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INPOTOKOJI Ne2

Huec, 08.01.2019 r., Ha ocHoBauue wi. 104 or 30Il u wi. 54 W cienBaiUTe OT
[II301IT n B n3nbanenne Ha Pemenne Ne 14/23.11.2018 r. na M3nbiaHuTeIHUs TUPEKTOp Ha
.MBAIJI - LIYMEH” AJI 3a oTKpHBaHe Ha IpoLieJlypa 3a Bb3/laraHe Ha OOIIECTBEHA MOPhUKa
4ype3 OTKpUTa TMpoleaypa ¢ npeamer: .JlocTaBka, MOHTaX, BBBEXK/IAaHE B €KCILIOATal[Hs,
oOyyeHue Ha IepcoHaa, rapaHLIMOHHO O0CITy)KBaHE M CepBH3 Ha XEMOMAIM3HU arapaTtd W
BOZOOYMCTBAIA cucTeMa 3a Hyxaute Ha ,MBAJI - IIYMEH” AJl, no obocobenn mo3unmu’
ce chOpa KoMucus, HazHaueHa cbe 3anosea Ne 13/07.01.2019 r. Ha M3nbaHUTETHES UPEKTOP
Ha ., MBAJI-IIIYMEH” AJ], 3a npoBexaane Ha npouenypa no 30I1 B cecTas:

[lpencenaren -  Ilerunka  [umutpoBa  IlerpoBa —  aJIMUHHCTpaTHBEH
CEKpeTap/KOOpAHHATOp AJIMAUHUCTPATUBHO-CTOMAHCKH 0J10K B “MBAJI-IITYMEH” AJT;
Ynenosge:

Kpacumupa AnrtonoBa JlumutpoBa-KupoBa — crenmaauct OOIIECTBEHH MOPBUKH,
nporpamu U npoextu B ,MBAJI-IIYMEH” AT;

n-p Hemo JIumutpoB Hene — BpHJl Hauanunuk Ha OtaesneHue mo Xemojuaansa B
“MBAJI-LIIYMEH™ A/T;

unK. Pocen Banentunos JKeneB — HHXKEHEp €. MAlIMHUA U anapatu B OTaeneHue mno
Xemoauanusa Ha “MBAJI-LIIIYMEH™ A/l;

Cgeto3zap I'eoprues [leTkoB — npaBocnoco0eH ropucT, wieH Ha [ITIAK,

ChbC 3ajJada: da pa3irjieja npeiacraBeHHTe TEeXHHYECKH TINpPeaJIo:KEeHHS OT
JONYCHATHTE 10 TO3H €Tall Ha NMpoueaypara y4acTHHNH. .

Komucusita 3armouna cBosita pabora B 17:00 yaca npu 3akpuTH Bparta B 3acejaTeHaTa
3asna Ha ,MBAIJI — IIIYMEH” AJl, yixa. ,Bacun Anpunos” Ne 63 — II erax na Tepanerruuen
OJI0K.

B xona Ha paboTa Ha KoMucHATa O€ KOHCTaTUPaHO CJIEAHOTO:

1. B nanka ,,Texnuuecko mnpemioxkenue” Ha ydactHuka ,,COJIOME/L” EOO/L no
Obocobena nozunus Ne 1 — Xemoauanu3seH anapar ca NpeACTaBEHU CIEIHUTE JOKYMEHTH:

- TlpeutoxkeHue 3a n3nbaHeHUe Ha noppuykata — Obpasen [punoxenne Ne 2;

- OTopu3alHMOHHHU MTHCMa;

- Karanosu, 6pourypu;

- Tabnuia 3a CHOTBETCTBHE ¢ TeXHUYecKaTa crienupukanus — Obpasen [Ipuinoxkenue
Ne 3;

- Jlexyapanust 3a ChIilacie ¢ KIay3uTe Ha MPHIOKEeHHs MPOeKT Ha gorosop — Obpasent
[Ipunoxenune Ne 5;

- Jlexnapauus 3a cpok Ha BaluHOCT Ha oeprata — OOpasen [Ipunoxenue Ne 6;



B npeiokeHneTo 3a M3NBIHEHHE Ha MOpBYKATa YYaCTHUKBT Mpelara CpoK 3a
JocTaBka Ha amaparypara no O6ocoGena nosunus Ne 1 — Xemoauanused amapat — 10 90
KajleH1apHu JIHH; CPOK 332 MOHT@X M BbBEKJAHE B €KCIUIOATAIMs — 25 KaJeHJapHU JHU OT
JI0CTaBKata if; CpoK 3a 00yueHHe Ha IepcoHaja 3a padoTa ¢ MeAMIMHCKATa amnapatrypa — 5
KaJICHAapHU /IHU, CYUTAHO OT JlaTaTa Ha JOCTaBKaTa ii; rapaHIIMOHEH CPOK Ha IpejiaraHara
armaparypa — 24 Meceua OT BBBEK/IAHETO B eKCIUIOATAlUs; CPOK 3a peaklids NpH CHTHal 3a
MOBpe/ia Mo BpeMe Ha rapaHiHOHHHUS NEPUOA — A0 5 pabOTHM JHHU OT I10JjaBaHe Ha CUTHAJA,
CPOK 3a OTCTpaHsBaHE Ha MOBpe/aTa 1o BpEMe Ha rapaHIMOHHUS [epHOI — 5 pabOTHHU JHH OT
I0/laBaHe Ha CUTHAlla, TO3H CPOK Ce yIb/KaBa CbC CHOTBETHHTE CPOKOBE Ha JOCTaBKa, aKo
YaCTUTE HE ca HAJTMYHU B CEPBU3a HAa U3ITBJIHUTEIIS; FAPAHIMOHEH CPOK Ha PE3EPBHUTE YACTH,
BIIOJKEHH TIPU  PEMOHT [0 BpeMe Ha TrapaHIMOHHHSA Tepuoa — 6  Mecena;

Komucusta eIMHONYIHO KOHCTAaTHPa, Y€ HE ca HAJIMIIE HEIbJIHOTH WM MPOTUBOPEUHS
B TEXHUYECKOTO MpetoxKeHne Ha yyactHuka ,,COJIOMEL” EOO/I no O6ocobeHa 1mo3utius
Ne 1 - XemoamanuseH amapar, mopaay KOETO ChIIMAT Ce JOIMYCKa /0 €Tall OTBapsHE Ha
LIEHOBOTO Mpe/uioKeHne. TeXHHMYECKOTO MpeanoKeHHe KOPECHOHIMpa ¢ M3MCKBaHHMATA Ha
Br3nokurens, naHaute oT TabaMuaTa 3a ChbOTBETCTBHE CE MOTBBPIKAABAT OT MPHIIOKEHUTE
KaTajl03u 1 OpourypH.

2. B manka , TexHuuecko npeminoxenue” Ha yyacthuka ,COJIOME” EOO/ no
Ob60cobena nosuims Ne 2 — BogoouncTtsaina cucreMa ca npeicTaBeHu CleIHUTE JOKYMEHTH:

- Ilpemnokenue 3a nu3nbiHeHUE Ha opbukara — Obpasen [punoxenne Ne 2;
OTOpU3aLMOHHU MTUCMA;
Karasnosu, 6pouypu;
Tabimna 3a croTBETCTBUE ¢ TexHUYecKaTa crenMpukamus — O6pazen [punokenue

Ne 3;

- Jlexiapanus 3a chIjlacue ¢ KIay3uTe Ha IPUIOKEHMs MPOeKT Ha Jorosop — OGpaseit
[Ipunoxenue Ne 5;

- Jlexnapauus 3a cpok Ha BalIMIHOCT Ha odeprara — O6pazen [Ipunoxenune Ne 6;

B npennokeHueTo 3a M3NBIHEHHE Ha IOpPBYKaTa yYaCTHMKBT IIpe[yiara Cpok 3a
JocTaBKa Ha anaparypara 1o O6ocobena no3unus Ne 2 — BogoouncTBama cucrema — 10 90
KaJlleHJapHU JIHU; CPOK 32 MOHT@XX M BBBEXKJaHE B eKcIuloaTanus — 28 xajeHmapHU JHU OT
JOCTaBKaTa if; cpok 3a o0yueHHe Ha IepcoHana 3a paboTa ¢ MeQUIMHCKaTa amaparypa — 2
KaJICHJapHU JHH, CYMTAHO OT JaTaTa Ha JOCTaBKaTa ii; rapaHIIMOHEH CPOK Ha IpejiaraHara
arniapatrypa — 24 Meceua OT BbBEXK/IAHETO B €KCIUIOATALMs; CPOK 3a peaklus IpU CUIrHaj 3a
NoBpeJia 1o BpeMe Ha rapaHlMOHHMA NEepUol — 10 5 pabOTHU JHH OT MOJaBaHe Ha CHTHAla;
CpOK 3a OTCTpaHsBaHE Ha MOBpeJaTa 10 BpEME Ha rapaHIMOHHUS Nepuo — 5 paboTHH JHU OT
MojlaBaHe Ha CUTHaJla, TO3U CPOK C€ YIb/DKaBa ChC CHOTBETHUTE CPOKOBE HAa JOCTaBKa, aKo
YyacTUTE He ca HAJIMYHU B CEPBHM3a HA M3ITBJIHUTEINS; TapaHIIMOHEH CPOK Ha Pe3epPBHUTE YacCTH,
BIOXKEHM TIPM PEMOHT TII0 BpeMe Ha TrapaHIMOHHUA Triepuoa — 6  Mecena:

KomucusTa eIMHOAYIIHO KOHCTaTHpa, Ye He ca HalIMIe HENBJIHOTH MIX NMPOTHBOpPEU NS
B TEXHUUYECKOTO IpeiokeHue Ha yyactHuka ,,COJIOMEL” EOO/I no O6ocobena nosuuus
Ne 2 — BojoouncrBainia cucreMa, Mopajau KOETO ChIIMAT ce JOIycKa [0 eTan OTBapsHE Ha
IIEHOBOTO TpejiioykeHue. TeXHUUECKOTO MpEeANIOKEHHE KOPECHOHAMpa C W3HUCKBAaHUATA Ha
Bb3noxutens, qaHHUTE OT TabiuIaTa 3a ChOTBETCTBHE C€ MOTBBPIKAABAT OT MPHIIOKEHUTE
Karajnosu u Opormypu.
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3. B manka ,Texnuuecko mnpeanoxenue” Ha yyacTHuka ,,MAPBEHA
JUATHOCTHUKA” EOOJ no O6ocobena mosuuus Ne | — XemomauaiuzeH arnapar ca
MPEACTABEHU CIICTHUTE JJOKYMEHTH:

- ITsnnomonrHoO;

- llpennoxenue 3a wu3mbIHEHMe Ha mopkukata 1o Ilpwioxkenne Ne 2 oT
JOKYMEHTaLMsTa 33 y4acTHe;

- OTOpH3alMOHHO TMCMO OT IPOU3BOIUTENS HA MEAMIIMHCKATA anaparypa;

- Iluemo oT mpousBoauTENs Ha MEIMIMHCKAaTa araparypa, 4Ye€ YYacTHMKBT €
JucTpuOYTOp Ha MPOAYKTUTE HA NPOM3BOAMTENS Ha TepUTOpuUsiTa Ha PemyGnuka Brirapus ot
01.01.2018 r.;

- Jlekmapanus OT MpOM3BOAMTEIA, Y€ YUACTHUKBT UM TIPaBO Ja Mpeulara npojayKTuTe
Ha ONpeJiesIeH MPOU3BOANTENN Ha TepuTOpuATa Ha Permy6nuka bearapus;

- Karanosu;

- M3Bajgku oT ppKOBOACTBO 32 ynorpeoa;

- Tabnuua 3a cpoTBEeTCTBHE ¢ TexHHYecKaTa crenudukanus no [Ipunoxkenne Ne 3 ot
JIOKYMEHTAlMsTa 32 yJacTHe;

- Jleknapauus OT MpOU3BOAMTEIS, Ue 0DEPHPAHOTO MEIULIMHCKO 000PYIBAHE OTrOBaps
Ha TEXHUYECKUTE U3NCKBaHUs Ha Bb3noxkurens;

- Jlexnapamus 3a ChIjlacMe ¢ KJIay3sHTE€ Ha IIPHIOKEHHMS MHPOEKT Ha IOroBOp I10
IIpunoxenne Ne 5 oT 1OKyMeHTalUATa 33 y4acTHE;

- Jlexnapanus 3a cpoka Ha BaIMIHOCT Ha odeprara mo Ilpwiokenne Ne 6 or
JIOKyMEHTAIMATa 32 Y4acCTHe;

Jlexnapanus 3a CbOTBETCTBHE;

EC ceprucduxkar, nzgaaeH or HOTUGUIMPAH OpraH;

[SO ceprudukar 13485:2016, u3azeH Ha UMETO Ha ITPOU3BOUTENS;
Jexnapauus 3a KoHpUAeHIHaTHOCT 1o wi. 102, ai. 1.

B npeanoxkennero 3a m3nbiHeHHe Ha mopbukata o O6ocobena mosumms Ne 1 —
XeMo/MallM3eH anapar y4yaCcTHMKBT Ipejjara CpoK 3a JocTaBKa Ha amaparypata — 90
KaJIeHapHH JIHU; CPOK 3a MOHTaXX M BbBeXJaHe B ekcruioarauus — 30 KajeHIapHH JTHW OT
J0CTaBKaTa i; CpoK 3a oOyuyeHMe Ha IlepcoHaja 3a pabora ¢ MeAMUIMHCKaTa anapatypa — 30
KaJleHJapHU [HM, CUYMTAHO OT AaTara Ha JOcTaBKaTa i; rapaHIIMOHEH CPOK Ha MpejyiaraHara
armaparypa — 24 mecella OT BbBEXKIAHETO B €KCIUIOATALMs; CPOK 32 peakKlMs MPU CUrHAI 3a
MOBpe/Jia 110 BpeMe Ha rapaHUUOHHUA NEpUol — A0 3 pabOTHU AHU OT MOJABaHE HA CUTHAJIA;
CPOK 3a OTCTpaHABaHE Ha MOBpEAATa [0 BpEME Ha IrapaHLMOHHUA epUuol — 10 S5 pabOTHHU AHA
OT M0JJaBaHe Ha CUTHaja, TO3U CPOK Ce YIAbJKaBa ChC ChOTBETHUTE CPOKOBE Ha JIOCTaBKa, aKo
YaCTHTE HE Ca HAJIMYHU B CEPBHM3a HA U3ITbJIHUTENS; FApAaHLIMOHEH CPOK Ha pe3epBHUTE YACTH,
BJIOKEHM IIPM PEMOHT II0 BpEeME€ Ha rapaHLMOHHHUS Nepuoa — Omecera.

KomucusTa mpucThy KbM Nperiesl Ha NpecTaBeHUTe JOKYMEHTH U KOHCTaTHpa, Ye He
ca HaJMIe JiMIcBaly Ttakusa. IIpy mpernex Ha TEXHHMYECKOTO MPEUIOKEHUE HAa YYaCTHHKA,
KOMHUCHATAa KOHCTAaTHpa, 4Ye ChILOTO HE OTroBaps Ha M3UCKBAHMUATA Ha DBb3mokuTels,
MOCOUEHHM B TeXHHYeckuTe cnenupukamuu mo Ob6ocobena nosuuusg Ne 1. Bissnara B cuia
JOKYMEHTAlMs 3a y4yacThe € 3ab/DKUTENIHA, KAKTO 3a YYaCTHHULUTE, Taka U 3a MOMOLIHHS
opran Ha Bb3noxwurens. CbrilacHO yTBbpJeHaTa TEXHHYECKa crneuudukanus no Odocobena
nozunust Ne 1 oT npoueaypara, y4acTHUKBT € JUIBKEH Ja NPeUIoikKN MEIUIMHCKa anaparypa-
XeMoiMaM3eH amapart, ¢ ONpee/IeHd B Creu(UKayiITa MUHAMAIHN MapaMeTpy WM I0-
no0pu. IlocoueHnTe XapaKTEpUCTHKH C€a OINpENeNeHd KaTo 3aJb/DKUTENIHM MUHUMAaIHU
TEXHUYECKH H3MCKBaHUS.



Ilo orHomeHne Ha mpemiokeHus oT yyacTHuka ,,MAPBEHA JAUATHOCTHUKA”
EOOJl xemomuamuseH anapaT, KOMHCHSATA YCTAHOBH CJICJHHTE HECHOTBETCTBHS C
U3UCKBAHUATA HAa BB3/10KATENS, KOHKPETH3UPAHH B TEXHUYECKATa CrielM(HKALIHS:

1. Ilo oTHOwIEHME HA M3MCKBAHETO Ha BhanoxkuTens, omucano B T. 9 ,, Ja npumesicasa
npozpamu. 3a Kkaiecmeena Oe3uHgexyus c Kucenu u OCHOBHU Oe3uHpexmanmu, Kamo
npozpamume 3a 2opewa oezunpexyus uiu npomuska oa 6voam na 450 mu/mun, a mesu 3a
cmyodena — na 600 mn/mun” B Tabnuuarta 3a CHOTBETCTBHE YYACTHHKBT € IIOCOYUMI, ue
NpC/UIaraHuAT XEMOJMAJIM3€EH amnapaT MpHUTeKaBa NpOrpaMH 3a Ae3UH(EKIMS ¢ KUCETU U
OCHOBHH JIe3MH(EKTaHTH, KaTo Je6HTa Ha MOTOKAa MOXKeE Ja A0cTUrHe 10 800 MJI/MHH, KOETO
CC MOTBBP)KAaBa M OT NPUIOKEHOTO PbKOBOACTBO Ha omepatopa. Komucusra ce 3amo3na
noapodHo ¢ HHpOpMauuATa B PBKOBOACTBOTO, NMpM KOETO YCTAHOBH, Y€ AEHCTBUTENHO €
nocoyeH eout ot 800 ma/muH ¢ nmuk ot 1100 mMi/MuH, Ge3 Aa cTaBa SICHO AajiM CTaBa BBIIPOC
3a CTyJICHA WJIM TOILIA 1e3NH(EKIIHS;

2. ITo oTHOLIEHNE HA U3UCKBAHETO HA BB310XKUTENIS, OMUCAHO B T. 19 WHAa npumeosicasa
KOHmMpON Ha Hampus 6 niasmama’”, Y4YaCTHUKBT € JeKjIapupal ChOTBETCTBHE C TOBa
M3UCKBaHe. 3a cIpaBKa € IMOCOYeHa CTpaHMLAa OT PHKOBOACTBO Ha omneparopa, KbJEeTo,
KOMHCHATA YCTAaHOBH, € IIOCOYCHO, Y€ XEMOJMAJM3HUS anapar, mpelaraH OT Y4acTHHKa,
OCHUTypsiIBa KOHTPOJI Ha HATPUS B IMAJTM3HUS Pa3TBOP, a HE B IJIa3MaTa;

3. OTHOCHO M3KMCKBaHETO Ha Bb3/10KuTENs, KOHKpETH3HUpaHO B T. 22 ,, [la npumedicasa
yenmpanto Onokupane na xodosama uacm’, B TabiuuaTa 3a ChOTBETCTBHE YYAaCTHHKBT €
[I0COYMI, Y€ MpPE/UIaraHuAT XeMOIHAIM3eH anapaT INpUTekaBa Mo-cTabuiHa OJIOKHPOBKA Ha
xoznoBara 4act. Ciiell HampaBeHa OT KOMHCHSTAa CIpPaBKa B TIPHJIOKEHHUTE JOKYMEHTH Ce
YCTaHOBH, Y€ YYaCTHHUKBT Mpe/uiara XeMOIMaln3eH anapat ¢ 6JOKUpaHe Ha OTIEIHUTE KoJjela
MOOT/EJTHO;

4. Ilo orHOWIEHHE Ha U3KCKBaHETO Ha Bh3inoxuTens, onucauo B T. 23 ,, [Ja npumesicasa
ONOKUpauy MexanHusbM Ha KYNIyHeume Ha Ouanu3amuus pasmeop”’, cle[l KaTo Ce 3alo3Ha ¢
NPUJIOKEHUTE KaTaJol U PHKOBOJACTBO Ha OIEpaTopa, KOMHUCHSATA YCTAHOBHM, Y€ JIMIICBA
uH(pOpMaNKs, MOTBBPIKIaBallla ChOTBETCTBUETO ¢ TOBA M3UCKBaHE Ha Bh3moxuress;

5. OTHOCHO ycoBHeTO Ha Bb3noxutesnst, nocoueHo B T. 24 ,, [Ja uma asmomamuuro
adanmupane Ha OUANU3HUA NOMOK Ha 6azama Ha 3a0a0eHus KpbéeH NOmoK’ , YUaCTHUKBT €
IIOCOYMTT CBOTBETCTBUE ChC ChINOTO. KOoMUCHATA yCTaHOBH, Ye B NPHUIIOKEHUTE KATalor M
PBKOBOJICTBO Ha OnepaTropa HE ce OTKpMBAa MHpOpMalMs, 4e TMPEIIOKEHHS OT y4aCTHHKA
XEMOJIMAJIU3€CH arnapar IOKpHBa TOBa yciloBue Ha Bu3noxkurens;

6. Ilo oTHOLIEHNME Ha W3HUCKBAaHETO Ha BB3noxkuTens, KOHKpeTusupano B 1. 27 , [Jla
npumesicasa nonyasmomMamuiHo UHCManupaxe Ha NOMNEeHUs Ce2MeHm HA KpbeHama auHus
Y4aCTHUKBT € MOTBbPAMI CHOTBETCTBHE Ha IPEUIaraHUsi XEeMOIMAIM3EH amapaT ¢ TOoBa
usrckpane. Cliel KaTo KOMHCHSATA C€ 3all03Ha C TPUIOKEHHTE KAaTalor M PbKOBOACTBO Ha
orneparopa ¢€ yCTaHOBH, Y€ WHCTATMPAHETO Ha MOMIIEHHS CErMEHT Ha KphBHATA JIMHHUS MOXE
Jla c€ U3BBPIIBA CAMO PBYHO, A HE M0JyaBTOMATHYHO;

7. OTHOCHO W3UCKBAaHETO Ha BbB3JIOKUTENS, ONHMCaHO B T. 29 WHAa  uma
asmomMamusupana npozpama 3a NOYuUcmeawe ¢ XJIOpeH npenapam om Juyeeama Yacm Ha
anapama’ y4aCTHHKBT € IOCOYMJI, Y€ NpeaiaraHus OT HEro XeMOAMATH3eH amapaT uMa
porpamMa 3a IMOYMCTBAHE Ha JMIEBaTa YaCT Ha amapara ¢ MO-TOJsM Hu3060p OT
MM3eH(EKIMOHHM  cpeficTBa. KommcnsTa ce 3amosHa ¢ NPUIOKEHOTO PBLKOBOACTBO Ha
oneparopa WM YCTAHOBM, 4Y€ Mpe/araHds OT YYacTHHKAa XeMOJHMAlW3€H amapaT HsAMa
aBTOMAaTHU3UpPaHa Nporpama, MOKpUBaLIa TO3U KPUTEPHUI.



Karo crobpasu ropuute obcTosTeNCTBA M MPEABU pasmnopendaTta Ha 41104, an. 5 ot
30I1, ¢hoOpa3sHO KOATO U3BBPIIBAHETO Ha MPOBEPKU M PA3ACHEHUS [0 3asABEHU JAHHU OT
TEXHHYECKHUTE O(EpPTH HEe MOraT Jia BOAAT JI0 MPOMEHH B NPEIOKEHUATa, KOMUCHITA CUMTA
ye TexHuyeckara odepra Ha MAPBEHA JUATI'HOCTHUKA” EOO/ ue ortropaps Ha
3albJUKUTE/IHUTE MUHMMAJIHU TEXHUYECKM M3HMCKBAaHMS Ha Bwb3noxurens, 3akpeneHu B
JAOKYMEHTAlMATA 3a y4JacTHE M TeXHHYecKaTta crneunpuxanus no O6ocodena mozuims Ne 1,
MOpajii KOETO ChlllaTa ciieBa Ja ObJe OTCTpaHeHa OT Mpoleaypara Ha ocHoBanue 4i.107, T.
2, Oyksa ,,a” or 30Il — odepraTa He OTroBaps Ha MHPEABAPUTENHO OOSBEHUTE YCJIOBHS Ha
HopbuKarta u jia He Obj¢ JoImycHaTa J0 eTan OTBapsiHe Ha LIEHOBOTO MPe/UI0KEHHUE.

4. B nanka ,Texuuuecko mpemioxkeHne” Ha yuyactHuka ,MAPBEHA
AUATHOCTHUKA” EOOJ no O6ocobena mo3unus Ne 2 — BojgoouucTsala cucrema ca
NPEACTABEHH CIEJHUTE JOKYMEHTH:

- IIsanoMoOmIHO;

- llpeanoxenne 3a u3NbIHEHME Ha Mnopbukata no [Ipwiokenue Ne 2 ot
JIOKYMEHTAIUsITa 332 yUacTHe;

- OTOpH3aLMOHHO MMCMO OT NPOM3BOIUTENS Ha MEAMIIMHCKATa allaparypa;

- IlucMo  oT npousBoaMTENs HAa MEAMIMHCKATa amapatypa, uYe YYacTHUKBT €
JAUCTPUOYTOP Ha MPOJIYKTUTE HA MPOM3BOJUTENS Ha TepuTopusTa Ha Peny0iuka Brarapus ot
01.01.2018 r.;

- Jleknapanus oT NpoU3BOAMTENS, Y€ YYaCTHUKBT UMa IpaBo Ja Mpejuiara mpoayKTUTe
Ha OIpeJieIeHH NIPOU3BOANTENIN Ha TepuTopusiTa Ha Perybnnka Bearapus;

- Karanosu:

- M3Banku oT pbKOBOACTBO 3a YIoTpeoa;

- Tabnuua 3a CHOTBETCTBHE ¢ TeXHHYecKaTa cnieuudukanms no [puioxkenue Ne 3 ot
JIOKYMEHTAIUSITA 32 YYacTHE;

- Jlekinapauus OT IPOU3BOAUTENS, Y€ OPepUpaHOTO MEAULIMHCKO 000pYIBaHE OTrOBaps
Ha TEXHUUYECKUTE U3UCKBAHUS Ha Bb3noxurens;

- Jlexnapanus 3a CbIjacMe € KIay3UT€ Ha TPUIOKEHHUS MPOEKT Ha JOrOBOp IO
[Ipunoxenue Ne 5 0T JoOKyMeHTaLUATa 3a y4acTHE;

- Jlexiapanust 3a cpoka Ha BaiuaHOcT Ha odeprara no [lpunoxenune Ne 6 or
JNOKYMEHTALUATA 32 YYacTHE;

Jlexnapauus 3a CbOTBETCTBHE;

EC cepruduxar, u3gaaeH or HOTU(ULIKUPAH OpraH;

ISO cepruduxar 13485:2016, u3gaieH Ha UMETO Ha TIPOU3BOTUTEIIS;
Jexnapauus 3a konpuaeHmaIHocT no wi. 102, an. 1.

B npeiomeHeTo 3a U3MbJIHEHWE Ha mopbukata 1o OGocobena nosuims No 2 -
BopoouucTBalilia cucremMa y4acTHUKBT Mpe/ylara CpoK 3a JocTaBKa Ha amapartypata — 90
KaJICHJApPHU JIHH; CPOK 32 MOHTaXX M BBbBEKIaHE B ekcruloatauus — 30 KajeHAapHH JHU OT
J0cTaBKaTa i; cpok 3a 0OydyeHHE Ha MepcoHajla 3a padora ¢ MeAMIMHCKaTra anaparypa — 30
KaJIeHJapHU JHHW, CUATAHO OT JlaTaTa Ha JOCTaBKaTa W; rapaHLMOHEH CPOK Ha IpejajaraHara
amapatypa — 24 mecelia 0T BbBEXJAHETO B €KCIUIOATALUs; CPOK 3a peakius IpH CUIHajl 3a
MoBpe/ia 10 BpeMe Ha rapaHIMOHHUA Nepuol — A0 3 pabOTHU AHU OT MOJAaBaHE HA CUTHAJIA;
CPOK 3a OTCTpaHsBaHE Ha MOBpejaTa M0 BpeMe Ha rapaHLMOHHUS Nepuo] — 10 5 paboTHU AHU
OT M0JlJaBaHE Ha CUT'HaJla, TO3U CPOK C€ YIbJ/DKaBa ChC CHOTBETHUTE CPOKOBE Ha JOCTAaBKa, aKO
YaCcTHTE HE ca HAJMYHM B CEPBHU3a HA U3IIBJIHUTEIS; FAPAHIIMOHEH CPOK HA PE3EPBHUTE YACTH,
BJIOKEHH TPH PEMOHT IO BpeME Ha TrapaHIMOHHUS Mepuojq — 6 Mecera.



Komucusta npucTeiy KbM TpPErJie]l Ha MPeICTaBeHUTEe JOKYMEHTH U KOHCTaTHpa, ue He
ca Hajule JuncBaiy takupa. IIpy mpersiea Ha TEXHHYECKOTO MpEeaIOKEeHHE Ha YYaCTHHKA,
KOMHUCHATA KOHCTaTHpa, Y€ CBIIOTO HE OTroBaps Ha M3HUCKBAHMATA Ha BEH3JIOKUTENS,
IIOCOUEHU B TexHudeckute cnerubuxamuu nmo Ob6ocobena mo3unusa Ne 2. Bassnara B cuia
JOKyMEHTallMs 3a y4acTue € 3aJb/DKUTE/IHA, KAKTO 3a YYaCTHHULUTE, TaKa M 3a IOMOILIHMS
oprad Ha Bw3noxkurens. CbpriaacHO yTBbpAeHaTa TeXHUUecKa crenmdukanus no O6ocobena
nosuuust Ne 2 ot npoueaypara, y4aCTHUKBT € JUIBKEH Ja MPeIoKH MEJAUIMHCKA anapaTrypa-
Bojoouncrsaina cucrema, ¢ orpee/eHu B crelu(uKannsITa MUHUMAIHU [TapaMeTpy WM 110-
A00pu. llocouennte XapaKTepUCTHKH ca OIpEaeJeHH KaTo 3aJbJLKUTEJIHM MHHHMAJHU
TEXHUYECKH H3MCKBAHMSL.

[Io ornomenne Ha mpeajokeHata ot yvyactHuka ,MAPBEHA JTUATHOCTUKA”
EOOJI BojoouMcTBallla CHUCTEMa, KOMHUCHSTA YCTAaHOBH CIIEJJHHUTE HECHOTBETCTBHS C
M3MCKBaHNATA Ha BB3110KUTENs, KOHKPETU3UPAHN B TEXHIUECKATa CrieruduKanms:

I. OTHOCHO yci0BHETO Ha Bb3noxkurens, mocoueHo B T. 9 ,, Moodyawem 3a obpamua
ocmo3a 0a 6voe MobuneH ¢ MoOyIeH OU3AliH, 0a8awy 8b3MONICHOCM 3a BbOeujo Hadepadcoane”
YUaCTHUKBT € IIOCOYMJI CBOTBETCTBUE C TOBa YCIOBHE B Tabiuiara 3a ChOTBETCTBHE.
Komucusta ycTaHOBH, 4e OT IPWIOKEHHTE KaTajlor M PHbKOBOJCTBO Ha Oleparopa He craBa
KaTeropyMyHO SICHO Jajy IIpejularaHata BOJOOYMCTBAalla cucTeMa OM Moria jga Obje
Ha/IrpaJieHa;

2. Ilo orHolIEHHE Ha YCI0BUETO HA Bob3noxkurens, nocodyeHo B T. 18 ,, Enexkmponnusm
010K 3a ynpaeneHue KbM MOOYIA 0OpamHa ocmMo3a 04 UMA BbIMOICHOCM 30 MPENHCO80
cevpssane upez FTP /File Transfer Protocol/ epv3ka. Upes maszu epwv3ka da ce ocviyecmsnsa
docmvn 00 SD /Secure Digital/ kapmama. Ype3 nocneonama oa ce uzévpuia copmyepro
00HOBAGaHE UNU eBCHMYANHA NPOMAHA HA ONepamuerHume OAHHU U HACMPOUKU HA
cucmemama. Jla uma 6b3MOJICHOCM 3a OUCMAHYUOHHO HAONI0OeHUe om OuanruzHama 3aia,
npe3 KOMRNIOMbPHA Mpedica U omoaneyer O00CMbN Npe3 UHMepHem, 4upe3 62paoeH 6
cucmemama web cvpébp” YYaCTHUKBT € IOCOYMI CBOTBETCTBHE CaMO IO IThPBUTE JBa
€JIeMEHTa — OTHOCHO BB3MOKHOCTTA 3a MpexoBo cBbp3Bane upe3 FTP /File Transfer Protocol/
Bpb3ka u jgoctbn 10 SD /Secure Digital/ xaprara. KoMucusra rnperiena BHHUMATEIHO
MPUJIOKEHUTE KaTaJor ¥ PHKOBOJACTBO Ha OIeparopa M YCTAaHOBH, Y€ OT IpeJCTaBEHHTE
JOKYMEHTH He CTaBa SICHO IO KaTerOpU4eH Ha4MH OTrOBaps JIM Mpe/iaraHaTa BOJ0OYHCTRAIA
CHCTEMA Ha BCHMYKM KOMIIOHEHTH Ha YCJIIOBHETO Ha Bb3ioxurens, mocodeHud B T. 18 or
TexHu4eckata crienndukanusa Ha Odocobena nmozuuusa Ne 2 — Bogoouucrsalna cCUCTEMa;

3. OTHOCHO M3UCKBaHUATA HA BB3noxurens, nmocoueHu B T. 19 ,, Enexkmponnus 6aok 3a
ynpagnernue KoM MoOyIa 06pamnHa ocmo3a 0a uMa 6b3MO*CHOC 34 OUPEKMHA 6Pb3KA MEHCOY
0CMO3a U KOMNIOMbP upe3 crossover /obvprham/ kaben unu npe3 KOMNIOMbPHA Mpedica’
YVYaCTHUKBT € IMOCOYMJI CHOTBETCTBHE Ha Mpe/UlaraHara BOJOOYMCTBAllla CHCTEMa C TOBa
ycaosue. Crieal mperiesa Ha NMPHJIOKEHUTE KaTajlor U pbKOBOACTBO Ha OlepaTopa KOMHCHATa
HE yCIsl J1a YCTAHOBM IO KaTeropM4eH HauMH ChOTBETCTBUE C YCJIOBMETO Ha Bbijlokuiei,
KoHKpeTn3upaHo B T. 19 ot TexHudeckata crneuuduxauus rno orHoweHue Ha ObocobeHa
rro3urus Ne 2;

4. Tlo oTHOIIEHHWE Ha YCJIOBHETO Ha Bwb3noxurens, KoHKpeTH3upaHo B T. 20
,, Obpamunama ocmosza da 6voe 060pyosaHa cve cucmema 3a necmere Ha 600a, Kosmo 0a 6voe
L Ounamuyna” ¢ yen 3HAYUMENHO HAMANAGAHe HA pasxooume 3a u3pasxooeawama 600d.
Crvwama 0a paznonaza ¢ 6ygheper cv0 3a cmecéane Ha nepmeam u OMeKOmMeHa 600d, KOUMo
oa e ¢ emecmumocm 20 numpa” Y4aCTHUKBT € MOCOYMI B TabiWiara 3a ChbOTBETCTBHE. Y€
oOpaTHaTa 0OcM03a € 000py/IBaHa ChC CUCTEMa 3a MECTEHE Ha BOJA, KOATO € ,,JMHAMHYHA™, HO
He ¥ ye npuTexkaBa OydepeH ChJ 3a CMeCBaHe Ha IepMmeaT U oMeKoTeHa Boja. Komucusra
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pasricia BHUMAaTEIIHO TPUIIOKEHUTE KaTaJlol U PBLKOBOJCTBO Ha oricparopa, MnpHu KOETO ce
YCTAaHOBH, 4€ Mpealiaradata OT y4aCcTHHUKa BOJOOYUCTBAILA CUCTEMA HE pasrnoJjara c 6}’(1’)6[}61—]
Ch.

Karo ¢po0pasu ropuute obcrosTencTsa u npeasua pasnopeadara Ha wi.104, an. 5 or
30I1, cpobpa3HO KOATO W3BBPIIBAHETO HA MPOBEPKM M Pa3sACHEHWS IO 3asABEHH JAHHU OT
TEXHUYECKUTE ODEPTH HE MOraT Aa BOIAT 10 MPOMEHH B MPEUIOKEHUATA, KOMICHATA CUUTA
ye TexHuueckata opepra Ha MAPBEHA JTUATIHOCTHUKA” EOO/ He orroBaps Ha
3a/IbJDKUTEIHUTE MUHUMAJIHU TEXHUYECKM M3UCKBAaHMA Ha Bb3moxuTens, 3akpeneHd B
NOKYMEHTAlMATA 33 yJaCTHE M TeXHHYecKara crneunpuxamms no Odocodbena nosuuus Ne 2,
[opajid KOEeTo Chlara ciefiBa Ja Objie OTCTpaHeHa OT INpoleaypara Ha ocHoBauue ui1.107, T.
2, Ooyksa ,.a” or 30II — odeprara He OTroBaps Ha NpeJBAPUTENHO OOSBEHHTE YCJIOBHUS Ha
MopbuKaTa 1 J1a He ObJie JoMmycHaTa JIo eTall OTBapsHe Ha [IEHOBOTO IPeUTOKEHHE.

C oren Ha TroOpeM3I0KEHOTO, KOMHMCHATA €IMHOAYIIHO pelld Ja JOMNyCHe J0
ClieaBaIus eTan Ha npouenypara yyactuuka ,,COJIOMEL” EOO/] 3a O6ocoGena mo3uius
Ne 1 u Obocobena nozurius Ne 2.

Crenl KpaTko chbIvlacyBaHe C 4WIEHOBETE Ha KOMUCHSTA, MpeAcelaTeliaT M Hacpouu
cJelBallo, MyOJMYHO 3acefaHue 3a OTBapsAHE Ha IICHOBHUTE IMPEIOKEHHMsS Ha JOIYyCHATUTE
yuactHuiu 3a 14.01.2019 rox. or 13:00 4. B 3acenarennara 3ana Ha ,,MBAJI — IIYMEH™ AJl,
yi. ,,Bacun AnpunoB” Ne 63 — II erax Ha TepaneBruueH OJI0K.

3a npoBejklaHe Ha MyOJMYHOTO 3aceJaHHe 3a OTBapsHE Ha IUMKoBere ,JIpemtaranu
LEHOBU [apaMeTpu’  Ha JOIMYCHATHA YYacTHUK na Objae mMmyOJMKyBaHO CHOOINEHHE B
€JIEKTPOHHATA MpenucKa Ha OTKpUTaTa npoueaypa B [Ipopuna Ha kynyBaya Ha Bb3anoxkuress,
Haif-Manko 2 pabOTHM HU NIPEIX NIPOBEKIAHE HA CHIIOTO.

Komucusara npuxmoun padora B 19:30 yaca.

3annyeHa
uHMOpMaumMs Ha

OCHOBaHue 4n. 2 an.2
ot 331/ BbB Bpb3Ka C
yn. 42 an. 5 ot 300
[IPEACEIATEI .......... __

/TleTnnka HeOBa/

3anuueHa
nHoPMaLna Ha
OCHOBaHvE 4ii. 2 an.2

3anunyeHa
MHhOpMaLus Ha
ocHoBakue 4n. 2 an.2

S ot 33J1[1 BbB Bpb3ka C
4n. 42 an. 5 ot 30T1

o7 33/1/] ebB Bpb3Kka C
UJIEHOBE: | un. 42 an. 5ot 300
/Kpacumupa Jlumurposa-Kupoa/

3anuyeHa
MHdOpMauus Ha

GanudeHa
UHpOpMaLmMs Ha

OCHOBaHuWe 4n. 2 an.2 OCHOBaHue un. 2 an.2
ot 33/ BLB Bpb3ka C ot 33/1[] 8bB Bpb3Ka C
un. 42 an. 5 ot 300N 4 un. 42 an. 5 ot 300N

/. PoCen XKenes / /€Betdgap Ilerkos/



