IHHPOTOKOJI Ne 1

3a OTBapsHe Ha o)epTHTe 3a yIaCTHe B OTKPHTA NMPOLIEAYPa 3a Bh3narane Ha o0IIeCTBeHA MOPHYKA C IPEAMET:

“NOCTABKA HA TUATHOCTHUYHI KOHCYMATUBH H PEAKTHBU 3A JIABOPATOPHHU AITAPATH “

3a myaate Ha ,CBAJ no Oukoaorns” EAJL, orkpnTa ¢ Pemenne Ne 3-140 ot 14.04.2016 .
cvcmasen Ha ochosanue ui. 68, ar. 7 u 8 om 3axona 3a obwecmeenume nopvyku(omm.)

Ha 27.05.2016 r. B 10:00 yaca B 3aceqaTennata 3ana Ha VI-TH eTax B crpagara Ha CBAJI no onkonorusa EAJL rp.
Codus, yu. ,Jlnosmuecko mone” Ne 6, B usnbaneHue Ha 3anosen Ne 3-174 ot 27.05.2016 r. va M3neixuTenHus
IHpeKTOp, M3AaneHa Ha ocHoBanwe maparpad 18 or ,JIpexomHuTe M 3aKMOYMTENHH pasnopendn” Ha 3axona 3a
obmecTBenute Tophuku (06H. B, 6p.13 ot 16.02.2016 r.) u un.34, an. 1 or 30II (oTM™.) 3a pasriexnaHe, OUCHKA H

K1acHpaHe Ha o()epTH, BEB BpE3Ka ¢ Pemenue Ne 3-140 ot 14.04.2016 r. 3a oTKpHBaHe Ha Npoleypa 3a BB3araHe Ha
of1ecTBeHA IOPBYKA ¢ TIPeAMET - H360p Ha H3MBIHUTEN HA FOPEeNocoYeHHs O0eKT, e IPOBE/IE OTKPHTO 3aceAaHHe Ha
Komucusa B cbCTaB:

Ipeacexaren: LpeTomoba [eoprueea Bacera, 1opuckoHcyaT otaen ,,[Ipasen v o6LIEeCTBECHH NOPBYUKH"

Ynenose:

2. Hukonaii CunsecTpoB HUKOMOB - HKOHOMHCT, OTAEN ,,]IpaBeH 1 00IecTBEHH NOPBYKH",

3. o1t a-p Credana [JoHepa CpOueBa - HagaHUK Ha sabopaTtopus ,,Mukpobunorus"

4. n-p Iletsp Enyes Ilanep - rnared acuctent ,, KnunuiHa nabopatopms”

5. Pymsana Beruucnarosa [Nerpora-HBaHoBa - cTapiuy MeauuuHcky gabopant, Kinnauka , Knuanuna natonorus”

PezepBHU wienose:

1. Ceetocnas ['eoprues Crupos - CHETOBOMTEN

2. Emuwiug Emunosa JJuMuTpoBa - MerMUMHCKH Jiabopant, ,,Ornenchue no MMyHoxuctoorug”

3. Muana Hukonosa [Tonosa-byxora - buonor, Otnenenne "Tpancdy3nanrHa XxemaTosorus”

4.1-p Hukonait MBanoe Uypemky — HavanHUk Ha , KomnudHa rabopatopus”

5. mou. p-p Anrest JuMutpor Munes — Hauanaux ra Knunuka , Knuauvna naronorus”

6. 0-p Jluana EMunoea AHapeeBa - HAY&THHK Ha oTieneHue "TpaHcdy3Hanna xeMaTotorus”

7. Bana Jo6pomupora Bacunesa-KucsoBa - cTapliy I0pHCKOHCYT ,,IIpaBen v ofmecTBeHH nopbuku';
8. Cuneus Neopruera MapHHOBa IOPHCKOHCYIIT, OTAEN ,.[IpaBeH U 00IIecTBEHH MOPBUKH",

o onpenenenoro B OOABICHHETO BpeMe 3a MMOjlaBaHe Ha OQepTH B JeloBOACTBOoTO Ha bomHumara ca
nenosupaHd 12(aBaHasneceT) odepTH OT CeAHUTE YHACTHHUM:
»Mapsena Juarunocruka® QO rp. Codus x. Ne 10-00-399/25.05.2016 r. noctenmna B 10:21 yaca;
wOMHHUMEIX* OOM, rp. Cotus, Bx. Ne 10-00-403/25.05.2016 r., noctenuna B 11:21 gaca;
»I'pun BI' OO, rp. Codus, Bx. Ne 10-00-407/25.05.2016 1., nocremmia B 12:53 vaca;
»Codapma Tpeiignur” AJl, rp. Codus Bx. Ne 10-00-412/26.05.2016 r., noctemuna B 08:39 yaca;
o1 EM oxn Knunnkr® EOOJ, rp. Codus, Bx. Ne 10-00-414/26.05.2016 r. nocrenmia B 10:45 vaca;
»AkBaxamM” AJl rp. Codus Bx. Ne 10-00-415/26.05.2016 r., noctermuna B 10:52 yaca;
»HAuTep Buznec 91”7 EQOOJ, rp. Codus sx. Ne 10-00-416/26.05.2016 r., mocrenuna B 11:20 gaca;
wadaamven” OO, rp. Codua Bx. Ne 10-00-417/26.05.2016 r., moctemmna 8 12:07 waca;
H»wEauT Meankan® QO rp. Codus Bx. Ne 10-00-418/26.05.2016 r., nocrenuna 8 12:39 uaca;
0. ,MEJUIIHUHCKA TEXHHUKA HHXEHEPHUHI* OOM, rp. Codus, Bx. Ne 10-00-419/26.05.2016 .,
nocTeiHna B 13:19 vaca;
11. ,,Pugakom™ EQOM, rp. Codma Bx. Ne 10-00-420/26.05.2016 r., noctemmmna 8 13:24 yaca;
12. ,,JTad {uarnocruka® OO, rp. Codus, Bx. Ne 10-00-421/26.05.2016 1. nocTenuna B 13:47 vaca
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He ca mocTenunu odeptd cnen KpaHHUS CPOK.

Tlpeacenarenat Ha Komucuara omorectd 3amosem Ne 3-174 ot 27.05.2016 1. Cnen kato ce 3amosHaxa ¢
OeNIOBOIHHA CUCHK Ha MojaAeHuTe odepTH, Npeay Aa NIPUCTENAT KBM OTBapsAHE Ha noJafacHuTe odepTH, YWICHOBETE
na KoMmucngara nomenHixa neknapauud mo wi. 35 ot 30I(ot™.).

Ha otkputoto s3acenanue 3a orsapsHe Ha odeprure B 10:00 uaca, nposeneHo Ha 27.05.2016 r. npucbeTBaxa
MPeCTABMTETN HA YYACTHHLIHTE, BHAHO OT TIPHIMKEHHTE THITHOMOUTHH M CITHCHK HA MPUCHCTRAIIMTE, KAKTO CIICABA:

1.Envun AnanueB CTaHKOB — YITBITHOMOLUEH IPEACTABHTEN HA ylpasuTens Ha dhupma ., Jin Em [Dru Knuamk™
EOOA.

Tpeacenarenst Ha Komucusra o0saBH peaa ¥ HAUWHA, Mo KoHTO KoMHCHATA e OCBINECTBH CBOATA ASHHOCT
CBITIACHO JOKYMEHTAUMATA HA Bb3N0osKHUTeNA H HOPMATHEHHTE paznopentu: ve e OTBOpH odepTHTe HAa YUACTHUIIHTE
W LIC TIPOREGPH HATHYHETO HA TPW OTJESNTHH 3arevaTaHH TUTHKA, KaTo Hall-Malko TpHMa OT WICHOBETE LIe IIOANNMIAT



ik Ne 3 — mpezanarada LeHa, cned koeto KoMucnaTa we oTBopd niaHk Ne 2 1 Hail-Manko TpUMa OT WISHOBETE i e
MOATIMIIAT BCHYKH AOKYMCEHTH, CBIBpKAUIM ce B Hero. Crel ToBa KoMHCHATA 11€ MPUCTHITH KEM OTBAPAHE HA TIHK No
1 ¥ 1M OMoBeCTH MOKYMEHTHTE, KOWTO TOH ChIABPKA W LI pa3rieda ChOTBETCTBHETO HA MPEICTABEHHTE JOKYMEHTH C
OPUIOKEHHSA OT YYaCTHHIIUTE CIUCHK, ChABMKALL ce B odepruTe, ChrnacHo paznopeadure Ha 30I1(otM.).

KoMmucHsTa NPHCTEIH KBM OTBapsHe Ha odepTHTe Ha YYACTHHIMTE N0 peda Ha TAXHOTO TNOCTHIBAHE,
YIOCTOBEPABAKH HATMYMETO Ha TPH OTAE/IHH HEPO3pa4yHM 3aMeqaTaHH IUTHKA BB BCAKA OT MOAAJSHHTE 0EpTH C
HaAmacy chotBeTHO: Thmuk Ne 1 JlokymeHTH 3a nonbop”, [lnmak Ne 2 | TlpennoxkeHue 3a H3'bJIHEHHE HA TTOpBYKaTa” M
ITmuk Ne 3 | Tlpennarana nena”.

Coraacuo wi. 68, an. 4 ot 30I1 (0T™.)} Hali-MalTko TpuMa OT uneHoBeTe Ha KoMmucHaTa moanHcaxa TIHKoRe Ne
3 ¢ Hamgmuc ,JIpennarada ieHa™ Ha BCHYKHM YYaCTHHIM H MOKAHH NPEACTABHTEE HA NPHCBCTBALLMSA YHACTHHK ,.Jlu EmM
Jaxu Kimnaux™ EOOJ] na noarmmme [lnuxose Ne 3 Ha ocTaHAIMTE y4acTHHLUM.

B msneaHenue Ha wi. 68, an. 5 or 30I(ot™.), Komucusara oteopu 1 [Tnukose Ne 2 Ha y4aCTHHLHMTE W BCHMKH
JOKYMEHTH, ChABPKAIIH e B TAX 01Xa IOANMCAHH HAM-MAKO OT TPHMA OT WISHOBETe HA KOMHCUATA M IPEACTABUTENS
Ha MPHUCHCTBAMNA YIacTHHK ,.JIu EM [Txn Kmunuk® EQO]] nogmicaxa BCHYKH NOKYMEHTH, ChALPKALIH ce B [ImHkoBe
Ne 2 Ha ocTaHATHTE YYACTHHLIH.

CeraacHo 4. 68, an. 5, m3p. Tpero ot J0I(ot™.}, KomucuaTa npucTsid KeM OTBapsaHe Ha Ilmuk Ne 1 Ha
yYacTHHLMTE B Ipoulenypata. IlpencemaTenaT omoBecTH BCHYKH JOKYMEHTH, KOMTO TOH CBABPKA H NMPOBEPH
CBOTBETCTBHETO HM ¢BC CTIMCHKA Ha wi. 56, an. 1, T. 14 ot 30I1(oTMm.).

Cnen M3BLPINBAHE HA TOPENOCOUYEHHTE NeHCTBHA MPRKIIIOYH IMyOIIMYHATA YACT OT 3aCeJaHHETO HA KOMUACHATA.

KomucHsTa NpombmxH cBoaTa pa®oTa Ha 3aKkpuTO 3aceqaHwe. Ha sacemanuero [lpeacemaTtensar zamosHa
unenoeere Ha KomucHATa ¢ npaBunata Ha pa0oTa, ChXpaHeHHe M TONM3BaHe HA JOKYMEHTalMdTa Mo IpouexypaTa.
O6cBaenu 6axa BBIIPOCH OT TEXHHYECKO €CTECTRO M0 NIPOBEpPKa Ha odepTHTe.

Bzexa ce cnegHUTE peLISHHA:

1. Tlmukosere ¢ Haanwe ,,JIpeanarana ueHa” Gsxa npenaneHn Ha Ilpencemarens Ha KomicHaTa 3a ChXpaHCHKE B
Kaca.

2. KomucHiaTa na npoBe:xIa peloBHO CBOMTE 3aceJaHMA ¢ Lien na ObAe clascH OnpelerneHus B 3aloBeNTa Ha
HsnemauTenHus aupexrop Ha ,,CBAJI no onkonorus™ EAJ] cpok 3a npuikiiodBaHe paboTaTa Ha KOMHCHATA.

IMopanu npekpaTaBaHe Ha TPYAOBOTO IpaBoOTHOWIeHHe oT 27.06.2016r. Ha Hukonaii Cunsecrpos Huxonos -
HKOHOMHCT, OTHeN ,,[IpapeH 1 obiuecTBeHH NOPBUKK" Ha HEFOBO MSCTO KATO PEOOBEH WICH B3e YYACTHE B KOMHCHATA
Bana JoOGpomupoea Bacunera-KHCROBA - CTAPITH FOPUCKOHCYAT L, IIpakeH H O0HICCTREHH 110PBYKH".

YcTaHOBABAHE HA ITBIHOTATA M CHOTBETCTBHETO Ha JOKYMEHTHTE 3a Noadop, chAbp:KaliM ce B IiHk Ne 1 ot
odeprure, Oclc HAPABCHA ¢ OMMICH H3KCKBAaHHATA Ha 3akoHa 3a obuecrBend nopbuke (30I){oTM.), moasakonoBara
HOpPMATHEHA ypeaba U ycnoeuaTa Ha Branokurena. OT npoBepkaTa ce KOHCTATHPA CISIHOTO:

1. Ywuactuuk Ne 1: ,Mapsena quarnoctuka® OO no o6ocobena mozunua Ne 3,4, 6 m 73 or Texnunueckara
cenuduKaAA
Ort nanpaseHaTta NpoBepKa KOMHCHATA KOHCTATHPA CIIEIHHTE JTMICH UM HECBOTBETCTBHS C KPHTEPHUTE 3a roabop
WJIH HECHOTBCTCTBHA C UBHCKBAHHATA HA BEITOMKHUTENA:
1Ipu cBodTa paboTa, KOMHCHATE KOHCTATHPA, 4e 3a 06ocobena nozumua Ne 3 “Koarynomersp Sysmex CA560
forBopeHa cucTeMa/ /otepTa 3a mamata obocobeHa nosuums/* or Texuudeckara cremm(HKALMs € NPeaCTaBeHa
IeKiapanus 3a CpOTBecTBHe ¢ HaHeceHa ,,CE” MapkupoBka, M3jaleHa OT NpoH3BoaHTens (CuMeHc XeITKEBD
uarnoctrke [Mpoabkre IMOX (vm.14, an.2 ot 3akoHa 3a MeTHIIMHCKHTS W3ICITHA) OTHOCUMA 34 BCHYKH MOAMNO3HIUH
B LuTHpaHara obocobena no3uumsa oT TexHuueckara cnenudukanus. Celnata e npeAcTaBeHa B Komue ¢ ,,BapHo Ha
OpruHana®™ Ha aHIMHACKH C3MK ¥ nNpcBoX Ha Obnarapckw e3uk. KBM Hes ¢ MPHIOKCH NPOIYKTOB CIHCBK KaTo
NPWIOKEHHE H4 BCHYKH MEAMIMHCKH H3AETHI, 3a KOMTO ¢ OTHOcHMMa. MMeHHO B TMOCOYEHHTE NPMIOKEHHS HA
CIUCHIMTE ¢ NPOMYKTHTE YYACTHHKBT HE € H3IBJIHK/I H CBOMTE 3a/IbJDKEHHUSA, & HMEHHO ,, a ce ombenedcu u Homepa
Ha obocobenama no3uYUA/MOONO3UYUA, KOHMO 0 CbOMBECHEA HA HOMepa Ha 0Bocoberama no3uyus/nOONO3ULUL Om
Texnuueckama cneyupuxayus, 30 KOAMO Ce OMHACA U 3@ KOUMO VUACHHUKbM ofepupa” ¢hITIACHO 00iBICHHETO,
pazaen IIE2.3 ,Texuuueckn pwe3amokHoctH”, T.10.4. TlocoueHoTo mporuBopeun Ha obaeiendero, pasmen 111.2.3
,» ] EXHHYECKH BE3MOKHOCTH , T. 10.4. [ Jlokazamencmeo 3a cvomgememsue na meduyuncku uzdeaus ¢ nanecena ,,CE”
MAPKUPOGKA /OMHACA Ce CaMO 00 MeOUyUHCKUmME u3oenus, m.e. kvoemo e npunoxcumo/: 10.4. 1. Baruona dexnapayus
3a cvomsemcmegue ¢ nanecena ,,CE” mapxuposxa uzoadeHa om npou3eo0umens wid YRbIHOMOWEH RPedCHacumer
(un.14, an.2 om 3axona 3a MeOUyUHCKUME U30EAUR) 3A BCAKQ MEOUYUHCKO UIDeAue/nabopamopen KOHCYMAmus,
NPeONONCEHD OM YYACHHUKA /3A68EPEHO OM YHACTTHUKA KONUE HA OPUZUHAIA U 3ABEPEHO OM YUACMHUKA KONUE O
ogpuyuannua npeeod Ha Owvrzapcru esux/unu., 10.4.2. Banuden cepmugpuxam za ,,CE” mapra, uzdaden om
HOMUGUHUPAH 0P2AH 30 BCUYKY MEOUYUHCKY UI0EAUR, 30 KOUMO Ce UIUCKEA CvaA. YA. 18 om 3axona 3a meduyuncrume
uzdenun u Hapedbume 3a cvluyecmeenuntie UMEHEHUS 30 OYEHSBAHE HA CHOMEEMCMSUEMO CbC CHUJECEEHUME
UIUCKEAHUSL HA MEOUYUHCKUME u3deaua no Yi.2, an.l, m.I um.3 om 3axona 3a meduyunckume uzdeaus /3asepeno om
VHACHHUKA KONUE HA OPULZUNQIA U 3A6ePEH0 O YHACTHHUKA KONUe OM OQuyuaimua npesod na Gwrzapcku esur/wi, ;
10.4.3. B caynail, we npedrazanunie RPOOyKmMu, NO CbOmeentnume 000CoOeHU NO3uyuy, pecn. ROOROIUWUYU He Ca




Meouyuncky wzoenus, no cmucvaa ka 3MH, mo yvacmuuxvm npedcmass YOOCmogepenue om NPOUBOOUmens, om
KOEMO 0 e UOHO, He CHIYUAM € ONpedentl CLOMEEMHUME NPOOYKINY, HE KAMO MEOUYUHCKY u30eus, @ Kamo De3eperi
Yacmu Wi Kamo Opyeu RpOOyKmu. /Apedcmass ce 6 OpuuHan U 8 OPUSUNAT HQ OQUYUARKUA NPe6od Ha bvazapexu
esur/. 3abenexcka. Ha Odoxymenmume no m.l10.4, credea Oa ce ombenexwcu u HoMepa Ha obocodenamda
HOZUYUA/ROONOIUNYUA, KOWMO Oa CHOMGeCHed Ha HoMepa Ha obocobenama HOSULUA/ROOROZUNUA OMm
Texruueckama cCrequpuKayia, 3a KOAMO Ce OMHACA U 30 KOUMO PYaCMHUKb ohepupa.”

Ilpn ceoara paboTa, KOMHCHATA KOHCTATHPA, Ye 3a obocobeHa noszruus Ne 4 “BHoXHMMHYeH aHamuzaTop
DIMENSION EXL 200/3atBopena cuctema//odepra 3a usanara oGocobena mozuwmas/* ot Texuuueckata cnenudUKaIus
¢ MPCACTaBeHa ACKIapalMs 3a ChOTBECTBME ¢ HaHeceHa ,,CE” MapkupoBka, usgageHa oT npousBoamrens CHMeHC
Xenrkenp Jnarsoctuxe Hponbkre MOX (414, an.2 or 3akoHa 33 METHUMHCKHTE H3IeIHA) OTHOCHMA 3a BCHYKH
TNOJIMO3MLKH B UMTHpaHaTa 06ocobena nosunua ot TexHudeckata cnemmukauus. ChIlata e MPEACTABEHA B KOTIHE ¢
»BAPHO Ha OPruHaja® Ha aRIMUHACKK e3WK U TIpeBoJl Ha GBJIrapeky esuk. KuM Hed e IPHIIOIKEH POAYKTOR CITUCHK KaTo
LPHIIOKEHIEe HA BCHYKH METHIMHCKY M3MICIHA, 38 KOMTO € OTHOCHMA, HO CBHIUMAT € CaMO Ha aHITIHHCKM e3uK, Ge3
TpeEod Ha OBITapcKu esuk. MMEHHO B IIOCOYEHHTE NMPHIOMCHUA HA CHHCHLMTE C IPOAYKTUTE YYACTHHKET HE €
M3IBIHHIL ¥ CBOMTE 33/IBJKCHHA, & MMEHHO ,, 0 Ce ombenedicu u Homepa Ha 060cobeHama Ro3uyus/noono3uyus, Kotimo
da cvomeecmea Ha Homepa Ha obocobenama nozuyua/nodnosuyus om Texnuueckama cneyudurkayus, 3a Koamo ce
OMHNACA U 3G KOUMO Y4aCmHUK®I Oghepupd” chriacHo obsenenueto, pasgen I11.2.3 , TexHHUECKH BBIMOKHOCTH,
T.10.4. Tlocouenoto mnpoTmBopeyn Ha obsBreduero, pasgmen II1.2.3  Texuwueckm BB3MOXHOCTH”, T. 10.4.
wHoxazamencmeo 3a cvomeememsue na meduyuncku usdenun ¢ nanecena ,, CE” mapiuposxa /ommacs ce camo 0o
MeduyyncKume uz0enus, m.e. kvdemo e npuroscumo/: 10.4.1. Barnudua dexnapayus 3a coomeememaue ¢ vanecena
» CE” mapruposka uzdadena om npouzgoOumens uiu YmoAHOMOWEH Npedcmasumen (urn. 14, an.2 om 3axouna 3a
MeQUYUHCKUME U30eNUR) 34 6CAKO MEOUYUNCKO U3enue/1a60opamopeH KOHCYMamus, BPEOROICEHD OM VUQACMHUKA
/3a8epeHo Om YHacmuKa Konue Ha OPUSURAIIA U 306EPEHO O YHACTHUKA KORUE OM OQuyUanHus npeeod Ha Gvazapeku
esw/unu.; 10.4.2. Banuden cepmughuxam sa ,, CE™ mapxa, wsdaden om nomuduyupan OP2aH 30 BCUYKH MeCUYUNCKY
U30eAUA, 30 KOUMO Ce U3UCKBA chal. YA, 18 om 3axona 3a meduyuncxume wzderus u Hapeobume 3a cvigecmeenume
UIMEHERUA 3q OYEHABGHE HA CLOMBEMCMBUEHO CbC COUECMBEHUME USUCKBAHUS HA MeduyuncKume uzdenus no un.2,
an.d, m.I um3 om 3axona 3a meduyuncrume uz0enus /306epeHo om YuacmHUKA KOnue Ha OPUSURAIG U 308EPEHO OM
yuacmuuka xonve om ouyuainus npeeod Ha Gvazaperu esu/wi.,; 10.4.3. B eayuail, ue npeonazanume nPOOYKmMu, no
cvomgemuume 060ocobenu no3uyuy, pecn. ROONOIUYUU He CA MEOUYUHCKY WIOENUS, HO CMUCHIA HA 3MH, mo
VHACHUKDI BPEOCMAsa yOOCHIO8epeHue oM Bpoucodumens, om koemo 0d e euoHo, ye cvlyuaAm € Onpedentt
CYOMEEMHUME NPOOYKIMY, He Kamo MeOUYUHCKU U30enus, d KMo Pe3epenu udacmu wid Kamo Opyzu npodykmu.
/npedcmass ce 6 OPUZUNGT U 6 OPUSUHAN HA OPUYUAIHUA NPesod Ha Gureapcku eur/. 3aberescka: Ha doKymenmume
no m.10.4. cnedea oa ce ombenencu u Homepa Ha 06OCOBenamMa NOINKUA/ROONOIULUA, KONIMO Oa CHOMBECHIGA HA
HoMepa na obocobenama nozuyun/noonosuyua om Texnuueckama crequhuxanun, 30 KoAmMo ce omuaca U 3a
KOUmMO yHacmuukom oepupa.”

B xona Ha cBosTa paboTa, MOMOIHKAT OpraH Ha BR3NoKHTeNs KOHCTATHPa OTHORO, Ye 32 060cofena mosurs
Ne 6 “KpvBro-razoe ananmmsatop Siemens Rapid Point 500/3aTRopena cucrema/ /oepra 3a usnata ofocobena
nosunus/“ ot TexHHueckata cneum(uWKalps e NpencTaBeHa EKIApalMA 33 CHOTBECTBUE ¢ HAHECEHa »CE”
MapKHpOBKa, u3aaneHa oT npousponutens Cumenc Xenrkenp Juarnoctuke Nponskre Im6X (wn.14, an.2 ot 3akoua
32 MEJMLIMHCKATE H31e/IUA) OTHOCKMA 32 BCHYKH [OANO3UUMH B LIMTHpaKata o0ocobena nosuius ot TexHuueckaTa
cnelpipHkawus. Chluata e MpecTaBeHa B KOMHE ¢ ,,BAPHO Ha OpriHAIA“ HA AHMIHHCKH €3HK 1 npesos Ha 6Barapeku
e3uK. KbM Hesl ¢ NPWIOKEH NpPOAYKTOB CIMCHK KATO MPHICKEHHE HA BCHYKH MEIMUMHCKM H3Jenii. VIMeHHO B
TIOCOYIEHUTE [IPUIOKCHHA HA CITUCBHUMTE C MPOAYKTHTE Y4ACTHHKET HE € M3MBJIHUT M CBOMTE 3aTBbIKCHMA, 4 HMEHHO
»0a ce ombeneocu u Homepa Ha obocobenama ROUYUS/MOOROIUYUA, KOUMO Od Chbomeecmsed Ha HOMEDA HA
obocobenama nozuyus/noonosuyus om Texnuneckama CReyupUKAYUS, 3G KOSMO e OMHACA U 30 KOWMO VHACHMHUK B
oghepupa” cvrnaco obsenenuero, pasmen I11.2.3 ,, Texauvuecku pu3MosxHocTH”, T.10.4. TTocoucHOTO MPOTHBOPEUH HA
obapnenneto, paspen 11123 | TexHuueckn BB3IMOXHOCTH”, T. 10.4. Ylokazameacmeo 3a cvomsemcmeue na
Meduyuncky usdenun ¢ nanecena ,, CE” mapruposxa /omuacs ce camo 9o MeQUYUHCKUME UI0eAUs, m.e. KbOemo e
npunosicumo/: 10.4.1. Banuoua Oexnapayus 3a cvomeemcmeue ¢ wanecena ,CE” MAPRUpOBKa uz0adena om
APOU3GOOUMENs UAU YHBAHOMOWeEH npedcmasumen (wn.ld, an2 om 3axoua 3a MEOUYUHCKUME UZ0EAU) 3a BCAKO
MEOUYUHCKO U30eNUe/IaBOpamopen KOHCYMAMuUS, NPednodiCceHo Om YuacmnuKd /3a8EPEHO OM YUACTIHUKG KONUE HA
OpUSUHONA U 3Q6EPEHO OM YHaCMHUKA KOnue om oduyuannus npeeod Ha Gwaeapcku esuk/wau.; 10.4.2. Baruden
cepmudpuxam za ,, CE” mapxa, usdaden om nomuguyupan opean 3a 6cuuxy MEQUYUHCKU UIOEAUA, 30 KOUMO Ce UIUCKEA
cven. un. 18 om 3axona 3a meduyunckume wzdenun u Hapedbume sa CHUfeCMBGEeHUMEe UIMEHEHUA 30 OYEHABAHE HA
CHOMEENCMBUEINO CbC COULECTNBEHUINE USUCKEAHUR HA MeOuyUHCKUmMe uzdenus no yn.2, an. l, m.1 u m.3 om 3arxona sa
MeQUUHCKUME US0CUS /3G6EPEHO OM YYacmuuKka KOnue HA Opuzunand u 3A6epEHc OmM YUACHHUKA KONnue om
ouyuannui npeeod na Gviazapexu esux/wn., 10.4.3. B cayuail, ve npeoaazanume nNPOOYKMY, HO CLOMBEMHUME
o6ocobenu nosuyuu, pecn. ROONOIUYUY He CA MEOUYUHCKY USOETUS, HO CMUCHAA HA 3MH, mo yvacmnuxvm npedcmass
Yyoocmogepenue om RPOUIEOOUMENs, OM KOemo Oa e UOHO, ye COUWUAIN € ORPeden CbOMBemMNUmMe NPOJYKIMY, He
KQMo MEOUUHCKY U30eNUs, G KOO Pe3ePEHU Yachu wny Kameo Opyeu npodykmu. /npedcmass ce @ opuzuHan U @




opucuHan Ha opuyuanul npesod Ha OvrApcku esur/. 3aberexcka. HA QOKYMEHmume no m.10.4. credsa oa ce
ombenexcn 4 HOMEPA HA 0BOCOBEHAMA ROSUHUA/NOONOIUKUA, KOIMO Oa CHOMEECHBA HA HOMEPA Ha obocobenama
nozuyua/nodnosunun om TexHuueckama CREUUMPUKARUA, 30 KOAMO Ce OMHACA U 304 KOUMO YHaAcCmHUKbI
ohepupa.”

Ha cnempamo MACTO TIpH cBosTa pa0oTa MOMOUIHMA OpraH Ha BL3lioKHTENs ycTaHOBM, 4e Ca INpPEICTaBEHH
6polIypH Ha IPOM3BOAMTENA 33 odepupanuTe MpoayKTH 110 0Gocobera nozuuus Ne 3 “Koarynomersp Sysmex CAS560
JorBopena cuctema/ /odepra 3a nanata obocobeHa nosuuma/; obocobena no3uums Ne 4 “BHOXMMHYEH aHAJTH3ATOp
DIMENSION EXL 200/3atBopena cucTema//opepra 3a uanara ofocoGeHa nozuuma/“; obocobena nosuuus Ne 6
“KppBHO-ra30B aHaH3aTop Siemens Rapid Point 500/3aTBopena cuctema/ /odepra 32 winata 06ocobeHa nosuuus/ U
obocobena mozuumst Ne 73 “KpbBHo-razos ananuzatop Siemens Rapidlab-248 /zateopena cuctema/ /oepTa 3a winara
060coBena MozHuHa/*, KOMTO He ¢a MOANMCAHM W [IOANEYaTaHH OT CTpaHa Ha ydacTHUKa. Ha crieqpaito MacTo chluure
BKJTFOMBAT [SUIOCTEH ACOPTUMEHT OT PeaKTUBHTE M KOHCYMATHBHTE, OTHOCHMH 32 IIMTHPaHUTE 000COBCHH MOZHITHH, HO
He BCHYKH OT TIX €A BKIKYEHH B TEXHHYeCKaTa cnenudHrKanys Ha Branokurend. Y4acTHUKBT obave He € oThenazan
W Homepata Ha 00ocOOeHMTe NOZMIMK/IIOANO3HINN/, KOMTO Aa CHOTBCTCTBAT Ha HOMepaTa Ha 00ocobeHH
nozuuur/nognosumn/ ot TexHuyeckara crequdukaums, 3a Kosto c¢ oTHaca. C ornes HAa M3N0KEHOTO KOMHCHATA
NpUeMa, ¥e He € M3ILIHECHO M3MCKBAHETO Ha JIOKYMCHTAIMATA 34 Y4acTHe, pasyicn IIL. ,IToaroroeka Ha odepraTa”,
[Tmuk Nel ,,JToxymenTy 3a moaGop”, .19 | Ha obsenenuero, pasaen II1.2.1) ,,JInyHO CBCTOAHHE Ha HKOHOMHUYECKHTE
OIIepATOPH, BIUTIOUMTENHO W3MCKBAHMA BB BPB3KA C BIHCBAHETO B NPOGECHOHAIHW MM THPTOBCKH DErMCTDU.
Uudopmamms ¥ (HOPMATHOCTH, KOMTO €2 HEOOXOAMMM 3a OLEHABAHE JANM Ca H3ITBIHEHM M3uCKRaHuATa®, T. 19
LSKamanoe wunu 6powypa Ha npednazaHume UOeNUA, ¢ HOCOUEH KAMANOJCEH HOMEP HA KOHKpEMmHUme obocobenu
nosuyuy. Kamanozem wnu 6powypama credéa oa 6v0am ROONUCAHYW U ROONEYAMAHU HA 6CAKA CHIPAHUYA OM
yUQCMHUKG 4 0a_CQ_HPUODYICEHU ¢ HPeeod Ha (bizapCKU e3uK ¢ Hacwmma Ha o(epupanomo U 8CUYKU Hez06U
napamempy. B xamanoed/Gpowypama, yuacmuuxym crecea 0a ombenexcy u nomepa Ha 000cobent no3uyUY, Kolmo
da ceomeememaa Ha Homepa na obocobeny nosuyuu om Texnuveckama cReyuduRayua, 3a Koamo ce omuaca! ™

Ha ocuopanme 4, 68, an. 9 BB Bpb3ka ¢ 4l 68, arx. 8 or 30II(orm.), yuacTHuKBT ,,MapBena
HMuarnocraka® OO/I cieasa Aa NPeNCTABH CIEAHHTE AOKYMEHTH:

1.1. ,.JloKa3aTeNCcTRBO 33 CHOTEETCTBME HA METUITWHCKH H3lenus ¢ naneceHa ,,CE” mapkupoBka /OTHACH C€ caMo
N0 MeTMLMHCKHTE W3JCTUS, T.€. KbAeTo e npriokeMo/: 10.4.1. Batuasa pexnapalys 3a CHOTBETCTBHE C
nanecera ,,CE” MapKHpOBKa M3/1acHA OT MPOM3BOAMTEIA HWIH YIIEIHOMOIIEH npeacTasuten (wi.14, an.2 ot
3aKOHA 33 MEJUIMHCKUTE HM3AENHA) 32 BCAKO MEJMUHHCKO H3menue/nabopaTopeH KOHCYMATHB, TIPEIOKEHO
OT yYACTHHKA /32BEPEHO OT yUACTHHKA KOIHE HA OPHTHRANA ¥ 3aBePEHO OT YIaCTHUKA KOHHE OT OQULHAIHAS
npeson Ha Gwarapekn esux/umn.; 10.4.2. Banunen ceprupuxar 3a ,,CE” Mapka, u3nane 0T HOTHGHULIMPAH
opraH 3a BCHUKH MEIMUMHCKH H3[EJHA, 32 KOHTO C€ M3KMCKBA ChIJI Wi 18 or 3akoHa 3a MeJUMUMHCKHTE
mwznenns W HapenfuTe 3a ChHLIECTBEHHTE M3MCHEHHA 32 OLIEHABAHE HA CHOTBETCTBUCTO CBC CBHIIECTBEHHTE
FIMCKBAHMA HA MEJHUMHCKHTE Wi3Jenus no uin.2, aml, T.1 ® T.3 oT 3akoHAa 32 MEOMLMHCKHTE W3JeHd
/3aBepeHo OT YYACTHUKA KOIHE HA OPMIMHAIA H 3aBEPEHO OT YUaCTHHKA KOMHME OT OQHUMATHNA NpeBo/ Ha
GBirapeku e3uk/uny.; 10.4.3. B ciyvaif, 4e npemiaraHuTe POAYKTH, 110 CHOTEETHHTE 060COGEHH MO3HLMH,
pecrl. MOANO3MIMKA He €a MEOWLMHCKH H3ACIMA, To cmucbna Ha 3MU, T0 y4acTHHKBT mpescTaBs
YIOCTOBEPEHHE OT [IPOH3BOIMTENA, OT KOETO Aa € BHIHO, Y€ CHIIHAT ¢ OTIPE/IENTHII ChOTBETHHTS NPOAYKTH,
HE KATO MEIUIHHCKY M3/IENHNA, 4 KATO PE3EPBHM YACTH MM KaTO APYTH NPOAYKTH. /MPENCTAaBA CC B OPUTHHAN
¥ B OPHTHHAJ Ha OQHIMANHNA IPEeBOJ Ha GBIrapcku e3uk/. 3abenexxa: Ha noxymenTute no T.10.4. cresga
Ja ce oTbemekd M HOMepa Ha oGocofeHaTa IMO3MLHA/TIONANO3UIMA, KOATO a ChOTBECTBA HA HOMEpa Ha
ofocobeHaTa MO3ZHIMA/MOANO3HIMA oT TexHudeckaTa crmeuHbHKanus, 3a KOATO Ce OTHACA H 33 KOHTO
YYaCTHMKLT O(QepHpa. CbIVIACHO M3McKBaHuara  Ha o0spnenuwero, pasuen I1.2.3  Texauuecku
BE3MOskHOCTH”, T. 10.4. 32 06ocobena nozuuuns Ne 3 ot TexHuueckara cnienupuKanya.

1.2. ,,JIoKa3aTeNcTBO 3a CHOTBETCTBHE HA MCIWIMHCKH M37emus ¢ HaHeceHa ,,CE” mapkupoBka /oTHaca ce camo
0 MeAMUMHCKHTE M3JENIHA, T.e. KbAeTo e npunoxumo/: 10.4.1. BanuaHa mexmaparus 3a ChOTBETCTBHE C
nadecena ,,CE” MapKHpOBKA M34aA¢HA OT MPOH3BOAMTENA WIM YIBIHOMOLLCH [IpeacTasuTen (un.l4, amn.2 ot
3aKoHa 32 MEAWIIHHCKHTE M3ACNHA) 3a BCAKO MEIHLIMHCKO H3AeTHe/1adopaTopeH KOHCYMATHB, NPEAI0KEHO
OT YUACTHMKA /3aBEPEHO 0T YYACTHHKA KOIHEe Ha OPHIHHATIA H 3aBEPEHO OT yJacTHHKA KOIHE OT O(HIHaIHuS
npeso]l Ha Gnirapcky esu/uin.; 10.4.2. Bamunen ceprudukar 3a ,,CE” mapka, uzgagen oT HOTH(HUMpaH
Oprad 3a BCHYKW MEIMLWHCKW H3/IeNHd, 33 KOMTO €€ M3HMCKBa CBIUL 4. 18 oT 3akoHa 38 MeQMLMHCKHTE
w3jgenus 1 Hapenfure 3a ChLUIECTBEHHTE H3MEHESHHS 33 OIEHABAHE HA CHOTBETCTBHETO CbC CHIUCCTBCHHTE
W3NCKBAaHHA HA MEIUUMHCKHTE W3lenusa mo wi2, anl, 1.1 u 1.3 or 3akoHa 3a MEIUIIHHCKHTE H3JETHA
/3aBEpeHO OT yMACTHHKA KOMHE HAa OPHUIMHAJIA M 3aBEPCHO OT YYACTHHMKA KOMHE OT OQUIMAIHMA IIPEBOA HA
Gbarapeky esuk/unu.; 10.4.3. B ciyuwaii, 4e npeaiaraHHTe IIPOAYKTH, 10 ChOTBETHHTE 000COOEHH MO3ULIMH,
pECT, MOATMO3WLIMM He Ca MeNUIHHCKH M37lenud, mo cMucbla Ha 3MM, To y4aCTHHKBT npeacrars
YAOCTOBEPCHHE OT MPOU3BOTHUTENS, OT KOETO Aa € BUAHO, e CHUUMAT € OMpPENIENHI ChOTBETHHTE MIPOXYKTH,
He KaTo MEAMUMHCKH H3/E/IHA, 4 KATO PE3EpBHHA YACTH HIIM KATO APYTM NPOAYKTH. /MpeCcTaBs ¢e B OPHIHHAIL
U B OPMIHHAT HA OHLUHATHAA NpeBoa Ha Obarapeku esuk/. 3abenexka: Ha nokymeHTute 1o T.10.4. creasa




na ce orfenexu 1 HOMepa Ha ofocofenaTa MOSMUMA/IOANO3NLMA, KOMTO fa CHOTBECTBA Ha HOMEPA Ha
obocobenaTta MmosuuMa/noANO3NUMA 0T TexHHUeckara cneuuduKanys, 3a KOSTO CE OTHACA H 3a KOHTO
Y4aCTHUKBT OdepHpa. CLINACHO M3MCKBAHHATA  Ha OOsBnenweto, pasgen 111.2.3 | Texuuuecku
BB3MOXKHOCTH, T. 10.4. 33 0bocobena mosuums Ne 4 ot Texuuueckara creliubpuKaims.

1.3. ,Jloka3aTesncTeo 3a CEOTBETCTBHE HA MEIHIIMHCKH U3Jeua ¢ HaHeceHa ,,CE” MapKHpoOBKa /OTHACS ce CaMo
A0 MeJULTHCKHUTE HM3Iesus, T.. KbACTO € mpumoxumo/: 10.4.1. Bamwira meknapauysa 3a ¢hOTBETCTBHE C
HaHeceHa ,,CE” MapKkupoBKa n3gazeHa oT MpOM3BOMUTENS HIIH YIIBIHOMOLIEH npeficTapuTen (wi.14, an.2 ot
3aKoHa 3a MEAMUMHCKUTE H3C/HA) 38 BCAKO MEIHLUMHCKO W3/IeIue/1ab0paTopeH KOHCYMATHB, TIPEIIOKEHO
OT YUaCTHHUKA /3aBEPEHO OT YHACTHHKA KOTIHE HA OPUIHHAIA H 3aBEPEHO OT YYACTHUKA KOIHE OT OPHLHATHHA
npeBofl Ha OBarapcku esvk/wim.; 10.4.2. Banuaen ceprudukar 3a ,,CE” mapka, usnanes ot Horuduumpan
OpraH 3a BCHYKH MEIUIHHCKH M37eNHA, 32 KOMTO Ce M3MCKBAa CBIVI. “WI. 18 0T 3akoHa 3a MEAMIMHCKHMTE
u3genua u HapeaOure 3a chllecTrennTe M3MEHEHHA 34 OLIEHABAHE HA CHOTBETCTBHETO CBC CHILCCTBEHHTE
H3UCKBAHHA HA MEAHUMHCKHTE M3Jemud nmo 4.2, an.l, T.1 u T.3 oT 3akoHa 33 MEJULIMHCKWUTE H3ICTHA
/3aBEpPEHO OT yYaCTHHKA KOIMHMC HA OPHTHHANA H 32BEPEHO OT YYACTHHKA KOMHE OT O(DMITMATHUS [peBoy Ha
Oparapeku esuk/unm.; 10.4.3. B cayuaid, 4e npensaraHuTe NpOAYKTH, MO CHOTBETHHTE 060COGEHH TO3HLIUH,
pecr. MOANO3MIMHM HE C¢a MCIMUMHCKH H3AeNnMs, Mo CMHUCHIA Ha 3MM, TO y4YacTHHKLT NpeAcTaBs
YAOCTOBEPEHHE OT NPOU3BOAMTENS, OT KOSTO j1a € BUIHO, Y& CHIIHAT € OIPE/Ie/Ii ChbOTBETHHTE MPOIYKTH,
HE KaTo MEJIMIMHCKH U3[IC/I1s, @ KATO PE3ePBHM 9ACTH WM KATO APYTH NPOLYKTH. /TPEACTABA C€ B OPHIHHAT
¥ B OPHTHHA HA OQUIMATHUA NPEBOM Ha GBIrapeky esuk/. 3abenexka: Ha JoKyMeHTHTE 1o T.10.4. cnexsa
Aa ce oTbenexxu M HoMepa Ha o0ocobeHaTa MO3HIMA/TONNOIHLKA, KOWTO fa CHOTBECTBA HAa HOMEpa Ha
obocobenata nosuIMA/moANO3MUMA OT TexXHuYeckaTa ClELM(pHKATMAS, 33 KOATO Ce OTHACA W 33 KOMTO
YYaCTHHKBT OQepHpa.” CBImacHO H3HMCKBAHMATA Ha obseneHuero, pasgen I11.2.3 |, Texuuuecku
BB3MOXHOCTH, T. 10.4. 32 060cobena nosuuus Ne 6 ot Texuuveckarta cnenudukanps.

1.4, Karanor unu Opontypa Ha NpeamaraHiTe U3eNHs, ¢ [OCOYESH KaTanokeH HOMEp Ha KOHKPETHHTE 060cobeH:
HO3MUMK/TOANO3MLIMH. KaTanorkT wiv Gpourypara cnefsa ga 6bJaT MOANHCAHH M MOANCYATAHE HA BCIKA
CTpaHMIa OT YYaCTHHKA M [a ca NPHAPYXKEeHW ¢ NPeBoA Ha OBNrapckH e3WK B 4acTTa Ha OQepHPaHOTO H
BCHYKH HETOBM MapameTpd. B karanora/Spourypata y4acTHMKBT ciefipa Ja OTOENEKHM M HOMepa Ha
obocobenaTa MO3UUMA/IIOINO3HIIEA, KOKHTO 1a CHOTBECTBA Ha HOMepa Ha 060coGeHaTa MIO3MLHS/ TIOTIO3MIHS
or Texuudeckata cneuMpHKaiys, 3a KOATO ce OTHac.” ChITacHo JIoKyMeHTauuaTa 3a yyacrue, pazaen 11
»Ilonroroska Ha oeprara”, [lnuk Nel , loxymenru 3a monGop™, T.19 u obasnennero, paznen I11.2.1) ,,JTuuro
CBCTOAHHE HA WKOHOMHMYECKHTE OICPATOPH, BKIAOUHTENHO W3MCKBAHUSA BBE BPE3KA C BITHCBAHETO B
NPOMECHOHATTHH WJIH TBPIOBCKH perHctpH. HMndopmauua u (GopMaTHOCTH, KOMTO ca HeoGXOIuMH 3a
OLICHABAHE NATH C2 U3IIbJIHEHH H3UCKBauuATa®, T. 19. CBIMAT cnensa Aa 6bae 3a 06ocobena mozuums Ne No
3,4, 6 n 73 or TexHUuecKaTa clieHU(UKALIAA.

2. 3a yuactumk Ne 2: ,,OMHUMET* OOJ no oGocobenn mozumuu Ne Ne 26 m 29 or Texmnmueckarta
cnennpuranun
Ot HanpaBenaTa NpoBepKa KOMHCHATA KONCTATHPA CIIEIHATE HNCH WITH HECHOTBETCTBHA ¢ KPHTEPUHTE 34 noabop
HJIH HECLOTBETCTBHSA C H3UCKBAHHATA HA BE3TOMUTENS:

IIpu cBoATa paboTa, KOMMCHATA KOHCTATHpA, 4e 32 ofocobena mosuumsa Ne 26 u 29 or TexHuuccKATa
cretudukanua ca npeacTaBeRy 2 Gpos AeKnapauuM 3a CLOTBECTBHE ¢ HaHecea ,,CE” MapKHPOBKa, M3lafeHa OT
OPOU3BOMIMTENA WK YI'LIHOMOWEH npencrasuren (4i1.14, am2 or 3akoHa 3a MeTMIMHCKHTE W3ENHA) 33 BCAKO
MEIMIHHCKO H3zienne. Bedka efiHa rexiapanys e npesicTapeHa B KOnye ¢ ,,BApHO Ha OPrUHATA HA SHIVIMECKK €3MK H
npeBoj f1a OBNTapCKH €3HK, HO camuTe JICKIApalHH 32 CHOTBECTBME B OPMIMHANA CH HA AHCTMHCKH C3MK MMar
TPUTOKCHUA CIHCBK C MPOIYKTHTE, 32 KOMTO C€ OTHACAT. VIMEHHO B MOCOYEHMTE MPUIOKEHHUS HA CIHCHUHMTE C
NPOAYKTHTE YYACTHHKBT HC C© H3MBIHHI W CBOMIC 3aAbIDKEHHS, @ UMEHHO , 00 ce OmOenedncu u HOMepa Ha
obocobenama no3uyus/noONO3uYUA, KOtIMo Oa CLOMEECMEa Ha HoMepa Ha obocobenama HOZUYUA/ROONOIUYUS OM
Texnuueckama cneyughukayus, 3a KOAMO ce OMHACA U 30 KOUMO VHACIHUKDIN ogepupd” cpriacHo oOgBIEHHETO,
paznen 1123 ,Texuuueckn BB3MoxHOCTH”, T.10.4. Komucuara oGaue KOHCTATHP#, Y€ KMMEHHO IPHIOMEHHTE
CHHCBIUTS C POAYKTUTE Ca NPUIOKCHH HA aHTTTMKCKH €3HK, HO JIMTICBA NPeBoj Ha OBATapckH e3uK. I1ocouenoTo
MpoTHBOpe4Hn Ha obseneHmero, pasgen I1.2.3 | TexHuueckw Bb3MOHOCTH”, T. 10.4. , Joxasamencmeo 3
cvomsememeue Ha MeOuyuncku usdenus ¢ Hanecena ,,CE” mapxupoexa /omuacs ce camo do MeQUYUNCKUME u30enus,
m.e. Kboemo e npunoxcumo/: 10.4.1. Banuowa dexnapayus 3a cvomsemcmaue ¢ nanecena ,, CE” MAPKUPOEKA U30Adeta
O NPOU3BOOUMENR UTU YRBLIHOMOWEN npedcmasumen (wn. 14, ar.2 om 3axona 3a meduyuncxume U30enUs) 3a 6CAKO
Meduyuncko usderue/1abopamopen KOHCYMamue, NpedioNCeHo Om YUacmHUKa /3a6epeHO OM YHACHHUKA KONUe Ha
CPUZURAIA U 3A6EPEHO OM YYACHHUKG KONUe om OQUUuaiHui npeod na Gweazapcku esux/uwaw.; 10.4.2. Bamuden
cepmudpurxam sa ,, CE” mapxa, us0adeH om HOMuQuyupan opean 3a 6CutKy MeOUYUHCKY U30eus, 3a KOUMO Ce U3UCKGa
cven. 4. 18 om 3axona 3a meduyunckume usdenun u Hapedbume 3a cvuyecmeenume uzmenenus 3a OUEHABUHE HaA
CLOMEEMCMEUEMO CbC CHUECINGEHUIME USUCKEANUS HA MeduyuHckume uzdenus no yi.2, an. 1, m.1 u m.3 om 3axona 3a
MEQUWUHCKUME u30eNusl /IAEEPEHO OM YUACMHUKG KOWUE HO OPUSUHAAR U 306ePEHO OM VYACTHUKRG KORUe Om




oduyuanua npesod Ka OwvazapcKu esux/uny.; 10.4.3. B cayuaii, ue npedrazanume RPOOYKMU, NO CLOMGEMHUME
060coBeny no3uyuL, pech. ROONO3UYUY He CA MEOUYUHCKY widenus, no cmucoaa va SMH, mo YuacmHuKym npeocmass
ydocmoegeperue 0m RPOUIGOOUMENs, Ot KOEmOo da e GUOHO, we CowuAm € ONpedeun CoOMEEMHUMe NPOOYKIMY, He
Kamo MeOUyunHCKY u3denus, a Kamo pesepeHu Haciu uny Kamo dpyeu npodykmu. /Apeocmasa ce 8 OpueuHan u 6
opucuHan HQ oQuyUATHUA NPesod Ha Geacapexu ezux/. 3abenedicka. HU QOKyMenmume no m.10.4. cnedea oa ce
ombenexcu u Homepa na obocobenama ROZUNUA/NOONOZUUUA, KOUMO O CHOMBECHIEA HA HOMEPA i ofocobenama
nozuyua/nodnozuyun om Texnuueckama CHEYUPUKAYUA, 30 KOAMO C€ OMHACA U 304 KOUMO JHACHIHUKGI
ogepupa.”

Ha creasaiuo MACTO Npd cBoATa paboTa NOMOLIHMA OpraH Ha BeanoxuTes YCTAHOBU, Y€ € TPEICTaBEH
OpWr¥HaleH KaTanor Ha MNPOM3BOIMTENs 34 obepupanuTe TPOAYKTH To 000coGeHa MO3HUMA Ne 26 u 29 or
TexHUUECKATA CTIELHHUKALIS, KOHTO 00aye € H3IAI0 Ha aHTIIMHACKH S3HK. KBM npHi1osKeHHs KaTaor He [IpeJCTaBeHa
Ji elHA CTPAHHMIA NIPEBO ¥ Ge3 JIa e NOCOeH KATAIMKEH HOMED, HOMEP Ha ofocobeHa MO3UIHA pecl. MOATMO3UIHA OT
TexHHUeckaTa crielibHKaLEI ¥ 12 € TO/HCaHa U MOANeYaTaHa oT yHacTHHKA. C omiel HA U3JIOKEHOTO KOMHCHATA
I[pUEMa, b€ HE & M3IBIHCHO H3UCKBAHETO HA JlokymMeHTaLuATa 3a yuacthe, pasnen 1L ,Jloaroroeka Ha odeprara”,
muk Nel ,,Jokymenta 3a moabop”, .19 n Ha obssneHnero, pasaen II1.2.1) ,,JInyHO CHCTOHKE HA MKOHOMUHUCCKUTE
OepaTopy, BKIIOUHTENHO M3HCKBAHMS BLB BPB3Ka C BIIHCBAHCTO B npo)eCHOHATHH WM THPTOBCKH PETHCTH.
Uudopmauus 1 GOpMATHOCTH, KOUTO Ca HeOGXOAMMH 33 OIIEHABAHE JATH CA M3IBIHCHM M3MCKBAHMATA™, T. 19
Kamanoz unu 6poutypa na npednazanume w30enuUs, ¢ ROCOYEH KATMQIONCEH HOMeD HA KOHKpemHume obocobenu
nosuyuy. Kamanozem wnu Gpowypama credsd da Bvdam RoOBUCANY U HOONEUAMaHY HA 8CAKA CMPARuYd om
yuacmHuKG U O04_ca_npuOpyiceny ¢ npeeod HA Gvazapcku e3uK 8 Hacmma Ha oQepupanomo U CUNKU He06U
napamempu. B xamanoza/Opoutypama, yHachHuKsi caedaa Oa ombenexcu U HOMEPA Ha 060CODeHY no3UYUY, KOUMO
Ja coomeemcmea Ha Homepa na obocobenu nozuyuu om Texuuueckama cheyuurayus, 3a koamo ce omuacs!”

Ha ocnopanne wi. 68, a1. 9 BbLB Bpb3Ka ¢ 4. 68, an. 8 oT 3011(07™.), yuacTHHKBT ,,OMHUME/* 001
cJieaBa A NPeCTABH CJIeHITE JOKYMEHTH:

2.1. ,Jloka3aTelCcTBO 3a CHOTBETCTBHE HA MEAMUMHCKHM M3LCHA C HaHeceHa ,,CE” MapkupOBKa /oTHacs ce camo
10 MEIHUMHCKUTE W3fenus, T.€. KBICTO © npunoxmumo/: 10.4.1. BanmuaHa pexmapalus 3a CEOTBEICTEHE ©
nanecena ,,CE” MapkapoBKa H3Ja/IeHa OT NPOM3BOAUTENS WK YIIHIHOMOLICH npeacrasuten (un.14, an.2 ot
JaKOHA 33 MEIHIAHCKHATE M3LCTHA) 34 BCIKO MEIWTIMHCKO H3/leine/1adopaTope KOHCYMATHE, TIPE/LIOKEHO
OT Y4ACTHHKA /3aBEPEHO OT YHACTHUKA KOIHME HA OPUIHHATA H 3ABCPEHO OT YYACTHHKA KOTIHE OT OQULHATHUA
npeBos Ha GBIrapeKy €3MK/WITH.; 10.4.2. BanuaeH ceprudpkar 3a ,,CE” mapka, u3faneH ot HoTHUIEpaH
Oprail 33 BCHYKH MEIMIMHCKH M3JENHA, 33 KOUTO C¢ M3HCKBA CBIIL. L 18 or 3akoHa 32 MCIHLIMHCKUTE
wanemua ¥ HapeaGuTe 3a ChLICCTBCHUTE H3MEHEHHS 33 OUCHABAHG HA CHOTBETCTBHETO ¢BC CHLISCTBEHWTE
A3ACKBAHMA Ha MeNMIMHCKuTe mamenus no @i, anl, T.1 u 1.3 oT 3aKkoHa 33 MCOMUMHCKMIC H3/C/AA
/3aBepeHO OT YYaCTHHKA KOIVE HA OPHIHHANA M 33BEPEHO OT yHACTHHKA KOIHE OT ohHLMATHUIA IPEBOJT Ha
Gpnrapeky esuk/wia.; 10.4.3. B ciyuaii, ue mpeanarante IPOAYKTH, M0 CHOTBETHHTE 000cO0EHH TIO3HUHHY,
pecil. MOMMO3MLMH HE €A MeJMIMHCKH M3LEINA, TIO CMUCHIA HA 3MH, TO Y4YacTHMKBT MpeICTaBs
YIOCTOBEPEHUE OT MPOM3BOIMTENS, OT KOETO Aa © BUAHO, e CHLIMAT © OIPE/IENIHI CHOTBETHHTE IPOAYKTH,
He KaTo MEAMIMHCKH W3JEINs, @ KATO PE3EPBHU JACTH HIIH KaTO APYI'H NPOAYKTH. /mipencTaBa ce B OpUrHHAI
¥ B OPUCHHAN Ha oQUIHATHHS [TPEBOA Ha funrapekd e3uK/. 3abenesxka: Ha JOKYMEHTHTE 10 1.10.4. cnepsa
na ce orenexxu W Homepa Ha obocobeHaTa [O3HMITHA/TIOANO3NLMA, KOHTO Ja ¢HOTBECTBA Ha HOMEPA Ha
ofocobeHara TO3MIMA/NoANo3HuMs or TexnuueckaTa creluuKalys, 33 KOATO €6 OTHAcA H 3a KOMTO
YYACTHHKBT ohepupa. CHITIACHO W3MCKBAIMATA  HA obsenenvero, pazgen lIL2.3 , TexHuuecku
sraMoxHocTH”, T. 10.4. 38 06ocobena mosuums Ne 26 u 29 ot TexHuueckara crenuduKanuig.

2.2, Katanor @A 6poluypa Ha NPS/UTAraHuTe H3AEMHUs, C TIOCOYeH KATANn0XCH HOMEP Ha KOHKPETHHUTE oGocobenn
rosummr/nogmosunuk. Karanorst uny 6ponrypata cieasa 1a GBLOAT NOANMCAHM M TIOJTNEYaTaHu Ha BCAKA
CTpaHHIA OT Y4acTHMKA H Jia ca IPH/IPYKEHU ¢ MPEBON Ha GBLArapcky €3WK B YacTTa Ha 0GepHpaHOTO H
BCMUKM HEroBH mapamerpu. B karanora/Spormtypara Y4acTHHKBT ClaeiBa Jia oTOeNekH K HOMEpa Ha
obocobeHnaTa NO3HIHA/TIONMO3HLHS, KOHTO Ja ¢HOTBECTBA HAa HOMEpa Ha oGocobeBaTa MO3HLMA/TIOANO3NLIHSA
ot TexHuuecKaTa crelupUKaLMA, 38 KOATO ce OTHacA.” chriacHo JIOKyMEHTALHATA 34 yHacTHe, pas/ien 118
,Monroroeka Ha odeprara”, Ilnuk Nel ,,/lokyMeHTH 32 noabop”, T.19 n 06aBNEHHETO, pazac 111.2.1) ,,JInano
CBLCTOAHME HA HMKOHOMMUYCCKHTE OICPATOPH, BRTIOUHTENHO H3NCKBAHMA BBB BpB3KA C BIMCBARCTO B
npo)eCHOHATEY KWIH THPFOBCKH PETHCTDH. WUndopmaius M GOPMAHOCTH, KOHTO €4 HeoOXOAMMH 32
OLICHABAHE JATY Ca U3TBIHCHH n3uckpaHuaTa®, 1. 19, CeiuaT cnensa na 6vae 3a oBocobena nozuiusa Ne 26
u 29 ot TexHudeckara CieLMpHKAIHS.

3. 3aywacruuk Ne 3: ,, Fpun BI'* OO/ o o6ocoGenn mosuman Ne 30 ot TexnuyeckaTa cnenubpuKanus

OT HaNpaBeHATA TPOBEPKA KOMUCHATA KOHCTATHPA CICIHATE IUIICH HIIH HECLOTBETCTBIA ¢ KpHTepHHTE 32 moaGop
M HECHOTBETCTBHA C M3UCKBAHUATA Ha BHITOKHTCIIA

Ia ofocofera mozumms Ne 30 ,,Jipyri usnenus 3a naroMopdonorys /odepra 3a uanara rpyna/” He € IPeICTaBEHO
OTOPH3AITMOHHO [THCMO CBITIACHO M3MCKBAHETO HA obsenenuero, pasaen 111.2.3 , Texaudecku BB3MOoxHocTH”, T.10.5.

:



, OTOPH3a1MOHHO IHCMO (OPHTHHAI HJTH HOTAPHAIIHO 3aBEPEHO KomHe) 0T pUpMaTa MPOH3BOAMATEN, H3Ja/ICHO HA MMETO
Ha y4acTHYKA, y/JOCTOBEPABANIO MPABA 32 MPEJCTABUTENCTBO M THPrOBHA HA TCPHTOPHATA HA uanata crpaHa. Koraro ¢
Ha 9y €3HK Ja OB/ IPencTaBeHo | B IPEBOA Ha Guarapexi e3uk. CpoKET Ha BATHAHOCT Ha OTOPH3ALMOHHOTO THCMO,
crnensa Ja Obae WM He Mo-KpaTbk 18 meceua oT JaTaTa HAa HOAABAHE Ha obepTaTa MIIH He MO-KPATbLK OT CPOKA HA
J[eHiCTRHE HA OrOBOPA, 33 UHETO CKIFOYBAHE C& KAHMIATCTEA. Y YACTHUKBT MOMKE i IPEACTABH I'BJTHOMOIITHO, KaKTO
OT TPOM3BOMTENNTE, TAKA H OT YNBIHOMOIICHHTE MNPEACTABUTCIA Ha ¢upMuTe mpoussoanTend. B cmydai, de
YHACTHHKBT € [peyMhIHOMOLIEH OT YITBIHOMOIUEH NMPeiCTaBuTeN HA ¢upMaTa POUZBOOMTEN, TO TOH crnelBa Aa
NpefcTaBu JOKYMEHT OT KOHTO € BMAHO, Y€ YNBIHOMOLIUTEAT € YIBAHOMOIUCH npeactaguren Ha ¢$upMara
npou3soauTen”. [IpeacTaBeHOTO OTOPHIALMOHHO THCMO OT pupmata npoussoautes Kapn Por I'm6x v Ko., 1 'epmanus,
34 110coueHaTa no-rope 06ocoGena nosuuua o1 TexHudeckara crnenudukays ¢ ot 07.11.2013r. kKaTo B CHLIOTO JUTICEA
MocoueH KpaeH CPoK Ha YIBJHOMOMIABAaHE 33 aucTpubynHMA Ha TepuTopHATa Ha Perybiika Bunrapus. HzpuynoTo
Y3HCKBAHE B OBABICHUETO M JOKYMEHTALMATA € BANKAHOCTTA HA OTOPU3ALMOHHOTO IIHCMO 113 Gbae MITH He OO-KPaThK
18 Mecela OT Aarara Ha nogapaHe Ha odepraTa WaM HE MO-KpAaTbK OT CPOKA Ha JleficTBHE WA OOroBOpA, 34 YHETO
cKkTIoYRaHe ce kammHaarcTsa. C Oriie;l HA H3IOKEHOTO KOMMCHATA [IPHEMa, He JIMNCBA OTOPH3ALHOHHO MHCMO CBC CPOK
HA BANMAHOCT CHITACHO M3MCKBAHETO HA O0ABIEHHETO, pasnen 111.2.3 , TexHHUEeCKH BBE3MOMKHOCTH, T.10.5.

Ha ciepauio MACTO IpH cBosTa paboTa HOMOUIHMA OpraH Ha Be3jioxkurens yCTaHOBH, He Ca TIPEICTABEHHM
fpoypH Ha TPOM3BOIMTENA 32 otepupandTe TpomykTH Mo obocofeHa MO3HLMS Ne 30 ,Jpyru m3genusd 3a
maromopornorna /odepTa 3a HAnaTa rpyna’’, KOUTO obaue e H3MANO HA aHrTHICKH e3uK. C orfiea Ha M3ITOKCHOTO
KOMHCHATA IPHEMa, 4e He € M3IIBJIHEHO H3HCKBAHETO Ha NokyMeHTaupsTa 3a yyactue, pasnen III. lloaroroBka Ha
oteprara”, IInuk Nel ,JIoOKyMeHTH 3a nonbop”, .19 u Ha oGARIEHHETO, paszel 1I1.2.1) ,JIu4HO CBHCTOAHHME Ha
HKOHOMHYECKHTE OIIEPAaTOPH, BIIFOYHTEHO H3NCKBAHUA BBB BPB3KA C BITHCBAHETO B npoheCHOHANTHH WK TbProBCKH
peructpi. Mndopmatus U GopMaTHOCTH, KOHTO ca HEOOGXOIUMH 34 OTIEHABAHE JATH Ca M3ITEIHEHH H3HCKBAHMATA®, T.
19 , Kamanoe unu 6pouypa Ha npeorazanume U30eaus, C nOCOUEH KAMAnoJiCen HoMep N konkpemmume obocobenu
nosuyuy. Kamanozem uau Gpowypama caedea Oa Bvoam RoOnUCaHY U NOOHENamOHU HA 8CAKA CMPAHUYd Om
yuacmuurd u 0@ cq RpUOpyHcenu ¢ npesod na GHAZAPCKU €3UK 8 HACHIMA HA 0(epUPAHOMO U GCUYKH Hezogu
napamempu. B xamanoza/bpouwypama, yHacmHuxem credea 0a ombenedcu U Homepa Ha 060ocobery no3uyuY, KOUmo
da coomsecmea Ha HoMepa Ha obocobeny nosuyuy om Texuuneckama cReyUPUKAKUA, 30 KOAMO Ce omnacal”

Ha ocuoBanne Wi 68, an. 9 BBB Bpb3Ka ¢ 4. 68, an. 8 or 301I(oTM.), yHACTHHKDT I'pun BI'* OO
clieBa 2 MPeACTABH ClIeAHATE JOKYMeHTH:

3.1. OTopH3AUMOHHO MUCMO (OPHIHUHAT HIH HOTAPHATHO 3aBEPEHO Komue) orT GupMara NpOU3BOAHTEN, H3NATACHO
Ha HMETO Ha YJACTHHKA, y/IOCTOBEPSBAIIO TIPaBa 32 [PeACTABHTENICTEO M THProSUA HA TEPUTOPHATA Ha LiAaTa
cTpana 3a obocobena mozuuma Ne 30 LJpyra m3senus 3a natomopdomorus /odepra 3a uanara rpyna/”.
CpokbT HA BATWIHOCT B OTOPH3ALMOHHOTO MACMO, ¢/1e/B2 AA (b1e HIH He NO-KPATRK 18 mecena ot
1aTATA Ha moaaBaHe HA odePTATA MM He MO-KPATHK OT POKA HA [efiCTBHe HA JOTOBOPA, 32 YHETO
CKJIIYBAHE ce KAHIHAATCTBA.

3.2, Karanor Wi 6poliypa Ha NpeyUIaraHiTe U3Aesus, ¢ OCOUSH KaTI0KeH HOMEp Ha KOHKPCTHUTE obocobenn
nosumEr/moano3nmuy. Karamorst uiu Gpomypata ciensa fa 6baar MOANHCAHM M TIOANCHATAHH HA BCAKA
CTPaHUL@ OT YYACTHHUKA M AA €A MPHIPYKEHH ¢ IPEBOJ HA GHLJATAPCKH €3HK B 9ACTTA HA 0epHPaHOTO K
BOMYKM HEroBH MApaMeTpH. B Kararmora/GpoluypaTa yYacTHUKBT C/leiBa fa OTOeNeXH M HoMepa Ha
0BocoBeHATa TO3MLIA/IOANO3MLNS, KOITO 1a ChOTBECTBA HA HOMepa Ha ofocobexaTa MO3UIASL/ IO ATIO3HLIMS
ot Texupueckara crnenuGHKAIUs, 38 KOSITO Ce 0THACA.” CHINACHO JIOKYMEHTAUMATA 32 y4aCTHE, Pasacl 111
,Jonrotoska ua opeprara”, Ilmuk Nel , JlokyMeHTH 32 nonGop™, 1.19 u o6asnenueto, pasaen 111.2.1) ,,Jlnuro
CBCTOSIHHE HA MKOHOMHYECKUTE OTEpATOpH, BIJIFUHMTENHO W3MCKBAHWA BBB BPB3KA C BIHCBAHCTO B
npod€CHOHATHY WK "I'bPrOBCKH  PETHCTPH. Undopmanud 1 (GOPMaIHOCTH, KOUTO Ca HeoOXomuMu 3a
OllEHABAHE TATH ca M3ITBJIHEHY H3UCKBAHMATA®, T. 19, Ceiuar cienea fa 6bae 3a obocobena mosuima Ne 8
ot TexHuueckara crenHpUKanms.

4. 3a yuactuuk Ne 4: ,Codapma Tpeiiaunr” AJl mo obocoGena mosuuma Ne 74 or TexHudeckara

cnelndpHKAN AT

Ot HarpaBeHaTa NPOBepKa KOMHCHATA KOHCTATHPA CIIEIHUTE JIUTICH HITH HECHOTBETCTBHA C KPUTEPHUTE 3d noznbop
WY HECBOTRETCTBHS C M3HCKBAHHATA Ha BH3ITOKHTENIA:

[Ipu ceosiTa pafoTa, KOMHCHATA KOHCTATHPA, 4¢ B ,,CIIMCHK HA MPHIOKAMUTC JOKYMEHTH -~ O6pazeu-H, nonbivex
M3UEPTIATENHO CHOOPA3HO TOCOUEHUTE KOTIOHH 33 BCAKA MO3HLIMA, 38 KOUTO Y4IaCTHUKLT oeprpa® e nocoueHo B rpacda
Jokymerta o 7.9.3. ot Ilnuk Ne 1 - BUA Ha IOKYMEHTA H Ne wa crpaHHHa oT odeprara, KBAETO & NPUIOKEH 38
noanosunums 74.134. e ocoueno cnentoto ,,Ceprudukar [SO 9001-2008 or CHRONOLAB SYSTEMS, Henanns®.
Ha crenpanio MacTo B B rpada ,,JlokymenTH 1o 7.9.5. ot Ilnnk Ne | - BiA Ha JOKyMEHTa M Ne na crpanuua ot odeprara,
KBACTO € IPWIoKEeH 3a ToANo3unys 74.134. e MocOYeHO CNEQHOTO ,, OTopu3aLHOHKO THCMO, H3/1aCHO HA HMETO Ha
,,Codapma Tpeiimuar® AJI". Crien npoBepka OT CTPaHa Ha OMOTIIHKMA OpraH Ha BE3m0KHTENA ¢& YCTAHOBH, Y€ THTICBA
BBOOIE NPENICTABEH TAKBE NOKYMEHT. TTOCO4EHOTO MPOTHBOPEHM HA M3HCKBAHETO Ha obsenenuero, pazpen 1IL2.3
,Texnuuecku BhaMoxHocrd”, T.10.5. SOMOPUAYUOHHC AUCMO (OPUSUHGA UMY HOMOPUAIHO 3A8EPEHO Konue) om



upmama npouzeodumen, u30A0EHO HA UMEMMO HA YHACHHUKA, YOOCMOGEPAGAWO NPASA 3Q RPeOCHAsUMencmso u
Mepe0sUs KA MEPUMOpUAMA Ra ysaama cmpana. Koeamo e ua yyorcd esux 0a Gvde RpedCcmaseno u 6 npeéod Ha
bvazaperu esux. Cpoxsm HA GAAUOHOCH HA OMOPUSAYUOHHOMO RUCMO, credsa da Bvoe wiy ne no-xkpamvk 18 meceya
om damama Ha RODasane Ha oQepmama Ui He no-KpamvK o CPOKA HA Qelicmeue Hy J02080Da, 3G YUEMO CKNIOUGAHE
ce kauoudamcemeq, VuacmHuxsm Moxce 0a npedcmasy WLAHOMOWHO, KAKMO om HpOU360OUMENUMe, MAKa U Om
VHBIHOMOWCHUME NPeOCMAGUMent Ha QUpMUME RPOUIEOOUMENU. B cayuail, ue yuacmHuKsm e npeyHoIHOMOWEH Om
YHBAHOMOUfER RPeOCMAGUMEN HA upmama npoussooumen, mo moii cnedsa 0a npedcmasy OOKYMEHRm Ot KOUmo e
GUOHO, Ye YIbEHOMOWUMENH € YAbIHOMOWEH NPe0Cmasuinen na Qupmama npouzeooumen’.

IIpw cBosTa paboTa, KOMHCHATA KOHCTATHPA, Y€ B ,,CIIMCHK Ha IPMAoKUMATE TokyMeHTH — OBpaszen-H, MOMBIHeH
M3UEPIaTeNHO CHOBPasHO MOCOYEHHTE KOOHH 32 BCAKA MO3ULKA, 38 KOUTO yHaCTHUKLT otepupa“ e riocoueHo B rpada
Jdokymertu o 1.9.3. ot Ilmuk Ne 1 - BiA Ha JOKyMEHTA H Ne Ha cTpamHIA OT odepTara, KBAETO € IPHIIOXKeH™ 32
noanosuims 74.186 . e nocouero cnenuoto ,,Cepruduxat ISO 13485 ot ARK Diagnostics Inc.,CAII¥. Ha crnexpamwo
MsCcTO B B Tpada ,,Jlokymertn 110 T.9.5. oT Ik Ne 1 - Buz Ha TOKYMEHTA U Ne Ha cTpaHuua OT oepTaTa, KBACTO €
TPUITOKER" 3a IOAMO3ALKs 74.186. & MOCOYEHO CISRHOTO ,, OTOPH3ALMOAHO MTHCMO, H3JAICHO Ha HMETO Ha »Cobapma
Tpeidguur AJT. Cnen ipoBepKa oT CTpaHa Ha NOMOIHHA OpraH Ha BB3I0KHTENA C& YCTAHOBHM, 96 JIUICRA BhoOIIe
[pecTaBeH TakbB JOKyMEHT. [I0CO4eHOTO IPOTHBOPEUHM HA M3HCKBAHETO HA obaenenuero, pasaen 111.2.3 ,, Texauueckn
pp3MOskHocTH”, T.10.5. ,,Omopuzayuonn0 RUCMO (OpUSUHAR UTU HOMAPUATHO 3A8EPEHO xonue) om Qupmama
npouzeodumen, U30adeHo HA UMEMO HA YYACTMHUKE, YOOCTOGEPASAIY0 Npasa 3a BPeOCmasumencmeo U mopzogus Ha
mepumopuama na yarama cmpana. Kozamo e na uyocd esuk 0a 6voe npeocmaseno u 6 npesod HA ObRAPCKU E3UK.
Cpoxvm HA GANUOHOCH HA OMOPUSAYUOHHOMO RUCMO, credea Oa 6wde uny ne no-xpamvy 18 meceya om damama Ha
nodasane na odepmama uiy He No-KpambK_Om_cpoxd Ha Jelicmeue HA 002060pd, 3@ WUemMO CKIIOUGaHe Ce
candudamemed. Vuacmuuksm modce 0a Rpeocmasi WbAHOMOWHO, KAKMO OMm NPOUIGOOUMERume, maxa u om
YHBAROMOUEHEME NPEOCMASUMENY HA (UpMUIME NPOUIEOOUINENH. B cayuail, ue yHacmuuKsm e NpEYyHvIHOMOUEH om
VHOAHOMOWER NPeOCMABUMEN HA GUPMAMA NPOU3BOOUMen, mo moii credea 0a npedcmasyu QOKYMeHm om Kolmo e
GUOHO, e YNBIHOMOWUMENAM € YHbAHOMOWEH NPeOCmasuimnen Ha Pupmama npouseoOumen.

OTHOBO TIPH CBOATa paboTa HA3HAYEHATA ChC 3aN0Bel HA BB3NOKMTE/A KOMHCHA YCTAHOBH, M€ 32 BCHUKH
OCTAHATH TIOANOAIME oT 0Gocobena nosuuus Ne 74 or TexHudeckaTa CleLHAPHKAIMA B ,»CTIHCEK HA NPHIOKHMHTE
noxymentd — OBpasen-H, mormbiaHeH H3YepHaTenHo cHOBpA3HO MOCOUEHHTE KOJIOHH 32 BCAKA IO3UIHA, 33 KOMTO
YUAaCTHUKBT odepupa’ € mocoucHo B rpada ,,JJoKyMeHTH 1o 1.9.3. ot Ilmuk Ne | - BHA Ha nokyMeHTa M No Ha cTpaHwHLUa
ot ofepTaTta, KBAETO € NPHIOKEH € IIOCOUEHO CNeAHOTO ,Cepruduxar ISO 13485 or Pom Jduarnoctuka®“. Ha
cneaBalmo Micto B B rpada ,,Jlokymentd mo 1.9.5. ot Ilank Ne 1 - BUI Ha IOKyMeHTa H Ne ya cTpanuiua or odeprara,
KBIETO € MPHICKEH" 38 BCHUKH MOANO3MINH € NOCOYEHO CIEIHOTO ,, OTOpH3aUMOHHO TMCMO, H3JAACHO HA MMETO Ha
,Codapma Tpebimuur™ A, Ciiell TpoBepKa 0T CTPAHA HA IIOMOIIIHHS Oprall Ha BE3/10:KHTEI Ce YCTAHOBH, H¢ JTHIICEA
BROGIIE NIpEACTaBeH TAKBR JOKyMeHT. I10COUEHOTO MPOTHBOPEYH HA M3MCKBAHETO Ha obsBnenueto, paznen I11.2.3
, Texupuecky BpamoskHocTH”, T.10.5. ,,Omopusayuonto nucmo (opucuHan wnU HOMAPUGIHO 308EPEHO Konue) om
dupmama npouzodumen, Us0A0EHO HA UMEMO HA YHACHHUKA, yooCmoaepAsawo NPasa 3a NpeoCmagUmencmeo u
mpeosus #A mepumopuama na ysaama cmpana. Kozamo e na yyoicd esux da Gvoe npedcmaseno u 6 RPeeoO Ha
Buazapexu ezux. Cpoxsm HA 6ATUOHOCH HA OMOPUZAYUOHHOMO RUCMO, cnedaa da 6voe uny ne no-xkpamvk 18 meceya
om damama Ha nodaeane Ha odhepmama wiu He RO-KPANbK O CPOKA KA Jelicmeue Ha 002060P4d, 30 YUEMO CKIIOYEAHE
ce xandudamemaa. Yuacmuurvm Modice 0a npeocmas ReAHOMOUSHO, KAKMO om npouzgodumenunie, maxa u om
VRBAHOMOWERUME NPEOCHMABUMENY Ha Qupmume npoussoOumeny. B cayyatl, ye Y4acmuuKein € nPEynbinoMOWeH om
YnuAHOMOWER Hpeocmasumen na gupMama npouzsodumen, mo moi credsa oa npedcmasy OOKyMenm om Kotimo e
GLOHO, Ye VILIHOMOWUMENSM € YHoIHOMOUEH HPeOCTasumen Ha pupmama npouseodumen’.

Ha ocnoBanne 4. 68, 271, 9 BBB Bpb3Ka ¢ 4. 68, an. 8 o1 30I(oTM.), YIACTHHKDBT »Cogapma Tpeiiaanr”
AJl cneaBa aa npeAcTABH CJASAHHTE TOKYMEHTH:

4.1, Oropu3aUMOHHO MUMCMO (OPHUTHHAT MM HOTAPHAIIHO 33BCPEHO Komue) oT GupMHTe npouseoauTean Poin
JMuarnoctuka, Iomma; CHRONOLAB SYSTEMS, Ucnauus; ARK Diagnosties Inc.,CAIIl, u3naneno
Ha MMETO Ha YYACTHHKA, Y/IOCTOBEPABALIO MPaBa 33 NPEICTABHTEICTEO H THPTOBHSA HA TCPUTOPUATA Ha [ATaTa
cTpana 3a o6ocofera nozumus Ne 74. CpoxbT Ha BATHAHOCT Ha OTOPH3ALHOHHOTO MHUCMO, CIe/Ba A2 onne
YIM He TO-KPaThK 18 Meceria OT aTaTa Ha MofaeaHe Ha o(epraTa WM HE TIO-KPAaTBK OT CPOKa Ha IEHCTRHE

Ha JIOrOBOPA, 33 YMETO CKITIOUBAHE C& KAHAUAATCTRA.

5. 3a yuacruuk Ne 5: ,,Ju Em Jxn Knuaux® EOO/I no obocobenn mozuuun NeNe 27, 28, 29 u 30 ot
TexnHuecKkaTa clenHPUKANAT
OT HanpapeHATA IPOBEPKA KOMHCHATA KOHCTATHPA CIISTIHUTE JUIICH HITH HECBOTBCTCTBHA C KpHTEpHHTE 32 noabop
WIM HeCHOTBETCTBUSA ¢ H3HCKBAHUATA HA Bb3JIOKHTE !
Ipu ceosTa pabota, KOMHCHATA KOHCTaTHpa, 4¢ 3 o6ocobena mozunps Ne 27, 28, 29 u 30 or TexHwueckaTa
creLMUKauus ¢ TPEACTABCHA ACKIapalusi 3a CBOTBCTCTEHE C HAHCCCHA .CE” MapkupoBKa, H3flafeHa oT



POU3BOANTENA WM YIBIHOMOIEH IpeacTaButen (wi.l4, an2 or 3akoHa 33 MEMUMHCKHTC H3MenKs) 3a BCHKO
MeIMIEHCKo pasenue. JewiapaiuaTa e NpeacTaBeHa B KOTIHE ¢ ,,BApHO Ha opurvHana® Ha aHTIHACKH e3HK M IPEBOJ
Ha GLITAPCKH €3MK, HO camaTa Jlex1apalys 34 ChOTBETCTBHE B OPHIHHANA CH HA ARMNIMHCKH €3MK UMA MPHIIOKCHHE -
CITHCHK ¢ MPOIYKTHTE, 38 KOUTO C& OTHACAT KaTO [I0COYEHOTO NPHIOKCEHHE € NPECTABEHO CaMO Ha AHMTHHCKH C3UK
6e3 IpeROA Ha GBArapcky e3HK. FIMEHHO B TIOCOYEHOTO NMPUIIOKEHHE HA CMIMCHUMTE ¢ MPONYKTHTE YIACTHUKET HE €
W3ITBIIHIIT M CBOHTE 3a0bLIKEHHA, & MMEHHO ,,1a ¢e OTOENEXH M HoMepa Ha 000cobeHaTa no3HIIks/ IOANO3HLs, KOHTO
J1a CHOTBECTEA HA HOMEpa Ha 060co6eHaTa MoK/ TIOAMO3KIMA OT TeXHHYecKaTa CIieLM(HKalUns, 32 KOSTO Ce OTHAcK
U 33 KOMTO YYACTHHKBT OQepHpa” CBIMACHO OOABICHHETO, pasien [1.2.3 , TexHudueckd BBE3MOXHOCTH ', T.10.4.
KomucusTa o6aue KOHCTATHPA, e HMEHHO PHIOKEHHTE CIIHCHIUHTE ¢ IPOIYKTUTE Ca [IPHI0KCHH Ha aHIJIMHCKH e3UK,
HO JIMTcBa mpeBoj Ha Obarapck e3dk. [TocoueHOTO HPOTHROPEHUH HA ofspnenuero, pazpen 11123 , TexHudyecku
pe3MokHOCTH”, T. 10.4. | JJoKa3amencmeo 3a Comaemcmeue Ha MeOUUNCKY u30enus. ¢ HaHecena ,, CE” mapxuposra
JomHacs ce camo 00 Meduyunckume u3denus, m.e. Kvdemo e npurosicumo/. 10.4.1. Banuona Oexnapayus za
cvomeemcmaue ¢ Hanecera , CE” mapxuposka u30adena om Npouzsooumens il YnwuiHOMOWEH npedcmagumen
(un. 14, an.2 om 3axomna 30 MeOUYUHCKUME U3OEAUR} 30 6CAKO MEOUYUHCKO UsQenue/1abopamopen KOHCYMamus,
HPeOROJICEHD oM YHACMHUKA /3a6epeHo Om YYACHHUKAG KONUe HO OPUZUHARG U 3GEEPEHO OM YHACMHUKA Konue om
oduyuarwus npesod Ha Gvazapcku esur/umw.; 10.4.2. Banuoen cepmupuxam 3a ,,CE” mapra, uzdaden om
HOMUUYUPaH OP2aH 30 6CUYKH MEOUYUHCKU USOERUA, 30 KOUMO Ce USUCKEA CbaA. HA. 18 om 3axona 30 meduyunckume
uzdenus u Hapedbume 3a coujecmeeHume usMenenui 30 OYeHAGAHe HA CLOMEEMCMEUEMO CvC Chijecmsenme
WBUCKeaNUS HA MeOuyuncKkume wsdenus no 4n.2, arl, m.1 um.3 om 3axona 3a MeOUYUHCKUME UI0ERUA /3a6epenc om
VUACHHUKA KONUE HO OPUSUHARA U 3A6EPEHO OM YHACMHUKA KORUE OM oguyuanius npesod Ha GurapCKY e3UK/UAY. ;
10.4.3. B cayuaii, ue npednazanume npodykmu, no cvomeemuume 0bocobenu nosuyuy, pecn. nOONO3UYUY HE Ca
Meduyuncky wzdenus, no cmucvra na IMH, mo yuacmuuxsm npedcmass yOocmosepenie Om NPOUIGOOUMENs, Om
KOEMO O € GUOHO, Ue CHUJUAIN € ONpPedenl CbOMBEMHUME RPOOYKMY, He KamOo MeOUYUHCKY U30eRU, a KAMO Pe3eperu
wacmu wi kamo dpyzu npoOYKmu, /Mpedcmasn ce 8 OPUZUHAR U 8 OPUSUHAI HA OQUYUATHUS npeaod Ha bvazapcku
e3ur/. 3abenescka: ma Ooxymenmume no m.l10.4. credea Oa ce ombenexcu u Homepa Ha obocobenama
ROZUYUA/NOOROIUYUS, KOTIMO Oa CHOMBeCmBaa Ha Homepa Ha obocobenama nozuyus/noonozuyua om Texnuueckama
creyuurayUs, 30 KOAMO Ce ONIHACA U 3G KOUMO YHACHHUKsM ogrepupa.”

Ha cregsaino MACTO NpH CBofATa paboTa MOMOLIHHMA OpraH Ha Bb3loKHTeId YCTAHOBH, Ue Ca IPE/ICTABEeHH
GpOLLYpH Ha TPOU3BOAMTENS 32 o(epupaHuTe MpoayKTH No ofocobena mozuums Ne 27, 28, 29 u 30 or Texnuueckara
crienuduKanya, KOUTO ofadye € M3LAT0 Ha aHruiicku e3nK. C Oresl Ha W3IOKEHOTO KOMHCHITA TIpHEMA, HE HE ©
HAMBJIHEHO W3KucKBaHero Ha JokyMeHTauusTa 3a ydactue, pasiaen III. ,Iloaroroska Ha oteprata”, Ik Nel
,,JokyMenTH 3a mogGop”, T.19 1 Ha ob4BieHKeTO, pasnel 1I1.2.1) ,,JTuuHO cHCTOSHHE Ha HKOHOMHYECKHTE ONepaTopH,
BIUTIOUHTENHO M3HCKBAHHA BEB BPB3KA C BIIMCBAHETO B NPO(QECHOHATHH WM TBPrOBCKM pervcTpu. Hudopmanus u
(opmManHocTH, KOHTO ca HeoOXoaMMH 33 OLEHABAHE JAIH ¢4 H3NBIHEHH m3uckBauuara®, 1. 19 . Kamanoz unu 6powypa
Ha npeOnazanume U30eNUs, ¢ ROCOYEH KAMAIONCEH HOMED HA KOHKpemuume obocobenu nosuyuu. Kamanozem uiu
Bpowypama credea oa bvdam nOONUCANY U ROOREYQAMAHY HA GCAKA CTHPARUYA O YUACHHUKA U O ca HPUOPYICEHH &
npesod 1Ha GpaapcKil 3UK 6 NAChUNG HA 0(epUPAHOMO U 6CUYKU He206u napamempu. B Kamanoza/Gpowtypama,
yuacHHUKb M CIEO6a Oa OMBEREXCH U HOMEPA Ha 060coBeHY nO3UYUU, KOUMO Oa Cvomeecmea Ha Homepa Ha 0bocobeHu
nosuyun om Texnuueckama creyupuxayus, 3a kosmo ce omuacs!”

CBuI0 Taka NpH cBoATa paboTa MOMOIIHUA OpraH Ha BR3M0KHTE 1 yCTaHOBH, Y€ ca NPeACTaBeHH GPOIypH Ha
poMIBOMTEN 32 OepHpaHKTe MPOAYKTH 1o noamozuumst Ne 30.11. u 30.12 ot TexHuUeCcKaTa CTIEM(HUKALMS, KOUTO
ofave e U3LEUIO Ha aHTHiHcKH e3uk. C OT/e/l Ha H3NOXKEHOTO KOMHCHATA [IPHEMA, He He € U3ITBJIHEHO H3HCKBAHETO Ha
JlokymenTanusaTa 3a yuactee, pasgen 111, ITonroroska Ha odeprara”, [Innk Nel ,»JloKyMeHTH 3a Tionbop”, T.19 1 Ha
obssnenuero, pasaen 111.2.1) ,JIAuHo CHCTOAHME HAa MKOHOMHYECKHTC OTICPATOPH, BKTICHATENHO M3HCKBAHHA BbB
BpB3KA C BIMCBAHETO B NPO(ECHOHATHH WIM THPIOBCKH PETHCTPH. Hudopmaurs 1 (GOPMATHOCTH, KOHTO Ca
HEOGXOMMMHE 32 ONICHSBAHE NATH ¢a M3ITBIHEHM W3uckpauusta®, T. 19 ,Kamawoe unu 6poutypa wa npeonazanume
U30ENUSL, € HOCOUEH KAMANOJCen HOMED Ha KoWKpemHume 06ocobeny nosuyuy. Kamanozem wiu Gpoutypama credea oa
Gudam nodnucany u NOORENAMANY HA 6CAKA CIMPAHUYA OM YHACHHUKA U 0 ca APUOPYICEHU C NP0 HA (bl2apCKy
e3UK ¢ HacHma Ha oQepupanomo u eCuuKY He20gu napamempu. B kamaroza/Opowypama, yiacmuuKsm credsa Oa
ombenesxcu U Homepa Ha 0BOCOBEHU NO3UYUY, KOUMO 0a CbomMeecmsd HA HOMEPA Ha obocobenu nozuyuu om
Texnuyeckama cneyuguxayus, 3a koamo ce omuaca! ™

Ha ocuopaxme 41 68, a1 9 BB Bph3Ka ¢ 9. 68, a1, 8 ot 30II(0T™.), yuacTunrsT ,,Jlu Em ixn Kannuk*
EOO/ caenpa 12 NPeACTABM CAEAHHTE JOKYMENTH:

5.1. ,,JIOKa3aTeaCTBO 3a CHOTBETCTBHE HA MEAMLMHCKH H3JE/IHA C HaHECCHA ..CE” MapkupoBKa /0THacd ¢e ¢amo

0 MEIHIHHCKUTE H3AENud, T.6. KbaeTo e npwiokumo/: 10.4.1. Banuana nexnapanius 3a ChOTBETCTBHE ©
natecena ,,CE” MapkupoBKa U3JaieHa OT [[POM3BOMMTENA HIH YIBIHOMOLUEH NpeacTaBuTen (un.14, an.2 or
3aKOHa 34 METHLIMHCKUTE H3IETUS) 32 BCAKO MEAHLIMHCKO H3aenne/nabopaTopeH KOHCYMATHB, IPEUIOKEHO
OT Y9ACTHHKA /3aECPEHO OT YJACTHHKA KOTIHE HA OPUTHHANTA | 33BEPEHO OT YHaCTHHKA KOMHE OT opuLHATHHAL
npeeod Ha Gearapckd esux/wiM.; 10.4.2. Banunen ceprudukar 3a ,,CE” Mapka, usgageH ot HOTUHITFpaH
OpraH 3a BCHHYKH MC/MIMHCKH M3IE/MA, 32 KOMTO CE M3MCKBA CBIIL Wi 18 oT 3akoHa 32 MEIHLMHCKUTE




w3zenas 1 HapenOute 3a CHIICCTBEHHTE M3MEHEHHA 3 OLICHABAHE HA CHOTBETCIBHETO CBC CHIIECTBEHUTE
MMUCKBAHNA Ha MCIHUHHCKMTEe H3jenus no wi2, an.l, .1 » 7.3 or 3akoHa 38 MeIHUHHCKMTC H3Oenus
/3aBepeHO OT YUacTHHKA KOMME HA OPHTHHANIA H 38BEPEHO OT YYACTHHMKA KOTIME OT OGMUHUAITHUA NPEBO/ Ha
Guarapeku esuk/wnm.; 10.4.3. B ciyuail, Ye npeanaraHuTte IpoayKTH, N0 CHOTBETHHTE 060COOCHH IIO3ULIMH,
pecn. TMOAMO3KMLMH He Ca MEAMUMHCKM M3lemus, no cmuchia Ha 3MM, To y4acTHHKBT npencTaBd
YAOCTOBEPEHHE OT MPOH3BOIUTENIA, OT KOETO Aa € BHIHO, Ye CHIIUAT € ONpeIe/IiT ChOTBETHUTE NMPOAYKTH,
HE KATO MENMLFHCKH M3/JI€MHs, 4 KATO PE3CPBHHU YaCTH WJIH KAaTO JPYTH OPOTYKTH. /TpeCTaBsl CC B OPHTHHAN
¥ B OpArHHAN Ha OGMUMANHMS TIPEeBOR Ha OBIrapcku e3dk/. 3abenexka: Ha AokyMeHTHTE M0 T.10.4. cneapa
na ce orbenexxd M HoMepa Ha ofoco0eHATa MO3HIMA/TOANO3MUMA, KOHTO Aa CBOTBETCTBA HA HOMEpa Ha
oBocobenaTa MO3HLIMA/MOMIOUUMA oT TexHHdeckatra crelM@HKaIud, 3a KOATO ¢€ OTHACA W 32 KOHTO
YUaCTHHKBT oObepHpa.” CBINMAcHO H3MCKBaHWATa  Ha obssnewmero, pazmen [IL23 , Texnimueckn
pB3MoscHOCTH”, T. 10.4. 3a 06ocobena mosunms Ne 27, 28, 29 u 30 (6e3 moxgmosuumn 30.11. u 30.12.) ot
TexnruueckaTa crienuukanms.

5.2. Karanor Wiy GpoIIypa Ha TpejyTaraHuTe H3AE/HA, ¢ IOCOUEH KaTATOXEeH HOMED Ha KOHKPETHHTe 06ocobeHu
Hozumu/moANno3Hnuy. Karanorst win Gpoltypara ciefea na ObAAT MOANMCAHM M MOANEYaTaHW Ha BCAKA
CTPAHHLA OT YYACTHHKA M 2 ¢4 [PUIPY’KEHH ¢ MPEBOa HA GLATAPCKH e3NK B HACTTA HA odepupanoTo u
BCHYKH HeroBH OapamMerpH. B kararora/Gpoiypara y4acTHHKBT clefBa /i@ OTOENEeXH H HOMEpa Ha
o6ocoberara r03UIHA/ IO ANO3MIIA, KOHTO Ja ChOTBECTBA Ha HoMepa Ha 060cobeHaTa MO3HUHA/ TIOANOSHIIKS
ot Texuuueckara crenu(UKans, 3a KOATO ¢& OTHACH.” ¢hIyacHO JlokyMeHTaunaTa 3a y4acTHe, pasaen I11.
Toarotoska #a odeprara”, Ilnuk Nel , JlokymenTu 3a noabop”, 1.19 1 odaienuero, pasaen [11.2.1) , Jhiaxo
CBHCTOAHME HA HKOHOMMUCCKHTE OINEpaToOpH, BROCYHATCSHO H3HMCKBAHHA BLB BPB3KA C BIIHCBAHETO B
MpOdECHOHATHH KM THProBckH peructpd. MBdopmauus u GopManHocTH, KOMTO ca HeoOXoammu 3a
olLeHsBaHe JATH Ca U3ObIHEHH H3HcKBaHuaTa®, T, 19. CeuaT ciiena ga 6bvae 3a obocobeHa nosuuxs Ne 27,
28, 29 1 30 or TexHuueckara crenduans.

6. 3a yuactHHk Ne 6: ,Axsaxum” AJl mo oGocobenu nozummu NeNe 27, 28, 29, 30 u 67 or TexuHuyeckara
cnenn(pHKANAA
TIpy u3BBpIIEHATA [IPOBEPKA 32 HAMMHETO H PELOBHOCTTA HA JOKYMEHTHTE, ChABPXKAIIH CE B TTmiak Ne 1 He Gaxa
KOHCTATHMPAHH JIATICA HA IOKYMEHTH W/HIIH HEChOTBETCTBHE ¢ KPUTEPUHTE 32 MOAOOP HA BH3IIOKUTCIA, W/unu gpyra
HEepEelIOBHOCT, BKIIOUMTENHO (akThudyecka rpemka. IIopagd MOCOYEHOTO KOMHUCUATA [IOMYCKa y4acTHHKA A0
pasrIeKAHETO HA JOKYMEHTHTE B IIHK No 2 oT odeprara My.

7. 3a yuactHuk Ne 7: ,Hurep Busmec 917 EOO/[ no obocoGena nosmums Nel0 or Texnmdeckara
crrenudHKraANHS
OT HarnpaBeHaTa MPOBEPKA KOMHCHATA KOHCTATHPA CITEIHHTE JIHIICH HIH HEChOTRETCTEAS C KPUTEPUHUTE 3a 10460p
WIH HECBOTBETCTEUA ¢ M3HCKBAHHATA HA BB3JIOMKHTENA:
3a o6ocoGera mosumus Ne 10 ,,Anapar VITEK 2 /3aTsopeHa cuctema/ /oepTa 3a nanara cdocobena nosuis/”
He € NPE/ICTABEHO NOKA3ATEICTRO 32 CHOTBETCTBHE HA MCIMUMACKM M3fenus c HameceHa ,,CE” MmapkupoBka 3a
nomnozanEy 10.3. w 10.5. ot TexuuucckaTta creumdukauma. [Ipu cBoATa NMpoBepka KOMHCHATAa YCTaHOBH, Y€ €
npencrapesa EC Jleknapauus 3a CBOTBETCTBHE OT mnpomsBomutens Bio Merieux, ®panups 3a NPOAYKTHTE IO
noanozuupu 10.1, 1 10.2. ot Texuuueckata cnenudukauus. Ha crensaiio MacTo e npeactasena EC Jlexnapauus 3a
CBHOTBETCTBHE OT mpoussoautens Bio Merieux, M@panupa 3a mpogykTure no noanosuuuy 10.4, or TexHudeckara
cneuugpkanys, Crmo Taka e npencraseHa EC Jleknapaius 3a CHOTBETCTBHE OT MPOM3BOAMTENA Bio Merieux,
Opanimsa 34 MpojyKTuTe 1Mo noanosduun 10.6. o1 TexHudeckara crneundukans. JInncsa KaksBTO 1 J1a € NPEACTaBeH
IOKYMEHT 3a TipoAykTiTe no noauo3uims 10.3. i 10.5. ot Texumucckara cneudukauys. [locoderoro mpotueopeun
Ha obaenenuero, pasnen I11.2.3 , Texuudecky pw3MoxkHoctH”, T. 10.4. [Hoxazamescmeo 3a cvomgemcmeue Ha
Mmeduyuncku uzdenus ¢ Hanecena ,,CE” mapruposka /omuacs ce camo 00 MEOUWURCKUME u30enus, m.e. Kuoemo e
npunoxcumo/: 10.4.1. Banuoua Oexnapayus 3a cvomeemcmeue ¢ Hawecena ,,CE” mapruposka uzoadeHd om
HPOUBEOOUMENS WU YNBIHOMOWeHn npedcmasumen (un.14, an2 om 3axona 3a MeOUYUHCKUIe uzdenusl) 3a GCAKO
MEOUYUHCKO UB0EAUE/NADOPAMOPEH KOHCYMAMUS, NPedNIONCEHO OM YYACMHUKA /306ePeH0 OM YYACHUKA KOHUE HA
OPUZUHANA U 306EPEHO OM YHACHHUKA KOnue om oQuyuainus npeeod na bvrzapcxu esuw/win.; 10.4.2. Baruoen
cepmugpuxam za ,,CE” mapka, us0aden om Homughuyupan op2an 3a 6CUMKY MEOUYUHCKY UI0@NUA, 30 KOUMO Ce UIUCKeA
cwen, A, 18 om 3arxona 3a meduyuncrume usderus ¥ Hapedbume 3a colyecmeenume UIMEHEHUA 30 OYEHASAHE HA
CLOMEEMCMBUEMO CbC CHIYECTIBEHUME UIUCKEAHUS 1A meduyunckume usdenus no yn.2, an.l, m.1 um.3 om 3axona 3a
MeQUYUHCKUME U30enus /3d6epen0 Om YHQCHIHUKA KONue HA OPUZuHala U 3G6epeH0 Om YHACHHUKA KOnue Om
oduyuannus npeeod na Gwnzapcxku esux/umt.,; 10.4.3. B cnyuai, ue npednazanume npoOdykmu, RO CbOMEEmMHUMe
oBocobenu no3uyUY, pecn. NOOROIUYUU He ca MeOUYUHCKY u3ens, no cmucwaa wa SMH, mo yuacmuuxvm npedcmags
yoocmosepenue om BPOUIBOOUMENS, O KOEmOo 04 € GUOHO, Ye COUUAM € Onpederun CbOmeemnume npooyKkmy, He
KAMO MeOUWUHCKY U30eAUs, @ KQAMO PEIePSHU Yacmu Ulu Kamo Opyau RpoOyKmu. /npedcmaes ce 6 OPUZUNAA U 6
opuzunan na oguyuarnus npeeod na Gvazapexu esux/. 3abenescka: na doxymenmume no m.10.4. ciedsa oa ce
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ombenexcu u Homepa na obocobenama ROZULUA/NOONOIURUA, KOIMO 00 CHOMEECMEN HA HoMepa Ha 0bocobenama
nosuyun/noonosuyun om Texuuueckama creyuurauyus, 30 KOAMo ce OmMHACA U 3a KOUMO Y4ACMHUKDBITN
oghepupa.*
Ha ocHoBanme 4. 68, an. 9 BLB BpB3ka ¢ 41, 68, an. 8 or 30I(ot™.), yuacTHuksT ,,HATEp BHsuec 917

EOOJ cnensa na mpexcTasu clieJHATE JOKYMEHTH:

7.1.,./loxazamencmeo 3a cvomeemcmaue Ha MeQuyuHeKY uzdeaus ¢ Hanecerna ,, CE” MAPKUPOSKA /OMHGCA Ce CaAMO
00 MeduyurcKUme U30emus, m.e. koemo e npuroxcumo/: 10.4.1. Baudna OeKAAPAYUR 30 COOMBEMCIMEBUE C HAHECENd
»CE” maprupoerxa usdadena om npouseodumenn wiu yrvanomouten npeocmasumen (un.l4, ar2 om 3axona 3a
MeQUYUHCKUME UOCAUS) 30 6CAKO MEOUYUNCKO usdenue/1aboOpamopen KOHCYMAmue, npedioxceno om VHACHMHUKA
/3G6epenn om YHACHUKA KONUe Ha OPUSUHANA U JABEPEHO OM YHACMHUKA KONYe oMt ouyuanius npesod na Gvazapexu
esur/unu.; 10.4.2. Banuden cepmuchuxam 3a ,,CE” MapKa, uz0aden om HOMUPUYUPaN op2amn 3a 6CuvKy MEOUYUHCKY
U30eaUR, 30 KOUMO Ce UUCKea cwvel. wi. 18 om 3axona 3a meduyunckume usdenus u Hapedbume 3a cowyecmsenume
USMEHEHUR 3G OYEUAGOHE HA CLOMEEMCMBULMO CbC COUECBENUME USUCKEAHUS HA MEOUYUHCKUME U3OETs 1O Ui, 2,
an.d, m.1 um.3 om 3axona 3a meduyuncrime wzdenus /3a8epeHo om ywacmuuka Konue nHa OPUZURATG U 308EPEHO O
YHacmruka Konue om oguyuannus npecod na 6vazapexu esus/unu.; 10.4.3. B CAyuali, ve npedrazanume npooyKmu, no
cvomeemuume obocobenu no3uyuY, pecn. HOORO3UYUU He €A MeOUYUHCKY U30eNUS, N0 CMUCHAQ Ha 3MH, mo
yuacmuukem npedcmasa yodocmosepenue om npoussooumens, om xoemo oa e 8UOHO, ue Couuam e onpedesun
COOMEEMHUME RPOOYKIMU, HE KAMO MEeOUYUHCKU USOSHUs, d Kamo pesepenu vacmu unu xamo opyzu npodyKmu.
/npedcmass ce 8 OPUZUHAR U 6 OPUSUHAN HQ ouyuannua npesod na Gvrzapcru esux/. 3abenecka: na QOKyMeHmuUme
no m.10.4. credea da ce ombenexcu u Homepa na obocobenama ROSUHUA/ROONOIUY YA, KOUMO 04 CbOmMEecmsa Ha
Homepa Ha obocobenama nozuyus/nodnozuyus om Texwuvecxama Creyudurayus, 3a KOAMO ce OMHACT U 30 KOUMO
YHACMHUKLM 0phepupa. * Coanacho usUCKeanUAmMa Ha obAsnexuemo, pazoen II12.3 ,, Texnuvecku evamooicnocmu”, 1.
10.4. 3a moamosuumu 10.3. u 10.5. ot Texuuueckara CreLHpUKANHA.

8. 3a ywacrnurk Ne 8: | Jduamen” OO no oGocoGenn mozumun NeNe 9, 11, 12 u 17 or Texmmueckata

cneunpuranua

Ot Hanpakenata NpoBepKka KOMHCHATA KOHCTAaTupa CIISHUTE JIMNCH HTH HECROTBETCTRHS ¢ KPHTEPHUTE 32 MORGOp
MY HECBOTBETCTBHA ¢ M3HCKBAHHATA HA BE3ITOMKHTEIIS:

Ilpu cBosiTa paGoTa, KOMHCHATA KOHCTATHPA, ue 32 060cobeHa nosuuus Ne 9 or Texuuueckara cnenuduxanms e
[IPEACTABCHA AEKIapaiys OT NPOM3BOAMTENS Ha O(PEPUPAHUTE MIPOLYKTH, Ye O(epHpaHHsT apTHKYJI IO TOATIOZMLIKS
9.6. oT Texuuueckara creLHUKALMA € STUHCTEEHO 32 H3CTETBAHHS — MCIHUHHCKH Ypell 33 HH-BHTPO JHAHOCTHKA
ChIvIacHO JIUPeKTHBa 32 HHBUTPO JHarHocTHEa 98/79/EC M ¢ orfel Ha KOeTo To3u npoaykr He Hocu CE Mapkuposka
H He c¢ u3nckBa Jlexknapauus 3a ¢hoTBeTcTBHE. [locoyeHusT AOKYMEHT € NIPEICTABEH B KOMHE ,,BApHO ¢ opuruaana‘
Ha aHFMIACKY ¢3HK H komue ,,BapHo ¢ opuruHata® ua mpeBoa Ha Ohirapcky esuk. KomucusTa obave Ha crexpamo
MACTO KOHCTATHPa M BIISIZJIOTO B CHJIA YCIIOBHE HA TPHIKHATA JOKYMEHTAIMA, 8 MMCHHO — obssnenne, pazgen I11.2.3
» |&XHHYECKH BBE3SMOKHOCTH”, T. 10.4, 1 JloxymeHTaupsTa 3a yuacrie, pazaen III. , Iloaroroeka Ha ogeprara”, [Inuk
Nel ,,Joxymentu 3a nogbop”, 1.10.4.3. — B CAYNQU, e npediazanuine npooyKmu, no Ceomsemnume o6ocobeni
ROSUYUL, PECR. NOOMOIUWHL He CA MEeOUWUHCKY USOeNuR, HO CMUCHIA Ha 3MH, mo ywacmnuxem npedcmass
yoocmoseperue om npoussodumens, om koemo 0d e 6uoHo, ue COIYUAN € ONPeden CoOMEEmHUMe NPOOYKMU, He
KMo MeOUYUHCKY U30eAs,  KAMoO De3epany Yacmu uri Kamo opyeu npodykmu. /npedcimassn ce a OPUSUHAL U 8
OpU2UHAL HQ OPUYUARTUA NPe6o) na Gvaeapeku esur/, C OIIe Ha UIOKCHOTO MOMOILHUAT OpraH Ha Branoxwurens
TIpHeMd, 4€ HE ¢ H3MBJIHEHO W3HCKBAHETO Ha obapnenuero, pasgen 111.2.3 , Texuuyeckw BBE3MOKHOCTH”, T. 10.4. 1
HoxymenTauusra 3a yuacrue, pasaen II1. , [TonroToeka Ha oeprata”, [lnuk Nel ,,JlokymenTH 3a noxadop”, 1.10.4.3. -
wHoxazamencmeo 3a cvomeemcmeue na meduyuncru wIdeRuR C nanecena ,, CE” mapruposxa /omuacs ce camo 0o
MeOUYUHCKUME UI0eRUs], m.e. KbOEmOo e npunosicumo/: 10.4.1. Banuoua OeKAAPAYUA 30 CHLOMBEMICIBUE ¢ HAHECEHA
»CE” mapruposka uzdadena om npouzeodumens wiu yrvaHomouen npeocmasumen (unl4, ar2 om 3arxona za
MEOUYUHCKUME U30ENUR) 30 GCAKO MEOUYUHCKO uzdenue/nabopamopen Koncymamus, RPEONONICEHO OM VYACHUKA
/3a6€peno om yNaACmHUKa KonUe Ha OpUSUNand U 3ABEPEHO OM YUACHIHUKA KONUE 01N OPUYUATHUA NPe6Od HA BbAAPCKY
esux/unu.; 10.4.2. Banuden cepmughuxam sa ,,CE” Mapra, uz0aoen Om HOMUPUYUPAK OP2aH 34 GCUYKY Meuyurcku
U30ETUA, 30 KOUIMO ce uzuckea cvan. un, 18 om 3arkona 3a meduyunckume usdenus u Hapedbume sa cvugecmeenume
USMEHEHUA 30 OYCHABAHE HA CLOMBEMCIMEUEMO CbC CHUYECBEHUME UIUCKBAHUL HA meduyurckume uzdeaus no a2,
arn.l, m.1 u m.3 om 3axona 3a meduyunckume uzdenus /308EPEHO OM YHACMHUKA KORUE HA OPUZURAAA U 3a6EpPEN0 oM
Yuacmuuxa konue om oguyuannus npesod xa Gvazapexy esuc/uns.: 10.4.3. B cayuat, ve npednazanume npodykmuy, no
cvomsemHume obocobenu nosuyuu, pecn. ROONOUYUY He Ca MEOUYUHCKY USOCNUS, NO CMUCHAA HQ 3MH, mo
VUACHUKBIN Hpedcmacs yoocmoseperue om npou3cooUmens, om xoemo 0a e eudHo, ye CHUUAmM € onpedeaun
CHLOMEEMHUME BPOOYKMU, He KAMO MeOUUHCKY WI0enus, a Kamo Pesepsnu acmu uny kamo Opyzu npodyxmu.
/Rpedcmags ce 8 OPUZUNAN U 6 OPUSUHAN HA oQuyuanuus npeeod na bvazapcxku ez,

Ha cienpamio Macto npu ceosta pabora koMucusTa KOHCTaTHpa, 4¢ € npeAcTaseHa Jernapauus OT NpOM3BOIUTENS
Ha oepupaHuTe NPOAYKTH 0 060cobena mosunmsa Ne 9 ot TexHudeckaTa creunduKanus, ¢ KoaTo ce MOTEbPKIAEA,
4e o(epHpaHKTe MPONYKTH OT CTpaHa Ha Y1aCTHHKA ¢4 OPHIHHATTHH H CBBMECTHMH ChC cHeTemuTe BD BACTEMC
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9050. IMocoueHusT NOKYMEHT e NMPeaCTaBeH B KONKE ,,BAPHO ¢ opHruHaia®™ Ha AHIIHICKY e2HK u OPHIrHHAJ HA TIPEBOJ
Ha OBirapcku esuk. KomucuaTa ofade Ha caeiBamwio Macto KOHCTATHPA M BJIA3NMOTO B CHJIA YCIOBHE HA TPBXKHATA
AOKYMEHTALWs, 2 HIMCHHO — 06sBrienue, pazgen I11.2.3 | Texuuuecky BB3MOKHOCTH, T. 10.6. W JlokymeHTaumsTa 3a
y4acthe, pasmen IIl. ,TlogroroBka ma odeprara”, Tlnux Nel »OKyMenTH 3a mogpbop”, T.10.6. — Wexnaparyus
/opucunan/ om npouzeodumens, ve oghepupanume om yvacmuura npodykmu ca OPUHHATY 30 COOMBEMHUME ARAPANIY
(kvOemo e npunoxcumo). Yoocmosepssa ce ¢ OOKYMEHI O RPOU3BOOUMENA Ha anapamypama. Joxymenmem credeq
0a 6v0e npedcmasen 6 OPUSUHAR UTU KaMO HOMAPUATHO 3A6EPEHY KONUA HA OPUZURANT U 6 IPesod Ha GbA2apeKu esux. B
cayyai, ve ogepupanume npodykmu ne ca OpucURanY, YHACHIHUKLM npedcmass Oexiapayus /opuzunan/ om
HpOU36OOUMERA, Ye Opepupanume om Hezo HPOOYKMU 3G CHOMEemHume arapamit ca CbeMeCHmUMY ¢ NOCOYEHUS 6
Texnuueckama cneyudurayus anapam. Creemecmumocmma ce yoocmosepasa ¢ RUCMO-OerIapayus wiu exeusanenm
OM NPOUICOOUMEIS HA ANAPATYPAMA WIK O HPOUIEOOUMENs HA Ppeaxmusume/xoncymamusume. JJoxymenmvm caedsa
Oa Gmde npedcmasen 6 OPUZUHAT UAY 6 3ABEPERO OM YUACIHHUKA KONUE HA OPUZUHARA U 6 NPEEod Ha Byazapcku esux
(kvdemo e npunoxcumoy). “ C oriel Ha U3NOKCHOTO NOMOIIHMAT OpraH Ha Beanoxurens npuema, ue He e uambiueHo
M3UCKBAHETO Ha obaBneHuero, pazaen 111.2.3 | TexHudgeckw BB3MOIKHOCTH”, T. 10.6. n JlokyMeHTauusaTa 32 y4acTHe,
pazzaen L. . IToaroroeka Ha odeprarta”, [ Inux Nel »[1OKYMeHTH 3a oaGop”, 1.10.6. 1 npencTapenusT JOKYMEHT ¢liefpa
nta Oblie M3HCKAH CBIIIACHO BIS3IIOTO B CHIA YCIOBHE Ha TPBKHATA ROKYMEHTAUMA U 00ABISHHETO 3a 06LIEeCTBEHATA
HOPbYKA.

Ha enenpamio mMscto npu ceosta pabora komucusTa KOHCTATHpa, 4e € npejicraBeHa Jexnapanus oT opeH3BoauTe)Is
Ha 0(epUpaHHTe HPOAYKTH 10 060coGena nosuuus Ne 11 or Texuuueckara cieunukanys, ¢ KosTo ce NOTBBPKAARA,
Y€ O(EPHPAHHUTE IPOXYKTH OT CTPaHA HA yYacTHHKA ca OPHI'HHATHH H CBEMCECTHMH CEC cHeTemure BD BACTEMC
9050. TlocoueHusT AOKYMEHT € Tpe/icTaBeH B KOIHe »-BAPHO C OpHrUHANA® Ha aHTIMiiCKY e3KK 1 OPHTHHAJI Ha TIpeRo.
Ha Obiarapeku esuk. Komucwara ofade na cnepaimo mscto KOHCTAaTHpa W BJLA3NIOTO B CHIA YCJIOBHE HA TPBKHATA
AOKYMEHTAUMS, @ HMEHHO — o00saBneHue, pasen 111.2.3 |, Texumuccku EB3MOXKHOCTH, T. 10.6. u JokyMeHTarusTa 33
ydactne, pasgen III. ,Ilogrotoka na odeprara”, Tlnuk Nel »HOKYMEHTH 3a noadop”, T.10.6. — wHernapayis
/opuzunan/ om npoussodumens, we oepupanume om YHACMHUKA RPOOYKMU CA OPUZUHANY 30 CHLOMBENHUINEG anapamu
(xvdemo e npunosicumo). Ydocmosepaea ce ¢ OOKYMENM OM BPOUIBOOUMENs 1A anapamypama, Joxymenmem credea
0a bvoe npedcmasen & opuuHan unY Kamo HOMAPUANHO 3a8ePeny KONUL HA OPUSUHANA U 8 HPeaod Ha bvazapexu esux. B
cayual, ue ogepupanume npodykmu me ca OPUZUHATY, yMaCMHUKM npedcmacn Odexiapayus /opueunar/ om
Hpouzeooumens, we ogepupanume om mezo HPOOYKIMU 30 CLOMBEMHIUME ANAPAMY CA CHEMECTTUMU ¢ HOCOYEHS G
Texnuneckama cneyuguxayus anapam. Cremecmumocmma ce YOOCMOBEpasa ¢ NUCMO-0eKNaPAYUS UNU eXEUSANeHM
OmM HPOU3EOOUMENS HA ANAPAMYPAMA WU O HPOUIEOOUMETR, HA peaxmugume/xoncymamusume. [Joxymenmvm credea
0a 6v0e npedcmagen 6 OPUZUHAT UAL & 3ACEPEHO OM YUACMHUKA KONUE Ha OPUZUHANA U 6 NPEGeO Ha bvaeapcku ezux
(kvoemo e npuoscumo). * C ornes Ha UINOKEHOTO NOMOLUHUAT OpraH Ha Beanoskurens npuema, ue He € H3ThIHEHO
H3UCKBAHETO Ha 00saB1eHuero, pasnen 111.2.3. | TexHuuecku EB3MOMKHOCTH”, T. 10.6. u JlokymMeHTarmaTa 32 yuacTHe,
paszen [II. , ,IlonroToska Ha ogeprara®, [Lnuk Nel »-JJOKyMenTH 32 noadop”, 1.10.6. u NMPEACTABCHUAT JOKYMEHT CJICNEA
Aa Ohlie H3HCKAH CHIJIACHO BIA3NOTO B CHIIA YCIOBHE HA TPBKHATA TOKYMEHTAUHA H OOsBIEHHETO 34 OBIIECTREHATA
IIOPBYKA.

Ipu ceosta paGota, koMucusTa KOHCTATHpa, ¥¢ 3a 00ocobena nosnuus Ne 12 “ITuckose 3a OIPCIENAHE HA
MUKPOOHE 4yBCTBHTENHOCT C arapat Sensi-disk dispenser /3aTBopena cHcTeMa/ othepTa 32 winara o6ocobena nosunua”
oT TexHuueckara cieuHUKALMT IMIICBa HMexnapanus /opuruuan/ ot NIPOU3BOUTENA, Y¢ OhepHpPaHUTe OT YUaCTHHKA
TIPOAYKTH Ca OPMIMHAIN 2a CLOTBETHHTE amapartd. I1ocoueHoTO IIPOTHBOpPEYH HA BNA3NOTO B CHJA YCNOBHME Ha
TPBAHAT NOKYMEHTalMd, a UMEHHO — ofbsBnenue, pasmen II1.2.3 , Texumuyecku BE3MOXKEOCTH”, T. 10.6. m
JloxyMenTaimaTa 3a yuactue, pasaen III, , Iloarotosxa Ha odeprara”, ITnik Nel , JlokymeHTH 3a noadop”, 1.10.6. —
Hexnapayus /opueunan/ om npeussodumens, ve ohepupanume om yuacmuuxa HpOOYKmMU ca opucunany 3q
CLOMGEMHUME  anapamu  (Ke0emo e HpURoHCUMO). Yoocmosepsasa ce ¢ doxymenm om npouzscoumens Ha
anapamypama. JJokymenmem credséa 0a 6vde npedcmasen & OPUSUHAR WAY KAIMO HOMAPUATHO 306€PEHU KONUS HA
OpUZUNORA U 6 Npesod Ha Gureapcku esux.B cayuad, ve ogepupanume npodyxmu He ca opuzunany, VHACHHUKB L
npedcmaea dexnapayus /opuzunan/ om npoussodumens, ve ogepupanume om Hezo BPOOYKMU 30 CbOMBemHUmE
aRapami ca cveMecmumu ¢ nocovenus ¢ Texnuyecxama cneyupuxayus anapam. CbeMecmumocmma ce yoocmoeepasa
¢ RUCMO-OCKNGPAYUS UAH eKGUSAAEHM Om APOUBBOOUNENR HA anapamypamd uay om npouzgooumens Ha
peaxmugume/xoncymamugume. Joxymenmom credea da 6wde NPeOCmasen 6 OPUZUHAA WK 6 3a6eEPENO OM YYACTHUK
Konue na opuzunand u 6 npeeoo na bvaapcru esux (Kvoemo e npurodcumo). * C oren Ha M3I0KEHOTO NOMOTIHHST
Oprad Ha Boanoskurens npHema, ue He e M3TBIHEHO W3MCKBAHCTO Ha obsBneHHero, pasuen [11.2.3. +» L €XHHYECKH
BB3MOKHOCTH, T. 10.6. u [loxymeHTanmsra 3a ydacrue, pasmen IIl. ,TloaroTorka Ha odeprara”, Ilmmk Nel
»/ 10KYMEHTH 3a oabop”, T.10.6. u crnensa UHTHPAHHAT AOKYMEHT 14 OBl M3UCKBAL.

Crio Taka npu ceoATa paGora NOMOIMHUST opraH Ha Branosxurens ycraHoBy, de no 060coGena nosuuus Ne 17 ot
TexmuueckaTa ceundukaums He e mpejcTaBeHo OTOPH3ALHOHHO IIHCMO CBIVIACHO H3MCKBAHETO Ha OOMBIEHHETO,
paspen I11.2.3 ,, TexHudecku BB3MOKHOCTH”, T.10.5. ,,Omopuzayuonno nucmo (opuzuncr uny HOMApuano 3asepeno
Konue) om upmama npouseodumen, wzdadeno Ha wmemo HA  YYQCMEUKG, YOOCMOGepasawjo npasa 3a
RpeOCmasumencmeo u mupzosus Ha mepumopuama na yarama cmpana. Kozamo e na uysed esux da 6voe npedcmasgeno



u 6 Apecod na Evazapceku esux. Cpoxsm HA BARUOHOCH HA OMOPUAYUOHHONO HUCMO, cnedeq Oa bvoe Wil He No-KPambK
18 meceya om damama Ha ROOABAHE KA OHEPMAMA WU He NO-KPAMBK O CPOKA KA deticmeue Ha 002060pd, 30 YUEMO
CRTIOYEAHE Ce KaHOUOUMCMEa. Yuacmuuxsm Mooce 0a npedCcmasu RbAHOMOUHO, KAKMo om npouzsooumenume, maxa
1 OM YHBTHOMOWEHUME HPeOCMasUment A Gupmume npouzsodumeny. B cayuail, ue y4acmHuKom e npeynviHoOMOujen
OM YHBAHOMOWEH NPeOCTAGUMEN Ha Pupmama npouseodumen, mo moii credsa 0a npeoCmagy QOKYMeHm oM Kotimo e
BUOHO, Ye YHLIHOMOWUMENAM € YHbAHOMOWEH npedcmasumen na Qupmama npouseodumen”. IIpencTaBeHoTo
OTOPH3AIMOHHO HCMO OT (uUpMara MPOU3BOAKTEN EJIMTex Pasnpoctparenyie, OpaHiys 3a MOCOYCHATa MO-TOpe
obocofeHa mosuuus oT TexHddyeckaTa crelpHKalmd e ¢ oduuHaied TPeBOJ Ha OBArapcky e€3MK, a CamoTo
OTOPH3ALMOHHEO TMCMO € B Konye ,,.BApHO ¢ opurunata®, [TpeAcTaBCHUAT JOKYMEHT cnenisa Ja Gbe H3UCKaH ChITIACHO
BIIS3I0TO B CHJIA YC/IOBHE Ha TPBKHATA JOKyMCHTalMA ¥ 0fABIEHHETO 32 obUleCTBeHATA OPBYKa.

Ha ocHopanue 4. 68, a1. 9 BB BpB3KA ¢ WL 68, a1. 8 o1 30I1(oT™.), YHACTHHKBT wAunamen” OO[ cneasa
12 MPEACTABH CIASIHHTE A0OKYMEHTH!:

8.1. Y10CTOBEpeHHE OT MPOM3BOAMTENS, OT KOCTO /1a & BUAHO, Ye CHUIMAT € ONPES/MI CHOTRETHHTE MPOAYKTH,
He KaTO MeTHLHHCKH W3JIeT s, 4 KATO PE3EPBHU YACTH WIH KaTO APYTH NPOAYKTH. /mpencTass ¢e B OPUIHHAI
¥ B OPHTHHAL Ha OQHLMATHAA TPEBos HA GRITapcKu eauk/. Cnegsa na 6Bae npeactaBeHo 3a odepupatns
apTHKy)l To noanosuipa 9.6, or TexHuueckata crenudMKals CHIIACHO W3ACKBAHETO Ha OOABICHHETO,
pasmen [11.2.3 ,, Texuuyecku sB3mMoskHocTi”, T. 10.4. u JokymenTtanuara 3a yaactue, paspen I1L , Iloaroroska
a oeprata”, [Lmnx Nel , JlokymeHTH 3a oaGop”, T.10.4.3.

8.2. HNexnapauus /opuruHan/ OT TMPOH3BOJMTCIIA, ve OQepUPAHHTE OT Y4aCTHHKA NPOLYKTH €2 OpPMTHHAIM 32
CHLOTBETHHTE AMapaTd (KBOETO € TPWIKHMO). Y/IOCTOBepABA C€ C AOKYMEHT OT MNPOM3BOIUTENL Ha
amapatypara. JlokyMeHTST ciieiea a Gble npefcTapen B OPUTHHAL WM KATO HOTAPWAJIHO 3aBEPEHI KOIMA
HAa OpMIMHANA W B [IPEBON _HA OLITApCKW €3WK CLITIACHO H3HCKBAHETO HA obapnenvero, paznen H1.2.3
Texnaueckd BBIMOKHOCTH, T. 10.6. U JIOKYMEHTauMATa 32 _YYACTHC. Pasiagi III. .IloaroToBka Ha
obeprata”, Iluk Nel .. JlokymenTd 3a non6op”, 7.10.6. OTHocHMO 33 OhepHPAHKTE MPOIYKTH N0 06ocobenn
nozuimd Ne 9 1 11 ot Texundeckarta crielldQHKATIAA,

8.3. Jlewnapanusa /opuryHan/ oT MPOM3BOAWTENA, Ye OQEepHpaHHTE OT y4acTHHKA NPOIYKTH Ca OpArMHAIA 3a
CHOTBETHHTC amapaTd (KBAETO € TPWIOKMMO). YIOcTOBEpfABa C€ C JOKYMEHT OT MpPOH3BOJUTEN HA
amapaTypara. JJOKyMeHTET cieisa fa 6bjie NpeacTaBeH B OPUrMHAN MM KaTO HOTAPHATHO 3aBEPEHH KOTIHS
HA OpHTHMHANA M B OpeBoll Ha ObIrapckH e3wk.B ciyuail, we othepupaHuTe MPOJYKTH HE Ca OPUrHHANH,
YYACTHWKBT MPeACTaBs ASKTApalis /OPUIHHAL OT NPOUIBOIMTEIIA, e othepupaHuTe OT HEro MPOAYKTH 32
CHOTBETHMTC AarapaTH ca CBbBMECTMMH ¢ [ocodeHda B TexHudeckaTa cneudduKalMa  anapar.
CHBMECTHMOCTTA CC YIOCTOREPSBA ¢ TTHCMO-AEKIAPALIMS WIH SKBHBAJICHT OT NPOM3BOAMTEIIA Ha anapaTypaTa
VISTH OT IIPOM3BOJMTEN HA PEAKTHBHTE/KOHCYMaTHUBHTE. JIOKYMEHTBT CleBa 12 ObIe NpeICTABCH B OPHTHHAIL
HTH B 3aBEPEHO OT YYaCTHHKA KOMHE HA OpPHIMHATA W B NPEBOI Ha GBIArapcKH €3uK (KBAETO € MPHIOKHIMO)
CBIA4CHO W3MCKBAHETO Ha obsmieHuero, pasgen I1.2.3 , TexHuuyeckM BB3MOKHOCTH, T. 106, mn
TokyMmenTauusTa 3a yuactae, pazgen I1L ,Iloarotoeka Ha odeprara”, Ilauk Nel ,,JTokymeHTH 3a nioabop”,
1.10.6. OTHOCHMO 3a odepupaHHTe MPOAYKTH N0 0GocobeHa nosuumsa Ne 12 o1 Texnudeckara cretrdUKaLHa.

8.4. OTOpPH3aIHOHHO MHCMO (OPHTHHAN HITH HOTAPHANHO 3aBePEeHO KOMHe) OT ¢dbupmMaTa IpOU3BOANTEN, H3MAIEHO
Ha HMETO Ha YIACTHHKA, YAOCTOBEPABALIO NPABa 3a MPEJCTABUTE/ICTBO U THProB1A Ha TCPHTOPHATA HA LATIATA
cTpana 3a o6ocobena mosuumsa Ne 17 ,,TecToBe 3a HAeHTU(UKAIIMSA HA NATOICHHHM MUKPOOPTaHH3MA /odepTa
3a r1aTa 06ocobena nosuums/”. CpoKsT Ha BAMAHOCT HA OTOPH3ALHOHHOTO MUCMO, CJ1e/iBa A2 ObAe MK HE
no-KpaThK 18 Meceua OT JaTaTa Ha IOJaBaHe Ha OGepTara WM HE NMO-KPaTkK OT CPoKa Ha neicTEre Ha
JIOTOBOpA, 33 UHETO CKIIIOYBAHE CE KAHTHMAATCTBA CHINACHO H3HCKBAHETO Ha obapnenuero, paznen I[I1.2.3
. Texunaecku e3MoxHOCTH, T.10.5.

9. 3a yuacrauxk Ne 9: ,Eaut Menuxan® OO0/ no oGocobenn nozmumu NeNed w 31 or Texuuueckara
cnennpHKALHH
TIpu u3BBpLUIEHATA IPOBEPKA 33 HANMYHMETO W PEJIOBHOCTTA Ha IOKYMEHTHTE, ChiTbPXKallu ce B Thmuk Ne 1 we 61xa
KOHCTATHPAHH JIHIICA HA JOKYMCHTH H/HIIH HECHOTBETCTBHE C KPHTEPHHTE 32 noaGop Ha BH3NTOKHUTENS, W/WIH Apyra
HEPEOBHOCT, BKIIOUMTENHO (axTHuecka rpewka. [lopagm MocoueHOTO KOMMCHATA [OMYCKa Y4acTHHKA [0
pA3IJIeX/TAHETO HA JOKYMEHTHTE B ILTHK Ne 2 OT odepraTa My.

10. 3a yuactuux Ne 10: ,MEJUIIUHCKA TEXHHKA HHKEHEPHHOT* OO/ no oGocofenn MO3HUMH
NeNe 1,2, 5,8,27,28,29,43, 51, 52, 61, 62 u 63 or Texnuveckara creuupuKanus

OT HanpaBeHaTa NPOBEPKA KOMHCHATA KOHCTATHPA CEHUTE JIUIICH WITH HECHOTBETCTEHS ¢ KPHTEPHUTE 3a noabop
HMJIH HECHOTBETCTBHA C H3MCKBAHHATA HA BB3JICIKHTCIIA:

3a 060cobena rosuma Ne 1, Xemamonozuunu ananusamopu /3-JJH®/ Medonic /sameopena cucmema/ /ogpepma 3a
yanama obocobena nozuyus/* ot TexHuueckara creuMdHKaUMi DOAUOMIEA 1.7. B ,CIOHCEK Ha TPHITMKHMHTE
noxkyMentH — Obpaser-H, nons/iueH mzdepnareniHo ¢bOGpasHO MOCOUEHHTE KOJIOHM 32 BCAKA MO3ULMA, 33 KOWTO
YYaCTHUKET odepHpa‘ ¢ mocotueHo B rpada ,Jokymenty no 1.9.4. or Itk Ne 1 - Buj HA ROKYMEHTa U Ne Ha cTpanHLa

f



oT otheprara, KbAETO € NPUTOKEH 3a moxmozumua 1.7, ¢ MIOCOYCHO, Y€ MOCOYEHOTO H3MCKBAHE ,,HE € TPUIIOMHUMO™,
[Tpn m3pBpIIEHATA IPOBEPKA KOMHCHATA KOHCTaTHpa, Y€ JMNCBa NIPeACTaBeH NOKYMEHT. [10coueHOTO 0BCTOSTENCTRO
MPOTHBOPEYH Ha Ha oOspnenmero, pasmen II1.2.3 |, Texmuuecku BB3IMOXKHOCTH”, T. 10.4. , Joxazamencmso 3q
CHOmeemcmeue nd MeQuyuHcKky uzdeaus ¢ nanecena ,,CE” MAPRUPOBKA /OMRACH Ce camo 00 Meduyunckume uzdenus,
m.e. kedemo e npunoxcumo/: 10.4.1. Baruona Oexnapayus 3a cbomeemcmeue ¢ Harecena ,, CE” MAPKUPOSKa uzdadena
oM HPOU3BOOUMENA UNU YNBAHOMOWEN NPEOCAsUmen (unl4, an.2 om 3axona 30 meduyuncrkume u30enus) 3a gcaxo
Meduyuncko usdenue/rabopamopen KoHcymamus, HPEQRONCERO OM YUACHNUKA /3a6ePeHo om YuacmHuka xonue Ha
OpUSUHANA U 3QGEPEHO OM YUACMHUKA KOWNUE Om OPUUYUGIHUL NPeeod Ha bwacaperu esux/umu.; 10.4.2. Banuden
cepmuuicam sa ,, CE” mapra, usdaden om HOTRUDUYUPAH OP2a 3 BCUNKU MEOUYUHCKY UZOETUSL, 30 KOUMO Ce UIUCKGA
cwei i 18 om 3axona za meduyuncrume wzdenus u Hapeobume 3a cviyecmsenume wsmenenua 3a OYeHABaHE HA
COOMEEMCIMEUEMO CoC COUECTNGEHUME USUCKEANUS NG MeOuyuNCKume u3denus no wa.2, an.] » m.d um.3 om 3axona sa
MEOUYUHCKUME US0ENUS /30BEPEHO Om ywacmuuxa xonue wa OPUZUHARG U 306EPEHO OM VYHOACMHUKG KORUE Om
ouyuanrnus npesod na bvacapcku esux/wnt.; 10.4.3. B CAYNGH, de npednazanume HpOOYKmMU, HO ChomeemHime
ofocobenu nozunuu, pecn. ROOROINUUN He ca_MeQUUHHCKY uzdeaus, no cmucvaa na IMH, mo VHACHIHUKDIN
npedcmasn yoocmoeepeHue om npou3eodumens, om Koemo 0a e BUOHO, He CHULUAM & OHPEVenIL ChORBEMIUNE
RPOOYKIMY, He KAMO MeOUWUHCKY U30eTUS, @ KAMO Pe3ePeni YaChil Wikl Kamo opyzu npodyxmu. /npedcmagn ce g
ODUZHHAR U 8 OPUZUNAT HA OPUULATHUR NPesod Ha Dvazapeku ezur/ Saberexcra: Ha Soxymenmume no m.10.4.
credsa da ce ombenesicu u Homepa na obocobenama nO3UNUS/NOONO3UYUA, KOLiMo O cvomeecmsa Ha HoMepa Ha
obocobenama nosuyus/nodnozuyun om Texnuueckama CReYUPUKAYUA, 3G KOAMO Ce OMHACA U 3G KOUMO YVHACHHUK b
ohepupa.

3a obocobena mosnuus Ne 2 | Xemamonozuuru ananusamopy /3-JHD/ Quintus /sameopena cucmema/ ‘oghepma 3a
winama obocobena nozuyus/ or Texuuueckara cnenu@ukanig noanosunya 2.7, 8 ,,Cnuchk Ha MOPILIOKAMHTE
AokymeHTH — Obpasen-H, momeanen uzdepnarento ChOOPA3HO MOCOUCHATE KONOHH 32 BCAKA MO3HUKSA, 32 KOWTO
YHaCTHHKBT ohepupa® e mocoueHo & rpada ., JJokymentd no 1.9.4. ot Iliuk Ne | - BH] Ha IOKYMEHTa H Ne Ha cTpannua
OT oeprata, KBACTO € NPHIOKEH” 3a moano3unus 2.7, e MOCOYEHO, Ye MOCOYEHOTO W3UCKBAHE ,,HE € MPHITOKHMO™,
Ilpyn M3pBpIICHATA MPOBEPKA KOMUCUATA KOHCTATHDA, Y¢ JIMNCBA NPe/ICTaBeH NoKyMeHT. IlocoueHoTo 06CTOSTe1CTRO
TPOTHBOPEYH Ha Ha obaBmeHuero, pasmen I11.2.3 » [€XHHYeCkH BB3MOxkHOCTH”, T. 10.4. wHoxazamencmeo 3a
CBOMBEMCMEUE HA MEOUYUHCKY Udenaus ¢ Hanecena ,, CE” MAPKUPOSKA /OMHACH ce Camo D0 MeOUYUHCKUmME usdeius,
m.e. kKeoemo e npunoxcumo/: 10.4. 1. Banuona dexnapayus 3a cvomeemcmeue c navecena , CE " mapruposra uzdadena
Om RPOUSBOOUMENR WA YRVIHOMOWer npedcmasumen (vi.14, an.2 om 3axona sa MEQUWUHCKUMEe USOenUs) 34 8CAKO
MEOUYUNCKO usOenue/rabopamopen KoHcymamus, NPEONIOJICEHO O YHACMHUKA /3a6epeno om VHACHHUKG KOHUe Ha
OpUEUHATA U 3ABEPEHO OM YHACIMHUKA KONue Om OQUYUATHUA npeod Ha bvneapcru esux/unu.; 10.4.2, Banuden
cepmupuram 3a ,, CE” mapra, usdaden om HOMUGUYUDAK OP2aH 30 6CUUKY MEOUYUNCKHU U30eAUS, 30 KOUMO Ce UFUCKEQ
cwven. wa. 18 om 3axona za meduyuncrume uzdenus u Hapedbume 3a cviyecmsenume usmenenus sa OUCHABAHE Ha
CLOMMEEMCMEUENO CC CHUIECINBEHUME USUCKEAHUA HA MEOUWUHCKUME U30EqU NO Y. 2, anl, m1 um3 om 3axona sa
MeQUYUNCKUME UI0CAUA /306EPEHO OM YHACNUKA KONUe HQ OPUSUHARG U 3Q6EPEHD OM VHACMHUKA KOHUE Om
ouyuannus npegod na Gereapexu esux/unu.; 10.4.3. B cayuai, ve npediazanume RPoOYKnIL, RO ChbOMEEnHUNIE
000cobeny nosuuuy, pecn. noOnOIuLUU He ca MeduuuHcKY uzdeaun, no cmucvira na IMU, mo yuacmuurom
HpedCmasa_yOoCcmosepente om npoussodumens, om Koemo 0a e BUOHO, He CHU{UAM e ONPEede/I CHLomEemHIe
HPOOYKMI, HE KAMO MEQUUUICKY UIOeUA, A KAMO De3ePeHE 1acmu HIIH KAmMO 0pyzu npodykmu, /npedcmaes ce @
ODUZURQANT U 8 OPHZHRAN HA OQUUUANHUA HPedod HA HbiazapcKil e3uK/ Sabenexcra: na doxymenmume no m. 10.4,
credea O0a ce ombenexcu u nomepa wa obocobenama RO3UYUA/ROONOIUYUA, KOHMO Oa Chomeecmea Ha HoMepa na
obocobenama nozuyua/nodonosuyus om Texuuueckama CREYUPUKAYUA, 30 KORMO Ce OMHACA U 30 KOUMO VUACIHUK M
ohepupa. “

3a obocobena tosuuus Ne 27 “Xucmonozuuny uzcnedeanus /oghepma 3a yanama zpyna” v o6ocobena nosumpg Ne
28 , Peaxmueu 3a namomopdonozus /ogpepma 3a yanama zpyna/ ot TexHuueckata cnetudUKALHS TOMOIIHMST opraH
Ha Bpanoskurens KoHeTaTHpa, e He e MpencTaBeno OTOPH3ALMOHHO [IMCMO CBITIACHO M3HCKBAHETO Ha 0GABIEHHETO,
pazaen 1123 | Texauuecku BBIMOKHOCTH, T.10.5. ,,Omopusayuonno nucmo (opueunan uru nomapuanko 3a6epeHo
Konue) om Qupmama npouzsodumen, u30AOEHO HA uMemo Ha yuacmuuka, yoocmosepAsawo npaga 3a
npedCcmasumencmeo u MbPo6Us Ha mepumopunma Ha yanama cmpana. Kozamo e na wyoico esux da 6vde npedcmageno
u 8 npeeod Ha Guazapeku esux. CPoKvIm Ha 8aRUOHOCIN Ha OMOPUIAYUOHHOMO HUCMO, C1e08a 0a 6bOe LY He NO-KPaMbK
18 meceya om damama na nodasane na oghepmama unu ne no-xpamvx om CpoKa Ha Oeticmeue na 002080pa, 3a Yuemo
CKRHOYGARE Ce KAROUOAINCIMEA, YUacCmHuKsm Moxce oa HPeACMAsU NbAHOMOUHO, KAKIMO Om npouzgoouUmenume, maxa
U om ynoeIHOMOWeEHUME NpeoCmasument a QupMume npouseodument. B CAYNQT, Ye YHACHUKDIN € NPEYNbAHOMOUeH
0N YRLAROMOWeH NPEOCMasUmen Ha gupmama npouzeodumen, mo moii credsa da npedcmasu OoKyMeRm OM KoTimo e
BUOHO, Y€ YHLAHOMOWUMENIM e YROIHOMOWER npedcMasumen na Gupmama npoussodumen’. IIpencrasenoro
OTOPH3ATMOHHO THCMO OT (hripMaTa npomssoauTen BioGnost Litd. 3a mocouenuTe HO-rope 000cOOCHH MOZUUMH OT
Texuuueckara crienudukanms e npencraseno HOTaPHATHO 3aBCPEHO HA AHITHHCKY €3HK H HOTAPHAITHO 32BEPCH NPEBO
Ha Obnrapeks esdk. [Joco4eHOTo € ChrITacHo M3NCKBaHUsATa HA ODSIBIIEHHETO M IOKYMEHTAUMATA 33 YYACTHE, HO NATaTa
Ha H3/IaBaHC HA NPHIOXKEHWA HoKyMeHT e 21.01.2015r. kato ¢ mocoueno H3PHYHO, Y€ OTOPHU3ALMOHHOTC OUCMO €




Ha ocnosanue u. 68, a1. 9 BB BPB3Ka ¢ 1. 68, an. 8 or 30I(orm.), yuacTunknt »MEJHUIIHHCKA

MELMIMHCKUTE H3NENTHA, T.e. KBAeTO e TpHnoxuMo/: 10.4.1. Bamunua ACKIapalys 3a CHOTBETCTBHE ¢
Hanecena ,,CE” Mapkuposka H3/laneHa oOr IPou3BOAMTENS Wy YUBITHOMOILEH NpeaCTaBHTE (41.14, an.2 or
3axoHa 33 MeTUUMHCKUTE H3IEITHA) 32 BCAKO MeNMIMHCKO usacaue/naboparopen KOHCYMATHB, IpeyIomKeH
OT Y4aCTHHKA /3aBEPEHO OT YHACTHHKA KONHE HA OPHIHHANa 1 34BEPECHO OT YHACTHHKA KONHE OT obuHanHus

Ad ce otGenexn u HoMmepa Ha obocobenara MO3MUMA/TOAMO3HIHS, KoMTO na CLOTBECTBA Ha HOMEpa Ha
obocobenara MOMUUA/MOANO3NIMS oT TexHuyeckara CHCLMBHKAMA, 32 KOATO ce oTHacy H 33 KOHTO
YHaCTHUKBT odepupa.” cpracuo H3WCKBAHHATA  Ha O0iBneHHeTO, pasgen NI23 |, Texuuyeckn

10.2. Toxasatencrro 3a CBOTBCTCTBUE HA MEAMIMHCKY U3IEIHS ¢ HaHecena ,,CE” Mapkuposka /otHacs ce camo 1o
MEMUMIMHCKHTE M3ACIHA, T.e. Kbaero ¢ Tipuiosumo/: 10.4.1. Banugua ACKNAPAUHA 33 CHOTBETCTRHe c
HaHeceHa ,,CE” Mapkuposka H31a/leHa OT IPOUZBOAUTENS Wiy YIBIHOMOLIEH NMpPeACTABHTE (4w1.14, an.2 or
3axoma 3a MemMIMHCKITE M3IETHA) 33 BCAKO MeJMITHHCKO n3aenne/naboparopen KOHCYMaTUB, npeanoskeHo
OT YHACTHHKA /3aBEPEHO OT y9acTHUKa KOTHe Ha opurnHana v 3apepeno ot YHAaCTHUKa KOMKE OT o HLMaT s
TIPEBO Ha OBarapcku e3uK/nin.; 10.4.2, Banunen cepTudukar 3a ,,CE” Mapka, M3JafieH or HOTH()HIMpau

Pecl. IOANO3HUMU He ca MEAMUMHCKY M3nenus, no CMHCEIA Ha 3MHM, To YHACTHHKET mNpenctass
YROCTOBEpEHHe OT LpOM3BOAMTENA, OT KoeTo na e BHIIHO, 4€ CHLUMAT e ompeemm CLOTBETHUTE NpOAYKTH,
HE KaTo MCAHIMHCKH M3Tess, a kato PE3CPBHHU YacCTH UNH kaTo ApPYTH NPORYKTH. /MpencTans ce B OPMIHHA
1 B ODUTHHA Ha O(HLHATHIS NpeBoa Ha Obarapeku esu/. 3abemexka: na AOKymeHTHTe mo T1.10.4. crexpa

YHACTHHKBT oepupa.” chrmacuo H3UCKBaHHATA  Ha 00aBIeHHETO, paspen 123 | Texumuecky
BB3MOXKHOCTH”, T. 10.4. 33 nonnosuuua Ne 2.7, ot Texnuyeckara criewnpHKams,

10.3. Oropusanmonno muemo (opurunan uau HOTAPHAIHO 33aBepeHO Komue) ot upmaTa NIpoM3BOaMTEN, H3AANEHD
Ha UMETO Ha yuacTHuKa, YAOCTOBEPABALIO NpaBa 33 TPEACTABNTENCTBO H THPTOBKS Ha TEPUTOPHATA Ha INaTa
CTpaHa 32 06ocobena mosmims Ne 27 “Xucmonozuuny uscneosanus /ogepma 3q WArama epyna’” v 06ocobena
nosuuus Ne 28 | Peaxmusy s rnamomopponozus /oepma 3a yarama epyna/. CpokeT Ha BamMHOCT Ha
OTOPH3ALHOHHOTO IHCMO, Cllefiea 12 6vae wm ue To-KkpaTbk 18 Meceua ot natara ya nonasaHe Ha odeprara
WM He NO-KPAaTEK OT cpoka Ha JeiicTpie Ha IOTOBOpA, 3a YHETO ckurouRade ce KaHAMIATCTBA ChrNacHo
U3HCKBAHETO Ha obABIeHNMETO, Paznenlll.2.3 | Texunuecky BL3IMMKHOCTH, T,1().5.

ITpu u3enpuicHara TTPOBCPKA 33 HalMuuero p PeIOBHOCTTA Ha AOKYMEHTHTE, CBIBPNKAIIM ce B Iaak Ne 1 1o
obocobenn nosuikm NeNe 5. 8, 29, 43, 51, 52, 61, 62 u 63 or Texnuueckata cretiuduKanms ye Gaxa KOHCTaTHpaHu
JIHIICA HA TOKYMEHTH u/Wiy HECHOTRETCTRUE ¢ KpPHTIEPHHTE 3a noabop Ha BLAIONKHTENS, WU Apyra HepeaoBHoCT,
BKJTIOUHTCIHO -akTHuecka rpewka. [opanu nocowenoro KOMHCHATA Jomycka yuacTHuka 0 pasriexkganeTo ua
AMOKyMEHTHTE B rtHx No 2 no ofocobern nozuumn NeNe 5, 8, 29, 43,51,52,61,62 463 oT TexuuyeckaTa CneUHpHKag
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11. 3a yuyactuux Ne 11: »Puaakom” EOOJ no obocobenn nozuunn NeNe 14, 15, 16, 20, 23, 24, 25 or
Texnuueckara cnenuuranns

Ot Hanpasenata mpoBepka koMucHsTA KOHCTATHPA CIIEAHHTE JIUTICH HITH HEChOTBETCTRHS © Kputepunte 3a mogGop
HTH HECBOTBETCTRBHSA C H3NCKBAHHATA HA BH3I0KUTENN:

3a oGocobena nosmus No 14 1 20 ot Texnnueckara cnenuduKaiis He € NpeacTaBeHo OTOPH3AUHOHHO TIHCMO
CBIIACHO H3MCKBAHETO Ha OOSBIIEHHETO, pasnen ll1.2.3 | Texnuuecku BB3MOXKHOCTH”, T.10.5. »Omopuzayuonno nucmo
fopucunan wiu HOMApuario sagepeno xonue) om Gupmama BpOUsgooumen, uzdadeHo Ha umemo Ha yuacmuura,
Yoocmoesepasawo npasa sa RPeOCMACUMencImeo u mypeosus na MEpumopuama na yanama cmpana. Kozamo e na YYHCo
e3ux da 6wvde npedcmaseno u g npecoo Ha Hvizapcku esux. Cpoxvm na eanuonocm na OMOPUSAYUONHOMO NUCMO),
credea 0a Gvde wiu ne no-kpamvk 18 meceya om damama na nodasane na othepmama unu ne nO-KPAmeKx om cpoxa
na deticmeue na 002060pa, 3a wuemo cxmousane ce Kanoudamemea. Yuacmuuxvm ymoxce da BpedCmasu neHOMOUHO,

OpHMIMHana™ NpeBod Ha GBIrapcku e3MK, a CaMoTo OTOPH3ALHOHHO TTHCMO € B Kolike ,,BApHO ¢ OpHIHHaja“,

ITpu cpoata pabora, komucmsra KOHCTaTHpa, 4e 3a obocobena mosmums Ne 14 u 20 o Texunueckara
CICUHQHUKAINI € [IpeacTaBeHa ACKNApalMa 32 CBOTBETCTBHE ¢ HaHECeHa »CE” Mapkuposka, wusmanmena or
npoussoxurens HiMedia Laboratories Pvt, Ltd, Wanun (.14, an.2 ot 3akoua za MEIHUMHCKHTE H3JemHs) 3a
TNIOCOYCHH KOHKPETHH TPYNH MPOIYKTH — ACXHAPATHPARY KYITYPHU CPeln M N0BGaBKM; Gas 3a KieThunu KyNTYpH;
CHCTeMU 32 ONPE/IENAHE HA AHTHMHKPOGHA HYBCTBUTCIHOCT; GaKTepHONOTHYHH MHbepeHTHaTay CPCACTRA; KIACTBYHH
KyATYPH; MPORYKTH 32 MOJNEKYMIpHa GHOMTOrHs; CLMACMHONOIMYHY CKPHAHHHT KHTOBE, FOTOBH cpenu. Uspuuno e

CHOMBEECHEA HA HOMEPA HA 0BoCcobeHama nosunua/nodnosunun om Texnuveckama CneyuuKkanun, 3a Koamo ce
QIMHACA U 30 KOUHIO YYACHIHUKDIN oghepupa” cernacuo obsasnerueTo, pazmen I111.2.3 » LEXHUYECKH BB3MOKHOCTH”,
T.10.4. KomucusTa o6aue KOHCTaTHpa, 9¢ HMEHHO MPHITOKEHHETO JIUTICBA H He e H3MBJIHEHO IOPELMTHPAHOTO BJIS3IIO
B CHA TPBXHO YCIOBHE HA JOKYMEHTALMATA 3a y4acTue. [Tocouenoro nporrsopeun na obsBreHueTo, pasmen 111.2.3
+» | EXHHYECKH BB3MOXKHOCTH”, T. 10.4. , Joxasamencmeo 3a coomeememaue Ha MeQuyunCKYy u3denus ¢ Hawneceng ,, CE”
MAPKUPOGKA /OMHACR ce camo do MeOuyuncKume uzdenus, m.e. Kudemo e npunodxcumo/: 10.4.1. Banudna oexrapayus
34 cvomsememsaue ¢ nanecena ,,CE” MAPKUPOBKA uzoadena om npouzsodumens unu YRuIHOMOWEH npedcmasumen
(un.14, an2 om 3akona za MeQuyunckume wsdenus) 3a ecaxo MeOUYUHCKO usOenue/ratopamopen KOHCYMAamus,
HPeORodICceHo om yuacmuuka /3a6epeno om yuacmuura xonue g OPUSUHANA U 3A8EPEHO OM YYACHHUKA KoWue om
opuyuannua npesod na Ovrzapexu esu/un,; 10.4.2. Baruden cepmugpuxam 3a , CE” Mapra, uzdaden om
HOMupuyUpan opaax 3a ecuyicy MEOUYURCKY UBOCIUA, 30 KOUMD Ce u3CKEa cven. un. 18 om 3axona 3a meduyuncrume

creyughuxayus, 3a xoamo ce omuacs u 3a Koumo yrnacmuuxem ogepupa.“

Ipu cosita paGota, xomucusTa KOHCTaTHpa, Ye 3a obocobena moswrms Ne 15 “Xpanutennu cpemy, PasNaTH B
neTpu /ogepra 3a msnara oSocobena no3uuus/” or Texuuuecka CHeUH(UKaLKsS ¢ mpencTaBeHa AeKnapaims 2a
CHOTBCTCTRBHC ¢ Hatiecera ,,CE” MAapKUPOBKAa, H3/1a/ieHa OT npouseonurens MKB Test a.s. , CiobeHus (w14, an.2 ot
34KOHa 33 MEAHUMHCKYTE H3eNThA) 32 NOCOUEHH KOHKDETHH TPYIH NPONYKTH — KYNTYpHa cpesa, 6e3 na e TIPHITOKEH

Texnuveckama cReuupuKauUA, 3a Koamo ce OMIHACH B 30 KOUMO VEACME LK b1 oepupa” crriacHo obsBnienueTo,
pasaen I11.2.3 , Texunueckn BhaMoxnocTr”, T.10.4. Komucusta o6aue KOHCTaTHPa, Y4e HMEHHO NPHIIOKEHHETO JIUICE
H HE € USNEIHCHO FOPELHTHPAHOTO BIA3I0 B CHA TPBKHO YCITOBHE HA NOKYMEHTAIMATA 3a yuactre. [Tocougnoro




NPOTHBOpeYHn Ha oOsBieHHeTo, pasgen 111.2.3 » [EXHUYECKH BR3MOXKHOCTH”, 1. 10.4, +JORA3AMENCMBO  3a
CHOMBEMCHIBUE HA MEOUNUHCKU uzOeaus ¢ Hanecena ,,CE" MADKUDOSKA /OMHACS Ce CaMO 00 MEOUWUHCKUME U30enus,
m.e. xudemo e npurnosicumo/: 10.4. 1. Banuoua dexrapayus 3a cvomeememeue ¢ nanecena » CE” maprupoexa uzdadena
Om NPoUILOOUMENs Uil YHoaHOMOWeH npedcmasumen (wn.14, an.2 om 3axona 3a MeQuyuHcKume u30enus) 3a 6CaKo
MEOUYUHCKO U30CRUS/TABOPAMOPEH KOHCYMAMUB, NpedioxceHo om VHaCMHUKA /3a6ePeHO OMm YUACIHURG KOnue Ha
OpUSUHARA U 3AGEPEHO Om YUACMHUKAG Konue om opuyuannus npeeod na Gwneapcku esur/win.,; 10.4.2. Bamden
cepmucpuxam 3a ,, CE" mapka, uzdaden om HOMUGUYUDAN Op2an 30 8CUNKY MEOUYUHCKY UROCAUS, 30 KOUMO Ce UUCKEA
cven. uA. 18 om 3arona za meduyuncrume udenun u Hapeobume sa cowecmeenume usmenenust 3a oyensicane na
CLOMEEMCMEUEIO CbC CHYECMBERUME USUCKBAHUA HA MeOuyuHCIume usdeaus no ¥a.2, an. l, m.1 um.3 om 3axona 3
MeQUYUHCKUmME UI0CAUs /306EPEH0 OM YNACMHUKA KOWue Ha OPUSUHAAA U 3068EPEeHO OM YHACHIHUKAG KOMUE O
odunuannus npeeod na Gvreapcxu esux/unu.; 10.4.3. B cayual, we npeonazanume RPOOYKMU, HO CbOMEEMHUME
obocoberu nosuyuu, pecn. NOONoIUYUL He ca MeQuyuncku u3denus, no cuucvaa na SMH, mo yuacmuuxem npedcmasn
yoocmosepenue om HPOU3600Umens, om Koemo 0a e 6uoHo, ye CHUUAIN € ONPEOENUT CoOMBEMHUME NPOOYKIY, He
KQMO MeOUYUHCKU US0EUS, d KAMO Pe3ePeHY YACIU WAl KA Opyeu npodykinu. /npedcmaen ce & opueuNan u @
OpUSUHAN HA Opuyuarius npeeod ua bGwazapcku esux/, 3abenedickar Ha Ooxymenmume no m.10.4. credea oa ce
ombenedcu u HoMepa Ha 06OCOBEHaMA NOIUYUA/NOONOIUYUS, KOTIMO Od CoOMEeCEa HA nomepa na obocobenama
nosuyus/noonozuyus om Texuuueckama CREYUPURAYUS, 30 KOAMO ce OMHACH U 30 KOUMO yuacmuuxvm opepupa.”

3a obocobena nosunua Ne 15 “Xpanutentu cpemn, pasiita neTpu /odepra 3a nanata oGocobeHa nosuuus/” or
Texnudeckata cielHdHKALMA TOMOIMHUAT OpraH Ha BuanomuTess KOHCTAaTHpa, Y€ He € NPEACTaBeHO OTOPH3AMOHHO
TTHCMO CBITACHO M3HCKBAHETO Ha obaBnenmeTo, pasgen 111.2.3 , TexHuuecku BE3MOKHOCTH, T.10.5. ,,Omopuzayuonno
RUCMO (OpUSUHAT UTU HOMADUATIHO 3a6ePEeHO KONUe) om pupmama npouseodumen, uzdadeno wa umemo na yYHacmHuxa,
YOOCmosepaAsaw0 BPABA 3a RPEICIMABUMENCINEO U MBP2OGUA Ha Iepumopusma na yanama cmpana. Kozamo e na uyoco
e3uK 0a 6vle npedcmaseno u & nPegod Ha BBLIapeKu esux, Cpoxvm na sanuonocm na omopwayuonHomo nucmo,
credea 0a b6voe win He no-kpamwvk 18 meceya om damama na nodasane na oghepmama wru e no-xpamvx om cpoxa
Ha eticmeue Ha 002060paA, 3 YHEMO CRIIOUEAHE C€ KaHOUOAMCMEa. Yuacmnuxem mooce da npedcmasu HbIHOMOWHO,
KaKmo Ont npOU3EOOUMenyme, maxa t Om YRuAHOMOWEHUME RPeOCmasument Ha Qupmume npouzeooumenu. B cayyaii,
€ YNACMHUKDIN € NPEYRbIHOMOUEH Om YRbIHOMOUWeH NPEOCmasumen na Gupmama npouseodumen, mo mot credsa
Oa npedcmagu QOKYyMenm om xoiimo e eudno, ue YABIHOMOWUIRENAM € YRbAHOMOUIeH npedcnasumen Ha gupmama
npouszeooumen’”. IlpencTaBeHOTO OTOPH3ALHMOHHO NHCMO OT ¢upmara npouseoauren MKB Test a.s., Crobenns 2a
MOCOYEHHUTE [TO-Tope 000CODEHH MOZHLMHE 0T TeXHUYecKaTa cnemydukanus e 3apepeHo komme ,,BapHo ¢ OpHIMHAIA“
NIpEBOR HA GLATapcKH €3HK, 4 CAMOTO OTOPH3ALMOHHO TTHCMO ¢ B KOMME »BApHO ¢ opuruHana®. Ha crempamo macto
laTata Ha U31aBaHC HA IPHNOKCHUA JOKYMEHT € 24.07.2015r. KaTo JIMICEa M3PMYEH TEKCT 3a BATHIHOCTTA HA CAMOTO
OTOPH3ALHOHHO NHCMO. Biia3noTO B CHma TPBKHO YCNOBMC HAa HOKYMEHTAaUMSTA 34 y4yacTHe obave 3anbmkaBa
YHACTHHLIATE [1a IPEACTABAT HOKYMEHT CBC CPOK HA BAMMIHOCT ,.He Ho-Kpamwk 18 meceya om damama na nodagane
Ha OQepmama unl Ke HO-KPamvK om Cpoxa Ha deficmaue Ha 002060pa, 30 NUEMO CKMOuGAHE Ce Kanoudamcmea "
TMocoueHeTo H3KCKBaHE CBID He & M3nbaHeHO. C Orfle] Ha H3I0KEHOTO CleIBa Aa 6b/ie M3UCKBAH JOKYMEHT CBITIACHO
U3HCKBAHHATA HA Ha oDaBNeHKeTO, paszea I11.2.3 | Texauuecku BB3MOXKHOCTH, T.10.5.

Tp# ceoaTa paboTa, KOMHCHSTA KOHCTATHpA, e 3a 06ocobeHa nosuumA Ne 16 “JluaruocTHyHN u AudeperIHpanm
TCCTOBE, OLBETUTENHH Habopu /odepTa 3a wmamata oSocobena nosuuus/”, nopnosuuns 16.10 or Texumuecka
cnemmdukanys B ,,CUMCBK HA TPIIOKHMHTE JOKYMEHTH — Obpaseu-H, monpinen uiuepnarento crobpazHo
MOCOYCLIMTE KONIOHH 34 BCAKA NO3ULINA, 3 KOMTO YUACTHHKDT oepupa™ e nocoueHo B rpada »HOKYMeHTH 110 T.9.3. oT
Itk Ne | - Bun Ha mokymenTa u Ne a cTpaHuIia ot odepTaTa, KBAETO € MpUIOKEH™ 3a TOAMO3MIHs 16.10 e [0COYEHO,
¢ H3UCKyeMHs HOKYMEHT e B Ilnuk Ne | no obocoBena mozurma Ne 16 u 23 or npeiactasedata odepra. Buano ot
M3BBPIICHATA TIDOBEPKA KOMMCHATA KOHCTATHPA, Y€ JIMICBA MPELCTABEH [IOCOYEHMS nokymenT., Msnoxenorto
MPOTHBOPEYH HA U3HCKBAHETO Ha 06aBneHuero, pazaen 111.2.3 | Texuuuecku BB3MOXHOCTH ', T.10.3. | ,Cepmugpuramu,
U30QOeHU OM arRPEOUMUPANU AUYA HQ RPOUGOOUMEA 30 YHPAGAEHUE WG KAYeCMEomo, Yoocmogepasauu
CLOMBEMCMEUEINO HQ CIIOKUME CbC CoOMBemHUMe CReyudukayuu ury cmandapmu. Yoocmosepsasa ce cve 3aeepenu
Om YHACMHUKA KONUA HA cepmuuxamy, uzdadenu om AKPeOUMUPANY TUYA 3G CEPMUMPUKAYUR HA CUCTIEMY 30
YRpagienue KA Kauecrmeomo u 3a CepmuURaYuL na npeonazamume NpoOVKMU no BAC, ISO 9001:2008 wiu
exgueanenm,uitu GMP cepmugduxam /do6pa npouseodcmsena BPAKIMUKGY/, UAH QHAI02UNHA CUCINEMA HA UMEMO Ha
HPOU3BOOUMENSE HA CLOMEEMHUR KOHCYMAMUE.™

Ha crieapammo MacTo koMHCHATA KOHCTaTHpa, ye 3a o0ocobera mozuums Ne 16 “IHArHOCTUYHH H audepeHIHpamm
TECTOBE, OUBETHTEIHH HabOpH /odepTa 3a 1suiata 06ocobeHa nosuumus/” or TexHHYecKa CreluHKALNS, DOANO3NLHS
16.14116.15 e npencrasena ACKIapalis 3a CbOTBETCTBHE ¢ HaHeceHa ,,CE” MapkupoBka, u3namena ot NIPOM3BOAUTENS
Atlas Medical, UK (un.14, ai1.2 oT 3aK0oH4 32 MeTMLHHCKATE M3/ 38 CAEHHS [IPORYKT — ,,CTadbIIOKOKOC TaTeKe
KuT*. BunHO o1 ,,COHCHK Ha IPHIOKUMHTE RokymeHTH — Ofpasen-H, IOIIbIHEH H3UePIATEIHO CH00PA3HO MOCOYEHUTE
KONOHN 34 BOAKA IO3HLMA, 32 KOMTO YYaCTHHKBT odepupa“ e mocoueno B rpaga ,Karamosxen HOMEp/HOMep Ha
CTpaHHLA OT KATaNor", ue NpoM3BOUTEN Ha OQEPUPaHATE IPOAYKTH 110 Moamosuuus 16.14 i 16.15 e Atlas Medical,
UK. Ha cnexneano MacTo € mocoyeHo B rpacda . Jlokymentd o 1.9.4 ot Ilnkk Ne 1 - BuT Ha JOKYMEeHTa M Ne Ha
CTpaHHUA OT OepTaTa, KBIETO & NPHICIKEH" OT UMTHPAHOTO NPHITOKEHKE, He MPUIIOKEHHAT NOKYMEHT Ce HAMUpa Ha
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crp. 8-9 ot ILiuk Ne 1 no obocobena nosumms Ne 16 1 23 or Texuuveckara cneyudukanns. ChIIo Taka KOMHCHATA CC
npuAbpKa KbM TeXHHYecKkara cneurdukanus Ha obocobena nosuuma Ne 16, BMAHO OT KoaTo mognosMums 16.14 e
»JIaTeKc arnmyTHHAIIMOHeH TecT 3a cTpenTokoku / A,B,C,D,F,G/“, a noanozuuns 16.15 e ,,JIaTeke arjlyTaHMIIMOHEH TECT
3a C.aypeyc”. BHIHO OT M3JIOKEHOTO AEKIAPalHATA 32 CBOTBETCTBHE OTrOBApA 33 NPOAYKTA Mo noano3uumas 16.15, a
3a moAnmosHiEa 16.14 nuncea npeacTaBeHa JeK1apalys 3a ChOTBETCTBHE ¢ HaHeceHa ,,CE” MapkupoBKa, H3JajeHa oT
npoussoaureni. [Ioco4eHOTO MpoTHROpe4YH Ha obsBreHuero, pasaen I11.2.3 | Texuuuecku BB3MOKHOCTH”, T. 10.4.
Wokazamencmso 3a cvomgememeue Ha MeOUYUHCKY uz0eaun ¢ Hawecena ,,CE” maprupoexa /omuacs ce camo do
MeduyuHcKume uzdeaus, m.e. xkvoemo e npuaodcumo/: 10.4.1. Baruona dexnapayus 3a coOmeemcmeue ¢ Hanecena
- CE” mapruposxa u30adena om NpouzeoOumens uwiy YNwanomowern npedcmasumen (unld, an.2 om 3axona za
MEQUYUHCKUME UIOEAUS) 3G 6CAKO MEQUYUHCKO u30eaue/1a00pamopen KOHCYMAamus, npediodCeHo Om YYacmHuxa
/306epero OM yHUCMHUKA KONUE HA OPUSUHANG U 3A6EPEHO O YYACHIHUKA KONUe OM OQuyUanHus npegod Ha GvazapcKu
esux/unu.; 10.4.2. Banden cepmucguram 3a ,CE” mapxa, uzoaden om Homupuyupan opaan 3a 6CuYKY MeOUYUHCKU
u30eUs, 3Q KOUMO Ce UUCKea cvai. 4a. 18 om 3axona 3a meduyunckume uszdenus u Hapeobume 3a cviyecmeenume
USMEHEHUA 30 OYCHABGHE HA CLOMBEMCIMBUEMO CbC CHUECINBEHIINE USUCKBAHUA HA MeOUYUHCKUME U0l HO YA. 2,
an. i, m.1 u m.3 om 3axona 30 MeOUYUHCKUME U30ENU /3a8EPEH) OM YHACMHUKA KORUE HA OPUSUHANA U 306EPeNO Om
VHACMHUKA KORUE O OUyUanHus npesood na bvazapcku esux/umu.; 10.4.3. B cayuail, ue npedaazanume npodykmu, no
chomeenHume 000cobeHy NO3UYUL, Pecn. ROOHOIUYUU He O MEOUYUHCKU u30erusl, no cmuceia wa 3MUH mo
YHACMHUKBI RPedCmasa YOOCHIOeEpeHUue Om HpOU3BOOUMENd, Om Koemo 0a e GUOHO, ue Chuuam e onpedentt
CHOMGEmNUMe PPOOYKMY, HE KAMO MeOUWUHCKH U30eNUsn, a Kamo De3epeHu 4acmu wiu Kamo Opyzu npodykmu.
/npedcmasa ce 6 OPUSURAL U € OPUSUHAL HA OQruyuannus npeeod Ha Bvaeapeku esur/. 3aberexcka: na OoKymenmume
no m 10.4. cnedsa da ce ombenescu u Homepa Ha 060cobeHama ROIUYUA/ROONOZUYUA, KOTIMO Oa CbOMBENCMEa Ha
Homepa Ha obocobenama nozuyus/nodnosuyus om Texuuueckama cneyugukayus, 3a KOAMo ce OMHACA U 30 KOUMO
yuacmHukvim oghepupa.”

IIpn cBosTa paboTa MOMOLIHHAT opraH Ha BEamokHTeNs KOHCTATHpA M peicTaBeHaTa 3a obocobena no3unus No
16 “JIHarHoCTHYRH K JuepeHLrpalii TeCTOBE, OLBETHTENHH Haboph /odepra 3a nanata obocobena mosuims/” or
Texnuuecka cneunduKaims € MpeCTaBeHa IEKTApalys 32 ChOTBETCTBHE ¢ HaHeceHa ,,CE” MapKkupoBKa, H3laneHa OT
npouspoantens BIOLAB Inc., Yurapus (un.14, an.2 ot 3akoHa 3a MeAHLIMHCKHTE W3ENHA) 32 IOCOUEHH KOHKPETHH
TPYIIH NPOAYKTH — MHKPOOHOIOTHYHA KYITypHA cpefa, 6e3 a e NPUIOKEH CIIMCHK C MPUIIOKEHHE KbM ACKIapaLHiTa.
CrioTo 06ade HE € NPWIOKEHO HUTO B 3aBEPEHO KONHE Ha aHTIIHMCKY €3HK, HATO B 3aBEpPEH NPeBo/ Ha GBArapckH
e3KK. Bunso ot ,,CrincbK Ha NpHIOKMMHTE TOKyMeHTH — OOpazel-H, nonbiHeH uzuepnaTento ¢ro6pa3Ho MocoYeHHTe
KOJIOHH 3a BCAKa [O3MUMs, 34 KOMTO YYaCTHUKBT odepupa™ e mocoueno B rpada ,KaranosxkeH HoMep/HoMep Ha
CTPaHKL@ OT KaTaor™, 4e Mpou3BOUTEN Ha odepupanuTe NpoayKTy o noanoswys 16.13 e BIOLAB Inc., Yarapus.
Ha cneapaio MAcTo € nocoueno b rpada ,JoxymenTn no 7.9.4 ot Ilnuk Ne 1 - Buz Ha poxymenTa 1 Ne Ha crpaHuIz
oT odepraTa, KbJETO € MPUIOKEH" OT IHTHPAHOTO MPHIIOIKEHHE, Ue MPHIOKEHHST JOKYMEHT c¢ HaMupa Ha ctp. 10-11
ot Ilmuk Ne 1 no obocobena nosuuma Ne 16 1 23 ot Texnuveckara cnieniukanusg. ChINO Taka KOMHCHSITA CC IPUABPXKA
kbM Texuuyeckara cneunpukauua Ha obocobena mosuums Ne 16, BUAHO OT KosiTo noAnosHums 16.13 e ,,5pp3 muckoB
ypeaszeH Tect 3a XenukoOakrep rwiopu PLAST - RHp*. BugHo 0T M3a0mKeHOTO 3a nogmosuuma 16.13 nuncea
NPeCTaBeHa JeKIapatys 3a ChbOTBETCTBHE ¢ HaHeceHa ,,CE” mapkupoBka, w3pageHa ot npoussoaurens. IlocoueHoto
npotusopeud Ha obsenenuero, paznen II12.3 , Texnwuecku BB3MOXHOCTH”, T. 10.4. ,Joxkazamencmso 3a
CLOMEEMCMEUe HA MEOUYUHCKY u3oerus ¢ nanecena ,, CE " maprupoera /omnacs ce camo 00 MeOUyuHCKUme usdenis,
m.e. kvdemo e npunoxcumo/: 10.4.1. Banudna dexnapayus 3a coomeememaue ¢ nanecena ,, CE” mapxuposra uzdadena
0Nl HPOUICOOUMER Wil YWBAHOMOUjeR npedcmagumen (un.14, an.2 om 3axona sa Meduyunckume uzdenus) 3a 6CAKO
MEOUYUHCKO U30enue/1abopamopen KOHCYMAamus, npediodCceH0 om YUACHUKA /306EPEHO OM YYACMHUKA KONUe HA
OPUZUHANA U 306ePEHO OM YYACHIHUKA Konue om ouyuannus npesod Ha Gwazapcku esux/wiu.; 10.4.2. Bamioen
cepmudpuram sa ,, CE” mapka, uzoaden om HOMuGuyupan opzam 3a 6CuLKH MEOUWUNCKY U30ENUS, 30 KOUMO Ce USUCKEA
cwvea. un. 18 om 3arona za meduyunckume usdeaus u Hapedtume 3a CoueCmeenume usMeHeHUA 3a OYeHABAHE HA
CBOMBEMCMBUEIRO CBC CHULECTIBEHUME UIUCKEANUA HA Meouyunckume wsdenus no w2, an. l, m.1 um.3 om 3arona 3a
MEOUYUHCKUME U3O0ENUA /306EPEHO OM YHACMHUKA KONUE HA OPUSUHGAG U 306EPEHO OM VHACHHUKA KORUE om
oguyuannus npecod wa Gwvreapcku esux/wmu.; 10.4.3. B cayuai, ue mpednazanume npodyKmu, no CoOMBEHHUME
0bocobenu nozuyul, pecn. ROONOIUYLUY He Ca MEOUYUHCKY u30enus, no cmuctaa va IMH, mo yuacmuuxem npedcmags
yoocmogeperue om BPOUICOOUMENA, OM KOEMO 04 € BUOHO, Y€ CHLUUWIN e ONpedenil CbOMEEMHUME NPOOYKMY, HE
Kamo MeOUYUHCKY U30eUs, a KAmo Pe3epeny Yacmu uni Kamo Opy2u podyKmu. /Apedcmass ce 8 Opuzunan u 6
OpuuNan Ha ouyuanHuL npesod na Gwvrzapcku esux/. 3abenexcxa: Ha doxymenmume no m.10.4. credea da ce
OmOeredCu U Homepa Ha 060COBEHAMA NOIUUY/NOONO3UYLS, KOUIMO 0a CbOMBEMCMEA HA HOMEPA Ha 0b0cobenama
nosuyus/noonozuyus om Texnuveckama cneyu@ukayus, 3a KOAMO ce OMHACA U 30 KOUMO YYACHHUKL odepupa.®

[pw croaTa paboTa IOMOIMHKAT OpraH Ha BBamokuTens KOHCTATUPA W NMpe/cTaBeHaTa 3a 060cobeHa mo3HImMa No
16 “InardocTudnu U AndiepeHIIHpaNTH TECTOBE, OLBETHTENHA HaGopH /odepTa 3a uanata obocofena nozunus/” ot
Texnuuecka cenpHKanis ¢ npeacTaBeHa NEKIapalis 3a CLOTBETCTBHE ¢ HaHeceHa ,,CE” MapKHpoBKa, H34afeHa OT
npoussogurens Erba Lachema s.r.o., Yexus (un.14, an.2 or 3akoHa 3a MEAMIIMHCKUTE M3NETHs) 334 [OCOYEHH
KOHKPETHH IPYNIH NPONYKTH, KOUTO € [I0COYEHO, Y€ Ca IIPUIOKEHH B AHEKC/TIPHIOKEHUE KBM JeKIapanuaTa, 6e3 fa e



[PUITOXKEH AHEKC/ CIACHK ¢ NPUIIOKCHHE KbM JektapamusTa. C orme Ha H3/0KeHOTO KOMUCHATA He MOXKE 1a HAaIpaBK
HPElCHKa KbM KOM TMPOIYKTM € OTHOCHMAa NPHIOXKEHaTa AEKJIapallHd 3a ChOTBeTCTBME., Bumaao or ,,Crucek Ha
MPUIIOKUMHTE NOKYMEHTH — OOpasew-H, nonbHen n3depnatenHo cho6pasHo MOCOMEHNTE KOJIOHH 3a BCAKA TTOSHLIAA,
38 KOMTO Y4aCTHUKBT odepupa® e mocodeHo B rpada ,Katanomes HOMep/HOMEp Ha CTpaHHIA OT Karanor®, ve
NPOM3BOAMTEN HA OepHpaHUTE MPOAYKTH no noanosunms 16.1.; 16.3.; 16.8. ¢ Erba Lachema s.r.0., Yexun. Ha
CeIBAO MACTO € MOCOUCHO B rpada ,,JJoxymentr o 1.9.4 ot [Tnuk Ne 1 - BHj Ha nokymeHTa u No Ha CTpaHWLA OT
ohepTaTa, KBJICTO € IPHIAOKEN™ OT IINTHPAHOTO NPUIIOKEHHE, He TIPHITOKEHHAT JOKYMEHT ce Hamupa Ha ctp. 12-13 ot
IDmk Ne 1 no oGocobena nosuimust Ne 16 1 23 ot Texnnueckata crenpdukanus. CHIIO Taka KOMHCHATA ce IPHOBDKA
kbM TexHuueckaTa cnelpgrkanus Ha oGocobeHa nosunus Ne 16. BUIHO 0T M3NIOKEHOTO 3a noanosnuHg 16.1.; 16.3.;
16.8. nuncea npejcraBeka AeKnapauus 3a ChOTBETCTBHE ¢ HaHecena ,,CE” MapKUPOBKA, U3JadeHa OT NPOH3BOJUTENS,
TNocoueHoTo NpoTHBOpEUH Ha 00gBIeHHeTO, pa3aen [11.2.3 , Texuudeckn BE3MOiKHOCTH, T. 10.4. [ Horazamencmeso 3a
cvromeemcmeue na meduyuncku uzoenud ¢ nanecena ,, CE” mapxuposxa /omuaca ce camo 0o meduyuncxume usdenus,
m.e. kuoemo e npunoscumol. 10.4. 1. Banudna dexnapayus 3a cvomeememeue ¢ nanecena ,, CE " maprupogra uzdadena
Om BPOUEOOUMENS Uil YWeaHOMOWer npedcmasumen (w114, an2 om 3axona 3a meduyunckume uzdeaws) 3a 6caxo
MEQUYUHCKO U30eUe/TA00PAMOPEN KOHCYMAMUS, npednoiCceno Om YNOCHIHUKG /3A6EPEeHO OM YUaCHHUKA KONue Ha
OpuzUHANA U 3Q6EPERO Ol YYacmHuKa Konue om oQuyuarnus npeeod Ha Gwazaperu ezux/unu.; 10.4.2. Bamuden
cepmugpuxam za ,, CE” mapra, usdaden om HomuQuyupar op2an 3a 6CUIKU MeOUYUHCKY UIOLTUS, 30 KOUMO € USUCKEA
cwven. ui. 18 om 3axona 3a meduyunckume usdenus u Hapeobume 3a cviyecmeenume uzvenenus 3a GUEHABAHE Ha
CLOMGETCIMEUEIND ChC CHIYECINEEHUME USUCKEAanUA Ha Meduyurckume usdenus no wi.2, an i, m.I u m.3 om 3axona 3a
MeOuyuHCKUme USOENUA /3G6epeno Om YUGCMHUKA KONue HQ OPUZUHOAG U 3a6EPEHO OM YMACTIHUKA KORUE OmM
oQuyuannun npeeod na Owreapexu esui/un.; 10.4.3. B cayyaii, ue npednazanume NPOOYKMY, NO CbOMEEMHUME
obocobeny nosuyuY, pecn. ROONOIUYUU He CA MEOUYUNCKY U30eIUs, HO CMuchaa Ha IMH. mo YHACHHUKLIM NpedCmash
yoocmoseperiie om HPOUIGOOUMENs, OM KOemo 0 € GUOHO, 4e CHUUAM € ONpedelul Coomeemmuume nRpOJyKmu, He
Kamo MeOUYUHCKY U30eAUR, G KQMO Pe3ePeHU Hacmu Wiy Kkamo Opyeu npooyKkmu, /mpedcmass ce 6 opuzuman u 6
OpUSUHAR HA OQuyUATHUR npeeod na Gwuazapeku esux/. 3abenescka: wa doxymenmume no m.l10.4. credsa da ce
ombenesicu U nHomepa Ha 06ocobenama ROFUYUA/HOONOIUYUSL, KOUIMO 08 CHOMEEMCIEa HA HOMEpa Ha o6Gocobenama
HoZUUA/ noOno3uYUs om TexHuueckama cneyuurkayua, 30 KOAmo ce OMHACA U 30 KOUMO yuacmuukvym opepupa.”
Ha crnemsamo mscto mpu nposepka Ha APUNOKEHHTE JOKYMEHTH NOMOIIHHSA opraH Ha Bw3noxkutens
KOHCTaTHpd, Ye B ,,CTMCHK HA MPUIOKHMHUTE AOKyMeHTH — OGpaseu-H, mommimeH w3uepmarenso cbo0pasHo
[IOCOUCHNTE KOTOHH 34 BCAKA IO3HIIMA, 32 KOUTO YIACTHUKGT ofepupa” ¢ nocodeHo B rpada ,,Katanoxen Homep/Homep
Ha CTPAHHLLA OT KATANOr“, Ye MPOU3BOAMTEN Ha O)epHPAHUTE IPOAYKTH M0 NOANO3ULM 16.2.; 16.4.; 16.5.;16.6.; 16.7;
16.9.; 16.11,; 16.12.; e HiMedia Laboratories Pvt, Ltd, Huans. B nmuk Ne 1 no o6ocoGena no3unua Ne 14 u 20 or
TexHudeckara cieunduKams ¢ NPeACTABEHA ICKIAPALMS 33 CHOTBETCTBHE C HAHCCEHA »CE” MapkupoBka, u3ajiena
oT npoussopurens HiMedia Laboratories Pvt, Ltd, Wuaua (4n.14, an.2 or 3akoHa 32 MEIMIAHCKHTE M3AeIIHA) 33
IOCOHEHH KOHKPETHH IPYITH NPOLYKTH — NEXHIPATHPAHH KYITYPHU cpeiu u f0GaBku; Gask 3a KNETBUHH KYNTYpH;
CHCTEMH 32 OTPE/IENIIHE HA AHTHMMKPOOHA UyBCTBUTENHOCT; GAKTEPHOIOTHYHY AuhePEHIIHANIHY CPeaCTR; KACTHUHA
KyATypu; MPOTYKTH 32 MONEKYMSIpHA GHONOrHS, eMUAEMHONOIHUHI CKPUIAHMHT KHTOBE, COTORM CPEIH. HzpuuHo e
[OCOYCHO B NPHAOKEHHS NOKYMEHT 12 C& BHIM MPHIOKEHHETO KBbM JEKIApaLHs 32 ChbOTBETCTBHE ¢ HadeceHa ,,CE”
MapKUpoBKa. CBINOTO 06aye He & MPHIIOKEHO HUTO B 3aBEPEHO KOIMHE HA AHTTHICKH €3UK, HHTO B 34BEPEH NPEBO Ha
Gpnrapcky e3uk. IMEHHO B OCOYEHOTO MPHIOIKEHHE HA CITHCHLIUTE C IPOMYKTHTE YYACTHHKBT CNEABA 12 M3IILIHH U
CBOMTC 3aJB/UKEHHA, & HMEHHO ,Ja ce oTOeNekM M HoMepa Ha 0focobeHaTa MOZMLMA/MIONIO3ALML, KOWTO na
CBOTBECTB2 Ha HOMepa Ha 0bocobeHaTa NosUIMA/MOANO3HI 0T TexHUYeckaTa crielMdHKALMA, 32 KOSTO ¢ OTHACH H
33 KOMTO YYACTHHKBT otepupa” chriacHo obsenetuero, pazmen 1I12.3 , Texuwueckn BBEIMOXKHOCTH”, T.10.4,
Komucuata ofave KOHCTaTHpa, Y& HMEHHO MPHIIOKEHHETO THICEA M HE € M3TIbIHEHO FOPeLUHTHPAHOTO BAA3/IO B CHIIA
TPHKHO YCIOBHE HAa HNOKYMEHTAaUHMATa 3a yuacte. IlocouenoTo npormBopeun Ha ofsenenuero, pasgpen 111.2.3
» 1 €XHHYECKH BB3MWKHOCTH, T. 10.4. . [lokazamencmeo 3a cvomeememeue ua MeOuyuHCKY usdeaus ¢ Hanecena ,,CE”
MAPKUPOBKA /OMHACA Ce camo 00 MeQUYUHCKUME UIOCAUs, m.e. Kbdemo e npunoxcumo/. 10.4.1. Baruona dexnapayun
3a cvomeemcmeue ¢ Haneceha ,,CE” maprupoexka usdadena om npouzgodumens wny VHBAROMOUEH npedcnasumen
(un.14, an.2 om 3axona 3a meduyuncxume uzdeAus) 3a BCAKO MEOUYUHCKO uz0enue/1abopamopen KOHCymamus,
HPEOROJNCEHO OM YUACHIHUKA /3A6EPEHO OM YNACMHUKG KONUe HA OPUSUHATA U 3UBEPEHO OM YUACTIHUKG KORUE oM
oduyuannua npeeod na Gwazapcxu esux/wiu.; 10.4.2. Banuden cepmupuxam 3a ,CE” mapra, uzdaden om
HOMUGUYUpan op2an 3a BCUNKY MEOUYUNCKY USOLRUs, 30 KOUMO Ce USUCKEa cvan, wi. 18 om 3axona 3a MeOuyuncKume
usOenun u Hapeobume 3G Couyecmoenume UsMEHEHUS 30 OYEHSAHE HA CLOMBEMCMGUEMO Cbe ChUecngeHume
UsUCKEANYUS Ha meduyuncrume uzdeaus no wn2, ar.l, m.1 u m.3 om 3axona 3a MeOUWUHCKUME U30eNUs /3a6epeno om
VIQCMHUKA KONUE H OPUZUHANA U 3AGEPEHO OM YHACTHUKA KONUe OM OUYUATHUR NPe6Od Ha BBI2aPCKY e3uK/ L.,
10.4.3. B cayuaii, we npedngzanume npodykmu, no cvomeemuume o6ocobenu ROIUYUN, pech. NOCROIUWUN He Ca
Mmeduyuncku usdeaust, no cmucvra na IMH, mo ywacmuuxom npeoCmasa yOoCmosepenue on npousBoOUmens, om
KOemo 0a e BUOHO, He CouUsim e Onpedentil CoomeemHume RPOOYKINU, HE KAMO MEQUYUHCKY UBOENUA,  KAMO Pe3epPEHI
UACMU WY KAMO Opyeu npoOYKIMU. /MpedCmasa ce 6 OPUZUHAR U 6 OPUZUHAR 1A ouyuaniun npeeod Ha bvazapcku
esux/. 3abenedicka: Ha Ooxymenmume no m.10.4. credsa da ce omberedcu u Homepa Ha obocobenama



ROULUA/ROONO3UYLS, KOO da CbOMEEcMea Ha Homepa Ha obocobenama nozuyus/noonosuyus om Texnuueckama
CHEYUPDUKAYUA, 3G KOSMO Ce OMHACA U 3G KOUMO YYACHHUKBIN ogepupa.

3a obocobena nozmums Ne 16 “JIMATHOCTHYHE W JhepeHIMpaIH TECTOBE, OLBETUTENHH Habopu /odepra 3a
uanata o6ocobera nozumua/” ot TexHHYecKaTa CIIerHpUKAIMA IOMOLIHUAT oprad Ha Bwh3noxuTens koHCTaTHpa, He
HE € NPECTABCHO OTOPH3ALHOHHO NMHCMO CBINACHO H3HCKBAHETO HA OOSABIEHHETO, pazgen II1.2.3 |, Texuuuecku
BR3MoHOCTH , T.10.5. .Omopusayuonno nucmo (opueunan unu HOMAPUANHC 3a6epeno konue) om upmama
npouUs00Umen, U30A0eHO HA UMEMO HA YHACHIHUK, YOOCTOGEPAEAUO npasa 3a BPeoCHAsUmMeECmen U MepPeosUR Ha
mepumopuama Ha yaarama cmpana. Kozamo e na wyoco esux 0a 6vde npedcmaseno u 6 npesood Ha 6vA2aAPCKY e3ux.
Cpoxvm na eanudnocm Ha OMoPUIaYUOHHOMO RUCMO, CRedsa Ou bbde Wiy He ro-kpamwex 18 meceya om damama na
nooagane A OPepmama und He HO-KPAMBK OM CPOKA HA Oelicmeue Ha Qd02060pa, 3a uuemo CKWOYSaHe ce
KAHOUOAMEMSA.  VHOCHHUKM MOJICe 0a NpedCcmasu AuiHOMOUHO, KAKMO O RPOUZB00UMeNUme, maxa u om
YRBANOMOWERUME Npedcmasument Ha Gupmume npoussodumeny, B cayuai, we yuacmmuuxsm e HPEYROLAHOMOUER O
YRBIHOMOWEN NPeOCMasumen Ha gupmama npouseodumen, mo moti credsa da npeocmasy OOKYMEHIN Om Koiimo e
GUONO, e YNBAHOMOWUMENAM € YIbIAHOMOUCH RpeOCmasUmen Ha Gupmama npouzeodumen®. IlpencraBeHoTo
OTOPH3AIHOHHO IIHCMO OT (pHpMaTa npoussoguTen Atlas Medical, UK. C 3a nocouenara no-rope obocobeHa mosuuus
or Texmnueckara crieuudukaLms ¢ 3aBepeHo komue ,,BIpHO ¢ OpurHHana® NpeBoA Ha GBIrapckd e3WK, a caMoTo
OTOPH3ALMOHHO TIMCMO € B Konue ,,BspHo ¢ opurunama®. Ha creapamo MacTo fatara Ha M3gaBaHe Ha NIPATOKEHHS
RokyMeHT ¢ 25.08.2015r. KaTo H3pMUHO € TIOCOUeHO, Ye BATH/IHOCTTA Ha CHINOTO € 33 &THOTOIUIICH neproa. Basznoto
B CHJIA TPRIKCHO YCIOBHE HA TOKYMEHTALMATA 34 y4acTHe 06ade 3a1bIKaBa YHaCTHHIMTE Aa IPEACTABST JOKYMEHT ChC
CPOK Ha BAIIMIHOCT ,.He no-kpamvk 18 Meceya om damama na nodasane na oepmama wiu ne RO-KPAMBK Om Cpokd
Ha deticmeue HA J02080PA, 30 HUEMO CKUOUEARE Ce Kandudamemea ", ITocOUeHOTO W3HCKBaHe CHIIO HE € M3MBIHEHO.
C ornea Ha u3noxkeHOTO CiaeaBa Aa 6b1e H3HCKBAH HAOKYMEHT CBIVIACHO M3MCKBAHUATA Ha O0ABICHHETO, pasgen 111.2.3
» L EXHHYECKH BB3MOXKHOCTH, T.10.5.

3a obocobena nozutus Ne 16 “JIuarHocTHYHM U muhepeHUMPALIH TECTOBE, OLBETHTC/IHE HaBopH /odepra 3a
usnara obocobena nosunus/” o1 TexHudeckara cremAhUKALIA TOMOLIHUAT opraH Ha B3goxurens KoHCTaTHpa, Ye
HE ¢ NMPC/ACTABCHO OTOPU3ALMOHHO MUCMO CBINIACHO M3UCKBAHETO Ha 0OsBiIeHHETO, pasaen 111.2.3 , Texuwmuecku
BL3MOXMHOCTH”, T.10.5. ,,Omopuzayuonno nucmo (opuzunan wnu HOMAPUATHO 3a8epeHc konwe) om Qupmama
npou3eodUmen, us0AdeHo HA UMEMO KA YYACHIHUKA, yoocmosepasauo NPAasd 3a NPeOCMABUIMENCED 1 MbP2oGUA Ha
mepumopuama na yasama cmpana. Kozamo e na 4yscd esux da 6vde npedcmaseno u & npesod Ha OvLAZAPCKY e3UK.
Cpoxvn Ha 6AAUOHOCT HA OMOPUIAYUORHOMO NUCMO, cledsd Oa Bbde iy e no-kpamvi 18 meceya om damama Ha
nooasane Ha ogepmama unu He HO-KPAMBK Om Cpoka Ha Oelicmeue HaA 002080pa, 30 YUEMO CRUOYEAHE Ce
xanoudamemea. Yuacmuuxem mogce da npedcmasy RBIHOMOWHO, RAKMO OM HPOU3BOOUIMEAUME, Markad U om
YRBAHOMOUEHYME NPedCagumeny Ha upmume npoussodumeny. B cayuail, ue VYACMHUKBHL € RPEYRBAHOMOUWEH OMm
YROAHOMOWEH NPeOCmasumen Ha GUpMama npouseodumen, mo moii credga da npedcmasu OoKyMenm om Kotimo e
BUOHO, U€ YHOAHOMOWUMEIAM € YWbAHOMOUEH npedcmasumen Ha Qupmama Rpouzeodumen. [pencrasenoTto
OTOPH3AIMOHHOC NHCMO 0T GupMaTa npouseonuten Erba Lachema s.r.o., Yexus 3a nocouenaTa mo-rope obocofexa
nosuuus ot TexuuyeckaTa CCUMGbHUKAINS ¢ 3aBEPEHO KOMHE ,,BapHo ¢ OpHrHHaNa® NpeBol Ha OBArapcku e3uK, a
CaMOTO OTOpM3ALMOHHO NHCMO € B Komue ,BapHo c opurunana®. Bisanoro B cHna TPBXKHO YCJIOBHE Ha
AOKYMEHTALHMATA 32 y4acTHe 00aUC 3abIKaBa yJaCTHHIHUIE Ja IPSICTABAT JOKYMEHT »OPUSUHAR WU HOMAPUATHO
3asepeno xonue ", [10COUCHOTO H3NCKBAHE CHIIO HE € M3MBIHEHO. C OMIeN Ha H3I0KEHOTO citesiBa la ObJe M3UCKBaH
AOKYMCHT CBIIIACHO M3MCKBAHHATA Ha obaBnenHyero, pasgen II1.2.3 , TexHuueckn BE3MOKHOCTH, T.101.5.

3a obocobena nosuumst Ne 16 “JIHarHOCTHYHH W AucepeHIMpAIH TECTOBE, OLBETHTENHH HaGopu /obepra 3a
usara obocobena mosuuna/” ot Texuuueckata crnenddyKaus IOMOIHUAT OpraH Ha Branoxurens KOHCTaTHpa, 4e
HE © HPCACTABCHO OTOPM3AMMOHHO TMHMCMO CBIVACHO H3HCKBAHETO HA 00sBNeHHMeTo, pasgen 111.2.3 , Texumucckm
BR3MOXHOCTH, T.10.5. ,,Omopusayuonno nucmo (opuzuman wiu HOMAPUATHO 3a6epeHo konue) om Qupmama
npou3eooUmen, u30adeH0 HA UMEMO HA YYACIHUKG, Yoocmosepasauo npasa 3a npedCasumencmeo u mMbpeosus na
mepumopuama Ha yarama cmpana. Kozamo e na wyocd esux da 6woe npedcmaseno u 6 npeeod na bvacapexu esux.
CpoKsm Ha 6ATHOHOCT HA OMOPUGYHOHHOIO NUCMO, Credsa Oa Bvde Wiy e no-gpamvx 18 meceya om damama na
nooagawe na ogepmama wiu e RO-KpAMBLK OM Cpoka na Oelicmeue Ha 002080pa, 3a YuEMO CKMOuBAHE Ce
Kanduoamemsa. Yuacmuuxvim moxce da npedcmasu PBAROMOWHO, KAKMO OM BPOUIGOOUMEAUme, MaKa U om
YHbAHOMOWeHUME npedcmasumeny Ha (upmume npouseodumeny, B CAYHAL, e YHACIHUKDIN € NPEYNbAHOMOIeH Om
YROAHOMOUEH BpeOCMasumen Ha gupmama npouseodumen, mo moii ciedsa oa npeccmasy OOKYMeRm om koiimo e
BUOHO, ue YWBIHOMOWUMENAM € YHbIHOMOWeH npedcmasumen Ha upmama npoussodumen’, Ipeacrasenoro
OTOPH3ALUHOHHO NHCMO 0T (upmara npouseoguren BIOLAB Inc, YHrapust 3a mocodeHara mo-rope oGocoGena
nosunus ot Texuuueckara creluuKaIya ¢ 3aBepeHO Komue »BAPHO C OpHrHHANA“ MpeBoa Ha GBIrapcKH e3UK, a
CaMOTO OTOPHMBAUMOHHO MHCMO ¢ B konue ,BapHo ¢ opurmrana®, Bnmsmoto B cuna TPLXKHO YCIOBUE Ha
AOKYMCHTAIIMATA 32 YIACTHE 00au¢ 3a1bKaka YUACTHHIWTE N4 MPCACTABAT AOKYMEHT ,,0pUSUHAA UM HOMAPUAAHO
3asepeno xonue . Ha creABalo MACTO e 1I0COHEHO, Ye BATHIHOCTTA Ha TPHIOKEHHs TOKYMEHT € 10 31 nekemepu
2016r. Brsaioto B cuna TPBKHO YCNOBME HA JOKYMEHTALWATA 3a ydacte obave 3a[b/KaBa YYaCTHHUHTE na
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TIPEICTARAT AOKYMEHT ChC CPOK HA BATMIHOCT ,,ie Bo-Kpamuk 18 meceya om damama na nodagaxe na ogepmama uru
He RO-KpamvK OM CPoKa Ha deticmeue Ha 002080pd, 3a YUEMO CKIHOHGAHE C& KaHOUOamcmea ",

3a obocofeHa mosumma Ne 16 “JluarHocTHund ¥ AUepeHIMpaluy TeCTOBe, OUBETHIENHM Habopu /odepra 3a
nsanata obocobeHa nozuuus/” or TexHHueckaTa cnendGBKALNS NOMOLIHUAT OpraH Ha Be3noHTeNs KORCTATHPA, Yo
HE € HPEeACTaBeHO OTOPHM3ALMOHHO MHMCMO CBIIACHO H3UCKBAHeTO Ha obsenenwero, pasmen I1.2.3 , Texuuueckw
pE3MOHOCTH”, T.10.5. ,,Omopusayuonno RUcMO (OpuuHAR UTY HOMADUGIHO 3A6EPEHO Konue) om Gupmama
HPOU360OUMEN, UIOAOEHO HA UMEMO HA YHACMHUKA, YOOCMOSEPACAUO BPAA 3a NPeJCMABUMEICIEO U MBbDe0GUSL Ha
mepumopuama Ha yanama cmpana. Kozamo e na uyowd esux oa 6voe npedcmaseno u € npeod Ha 6vAapCKY e3uK.
Cpoxvm Ha 6aIUOHOCH HA OMOPUIAYUOHHOMO RUCMO, Creded 0a bvde utu ne no-kpamvk 18 meceya om damama wa
nodasane Ha oepmama und He RO-KPAMBLK OM CPOKG HA Oelicmeue Hd 002080pd, 3a NUEMO CKUOUGAHE Ce
kaHOuOamemea. Vwacmuuxem Mmodce 0a HNpeocmasu NeIHOMOWHO, KAKmo OM NpOU3Go0umeIunte, maxka u om
YABAHOMOWEHUME NPEOCTRASUMENY HA iupmume npoussooumeny. B cayual, 4e yHacmiukvm e HpeynvIHOMOUeH om
VRBAHOMOUEH NPedCMABUMEN Ha QUPMAMA APOU3EOOUmen, Mo moil credsa 0a npedcmacy OGKymenm Om Kolmo e
GUOKO, e YNBLIHOMOWUMEIAM € YHbANOMOUfeH mpedcmasumen Ha gupmama npouseooumen”. llpencTaBeHoTo
OTOPH3ALMOHHO MMCMO OT $upMaTa npousBoguten Biomed Diagnostics Inc., ISA 3a nocouenara 11o-rope obocobera
noszunus oT TexHuYecKkaTa cneuuduUKalbs € 3aBepero Kormue ,,BsApHO ¢ opuruHana™ npesos Ha ObIrapckH €3k, a
CaMOTO OTOPH3ALUMOHHO IHCMO € B KonWe ,BapHo ¢ opuruHana®. Bussnoro B cHia TPBHKHO YCIOBHE Ha
JAOKYMEHTALMATA 32 y4yacTHe o0aue 3aib/DKABa YHaCTHHIIMTE Ja MPEACTABAT JOKYMEHT ,,0pUSUHAN Ul HOMAPUATHO
sagepeno konue . Ha cnenpalio MACTO IIPHIOKEHHAT JOKyMeHT ¢ h3aned Ha 31.01.2014r. B nokymenTa IMIICBa TEKCT
33 BUTHAHOCT Ha MPECTABEHHS NOKYMEHT. BIA3/I0TO B CHIIA TPEXKHO YCIOBHE HA JOKYMEHTAUMSTA 3a ydacTde obaye
3aThIDKABA YYACTHHIIMTE 4 TIPEJICTABAT JOKYMEHT ChC CPOK HA BAJIMIHOCT ,,1e no-kpamwvk 18 meceya om damama na
nodasane Ha oepmama wiu He NO-KPAMBK OM CPOKa Ha Qelicmeue HG 002060pa, 3G 4UemO CKUOUGAHE ce
xandudamemsa . TIocOUCHOTO U3HCKBAHE CHILO HE € M3MBIHeHO. C OIS Ha H3TIOKEHOTO CreNBa Ja 0bAe H3HCKBAH
IDOKYMECHT CBIVIACHO H3MCKBaHHATA Ha o0ssiicHNeTO, pasaen 111.2.3 , Texnuuecku BpamoxkiocTH”, T.10.5.

Tpu cBosTa paboTa NOMOLIHAAT OpraH Ha BbanoxkuTens KoHCTaTHpPA M NpeficTaBeHara 3a obocobeHa mosuims Ne
23 “EnMHHYHM MMKpOIUIakH 3a ompegensne na MUK /odepra 3a uanata obocobena nosuuma/” or Texnudecka
cnelk(HUKAUMA € TpeACTaBeHa JeKlapalks 3a CbOTBETCTBME C HameceHa ,,CE” mapkupoBka, M3gajeHa oOT
npomssogutensi Erba Lachema s.r.o., Yexus (un.l4, an2 or 3akoHa 3a MEIMUHMHCKHTE H3IEIHS) 33 TOCOYEHH
KOHKPETHH IPyTIH IPOAYKTH, KOWTO © MOCOUYEHO, Y€ Ca NPUIOKERH B AHEKC/TIPUITOKEHHE KbM AeKiIapauuaTa, Oes 1a e
NIPUIOKEH AHEKCS/ CHMCHK € MPHIIOKEHHE KbM AeKapauusta. C oI/ Ha H37I03KEH0TO KOMUCHATA HE MOXKE 1A HATIPaBH
NpCLCHKA KbM KOM TPOAYKTH ¢ OTHOCHMA IPHIOKEHATAa AeKnapalds 3a ChoTBeTCTBHE. Bupmno ot ,.Crchk Ha
MIPHIIOKUMHTE TOKyMeHTH — Obpasen-H, nonsnaeH n3sepnaTe/iHo ¢ho0OPa3sHO TIOCOUYEHUTE KOOHH 33 BCAKA O3HUMS,
33 KOWTO YYAaCTHHMKBT odepupa® ¢ nocoueHo B rpada ,JKaranokeH HoMep/HOMEp HAa CTpaHHLA OT Katanor®, 4e
NPOM3BOAMTE;1 Ha o(epHpaHuTe MPOAYKTH o 0Gocobera nosmiusa Ne 23 ¢ Erba Lachema s.r.0., Yexua. Ha crespaio
MSCTO € nocoweHo B rpada ,,JJokymenTtu mo 1.9.4 or ITiuk Ne 1 - Bua Ha sokyMeHTa 1 Ne Ha cTpaHHUa OT odepTara,
KBJIETO € TPUIOKEH™ OT LIMTHPAHOTO IIPWIOKESHHE, Je TIPHIOKEHHAT JOKYMEHT ce Hamupa Ha cTp. 12-13 ot Ik Ne
1 mo obocobena mosuuus Ne 16 1 23 ot TexHnueckata cnermdukanus. Cello Taka KOMHCHATA €€ NMPHIBPKA KbM
Texuuveckara cnenudukanua Ha obocobera mozumms Ne 23, BugHo oT u3nokeHoto 3a ofocofena nosuuus Ne 23
NMICBA MpeACTaBCHa MEKTapalui 3a ChOTBETCTBME ¢ HaHeccHa ,,CE” MapkupoBka, W3JaneHa OT MPOH3BOAMTENA.
TTocovyeHoTo MPOTHROpe4H Ha obsiBeHueTo, pasnen 111.2.3 ,, Texunuecku spamoxnoctu”, 1. 10.4. , Joxasamencmeo 3a
cromgememene Ha mMeduyurcku usdenus ¢ Hanecena ,,CE” mapxupoera /omuacs ce camo 00 MeOUYUHCKUTNE UIORUA,
m.e. kudemo e npuroxcumo/: 10.4. 1. Banudna dexrapayus 3a ceomeemcmsue ¢ Hanecena , CE” maprupoera usdadena
oM HPOUICOOUMENs U YHBAHOMOWEeH npedcmasumen (un.14, an.2 om 3axona 3a meduyunckume U0enus) 3a 6CAKO
MEQUYUHCKO U30erue/4abopamopen KOHCYMAMUE, HPeONoXiCeH0 OMm YYaCMHUKA /3A6EPEHO O YHACHNUKA KONUe Ha
OPUZUHGAG U 306EPEHO OM YHACHHUKA Konue om oguyuannus npegod na bwreapcku esux/unu.,; 10.4.2. Bapuoen
cepmupuxam za ,, CE” mapka, usdaden om nomuuyupan opzar 3a BCUMKU MEOUUHCKY UIOENUA, 30 KOUMO Ce UIUCKEA
cwer. un 18 om 3awxoua sa medwyuncxume uzdenwt u Hapedfume 3a cwujecmeerume uaMeHeHUA 34 OYeHAGAHE HA
CHOMBEMCIMBUEIND CHC CHUECMBEHUME HIUCKBARUA HA MeduyuHckume uzdeaust no ya.2, an l, m.I um.3 om 3axona sa
MeduyuHCKUme U30enUA /3a6epeHo OM YUACHMHUKA KONUE HA OPUSUHANA U 308EPEeHO OM YUACHHUKA KOnue om
ouyuannus npeeod na Geaeapcru esui/unu.; 10.4.3. B cayuad, ve npednazanume npoOykmu, no CbOMEemMHume
ofocobenu no3uyyy, pecn. ROONOIUYUY He Ca MeOUYyuHCKY uzdens, no cmucwvaa Ha 3MH, mo yuacmuuxsm npedcmass
yoocmosepenue 0m ApOU3600Umena, Om KOemo Oa € UOHO, Ye ChUfUAMm e ONPedeatll CbOMEenHUme HPOOYKMY, He
Kamo MeQuyuHcKy usOenus, a Kamo Pe3epeny Yacmu Wil Kamo Opyeu npoOyKmu. /npeocmass ce 6 Opusuiai u
opucunan Ha ouyuanHus npesod Ha Owazapcku esux/. 3abenexcka. wa Ooxymenmume no m.10.4. cnedsa da ce
ombenedcu u Homepa Ha obocobenama no3uYUA/NOONO3UYUA, KOLMO 0a CLOMEeMcmea Ha HoMepa Ha obocobenama
nozuyus/nodno3uyus om Texnuueckama cneyuguxayus, 3a KOSMO ce OMHACA U 30 KOUMO Yiacmuuksm ogepupa.”

TIpy ceosTa paboTa NOMOLIHWAT OpTaH Ha BE3NOXKHTENs KOHCTATHPA U IpeacTapenaTa 3a 06ocobeHa mosHiths Ne
24 , KoMGUHHpaHH JHCKOBE 3a ONIpeeNsaHe Ha MEXaHH3IMH Ha pe3HCTEHTHOCT /odepTa 32 nsanaTta obocobena mosmims/*
ot Texnnuecka cneuudKALMA ¢ TIPeACcTaBeHa Aeiiapalys 32a ChOTBEICTBHE ¢ HaHeceHa ,,CE” MapkHpoBka, H3ganeHa
ot npouzeoputens Mast Group Limited, UK (un.14, an.2 or 3akoHa 3a MEIMUMHCKHMTE M3/CIMA) 34 NOCOYCHH
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KOHKPETHH IpyITH MPOLYKTH, 338 KOKTO € MOCOYEHO, Y€ € NPHITOKEH CepTHPHUMPaH KaTajtor, 6e3 1a ¢ MPHIIOKEH CHIHAT
WM CMMCHK 32 BKOYEHHUTE IPOAYKTH B CepTHOHIMpats kataior. C OTNe] Ha H3I0KeHOTO KOMHCHATA He MOJKEe na
HallpaBi MPCLUCHKA KbM KOH NIPOJYKTH € OTHOCHMA NPHIIOMKEHATA ICKIAPAITHS 34 ChOTBETCTRHE. Buano ot ,,Cnicsk Ha
IPHIOKHMHTE 0KymMeHTH — OBpaseu-H, noneaxen usuepnarenno CBOGPA3HO MOCOYEHHTE KOMOHH 34 BCAKA TO3HLIAS,
38 KOMTO y4aCTHHKBT odepupa“ e mocodeno B rpada ,Karanomen HOMEP/HOMED Ha CIPAHHIA OT KATAIOr™, ue
MPOM3BOJHTEN Ha OPepHpPaHUTE TIPOAYKTH Mo 0GocoGena mosmims Ne 24 e Mast Group Limited, UK. Ha creagaino
MSCTO € MOCO4eHO B rpada ,, JlokymMenTH o 1.9.4 ot IMmuk Ne | - BHJ Ha IOKyMeHTa i Ne Ha CTpaHMua oT odepTara,
KBJCTO € NIPANOKEH™ 0T LUTHUPAHOTO TIPHITOIKEHHE, Je TIPHITOKEHUAT DOKYMEHT ¢e HaMupa Ha c1p. 4-5 ot Ik Ne |
no obocofena mosuuma Ne 24 or TexHHueckara cncuudukaupa. CvlU0 Taka KOMUCHSTA ce TMPUABPKE KbM
Texuuueckara cnenpdukauus va oGocobena mozmuus Ne 24, Bunso or wano:keHoto 3a o6ocobena mozmuus Ne 24
JIMICEA MPe/CTABeHA NeKTapald 3a ChOTBETCTBUE C Hamecena ,CE” MapKHpOBKa, HM3[aficHA OT TPOH3BOJIUTENS.
Hocouenoto mporBopeyn Ha 06aBIEHNETO, pasaen II1.2.3 , Texnuuecku BB3MoxuocTi”, T. 10.4. »Hoxkazamencmeo 3a
CHOMBEMCMEUE HA MeOUYUHCKY U3deaus ¢ Hanecena ,, CE” MAPKUPOBKA /OMHACS Ce camo do Meduyuncrume u3cenus,
m.e. KvOemo e npunoxcumo/: 10.4. 1. Baruona dexnapayus 3a coomeemcmaue c nanecena ,, CE” Mapruposka uzdadena
Om NPOUBBOOUMERS UTH YRBAHOMOUWEH HpedCmagumen (un.14, an.2 om 3axona 3a MEOUYUHCKUME UIOEAUA) 30 8CAKO
meduyuncko usdenue/iabopamopen KOHCYMAMUG, RPeONONCEHO OM YHACTHUKA /3asepeno om ywacmnuxa xonue na
OPUSUHALA U 306EPEHO OM YMACIMHUKA Konue Om ouyuanius npesoo na bvreapcku ezux/unu.; 10.4.2, Bamuden
cepmuchuxam 3a ,, CE"” mapxa, wsdaden om HOMUGUYUPAaN Op2an 30 6CUNKU MeOUYUHCKHU U30enus, 30 KOUMo ce usuckea
cver. un 18 om 3axona za meduyunckume wzdenus u Hapedbume 3a cvuecmeenume wsmenenun sa OYeHAgaHe Ha
COOMEEMCMBUENO CbC COUECINBENUME USUCKBANUA HA MEQUYUHCKUME U30CUA NO ur.2, arl, m.1 um3 om 3axona 3a
MeQUYUHCKUME U30CNUsL /306EPEHO OM YNACHHUKA KOnue g OPUSUHARA U 308EPEHO OM YHACHIHUKA KONue om
ouyuamius npesod na Gwazapcru esux/unu.; 10.4.3. B cnyuaii, ue npednaeanume BPOOYKNIY, NO CoOMBemuume
obocobenu nosuyuy, pecn. noOno3uYUL He ca Meduyuncku usdenus, no cmucvaa wa IMHE, mo YHACHHUK DI Bpedcmassn
Yoocmosepenue om npouzsodumens, om xoemo Od e BUOHO, e couusm e onpedenun Cromsemnume BPOOYEMY, He
KQMO MEeOQUWUHCKY U30eaus, a Kamo Pe3epenY yacmu uny xamo Opyzu npodykmu. /mpedcmass ce & OPUSHHAR U 6
opusuran Ha oguyuannus npeeod na Guazapexu esur/. 3abereexd: na Ooxymenmume no m.10.4. credsa da ce
ombenexcu u Homepa na obocobenama HOUYUS/ROONO3UYUS, KOTMO Oa CoOmeemcmed Ha Homepa Ha obocobenama
nozuyus/noonosuyus om Texnuveckama CREYUDUKAYUA, 30 KOAMO Ce OMHACH U 30 KOUMO yuacmuuxvm ogepupa,*

3a o6ocobena mosumus Ne 24 »KOMOHHMpann quckoBe 32 onpenensHe HA MeXauu3My Ha pe3HcTeHTHOCT /othepTa
3a uAnara obocobena nosuumna/“ or Texanyeckara CIeLHpUKALMS IOMOLIHUAT OpTaH Ha BeanokuTens KOHCTaTHpa,
€ HE ¢ NPeNCTABEHO OTOPH3ALMOHHO IIHCMO CHIIACHO M3MCKBAHETO Ha obaenennero, pasgen I11.2.3 2 L CXHHYECKH
BR3MOXHOCTH”, T.10.5. ,.Omopuzayuonno nucmo (opuzunan unu HomapuanHo 3aeepeno xonue) om gpupmama
NPOUIEOOUmEN, USOG0EHD HA UMEMO HA YUACIHUKG, YOocmosepssawo npasa 3a npedcmasumencmeo u muvpeoeus Ha
mepumopuama na yanama cmpana. Kozamo e na wyocd ezux da bvoe HPeQCmaseHo u 8 npeod Ha bvrzapexu esux.
Cpoxvm Ha eanudHocm Ha OMOPUSAYUOHROMO NUCMO, cedsa Oa 6voe unu He no-kpamvx 18 meceya om oamama Ha
nooasane Ha ogepmama uru e RO-KpAmbK OM CPOKA Ha Oelicmsue HA 002060pd, 3a YUEMO CKRIOYGANE ce
kanoudamemea. Yuacmuuxom mooice da BPEOCHAsy HoAHOMOWHO, KAKMO oM npouzgoOUmenyUme, maka u om
YRbIHOMOWERUME npedcmasumen na dupmume npoussodumeny. B CRYNAH, e YUACHHUKSM € BPeYIbAHOMOWEH Om
YRbRHOMOUfEH RpeOCInasumen Ha Qupmama npoussodumen, mo moii credeq Oa npedcmagu QOKYMeRm om koimo e
GUOKO, e YHBIHOMOWUMECASM e YHOIHOMOWeH npedcmasumen Ha pupmama npouseodumen”. Tlpeacrasenoro
OTOPU3AMHOHHO ITHCMO OT dHpMaTa npousBonuTen Mast Group Limited, UK 32 nocouenara no-rope o6ocobena
nosuuus oT Texnudeckara cneunbHKanus ¢ 3aBEPEHO Komue ,,BApho ¢ opuruHana® npesox Ha Ovarapeku esuk, a
CaMOTO OTOPH3AaUMOHHO [MCMO € B Komme ,Bapuo c opuruHana®., Bnsymoro B cuna TpmikHO YCIIOBHE Ha
AOKYMEHTAIMATA 32 y4acTHe obaue 3abapa YYACTHHUHTS na NPCACTABAT NOKYMCHT ,,0DUSUHAR URU HOMADUIHO
3aeeperio xonue . Ha crie/isaio MsacTo npmioxenusT ACKYMEHT & u3aaneH Ha 30.03.2016r. B noxymenTa nuncea rexcr
3a BATHHOCT Ha NPS/ICTABEHHS JOKYMEHT. BiIs3noTo B chna TposkHO YCIOBHEC Ha IOKYMEHTAUMATA 33 yyacTHe obage
3allbJDKaBA y9aCTHULMTE T3 HPEACTABAT HOKYMERT CBC CPOK HA BAIHIHOCT »He no-kpamex 18 meceya om damama na

AOKYMEHT CBIIIACHO H3HCKBAHMATA HA 00SBIEHHETO, pazaen 111.2.3 , Texnunuecku Bb3MOKHOCTH”, T.10.5.

3a obocobena mosuums Ne 25 »CTICLUHYeH KOHCYMATHE 3a €HOKDATHA U MHOTOKpaTHa ynotpeba /odepra 3a
natata obocobeHa nozumma/“ ot TexHHUYCCKaTa CreunQuKaums IOMOIHMAT OpraH Ha Bhanokurens KOHCTaTHpa, ue
HE © NPEACTABCHO OTOPH3ALUHOHHO THCMO CHINACHO M3MCKBAHETO Ha obsisnenmero, pasgen 111.2.3 , Texnuuecku
BB3IMOXKHOCTH”, T.10.5. | Omopuzayuonno nucmo {opuzunan wiu Homapuanno 3asepeno konue) om gupmama
NpOU3SO0UMen, U30a0eH0 HA UMEMO Ha yuachmHuKa, Yoocmosepasawo npasa 3a npedcmasumencimgo u MBp206UA Ha
fmepumopusing na yanama cmpana. Kozamo e na yyocd esux da 6vde HPeOCmaseno u & npeeod Ha bvizaperu esux,
Cpoxrvm na sanudnocm na OMOPUSAYUOHHOING NUCMO, Credsa Ja 6vde wiy ne no-kpamvx 18 meceya om damama na
nodagane wa ogepmama wiy e RO-Kpamvk om cpora Ha delicmeue na Q02080pa, 3a wuemo cruovsaHe ce
kandudamemea. Yuacmuuxvm mosice dg HPEOCMasu NoIHOMOWHO, Kakmo om npou3gLOUMenume, maxa u om
YILAHOMOMERUme npedcmasument Ha Qupmume npoussodumeny. B CAYYAH, Ue YUACHHUKDIM € NpEYHBIHOMOWEN oM
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YHBAHOMOUER KPeOCMAsUmen Ha Qupmama npou3eooumen, mo Mol credsa da npedcmasu OOKYMEHIN OM Kolimo e
BUONO, Ye YNBAHOMOWUMENAN € YHUIHOMOUweH npedcmasumen na gupmama npouseodumen”™. TlpeacTaBeHOTO
OTOPH3aMOHHO TIHCMO OT (Hupmara npoussoanten F.L. MEDICAL s.r.l., Hraaus 3a nocoyenara no-rope o6ocotena
031U o1 TexHUYecKaTa CrieMQUKAIINS € 3aBEPEeHO Komue ,,BApHO ¢ opurvHATA® npeson HAa GBArApCKH €3HK, a
CaMOTO OTOPH3ALMOHHO MHCMO € B Komue ,BApHO ¢ opuruHana“. Bnssnoro B cHAa TPEXKHO YCIOBHE Ha
ROKYMEHTALMATA 3 yyacTHe 0Oaue 3ab/DKaBa YYACTHHIMTE 1A MPEfICTABAT TOKYMEHT ,,0PUZUNAL Wil HOMAPULIHO
saeepeno xonue . Ha ciieapaino MACTO NPUITOXEHUAT IOKYMEHT € u3aazneH Ha 17.04.2015 r. B 1oKYMEHTa € II0coYeHo
H3PUYHO, Y€ YUACTHHKBT € YITRIHOMOIIEH 1a AUCTPHOYTHPa NPOTYKTHTE Ha Ipou3BoanTeNd 10 31.12.2016r. Bnasnoro
B Ci/1a TPBIKHO YC/IOBHE HA JOKYMEHTALMATA 33 yUacTHe 00aye 3a/1b/DKaBa YYaCTHULIHTE N TIPCUCTABAT JOKYMEHT ChC
CPOK Ha BAMIHOCT ,,He RO-KpamvK 18 meceya om damama na nodasane Ha oepmama iy He no-KpamvK oOm cpoka
Ha Oeticmeue na 002080pa, 3G YUeMo cKIousane ce xanouoamemea “. TIoCOMEHOTO M3MCKBAHE CHINO He € H3IBJIHEHO.
C ornen Ha M3IOXKEHOTO CleAsa 1a Gbae H3UCKBAH NOKYMEHT CHITTACHO M3HCKBAHMSATA HA O0sBNeHueTo, pasaen I11.2.3
,» ] EXHHUECKH BB3MoxkHOCTH”, T.10.5.

Ha creipamo MACTO MPH NPOBEPKa Ha NPHIIOKEHHTE JOKYMCHTH [IOMOILHHA OpraH Ha BuanoxuTens KoHCTaTHpa,
u¢ B ,,CIHCHK Ha MPHIOKHMHUTE AOKYMEHTH — Ofpazel-H, nomsiaHen HauepnateHo ¢H06Pa3sHO NOCOYEHHTE KONOHH
34 BCAKA MOSHUMS, 38 KOMTO YYAaCTHHKBT odepupa’ e mocoueHo B rpacda ,Katanoxen HoMep/HOMep Ha CTpaHMuA OT
KaTanor®, ue MpoH3BOAMTEN Ha o(epHpaHuTe NPOIYKTH 10 noano3mmus 25.5.; 25.9.; 25.10.; 25.11,; 25.12.; 25.20.;
25.21.; 25.23,; 25.24.; 25.25.; 25.26.; 25.27.; 25.28.; 25.29,; 25.30.; 25.31.; 25.32.; 25.33. e HiMedia Laboratories
Pvt, Litd, Hupua. B iuk Ne 1 no o6ocoGena nosumua Ne 14 1 20 ot TexHHUeckara cnieuudUKauus € npeacTaBeHa
AEKIAPArE 3a ChOTBCTCTBHE ¢ HaHeceHa ,,CE™ MapkupoRka, n3nagena ot npoussogurens HiMedia Laboratories Pvt,
Ltd, Manua (un.14, an.2 or 3akoHa 3a MEOMILMHCKMTE M3[ENMd) 32 TOCOYCHH KOHKPETHM IPYIH TIPONYKTH —
OeXHAPATHPAHH KyJITypHH cpeau v 1o6aeky; 6a3H 3a KNETHYHYU KYNTYPH, CHCTEMH 32 OIpe/e)INHE HA aHTHMMKPOGHa
HYBCTBUTEIHOCT; GAKTEPHONOTHYHM AM(CPEHUMAINH CPEACTBA; KIETBYHH KYNTYypH; MPOAYKTH 33 MOJEKYJspHa
GUOIOTHS; eNHIEMHONIOTHYHH CKPHHHHHT KHTOBE; FOTOBH CPEeIH. MI3pUYHO € MOCOYeHO B TIPMIOKEHHS JOKYMEHT [a
Ce BHAM MPHIOKEHHETO KBbM OEKNApAlMs 34 CLOTBETCTBHE ¢ HaHeceHa ,,CE” mapkupoBrka. Cwinoto ofaye He e
NPHIOXKEHO HHTO B 3aBEPCHO KONME HA aHITIMACKHM €3HK, HUTO B 3aBEpeH NpeBOI Ha OBIrapcku e3uk. MMeHHo B
IIOCOYSHOTO NPUIOKEHHE HA CIHCBIMTE ¢ NPOJYKTHTE YYACTHHMKBT CNSBA 2 H3IThJIHH H CBOHTE 3aB/UKEHHS, a
MMEHHO ,,a ce OTOeNeskM U HoMepa Ha ofocobeHaTa MOMUMA/MOAMOKMUMS, KOHTO [a CHOTBECTBA HA HOMEpa Ha
obocobenara nosuuma/noanoskumna ot TexHuueckara crelpUKALKA, 38 KOATO C& OTHACA M 34 KOHTO YYACTHHKBT
otepupa” cbracHo odaBNIcHNETO, pazgen 111.2.3 ,, Texauueckn Bp3MoskHocTH”, T.10.4. KoMucHaTa obaue KOHCTaTHpA,
9¢ WMEHHO NPIWIOKEHHETO NHUIICB2 H He € M3IBJIHEHO TOPeUMTHPAHOTO BIA3I0 B CHJIA TPEBXKHO YCJIOBHE Ha
JOKYMEHTaLMATA 32 yacTHe. [locoueHoTo npoTuBopedn Ha o6sasinenueto, pasaen H1.2.3 ,, Texuuuecku Bb3IMOKHOCTH”,
T. 10.4.  Joxazamencmeo 3a coomsemcmeue na meduyuncru uzdenus ¢ nanecena ,, CE” mapruposxa /omuacs ce camo
00 MeOUYUHCKUME U30EAUs, m.e. Kedemo e npuroxcumo/: 10.4. 1. Barudna dexnapayus 3a cvomeememeue ¢ Hanecena
»CE” mapxupoexa usdadena om npouzeooumens wiu ynvanomowen npedcmasumen (un.ld, an2 om 3axoma 3a
MeduyuHcKume u30enUn) 3a 6CAKO MEOUYUHCKO U30enue/1a60pamopen KOHCYMAamus, NPeOrO’CeHO Om Yuacmuuxa
/3aBepeno om yuacmHuKa Konue Ha OPUSURAIA U 3ABEPEHO OM YUACHIHUKA KONUE OM OQUYUATHUA IPeeod Ha bvrzapcxu
ezur/uni.; 10.4.2. Banuden cepmugpuram 3a ,,CE” mapxa, uzdades om nomuuyupan opean 3a 6CUNKU MeOUYUNCKY
u30enUs, 3a Koumo ce W3UCKea cvaa. yn. 18 om 3axona sa meduyuncrume uzdenus u Hapeobume za cougecmeenume
USMEHEHUS 30 OYCHABANE HU CHOMBEEMCMBUEMO CbC CHIYECMBEHUME UIUCKBAHUA HA MEOUYUHCKUME U30enua no un.2,
anl, m.I um.3 om 3axona 3a meOuyunckume u30enus. /3a6ePeno oM YUACMHUKA KONUE KA OPUSURANA U 306EPeH0 OMm
VHACMHUKA KORUe om opuyuanius npe6od Ha bvazapeku esux/unu.; 10.4.3. B cayuaii, ue npednazanume HPOOYKINY, HO
coomgemnume 060COBENU NO3UYUY, Pechn. ROONO3UYUU He ca meduyuscky widenus, no cmucwia na 3IMH mo
yuacmuuxem npedcmaes yoocmosepente Om NpouscoOumens, om Koemo 0a e UCHO, e CbUUm € onpedenin
CLOMGEMHUIME NPOOYKMU, He KAMO MeOUYUHCKU U30eAus, d Kamo pe3epenu uacmu ulu xkamo opyau npooyKmL.,
/npedcmass ce 6 OpuUNaN U 6 OPUSURCI HA Oduyuanus npesod Ha Geazapcku esur/, 3aberexcka: na doxymenmume
no m.10.4. credea da ce ombenescu u HoMepa na 06OCOBEHAMA NOIUYUL/NOONOIUYUS, KOUMO Od CLOMBECIEA HA
Homepa na obocobernama nozuyu/noonosuyun om Texnuneckama cheyupurayus, 3a KoSmo ce OMHACA U 3G KOUMO
yuacmuuxem ogepupa,

Ha cenpaimo MscTo npH mpoBepka Ha NPUNIOXKEHATE IOKYMEHTH [IOMOIIHMS OPrad Ha BBamoxXHTeNs KoHCTaTHpa,
4e B ,,CNIUCBK Ha TIPHITOKUMHATE ToKyMeHTH — Ofpasen-H, nombiHen U3depnaTenHo ¢BOOPa3HO MOCOYEHHTE KOJNOHU
32 BCAK2 IIO3HIMA, 32 KOMTO YYaCTHHKGT oepupa” e mocoueHo B rpada ,Katanoxken Homep/HOMep Ha CTpaHuua OT
KaTanor”, 4e Npou3BOAKUTE Ha O)EpPHPAHHTE IPOAYKTH 10 noanoskiua 25.7.; 25.8.; 25.18.; 25.19. ¢ BIOLAB Ine,
Yurapuna. B nnux Ne 1 mo ofocobena mosuums Ne 16 m 23 or Texuuueckara CrelM(pHKAIIMA € IpelcTaBeHa
AEKNapauus 3a CHOTBOTCTBHE ¢ HaHeceHa ,,CE” mapkupoBka, W3JaneHa oT npouseoautens BIOLAB Inc, VHrapna
(un.14, an.2 or 3akoHa 3a MEAWITMHCKHTE H3/IEH) 32 TIOCOYEHH KOHKDETHM TPyIIH OPOJYKTH — MUKPOOHOIOrMYHA
KYJITypHa cpe/ia, 6e3 /a € IPHIONKEH CIIUCEK ¢ MPHIIOKEHHE KbM Aekapauusta, ChIIOTO 06ade He e IPHNOKEHO HHTO
B 32BEPEHO KOTIME HA aHTIUHCKM €3HK, HUTO B 3aBEPEH NPEBO/T Ha GBIrapcky e3uk. ChIo TAKA KOMUCHATA CC IPHABPKE
kbM Texwuueckara crenmdukanna Ha obocobeHa nosunms Ne 25, KOATO BKIIOYBA CreumdryeH KOHCYMaTHB 34
€\HOKpaTHA ¥ MHOrOKpaTHa yrorpeba. Buano oT usnomeHoro 3a ofocofeHa mosuuma 25 JIMNCBA NPeacTaBEHA
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AeKIapanusa 3a ChOTBETCTBHE ¢ HaHeceHa ,,CE” MapkupoBxka, H3laieHa oT npou3BoauTens. | locOYeHOTO NPOTHEOPEYH
Ha obsenenmero, paspen 111.2.3 | Texuuuecku BrimoxHocTH”, T. 10.4. Joxasamencmeo 3a cwomsemcmeue Ha
meduyurcku usoeausn ¢ nawecena ,,CE” mapruposkda /omnacs ce camo 00 Meduyunckume uzdenus, m.e. Kudemo e
npuroxcumo/: 10.4.1. Banudna Jdexnapayus. 3a cvomsemcmeue ¢ wanecena ,CE” mapruposka usdadena om
NpOU3EOOUMERS UIU YNbAHOMOWEH npedcmasumen (wn.l4, an.2 om 3axona 3a meduyunckume u0enus) 3a 6CsKo
MeOUYUHCKO u30enue/aabopamopen KOHCYMAMuG, APediONCeH0 Om yHACHINUKG /3068PDeH0 OM VYUCIMHUKA KONUe Ha
OPUSUHANA U 306EPEHO OM YHACMHUKA KORUe om oguyuarnus npegod na Owvizapcku esux/wtu.; 10.4.2. Bamuden
cepmuguram 3a ,, CE” mapra, usdaden om HOmMupuyupan op2an 30 6CUuuKU MeOUWUHCKY U30CTUs, 30 KOUMO Ce U3UCKEA
cven, wn. 18 om 3axona sa meduyurckume usdenun u Hapedbume 3a cvuyecmsenume usMenenus 3a OyeHssane Ha
CHOMGEIMCHBUEIIO CbC CHUECNBEeRUME USUCKEAHIA Ha Meduyunckume uzdenus no ya2, an l, m.1 um.3 om 3axona za
MEOUYUHCKUME U30eUS /3A8EPEHO OM YHACMHUKA KONUE HA OPUZUNANA W 3G6EDEHO OM YNACMHUKA KOnue Om
oguyuannun npeeod na Gvieapeku esux/ww; 10.4.3. B cnyuail, ve mpedrazanume npodykmu, no cbomsemuume
0b0cobenu nozuyuL, pecn. ROOROIUYUY He Ca MEOUYUHCKY U30eaus, N cMucsaa na IMH, mo yuacmuuxsm npedcmaest
yoocmosepenue om RPOUIEOOUMENS, ONt KOEMO 04 e GUOHO, Ye CHUUAmM ¢ ONPedentT ChOMBEmHUMe RPOOYKINU, He
KAMO MEeOUYUHCKU U30enUs, a Kamo Pe3epsny Hacmi Wiy Kamo Opy2u npodykmu. /apedcmaesn ce 6 OpuzuHan u 8
OPUZUHAR HA ODuyuaIHuL npeeod Ha bvrzapcku esux/. 3abenexcxa: Ha doxymeumume no m.10.4. cnedsa da ce
ombenescu u Homepa Ha obocobenama no3uyus/MOORO3UYLA, KOLIMO Oa Cromeecmea Ha HoMmepa Ha obocobenama
nosuyus/noonozuyust om Texnuueckama cneyudurarus, 3a KOAMO ce OMHACA U 30 KOWMO YHacmHuKem ogepupa,

Ha caeapamwo mscto npu ceoata paGoTa NOMOIIHMA OpraH Ha BB3NOKHTENS yCTAHOBM, Ye ca INPENCTABEHH

OPUTHHAIIHH KaTaT03H H GpoLIypH Ha NPOH3BOAUTENHTE 33 O)epHpaHKTE NIPOAYKTH Mo abocobenu nosunun Ne 14, 15,
16, 20, 23, 24, 25 ot TexHHueckara cieHdHKALMA, KOMTO 00ayde ca MU3LANO Ha aHrMicky e3uk. Ha cielsaimo MacTo
He ca OTOeNI3aHH KBM CHOTBETHUTE NPOAYKTH H HOMEPa Ha 060COGEHH IO3HINH, KOHTO 1a CHOTBECTBA Ha HOMEPA Ha
ofbocoberr nosunK oT TexHWueckatTa crenr(HKalyus, 32 koaTo ce oTHacA. C Orfien Ha WIIOKEHOTO KOMHCHATA
TNPHEMA, Y€ HE € M3TBJIHCHO H3UCKBaHeTO Ha JlokyMenTaumaTa 3a ysactue, paszaen I ,Jloaroroska Ha odeprara”,
[Lnux Nel , JloxymenTH 3a moadop™, 1.19 u va obaenennero, pasnen 111.2.1) ,,JIN4HO CHCTOARUE HA HKOHOMHYECKHTE
ONepaTopH, BKIIOYHTEIHO H3MCKBAHHS BBE BPBH3KA ¢ BIHCBAHETO B MPOGECHOHANHH HIH THPTOBCKH PETUCTPH.
Hndopmanus 0 GOpMATHOCTH, KOMTO ¢a HEOOXOAMMH 3@ OUCHABAHE AANH €2 M3MBJHCHH M3HMCKBAHHATA®, T. 19
~Kamanoz ww 6powypa na npednazanume u30enus, ¢ NOCOUEH KAMANONCEH HOMeP HA KOWKpemmume 060cobeny
nosuyuu. Kamanozem wau Gpowsypama credea 0a 6vdam nodnucanu u nOONEHamMAny HA 6CAKA CMPAHUYA om
YMACHHUKG ¥ 04 _CA RPUOPYHCEHY C NPEBO HA Go/i2apcKi e3uK 8 HACHMA HA OMepUPanomo U 6CHYKH HEZOGH
rapamempu. B xamanoza/opoutypama, yHacmuuksim credéa 0a omoenexcu u Homepa na 060cobenu nosuyuy, Koimo
0a cvomsememea Ha Homepa Ha obocobenu nosuyuu om Texnuueckama cneyudpurayus, 3a koamo ce omuacs!

Ha ocHoBanHe ug. 68, ax. 9 pLe BpB3Ka ¢ w1, 68, a1. 8 oT 30II(oT™.), yuacTHHKBT ,,Pumakom™ EQGOJI
cJeABA A NPEACTABH CJETHATE JOKYMEHTH:

11.1. Oropusanpionno muemo (OpUTHHAN HIIH HOTAPHAIIHO 3aBEPEHO Komue) oT (upMaTa npoussoguren HiMedia
Laboratories Pvi, Ltd, Wnama, u3fajecHO Ha MMETO H4 YYACTHWKA, YJOCTOBEPABANO TMpaBa 3a
HPeACTABUTENICTBO M THPTOBHMA HA TEPHTOPHATE HA LANaTa crpaHa 3a obocobena mozuums Ne 14 u 20 ot
Texnuveckara crieux@ukanusa. CpoKbT Ha BAJUAHOCT Ha OTOPH3AIMOHHOTO [THCMO, CJICHBA 12 HBIE WM He
mo-kparTbK 18 Mecena OT naTaTta Ha nogaBaHe Ha oQepTaTA WIM He MO-KpaThk OT CpOKa Ha AeiicTBHe Ha
JOTOBOpa, 33 YMETO CKIIIOYBAHE CE KAHOM/IATCTEA.

11.2.  Joxasamercmeo 3a cvomeememeue na meduyuncku uzdenus ¢ nanecena ,,CE"” mapruposka om HiMedia
Laboratories Pvt, Ltd, Huoun /omuaca ce camo 00 meduyunckume wsdeaus, m.e. KbOeno e HPUTOHCUMO/ !
10.4.]. Banudna dexnapayua 3a cbomgememesue ¢ Hanecena ,, CE " mapruposka uzdadena om HPOUIEOOUMEns
Wil YRBuAHGMOUeH npeocmagumen (Y. 14, an.2 om 3axona 3a meduyuncxume u30enus) 3a 6CAKO MEOUWUHCKO
uzdenue/ nabOpamopen KOHCYMamue, npeorodCeHo oM YHACMHUKA /3A8EPeH0 OM VYACHHUKA KOWUE HQ
OPUSUHQNG U 3ABEPEHO OM YYACIMHUKA KOnue om oQuyuannus npeeod wa Ovazapcku esux/uwmu.; 10.4.2.
Banuden cepmugpuxam 3a ,, CE” mapra, uzdaden om nomughuyupan opean 3a 6CuyKu mMeouyuHcku usdenus,
30 KOUMO ce UUCKEA cve. ua. 18 om 3akona 3a meduyunckume uzdenus u Hapeobume 3a cvuyecmsenume
UZMEHEHUS 30 OYEHABANE HA CHLOMGEHICMEUEMO CbC CHUIECINGEHUME USHCKEARUA HA MEOUYUHCKUME U30eUs
no un.2, an. I, m.1um.3 om 3axona 3a MeOUYUHCKUME U30eNUst /306EPEHO OM YUACTIHUKA KONUE HA OpUSHHA
U 3a6EPeHO OMm YHACMHUKA KONue om oQuyuannus npesod Ha Owreapeku esux/wiu.; 10.4.3. B cayuail, e
npednaearume nPoOyKiny, no cvomeemuume 000cobeny ROSUYUY, Pech. NOONOIUWUU HEe €A MEeOUYUHCKY
uzdenus, no cmucwaa wa 3MH, mo yuacmuuxoem npedcmass yoocmosepenue om RpoUsEoOUMens, Om KOemo
0a e GUOHO, ve COUuAm e OnPedeitn CoOMBEMHUME RPOJVKINU, He KAMO MEOUYUHCKU U30enUs, d Kamo
De3epeHy Yacmu wny Kamo Opy2u RpOOYKMu, /Mpedcmass ce € OPUUHANL U 6 OPUSUHAR HA OQUIUaiH IR Npeaod
HA bvazapexku esux/. 3abenescrka: na Ooxymenmume no m. 10.4. crnedsa da ce omberescu u HoMepa Ha
obocobenama  nOsuWus/nOOROIUYYA,  KOUMO  0a Cvomeemcmea Ha Homepa Ha obocobenama
nosutus/nodnosuyus om Texnuveckama creyuukayus, 3a KOAMO Ce OMHACA U 30 KOUMO YYacHHuKsm
ogepupa.” CHINACHO M3NCKBAHUATA HA OBseneHueTo, pasaen 111.2.3 , TexHWgecku Bp3MokHOCTH”, T. 10.4. 32
obocobena mosums Ne 14 u 23 or Texuuueckara crnenudUKaLys.
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11.3. | Joxazamencmeo 3a coomeemcmeue na meOuyuHcky uzdenus ¢ nanecena ,,CE” mapruposka om MEB Test
a.s. Cnosenus /omnacs ce camo 00 mMeduyunckume usdenus, m.e. ksdemo e npurosicumo/- 10.4.1. Banuona
Qexnapayus 3a cvomgemcmsue ¢ Hawecena ,CE” uapkuposxa wuzdadena om mpouseodumers uiu
ynvanomouen npedcmasumen (un.l4, an2 om 3axona 3a meduyunckume u30enUR) 30 6CAKO MEOUYUHCKO
u30eaue/rabopamopen KONCYMAMuG, HPeORONCEHO OM YUACHHUKA /3ABEPEHO OM YHACHHUKG Konue Ha
OpUCUHANA U 3ABEPEHO OM YYACMHUKA KOnue om oguyuamnnus npeeod na 6wrzapcku esux/und.; 10.4.2.
Baguden cepmugpuxam 3a ,, CE” mapka, usdaden om HOMuGuyupan opan 3a 8CUMKY MEOUYUHCKY U30e1A,
3a Koumo ce usuckea cvea. 4n. 18 om 3axona 3a meduyuncrume usdenus u Hapedbume 3a cvugecmeenume
UIMEHEHUA 30 OYEHABANE HA CHOMBETMCMBUETNO CHC CHUECTEEHUME USUCKGAHUA HA MEOUYUNCKUME U30eNUS
noun.2, an I, m.1 um.3 om 3axona 3a meduyuncxume usdenus /3a6epeHo om YHACMHUKA KOnue Ha OpUUHAIC
U 3a6ePEHO OM YUACHIHUKA KORUE OM OHuyuannus npesod Ha Gvazapexku esux/unu.,; 10.4.3. B cayuail, ve
npednazanutie NPOOYKMu, o Cvomeemnume 060cobeny ROIUYUY, Pecn. ROONOSUYUU HE Ca MeOUYUHCKY
usdenus, no cmucwaa na IMH, mo yvacmuuxem npedcmasn yoocmosepenue om HPOUIGOOUMENH, O KOO
0a e GUOHO, 4e Colyuam e ONpedesun CbOMBemHUMe HPOOYKIMY, He Kamo MEeOUYUHCKY us0enus, d Kamo
PE3EPEHU HACHU U KAMO OPY2U NPOOYKIM. /APEOCIABA Ce 8 OPULUHAR U 8 OPUSUHAL HA OQUyHAIHUA npeeeo
na Gwazapeku ezur/. 3abenexckd: na Ooxymenmume no m.10.4. caedea da ce ombenexcu u HOMEPQ Ha
obocobenama  ROIUYUA/NOONO3UYUS,  KOUMO 04 CbOMEEMCMEd HA HOMEpa Ha obocobenama
nosuyus/noonosuyus om Texnuueckama cneyuhuxayus, 3a KOAMO ce OMRACA U 30 KOUMO VYGCMHUKLM
ogepupa. CHrIACHO H3NCKBAHHATA Ha 00AR/ICHMETO, pasden 111.2.3 |, TexHHuecku BB3MOxkHOCTH, T. 10.4. 33
obocobena nmosunus Ne 15 ot Texuuueckata crenubHKaLK.,

11.4. OTopu3auMOHHO MUCMO (OPHTHHAN HITH HOTAPHAIHO 3aBEPEHO KOTIHE) OT (upMara npom3soauTen MKB Test
a.s. ClopeHNs, H31aJeHO Ha HIMETO HA YHACTHHKA, YI0CTOBEPSBALIO IPaBa 32 NPENCTABHTENCTEO U THProBHS
Ha TEPUTOPHATA Ha LAIaTa CTpaHa 3a 00ocobena mosuuma Ne 15 ot TexHnueckata cieunuxauus. CpoxsT
Ha BaJIMAHOCT HA OTODH3ANMOHHOTO MMKCMO, CIefiBa Ja Oble MM He mo-KpaTbK 18 Mecenma or marata ua
nojaBaHe Ha Oeprara WIM HE MO-KPaThK OT CPoKa Ha AeliCTBME HA NOTOBOPA, 32 YHETO CKIHOYBAHE CE
KaHAMAATCTRA.

11.5.  Cepmuthuxamu, usdadenu om axpedumupanu Iuya Ha HpoussoOumens 3a YHPABNEHUE HA KAYECMEOMO,
YOOCMOBEPAGAIU  CHOMBEMCMEUEMO  HA  CMOKUME — CbC  ChOMEEMHUME — CReyuduxayuy — wiu
Cmandapmu. Y0ocmoeepasa ce cbC 3a6ePeHu Om YUACMNUKA Konus HA cepmugbuxamu, uzdadenu om
AKPEOUMUPaHY TUYA 30 CEPMUDURAYUS HA CUCIEMU 30 YAPABTIEHUE HA KAYECHGONO U 30 CepmuduKayus Ha
npednazanume npooykmu no BJC, ISO 9001:2008 wu exeusanewmunu GMP cepmugpuxam /0obpa
ApOU3600CIMEena NPAKMUKY/, Wil GHAROSUYHA CUCTIEMA HA UMEMO HA RPOUIEOOUMENS NG CbOMBEMHUA
KOHCyMamug.” ChrIIACHO M3HCKBAHETO Ha obseieHueTo, pasnen I11.2.3 , TexHuuecKku Bb3MOKHOCTH, T.10.3.
3a noAnosuuua Ne 16.10. ot Texnuueckara ceundukatms.

11.6.,,[oxazamencmeo 3a cvomeemcmsue na MeOUyUHCKU U3OENUA ¢ HaNecena ~CE” mapruposxka om Atlas
Medical, UK /omnacs ce camo 0o meduyunckume uzdenusn, m.e. xvdemo e npunoxcumo/- 10.4.1. Banudna
Oexnapayus 3a cvomsemcmeue ¢ Hauecena ,CE” mapxuposxa usdadena om npoussodumens wmu
ynuanomower npedcmagsumen (un.l4, an.2 om 3axona sa meOuyunckume w3deaus) 3a 6CAKO MEQUYUHCKO
uzOenue/nabopamopen KOHCYMamus, npedfodiceno Om Y4acmnuxa /3a6epeHo om YYACTHUKG KOnue Ha
OpUZUHARA U 30GEPEHO OM YHACMHUKA KOnue om opuyuannua npegod Ha Gvazapcxu ezux/wm.; 10.4.2.
Banuoen cepmudpuram sa ,, CE” mapra, u30aden om Homu@uyupan opzax 3a 6CuNKY MeduyuHcKky usdenus,
30 KOUMO Ce UBUCKEA Cved. uA. 18 om 3axona 3a meduyuncxume usderun u Hapedbume 3a comyecmeenume
UIMEHENUSA 30 OYEHAGANE HA CHOMBEMCMEUEMO CbC CHUECIMBEHUME USUCKBARUA HA MEOUYUHCKUME U3OeAUs
noun2, arnl, m.1 um.3 om 3axona sa meduyuncrume uzdenus /3a6epeno om yHacmHuUKa KOnue na OPUUHANa
U 3a6epeno Om YUACHIHUKA KONue om opuyuainus npeeod na bvazapcku esux/umu.; 10.4.3. B cayuai, ve
npednazanume RPOOYKMU, NO Cvomeemnume 060cobenu nosuyuy, pecn. ROGROIUWUU He CA MeOUUHCKU
usOenud, no cmucwaa na IMH, mo yvacmuuiem npedcmass ydocmosepenue om HPOU3GOOUMENS, O KOEmo
0d e 6UOHO, e CoUusm e ONpederuit CbOmBemHUMe NPOJYKMU, He KAMo MeOUyUHCKY u3dedus, a Kamo
De3epeHy acm Wi Kamo opyau BPpoOYKmu. /Apedcmass ce 6 OpUzUnan U 6 OPUSHHAR HA ODUYUaTHUS Hpeeoo
Ha Ovreapcku esux/. 3abenesxcka: na doxymenmume no m.10.4. caedsa oa ce ombenesxcu u HOMEPQ MO
obocobenama  nozuyus/modnosuyun, Kolimo Oa Cvomeemcmea Ha Homepa Ha obocobenama
nozuyusi/noonosuyus om Texnuueckama cheyuurxayus, 3a XOAMO ce OMHACS U 3a KOUMO VUacmHuKvm
ogepupa. * CHITIACHO H3UCKBAHHATA Ha obaBneHueTo, pasuen I11.2.3 , Texanuecku BB3MOXKHOCTH”, T. 10.4.
3a poanosuuMa 16.14. or Texuuueckara crieupduranms.

11.7.,, Joxasamencmeo 3a cvomsememeue na meduyuncky usdenus: ¢ Hanecena ,,CE” mapruposka om BIOLAB
ine,, Ynezapun /omunacs ce camo 00 meduyunckume uzdeaus, m.e. kodemo e npuroxcumo/: 10.4.1, Banudna
dexaapayus 3a cvomsemcmsue ¢ nanecena ,CE” mapxupoexa usdadena om npouzgodumens iy
yreanomowen npedcmaaumen (wn. 14, an.2 om 3axona sa medurunckume uOenusn) 3a 6CAKO MEQUYUHCKO
u30enue/nabopamopen  KOHCYMAINUG, RPEONONCEHRO OM YHGCHIHUKA /3068ePeHo om YUACIHUKA KORUe HA
OPUSUHARA U 3AGEPEHO OM VHUCIMHUKA KONWe om oguyuannus npegod na 6vazapcku ezux/umw.; 10.4.2.
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11.8.

11.9.

Banuden cepmudpuxam 3a ,, CE” mapra, usoaoern om ROmupuyupan opzan 3a 6CUNKU MEQUYUHCKY UzoemUA,
3a Koumo ce ustickea cvan. un. 18 om 3axona 3a meduyunckume uzdenun u Hapedbume 3a cvujecmeenume
UTMEHEHUA 30 OYEHSBAHE HA CHOMBEMCMEUETNO CbC CHIECHBEHUME USUCKEAHUA HA MEOUYUHCKUME U30enus
no wi2, an.l, m.1 um.3 om 3axona 3a meduyuncrume u30enus /3a6epeno Om YHacCmHUKa KORUe Ha OPUSUHONa
U 3a6ePeHO OM YUACHIHUKA KONUE OM OQUUUARHUA npesod Ha bwaeapexu esux/unu.; 10.4.3. B cayuai, e
npednazanume RPOOYKMY, HO CbOmGemHume 060COBeHU NO3UYUY, Pecn. ROONOIUYUU HE CA MEOUYUHCKUY
wzdentst, no cmucoaa Ha IMH, mo yuacmuuxsm npedcmass yOOCHOsepeHUe On npou3e00UMeNs, Om Koemo
Oa e 6UOHO, e CLWUAM e Onpedenis CLOMBEnHUMe RPOOYKMY, He Kamo MEOUYUHCKY u30erut, a Kamo
Pe3epeny acmu Wik Kamo Opy2u nPOOYKIIU. /APeOCMABA C¢ 8 OPUZURAR U 6 OPUUNAL HA oghuyuannus npesoo
Ha Gvazapcku esur/. 3abenesxcka: Ha doxymenmume no m.10.4. credsa da ce ombenedicu U Homepd Ha
oBocobenama  ROUYUA/NOONOIUYUA,  Komo Oa cvomeememsd Ha Homepa Ha  obocobenama
nosuyua/noonosuyus om Texnuueckama creyugpuxayus, 3a KOAMO Ce€ OMHACA U 3G KOUMO YYACMHUKBIN
oghepupa. * CHIIACHO M3UCKBaHHATA Ha oOsRTeHueTo, pasaen [[1.2.3 , Texnudeckd BEIMOKHOCTH, T. 10.4.
3a nopmosnuua 16.13. or Texuuueckara crieruUKanys.

JJoxazamencmeo 3a cvomeemcmeue na meduyuncku usdenusn ¢ Hanecena ,CE” mapxuposka om Erba
Lachema s.r.o., Yexusn /omnacs ce camo 0o Meduyunckume usdenus, m.e. keoemo e npuaoxcumo/: 10.4.1.
Banudna dexnapayus 3a cvomeemcmeue ¢ nanecena ,, CE"” mapxuposxa usdadena om npouseooumens wiu
yrwanomowen npedcmasumen (wi.l4, an.2 om 3axona 3a MeOUUHCKUME UzOEAUR} 30 BCARO MEOUYUHCKO
u30enue/1abopamopen KOHCYMAIMUG, NPeOiodCeH0 Om YUACTHUKA /3a6epeH0 Om YUGCHHUKA Konue na
opueunaNa U 306EPEHO OM YYACMHUKA Konue om oduyuainun npesod Ha Ovieapcexu esux/wnt.; 10.4.2.
Banuden cepmugpuram 3a ,,CE” mapxa, us0aden om HOMUPUYUDAR Op2an 30 SCUYKY MEOUYUHCKY U30ENUA,
30 KOUMO ce UIUCKBA cbed. A 18 om 3axona 3a meduyunckume uzderus u Hapeobume 3a cvujecmseenume
UBMENEHUA 30 OYEHABAHE HA CHOMGEMCHIGUCINO CbC CHUJECTNGEHUME UIUCKEARUL HA MEOUYUHCKUME UIOCAUL
noun 2, ar.l, m.1 um.3 om 3axona 3a MeOuyuHCKUMe UIOENUA /3A6EPEHO O YHACMHUKA KORUE HA OPUUHANA
U 2a8EPEHO OM YHACMHUKA KOWue om Ofuyuarnua npeod Ha Gwrzapcku esux/wm.; 10.4.3. B ciyuat, ve
npednazanume nPoOYKmu, 1o CvomeemHume obocobenu nosuyuy, pecn. ROONOUYUL He Ca MEOUHUHCKY
wzdenusi, no cmucsaa va IMH, mo ywacmuuxem npedcmass yOOCmoseperue 0m npouse00umen, om xoemo
da e GuOHO, Ye CLUUAM € ONPeCenut CbOMBEMHUMEe APOCYKIIU, HE KAMO MEeOUWUHCKY U30enut, d Kamo
pesepaH Hacm Wi Kamo Opyau npodyKmu. /npedcmass ce 6 OPUSUHAL U 8 OPUZHHAR HA ohuynannun npeeod
na Gvneapcku ezur/. 3abenedcka: wa Ooxymenmume no m.10.4. credea 0a ce ombenexcu u nomepa Ha
obocobenama  NOZUYUA/MOONOSUYYA,  Kolimo Oa  Cvbomeemcméa HA  Homepa KA obocobenama
nosuyus/noonozuyus om Texnuueckama cneyuguxayus, 3a KOAMO ce OMHACA U 30 KOUMO YYACHHUKDIN
ogepupa. * CHTIIACHO M3UCKBAHKATA Ha 00aABIeHHeTo, pasaen 111.2.3 , TexHuyeckn Bb3MOKHOCTH, T. 10.4.
3a oanosumus 16.1.; 16.3.; 16.8. or TexuHyeckaTa crelMbHKaLHA.

. [loxasamencmeo 3a cvomeememaue na meduyuncku usdenus ¢ nanecena ,,CE” mapxuposka om HiMedia
Laboratories Pvt, Ltd, Hudua /omuacs ce camo 00 meQuyunckume u30eius, m.e. Kboemo e RPUSONCUMO/
10.4.1. Banudra dexnapayusn 3a cvomsemcmeue ¢ Hanecena ,, CE” mapruposxa uzdadena om npou3eooumens
wnu ynwanomougen npedcmasumen (ua. 14, an.2 om 3axona 3a meduyunckume u30enus) 30 6CAKO MEOUYUHCKO
usdenue/nabopamoper  KOHCYMAMUG, RPEORONCEHO OM YHACHHUKA /308€PEHO OMm YHACHHUKA KOnue Ha
OPUSUHANG U 3AGEPENO OM YUACHIHUKG Konue om opuyuarnus npesod Ha Gviazapcku esur/wnu.; 10.4.2.
Banuden cepmugpuxam sa ,,CE” mapka, usdaden om HOMuQuyupar opan 3 6CUMKY MEOUYUHCKY U30eRUS,
30 KOUMO ce usUCKea cwer. ul. 18 om 3axona 3a meduyunckume uzdenun u Hapedbume 3a cvugecmeenume
UIMEHCHUA 30 OYEHSBAHE HA CHOMBEMCMBUEMNO CbC CHUJECIMEEHUNE UIUCKEAHUA KA MEOUYUHCKUME U30enus
no w2, anl, m.1 um.3 om 3axona za meduyuncrume u30eaus /3a6epeno OM YHACHHUKA KORUE HA OpYsunand
U 306ePEHO OM YUACMHUKA KORUE Om ouyuainus npeeod Ha bvazapexu esur/unu.; 10.4.3. B cnyuan, 4e
npednazanume npooyKmu, RO Cvomeemuume 000Cobeny nOIuYUY, PEcn. HOOROIUYUU He CA MEOUYUHCKU
widenus, no cmucvnaa na IMH, mo yuacmuuksm npedcmass yOoCmosepeHue om RPou3g00Umens, om Koemo
da e uono, ye CulyusIm e onpedenun CbOMEeTNHUMe NPOOYKIMY, HE Kamo MeOuyuncku uzdenus, a kamo
[Pe3epEHU HACTAU Witk KAMMO OpY2tt NPOOYKMY, /NPEOCHIAEs, Ce 6 OPUSUHI U 8 OPURUHAT HQ ouyuantus npegoo
na Gwacapeku esur/. 3abenescxa: Ha doxymenmume no n.10.4. ciedea Oa ce ombenedicu u Homepa Ha
obocobenama  nosuyus/noonosuyus, Kowmo Oa cvbomeemcmeq HA Homepa Ha  obocobenama
nozuyus/nodnosuyus om Texnuueckama cneyuguxayus, 3a KOAMO ce OMHACK U 3d KOUMO YHACIMHUKBIN
ogepupa.  CHTIIACHO M3MCKBanuATA Ha oGsBIeHHeTo, pasnen I11.2.3 , Texnudeckn BB3MOKHOCTH”, T. 10.4.
3a noAmosuuMs noanosvims 16.2.; 16.4.; 16.5; 16.6.; 16.7.; 16.9.; 16.11.; 16.12. or Texuu4eckara
crierguKaIms.

11.10. OTOpH3aLMOHHO TTHCMO (OPHIHHAI WH KOTAPHAITHO 3aBEPEHO KONKE) OT hHpMaTa NPOH3BOLUTEIHTE

Atlas Medical, UK, BIOLAB Inc., Yurapns, Erba Lachema s.r.o., Yexnn, Biomed Diagnostics Inec., ISA
M3AAEeHO HAa MMETO Ha YUACTHHKA, YIOCTOREPSBAIIO TIPaBa 3a NPEeACTABUTEIICTBO H TBPrOBHA Ha TEPUTOPHATA
Ha LLIaTa cTpaHa 3a obocobeHa mosumus Ne 16 ot Texunveckara cneuudukanyud. CpoKET Ha BATHAHOCT HA
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OTOPH3ALMOHHOTO MHCMO, ClTe/iBa 1a Gbe MIIH He o-KpaThk 18 Mecella OT jaTaTa Ha [0/IaBAHE Ha otepraTa
WA HE TIO-KPaThK OT CPOKA Ha AeHCTBHE Ha JOrOBOPA, 33 YHETO CKIIOYBAHE C& KaHIHAATCTRA.

11.11. . Joxazamencmeo 3a coomsemcmane Ha MeOUYUHCKU U30eAUA C HARECEHA ,, CE” mapruposra om Erba
Lachema s.r.o., Yexun /omnacs ce camo 00 MeOUYUHCKUME U30eus, M.e. KbOemo e npunoscumo/: 10.4.1.
Banuona dexnapayus 3a cvoméememsue ¢ Harecena ,,CE” mapruposka u30a0eHa OM HPOUIBOOUMENS UMY
yruanomowen npedcmasumen (wn. 14, an.2 om 3axona 3a MeQUYUHCKUME U30eMUA) 30 6CAKO MEOUYUHCKO
u30enue/1adopamopen KOHCyMAamus, RpeOnodCeno Om YHACIHUKG /306epeH0 Om YUACHHUKA KONUe Ha
opueUHANG U 3A6EPEHO OM YYACHHUKA KORUE OM OQuiuanHus npeeod na Gwazapcxku esux/umt; 10.4.2.
Banuden cepmugpuxam 3a ,,CE” mapxa, uzdaden om nomuuyupan opzan 3a 6Cu4Ku MeQUYUHCKY U30EnUr,
3a Koumo ce uzuckea cwvan wi. 18 om 3axona 3a meduyuncxume uzdenun u Hapeobume 3a coiyjecmsenume
UIMEHEHIUS 3@ OYENABANE HA CLOMBENICMEUETNO CbC CHUJECTIBEHUME USUCKEAHUS 1A MEOULUHCKUME wzoenun
nown.2, anl, m.1 um.3 om 3axona 36 meduyuncKUme u30LAUA /3A6EPEHO OM YUACIHUKA KONUE HA OpUSUHARQ
U 30BEPEHO OM YHACWHUKA Konue om oQuyuanniis npeeoo Ha buazapexu ezux/unu.; 10.4.3. B cayuail, ve
npednazanume nPOOYKNY, HO CbomsemHume 0bocobeny RO3UYUY, pPech. ROOHOIUYUY He CA MEOUHUHCKU
wsdenus, no cmucwvaa va IMH, mo yuacmuukvm npedcmass yoocmoseperue om NPOU3BOOUMENRH, ONt KOEMO
da e GuOHO, ue ChUUAM € ONpedenwt CbOMEENNUMe HPOOYKMIL, He KAMO MeOUYUHCKU U30enus, d Kamo
Pe3epPEHU HACY UL KAMO Opy2u BPOOYKmy. /APe0Cmags ce 6 CPUSUNAN U 6 OpUSUHAT Ha ouyuanius npesoo
na Gwazapcku esux/. 3abenedicka: na doxymenmume no m.10.4. creden 0a ce ombenedct u HOMeEpd HA
obocobenama  NOIUYUA/NOONO3UYUS,  KOUmo 0a CbOMEemMcmea Ha  HoMmepa  HA obocobenama
nosuyua/moonosuyus om TexHuueckama CReyuQuUKAyWL, 30 KOAMO Ce OMHACA U 34 KOUMO yHACMHUKLM
ogrepupa. * cHTIACHO H3MCKBAHMATA Ha ofsasneHueto, pasnesn JII.2.3 , Texnnyeckn BB3MOMKHOCTH”, T. 10.4,
33 obocoBena nozmuud Ne 23 ot TexauueckaTa cnenuHKanys.

11.12. . Jorazamencmso 3a coomsemcmaue Ha MeOUYUHCKU U30CAUS C HAHECEHU ,, CE” mapruposra om Mast
Group Limited, UK /omnacs ce camo 00 MeQUYUHCKUMe usoenus, m.e. xvoemo e npunodcumo/: 10.4.1.
Bamwona dexnapayus 3a cvomeememaue ¢ Hanecena ,, CE” mapxuposka u30adena om nPoUsBOOUMEN Wil
ynwaHomMower npedemasumen (wn.l4, ar.2 om 3axona 3a MeduyuHCKume u30enus) 3a 6CAKO MEGUYUHCKO
130enUe/1abOPaAMOPER KOHCYMAMUe, npeoniodceno Om YUACMHUKA /3A8epeH0 Om yUaCMHUKAG Konue Hd
opuzURaNa U 3GEEPEHO OM YYACMIHUKA KONUE OM OQUYUARHUA npesod na Gwrzapcku esux/umi; 10.4.2.
Bawden cepmugpuxam 3a ,,CE” mopxa, usoaden om HOMUQUYUPAH 0pear 3a 6CUIKU MeOUYUHCKY U30ENUA,
3G KOUMO Ce uUCKed cvai. wi. 18 om 3arona 3a meduyuncxume usdenusn u Hapedbume 3a cviyecmeenume
LIMEHEHUA 3 OYEHABAHE HA CHOMEEMCMBUEMO CbC CoUfeCMBEHUME USUCKBAHUA HA MEOUYUHCKUME usdenus
no w2, an.l, m.1 um.3 om 3axona 3a meduyUHCKUME U30CAUS /3A6EPEHO OM YHACMIRUKA KONUE HA Opueurand
U 3a8epeHO OM YuaCHHUKa Konue om ouyuanius npesod Ha Gwuazapcku esur/unu.; 10.4.3. B cayudaii, ue
npednazanume nPOOYKIY, HO CbOmGemHume 000CObEeHU NO3UYNY, pech. ROONOUYUY HE CO MEOUYUHCKY
wzdenus, no cmucwvaa Ha IMH, mo yuacmuuxvm npedcmass yoocmoseperue om RPOU3BOOUMENs, O KOEMO
da e GUOHO, Ye CowuAm e ONpederun ChomeemHume HPOOYKIY, HE Kamo MeQUYUHCKU U30enus, a Kamo
Pe3epeHY acHmy Wi Kamo Opy2u npoOyKmit. /Apedciaes ce 6 OPUZUHAL U 6 OPUSUHAT HA oQuyuaTHUS HPEBOD
na Gvazapcku esux/. 3abenexcxa: Ha doxymenmume no m.10.4. ciedsa oa ce ombenexncu u Homepa Ha
obocobenama  nO3UYUA/NOORO3UYUA,  Kolimo Oa Cvhomeemcmea HA  HOMEpa  Ha obocobenama
nozuyu/noonozuyua om Texnuveckama cneyupurayus, 3a KOAMO cé OMHACA U 3d KOUMMO YUaCIRHUKGM
oghepupa. ' CHrAaCHO U3KNCKBAHUATA Ha obsienennero, pasaen 111.2.3 , TexHAYECKH BE3MOKHOCTH, T. 10.4.
3a oBocobena nozunua Ne 24 or TexHuueckara cnielHdHKaIM.

11.13. OTOPH3ALHOHHEO TIMCMO (OPHIMHAN MY HOTAPHANTHO 3aBEPEHO KOIHUE) OT dhupMaTa NPOU3IBOJUTENS OT
Mast Group Limited, UK u#371ageH0 Ha HMETO Ha y4aCTHHKA, yOCTOBEPABAILO 1PABa 32 NPEICTABUTEICTEO
¥ THProBUA Ha TEPUTOPHATA Ha LA/IaTA CTPaHa 3a 060co0eHA NOHLHA Ne 24 ot TexHugeckara CrieIHBHKaLIMA.
CpOKBT Ha BATHAHOCT HA OTOPH3ALHOHHOTO MHCMO, CrieaBa 1a GBAe MK HE 110-KPaThK 18 mMeceua ot AaTara
Ha ToJaBaHe Ha ofepTaTa WIK He MO-KPAaThK OT CPOKa Ha AEHCTBHE HA JIOTOBOPA, 32 YMCTO CKIIOMBAHE CE
KAHAHAATCTBA.

11.14. OTOPH3AIHOHHO HCMO (OPUTHHAT WIH HOTAPUATHO 3aBEPEHO KOMHe) OT dupMaTa IPOU3BOIUTENA OT
F.L. MEDICAL s.r.).,, Hranasa, W3TageHo Ha HMMETO HAa Y4YacTHHKA, YAOCTOBEPABAILO TMpaega 3a
TIPEICTABUTENICTBO H THPrOBHSA HA TEPUIOPHATA HA lLanara CTpaHa 3a obocobena mozuuua Ne 25 oT
Texanueckata cnenmdukanysa. CPoKsT Ha BATHAHOCT HA OTOPH3ALNMOHHOTO MHUCMO, CIeABA Ja OnJe WIH He
ro-kpaTek 18 Mecena OT JlaTaTa Ha MOnaBaHe Ha odepTara WM HE MO-KPaTkk OT CpOKa Ha JieficTBre Ha
JOTOBOPA, 3a YHETO CKIFOUBAHE C& KAH/UAATCTRA.

11.15. JJloxazamencmeo 3a CoOMEEMCMEUe Ha MEOUWUHCKY UIOCIUA C HAHECeHd CE” mapruposxa om
HiMedia Laboratories Pvt, Ltd, Huoua. /ommacs ce camo 00 MeduyuncKume uzdeius, m.e. KvOemo e
npunosxcumo/s 10.4.1. Barudna dexrapayus 3a CbOmeemcmeune ¢ Hanecend ,, CE” mapxuposka u30adena om
NPoUsEOOUMEns Wiy ynvaHomowen npeocmasumen (wel4, an2 om 3axona 3a meduyuHcKume uzoenus) ia
6CSKO MEOUYUNCKO U3Oenue/1a60pamopen  KOHCYMAIUG, NPeOnoNCeHo Om YHaCMHUKA /3aeepeno om
VUACTHUKA KONUE HG OPUSUHANa U 3GEEPEHO OM YUACHHUKA Konue Om ouyuannus npeeod Ha bvazapeKu
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esur/uau,; 10.4.2. Banuden cepmugpuxam 3a ,CE” mapka, usdaden om nomuuyupan opean 30 GCUYKU
MEOUYUHCKY U30eAUR, 30 KOUIO Ce UIUCKEA cbal. Y. 18 om 3axona 3a meduyuncrume wzdenus u Hapeobume
30 CLUIECMBEHUME UIMEHEHUS 30 OYEHABANE HA CHLOMEEMCHBUEMO CbC CHUWECIMEEHUME UIUCKBAHUI HA
Mmeduyunckume usdenua no a2, arl, m.I u m3 om 3axona 3a meduyunckume uzdeaus /3aeepeHo om
VUACHHUKA KORUE HA OPUZUNHGIA U 306EPEHO OM YUACKIHUKA KORUE OM OQUYUAARUA NPeeod HA ObA2apcKu
esur/uny.; 10.4.3. B cayvail, we npedigzanume RpoOYKIMM, RO CLOMGEMHUME 0B0CODeHY ROFUYUN, pPech.
ROONO3UYUY He Ca MEOUYUHCKY usdenus, no cmucwia Ha 3MH, mo yvacmuuxksm npedcmass yoocmosepenue
OmM RPOUIGOOUMENA, OM KOEMOo Od e GUOHO, Ye CHUUAm e ONpeQealun Cbomeemuume nPOOYKmi, HE Kamo
MeQUYUHCKY U30eNUA, 4 KamO Pe3EPeHY YACY Wil Kamo Opyau npoOYKmY. /MPedcmass ¢e 6 OpUSUNGaR U 6
OpULUHAR HA OQuyuanHus npeeod Ha bwreapcru ezux/. 3abenexcka: Ha doxymenmume no m.10.4. credsa da
ce ombenedcu u Homepa Ha 0bOCODEHAMA ROFUYUA/NOOROIUYLUA, KOHMO Oa CLOMEEMCMEa HA HOMEDA HA
obocobenama nosuywa/noonosuyus om Texnuveckama cneyugurkayis, 3a KOAMO ce OMHACA U 3Q KOUMO
yuacmHukem ogepupa.“ CBHITIACHO W3HMCKBaHMATa  Ha obsenenuero, pazgen I11.2.3 | Texuwdeckn
BE3IMOKHOCTH, T. 10.4. 3a mogmozumua Ne 25.5.; 25.9.; 25.10.; 25.11.; 25.12.; 25.20.; 25.21.; 25.23,; 25.24,;
25.25.;25.26.; 25.27.; 25.28.; 25.29,; 25.30.; 25.31.; 25.32.; 25.33. or TexHnyeckara crnecundukanus.

11.16. WHloxazamencmeo 3a cpomeemcmeue Ha meouyunckyu uzderus ¢ Hawecena ,,CE” mapxuposka om
BIOLAB Inc, Yuzapusa /omuacs ce camo 00 Meduyuncxume usdenus, m.e. kuoemo e npuiodxcumo/: 10.4.1.
Banudwna cexnapayua 3a cvomseemcmsue ¢ nanecerna ,,CE” maprupoera uzdacena om npouzsooumens uiu
yrwanomowen npedcmasumen (4n.14, an.2 om 3axona 36 meduyunckume u30eAU) 30 BCAKO MEOUWUHCKO
u30enue/1abopamoper  KOHCYMAMug, NpecnoNceHo Om YVYACTHHUKG /3d8ePeHO OM YYACTHHUKG KORUE Ha
OPUSUHANQ U 308EPEHO OM VUACHHUKA Konue om oguyuainus npesod Ha Gereapcku esux/umi; 10.4.2.
Banuoen cepmughuram 3a ,, CE” mapxa, usoaden om HOMUQUUUpaH opean 3a 6CUUKE MEOUNURCKY USOERUSA,
30 KOUMO ce u3uckea cval. YA 18 om 3axona 3a meduyuncrume wzoeaus u Hapeobume za cvugecmeenume
U3MEHeHUA 30 OYeHABAHE HA CHLOMBEMCIGUEINO CHC CHUECTNBEHUME UIUCKEAHUSL HA MEOUYUHCKUME U30eNUs
rowa 2, an i, mIum3 om 3axona 3a meduyuncrume u30eAUR /308EPENHO OM YYACMHUKI KONUE HA OPUSUHAN
U 308eper0 Om YMACHHUKG Konue om ouyuannus npegod Ha dvrzapcru esux/uny.; 10.4.3. B cayuai, ue
npecnazanume NPOOYKIMY, HO cvomeemuume obocobeny Ro3uYUY, Pecn. ROONOIUYUY He ca MeOUYUHCKU
uz0eaus, no cmucwaa va 3MH, mo yvacmuuxem npedcmags yoocmosepenue om npou3eooumens, Om Koemo
0a e GUONHO, Ye CHUUAM € Onpedenull CbOMEGemHUme NPOOYKIMUY, He KAMO MeOUNUHCKY U30emwl, a Kamo
Pe3epeH Nachmu WY Kamo Opy2u RPOOYKII. /MPedcmass ce 8 OPUSHHAT U 8 OPUZUHAT HA OQUYUATHUI NPe6Od
na Genzapcrku esux/. 3abenescka: na ooxkymesnmume no m.10.4. credea da ce ombenescu U Homepa Ha
oBocobenama  nozuyua/nOOnO3UYUL, KOUmMOo Oa Chomisemicmga Ha Homepa Ha obocobenama
nozuyus/noonozuyus om Texnuveckama CReyuUPUKAYUA, 30 KOAMO C€ OMHACA U 34 KOUINO YUACHIHUKBM
oghepupa, ** CHTIACHO M3UCKBaHHATA Ha o0saBmeHHeTo, pazne:n 11123 ,, Texauyecku Bpsmoknocta”, T. 10.4,
3a mogmosuuua Ne 25.7,; 25.8.; 25.18.; 25.19. BIOLAB Inc, YHrapun ot Texnudeckara crienidHKaIu.

11.17. ~Kamanoz wru Gpowypa na npedrazanume u30€Aus, ¢ NOCOYEH KOMMIONCEH HOMED HO KOHKPEMHUMe
06ocobenu nozuyun/noonozuyuy, Kamanozvm wuny 6pouwtypama credea da 6w0am ROONUCAHY t ROONEUAMAaNY
HO SCAKG CHPAHUYA OIM YHACIMHUKA U Od ca RPUuopyiceHu ¢ npesod Ha OvizapcKu e3ux € Ydcmma Ha
ogepupanomo u ecuyku He206u napamempit. B xamanoza/6pouypama yuacmuuxvem caedsa oa ombenexcu u
Homepa Ha obocobenama ROIUWUAMOONOIUYUA, KOUMO OQ CbomEecméa Ha HoMepa Ha obocobenama
nozuyua/noonozuyus om Texnuueckama cneyuuxayus, 3a Koamo ce omuaca.” chriacHo JoKkyMeHTauuaTa
sa yvactue, pasaen I11.  Iloarotoeka Ha odeprarta”, [Tmak Nel | JIokyMeHTH 3a 1ioa60p”, 1.19 1 06sBneHueTO,
pazaen I11.2.1) ,,JIu4no ¢bCTOAHME HA HKOHOMHYECKHUTE ONEPATOPH, BIITIOUHTENHO H3HCKBAHUS BBE BPB3Ka C
BIIMCBAHETO B TMPOQECHOHAITHM HIH TBPTOBCKH perucTpr. HMH(opMalma N (GopMajHOCTH, KOMTO ca
HeoOX0HMH 33 OLICHABAHE JTATH Ca HMABAHEHH U3UCKBaHuaTa™, T. 19. Criumar ciensa na 6s10e 3a oGocobena
nosuuma Ne 14, 15, 16, 20, 23, 24, 25 ot Texnuueckara cnenndUKanys.

12. 3a yvactamk Ne 12: ,JIa6 dmarnoctaka® OQJ no obocobena nozumua Ne 8 or Texnndecxara
cnenupUKANAA

Ot HanpaBeHaTa NPOBEPKA KOMHCHATE KOHCTATUPA CJSJHHTS JTMIICH WM HECHOTBETCTBHS C KPHUTEPHHTE 3a mondop
HJIH HECHOTBETCTBHSA C U3HCKBAHHATA HA BB3IOMKATEIN:

3a ofocobena nosumya Ne § ,3aTBopena crcTeMa 3a BieMaHe Ha KPBHB/OTBOpeHa cHcTeMa/odepra 32 namarta
obocobeHa no3uUyA/” He e NPeJCTaBEHO OTOPU3aHOHHO TUCMO CHITIACHO H3HCKBAHETO Ha 00aBneHueTO, pazaen I11.2.3
» T€XHMUYCCKH BB3MOxkHOCTH”, T.10.5. ,,OropusanmonHo nucMo (OpUTHMHAT WIH HOTAPHATHO 32BEPEHC KOMUE) OT
(pHpMaTa MPOU3BOAMTEN, H3JAICHO Ha HMETO HA YY4CTHHKA, YAOCTOBEPABALIO MTPABA 32 NPEICTABHTENCTRO H THPTORHS
Ha TEPHTOPHATA Ha IsIara crpaHa. Korato e Ha Uy e3uk Aa OBAC MPeAcTaBeHO U B NpeBOA HA OBATapCKH €3HK.
CpoKbT Ha BaTHOHOCT HA OTOPH3ALMOHHOTO IMHCMO, cliefiBa Aa OBJe WM He no-kpaTek 18 mecena or gatata Ha
nomaBaHe Ha oiepTaTa WM He NO-KpPaThK OT Cpoka Ha AeliCTBHe Ha JOTroBOpa, 3a UHETO CKMIOUYRAHE CC KAHIMAATCTRA,
YYacTHHKBT MOKE [a NPESACTABM OBIHOMOLIHO, KAKTO OT TPOMZBOMUTENIHTE, Taka M OT YIIBJIHOMOLIEHHTE
TpEeICTABHTENH Ha (QUPMUTE NMPOM3BOAMTENH. B ciyvail, 4e yYacTHHKET € MPeyTBIHOMOIUICH OT VIIbIHOMOLIEH
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NpeacTaBUTeNl Ha (GHMpMaTa MpPOM3BOAWTEN, TO TOM cleiBa Aa MPENCTaBH JOKYMCHT OT KOHTO € BHAHO, 4e
YIBITHOMOLIMTEIIAT € YIBIHOMOIUEH MNpelcTasuTen Ha dupmaTta npouzeoauten. IlpeacTaBeHOTO OTOPU3ALMOHHO
nucMo oT ¢upmara npoussomuren VACUTEST KIMA S.R.L. 3a nocoyenara no-rope oGocoGeHa MO3HUMS OT
Texunueckara crieuMdHKalKs € ¢ HOTAPUAIHO 3aBEPEH MpPeBo Ha GBITapCKU €3HK, 2 CAMHTE OTOPH3AI[MOHHO [THCMO
e B KOITHE.

Ha cneagpamwo MsAcTO MpW cBosta pafoTa NOMOINHHA OpraH Ha Bb3nokuTens ycTaHOBM, Y€ € MPEACTABEH
OPHI'MHAJIEH KaTaJIoT Ha MPOW3BOAMTENA 32 odepHpaHHTe POIYKTH Mo 0bocobeHa nosuuus Ne 8 ,,3aTBopeHa cHcTeMa
34 B3SMaHe Ha KpBB/OTBOpeHa cucTema/odepra 3a uanara obocobeHa mozHLps/”, Koiito oGaue € H3UANO HA aHTTHHCKHA
e3uk. B kpasd Ha npHIoKEHMA KaTanor e NpeCcTaBeHa W eTHA CTPAaHHWIIA MPCBOA 663 HA Hed Jd e TOCOYeH KaTalokeH
HOMep, HOMep Ha 0060co0eHa O3HLKMA Pecl. NOANO3MIMA oT TexHuueckaTa celrdUKanis Karo T4 He € H NIOLHCAHA
U nojrnevaTaHa oT y4acTHHKa. C orne] Ha HMBIIOMAKEHOTO KOMHCHATA MPHEMA, He HE € WIITBIHEHO W3UCKBAHETC Ha
Hoxymenrauuara 3a yyacrue, pasgen III. , Ilonroroeka Ha odeprara”, Ik Nel ,, JlJokymeHTu 32 nonabop”, T.19 1 Ha
obsasneruero, pasgen II1.2.1) | JIMYHO CHCTOSHHME HA UKOHOMUYCCKHTE OIEpPATOpH, BEIHYHTETHO M3HCKBAHHA BLB
BPB3KA C BIIMCBAHETO B NPO(ECHOHAIHH WIH THPrOBCKH pervcTpu. MHdopmarnms u QopMaTHOCTH, KOHTO ca
HeoOXOAMMH 3a OLEHSBaHE AaTM ca W3IBIHEHW WM3UcksamuATa“, T. 19  Kamanoz wiu Gpowypa na npednazanume
u30enUs, ¢ NOCOYEeH KAMANOJCEH HOMED HA KOHKpemuume obocobenu nozuyuu. Kamanozvm uru bpowypama caedea oa
6wvdam nodnucany 1 ROONEYAINANL HA GCAKA CIPAHUYG OM YYACHUKG U O Ca RpUOPYHCcerU ¢ NPpeeod Ha bazapeKu
e3UK 6 HaACmMmA HA oQepupanomoe u 6CuMKu Hezogu napamempu. B xamanoza/bpowypama, ynacmuuxsm ciedsd 0a
ombenexcu u Homepa Ha 000cobenu nosuyuu, koimo 0a CvOomeecmea Ha Homepa Ha 06ocobenu noZuyuu om
Texuunecxama cneyuurayusn, 30 kosmo ce omuacs!™

Ha ocHoBaHme 4.I. 68, an. 9 BLB BpEL3ka ¢ wi. 68, au. 8 or 30TI(oT™m.), yuacTHuKLT ,,JIad InarnocTuxa®
00/]] cnexpa a npencTaBu cleJHATE AOKYMEHTH:

12.1. OTOopH3aHOHHO MMCMO (OPHIMHAN HITH HOTAPHAITHO 3aBEPEHO KOTIHE) OT (PHPMATa POU3BOAUTEN, H3JAACHO
Ha MIMETO Ha YYACTHHKA, YIOCTOBEPIBALIIO IPABA 34 IIPEICTABMTEICTBO M THPIOBHA HAa TEPHTOPHATA Ha [I47aTa
crpaHa 3a obocobena nozuuua Ne 8 , 3aTBopeHa cHcTeMa 3a B3eMaHE Ha KpbB/OTBOpeHa cHcTeMa/odiepra 3a
ngnara obocoOeHa nosuuus/”. CpoKbT Ha BATHAHOCT HA OTOPH3AUHOHHOTO MHCMO, ClieApa na Ohae HIH He
Mo-KpaTeK 18 Mecela OT jaTara Ha MojaBaHe Ha odepTaTa MM He NMO-KPaThK OT CPOKA HA JAeliCTBHE Ha
JOroBOpA, 38 YHETO CKIIFOUBAHE CC KAHIHAATCTRA.

12.2. Karanor 1unu 6polrypa Ha NpeANaraHuTe H3AeIHs, ¢ TIOCOUeH KaTAIOKEH HOMED Ha KOHKpeTHHTE 06ocobeHn
nosvuuy/noanosueyy. Karanorstr wny Opomypara cnenga na ObJaT NMOANHCAHH M MOATIEYATAHH HA BCSKA
CTPaHHUA OT YYaCTHHKA H Ja €A MPHAPY/KEHH ¢ NPeBo/] HA GLATAPCKH €3HK B YACTTA HA 0epHpanoTo H
BCHYKH HerosH mapamerpH. B karanora/OpomypaTa yYacTHHKBT cileasa Oa OTOENeXH M HOMepa Ha
06ocobeHaTa NO3UIMA/IOANO3MLHS, KOWTO Ja CBOTBECTBA HA HOMepa Ha 060co0eHATA [O3HIMA/ TIOATIOSULHS
oT TexHuueckata crielMpHKAIMS, 32 KOATO ¢¢ OTHAcA.” chiylacHo JlokyMeHTauuaTa 3a ydactue, pasgen 111
»[loaroroeka Ha odeprtata”, Ilmuk Nel ,, JlokymenTH 3a moadop”, T.19 w obaBnaeHnero, pazaen I11.2.1) ,,JTuuno
CBCTOSHHE Ha HKOHOMMYESCKHTE OICPATOPH, BKIIOYHTEIHO H3HCKBAHHA BLB BPB3KA ¢ BIMCBAHETO B
NpoheCHOHANHA WIH TBProBCKH perdctpu. Mubopmaums u QOPMATHOCTH, KOMTO €a HEOOXOIHMMH 3a
OIIeHABaHe Jalil ca H3MBITHeHW W3HCKBaHMATa™, T, 19, CrlnMar cnenpa ga 0nae 3a obocobena mosuuma Ne 8
or Texuuueckara cneudprKanus.

Komucusra npeanara obulecTreHara roppUKka B yacrra no obocobenn mozuupn NeNe 13, 18, 19, 21, 22, 32, 33,
34, 35,36, 37, 38,39, 40, 41, 42, 44, 45, 46, 47, 48, 49, 50, 53, 54, 55, 56, 57, 58, 59,60, 64, 65, 66, 68, 69, 70, 71, 72
oT Texuuyeckara CHELII/[d]I/IKaLIHH, aa 6']:,[[3 IIpEKPATEHA NTOPpaaH JHUIICA HA ITOJadCHH 0(‘1)8pTPI.

B m3nenHeHHe Ha paznopeadure Ha 4. 68 an. 7-9 ot 30TI(0TM. )}, HACTOSILIMAT NPOTOKOJ C& M3MPAINA JO BCHUKH
YHACTHULH B [POUCKYPATA ¢ YKA3AHWA B CPOK OT 5 (mer) paGoTHH AHH OT AaTa HA MONYYABAHETO HA HACTOALLMA
MPOTOKOJ, Aa OBbJAT NMpeACTABEHM ONUCAHHTE B HEro JOKYMEHTH, KOWTO Ja OBIAT BXOAMPAaHH B NEI0BOICTBOTO Ha
Gonnuoara. Macro Ha npeacrassue: Jenosogerso Ha ,,CBAJ no onkonorua” EAJL rp. Codus, yi. . IInopaueko mone”
Ne 6, VI eTax.

JIOKyMEHTHTE ce IpeACTaBAT B 3afleyaTaH HEMpo3padeH IUIMK, Ha KOHTO ciensa na Onae o003HAYEHO ClIeAHOTO:
Jombnrerre kpm Ilnux Ne 1:  JIOKYMEHTH 3A [10OJIBOP”. Bepxy 1uinka ce H3MHCBA MBIHOTO HAHMEHOBAHHE Ha
HacToALaTa NpoLeaypa, kakto crenea “JOCTABKA HA JIMATHOCTHYHH KOHCYMATHBH U PEAKTHBH 3A
JIABOPATOPHH AITAPATH" 3a ny:caure Ha ,,CbAJI no Onkonorua” EA/] 1 HanMeHOBaHHe, afpec, TeAehoH 1 gake
HA YYaCTHUKA, KOHTO NPeACTABS H3UCKaHUTe OT KOMUCHATA TOKYMCHTH.

V4acTHHINTE MOJKE B CBOTBCTCTBHE C W3KMCKBAHMATA HA BH3IOKHTENSA, IOCOYEHH B ODABIEHUETO, /1A 3AMCHAT
OPEACTABEHH JOKYMEHTH WM [1a TIPEACTABSAT HOBH, KZKTO M J1a 1aJIaT YTOUHCHHS M0 [PEACTaBEHUTE JOKyMEHTH 77 ©
KOHTO CMATAT, Y€ [Ie YOBIETBOPAT TIOCTABEHUTS OT BB3JIOKHTENA KpUTepHH 3a noabop. YUacTHHLKTE HAMAT MpaBo
Ja TpeAcTaBAT MOKYMEHTH OT cpiabpkaHuero Ha [lnuk No 2 - TIPEJJIONKEHWE 3A HM3ITBJIHEHHME HA
INOPDBYUKATA u ot ceappxanreTo Ha Ik Ne 3 - TIPEJIJIOJKEHA LIEHA noa dopmaTa Ha AOMBIIHEHHE.
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B cnorBeTcTBHE ¢ M3MCKBaHHATA Ha ul. 69, an. 1 or 30TI(otMm.), B chy4aii Ye y4acTHMK He IPEACTABM
OIMCAHMTE NO-TOPe NOKYMEHTH B CPOK OT 5 (net) pabOTHH JHH OT JSHA Ha NOJNYYaBaHETO Ha HACTOALIHS MPOTOKOM,
VYACTHHKBT, KOHTO HE € M3MIBIHHN yKa3saHuATa Ha KOMHCHATAa U He € NpeiCTaBWil ONHCAHHTE M JIOIBIHHTETHO
H3MCKAHH JOKYMEHTH, 1e O'bJIe IIPEIOXKEH 3a OTCTPaHiABaHe OT YHaCTHE B MPOLEAypaTa.

Jloxymenture ciuensa fa Osaar Bxonupanu B ,,CEAJI no onkonorua™ EAJ] B cpok fio 5 (neT) paGoTHH AHH OT
MOJly4aRaHe Ha HACTOALUMA NMPOTOKoN. MsAcTo Ha mpeactassue: [Jenoeoacteo Ha ,,CBAJI mo onkomorus™ EAJL rp.
Codmn, yn. ,Jlnosaueko mone™ Ne 6, VI etax.

Hacroswumat IlpoTokon e cbeTaBeH M NOIAMKMCAH OT YWISHORETS Ha KOMHCHATA Ha 15.07.2016 roamua.

NMPEACEOATEIL: ............... 4
(Llgeromo0a Bacega)
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