(E/IUS OTIOBAPAT HA W3UCKBAHMATZ HA 3aKOHA 38 MEOHLUHMHCKUTE
wzpenus (3MH) u croTBeTCTBAT HAa HM3UCKBAHMSATA 32JI0KEHH B TEXHMUECKATA CHCITN KA.

Komucusta PELLIH:

TexXHHUECKOTO NpEMIOKEHHE 33 MITBIHCHHE HA NOPHYKATA HA YYacTHHKA ,,Codapma
rpeiuar® Al 3a obocobena nmosuuua XXIV “Tyndepu, nenra” € M3rOTBEHO B CHOTBETCTRHE C
H3HCKBAHMATA HA TeXHUUSCKATA CHSHM(HUKANHA K HIUCKBAHKATA HA Bh3I0KUTEA.

50. Y4acTHUKBT ,,Codapma Tpeimuur AJl e npencrasui TeXHAYECKO NpeIIoKeHHE 32
o0ocobena nosunus XXV “Ipennasau ouna”,

Komucusita pasraena odeprara Ha yuacrnuka ,,Codapma rpeiiauar® AJl u nporepu 3a
CBLOTBETCTBHE C NPEABAPHTENHO OOSBEHUTE YCIOBHSL:

e VY4YaCTHHUKET € JeKNapupan, 4e:
- CC 33bJDKABA A4 W3IBJIHH JOrOBOPA 33 Bh3JIaTaHe Ha ODIICCTREHATA IOPLYKA B CHOTBETCTBHE ©
HOPMHTE Ha 3aKOHa 33 MemuuumHCKUTe H3jenus (3MM), xakTo u #a BCHUKH JAPYyrd HOPMATHBHE
aKTOBE, YHETO CHa3BaHe & HeOOXOAMMO 33 KAUECTBEHO H3MLIHCHUE HA IOPHYKATA;
- HpM W3rOTBAHE Ha odeprata ca ClIa3eHH 3aABDKCHHATA, CBLP3AHH C JaHBLUH M OCHTYDPOBKH,
OlIa3BaHe Ha OKOJIHATa CPENA, 3aKPUIA HA 38eTOCTTA H YCIIOBHSTA HA TPYX;
- € CLITACEH U [IPHeMA BCHYKH YCIOBHA 33 H3IBJIHCHHE Ha OOIISCTBEHATA TIOPHUKA, OMPEJEICHH B
KITaY3HTE Ha MPUIIOKEHHL KbM JOKYMEHTALUATA 34 YIACTHE HPOCKT HA JOrOBOP;
- fipueMa CPOKBT Ha BAMHAHOCTTA Ha odpepraTa na 6uae 180 (cTo U ocemueceT) xaneHmapHu IHK,
CYHTaHO OT KpalHHUs CPoK 3a mojasaHe Ha odeprure;
- IPA M3MLIHEHHETO HA 00IIECTBEHATA TOPBYKA HAMA Ja ITI01I3BA KANALHTETA Ha TPETH JIHA;
- IPH H3ITBAHEHUETO Ha ODIeCTBEHATA [FOPTHYKA HAMA A II0N3BA NOAU3ITEIHHTEN,
- 1Ie OCUTYpH HEOOXOAMMHTE KOJNKYECTBA Ha o(eprpanuTe TPOAYKTH 3a HENHUs CPOK Ha JOTOBOPA;
- KbM [araTa Ha JIOCTABKA CPOKBT HA TOAHOCT Ha odepUpaHUTE HPOAYKTH € MHHHMYM 70 %
fcenempeceT poneHTa/ 0T 06SBEHUS OT POUIBOIUTENS.

o [IpennoskeH e cpoK Ha BCAka JOCTABKa A0 3 /Tpu/ quu, a CPOKBT 3a CHEHIHA J0CTaBKa JI0
24 /mBajeceT U weTHpy/ yaca CNe TIONYUABANE HA 329BKa OT Bb3JIOKHTENS.

e KoM TexsHHueckoTO mNpelloXXKeHHe € NPeACTABEHO MPUNIOKEHWE, Ha XapTHeH u
eneKTPOHEeH HOCUTEIN.

» TexHn4eckoTo NMpeAloNeHHe ¢ MOAMICAHO OT 3aKOHHO OTOPH3HUPAHMS NPEACTBATEN Ha
y4acTHHKA.
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¢ TexHHYeCKOTO TIPEMNIOMEHUE BKJIIOUBA BCHYKH HOMCHKIATYPHE  EJMHHIH  OT
Texnanueckara crenndMKalis, NPeTaradoTe MEMHINHCKO H3ACHe € ¢ Npou3ponuTen Hartmann
Rico Spol. SRO.

e IlpunoxeHo € OTOPH3ANMOHHO NMCMO Ha ydacTHHKA ,,Codapma Tpeiiaunr® Al or
IPOU3BOUTENS Ha 0OEPHUPAHOTO MEAMIUECKO U3ICIHE,

o [lpunoxenn ca 3aBepeHH OT YYACTHHKA KONMA Ha CepTH(UKATH 33 Ka4YecrBo H
JOEKNapanyus 3a CHOTBETCTBME Ha O(EepHpaHKTE MEANIMUHCKH H3LENHA, B CHLOTBETCTBHE C
H3ncKkBaHHATa Ha wi.l4 or 3MH, xaxto u Hanecena "CE" MapxupoBka, B ChOTBETCTBUE
U3NCKBaHUATA Ha Wi.8 1 wi. 15 ot 3MU.

e JlpunoxeHn ca nNOZpoOHU MpoCHEKTd Ha OBATAPCKH €3MK ¢ IILIHM TEXHUUYECKH
FIOKA3aTENH M APAMETPH HA NPEAaraunTe NPOAYKTH H yKazaHu# 3a ynorpeda.

o VYYACTHHKLT € HpEAOCTABKI MOCTRH HA 0(1)epHpaHH$[ TTPOAYKT.

Komucusta HsBbpINM NPOBEPKA HO IPEOCTABEHUTE JOKYMEHTH H MOCTPH K YCTAHOBH, He
oepupaHHTe MEAUIMHCKH H3JEIHMS OTrOBapAT HaZ M3HCKBAHWSTa HAa 3axoHa 32 MeIMIMHCKHTE
msgenus (3MU) u crOTBETCTRAT Ha U3UCKBAHUSTA 38I0XKEHH B TEXHHUCCKATA CIEHH(HKAIINS.

Komucnara PEIIH:

TexHMYEeCKoTO MpPEAAOXKEHHE 3a H3NBIHEHHE HAa NOpBUKATa Ha ywactHuka ,Codapma
Tpeilaunr® AJl 3a o6ocobera mosunud XXV “Tlpenmasau ounna” € W3roTBEHO B CHOTBETCTBUE ¢
H3HUCKBAHKATA HA TEXHHYESCKATE CICHU(HKANE H H3UCKBAHHUATA HA BBIJIOKHTEN.

51, Yyactuukset ,Codapma Tpelignur® Al ¢ mpeactaBuNl TEXHHYECKO TIPEUIOKEHUES 38
obocobera nosumua XXVIH “Crepunin npespsakn 3a nepudiepet BEHO3CH KaTeTsp’ .

KoumucusTta pasriega odeprara Ha ydacTHHKA ,,Codapma Tpeiipumar® AJL 1 npoepu 3a
CHOTBETCTBUE ¢ IPEeABAPUTENHO 0OABEHHUTE YCIOBHS:

e YYacTHUKET € NEKITapHpal, 4ye:
- ce 3aALIDKABA Hd HM30BJHM JOFOBOPA 33 Bh3NaraHe Ha oOMICCTREHATA TIOPHYKA B CHOTBETCTRHE €
HOPMHTe Ha 3axOHa 3a MeAMUUHCKHTe H3aeans (3MH), KakTo W Ha BCHUKH JIPYrd HOPMATHBHH
AKTOBE, YHETO CIa3BaHe ¢ HeOOXOMMMO 38 K2YeCTBEHO HIIBIHEHHE HA [IOPHUKATa,
- OpH H3TOTBAHE Ha OdepTaTa ca CNa3eHM 3aIB/DKCHHATA, CBHP3aHH ¢ HAHBIH H OCHIYPOBKH,
OIIa3BaHE HA OKOJIHATA CPela, 3aKpHIIa Ha 3aeTOCTTa H YCIIOBUATA Ha TPYI;
- € CBIVIACEH M MPHEMa BCHYKH YC/IOBUS 3a H3MBJIHSHUE HA OOIIECTBCHATA IIOPHYKE, OTIPEACICHH B
KJIay3HTE Ha PITOKEHHA KBM JOKYMEHTAUYATA 33 yJacTHe IPOSKT Ha JOTOBOP;
- [IpHEMa CPOKBLT Ha BAIMAHOCTTA Ha odeprara jJa 6bae 180 (cTo u oceMzageceT) KalneHgapHu IHY,
CHHTANO OT Kpaliyus CPOK 3a IIoflaBaie Ha ofepTHTe;
- Py H3TRIHEHHETO Ha oDInecTBenara NOoPhYKa HiAMA A 0384 KaNalHTeTa Ha TPETH JHIA;
- [P U3NILIHEHHETO Ha oDINeCTBeHATa IOPBUKa HAMa Ka N0JI3Ba MOAN3NBIHUTEN,
- IlIe OCHFYPH HeoOXOmMMUTE KOJHYECTRA Ha of)epHpaniTe NPOAYKTH 3a HENHUs CpOK Ha J0rOBOpa,
- XKBM JATATA HA JOCTAaBKa CPOKSHT Ha TOAHOCT Ha odepHpaHuTe HpPONyKTH € MHHHMyM 70 %
fcemempeceT MponeHTa/ OT O0ABSHHA OT MPONU3BOANTEIIS.

o Ilpeanoxen e cpoK Ha BCAKa JOCTABKA A0 3 /TpK/ QHH, a8 CPOKBT 3a CHEIHA JOCTAaBKA 10
24 /npagecet ¥ ueTHpy/ yaca CleH oNy4yanaHe Ha 3as1BKa OT BB3JIOXKUTEN.

o KpM TexXHWYECKOTO TpPEIOKEHWE € NPESACTABEHO NPUIOKEHHE, HA XapTHEH U
EFCKTPOHEH HOCHTEI.

o TexHMYECKOTO MPE/NIOKEHUE € HOANUCAHO OT 3aKOHHO OTOPH3IUpAHUs NPeACTBHTEN Ha
YIaCTHHKA.
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¢ TexHMYeckoTO MpeIOXKEeHHEe BKIOYBA BCHYKHM HOMEHKJATYPHH CAMHHIH  OT
Texnuueckara cnenu(uranys, NpeTaraHuTe METUIHHCKH M3/Je/HA ¢a ¢ MpoH3soanTen Hartmann
Rico Spol. SRO.

o [lpunoxeno e OTOPHU3ALMOHHO NHCMO Ha yuacTHuka ,Codapma tpeiguare AJl or
IIPOU3BOAUTENS Ha OQEpUPAHHTE MEIUIHHCKA H3NLIHUA.

e [IpHIOXkeHH ¢4 3aBEPEHH OT YYACTHHKA KOMHA Ha CepTU(MHUKATH 32 KA4eCcTBO H
IeKnapanusl 3a ChOTBETCTBHE Ha o(iepHpaHHTe MEAMIUHCKKM W3IENHs, B ChLOTBETCTBHE ¢
u3nuCKBaHUATa Ha 4i.14 ot 3MH, KakTo 1 Hanecena "CE" MapKuposka, B CHOTBETCTBHE C
H3UCKBAHUATa Ha 4.8 u un.15 ot 3IMHU.

o IlprnoxeHH ca noApoOHH TPOCHEKTH Ha OBLArapCcKH €3HK ¢ IBIHE TEeXHHYECKH
TIOKA3aTEJNIH H NapaMeTpH Ha Ipe/UIaraHATe NPOJYKTH W YKa3aHH 3a yioTpeba.

e Y49acTHHKBT € MPENOCTABII MOCTPH HA O(pEpHPaHUTE TIPOAYKTH.

Komucusta H3BBPHIIH MTPOBCPKaE MO HPCROCTABEHHTE JOKYMCHTH U MOCTPH H YCTAHOBH, dc
OQ)epHpaI-m're MEAUIMHCKY H3IACITHA OTroBapsiT HA H3IMCKBAHHATA Ha 3akoHa 3a MCANIIHHCKHUTES
H3ACHHAL (3MH) U CHOTBETCTBAT HA M3UMCKBEHHUATA 3TOIKEIHH B TCXHHYECKaTa CHGHHCI)HKEHJ,H}I.

Komucuara PEIIN:

TexupueckoTo HpelncXeHHE 3a H3NBIHEHHWEe Ha NOphYKaTa Ha ydactHuka ,,Codapma
Tpeimunre A/l 3a obocobena mosunus XXVII “Crepunnu ripespb3ku 3a nepudepen BeHosen
KaTeThp’ € H3rOTBEHO B CHOTBETCTBUE C H3HCKBAHUATA Ha TeXHUuYecKaTa chenupuxanus u
M3KCKBAHHUATA HA BB3NOKUTENS.

52. Y9acTHHKSET ,,Codapma Tpefinnur® AJ{ ¢ npemcTaBil TEXHUYECKO NPEAROIKEHHE 3a
oBocobena nosunua XXX “Cnennanes uapmag’.

KomucusTa pasrnena oeprara Ha ydacTHHKaA ,,Codapma Tpedgnur® AJf u nposepn 3a
CBHOTBETCTBHE ¢ HPEABAPUTENHO OOSIBEHUTE YCIIOBYS:

e Y9acTHMKBT € AeKNapupan, ue:
- CE 3aABKaBa A H3IIRJIHH JOroBOpa 3a Bh3jarase Ha oGHICCTBEHATA NOPHUKA B CHOTBETCTBHE C
HOPMHUTe Ha 3axoHa 3a MeauuuHckuTe m3nemas (3MMU), xakTo U Ha BCUMKH ApYrH HOPMATHBHH
aKTOBRE, YHETC CclIa3BaHe € HeoOXOAUMO 3a KaueCTBEeHO HIITBIIHCHIE HA TOPEUIKATA,;
- NpH W3TOTBAHE Ha odeprara ca CNAa3eHN 3afbDKEHHATA, CBBLpP3aHU C JAHBIH M OCUI'YDOBKH,
Olia3BaHe Ha OKOJIHATA cpelia, 3aKpiiia Ha 3aeTOCTTa i YCIIOBUATA Ha TPYL,
- € CLITACEH M NMPHUEMa BCHUKH YCJIOBMA 32 H3ITBJIHEHHE Ha 00INecTReHATa OPHYKa, ONpeAeIeHd B
KJiay3HTe Ha NIPHIOKEHH KbM JOKYMEHTalUsTa 3a Y4acTHe IPOeKT Ha JOTOBOP;
- NpMEMa CPOKBT Ha BAJIMAHOCTTA Ha ofepTaTa Aa Opxe 180 (cTo M ocemieceT) KANCHIAPHH HA,
CUBTAHO OT KpalfHHA CPOK 3a NoJaBaHe Ha odepTure;
- IPH H3I'BAHEHHETO Ha OOUISCTEeHATA [TOPHUKA HIMA [a IION3RA KaNaluTeTa Ha TPETH JIHIIA;
- IPH U3MEIHEHAETO Ha 00miecTBeHAaTa MOPHIKA HAMA JIa TION3Ba MOU3IIBIHATENT;
~ HIe OCHTYpH HEOOXOAUMUTE KOAUYECTBA Ha OfepHPAHUTE NPOAYKTH 32 LIEIHS CPOK Ha JOTrOBOPa;
- KbM JaTaTa Ha JOCTaBKa CPOKDLT HA TONHOCT HA oQepHpasHuTe NMPOXYKTH ¢ MAHEMYM 70 %
fcemeMaeceT npoleHTa/ 0T 00SBEHNS OT HPOU3BOIUTEI.

s [lpexnoxxen e ¢pok Ha BCAKA JOCTABKa AC 3 /Tpy/ [HU, a CPOKET 3a CrIelHa A0CTABKA [0
24 /npajeceT W 4eTHpPH/ 9aca ciel MoJydaBaHe Ha 3a%BKa OT BEB3JIOKHATENs.

o KbM TexXHHYECKOTO MpPEUIOKEHAE € WpPEACTABEHO MPHICKEHNE, HA XapTHEH H
€JIEKTPOHEH HOCHTEIL.

¢ TexnuueckoTo NPEAIOKEHNE € TOAHUCAHO OT 38KOHHO OTOPH3UPAHUs MPEACTBHTEN Ha
YYaCTHUKA.
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o TexHUYeCcKOTO NPEIOAKEHHME BKHOYBA BCHYKH  HOMEHKJATYPHH eJHHHLE OT
Texunveckara crenuduxanys, npeIaraHaTe MeTMIMHCKA K3ACIHA ca ¢ npoussoauten Hartmann
Rico Spol. SRO.

¢ [IpHIOKEHO € OTOPM3ALMHOHHO MHCMO HA y4YacTHHKa ,Cofapma tpeiiguur® Al or
HIPOU3BOTUTENst Ha OQEPUPAHNTE MEAUIHHCKH H3ICHHAL,

o lIpHIOKEHH ca 3aBEPEHHM OT YUAaCTHHKA KONUs HA CepTH{PUKATH 32 KAYECTRBO H
JeKnapamnus 3a CbOTBETCTBME Ha O(PepHpaHUTe MEAMHWHCKE H3AENHS, 8 CHOTBETCTBHE C
H3NCKBAHHATA Ha 4ir.14 or 3MHM, xakto H Hanecena "CE" mapxupoBKa, B CHOTBETCTBHE C
H3MCKBaHHATA HA W8 u un.15 ot 3MHU.

o llpunoxeHn ca HNOApoOHU IpocnexTH HA OBATapCKH €3HK ¢ NBLIHH TEXHHYECKH
IIOKA3aTelH ¥ NapaMeTpy Ha IpearagyiTe IPOJAYKTH B YKasaHus 3a ynotpeba.

e YUAacTHHKBT € IIPEIOCTABUI MOCTPH Ha OQepHPaHHTE MPOAYKTH.

Komucusta n3pepuin Nposepka Mo ApeJOCTABEHUTE AOKYMEHTH W MOCTPH M YCTAHOBH, 4€
odepupaHuTe METUIMHCKH U3ACNUS OTTOBAPAT Ha HM3UCKBAHHMATA HA 3aKOHA 34 MEIUITMHCKHTE
n3nenns (3MH) 1 crOTBETCTRAT Ha U3UCKBAHUATA 3AIQKECHN B TEXHHYECKATA CIEIM(HKALH.

Komucusra PEHIN:

TexunuueckoTo NpeANOXeHMe 3a H3NBIHCHUE Ha [OphYKata Ha yuacruuka ,,Codapma
Tpeipunr® A/l 3a oBocobena nosunua XXX “Crendanes vyapmad’” € H3roTBEHO B ChOTBETCTBHE ©
H3HUCKBAHUATA Ha TEXHUUECKaTa creili(AKaus ¥ U3UCKBAHUSITA HA BB3JIOKHTENA.

53, Yaactnuksr ,,Codapma tpeitpuuar® Al ¢ npenctaBun TeXHHUECKO MpPEAIOKeHHE 33
obocobena nozunus XXX “HecTepuaau noHMaMUNHE KOHLH.

Komucusra pazraega odeprara Ha yuacTHHKA ,,Codapma rpeiipunr® AJl u nposepu 3a
CHOTRETCTBHE C IPEIABAPUTEIHO ODIBCHHTE YCROBHA:

® Y4YacCTHHKET ¢ ACKIApHpal, 9e:
- ce 3agpiDKaBa Jia H3NBJIHH JOTOBOPA 34 RB3/araHe Ha O0HISCTBEHATA HOPHYKA B CHOTBETCTBHE C
HOpMHTe Ha 3akoHa 3a mMegunuHckute uinenus (3MU), xaxTo ¥ Ha BCHUYKH JIPYTH HOPMaTHBHYU
aKTOBE, YHeTO ClazBaHe ¢ HeoOXOIMMO 3a KaUecTREHO H3NBIIHEHNE Ha MOPLYUKATA,
- OpH H3rOTBAHE HA odepraTa ca CHAZCHH 3aAbJDKCHMATa, CRBP3aHH C JAHBIH H OCHTYPOBKH,
ola3BaHe Ha OKOJHATA Cpelia, 3aKpuia Ha 33eTOCTTA M YCIORHATA HA TPY A,
- € ChIJIACEH H NpHeMa BCHYKH YCIIOBHA 3a H3NBLJIHEHHE Ha o0UlecTBeHaTa HOPEUKA, OMPeaeacHH B
Kilay3HTe Ha IPHIIOIKEHHA KbM JOKYMEHTAHsITa 32 YyYacTHE POEKT Ha JOrOBOD;
- Ip¥eMa CPOKBT Ha BaIMAHOCTTa Ha odeptara Aa 6v1e 180 (cro n ocempecer) kancHIapHH OHH,
CYHTAHO OT KpafHHI CPOK 3a NoJaBaHe Ha o)epTHTe;
~ IpH K3HBIHEHHETo Ha obnlecTRenaTa OPHYKE HEMa d HON3RA KAAUTeTa Ha TPeTH JIHIA;
- TIpH K3TBJIHEeHUETO Ha oONIecTReHaTa IopEYKa HIMa Aa TI0JI3BA TIOAH3IbIIHHTEL;
- [IIe OCUTYpPN HeoOXOAUMUTE KONTH4ECTBA Ha odeprpannuTe NpoOAYKTH 32 HEMHs CPOK Ha JOrOBOpa;
- KBM JaraTa Ha JOcTaBKa CPOKBT Ha TOMHOCT Ha oepHpaHuTe Hpopykru ¢ muuumym 70 %
/cenemueceT npoLeHTa/ 0T 00SBeHUA OT IPOU3BOMHTEIN.

o llpemnoxed € cpoK Ha BCAKa AOCTABKA J10 3 /TpuW/ MHU, a CPOKBT 3a CIENIHA JOCTABKA N0
24 /gBajeceT ¥ 4eTHpPH/ Yaca clell IoNTy<daBaHe Ha 3afBKa OT BB3JIOKUTEI.

o Kim TexuuueckoTo ImNpeAIoKeHHE € NPEACTABCHO NPUIOKEHNE, HA XapTHeH H
ENeKTPOHEeH HOCHTE.

e TEXHUYCCKOTO NMPEIMKEHHE & NOANMCAHC OT 3aKOHHO OTOPHU3MpAHHS HNPEACTBUTST HA
YUaCTHHKA.

39



e TexXHUYECKOTO DPEUIOKEHHWE BIUIOYBA BCHYKM HOMEHKNATYPHH EAHHHLH  OT
TexuuueckaTa crieH(UKAINS, NpEUIAraHATe METHIMHCKY M3AEIAA €A ¢ IIPOM3BOAuTen Mednka
AL

o [IpuioxeHO € OTOPH3AUMOHHO ITMCMO HAa ydyacTHHKa ,,Codapma rpeitpaur® AJ or
IPON3BOAUTENA HA OPEePUPAHHTE MEAUIMHCKH H3JLITIHSL.

e [Ipunosxenn ca 3aBepeHH OT YJYACTHUKA KONUs Ha CepTHHHKATH 3a KAYECTBO H
IeKnapandsi 3a ChOTBETCTBHE Ha odiepupaHHTe MEAULMHCKH H3JCAHs, B CHOTBETCTBHE C
n3uckpaHusTa HAa Wi.14 or 3MU, kakro n nanecena "CE" MapKUpPOBKA, B CHOTBETCTBHE C
H3ucKBaHMsTa Ha WL 1 wi.15 ot 3MHU.

o [JpunmoxeHM ca NOApOOHH IIPOCIEKTH HA OBJIrapCKH €3HK ¢ [LIHH TEXHHUUESCKH
IIOKa3aTeNH H [apaMeTpH Ha IIPE/UIaraHnTe IPOXYKTH U YKa3aHHA 32 yrorpeba.

e Y4YacTHHKBT € IPELOCTABHUI MOCTPH Ha OhepupaHnTe IPOLYKTH.

KomucusaTa H3BBPHIA MIPOBEPKA 1O NPEHOCTABEHUTE JOKYMEHTH H MOCTPH W YCTGHOBH, Ue
oepupannTe MEIULIHHCKH H3AENHS OTTOBAPAT Ha U3UCKBAHUATA Ha 3aKOHA 38 MEHMIMHCKWTES
usnenus (3MH) H chOTBETCTBAT HA H3NCKBAHUATA 327I0JKEHH B TEXHUUECKATA ClieiTH(pHKaIIHA.

Komucusta PEILIN:

TexnuueckoTo MpeioXeHne 3a UINBAHCHME HA NOPBYUKATa HA y4acTHHKA ,,Codapma
Tpeiinuar® AJ{ 3a obocobena mosumusa XXXIHI “HectepunHu noavaMunsy KOKUU™ € U3rOTBEHO B
CHOTBETCTBHE C M3WCKBAHMSITA HA TeXHUYECKaTa crielnbUKanMs ¥ N3MCKBAHUATA HA BH3IOKHTEINS,

54. YuacTHEKLT ,,Ennax — msuaar® EQOJ e npeacTaBHI TeXHHYSCKO NPEIJIOIKEHHS 34
obocobena mozunuma XV “XupyprudecKi phKaBHUN — HCCTEPUIHE .

Komucusra pasriesa odeprara Ha yuactHuka ,Ennaxk — gmsuar® EOOJ 1 nposepu 3a
CBHOTBETCTBHE ¢ IPCABAPHTENHO OGABCHHTE YCIOBUA!

e YUACTHHKBT € JeKIapHpan, Je:
- Ce 3alBIDKaBA JIa WINGIHH JOroBOpa 3a BhiNarane na ofinecrseHara HophuKka B ChOTBETCTRUE C
HOPMHTE Ha 3aKoHa 3a MeJuImHCKUTe u3jends (3MUH), xkakTo ¥ Ha BCHYKHM NPYT¥ HOPMAaTHBHHU
AKTOBE, YHETO CIIA3BAHE ¢ HEOOXOMUMO 32 KAYeCTREHO HIITLIHEHHE Ha NOPLUKaTa;
- IpU W3TOTBAHE Ha odeprara ca cliazeHH 3aJBDKEHHATA, CBBP3aHU © JAHBLUH ¥ OCHIYPOBKH,
OlIa3BaHe Ha OKOJIHATA CPCAA, 3aKpuiia Ha 3a€TOCTTA I YCIOBHATA Ha TPYJ;
- ¢ CBITIACEH H IIPHEMa BCHYKU YCJIOBHS 32 H3IIBJIHEHHE Ha 001HeCTBeHATa TMOPbUKa, OTIpE/elieHd B
KJIay3uTe Ha IPHI0KEHIA KbM JOKYMEHTAU#ATA 33 YHacTHe IPOEKT Ha IOTOROP;
- TIpHeMa CpOKBT Ha BalHAHOCTTA Ha odeprata ga Obxe 180 (cTo U oceMaeceT) KaleHAAPHY JHH,
CUUTAHO OT KpailHug cpoK 3a 1IoJaBaHe Ha odepTuTe;
- TIPH H3IBJIHEHNETO Ha O0IECTRCHATA TOPHUKA HAMA A [10J138a KANalNTeTa Ha TPEeTH JHEE;
- [IpY U3ITBAHEHAETO Ha 00lNecTBeHATa NOPEYKA HIMa Ja [T0JI3BA [OAU3NBIIHUTE,
- [lI¢ CCHIYPH HeOOXOANMETE KOJIMYECTBa Ha od)epHpaHNUTe POIYKTH 3a HEIHs CPOK Ha ZOroBopa;
- XBM JIATATA Ha JIOCTABKA CPOKLT Ha IOJHOCT Ha odepupaHure HpoayxTe e MuHuMyM 70 %
fcepeMaeceT NpoLieHTa/ 0T OOABEHUA OT HPOH3BOAUTES.

e [IpeAnoxed e CpOK Ha BCSKa JOCTaBKa A0 2 /nBa/ AHH, a CPOKBT 33 CHCIHHA AOCTABKE [0
8 /ocem/ yaca cilenl ONy4aBaHE HA 3aJBKA OT BB3JI0MUTEIA.

o Kpm TeXHHYECKOTO Ipe/IOKEHHe € NPEACTaBeHO IMPHIIOKEHHe, Ha XapTHEeH H
€IeKTPOHEH HOCUTEIL.

e TexHMYeCKOTO IPEATOKSHUE € MOJIIHCAHO OT 3AKOHHNA MPeACTBHTEN Ha YJacTHHKA.
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® TexHu4eckoTO NPeNNOKEHHE BKHOYBA BCHYKH HOMEHKJIATYPHHM EJWHHLE  OT
Texunveckata cnenuduranus, OpeIaraHiTe MEAAITMHCKA H3ENHs ca ¢ NpoussoxuTen Nurteks
Tekstil, Typuus.

o [lpumoxeHo e OTOPH3ALMOHHO IHCMO HA YYacTHHKA ,Enmax — amsaur® EOOJ or
NPOX3BOAUTENA Ha oeprupanuTe MEANIHHCKA U3C/INS.

o IlpunoxeHy ca 3aBepeH¥ OT YYACTHHKA KONUWS Ha CEPTH(PHUKATH 3a KAdecTBO U
HEeKNapalus 34 CHOTBETCTBHE Ha odepupaHuTe MEIHHMHCKA U3JAEHHA, B CHOTBETCTBUE C
n3ncksanuaTa Ha wi.l4 or 3MUH, xaxTto u Hanecena "CE" MapKupoBKa, B CHOTBETCTBHE C
W3uCcKBaHUATa HAa 4n.8 u wi.15 ot 3MU.

e Ilprnoxenn c¢a noapoOHM NPOoCHEKTH Ha OBArapCcKH €3MK ¢ OIBIHH TEXHUYCCKH
HOKA3aTENH ¥ TapaMeTpH Ha NpearaHuTe IPOLYKTH M YKa3aHud 3a ynoTpeda.

o YYacTHHUKBT € HPeJOCTAaBHI MOCTPU Ha ofhepupatiTe IPOLYKTH.

Komiicrata u3BLpIIN TPOBEpKa IO NPEAOCTABEHUTE JOKYMEHTH H MOCTPY ¥ YCTAHOBH, g€
oepHPAaHHTE MENHMIMHCKY U3JCAMA OTTOBAPAT HA MU3UCKBAHUATA HA 3aKOHA 3a MEMUIHHCKHTE
waenua (3MH) 1 crOTBETCTBAT Ha H3UCKBAHKUATA 3AJI0XKEHH B TeXHHUECKATA Crenu(pUKans.

Komucnara PELLN:

Texnu4eckoTo NpeAiMKEeHHE 32 HIMLIHEHNMe Ha HNOpPbYKaTa Ha ywacTuuka ,Fanmak -
masuer® EOOJH 3a ofocobena mosumus XV “Xupyprudecky ponKasuld ~ HECTEPHIHH" €
H3TOTBEHO B CHOTBETCTBHE C U3MCKBAHUATA HA TEXHUUECKATA CTIECIM(pHKAIMSA W U3UCKBAHHATA Ha
BB3NOKUTEH.

55. Y4acTHHKBT ,,Eanak — amsunr® EQOC/L e npencTaBun TexHu4ecKo NpeioKeHne 3a
o6ocobena nosuigs XVIH “Macku”,

Komucugra pasriena oeprara Ha yuacTsuxa ,Eanax — aumsaur® EQOJ u oposepu 3a
CHOTBETCTRHE € MPERRAPUTENHO OOIBSHHUTE YCIOBHA:

® YUYacTHHKET € JeKIapupal, Je:
- C€ 3abJhKana JIa H3IIBIHK J0TOBOpA 3& Bh3NaraHe Ha oblecTBeHATAa MOPBUKA B CHOTBETCTBUE C
HOpPMHTE Ha 3akoHa 3a Meaunuuckure wigenus (3MHU), KakTo H Ha BCHUKH APYrH HOPMATHBHY
aXTOBE, YHETO CHa3BaHE ¢ HeOOX0HMO 32 KaUeCTBEHO HIIBIHEHHAE HA TOPhYKaTa;
- TIpA B3roTBiHe Ha odeprara ca CHa3eHW 3a0bJDKEHHATa, CBBP3AHH C AAHLUM M OCHTYDPOBKH,
OlIa3BAHE HA OKOJIHATA CPE/ia, 3aKpHila Ha 3aeTOCTTa H YCIIOBUSITA HA TPYA,
- € CBIJIACEH H HpHeMa BCHUKH YCAOBHS 32 U3IIRJIHEHHE HA 00IUECTBEHATa TOPEHUKA, ONpese/eHl B
KJIay3KTe Ha TPIIOKeHH KbM JOKYMEHTANMATA 3a YIACTUE HPOCKT Ha JOTOBOD;
- IpHeMa CPOKBLT Ha BaMUAHocTTa Ha odeprara pa 6nxe 180 (cTo ¥ oceMAeceT) KaleHOAPHH KHH,
CUHTAHO OT KpalfHUs CPOK 3a IoJaBaHe Ha ofiepTuTe;
- IpH W3NBIHEHUETO Ha OOINeCTBeHATa TIOPhYKA HAMa [a ITOM3Ba KalallTeTa Ha TPeTH JHIA;
- IPH H3NBRHEHHETO Ha o0lecTBeHaTa IophyKa HaMa JIa 1101384 [IOXH3IIBIHHTEN,
- e CCHIYDH HeOOXOZHMHUTE KOIHYecTsa Ha odepupaHuTe IIPOIYKTH 3a HEIUs CPOK Ha JOTOBOPA;
- KBM JlaTara Ha JOCTaBKa CPOKBLT HA TOMHOCT HA OfiepUpaHHTE NMPOOYKTH € MHHHMYM 70 %
/cememaeceT npoueHTa/ OT O0ABEHNS OT IPOH3BOIUTEN.

e llpemnoiken e cpox Ha BCAKa HOCTaBKa Jo 2 /mBa/ AHW, a CPOKBT 3a CHEIHA JOCTABKA KO
8 focem/ waca ciiex MoMy4YaBaHe HA 3aMBKA OT BE3JI0KUTENS.

e KM TexHMUECKOTO IpeMIoKeHHe € TPeACTABEHO NpPUIOKEHHE, HA XaAPTHEH N
€JIEKTPOHCH HOCHTEL

e TexXHHYECKOTO NpeUIoKeHHe € TIOAINCAHO OT 3aKOHHUS NPEACTBHTEN Ha YHACTHUKA.
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o TeXHHIECKOTO TMPeATOKEHHE BKJIIOYBA BCHYKH HOMEHKNATYPHH EOHHHLM  OT
Texnuueckara cnenudukanusd, npeUlaragiTe MEAHLMHCKA H3Jenus ca ¢ mpoussoxmTen Yilkal
Medical, Typrys.

o [IpunoxeHo ¢ OTOPH3ANMOHHO NUCMO HA YYACTHHKA ,Eamak -~ amsuar® EOQOJ or
IIPOU3BOIUTENA Ha OYEPUPAHUTE METUIFHCKH U3 IETHA.

s lIpHNOMKEHU €A 3aBEPCHH OT YYaCTHUKA KONHA HA CepTHOUKATH 3a KadecTRO I
Jeknapanus 3a ChOTBETCTBHE Ha OdEPHPARHHTE MEAMITHHCKHE W3ACHHSI, B CHOTBETCTBHE C
W3MCKBAHMATA Ha 4n.14 or 3MM, kakto u Hamecena "CE" mMapKUpPOBKa, B CLOTBETCTBHE C
H3UCKBaHKATA HA WI.8 ¥ wiI.15 or 3MU.

o [Ipunoxern ca noApoCHM NpOCHeKTH Ha GBLArapckd €3UK ¢ NBAHE TEXHWIECKH
TIOXAa3are)iy U IApaMeTPH Ha IpeiaraHyuTe NPoAYKTH H YKA3aHUS 3a yroTpeba.

¢ YYacTHAKLT € NPEAOCTABHII MOCTPH Ha o(epuUpaHHTe NPOAYKTH 38 HOMEHKIATYPHH
eqMHAO 2, 3, 4 H 5. Y4YaCTHHUKET HE € NpeJOoCTaBuli MOCTpa Ha odepupaHus NPOAYKT 110
HOMEHKJIATYpHa e€iuHHNA 1. KomucusTa H3BBpIIM TPOBEPKa ¥ YCTAHOBU, 4Y€ O(epHpaHHdI
TIPOAYKT 110 HOMEHKJIAaTypHa exuHula | ae e 6un goctaess B bonanua ,,JlozeHen.

Komucuara PEIHHN:

Ha ocmosanue un. 104, an. 5 ot 30I, na u3Hcka oT yeactuuka ,Eimak — aH3mnHre
EOOA B cpox no 5 /mer/ paloTHH J[HH J[a TNPeJOCTasi AOHBIHHTEIHO MOCTIpa Ha
oepHpalEs NPOAYKT HO HOMEHKNaTYpHA exuHuLa 1 ot ofocobera nosunus Ne XVIII “Mackn™.
[Npemocraganerc H HAMa fa AOBele A0 npoMeHd B TeXHMUECKOTO M LEHOBOTO NPENIOIKEHHE HA
YYacTHHKA.

56. VuactuuksT ,,Exnak — muzuer® EQQOJ e npeacrasui TEXHUUECKO TPESATOKSHHE 32
obocobena mosumus X X1 “CrepHiHu ceToBe 3a OKpuBane”.

Komucusita pasrnena odeprara Ha ydacTHEKA ,,Eanak ~ ausunr® EQOJL u nposepu 3a
CHOTBETCTBHE C NPCABAPHTENHO OOAREHUTE YCIOBH:

e Y4acTHHKBT € JACKJIApHpan, Ye:
~ ce 3aIbIKapa /13 M3IIBJIHE JOTOBOpA 3a BE3JIATAHS Ha ODINEeCcTBEHATa TIOPBYKA B CHOTBETCTRUE C
HOPMUTE Ha 3axoHa 3a MEAULHHCKHTE uzaemus (3MU), xakTo M Ha BCHYKH JAPYrH HOPMATHBHN
aKTOBE, YHETO CIIa3BaHe € HeoOXOMUMO 34 Ka4ECCTBEHO U3IIBITHEHHE Ha TOPHYKATA;
~ Opd M3TOTBAHE Ha odeprara ca Cla3eHH 3aJBDKEHHAATa, CBLP3AHA C JIAHBHM ¥ OCHIYPORKH,
olla3RaHe Ha OKOJIHATA cpella, 3aKpUia Ha 33eTOCTTa U YCIIOBHATA Ha TPYA,
- € ChIJIaceH H IpHeMa BCHYKH YCIOBHS 32 M3ITbiHeHue Ha 00iecTBeHaTa TOPhUKa, ONpeae/icHH B
KJIAY3HTe Ha NPUIIOIKEHHS KBM JOKYMEHTANMATA 32 YUACTHE IPOEKT Ha ZOIOBOD;
- TIpHEMa CPOKBT Ha BanuzHoceTTa Ha odeprata ma Ovne 180 (cTo M oceMmmeceT) KaleHAapHU JHH,
CUHTAHO OT KpalHus cpok 3a rmojasase Ha odepruTe;
- [IpH U3HBIHEHHETO HA 001ECTBEHATA TOPBYKA HAMA Aa [T0JI3Ba KanaluTeTa Ha TPeTd JIMIa;
- TIpH H3MBJIHEHHETO Ha 00ILECTREHATA TOPHUKA HAMA Aa [TONI3BA OAU3IBIIHUTEN,
- IIIe OCHIYPH HEOOXOIHMHTE KOJIMYECTRE HA OdepUpatiTe NPOAYKTH 3a LENHsS CPOK Ha JOTOBOPA;
- KbM HaTaTa Ha IOCTaBKa CPOKLT HA FOJHOCT Ha odepHpaHuTe HpoaykTH ¢ MuHumyM 70 %
/ceneMaeceT poiieHTa/ 0T 00SIBEHUS OT IIPOR3BOIUTEIISL.

o [lpexnoxen e cpoOK Ha Besixa jocTaska 0 2 /xea/ JuH, a CPOKET 3a CHEHIHA JOCTABKA 10
8 /ocem/ yaca crell nonydaBaHe HA 3a%BKa OT BH3ITOKUTEIA.

o KbM TexHHYeCKOTO [PEAAOKEHHE € IMIPEJCTaBEHO MPUIONKEeHHe, Ha XapTHeH |
CAEKTPOHEH HOCHTEN.

o TexHUYECKOTO NPESIIONEHIE € IIOIUCAHO OT 3aKOHHHS IPEACTBHTEN HA YYACTHUKA.
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o TexHHYECKOTO NpEeMIONENMe BKIIOYBA BCHUKH HOMEHKIATYPHH CHHHHIOM  OT
Texuuueckata crenubuxanus, OPEMNATAHHTE MEAMIMHCKY H3JCOHS Ca ¢ IpoH2BoHTen Tio
Medikal, Typrua.

s IlpunoxeHo € OTOPH3ALMOHHO MHCMO Ha YuacTHHKa ,Eamax — musrur® EQOJ or
TIPOH3BOAUTENS HA OPEPUPAHHTE MEIUIMUHCKHA H3TETHA.

o JlpunoxeHd ca 3aBEpeHHM OT YYACTHHKa KONHH HWa cepTHQHUKATH 34 KauecTso X
JACKNapaua 3a CHLOTBCTCTBHE Ha OQEPHPAHHTE MEQHUMHCKHA M3ACHHI, B CHLOTBETCTBHE ¢
H3HCKBauuATa Ha Wi.14 or 3MH, KaxTo B HaHecena "CE" MapkupoBKa, B ChOTBETCTBHE C
H3UCKBAHHATA Ha wi.8 u un.15 or 3MU.

o IlpunokeHH ca nOAPOCHM NPOCHICKTH HA OLArapCKA €3UK € IIBJHH TEXHUYECKH
FIOKA3aTeNH U TapaMeTpy Ha TIpeJUIaraHuTe HPOoJyKTH M YKazaHus 3a ynortpeda.

® YYACTHHKGT € NPEAOCTABHII MOCTPH Ha OepUpaAHATE TPOLYKTH.

KomucusTa #3BLPINK TPOBEPKA 110 EPeJOCTABEHHTE JOKYMEHTH ¥ MOCTPH H YCTAHOBH, Ue
opepHpaHKTEe METULMHCKH H3AC/MS OTTOBAPAT HA M3MUCKBAHHATA HA 3aKOHA 33 MEIUIHHCKHTE
uszenust (3MH) u croTBETCTBAT HA H3UCKBAHMATA 3AIOMKEHU B TEXHHUECKATA CHEHIMHKALHS.

Komucusiva PEILH:

Texnu4eckoTo npe/UIOKEHHE 32 H3IIBLIHCHHE HA NOPHYKATAZ Ha Y4YacTHHMKA ,Ejmak —
suznnr® EOOJ 3a obocobena nosunus XXI “Crepwiind ceToBe 3a NOKPHBaHE” € H3rOTBEHO B
CLOTBETCTBHE C H3HCKBAHMATA Ha TEXHHUECKATA CICUDUKALMA U HIUCKBAHUSITA HA BB3JIOKKTEIS.

57. YyacTHuksT nEnmax — msanr® EQOJ e upeacrasun TeXHAYECKO NpeaIoxkeHue 3a
oGocobena mo3unnsa XX VI “Enextponu”.

Kommucuara pasrnena odeprara Ha ydacrauka ,,Ennak — amsunr® FEOO/L u niposepn 2a
CLOTBETCTBHE C IPEABAPUTENHO OOSBEHHTE YCHOBKS:

® YYacTHHUKET € JeKnapupal, Je:
- €€ 3aJmJDKaBa Jla Y3k JOTOBOPA 3a BhijgaraHe Ha o0INecTBeHATA MOPBUKA B CHOTBETCTBHE C
HOpMUTe Ha 3aKOoHA 3a mMeaulmHcKuTe H3jenus (SMU), kakTo # Ha BCHYKH ApYrH HOPMATHBHH
AKTOBE, YHETO CIIAa3BEHE ¢ HEOOXOAUMO 32 KAUeCTBEHO W3IThIAHEHEE HA NOPLYKATE;
- MIpH U3TOTBAHE Ha OepTaTa ca CIIa3eHH 3a){bIKCHUATA, CBBP3AHM C NAHBIM H OCHTYPOBKH,
OIasBaHe Ha OKOJIHATA Cpelia, 3aKpHNa Ha 3aeTOCTTa i YCIOBUSITA HA TPY/L;
- € CHIJIACEH H IIPHEMa BCHYKH YCJIOBHS 3a H3IIBIHECHHUE Ha OOMIECTBEHATA OPBYUKa, OTPEAENCHH B
Knay3uTte Ha IPWICKEHUs KbM JOKYMEHTAHHATa 3a yYaCcTHE IPOEKT Ha JOTOBOD;
~ TpreMa CPOKET Ha BanuIHOCTTa Ha odepTara na Onae 180 (cro u ocemaeceT) KaJeHIApHY AHH,
CUYMTaHO OT KpaHHHs CPOK 3a TIoAABaRe Ha odepTuTe;
- IIPK K3NBIHEHUETO Ha OOLIECTREHATA HOPHUKa HAMa XA [0JI3BA KAMAlMTETa Ha TPETH JIANA;
- PY H3TTBJIHEHUETO Ha oDIecTBeHaTa IIOPLUKA HIMa a4 TO3BA HOXHITRIHHTE;
- HIe OCUIYpH HEOOXOMMMHTE KONHYECTRA Ha O@epHpaHiTe IPOAYKTH 3a IeNHs CPOK Ha AOTOBOPa;
- KBM JaTaTa Ha JI0CTaBKa CPOKBT Ha TOJHOCT Ha oepHpaHuHTe NPOXYKTH € Muuumym 70 %
/cenempaeceT npoueHTa/ OT 00IBEHMA OT IPOUIBOZMTENS.

o [lpennoxen e cpox Ha BCSKa JOCTABKA JO 2 /ABa/ AHH, a CPOKET 3a CIICUIHA ZOCTABKA 0
8 /ocem/ waca crnien moyyaBaHe Ha 3asBKa 0T BBIJIOKUTELS.

o KM TexmuueCcKOTO MpemIoKEHNE € HPeACTABEHO MPUIOXEHHE, HAa XapTAeH u
eJIEKTPOHEH HOCHTEI.

o TeXHUYECKOTO NPEANOHKEHHE € IIOAIMCAHO OT 3aKOHHHS NPEACTBATEN HA YUACTHHKA.
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e TeXHHYECKOTO Mpe/UIOKEHHEe BKIIOYBA BCHUKH HOMEHKIATYPHM EOUHMIA  OT
Texuauveckara cnenndukanys, OpelaTaHuTe MEIHOMHCKA H3eNus ca ¢ npousBoauten Tyrolmed
GmbH, Ascrpus u Fiab, Spa, Uranus.

o IlpunoxeHo € OTOPH3AIMOHHO MHCMO Ha yuactHuka ,Eamak — amuar® EQOOX or
Tyrolmed GmbH, Apcrpus, npomsponurenr Ha oQepHUPaHMTe MEAMIMHCKA HIALTHMI 1O
HOMEHKIATYPHH eXHHHIH 1 1 2. Hama JoxyMeHT 3a OTOPU3aLUs Ha YIACTHHKA OT IPOH3BOIHTENS
Fiab, Spa, Mranus uinu Heros npeacTaBuTell.

e IlpunokeHH ca 3aBepeHH OT yYacTHHKA KONHS Ha cepTH{UKaTH 32 KayecTBO M
HeKnapalus 34 CLOTBETCTBHE Ha OQEepHpaHWUTe MENUIIMHCKH H3[EHHdI, B CHOTBETCTBHE C
u3HCKBaHuATa Ha wn.14 or 3MHU, xaxto u Hanecera "CE" mapxupoBka, B CHOTBETCTBHE ¢
U3NCKBaHHATA Ha Wi.8 u wi.l5 or 3MHU uHa odepHpanuTe MEAHIUHCKY HIACHHA IO
HOMEHKNaTypHu equauun 1 0 2. 3a odepupaHuTe MEANIIUHCKH H3OEIHI 10 HOMEHKIATYPHU
eauHuLH 3 M 4 NOKYMEHTHTE HE ca IPHIOKCHH.

o [IpunoxedHnte mnojpo0HM NHpocHeKTH Ha OBATAPCKH €3UK ¢ IFBIHH TEXHHYECKH
IIOKa3aTeny M NapaMETpH Ha NpeAllaTaHnTe NPOZYKTH H yKazamus 3a ymorpefa He ca 3a
odepHpaHUTE MeANHKHCKH U3Je/INs 10 HOMEHKIATYPHH eAUHANH | 1 2, a ca 3a IPOAYKTH Ha
JApYr NpOU3BOAUTEN. 3 OQEepUPAHNTES MEAHUIKHCKY U3ACTHA HOMEHKIATYPHU iy 3 u 4 e
[NPUNIOKEHE CaM( CHHUMKA Ha OPOAYKTHTE,

o YYacTHHKGT € IPEROCTABHI MOCTPH Ha 0QePHPEHITES IPOLYKTH.

Komucusira npu u3pbplieHaTa HpOBEpKa 10 IPEAOCTABCHHTE TOKYMEHTH YCTAHOBH, Ue
opeprpanyTe MCANUMHCKH M3LENHS HE OTTOBAapAT Ha M3UCKBAHHATA 3aJ0XKEHH B IOKYMEHTALMATA
33 YYacTHEe — HE ¢ NpPelCTaBeH JOKYMEHT 32 OTOPH3ALMA Ha YYaCTHHKA OT IPOH3BOAWTENS Fiab,
Spa, Hranua aas HeroB NpencTaBHTEN, HE ca IPEACTABSHH 3aBEPECHH OT YYaCTHHKA XKOMHS Ha
cepTH(PUKATH 3& Ka4deCTBO H JEKNapaldi 33 CHOTBETCTBHE HA ODEpUPaAHHTE MEIHIIHHCKH
H3JlellHsd, B CLOTRETCTBHE C H3HCKBaHHATa Ha 4a.14 ot 3MUY, kakto U nanecena "CE"
MapKHUpPOBKa, B CHOTBETCTBHE ¢ H3NCKBaHMATAa Ha W8 ¥ wiLlS or 3IMHM ra odepupanure
MEAHLMHCKY H3Je/IMs HOMCHKIATYPHM SAMHUIHM 3 1 4, NpeAcTaBeHUTe NOAPOGHYU NPOCHEKTH
Ha ObIrapexky €3MK ¢ NBAHH TEXHHYSCKH TTOKA3aTelld Y MapaMetpd Ha MPEANaraHute NpojyKTd u
ykazanus 3a ynoTpeba He ca 3a OQepHPAHUTE METUIMHCKH H3IOCAHA N0 HOMEHKIATYPHH
eOHHHON 1 ¥ 2, a ca 3a NPORAYKTH Ha JPYT IPOH3BOAHUTEN, & 3a OodepHpaHHTE MEIHIHHCKH
H3JICNEA HOMEHKNATYPHN eJUHKIHE 3 U 4 € NPHIOEHA CaAMO CHUMKA Ha MPOIAYKTUTE.

Kommcusara PEIUH:

ITpensun nocouexuTe xOHCTATALNY, KOMHCHATA TIpcAiara Ha BB3aokuTeNd Ha OCHOBaBNE
ur. 107, T. 2 6yksa ,,a* or 301, na orcrpanu yvactauxa ,Eamax — nmnur EOOJ ot oTkputa
HOpolexypa 3a Bb3NiaraHe Ha oOHIecTBeHa MOpBYKa ¢ mpeamer: “locraska Ha o0mo000MHEIHU
METHIHHCKH H3AeIHI H KOHCYMATHBH 1o ofocofeny mozunuu” 3a 0o0ocobena nozuung XX VI
“Enextpoan”.

MorTuasn:

VyacTuksT ,Emmax — mpuaar® EQOd e mpeacraBun TeXHHYSCKO IIPS/UICHEHHE 3a
obocobena mo3unus XXVI “Enextpomn”, koeTo He oTropaps Ha IpeAsapuTenHo obsaseHuTe
pancksanus B 1. 3.5.1. 6ykuy 0%, ,.e" 1 ,,x" o Pasgen V U3ucKBanUA KM CHALPKAHACTO HA
ogiepTaTa OT ZOKYMEHTAIINATA, KATO BE € IPSACTABHI JOKYMEHTH, KOHTO ¢a UacT 0T TeXHHYECKOTO
HpeNIoMeHEe - JOKYMEHT 3a OTOpH3alldd Ha YYacTHHKa OT Ipouspoaurens Fiab, Spa, Mranus unu
HEroR NPEeNCTaBUTEN, CepTH(HKATA 32 KAUYeCTBO H JeKJapals 3a CHOTBETCTBHE Ha
obepupannTe METULNHHCKA H3ACNKA, B CLOTBETCTBHE C HU3UCKBaHMATA Ha wi.l4 ot 3MHY,
KakTo ¥ HaHeceHa "CE" mMapkupoBKa, B ChOTBETCTBHE ¢ H3WCKBaH¥gTa Ha W8 U 41,15 oT
3MHU ua odepHpaHHTE MEIZMLMHCKH H3ACIMS HOMEHKIATYpHK enuuuny 3 u 4, noapobau
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NPOCTICKTH HA OBJIFapCKH €3HK C NLJIHH TEXHHYCCKH MOKA3atTelld ¥ IAPAMETPU HA NpeATaraHHTe
TNPOLYKTH ¥ yKasauus 3a ynoTpeba 3a odepupanute METHIHHCKH H31eHsl,

58. VuactuuxsT ,lO0numenuxa* EQOJI e mpefcrasun TEXHWYECKO MPEJUIOKEHHE 3a
obocobena nozunust VI “Cxannenn’.

Komucrara pasriena odeprara Ha ydacTHHKA ,IO0nmmenmxa® EQOJ u nposepu 3a
CBOTBETCTBHE € NPEABAPHTEIHO 00IBECHUTE YCIOBUS:

e YYacTHHUKET € JEKapupan, ue:

- C€ 3aABJEKABA JIa M3NGLJHE HOTOBOPa 3a Bb3NaraHe Ha o0IIECTBEHATA [OPHYKA B CHOTBETCTBUE €
HOPMHTE Ha 3akoHa 3a meauimHcKuTe m3nends (3MH), xkakto ¥ Ha BCHYKM Xpyru HOpPMaTHBHH
aKTOBE, YHETO ClIasBaHe € HeoBX0AuMO 3a KaUeCTBEHO MIIThIIHEHNE Ha IOPHUKATa;

- IpH H3rOTBSBE Ha o()epTaTa ca CIa3eHy 3aJBIDKCHHSTa, CBBP3AHN C AAWBIH M OCHTYPOBKY,
0T1a3BaHe Ha OKONIHATa CPEAA, 3aKprila Ha 3aeTOCTTa ¥ YCIOBUATA HA TPYA;

- € CBhIVIaCeH M OpHeMa BCHYKM YCIIOBHA 3a M3ITRIHEHNe Ha 00IecTReHATa TOPBUKa, ONPEACIEHH B
KJIay3KTe HA NPUIOXKEHYA KM JOKYMEHTALUATA 3a YJacTHe MPOEKT Ha JOTOBOP;

- TIPHEMA CPOXHT HA BAIWAHOCTTA Ha odeptara Ja 6p1e 180 (cTo u ocempaeceT) KaleHAApHH THH,
CYMTAHO OT KpalHMs CPOK 3a N0JaBaHe Ha odepTire;

- [IPH H3TTBIIHEHHETO Ha 00LIeCTBEHATA IOPBYKA HAMa JIa OJI3Ba KaNauuTeTa Ha TPeTH JHLA;

- P4 H3TBJIHEHHETO Ha o0INecTBeHarTa HOPhYKa HIMa A4 II0J13Ba MOAH3IBAHNUTEL,

- HIE OCHIYPH HEOOXOMHMHTE KOHUECTBA Ha ol pHPAHHTE IPOAYKTH 3a MEJTAA CPOK HA JOrOBOPE;
- KbM JIATATA HA AOCTABKA CPOKELT HA TONHOCT Ha odepupanure npoxyktu e munumyMm 70 %
fcememaeceT TIpolieHTa/ OT OOABEHHS OT IPOH3BOUTENIS.

o IlpennoikeH € CpoK Ha BCAKA AOCTaBKa A¢ 3 /rpu/ [AHH, & CPOKBT 34 CITEILHa TOCTABKA [0
24 /npanecet ¥ weTupH/ Yaca CIeA MOJXYYaBaHE HA 3a8BKA OT BB3JIOKHUTENL.

o KeM TexHHUECKOTO NpPeANOXKEHHE € IIPEACTABEHO NPHIOKEHHE, HA XapTHEH H
SICKTPOHEH HOCUTEL.

¢ TexHMYeCKOTO IIPeJIOKEHHE € NOANNCAHO OT 32KOHHUSA HPeACTRUTEN Ha YYaCTHUKA.

o TeXHWYECKOTO NPEANOKCHUE BKJIIOUBA BCHIKH HOMEHKIATYPHH  €IUHHIH  OT
Texuudeckata crneuuduxanms, HpeARaraHMTe MEIHLMHCKH H3JENUs ca ¢ [IPOW3BOAHTEIH
Yanenmen 1 Xicailan Tuannga Menwkai.

o [lpunoxenu ca OTOPH3AUMOHHM MHHCMa HA YJacTHHXa ,IO0mumeguka” EQOH ot
TIPOM3BONUTENHTE HA OepUpaHnTe METHITMACKY H3EITHSL.

e [lpunoxeHH ca 3aBepPeHH OT YYacTHHKA KONUE Ha ceprudmxary 3a KauecTeBO U
ASKJIapaliisi 3a CHOTBETCTBHE Ha OQepHpaHuTe MEAMIKHCKH H3IACHHI, B CHOTBETCTBHE C
H3uckBaHuATa Ha 4i.14 or 3MH, xaxto u Hamecena "CE" MapKupoBKd, B CHOTBETCTBHE C
U3UCKBaHHAT2 Ha 4.8 1 .15 or 3MU.

o IlpunoxceHu ca TNOZpoOHH INPOCHEKTH HA OBArapeky €3MK ¢ TBIHH TEXHHUYECKH
NOKAa3aTeNny | MapaMeTpU Ha IIpe/lJlaraHiTe IPOAYKTH ¥ yKazauus 3a ynorpeda.

® YUaCTHHKBT € IPEAOCTABKI MOCTPH Ha OepUpaHHTE TPOTYKTH.

KoMucHsATa N3RBPHIK NPOBEpKA [0 NPEJOCTABEHUTE NOKYMEHTU ¥ MOCTPY YW YCTAHOBH, Ue
opepupaHNTe MEIUIMHCKH W3S OTTOBAPAT HAa H3UCKBAHHATA Ha 3aKOHA 33 MEIMITMHCKUTE
uzgenns (3MH) 1 crOTBETCTBAT Ha H3UCKBAHUATA 3AI0KEHU B TEXHUUECKATA CHEHUb UKL,

Komucusta PEUIH:

TexHMUecKOTO NPENIOKEHHE 3a HAMBIHEHIE Ha MOPBYKATA HA YUACTHUKA ,JORAMenuKa®
EQO/J 3a obocobena nozniya VI “Cxannenu’” e H3TOTBEHO B CHOTBETCTBHE ¢ M3HCKBAHHATA HA
TEXHUUYECKATA CreluHKaITis H HIHCKBAHUATA Ha BB3NI0KHTEIIA.
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59. VuactHUKBT ,IOnmamennxa® EOOJM ¢ mpeactaBui TEXHUYECKO NpeAfckKeHHE 3a
obocobena nosunus [X “bauku THI TopOuyxa 3a ypuna”.

Komucusta pasriena odeprara Ha ydactHHKa ,,lOummennka® EOQOJ u mposepn 3a
CBOTBETCTBUE C TIPEIBAPHTEITHO 0OABEHUTE YCIOBHL:

® YUACTHHKET € JCKNapupan, ue:

- C€ 3aJ/LJHKaBa 1a M3MBIHM AOTOBOPA 3@ BL3NAraHe Ha OOINECTBEHATA IIOPBYKA B CBOTBETCTBUE C
HOPMHTE Ha JakoHa 3a MeJuiHCKHTe m3jenus (3MHU), kaxto  Ha BCHUKM NpyrH HOPMATHBHH
aKTOBE, YHETO CIa3BaHe € HEOOX0AUMO 3a KaUeCTBEHO H3IIBIHEHNE Ha TOPhYKATa;

- TIpA W3rOTBYHE Ha odepraTa Ca CHA3EHH 3aJbDKEHHATa, CBbP3EHM C J@HWBIH M OCHTYDOBKHY,
OMas3BaKe Ha OKOJIHATa CPela, 3aKPHIa Ha 3aeTOCTTA B YCIOBHATA Ha TPYX;

- € CBITIACeH M MIPUEMa BCHUKH YCIOBHA 34 H3INBIHEHME Ha O0IUECTBEHATA TIOPRYKA, ONPECIeHH B
KJIay3UTe HA NPHACKEHHA KBM JOKYMEHTANMATA 38 YIaCTHE MPOEKT Ha NOrOBOpR;

- [ipHeMa CpOKBT HA BaluIHOCTTA Ha odeprara aa obae 180 (cTto M ocempecer) xaneHAapHU IHH,
CYHTAHO OT KpaliHus cpoK 32 nojiasaie Ha ofepTute,

- TIpY H3LIHEHKUETO Ha oDIIecTBEHATa TOPBUYKa HMa /12 IIOTI3BA KaNalUTeTa Ha TPETH JIHIA;

- TIpH H3OBAHEHHETO Ha 00UIeCTBeHATa IOPHUKa HAMA A TION3BA IOAH3ITIBIHHTEL,

- 1lle OCHFypH HeoOX0MuMHTE KolyM4ecTa Ha o(eprpaHHTe IPOAYKTH 32 HeNus CpOK Ha JOroBopa;
- KbM JaTaTa Ha JOCTaBKa CPOKBT Ha TONHOCT Ha odepupaHute HpOoAyKTH € MHHEMYM 70 %
fcemempeceT MponeHTa/ OT ODABEHUS OT IPOU3IBOANTEH.

e Ilpepnosxkes e cpox Ha BCsIKA AOCTaBKA A0 3 /TP AHH, & CPOKBT 34 CII€INHA JOCTABKA 0
24 /npanecer v werupu/ Yaca ciej HOJIy4aBaHe HA 3a0BKA OT BB3IOKUTEIS.

o KoM TexHHYECKOTO NPEANOMKEHHE € TPEeACTaBeHO IIPUNIOKEHHE, HA XapTHEH H
eJICKTPOHEH HOCHTEIL.

e TexHNYecKoTO NPeANOXKEeHHE € TOANHCAHO OT 3aKOHHI [IPEACTBUTEN Ha YIACTHHKA.

o TeXHHYECKOTO TPEeANIONEHUE BKIIOYBA BCHYKHA HOMEHKIATYPHH EOHHHOH  OT
TexauveckaTa crIelTHG KA, IPSIJIAraHuTe MEAUIMHCKY U3ICIUA ¢a C IPOH3BoARTeN Yanenmes.

¢ [IpunoKeHo € OTOPH3AUHOHKO MUCMO Ha yuacTHuka ,JOmnmemuxa® EOQOH ot
IIPOU3BORUTENS Ha oQepHpaHnTe MEIHIIHHCKY H3/ICTHA.

e [lpunoxesy ca 3apepeHH OT YYACTHHKA KONMHA HA CepTHRHUKATH 3a KAYeCTBO H
AeKIapalllsg 3a CHOTBETCTBHE Ha o(epHpaHHTe MEAHUNMHCKHE H3JCHHUA, B CHOTBETCTRHE ¢
u3ucksanuara Ha wi.14 or 3MU, xakTo u HaHecena "CE" MapkupoBKa, B ChOTBETCTBHE ¢
H3HCKBaHHATa Ha 4.8 H 4n.15 or 3MU.

o Tlpunoxkenu ca NOApoOHM NPOCIIeKTH Ha OLNTapCKH €3uK € ITRJIHH TeXHWYECKH
NOKa3aTeny | NapaMeTpH Ha OpeIaraHiTe NPoJyKTH B yKasanus 3a ynorpeda.

e YUaCTHUKET € IPEAOCTABUI MOCTpa Ha OQepupaHns NpoayKT.

Komucnara m3pnpuly NpoBepKa MO IPEACCTABCHATE FOKYMEHTH H MOCTPa H YCTaHOBHU, 4e
oepupaHuTe MEOULMHCKH H3JICNHA OTIOBApPSAT HA M3UCKBAHMsTa Ha 3aKoHAa 38 MEJHUIUHCKHTE
wapennd (3MU) u croTBeTCTBAT HAa H3NCKBAHUATA 3aJI0KCHH B TEXHHUECKATA CHEH(PHKAIIN.

Komncusara PEILH:

TexHHIECKOTO NpeUIoKEHHE 3a H3NENHCHNS HA MOPBUKATA Ha yuyacTHHKA ,,FOHuMequKka*
EOOJ za obocobena mosunusa X “banky Tun Topbuuka 3a ypuHa” € H3TOTBEHO B ChOTBETCTBHE C
H3MCKBAHKATA HA TEXHUYECKAaTa CHeNU(DUKAINS H U3HCKBAHKSATA Ha BH3IOKHTEISL

60. YuactuuxsT LHOmumesuxa®“ EOQOJ e npeacraBun TEXHHYECKO NpEUIOXKEHHE 3a
o6ocobena nozunns XV “XapyprayeckH peraByly ~HECTEPHIHA",
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Komucnara pasrnega odeprata Ha yuactHuka . JOmumeanka® EOQOJl u mpoBepn 3a
CHOTBETCTBHE C HPCABAPUTEIHO O0ABEHATE YCIOBHS:

e VYUYaCTHHKBT € ACKAAPHpPA, 4e:

- c¢ 3aIbiDKaBa Ja M3I'BIHU ACTOBOpA 32 Bh3jlaraHe Ha ofIlecTBeHATa IOPBHUKA B CHOTRETCTRHE C
HOpMHUTE Ha JaKoHa 3a MEOUUMHCKHTe u3lends (3MHM), xakTo ¥ Ha BCHYKH APYIH HOPMatTHBHU
aKTOBE, THETO CNIa3BaHE € HeoOX0MMMO 32 KAYECTREHEO H3NIBIHEHUE HA TOPbYKATA;

- Ip® M3roTBSHEe Ha odeprara ca ClaseHU 3abIKEHHATA, CBBP3aHW € HAHBLYM U OCHTYPOBKH,
OlTa3Bae Ha OKOJHATA cpella, 3aKpHila Ha 3aeTOCTTa H YCJIOBHATA Ha TPY L,

- € ChIVIaCEH ¥ IPHEMA BCHYKH YCIIOBHSA 32 H3NbIHeHHe Ha oDHlecTBeHaTa OPEUKa, OHpeleacHH B
KAay3uTe Ha MPHJIOKESHHS KbM AOKYMCHTAIHATA 32 Y49aCTHE TPOEKT Ha JIOFOBOD;

- IpHEMa CPOKBT Ha BATHOHOCTTA Ha odeprara na 6sae 180 (cTo u oceMaecer) KaleHJapHH JHH,
CYUTAHO OT KpalHHUA CPOK 32 N0JaBaHe Ha O(EpPTHTE;

- IIpH H3MBIHEHUETO Ha oOUlecTBeHaTa IIOPhYKA HAMa Aa HOJ3BA KanaluTeTa Ha TpeTH JIHLa;

- OpyY W3IBEHHCHUETO Ha 0OHIeCTBEHATA NOPLYKa HiMa Ja IIOJI3Ba IOAHIITBIHMTCI;

- IlI€ OCHT'YPH HeOOXOmMUMHUTE KOJIMUECTRA Ha odepyUpaHnTe POAYKTH 3a HEIHs CPOK Ha JOTOBOPA;

- KbM JaTara Ha AOCTABKA CPOKLT Ha TOAHOCT Ha odepupaduTe NpPoIyKTH € muHEMYM 70 %
/cenemmeceT nponenTa/ ot 0OABEHHS OT NPOKU3BOJUTEN.

s TlpeanoieH € CPOK HA BCKA AOCTABKA M0 3 /TpW/ AHH, @ CPOKBT 3a CIICIIHA HOCTaBKa A0
24 /nsapeceT H UeTHPK/ Yaca CIe/l [I0N1yYaBaHe Ha 3a5BKA OT Bh3IOKUTEIA.

o KtM TexHHUECKOTO MpPEIIOKECHUE € [IPE[CTABCHO NPHIOKEHHE, Ha XapTHeH H
ENEKTPOHEH HOCHTE.

o TeXHHYECKOTO NpEANoKeHHE ¢ HOANUCAH0 OT 3aKOKHNA IPEACTBATEN Ha YIaCTHHKA.

o TeXHUWeCKOTO NPEANOKEHUE BKJIIOYBA BCHYKM HOMEHKIATYPHH  COHHHIE  OT
Texnuueckara crenU(UKAIMA, NPEAIATaHHTE MEJUIHHCKA H3LCIAS €A C MPOU3BOJAUTENH XeNTH
{'nas, Ancenx 1 Huur6o YHuxmexn.

e [IpunosxeHy ca OTOPM3ALUKOHHM NHACMAa Ha yuacTHuka ,IOummenurxa* EOOH ot
IIPOU3BOIHTENHTE HA OPEPHPAHHTE MEAUIIBHCKY H3ASIHS,

¢ TTpwioieHd ca 3aBepeHH OT YYACTHHKA KOUHS Ha CepTHQHKATH 33 Ka4ecTBO H
AeKNapaiua 3a CHOTBETCTBHE HAa odepupaHuTe MEIHIHHCKH H3ACHUS, B CBOTBETCTBHE C
m3uckBanusata Ha W14 or 3MH, xaxro u Hanecexa "CE" MapKUpOBKa, B CHLOTBETCTBHE C
W3HCKBAHMATA Ha W1.8 ¥ un.15 o1 3MU.

e [lpunoxenu ca OOAPOCHM TIPOCHEKTH Ha OBJITapckM €3UK ¢ ITBAHM TCXHHUECKH
TIOKA3aTeNH ¥ IapaMeTPpH Ha Npe/uiaraniTe MPoAyKTH H yKa3aHus 3a yrnorpeda.

o Y9acTHMKSHT € NPeLOCTABUI MOCTPH Ha o(epupaHnTe IPOLYKTH.

KomucHsaTa H3BBPINH TIPOBEPKA 110 IIPEAOCTABCHHTE JOKYMEHTH M MOCTPH W YCTAHOBH, e
odepHpaHnTe MEIMIIMHCKH H3JSNHA OTTOBAPAT HA W3MCKBAHUATA Ha 3axkoua 3a MEOUITHHCKHATE
mpemas (3MUW) i ChOTBETCTBAT Ha W3MCKRAHUATA 3a7I0°KEHH B TEXHUYECKaTa cennduxaus.

Komucusata PELIN:

TexHH4ecKoTo IPEAIOKSHUE 30 M3MBIHEHAE Ha MOPhYKATA HA YYaCTHHKA ,,FOHmMemurxa*
EOOJ/ 3a obocobena nosumus XV “Xupypruuecku phbKaBdld ~HECTEPMIIHH € M3TOTBEHO B
CHOTBETCTBHE C H3UCKBAHUATA Ha TEXHHUECKATa CHSHH(pHKALSA ¥ H3UCKBAHUATA HA BH3IOKUTENA.

61. Yuactruxbr OumsMenuxa® EQOQJ e rnpenctaBmi TEXHMYECKO IpEIOKEHUE 38
oBocoGena nozuist XV “Crepuiay XUpYproysy phKaBHIN .

Komucusara pasriefa odepraTa Ha y9acTHHMKA ,IOnmmeanxa®* EOOX n nposepu 3a
CHOTBETCTBHE C IPEABAPUTEIHO ODIBEHATE YCIOBMI:
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o YYaCTHHKBT € JeKJIApHUpal, ue:
- C€ 33/(bJKABA J]a UINEIHK A0TOBOPA 34 BBINarake Ha oOLIECTBeHATA MOPHYUKAE B CHOTBETCTBHE C
HOpMHTE Ha 3aKOHA 32 MeAHUMHCKHTE m3fenus (3MU), kaxro u Ha BCHUKH ApYru HOPMAaTURHY
AKTOBE, YHETO CIIa3BaHE € HeOOXOAKNMO 33 KAYECTREHO M3ILIHEHHE Ha TOPBUKATA;
- OpH M3rOTBSHE HA OdepTaTa Ca CHaseHH 3aJ(bIDKEHHATA, CBBP3AHM C JAHBIM K OCHIYPOBKH,
ONAa3BaHe Ha OKONHATA Cpelia, 3aKPHJIA Ha 3a6TOCTTa M YCAOBHATA HA TPYL;
= € CBITIACCH U MPHEMA BCHYKH YCIOBYS 33 M3NLIHEHHE Ha ofIIecTBeHATa IOPHYKA, ONpeeIeHy B
KNay3uTe Ha IPUIIOKCHHASA KbM JOKYMEHTAIMATA 32 YIacTye [IPOEKT Ha JOTOBOD;
- pueMa CpOKBT Ha BANUAHOCTTA Ha ofeprarta Aa Obac 180 (cTo M ocemueceT) KaneHiapHu IHM,
CYHMTAHO OT KpaliHus CPOK 3a ofaBaHe Ha ofepTUTe;
- IPH U3I'BIHEHUET0 HA oflecTBe aTa nophUKa HAMa Ja TION3BA KAIIAIUTETA Ha TPETH JHIIA;
- IIPH U3TBJIHCHUETO HA OOLIECTBEHATA IOPHYKA HSIMA JA FOI3Ba NOAUITRITHHTEIL,
- I OCUTYPH HEOOXOAMMUTE KONHYECTBA Ha OPEPUPAHKTE TIPOLYKTH 32 IENUs CPOK Ha J0TOBOPA;
- KbM [aTaTa Ha AOCTABKA CPOKBHT HA TOAHOCT Ha OQepHPaHHTE NPORYKTH € MUHUMYM 70 %
/cemempeceT nporenta/ OT OOABEHUS OT IPOU3BOIUTEIIA.

o [IpeinoxeH e Cpok Ha BCAKA JOCTABKA 40 3 /Tpw/ AHH, a CPOKBT 34 CIEHIHA JOCTABKA [0
24 /neaneceT " geTHpW/ Yyaca e NOJYYABAHE HA 3aBKa OT BHITOKHTENA,

o KoM TexHH1IeCKOTO nIpemioneHne € IPEACTABCHO NpPUNIOMEHHE, HA XapTHeH H
EJIEKTPOHEH HOCHTEN.

s TexuuyeckoTo NPENIOKEHRE € NOIHCAHO OT 3aKOHHHUS IIPEACTBHTEN HA YYACTHHKA.

* TexHUYECKOTO MNpEMIONEHHE BKIIIOMBA BCHYKH HOMEHKIATYDHH eIHHUIK  OT
Texumveckara creA(HKANM, TPEIArAHNTE MEAHIUHCKA W3OS/ CA ¢ IPOH3BOXUTEN AHCE.

o Ilpunoxero e OTOPH3ANMOHHO IIHCMO Ha ydacTHuKa ,IOnumeanka® EOOH or
HPOU3BOIHTENS HA OHEePUPAHUTE METHIIMHCKH H3OEINS.

¢ [IpumoeHH Ca 3aBEPEeHH OT YYacTHHKA KOMHA Ha CepTHQMKATH 3a KaueCTBO H
AeKIapanus 3a CHOTBETCTBUE HAa odepupanute MeIHHUHCKH H3ILCIASL, B CHLOTBETCTBHE ¢
H3uckBaH®ATa Ha 4in.14 ot 3MU, xakro u marecena "CE" MapKHpOBKa, B CHOTBETCTBHE C
H3HUCKBanuaTa Ha Wwi.8 u un.15 ot 3MU.

o llpunoxxenu ca nogpoOHH NPOCHEKTH Ha OBATAPCKM €3MK C I[FRJIHH TeXHHYECKH
IOKa3aTely K NapaMeTpy Ha Mpe/INardHuTe IPOAYKTH B YKa3aHuws 3a yrotpeba.

¢ Y4YacTHHKBT € NPETOCTaBHI MOCTPU Ha odepHUpaHuTe IPOIYKTH.

Komucusta B3BBpIIA NPOBEPKA M0 HPeJOCTABEHHTE NOKYMEHTH H MOCTPH M YCTAHOBH, Ue
othepHpaHKTE METHIMHCKE YM3JEMMs OTrOBAapAT Ha M3MCKBAHMATA HA 3aKOHA 33 MEMITHHCKITE
usfenst (SMHU) ¥ chOTBETCTRAT HA A3HCKBAHMATA 32I0XKEHH B TEXHHYECKATA ClIeimIKaLs,

Komucusra PEIIH:

TexHuuecKOTO NpENNIOXEHNE 32 UIIHIHCHKE Ha TOPHUKATA HA YYACTHHKA ,, JOmmMemuKa®
EOQOOJ 3a obocoGena mosumus XVI “CrepunHE XMpYprUYHH pPLK4BHOH® € WM3rOTBEHO B
CBOTRETCTBHC C H3HCKBAHMITA HA TEXHHUYECKATa cleN(pUKalHA i H3UCKBAHUATA Ba BB3JIOMKUTEINL.

62. YuactHukeT ,I0uumenuxa® EOOM e npeicTaBHI TEXHHUECKO HPEIIONCHHE 34
obocobena nmosuumsa XIX “Ilanku, Macky, CTEPUITHY H3OENHA”.

Komucusra pasriena odeprata ma yuactHuka ,JOmrmmemuxa® EOOJ u npoeepn 3a
CBOTBETCTBHE C MPEABAPHTEITHO OOSABCHUTE YCHOBHS:

e Y4acTHHKBT € JielUiapupan, ue:
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- C€ 3a]BJDKaBa Ja M3MBIHY AOTOBOpa 3a Bh3NaraHe Ha ofIecTBeHaTa OpHYKa B CHOTBETCTBHE C
HOpPMHTE Ha Jakoma 3a Meauumuckute uzpenus (3MU), kakTo ¥ Ha BCHUKH APYTH HOPMATHBUR
AKTOBE, YMETO ciiasBaHe ¢ HeoOXO0AMMO 38 KAUeCTBEHO M3IIbAHEHHUE Ha HOPLYKATA;

- HpU U3rOTBiHEe Ha odeprara ca CIa3seHH 3aJbDKCHHATA, CELP3aHH C AAHBUH H OCHLYDPOBKH,
OTla3BaHe Ha OKOIHaTa Cpeia, 3aKpHIA Ha 3a8TOCTTa U YCIOBHATA Ha TPy,

- € CBITIaceH H IIpHeMa BCHYKM YCIIOBMA 32 H3NbHHCHUE HA 00IECTBEHATA TOPHIKA, ONPEASNIeHH B
KIAy3HTe HA IPHICKCHHIS KbM JOKYMEHTAI{MATA 38 YYACTHE [IPOEKT Ha JOTOBOP;

- [IPAEMA CPOKBT HA BalHAHOCTTA Ha odeprarta fa 6wae 180 (cTo U ocemaeceT) KaneHZapHK AHH,
CYMTAHO OT KpafHuA CPOK 3a NOJaBaHe Ha 0depTUTE;

- IPH H3I'BJIHEHNETO Ha OOIECTRCHATA IOPBUKA HAMA J1a HO/I3Ba KaaluTeTa Ha TPeTH JHa;

- IIpH U3IBIHEHUETo Ha 00IECTBEHATA TOPBYKA HIMA 1A [IOJI3BA [OU3IBIIHUTEN;

- [E OCUTypH HeoOXONHMETE KOTMYecTBa Ka oepHpaHuTe NPOAYKTH 3a LelHs CPOK Ha JOroBopa;

- KBM JlaTata Ha JIOCTaBKa CPOKBT HAa TOJHOCT HA O(pepHpaHUTe NPOAYKTH ¢ MHHEMyM 70 %
fcememieceT poleHTa/ 0T O0ABEHNS OT HPOU3BOIUTEIA.

o IlpenoieH e CpOK Ha BCAKA AOCTaBKa A0 3 /TpH/ OHU, a €pOKBT 34 CHEIIHa JOCTABKA 10
24 /npagecet U ueTHPH/ Yaca CIEH MOYUABAHE HA 3a5BKA OT BL3NOWKHTEII.

e Kum TexHHUeCKOTO TNpelIOKEHHEe € NPeJACTABEHO IpPHIONKEHWe, HA XapTHeH HU
ENEKTPOFEeH HOCUTEI.

o TeXHHYECKOTO MPeUTOKEHIE & IO IMCAHO OT 3aKOHHMS PEACTBUTE Ha YJacTHHKA.

e TexHMYECKOTO NpeANoKeHHe BKAKYBA BCHYKH HOMCHKJIATYPHH €AMHHIM OT
TexuauyeckaTta cIeIupUKaiis, IPSAIaraHiTe MESHHCKH U3Jerst ca ¢ npoKsBoauTent JieGoo,
Awcen, Tuo Meanxan u Tuga - Xutexc.

o [IpHIOXKEHH ca OTOPU3ANMOHHHM MHCMa Ha ydacTHHKa ,JOuumesuxa® EOOJH ot
IPOA3ROAHTENNTE Ha ofiepupaHuTe MeNIUECKH H3JCIIHA.

o [MpunodxeH# ca 3aBEepeHH OT YUaCTHHKa KOIMs HAa CepTH(OHKATH 3a KadecTBO H
OCKJIApaitiusi 3a CHOTBETCTBHE Ha o(epupaHnTe MEAURHHCKH H3JeNus, B CLOTBETCTBUE C
n3nckpandaTa Ha un.14 ot 3MH, xaxTo u zHanecena "CE" MapKHpPOBKA, B CHOTBETCTBHE ¢
M3UCKBaHHATA HA 4.8 u w15 or 3MU.

o [Ipunoxern ca MOAPOOHH NpPOCTIEKTH Ha OBLATapCKH €3UK C IBAHH TeXHWYECKH
NOKa3aTesH ¥ TapaMeTpy Ha rpe/JlaraysTe MPOAYKTH H yKa3aHud 3a ynorpeda,

o YUacTHUKBT € IPEJOCTaBHJI MOCTPH Ha O(EPHPAHNTE NPOIYKTH.

KoMmucHaTa H3BBPIIA [TPOBEpKa 10 NPSAOCTABCHHTE AOKYMEHTH H MOCTPH M YCTZHOBH, 4€
oepupasuTe MEAHIMHCKH HM3JENNs OTTOBApAT HA M3HCKBAHUATA Ha 3aKOHa 3a MEXHLHHCKHTE
usgenus (3MK) ¥ CBOTRETCTRAT Ha U3UCKBAHMSTA 3ATOXEHU B TEXHHUECKATa CIICLAQUKALINS.

Komucuara PEIIN:

TexunueckoTo MpefIoKeHHe 3a U3NBIHEHUE Ha TIOPBYKATa Ha yyacTHHKa ,,JORuMenmxa®
EOQOOJ 3a obocobena nozuiusi XIX “Hlanku, Macky, CTepHIHH H3ACHUA~ € H3COTBEHO B
CHOTBETCTBHE ¢ H3UCKBAHUATA Ha TEXHHMUSCKATa CICLM(PUKALMA U HIHCKBAHMATA HA BB3I0KATENS.

63. Vuactuuxsr ,IOHamesuxa® EQOJ[ e npeacTaBun TeXHUYECKO NpeM/IOKEHHE 3a
o6ocobena nozuimsa XXV “Ipennazan ounna’.

Komucusra pasrinena odeprata Ha yuactauxa ,HOuamenunxa“ EQOHA u nposepu 3a
CHOTBETCTBYE C IPEIBAPHTENHO 0DABECHNTE YCIIOBHI:

o YYaCTHHKGBT € JeKIapupal, Je:
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~ C€ 3aBKaBa Ja H3IILIHA JOFOBOpa 3a Bh3jlarane Ha OOHIECTBEHATA NOPBYKA B CLOTBETCTRHE C
HOPMHUTE Ha 3aKOHa 3a MEAWHHHCKATE H3zenus (3MM), KakTo U Ha BCHYKH APYrd HOPMATHBHE
aKTOBE, YHETO CIIa3BaHe € HeOOXOMHUMO 34 KAYECTBEHO H3ITBIHEHHE Ha TIOPBUKATa;

- IPH H3FOTBIHE Ha OQepTara ca CIIA3eHH 3aJRDKSHUATA, CBLP3AHN C JAHBIM M OCHTYDOBKH,
Ola3BaHe Ha OKOITHATA Cpejia, 3aKpHJia Ha 32eTOCTTA 1 YCIOBHATA Ha TPy,

- € CBIVIACCH ¥ TPHEeMA BCHYKH YCACBMA 32 M3NWIHEHHE Ha oOLISCTBEHATA IOPEUKA, ONpPEAC/ICHH B
Knay3urTe Ha NPAIOKEHN KbM JOKYMEHTALHATA 33 YYacTHE MPOSKT HA JIOTOBOD;

- HpreMa CPOKET Ha BANHIAHOCTTA Ha odeprara na 6sae 180 (cTo u ocemuecet) KaNeHAapHN THH,
CUMTEHO OT KpaitHUs CPOK 3a noAaBaHe Ha o(epTHTE;

- IPH H3OBIHCHAETO HA OOIIECTBEHATa MOPBYKA HAMA fa ION3Ra KalaluTeTa Ha TPEeTH JIHLA;

- TIPH H3OBAHEHHETO Ha 00MECTBEHATA HOPBUKa HAMA JIa (101384 MOAU3HBIHHTEN,

~ e OCUTYPH HeOOXOIUMHUTE KONUYECTRa Ha OfepHpaHiTe IPOJYKTH 38 UENHS CPOK HA JIOTOBOPA;

- KbM JlaTara Ha AOCTABKA CPOKBT HA TOXHOCT Ha odepHpaHHTe NPOJXYKTH € MUHEMYM 70 %
/cememaeceT IponeHTa/ OT 00SBEHNS OT MPOX3BOANTELL.

¢ Ilpemnoxen e cpok Ha Beska JOCTaBKa J0 3 /Tpw/ JHH, & CPOKBT 3a CIIEHIHA JOCTAaBKA JO
24 /nBaneceT v weTHpH/ yaca e MOMyYaBaHe Ha 3AIRKA OT Bh3I0KHTEI.

o KM TexHaueckoTO mNpeaoieHHe € MPEACTABEHO LPIIOKEHHE, Ha XapTHeH U
€JIEKTPOHEH HOCUTEIL.

e TeXHUYECKOTO NPEUIOKEHIE € IOANHCAHO OT 3aKOHHUS NPEACTBUTEN Ha YIACTHIKA.

e TeXHMUECKOTO IIPEIUIOKEHHE BKJIOUBA BCHYKH HOMEHKNATYDHM GOUHHIH  OT
Texnuueckara crenuduralys, TpelIaraHATe MERMIMHCKY M3ENMA ca ¢ Ipoussosuren uma-
XHTexc.

e Ilpunoxeno € OTOPH3ANHOHHO NHCMO Ha YYacTHHKA ,JOmmmeauxa®* EQOJ or
[IPOU3BOANTENS Ha OPECPHPARUTE METUITHHCKH H3AEITHA.

o [lpuiokeHH ca 3aBepeHH OT YYaCTHHKA KONWS Ha CEPTH(PHMKATH 3a Ka4eCTBO K
HEKJIapalusd 3a CHOTBETCTBHE HA OdEpHpaHUTE MEIUNUHCKH W3AENHSA, B CLOTBETCTBHE C
nsuckpanusata #a w1.14 or 3MH, xaxro u Hasecena "CE" mapkupoBsxa, B ChOTBETCTBHE C
H3ucKkBanuaTa Ha 91.8 ¥ wi.15 oT 3MHU.

o Ilpmmoxenu ca nogpo0HH HNPOCHEKTH HAa OBATAPCKH €3HK C ILIHH TEXHHUECKH
IOKA3aTeNIM 1 IAPAMETPH Ha OpelaraHute IpOAYKTH ¥ YKa3aHK# 32 ynoTpeda.
¢ Y4YaCTHHKET € [PeA0CTaBr MOCTpa Ha odbepupanus HpomyKT.

Komucnara H3BBPIIH NMPOBEPKA [0 NPEAOCTABCHUTE JOKYMEHTH ¥ MOCTpPa H YCTANOBH, Ue
oeplpaHATe MEAMIIUMHCKH H3JEAHS OTIOBAPAT HA U3HCKBAHMATA HA 3aKOHA 33 MEIMIITHCKHTE
wapenus (3MI) ¥ CrOTBETCTBAT Ha U3HCKBIHMATA 3a/10KEHH B TEXHUUYECKATA CelBpHKaIUa.

Komucusita PEIIN:

TexHREUEeCKOTO MPEJIOKEHNE 3a N3MBIHEHHe Ha NOphYKaTa Ha YUacTHHKA ,, JOHuMennKa®
EOOJ 3a obocobena mosunms XXV “IlpeparasHu ouwyia” € HM3rOTBEHO B CHOTBETCTRHE C
H3HCKBAHUATA HA TEXHUUECKATa CHeld(puKanus 1 Y3UCKBAHUATA Ha BL3IOKATENS.

64. VuacTHUKBT ,lOHNMeauka“ EOOJl € npeacraBHA TeXHAUECKO MIPEIOXKEHHE 32
obocobena nosuuugs XXXV “AHTHOAKTEpUATHA TOHITOKKA”,

Komucusata pasriena odeprara Ha ydactHuka ,,JOmmmenuxa® EOOJ/l u nposepu 3a
CBOTBETCTBHE ¢ IPEABAPUTEIIHO OOABEHUTE YCIOBH:

e YYacTHHKET € JCKapHpad, 4e;
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- C€ 33b/KaBa Ja M3IIBIHK JOTOBOpPa 33 Bb3llaraHe Ha oOWIECTReHATA HOPBYKA B ChOTBETCTBHE C
HOpMHTE Ha 3aKoHa 3a MeAMUMHCKHTE u3jaends (3MM), kakro u Ha BCHYKM APYrd HOPMATHBHH
aKTOBE, YHETO CHA3BAHE € HEOOXOMUMO 3a Ka4ECTBEHO H3IBIHEHUE HA OPHYUKATa,

- NPK H3TOTBAHE Ha og)epraTa €a CHA3eHH 3afLIKCHMSTA, CBBP3AHM C JAHBUY H OCHTYPOBKH,
OTIa3BaHE HA OXOJIHATA CPElla, 3aKPHIIA HA 33eTOCTTa H YCNOBUATA HA TPV,

- € CBIIIaceH U [IpHeMa BCHYKH YCIIOBYA 33 H3IIHIHEHHE HA 0OIIECTBEHATA TIOPHYKA, OMPEEeIeHH B
KJay3uTe Ha NPHIOKEHHI KLM TOKYMEHTAIHATA 34 YIaCTHE IPOCKT Ha JOTOBOD;

- IpreMa CpOKBT Ha BaNIHAHOCTTA Ha odeprara na Op1e 180 (cTo M oceMumeceT) KaneHAZpHE IHH,
CUHTAHO OT KpalHUA CPOK 3a NIoJaBane Ha odepTuTe;

~ HPH U3OBIHEHHETO Ha OOHICCTBEHATA [TOPbYKa HAMA Ja I0Ji3Ba KalallHTeTa Ha TPeTH JIHLLA;

~ IPY M3IBIHEHHETO Ha OOHIecTEeHATA TOPBYKA HAMA Ja [ION3Ba NOAM3IBIHITEN;

- 1€ OCUTYPH HEOOXOIUMHTE KONMYIECTRA Ha OQepUpaHHUTe IPOJYKTH 24 IENHS CPOK Ha JIOros0pa;
- KM JIg7aTd Ha JOCTAaBKa CPOKBT Ha IOJHOCT Ha OQEpUpaHHTE NHPONYKTH ¢ MHHEMYM 70 %
/cenemaeceT poLeHTa/ 0T O0SBEHHA OT IPOUIBOAUTENS.

e IIpennoxesn e cpox Ha BesAKa JocTaska X0 3 /TpW/ AHH, & CPOKBT 34 CIEIIHA AOCTABKA 10
24 /npafeceT 9 YeTHPH/ Yaca clel IOJYYaBAHE HA 3asdBKa OT BB3JIOMHTEIL.

o KpMm TexuuyeckoTo NpPEANOKEHHE € IIPEHCTABSHO NPHIOKEHHE, Ha XApTHEH H
€ICKTPOHEH HOCHTEI,

o TexHH4YecKoTO NPEANOKEHUE € TOAMHUCAHO OT 3aKOHHNS PEACTBATEN Ha YUACTHUKA,

e TexHHUeCKOTO HPEUIOKEHUE BIIOYUBAZ BCHYKH HOMEHKAATYPHH EIHHHIH  OT
Texnuueckara cneuubHkanus, NpeAnaraHuTe MeNUIMHCKH M3AENMSI Ca C HpoussojuTen AB
Meznukan.

o IlpunoxeHo e OTOPU3ALMOHHO NHCMO Ha yuacTHHKR ,JOmumemuxa® FOOJ or
HpOU3BOJATENS Ha odiepHpaHUTE METUIIMHCKY HIACIIHS,

o lIpumnosKeHH €a 3aBepeHH 0T YUacTHYKA KOINUs Ha cepruduKaTé 3a KadeCTBO H
JeKinapanys 3a CROTBETCTBHE Ha oO(epHpaHHTe MeAMHWHCKH H3OCHHI, B CHOTBEICTBHE C
u3uckBaHuata #a 4i.l4 or 3MH, xaxto u Hanecerna "CE" MapkupoBxa, B ChOTBETCTBHE C
H3UCKBaHNATa Ha WiI.8 ¥ 4. 15 or SMH.

o Ilpunoxenu ca noapoOHH HPOCHEKTH Ha OBITAPCKA €3HK ¢ TBIHH TEXHHYECKH
NoKa3aTeNy ¥ IapaMeTpH Ha IpelJlaranute HPOAYKTH ¥ YKa3aHHA 3a YIoTpeba.

® YUaCTHHKET € MPENOCTABUI MOCTPH HA OePHPAHHTE HPOIYKTIL.

KoMucusita U3BBPINM NIPOBEPKA HO MPEJOCTABCHHUTE HOKYMEHTH M MOCEPH ¥ YCTAHOBH, Y€
ofpepupanuTe MEAMIUHCKM H3AeIMHA OTFOBapAT HA M3HMCKBAHMATA Ha 3aKOHA 38 MEIHIHHCKUTE
uanenus (3MY) 1 cLOTBETCTBAT HA U3NCKBAHUATA 3aJI0XKEHH B TEXHUUECKATA CICIHHKALIHA.

Komucuara PEHIH:

TexHUYeCKOTO MPEHNIOKEHHE 38 H3NBIHCHNIE HA MOPRUKATA HA YYACTHHKA , JOREMeHKa*
EOOJ 3a ofocofena moszumus XXXV “Anrubackrepuanua mOmuoxkKa” € H3TOTBEHO B
CBOTBETCTBHE € U3HUCKBAHHATA Ha TEXHUYECKATA CHCITMQHUKAIHS K N3HCKBAHUATA HA BB3N0KIUTENSL.

65. Yyacruuksr PCP* EQO/l e npenctaBui TeXHUUECKO Npelloxkenue 3a obocolfena
nosunps V “AcndpalliOHHA KAHIONA”,

Komucuara pasrnena odeprata Ha yuacTHHKA ,,PCP* EQOJ] u nposepu 2a ¢croTBeTCTRHE ¢
HpeIBapATeNHo OOABEHHUTE YCAOBUS:

e YYaCTHHKBT € ACKNapHpall, 4e:
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- CE 3aARJDKABA JIa H3ITBAHM JOTOBOPA 34 Bh3Jarane Ha o0IMIECTBEHATA HOPHYKA B CHOTBETCTBHE C
HOPMHTe Ha 3akoHa 3a MeauuMHcKure msaenus (3MH), kakto # Ha BCHYKH APYrH HOPMATHBHH
AKTOBE, YHETO CHA3BAHE € HeoOXOAMMO 32 Ka4eCTBCHO U3NBIHEHHE HA MOPLYKATA;

- NpH H3TOTBAHE HA odeprara ca ClNa3eHH 3aAb/DKCHMNTA, CBHP3aHK ¢ NAWBIM H OCHTYPOBKH,
ONa3BaHe Ha OKOJIHATA CPela, 3aKPHIa Ha 3aeTOCTTa ¥ YCIOBUATA HA TPY,;

- © ChITIACEH H NIPHEMA BCHYKH YCIOBHS 33 M3BIHEHHE HA O0INECTREHATA [IOPBUKA, OIIPEACHIeHH B
KITay3HTe Ha MIPUJIOKEHHUs KbM JOKYMEHTALMATA 38 YYACTHE IPOEKT Ha JOTOBOP;

- IpEeMa CPOKBT Ha BAIMIAHOCTTA Ha odeprara na Obne 180 (cto w ocemzeceT) KaJeHAApBY JHH,
CYHTAHO OT KpalfHus CpoK 3a noxaBase Ha odepruTe;

- ip} K3NBIHCHKHETO Ha 0DLIECTREHATa TOPBYKa HAMa Jia O3B KallalMTeTa Ha TpeTy NUlia;

- IIPH M3HBJIHEHHETO HA 00LIeCTBEHATA IOPHUKA HAMA Ja TTO3EA TOAU3IBIEUTEN;

- IIE OCHI'YPH HEOOXOAMMHTE KOJIMYECTRA Ha ohepHPaHUTE TIPOJYKTH 38 IeIMs CPOK Ha JIOroBopa;
- KbM JIaTaTa Ha JOCTaBKa CPOKBT HA FOAHOCT Ha OQepipaHuTe UPOAYKTH & munuvyM 70 %
/cenempeceT npoHeHTa/ 0T 06SBEHUS OT HPOHU3IBOIATEN,

o Ilpemnoxen e cpok Ha Beaka HocTaBKa JIo 2 /iBa/ IHY, 4 CPOKBT 34 CHELTHA A0CTAaBKA J0
24 /npanecer u deTupy/ Yaca cIef IONyYaBaHe Ha 3asBKa OT Bh3JIOKHTENL,

e Kby TexHHueCKOTO NpeUIOKEHHE € IPEeJCTABCHO TIPWIMKEHHWE, HA XAPTHEH |
CICKTPOHEH HOCHTEN.

o TEeXHHYECKOTO HPEIOIKEHUE € NOANNCAHO OT 3aKOHHHA NPeACTBATEN Ha YYacTHHKA.

o TeXuuyeckoTO MpeNNIOKEHHE BKJIIOYBA BCUYKH HOMEHKNIATYPHH CHUHMIE  OT
Texnuueckara cnenuQUKalns, IpeaIaraniTe MCIRIHHCKHE H3/IEHA ca ¢ NPOnu3BoauTen Fresenius
Kabi.

e JIpuIokeHO € OTOPH3AHMOMHO MHCMC Ha ydacTHHKa ,PCP“ EOO/I oT npoussoaurens
Ha 0EepPUPaHUTE METUITUHCKH U3ETHSL,

e [lpunoxenn ca 3aBepeHM OT YYACTHUKE KOHHI HA CEPTUQHKATH 34 KAa4YeCTBO U
ACKNapanud 348 CbOTBETCTBHE Ha OdepHpaHHTEe MEAHIUHCKH H3JENIHA, B CHOTBETCTBHE C
u3ncKBaHMaTa Ha wWi. 14 ot 3MH, kakto u nawecena "CE" MapkHpoBxa, B CbOTBETCTBHE C
W3HCKBaHMAATa Ha wi.8 1 wi.15 ot 3SMH.

o [lpugoxeHM ca NOApOOHH OPOCHEKTHE Ha OBAFAPCKH €3UK ¢ MBAHH TeXHHYECKH
TIOKA3aTEJIN ¥ TapaMeTPH Ha HpeiaraHuTe MPOXYKTH H yKa3awus 3a ynorpeda.

e YUaCTHHKET € TIPEIOCTaBIII €HA MOCTPA 38 BCHUKH O(epUpaHy MpoAyKTH. Y YaCTHHKELT
€ AEKnapupalt, Y€ € JOCTaBsii CbOTBETHHTE MEAMIIMHCKHM U3eHI ¥ KOHCYMaTusy 1o gorosop VII-
31-27/21.12.2016 r. Komucuata B3RBLPIIA IIPOBEPKA H YCTAHOBH, Y€ TI0 TOCOYEHHS HOrOBOD
YYACTHUKBT HE € ZOCTABA O EepUPAHHTE MEIMIIMHCKA H3ASTHS.

Komucirra npu m3BbpieHata IpoBCpKa N0 IPeJoCTaBeHuTe JOKYMSHTH YCTAHOBY, Y€ IO
TPUTE HOMEHKAATYPHM €OMHULHM € odepupato o U ChINO MEAHIHHCKO H3jenue. YUacTHUKET e
TPEeICTaBHI MOCTPa Ha 0depHpaHoTO METHLHHCKO Hi3fenue. OdepupaHusaT MPOIYKT OTroBaps Ha
TEXHHYECKATa criennGuKanys 3a HOMEHKIATYpHA equniia | ¥ He OTroBapsA Ha H3HCKBAHUSTA 34
HOMEHIJIATYPHH eaun#ny 2 U 3. Taka npepocraBenaTa oepra HE OTIOBaps Ha W3UCKBAHKATA Ha
Bpanoxutens 3alHMCaHH B TEXHUUECKaTa creruduxanus,

Komucuara PEHIN:

[Mpexsun nocoueHute koHCTaTanBK, Komucusita nipenara Ha BBaaoKuTeIq Ha ocHORaHNe
un. 107, 1. 2 Oyksa ,,a“ ot 3011, na orerpann ywactauka ,PCP* EQOOJ] ot orxprta npoueaypa 3a
BBIJIaraHe Ha obinecTeeHa nopruka ¢ UpeaMeT: “Hocraska Ha o0mo00IHHYMHHE MEXHIHHCKH
H3JXe IS ¥ KOHCYMAaTHBH Ho 00ocolcHH mosHuun” 3a obocobera nmozuuug V “AcIupanuoHHa
KaHmona”,
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Morunu:
Yuactuuxst ,PCP“ EOOX e npeacraeun TexHmdecko IpelioxkeHne 3a obocobema
mo3uIuA V. “ACHHpalHOHHA KaHiona”, KOETO He OTroBaps HA IPEABAPUTEIHO OOHBEHHTE OT
Br3ioxurens mucksanus B TeXHHYECKaTa ClIeNUOUKALIES — IO TPHTES HOMEHKJIATYPHHE €AHHHLIA €
OfIEpUPAHO €IHO M CBINO MEIHUMHCKO H3jenue. YUacTHHUKET ,,PCP EOOJ e npeacrasun
opepra, KOATO HE OTrOBaps Ha MPEABAPHTEIHO OOSBEHUTE YCIOBHS HA TOPBUKATA.

06. YuactHHKBT ,,PCP“ EQOJ ¢ npeiacTaBun TexHHYECKO HpeUIcIKeHHE 3a 06ocobena
nosuuus VI “3arsopena cucrema 3a H3Mepsane Ha ypuHa™.

Kommucusita pasriesa odeprara Ha ydacTHuxa ,, PCP“ EQOJI u npoBepy 3a ChOTBETCTBHE C
IpeABAPUTENHO OOMBEHUTE YCIIOBHA:

¢ Y4YaCTHHKST € AEKJIAPHpPAN, ue;

- Ce 3abJlKaBa Jla M3IBJIHM JIOTOBOpA 32 Bh3jaraHe Ha ofIlecTBeHaTa NIOPBYKA B CHOTBETCTRUE C
HOpMUTE Ha 3aKoHa 3a MeAMUMHCKETe u3genus (3MU), kakTo # Ha BCHYKH Ipyru HOPMaTHBHHA
aKTOBE, YHETO CHa3BaHe € HEOOXOMMMO 3a KaUECTBEHO H3ITbIHEHNE Ha HOPHYKATE;

- TpK H3TOTBAHE Ha obepTaTa ca CHAICHH 3aHbLKCHMATA, CBBHP3AHM ¢ HaHBLOH U OCHTYPOBKH,
OTIa3BaHe Ha OKOJIHATA CpeNa, 3aKpHia Ha 3aeTOCTTa # YCIOBUSTA Ha TPV,

- € CBIJIACEH M MpUEeMa BCHYKY YCIIOBHS 32 U3NBJIHEHNE Ha 00IIecTBeHaTa TOPBUKa, ONpENC/ICHH B
KIIAy3UTe Ha MPATOKCHHAS KbM JOKYMEHTALMATA 32 YI9acTHe IPOEKT Ha JOTOBOD;

- IPHEMa CPOKLT HA BATMAHOCTTA Ha odepraTa Aa 65ae 180 (cro u ocemuecer) xanesmapHy num,
CYUTAHO OT KpaliHnus CpoK 3a [oJapate Ha odepruTe;

- IIPH M3ITBJIHEHHETO Ha OBLICCTBEHATA NOPBYKA HAMA Ja HON3BA KAIAIHTETa Ha TPETH JIHHa;

- IIpK H3II'BIIHEHUETO HA OONIECTBEHATA IOPBYKA HAMA A& TIOJI3BA IO M3 BIHUTEN,

- lIe OCHTYPH HeOGXOqUMUTE KOIHYECTBA Ha O(epupanuTe IPOLYKTH 34 HENHS CPOK Ha JOTOBOPA;
- KbM JaTaTa Ha AOCTaBKa CPOKBT Ha FOAHOCT Ha oepHpaHuTe OpOAYKTU € MuHAMYM 70 %
/cepeMaeceT npouenTa/ oT OOABEHHSA OT MPON3BOINTENA.

o [lpennoxen € CpOK Ha BCsiKa AOCTABKA O 2 /ABa/ IHH, a CPOKHT 3a CIICNIHA JOCTABKA 10
24 /aBagecer ¥ YCTHPH/ Haca Cie/ MOMYYARAHE HA 32ABKA OT BH3I0KHTEIS.

» KpM TexHAYECKOTO TpeNJioKeHHe € IPEICTABCHO IPHIOKEHHE, Hd XapTHEeH U
€JIEKTPOHEH HOCHUTEIL,

¢ TeXHWHIECKOTO NPEANIOKEHNE € TIOMIUCAHO OT 3aKOHHKA IPEACTBHTEN HA YIACTHNKA.

o TexHNYeCKOTO NPENIOKEHME BKINIOYBA BCHIKH HOMGHKIATYDHH CAMHHIE  OT
Texnmueckara crnenmduKays, NPeNNaTaHHTe MEAMHHHCKU W3ZENHMS ca ¢ [IPOHIBOXMTEN
Unomedical/Convatec.

¢ IlpunoxeHo € OTOPU3ALUMOHHO HCMO Ha yyacTHHKA ,PCP“ EQO/ or npoussozureNns
Ha OepHPaHHTe MEIUIHHCKY M3 IS,

o Ilpunoxenn ca 3aBepeHy 0T y4acTHHKA KONHS Ha CepTHOHUKATH 3a KA4eCTRO H
AEKNapalus 34 CHOTBETCTBYME Ha OQEpUPAHUTE MENUIMHCKH H3JMENHN, B ChOTBETCTBHE C
n3vuckBaHHATa Ha un.14 or 3MH, xaxto # Hamecena "CE" mapkupoBKa, B CHOTBETCTBUE C
H3HCKBauuATa Ha Wi.8 U wi.15 o 3MU.

o Ilpunoxeny ca noAapoOHM NpOCHEKTH Ha OBITAPCKM €3HK ¢ NBAHH TeXHHYECKH
NOKa3aTeNy K MapamMeTpH HA [IpeUiaraHuTe POAYKTH B yKa3auus 3a ynorpeoa.

¢ YYaCTHHUKET € NPENOCTABHI MOCTPH Ha OepHpaHNTE NPOLYKTH.

Komucuata n3pbpiiy IPOBEpKa IO NPe/IOCTABEHUTE AOKYMEHTH ¥ MOCTPH U YCTAHOBH, e
opepupannTe MEJULHHCKH H3JENHS OTFOBAPST H& M3MCKBAHMNTA Ha 3aKOHA 33 MEAULAHCKUTE
vazenmad (3MM), 1o He CHOTBETCTBAT HAa H3MCKBAHHATA 3AJIOKEHH B TEXHUYECKATa CHelH(HKaIIHs.
VuaacTHUKBT € obepupai:
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- II0 HOMEHKJIATYpHA e{MHNA 1. 3aTBOpEHa CHCTEMa 3a H3MEpBaHe Ha ypuua ¢ Topba 1,5
1., IpY U3HCKBaHe Topbara aa e 2 J1.

~ II0 HOMEHKJIATYpHA enuHuna 2: Topba 3a cubuipaHe HA YpUHA KBM 3aTBOPEHd CHCTEMA 3a
H3MEpBaKe Ha ypHuHa 1,5 11, npH n3ncksane Topbarta ga € 2 1.

Taka npenocrasenara odepra He OTroBapsa Ha H3UCKBAHHATA Ha BB3NTOKUTE NS 3AMHCAHN B
TEXHHYECKATa CICHHpHKAINAA.

Komucusara PEIHIN:

Hpensua nocodesute koHcTatamu, KoMucusta npeanara ua Bh3noxaTeNd Ha 0CHOBaHHE
wi. 107, 1. 2 Oyxsa ,,a® ot 30[1, ma orctpaen ywacrauka ,,PCP“ EQOJI oT oTkputa nmpouenypa 3a
Bb3Narase Ha OOIHecTBeHa NOpbhuka ¢ npenmeT: “docraska na oGuroGoHHYAH METHIHHCKH

H3TeNHst H KOUCYMATHBH Mo oGocobeny mozunmum” 3a obocoberna mosumms VIH “3arsopena
CHCTEMa 33 H3MEpPBaHe Ha ypura™.

MoTusu:

YuactHuksT ,,PCP“ EOQOJ ¢ npencTaBun TeXHAUYSCKO NPESAIOKeHHE 3a 060cobena
nosuuns VIH “3aTBopeHa cucTeMa 3a H3MepBaHe Ha ypUHA”, KOSTO HE OTroBApS HA IPEABAPHTEIHO
o0siBeHUTe 0T BB3NMOKHTENS H3NCKBaHUA B TexHuueckara cnerudukanud — odepupadn ca 1o
HOMCHKNIATYpPHa CIMHHHA 1: 3aTBOpeHa CHCTeMa 3a W3MEpBaHE Ha ypuHa ¢ Topba 1,5 n., mpu
uzyckBaxe TopbaTa Aa € 2 1. ¥ M0 HOMEHKWIATypHa efnnuna 2: Topba 3a cnOHpaHe Ha YPHHA KbM
3aTBOpPEHA CHCTEMa 3a H3MEepBane Ha ypHHAa 1,5 5, 0pu M3HCKBaHe Topbara Na € 2 1. YYacTHHuKET
»PCP¥ EOOJ e npeacrasnn odepra, KOATO HE 0TTOBAps Ha NPEABAPUTENHO OOSBEHHUTE YCIOBHA
Ha IOPBHYKATA.

67. YuacrauksT ,,PCP* EQO/l e npencraBuil TeXHHYECKO Mpeioxkenue 3a obocobena
nosuins XVII “Karerpu™.

Komncusra pasraena odepraTta Ha ydyactHuka ,PCP* EOQ/I 1 nposepu 2a COTBETCTBHE C
peABapuTeaHo OOIBEHUTE YCIIOBUSL:

e YYaCTHUKBT € ACKNapHpal, ue:
- Ce 3aABJDKaBa Jla M3NRJIHH [OFOBOpa 34 Bh3JaraHe Ha OOHECTRECHATA TOPHYKA B CHOTBETCTBHE C
HOPMHTE Ha 3aKOHA 3a MEIUUHHCKUTE M3jenus (3MU), KakTo B Ha BCHYUKH JPYrH HOPMAETHBHU
aKTOBe, JUETO CliazBaHe € HeoOXO0AUMO 3a KaueCTREHO U3IIhIIHEHNUES Ha MOPHYUKATE;
- TIpH H3TOTBSIHE HA oQepTaTa ca CHa3eHH 3aJbIDKSHHNTa, CBBP3AHU C JAHLHH U OCUTYPOBKH,
Ola3BaNe HA OKOJIHATA CpeJia, 3aKPHIIa HA 32eTOCTTa ¥ YCIOBUTA HA TPYI;
- € CBIMIACCH ¥ MpHEMAa BCHYKH YCJI0BHA 3@ H3NRJIHEHHE Ha 00UIeCTREHATA NTOPHIKA, OTIpeAeNieHH B
KJIay3UTe HA NPHUIONKEHHA KbM TOKYMEHTAIHATA 34 yIacTHe IPOCKT Ha JOTOROD;
- [IpHEMa CPOKBT Ha BAIMAHOCTTA Ha odeprarta Aa Obae 180 (cTo u oceMpeceT) KaleHAapHU IHM,
CYHTAHO OT KpallHuUs CPOK 34 [ojanane Ha OQepTuTe;
- [IPY U3TBIHEHUETO Ha 00IecTBeHaTa OPBhYKa HAMa Jla OJI3Ba KafaluTeTa Ha TPeTH JIHE,
- IIpH H3ITBJIHEHHETO Ha oOLIecTBeHaTa IoPhYKa HiMa Ja NOJI3RA HOAU3NBIHHTE,
- 11§¢ OCUTYpK HeoDXOoMUMUITE KOMYECTBA HA O(DEPHPAHATE HPOIYKTH 3a IIEHM CPOK Ha ZOrOBOPA,
- KBM JaTtara Ha JIOCTaBKa CPOKBT Ha FONHOCT Ha odepupaunre npoaykte ¢ MuaumyMm 70 %
/cepeMaecet nporeHTa/ 0T O0ABCHHSA OT IPOUZBOJUTENA.

e Ilpennosxen e cpok Ha Begka JocTaBKa A0 2 /IBa/ JHH, a CPOKBT 32 CIICINHA JOCTABKA A0
24 /npaneceT W 4eTHpK/ Uaca cie [oJydaBaHe Ha 3asiBKa OT BB3NOMKHTEN.

o KbM TexHUUECKOTO DpeIoKEHHE ¢ NPEHCTARCHO IPUIONKEHHE, Ha XAPTHEH U
CHGI{TPOHBH HBOCHTEJIL.

s TeXHAYECKOTO NPEJIOKCHAS € ITOJAIMHCEHO OT IaKOHHHA OPCACTBUHTCN Ha YIaCTHHIKE.
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o TeXHHYECKOTO NpEUIOKEHHE BKMIOYBA BCWYKH HOMEHKIATYPHH eNHHALNM  OT
Texnmveckata cneumduKauusd, NpeANaraHuTe MEAMUMHCKA M3JAEMHMS €A C  MPOH3BOAHTEN
Dahlhausen,

o IIpHiIoXKeHO & OTOPH3ANMOHHO HCMO Ha y4acTHuKa ,PCP* EOO/I ot npousBoIuTeis
Ha o(pepUpaninTe MEAHUHHCKY U3/CTH.

o [IpunoxeHu ca 3aBepeHM OT yUACTHHKA KONIHA Ha CEpTH(HKATH 3a KaYeCTBO M
OeKjapaus 3a CHOTBETCTBUE HAa O(epupanuTe MEIHIIMHCKH HM3AENHI, B CHOTBETCTBUE C
n3uckBaHusAta #a 91.14 or 3MH, raxTo ¥ Hamecena "CE" mapkupoBka, B ChOTBETCTBHE C
H3ucKBaHuATa Ha 4.8 u wi.15 ot 3MH.

o Ilpunoxenu ca noApoOHH NpOCHEKTHE Ha OBLJFAPCKH €3MK C IIBIHH TeXHHYECKH
TOXa3aTeNIH ¥ TapaMeTpy Ha NIpelUIaraiiTe IPORYKTH | yKa3auus 3a yrorpeda.

® YUaCTHHKBT € IIPEOCTABHI MOCTpu Ha odepHpanHurTe HPOAYKTH 3a HOMEHKIATYPHH
eauHAud 1, 3,4, 5,6, 7, 8, 9, 10 @ 11. Y4acTHHKBT HEe ¢ IPeIOCTaBUI MOCTPa Ha odepupanns
NPOXYKT IO HOMEHKIATYpHA efMHHIa 2, KOoMHCHATZ W3IBBPIIN OPOBEpPKA KW YCTAaHOBH, ue
obepupanus NPOAYKT 110 HOMEHKIATYPHA eIHHUNA 2 He ¢ OMi focTassH B bonnuna ,,Jlozenen®.

Komucusra PEIIH:

Ha ocuosanue wi. 104, an. 5 ot 301, na u3ucka ot yuactauka ,PCP“ EQOJI s cpok no
5 /ner/ paGoTHH AHM JNa HPEAOCTABH AONBIHWTENHO MOCTpa Ha o(epHpanus OPOAYKT IO
HOMEHKJIATYpHa efuHnla 2 oT obocobena mosumua Ne XVII “Katerpu™. Ipemocrasanero i nama
Jia mosene o npoMeny B TeXHHYECKOTO H LEHOBOTO NPEI0KEHNE Ha YIACTHHUKA,

68. YuactHuksT ,,PCP“ EQOJ e npeAcrasun TexHHUECKO MPENIOKEHHE 33 00ocobena
nozunes XVII “Macku”.

KomucuaTa pasriesa opeprara Ha yyactauka ,PCP“ EOOJI u poBepH 3a CHOTBETCTBHE C
IpeABaPHTENHO OOABCHHTE YCJIOBHA:

¢ YQacTHHKBT € JeKJIaprpali, Je:
- C€ 3a/(bJKABa [a H3MBJHK JOrOBOPa 3a Bh3NlaraHe Ha OOIIECTREHATA IOPBUKA B CHOTBETCTBHUE C
HOPMNTE Ha 3aKOHd 33 MEAMIMHCKHTE M3genus (3MM), KakTo u Ha BCHYKH JpPYrH HOPMATHBHE
aKTOBE, YUETO CHa3BaHe € HEOOXOAUMO 38 KaTeCTBEHO H3NBIHCHUE Ha TIOPHYKATa;
- IIPH H3rOTBAHE HA O(epTaTa Ca CHa3eHH 3aJb/DKEHHSTA, CRHP3AHH C NAWBUM U OCHTYPOBKH,
OIIA3BAHE HA OKOIHATA CPElid, 3aKpUIa Ha 3a8eTOCTTa H YCIOBMUSITA Ha TPYH,
- € CBINACeH M IPHEeMa BCHYKH YCIOBUS 3a H3NBJIHCHHE Ha 00lecTBeHATA IOPHUKA, ONPEACICHH B
KJIay3HTE Ha NPHIOKCHHA KbM TOKYMEHTAl{EATA 33 YIACTHE MIPOSKT HA IOTOBOP;
- IpHeMa CPOKHT HA BalMAHOCTTA Ha odiepTaTta na Ouae 180 (cTo u ocemaeceT) KaneunapHy AHH,
CYHTAHO OT KpakHus CPOK 3a IoxaBaHe Ha odepTHTE;
~ [P M3IIBIHEHHETO Ha obulecTBeHaTa IOPbYKa HAMA Aa TION3BA KANauTeTa Ha TPETH THLa;
- TIPH H3IIBLIHEHKETO Ha OOHIECTREHATA TOPhUKa HAMA & IOI3BA TIOAH3IBIHUTEN;
- 10¢ OCHTYPH HEOOXOAUMATE KONHIECTBA Ha OepHpaHuTe HPONYKTH 3a LEJIHS CPOK Ha JIOTOBODA;
- KbM Jarata Ha JOCTaBKa CPOKBT Ha TOJHOCT Ha ohepHpaHuTe OPOAYKTH ¢ MHHEMYM 70 %
/ceneMaecer NponeHTa/ OT OOABEHHS OT MPOU3BOAMTENS.

e Ilpeanoxen e cpox Ha BCAKA AOCTABKA J0 2 /OBa/ JHU, & CPOKET 3a CHENIHA JFOCTABKA A0
24 /nrameceT W UeTHpH/ Haca Cex MONyYaBaHe Ha 3a5BKA OT BR3IOKHTEI.

o Kbyv TexunueckoTo MpeUIOKeHHE € MpPeICTABEHO MPUIOKEHHE, HAa XapTHeH H
ENEeKTPOHCH HOCHTEIL.

° TexHuuecxoTo MPEeINIOIKCHHUE € TIOANIHCAHO OT 3aKOHHHA NPEHCTBUTEN HA YUACTHHEKA.
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¢ TexHmueckoTo NPEANOKCHHE BKIIIOYBA BCHYKH  HOMCHKNATYPHHW  €OWHHI OT

Texnuueckara croenuduKaiys, IpPERIATaHHTe METHLIHMHCKA H3AENHA €A C IPOU3BOINTEN
Dahlhausen.

e IlpunokeHo € OTOPH3AUMOHHO MUCMO HAa ydacTHHKA ,PCP* EQO/ oT npor3soauTens
Ha oepHPAHUTE MEIUIIMHCKY H3/IH.

o [IpunokeHn ca 3aBEPEHH OT YYACTHUKA KOMHA Ha CepTU(UKATH 3a KAa4eCTRO H
JEKnapauyud 3a CbOTBETCTBUE Ha OMepHpaHUTE MENUMIMHCKH H3AENHS, B CHLOTBETCTBHE C
w3ucxpannsTa Ha wi.14 ot 3MH, kaxto H nanecena "CE" mapxupoBka, B ChOTBETCTBHE C
H3HCKBAHAATA Ha Wi.8 1 yia.15 o 3MH.

o [lpunoxenn ca mnoapobHH NPOCTIEKTH HA OBIrAPCKM €3HK C IIBIHM TEXHHYECKH
MMOKA3aTe)H U IapaMeTPH Ha NpelUlaraHuTe MPoIyKTH U yKA3aHus 3a yioTpeda.

® Y4YacTHUMKBT HE € [IPENOCTABUI MOCTPH Ha O(epHpaHHTE NPOXYKTH. YUaCTHHKET HE €
IIPEIOCTaBHI MOCTPH HA O(pepHpaHnTe HpOoNyKTH. KoMucusaTa H3BBPINH IPOBEPKA U YCTAaHOBH, 9€
TH e gocTasan Ha bonuuna ,,Jlosexen” no noropop VII-5-135/19.07.2016 r.

Komucusta HU3RBPIIM NpOBEpKa II0 NPENOCTABEHHTEC [HOKYMEHTH M VCTA4HOBH, Ye
odepupaHuTe MEIMIUHCKE MIAEMHS OTTOBAPAT HA M3IHCKBAHMATA HA 3aKOHA 33 MEAMIIMHCKHTE
uzaenng (3MH) H cHOTBETCTBAT Ha H3MCKBAHHUATA 3AJIOKEHH B TEXHUYECKATA CHEU(HKALHA.

Komucuara PEUIN:

TexHuuecKoTo IpeIoKenKe 34 U3NBIHCHHE Ha TIOPHYKATa Ha YYacTHHKA ,,PCP* EQQJ
3a ofocoberna mosumus XVII “Mackn” € H3rOTBEHO B CHOTBETCTBHE € W3MCKBAHUATA HAa
TEXHHYCCKATA CIICHUPUKAITNS ¥ HINCKBAHHATA HA BH3JIOKHTEIA.

69. Y4yacTHHKBT ,Arapra-liIM“ EOOJ e npencraBmi TexXHUYecko NPENIOKEHHE 3a
obocobera mosunus I “Cripusiiosku”,

Kommcusara pasrnena odeprara Ha ywacrauxa ,Arapra-IIM“ EQO/ u nposepu 3a
CBOTBETCTBHE C HPEABAPHTEIHO OOSBCHUTE YCIOBH:

o YYacTHHKBT € JEKIapHpat, de:
- CE 3aJ(bJDKaBA J1a U3I'BIIHY JIOTOBOPA 33 Bp3JiaraHe Ha ofiecyBerara mophuka B CHOTBETCTBHE C
HOPMHTE Ha 3aKoHa 3a MeAuluHcKnte usgensi (3MM), kakTo W Ha BCHYKM JMPYFH HOPMATHBHM
AXTOBE, YHETO CIIA3BAHE ¢ HEOOXOANMO 32 KaYECTBEHO HIITBAHCHNAE HA TIOPHUKATE;
- TIpW H3rOTBSHE Ha odeprara ca CHAa3eHH 3aAbIDKEHHATA, CBBP3AHU C JAHBIH ¥ OCHTYPOBKH,
oliasBaHe Ha OKOJNHATA Cpejia, 3aKPHIla Ha 3aeTOCTTa ¥ YCIIOBUSATA HA TPYA;
- € CBITIACEH M MpHEMa BCHUKH YCIOBMA 32 U3MBJIHeHue Ha 0OUIeCTRCHATA IOPHYKA, ONPEAEICHH B
KJIay3UTe Ha NPUIIOKEHES KbM JOKYMEHTAIMATA 328 YYACTHE TPOSKT Ha JOIOBOP;
- TIpBeMa CPOKBT Ha BaJIMAHOCTTA Ha odeprara na 6nae 180 (cto u oceMpecer) xaneufapHu AHA,
CUMTAHO OT KpaHHH4 CPOK 33 NOoAABaHe Ha odepTHTE;
~ TIpK M3NBIHEHNETO Ha OOLIECTBEHATA IOPHYKE HAMA Ad TIOJI3RA KANAHUTETa HA TPETH IHLA;
- TIpH H3NBIHENUETO Ha OBECTBeHATA IIOPEYKa HAMA Ja MON3BA TOAH 3 BIHITE,
~ 1ll¢ OCUrYpE HEOOXOAHUMATE KOJIHUECTRBA HA o(GeprpaHuTe POXYKTH 34 HEJIHA CPOK Ha AOTOBODA;
- KpM HaTara Ha JIOCTABKA CPOKLT Ha TOAHOCT Ha odepupaHuTe mpoiyxtw e mMuxaMyMm 70 %
/eeneMnecer rnpoueHTa/ ot OCABCHMS OT MPOKU3IBOAUTENA.

e Ilpennosxed e cpok Ha BCSKA JOCTaBKa 10 2 /IBa/ H¥H, A CPOKBT 34 CIIEIIHA ZOCTABKa 10
24 /npajgeceT H YeTHPR/ Yaca Clell HONTydaBaHe Ha 3aABKA OT BH3OKHTEII.

e KoM TexHW4eckoTO NpefUIoKCHHE € IPEACTABEHO IPHIIOKEHHE, HA XAPTHEH W
€leKTPOHEH HOCHTeN.

e TeXHMUECKOTO NPEIOXKEHHE € IOAIHCAHO OT 3aKOHHMS MPEeACTBUTE/ He YHAaCTHHKA,
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e TexumyecKoTO NPEATONEHHE BKIIOYBA BCHYKM HOMEHKNATYDHH E€MHHUNH  OT
Texnnveckara crenmduxaius, TpeUlaraHATe MEUITMHCKH H3AENM ¢a ¢ npouspomuren Chirana.

o [Ipuro)keHO € OTOPH3aLMOHHO ITHCMO HA YYaCTHHKa ,Arapra-IIM¢ EQOJ or
IIPOM3BOIUTENS Ha OdepUupaHuTe MEAHIHHCKY H3/ICIHA.

o IlpumoxeHH ca 3aBEpeHH OT YYacTHHKA KOIMS HA CepTHQUKATH 3a KadecTBO U
AeKnapanus 3a ChOTBETCTBHE Ha odepupannte MeIHIHHCKH H3ZENAMH, B CLOTBETCTBHE C
“3UCKBaHUATa Ha Wi 14 ot 3MHU, kakto u manecena "CE" MapkupoBKa, B CHOTBETCTBHE C
H3UCKBAHNATA Ha 9.8 u wi.15 ot 3SMU.

e Ilpunoxxenw ca NOZPOOHM HPOCHEKTH HA OBIrapcKd €3WK ¢ IBIHH TEeXHWUYCKH
MOKa3aTeny ¥ MapaMeTpH Ha NpeAiaranuTe IPodyKTH ¥ yKazaHus 3a ynorpeta.

¢ VUYaCTHUKET € IPEROCTaBHL MOCTPH Ha O(EePHPEHITE NPOAYKTH.

Komucusata #3BEPINN IPOBEPKA 110 NPENOCTABSHNUTE NOKYMEHTH M MOCTPH M YCTAHOBH, Ye
otepHpaHHTE MEAMIMHCKH M3IETAS OTrOBApAT HA H3HCKBAHMUATA HA 3aKoHA 33 MEIHIHHCKHTE
wasenus (3MK) 1 croTBEeTCTBAT Ha H3UCKBAHMATA 3aJI0KEHH B TEXHUYECKATA CIIEIH(UKAIS.

Komucunsra PELIN:

Texuu4eckoTo NpeIIOKEHNE 3a U3MBIHCHKE Ha HOPBHYKATA HA YYACTHHKE ,Arapra-I[M*
EOO/] 3a obocobena nmosunus I “CrnprHUOBKH™ € H3FOTEEHO B CHOTBETCTBHE ¢ M3UCKBAHHATA HA
TEXHHYECKATA CHCUUPHKALIMS ¥ H3UCKBAHUATA HA BH3TOKHTEN.

70. YuactruksT LArapra-IM*“ EQOJL e npeacrasun TeXHUYECKO NPEIJIOKEHHE 32
oBocobera nozunus 11 “Urnu 3a meauuuncka ynorpeta”.

Komucusra pasrnena odeprara ma yuactHuKa ,,Arapra-IIM“ EQOM wu nposepu 3a
CLOTBETCTBHEE C NIPEIBAPUTENHO ODABEHHTE YCIIOBHA:

® YUAaCTHHKET € JeKapupal, ue:
- C€ 3aJlJKaBa J1a H3OBIHK JOTOBOPA 3a Bh3jarane Ha o0IIeCTBEHATA OPHYKa B CHLOTRETCTRHE C
HOpMHTe Ha 3aKoHa 3a MeAHIMHckuTe n3genud (3MU), kaxkro ¥ Ha BCHYKM BpYrH HOPMaTHBHH
aKTOBE, YHETO CHA3BAHE € HEOOXOIUMO 32 KAYECTBEHO M3MBIHEHNE HA MOPBLYKATA;
- IpU H3TOTBZHE Ha o()eprara ca CHA3EHH 3aJBKCHHUSTA, CBBP3AHHM C JAWBIM M OCHTYPOBKY,
OlIa3Bayie Ha OKOJHATA Cpella, 3aKpHila Ha 3aCTOCTTa H YCIIOBUSTA HA TPYA;
- € CBIVIACEH U [IpHeMa BCHYKH YCIIOBUA 33 H3IIBJIHEHME Ha 00IIecTBeHaTa MophyKa, ONpefieNicH B
KIIAY3UTe Ha NPHIOKEHHS KbM JOKYMEHTALHMATA 38 YYACTHE IEPOEKT Ha JOroBOP;
- IIpAeMa CPOKBT Ha BaNHAHOCTTA Ha odeprata fa Oune 180 (cTo W ocemueceT) KaaeHAapHK JHH,
CHMTAHO OT KpaifHHsA CPOK 32 noAaBaHe Ha odeprure;
- IpK H3UBAHEHHETO Ha OOMIECTBEHATa [IOPEYKA HAMA Ha NOJI3Ba KANaUTeTd Ha TPETH JIHIA;
- IpK U3N'BIHEHHETO Ha OOHIECTBEHATA MIOPBYUKa HAMA [z NION3BA TI0IH3NBIHUTEN,
- IlIe OCHTypU #eOOX0AMMHUTE KOJIHYECTRA Ha OQEPHPaHUTE HPOAYKTH 32 HENH CPOK Ha J0T0BODa;
- XbM Jarata Ha JIOCTaBKa CPOKBT HA TOJHOCT Ha oepUpaHHTe NPOAYKTH ¢ MHHEMYM 70 %
/cepemaecer HpoleHTa/ OT O0SBEHUS OT NPON3BOAUTENA.

» Ilpeanoxed e cpox Ha BCAKa JOCTABKa 0 2 /aBa/ JHM, 4 CPOKBT 3a CIIEINHA KOCTABKA [0
24 /npajeceT u YeTUPH/ Yaca CHeH OJyduaBaHe Ha 3a9BKA OT Bh3JIOKHMTENL.

o KoM Texau4eckoTO IpefiNOXKERUE € TIPEACTAREHO TPUTONKEHHe, HA XAPTHEH W
€JIEKTPOHEH HOCHTEN.

¢ TexHHYeCKOTO NPeANIOKEHHS € TIOAIMCAHO OT 3aKOHHHA MPEACTBUTEN HA YJaCTHHKA.

® TeXHMYECKOTO NPERIOKEHHE BKJIOYBA BCHYKH HOMCHKAATYPHHM CAMHMIM  OT
Texungeckara creruukaris, OpeanaraHuTe MeIHIEHCKA H3XeNus ca ¢ mpon3soauten Chirana.
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o IlpunroxeHo e OTOPM3AaMHOHHO NHCMO Ha Y4YacTHuka ,Arapra-IIM“ EQOH or
TIPOM3BORUTENS HA ONEPUPAHHTE MENHIMHCKY W3IETHA.

» [lpunoxeHd ca 3aBEpeHH OT YYACTHUKA KOMMS HA CEPTUQUKATH 32 KAuecTBO H
ACKITApalKA 38 CHLOTBETCTBHE Ha O(epUPaHHTEe METUIMHCKY H3IeNHs, B CHOTBETCTBHE C
H3ucKkBaHuATa Ha 4i.14 or 3MH, kakro u nanecena "CE" mapkupoBka, B CHLOTBETCTBHE C
H3KCKkBaHuATa HA W8 1 Wwi.15 ot 3MH.

e [lpunoxeHH ca NOAPOOHH IIPOCHEKTH Ha OBIFAPCKH €3MK C IIBJIHH TEXHHUECKU
TOKa3aTeNy H NapaMeTpy Ha NpeAnaradyiTe IPOXyKTH H YKA3aHus 3a yinoTpeda.

e YYaCTHHKGT € [IPEAOCCTABHII MOCTPH Ha obepupadHTe [IPONYKTH.

KoMucHATa H3BBLPINK NPOBEPKA TIO NPENOCTABEHNTE JOKYMEHTH ¥ MOCTPH H YCTaHOBH, 4e
otbepHpaHUTe MEJUIHHCKY M3 OTrOBAPAT HA HAUCKBAHMATA HA 3aKoHA 38 MEIHLHMHCKHTE
nszenus (3MH) B CHOTBETCTBAT Ha H3UCKBAHHATA 3AJI0KEHN B TEXHUUECKATA CIEIM(DHKAIIS.

Komucusira PEHN:

Texnu4eckoTo mpelIOKEHMe 3a UINBIHCHAE Ha TOPhYKaTa HA YYacTHHKA ,Arapra-I[M*
EOO/ 3a obocobena mozuuus 11 “Mrim 3a Memunuacka ynotpe6a” e H3roTBEHO B CHOTBETCTBHE C
H3HCKBAHHATA Ha TEXHHYECKaTa CHeun(HKAlNA ¥ H3UCKBAHUATA HA BH3JOKATENL.

71. Yuactunxer ,Arapra-HM*“ EOOJl ¢ npeactaBun TeXHHYECKO NPEMIOWECHHE 3a
obocobena mo3unus 1X “banxy tin Topbuuka 3a ypuHA”,

Komucuara pasriena odeprara ma ydacTHHKA ,Arapra-IIM“ EOOHN u mposepu 3a
CHOTBETCTBHE C IIPEABAPHUTENHO OOABCHHATE YCIOBHSL:

o YuacTHHUKBT & AcKNapupal, ye:
~ C€ 334BIKaBA Ja U3NBIHE I0T0BOpa 3a Bb3/araHe Ha oOHIeCTBEHATa HOPRUKA B CHOTBETCTBHE C
HOpMHTE HA 3aKOHA 3a MeJuiuHcKkuTe H3aemuA (3MU), xaxTo W Ha BCHUKH JIPYTH HOPMATHBHH
AKTOBE, IMETC CIa3BaHe € HeoOXOXUMO 3@ KaUSCTBEHO H3ITBIIHEHHE HA MOPHUKATa;
- TIPH U3TOTBAHE Ha odieprara ca CIa3eHH 3aAb/UKCHHUATA, CBBP3AHH C YAHBIM H OCHIYPOBKH,
OIIA3BaHE Ha OKOJHATA Cpeaa, 3aKpHiia Ha 3aeTOCTTa U YCIIOBHATA Ha TPY/I;
- € CBIrAaceH W MPHEMAa BCHYKH YCIOBUs 38 H3NbAHEHHE Ha obINecTBeHATA TIOPhYKa, ONPEHENCHH B
KJIAY3UTE Ha IPHIOKEHHS KM JOKYMEHTAHATA 32 YYACTHE TIPOEKT Ha JOroBop;
- IpHeMa CPOXHT Ha BANHAHOCTTa Ha odeprara aa 6bae 180 (cTo U oceMHueceT) KaleHAAPHH IHH,
CUHTAHO OT Kpalluus CpoK 3a nojaBaxe Ha odepTuTe;
- IIPY B3II'BIHEHKETO Ha OONIeCTBEHaTa MOPhYKA HAMA [a TTOJI3BA KaMaHTeTa Ha TPETH JIHNA;
- TIpH H3IIBIIHEHHETO Ha O0NIeCTREHATa IOPERIKa HAMA Ja MON3Ba NOAUIIBIHHTEN,
- LI OCHTYPH HEOOXOAHUMHUTE KONMYSCTRA Ha OQepUpaHHuTe POJYKTH 3a WEHHI CPOK Ha J0rosopa;
- KBbM JlaTata Ha JOCTABKA CPOKBT Ha FOJHOCT Ha OQEpPHpaHUTE NHPOAYKTH € MUHHMYM 70 %
/cepemMaeceT mponenTa/ o1 0OIBEHHUA OT IPOU3BOAUTES.

o Ilpennoxen e cpox Ha BCSKa HOCTaBKa 1o 2 /nBa/ NHH, & CPOKBT 34 CIEIIHA ZOCTABKA AQ
24 /npajecet u yeTupu/ daca CleH MOJIYJIaBaHe Ha 3asBKa OT BBL3JIOKHUTEIIA.

e KoM TexHHIeCKOTO IpeUIOXKEHME € DpPeACTABCHO NPHIIOKEHNME, HA XapTHEH WU
EJICKTPOHEH HOCHTEI.

e TeXHMYECKOTO IIPERIOKEHHE € TOIUCAHO OT 3aKOHHHS NIPEICTBUTEN HA YYACTHHKA,

s TexHPYecKkOTO NPEANOKEHHE BIHOYBA BCHUKM HOMEHKAATYPHH E€HUHHMLH  OT
TexnnyeckaTa crienuduKanud, IpeaJIaraHoTo MEIUIIMHCKO H3IeHe € ¢ ipor3soyuren Heyton.

e [Ipunoxeno € OTOPH3aUMOHHO IIMCMO Ha Yydacrnuka ,Arapra-HM* EQOJ ot
IPON3BOAUTENS Ha OQepUPaHHTE MEJANLUHCKH H3EIE.
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e Ilpunokenr ca 3aBepeHH OT YWACTHUKA KONHS Ha CeprH(PUKATH 34 KaYeCTBO H
JNEKIapalius 3a CHLOTBETCTBHE Ha O(QepHpaHHUTEe MEJHIMHCKH H3ACIMI, B CBOTBEICTBHE C
u3HCKBaHMATa Ha 4l.14 or 3MMU, xaxto u Hanecena "CE" mapkupoBka, B CHOTBETCTBHE C
W3UCKBAHUATA Ha un.8 v wi.15 or 3MH.

e Ilpunoxenu ca nNoapo0HH HPOCHEKTH Ha OBITAPCKH €3WK ¢ IFBAHM TEXHHUYECKH
IIOKA3aTERY ¥ apaMeTpH Ha [peflIaranuTe NpOAYKTH ¥ YKasaHKA 3a ynotpeba.

o Y4acTHUKDLT € IPEeROCTABHI MOCTPa Ha obepupaHuTe IpOAyKTH.

Komucusra uspspliy IpoBEPKA IO HPEAOCTABEHHTE HOKYMEHTH M MOCTPA H YCTAHOBH, Ue
othepupannTe MEAMUMHCKH H3JENMsl OTrOBapAT HA M3WCKRAHHATA Ha 3aKOHA 38 MENMIUHCKHTE
uzxennsa (3MY) u croTBeTCTBAT Ba H3WCKBAHMATA 3ANOMKEHN B TEXHHUECKATA CIeHHDUKALINS.

Komucusra PEILH:

TexHauuecKoTO NpeUioKeHHe 3a U3NBLIHEHUE HA NOPHUKATA HA YYaCTHHKA ,,Arapra-I{M*
EOOQO/] 3a ofocobena nozunus X “Banky Tin TopOuyka 3a ypuHA” € H3rOTBEHO B CHOTBETCTBHE C
H3UCKBaHUATa Ha TEXHHUCCKATA CICHH(HKAIHUA U H3ACKBAHNATA HA Bh3OKHATEN.

72. YuactHHKBT ,,Arapra-lIM* EOOJ/l ¢ npeacraBHA TeXHHYECKO IpefICKEHHE 3a
obocobera mo3unus XV “Xupypriiecky prKapdlid —HECTEPHITHK.

Komucusta pasrnena ofeprara Ha ydacTHHKA ,Arapra-lIIM* EOQO/J u mapoeepn 3a
CHOTBETCTBHE C IIPEIBAPHTEIHO OOSBEHUTE YCIOBHA:

e YUaCTHHUKBT € JIeKNapupal, ue:

- c€ 3aIb/DKaBa 1a M3MBIHY JAOTOBOPa 3a RbajaraHe Ha o0mlecTeeHaTa NOPHUYKa B ChOTBETCTRHUE C
HOpMHTe Ha Jaxona 3a MeAuuuHckuTe M3genus (3MH), xakTo ¥ Ha BCHYKM APYTHM HOPMATHBHH
AKTOBE, YHETO CTIA3BAHE ¢ HEOOXOAMMO 33 KAYCCTBEHO M3IIBIHEHUE Ha TOPHUKATA,

- IpH HW3roTBAHE Ha Odeprara ca CIAa3eHH 3aXbIDKEHHATA, CBBP3aHH C AAHBHM H OCUTYPOBKH,
OTIa3BaHe HA OKOJHATA CPeJa, 3aKpHiIa Ha 3aeTOCTTA ¥ YCHOBUATA Ha TPY.I;

- € CBIJIaceH W NpHeMa BCHUKH YCAOBUS 32 U3IIBJIHEHHE Ha 00IIEeCcTREHATa MOPBUKa, ONPENeICHH B
KAay3HTe Ha NPHIOKEeHHs KbM HOKYMEHTALMATA 3a YIacTHe MpoeKT Ha JOTOBOD;

- OpYAeMa CPOKET Ha BaNHAHOCTTa HA odeprara ga Obge 180 (cTo u ocemaeceT) xaneHAApHU JHH,
CUHTAHO OT KpallHHs CPOK 3a HofaBaHe Ha OepTHTE;

- [PH H3LIHEHHETO Ha o0IecTBeHaTa HOPHYUKA HAMA /1A FOJI3BA KANAIIATETa Ha TPETH JIHIa;

- [IpH H3TBJIHEHUETO Ha 00ILIeCTBeHATa IOPhYKa HiAMa ha IT0I3Ba NOAU3ITBIHATEN,

- (1€ OCHIYPH HEOOXOAMMUTE KOJTHYECTBa Ha odepupannTe MpOAYKTH 33 UEIMHS CPOK HA JOTOBOPA;
- K&M Karara Ha JOCTaBKa CPOKBT Ha TOAHOCT Ha O(epHpaHHTe OPOAYKTH ¢ MHHHMYM 70 %
/cepemaeceT NpoLeHTa/ OT O0ABCHUA OT NPOU3BOANTEIA.

» [IpensosxeH e cpox Ha BCsiKa JOCTaBKa A0 2 /aBa/ AHU, a CPOKBT 3a CHEINHA JOCTaBKa J0
24 /nBapecet U 4eTUPH/ Jaca cliel] oJIyyaBaHe Ha 3asABKa OT Bb3NOMKH T

o Knm TexuuyeckoTo HpEeANOKEHHE € NPEACTABESHO IPUJIOKEHNWE, HA XapTHEH H
€NeKTPOHCH HOCHTEI.

o TexHHUECKOTO Npe/IoKEHHe € NOANUCAHO OT 3aKOHHMA NPEACTBATEN Ha YYaCTHHKA.

o TexHUYecKOTO [pe/UIOKEHHE BKIKOYBA BCHUKM HOMEHKIATYPHY  eJUHHIH  OT
TexHnueckaTa CHEUHQHKALMS, NpeAJaraHATe MEOHIMHCKH H3JeNMHs Ca ¢ TIPOH3BORMUTENHM
Mercator u Semperit.

o [IpunoxeHn ca OTOpH3AlMOHHM HHCMA HA YYacTHWKa s,Arapra-IlM“ EQOI or
TPOH3BOIUTEINTE Ha OQepUpanuTe MEMIMHCKH H3ACHMSL.

# Illpunoxend ca 3aBEpPeHH OT YYACTHHKA KONHS Ha cepTUdUKaTi 3a8 KadecTBO U
JIEKIapalad 3a CHOTBETCTBHE Ha OQEPUPAHHTE MEAHIMHCKY H3AEIUS, B CHOTBETCTBUE C
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H3UCKBanuaTa Ha 4n.14 or 3MH, xaxto u nadecena "CE" MapKMpOBK4, B CHOTBETCTBHE ¢
HU3MCKBaHuATa Ha 4.8 u un.15 ot SMU.

o Ilpunoxend ca NOAPOGHHM [POCIEKTH HA GBLATAPCKH €3WK € IIBJIHH TEXHIYCCKH
NIOKa3aTeM H IAPaMETPH HA MPES/NAraHiTe NPOAYKTH H YKa3aHHA 32 ynoTpeda.

¢ Y4YaCTHHKBT € NPENOCTaBHI MOCTPH Ha odeprupaHuTe IIPOIYKTH.

Komucusata #385pIIM NPOBEPKA 110 NPEJOCTABEHUTE JOKYMEHTH H MOCTPH H YCTAHOBH, e
O(EePHPAHUTE MEIUIHNCKY H3JENHs OTFOBAPAT Ha H3MCKBAHMATA HA 3aKOHA 33 MEARIHHCKATE
uznesms (3MHU) i crOTBETCTBAT HA A3HCKBAHHATA 3a0XKEHH B TEXHHYCCKATA CHELA(HKALS.

Komucusra PELLH:

TexHUYECKOTO NPEAIOKEeHHE 38 ¥3TBIHEHUE HA TOPHYKATA HA YUACTHHKA »Arapra-1IM*
EQOJ 3a o6ocobena mosmmus XV “Xupypradecku phKaBUIM—HECTEPHIHK’ € H3rOTBEHO B
CBHOTBETCTBHE C H3NUCKBAHHUATA HAa TEXHHUECKATA Crienu(UKALNNSA ¥ H3UCKBAHUATA HA BE3IOKHTEI.

1. Komucunata npoasmku cBosta pabota wa 12.01.2018 r, ¢ pasmiexiane Ha JOILIHHTENHO
HTOCTBIHIMTE MOCTPH OT YYACTHHIATE, KAKTO CIIEIBA:
1. Yuactaukst ,B. Bpayn Meauxan® EQO/l e mpeacTasun RONBAHATEIHO W3HCKAHUTE

MOCTpH ¢ TUCMO BXozsuy Homep VH-17-42, mocrenmino B cpok ua 21.12.2017 r. Tpuma ot
ueHoseTe Ha KoMucusTa moanmmcaxa omnca Ha IpefocTaBeHUTe MocTpTH. KoMucusTa KoHcTaTHpa,
ue y9aCTHUKET ,,B. bpayn Meauxan® EOO/I e npexoctasm MocTpu Ha oepupanuTe IpoXyKTH
10 obocobGeny noswmmu 11 ,,Copunuoky®, IX ,Bawke tun top6uuxa 3a ypuma” u XXVIII
»CTEPHNHN NPEBPH3KH 32 HePH(EPEH BEHO3EH KaTeTsp .

KompcuaTa u3BBpIim HpoBepKa 10 IPEROCTABEHHTE HOKYMEHTH 33 oGocobena nosnmms I
»CIPHHHOBKH® U YCTAHOBH, Y€ OQEPHPAHUTE METHIMHCKH H3/ETAs OTTOBapsT HA H3HCKBAHHATA
HA 3akOHa 32 MEIMIMHCKHTe Hazenus (3MU) W CLOTBETCTBAT HA W3WCKBAHKATA 3ATOKEHN B
TEXHHYECKaTa ceudHKALIKS,

Komucuara PEIIH:

TexHu9ecKOTO MpesIoKeHAe 33 M3TBIHEHHE HA HOPHYUKATA HA YYACTHHKA ,,B. bpayn
Mepukan” EOOJ 3a obocobera nosumus I ,,CIIpHENOBKE® € H3rOTBEHO B CHOTBETCTBHE C
H3UCKBAHHATE Ha TEXHHYECKATA CHISHHDHKANMUA ¥ H3MCKBAHUATA HA BETOKHTEIS.

KomucusaTa u3sppim IpoBepka [0 IPEXOCTABEHUTE AOKYMEHTH 3a 06ocobena mosmmus 1X
»DAHKH THI TOpOUUKa 32 ypuHA” ¥ YCTAHOBH, Ye oflepUpPAHHTE MEIUIMHCKY W3 AeTHs OTrOBapAT Ha
H3NCKBAHWATA Ha 3aKoHa 3a MeXuluHcKuTe u3zenus (3MHU) u CchOTBETCTBAT HA H3MCKBAHHSTA
3AN0MEHH B TEXHUYECKATA CHEUHKALUS.

Komucusta PEHIU:

TexHu4eCKOTO NpPEeANOKEHHE 3a H3MLIHCHHE HA IOPHYKATA HA YYacTHHKa ,,B. bpayn
Mepukan” EOOJ 3a obocobena mosuuwma IX ,Banku Tun Topbuuka 3a ypHHa” e H3rOTBEHO B
CHOTBETCTBHE ¢ H3HCKBAHHATA HA TEXHUYECKaTa Clienud KAl ¥ M3KCKBAHKATA HA BH3JI0KUTEI.

Komucusta u3sBbpilE NpoBepka N0 NPeAOCTABEHMTE AOKYMEHTH 32 060cOoBeHA MO3UIMA
XXVII ,,Crepunun Opespn3kn 32 NepndepeH BEHO3EH KaTeThp” W YCTAHOBH, e odepupasnTe
MEAMHUHCKH H3AEAHA OTrORAPAT Ha U3NCKBAHKATA Ha 3aKOHA 3a MEAMIMHCKNITE u3nenus (3MU) u
CROTBETCTBAT Ha U3UCKBAHUSATA 3ATIKEHN B TEXHAUECKATA Crie R (HKALSL.

Komucuara PEIIIN:
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TexnuyeckoTo NPENOKEHHE 3a M3NLIHCHMG HAa IOPBYKATA HA YYaCTHUKZ ,b. BpayH
Mepnxan” EQOJ 3a obocobena mosunma XXVHI ,,Crepunsu npespnsxu 3a nepudepel BeHo3eH
KaTeTHP” € U3FOTBEHO B CHLOTBEICTBHE C H3HCKBAHWSTA Ha TEXHMUECKaTa creLu(bHKAIEs
H3HCKBAHMATA HA BBH3JIOIKUTES.

2. Y4acTHHKGT ,Emmak — Jimunr® EOO/I ¢ npeacTasBii nHeMo BXOASIL HoMep VII-17-43,
NocTbIHN0 B cpoK Ha 22.12.2017 r. B mueMoTo cu yyacTHHKBT HE(popMupa KoMHuCHSTa, Y& KbM
HACTOSIIMS MOMCHT HAMA HANMYHOCT OT W3UCKaHWA apTHKYN oT obocobena mosumms XVIII
»Mackn®, kaTo MpaBH YTOYHEHHE, Y€ HPOJAYKTA [10 HOMEHKJATYPHA eXuHMIA | ¢ HICHTUYeH Ha
TO31 ohepupaH 110 HOMEHKIIATYpHA eANHANA 2. Taka [peACTABEHOTO TEXHHYUECKO IIPENNOKEHHE 3a
M3IBIHEHHE Ha MOpBYKaTa Ha yuacTHHKA ,Eamax — JImsuur® EQOJ 3a ofocobGenHa nossnus
XVIII ,Macku® e He NBJIHO H HE OTTOBApA HA IPEABAPHTENHO OOSBEHHTE MIHCKBAHWATA HA
BranoxwuTens s 1. 3.5.1., Oyksa ,,i“ ot Pasgen V HsuckBaHHS KbMm CHABPRAHNCTO HA
ohepTara 0T NOKYMEHTALMATA 33 ydacTHe. YUaCTHUKBT HE € HpefCTABHI MOCTPH HA BCHYKH
oeprpaHy MEJUUHHCKHE H3JeNHd U KoHcymaruBu. B =i 39, an. 3, Gykea ,.e* or IIII30I e
TIOCOYCHO, ¥e& MOCTpHUTE €& 4acT oT odeprara. HempesncrapsiieTro Ha MOCTPH Ha odeprpadnTe
MEJHIMHCKY W3Zeus, NpaBH Ofeprara HemepnHa H He JaBd BR3MOXHOCT HA KOMHUCHATA Ja
YCTAHOBH CBOTBETCTBHETO H ¢ HM3HCKBAHUSTA 3aNHCaHH B Texmuueckara cnequdukaus # Ja
H3BBPIN OIIEHKA 110 KPUTEPHA ,, KauecTso Ha Ipe/ioieHus TPOaYKT .

Komucusta PEHIM:

IIpeaBna ocoYeHHTE KOHCTATalMK, KoMucusra npemiara Ha Bo3jioxuTeIs HA OCHOBAHUEC
an. 107, 1. 2 6yxsa ,,a“ ot 3011, na orcrpanu yyactauka ,Eamak — Jusaur EQO ot YHACTHE B
OTKpHTa MHPOHERYypa 3a Bb3jlaraHe Ha oOuecTBeHa Mophuxka ¢ npeaMer: “loctaBka na
00100 0IHUMIIM MeAHIHRCKN W3e)INA ¥ KOHCYMATHBH Ho 000cobenn nmo3zuun® 3a o6ocobena
nozuuug XVIII . Macku®.

MoTusu:

TexnuaeckoTo HpeAfoXeHHE 3a HM3OBIHCHHE HA [TOPHUKATA HA YYacTHHK2 ,Eamak —
Jhasuar® EOCQH 3a ofocobena mospuma XVIH  Macku™ e He TBIHO H He OTroBaps Ha
npegBapuTeNHo 06sBeHNTe H3NCKBAHUNTA HA Boanoxurens B 1. 3.5.1. 6ykpa ,,i* or Pazpea V
M3ncxkBanust KbM ChABLDKAMMETE HA odepTaTa OT ZOKYMEHTAIHATA 38 yIacTHe. YUACTHHKLT He
€ NMPEACTaBHA MOCTPH Ha BCHYKY odiepHpaHH MEAMIMHCKH M3JIeNns ¥ KOHcyMaTusy. B wi. 39, an.
3, byxsa ,.e* ot IIII30I1 e mocotueHo, ue MocTpHTe ca wacT ot ogeprata. Henpencrassuero Ha
MOCTPH Ha o)epupaHnTe MEXMIIHHCKY H3EINs, IPABH O(EepTaTa HEeIIbIHA U HEe AaBa BHL3MOKHOCT
HAa KOMHCHATZ JX& YCTAHOBH CBOTBETCTBHETO H € M3HNCKBAHHATA 3ANMCAHH B | EXHHYECKATA
crenuuKanyd W [a H3BLPIIM OLEHKA 10 Kpurepus ,,Ka4yecTBo Ha IPEMNOMEHMA MPOLYKT™.
YuactHrKET HEanax — Jiwswur® EOOJ e npeactasun odepra, KOATO He OTroBaps Ha
IPeABAPUTENHO ODIBEHHUTE YCIIOBHS Ha NOPhYKATa.

3. Yuacruukst ,PCP* EQOJ He e mpenctaBun Moctpa Ha OQEPHPAHUS HPOAYKT IO
HOMEHKJIATypHa exuuAna 2 or obocobena mosunua XVII  Karerpu* B npensuaenus cpox. Taka
MPEACTARCHOTO TEXHUYECKO NPEMUIOXKEHUE 3a M3NBIHEHHE Ha MOPBUKATa HA y4yacTHHKA ,,PCP
EOQO/ 3a obocobera nosunua XVII , Karetpu® ¢ He mTBHIHO 1 He OTroBaps Ha MpeABAPHTENHO
o0fBeHNTE H3UCKBaHMATa Ha Breanmoxkurens B 1. 3.5.1., Oyxsa ,,#“ o1 Paspen V Hauckeanus
KBLM CBABPKAHACTO HA odpepTaTa OT AOKYMEHTAUHATE 32 YYACTHE. Y YaCTHUKET HE € TIPEJCTABH
MOCTPH Ha BCHYKM odepupany MeJHLIHMHCKY H3NeNus ¥ KOHCyMaTusu. B wn, 39, an. 3, 6yksa ,.e

81



§ i o s pital :

or [M30IT e nocoueno, 4e MocTpuTe ca wact or odeprata. Henpenerassinero ma socipn n

OpepHPAHITE  MCIMUMHCKH M3NENHA, NpaBH oQepTara lenbana M i Lk BEAMOKIOC]

KOMHCHSATA A0 YCTAHORBK CBLOTBCTCTBHETO H © HIWCKBAHHATA  3a01HCHHE B 'l‘{.‘X}IH‘lt’.L‘I(iHi'

CHEUHGUKALIS 0 1A HIBLPLIN OUCHKA TT0 KPHTepus , Kauecrso na HPE/GIOKCLINS LPOTYKL
Kosmucusta PEIIH:

Hpeasnn nocoueunre xouctatauny. KoMucusra HpeRiara Ha BB3NOKHTe Ha OCHOR

KU
APOLCAYPa 3u BhIIATAHE Ha OOLUCCTBEHA ITOPLUKA ¢ mpeaMeT: “ocraBka Ha 06LOGO AT

wi 107, 1. 2 6yxpa ,.a™ or 301, na OTCTpaHu y4HacTHHKa ,PCPY EQO/ or vuacrve s OTKPHTY
MCETHRMHCKH H31eNTHs H KOUCYMATHBY mo obocofenn mosmumu®
SKarerpu™.

3a o0ocudend uosnung X\
MoTugsu:

Texuuueckoro npennoxenne 3a M3NbIHEHHE Ha no
oGocobena nosunus XVII wKarerpu*

pruKaTa na yuactiuuxd ., PCP* OO 31
€ HC OBJIHO U HE OTTOBAPS Ha NPCABAPHICING OOSRCHN ¢
H3ACKBaRMATA Ha Buinoxurens 8 1. 3.5.1. 6yksa .,

Hoor Paspea ¥V Hasnexsams ko

CHALPRAHMCTO HA 0QEPTATR OT JOKYMEHTALMATA 124 YHACTHE., YUaCTHHKDLT He
MOCTPH HE BCHUKH OfiepHpany MEHIHHCKA H3JIENUs u KOUCYMATUBH. B wy. 39, uy
o1 TIHI30IT ¢

[ LEDC, jC iR

. S OVERY LT

¢ DOCOUEHO, e MOCTPUTE ca 4acT oT ofieprara. Henpeacrassnero na MOCEPH 16

OQEPHPAHATC MEIMLUMECKH H3JeNug. npasu ofeprata Nenbinad ¥ 1He apa
KOMHCHATA (14 YCT@HOBH CROTBETCTBHETO # € U3IUCKBALUNTA

clieiMUKAINg ¥ 12 U3BBPIIK OUEHKA 11O xpurepust K

Yuacruuibt ,PCP* EOOM ¢ mpe;

OBsBEHKTE YCIORMS HA IOPBUKATA.

BLAMOKHOCT 1]
B TeNHIYCCR T
QUECTBO HA  UPCLIOIWCHIST IPOIYEL™,
ICTAaBHN of)epTa, KOATO HE OTroBapa Ha HPABAPH T L0

JANMCHHA

Pemennsira Ha xoMucHATA Oaxa BieTn ¢ MHOZBUCTEO, HAMALLC 3t 3CHI ocobe
MIFCHHS OT "LJIeH HA KOMHCHETA.
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