8800 CnueeH, yn."Xpucto botes" 1, ManbnHutenen aupektop: 044/611 701
LlenTpana: 044/611 700, dakc: 044/624 326, e-mail: mbal.sl@iradeum.com

g CERTIFIED

1o
sc
£<B

HPOTOKO.
Ne 2/10.12.2018 .

Ha 10.12.2018 r. B 11.00 waca komucus, Ha3Ha4ueHa cbC 3amoBem Ne PJ[-08-
476/29.11.2018 r. na M3neaautennus aupekrop Ha MBAJL “/I-p MBan CenumuHcku” —
AJl rp.CnuBeH B CbCTaB:

NPEACEHATEJL: Pozanunka CnacoBa — 3aM.JIUPEKTOp MO aIMUHHUCTPATUBHUTE
neitHoct Ha MBAJI -CnuBen-AJ/l;

YJIEHOBE: 1. n-p Ban BbnuanoB — Hauanuuk Ha OTaeneHue no xeMouain3a Ha
MBAJI - Cnuen-A/l;
2. ansokaT {umurbp Mures — npaseH cbBeTHUK Ha MBAJI -CnuBeH-

AL
3. Pamoct CumeonoBa-Opranuzarop ,Mapkerunr,, kbM MBAJI-
CrnuBen-A/l;
4. Kupun KupwioB — Hauvannuk Cromancku otaen Ha MBAJL -
CnuBen— AJ]

ce cbOpa B IIBJIEH ChCTAB M MPOABIDKHU CBOSITA padoTa M0 pas3riex/aaHe, OLleHKa U
KJIacHpaHe Ha NOCTBHIHIUTE opepTH B 00BEHOTO MyOIMYHO ChCTE3aHHE 3a Bh3JIaraHe Ha
oOmiecTBeHa TOphUKa ¢ mpeamer: “‘JlocTaBka, MOHTaX, IyCKaHe B EKCIUIOATAIus,
oOydeHue 3a paboTa W TapaHIIMOHHA TOIIPHKKAa Ha (aOpuuHOo HOBU 7 /cemem/ Opos
amapatd 3a XeMOJAJIM3HO JeudeHue 3a Hyxaute Ha ,,MBAJI J[-p MBan CenumuHCKu-
Cmusen” AJl”, onobpena ¢ Pemenne Ne PJ[-08-446/06.11.2018 r. na V3mbaHuTeTHAS
mupexkrop Ha MBAJI “/I-p MBan Cenumuncku-Cnusen” A/l , KOSITO ce IpoBexaa o peaa
Y yCIIOBUSATA HA 3aKOHA 32 OOILECTBEHUTE NOPHUKH.

Komucusta koHCTaTHpa CIETHOTO:
I. B onpenenenuss oT KomMHcHITAa CpOK, ydyacTHUKbT ,MAPBEHA

JAUATHOCTHUKA” EOO/J rp.Codus c Bx. Ne OIT[]-07-10562/05.12.2018 r.
e NpeJACTaBUJ AONbJIHUTEJHO ClieHATa HHpopMAau:



»MAPBEHA JIUATHOCTUKA” EOOJ rp.Codusi e Thproeeu Ha
eapo ¢ MeauuuHcku uzaenus ot 2011 r. xkato ApYyXKECTBOTO € MPEAOCTAaBSIO
OCHOBHO UHBUTPO- OUAarHOCTUYHU MEAUIUHCKH u3aenus. Kakto
NUarHocTUYHaTa jabopaTopHa amapaTypa Taka U XE€MOJHMAJIUM3HUTE amnaparu
npejcTaBlisiBaT MEJIMIIMHCKUM U3JeJIus 1O CMUChJIa Ha 3akoHa 3a
MEIUIMHCKUTE wu3aenus. TpsOBa ma orOenexuM, UYe JUATHOCTUYHOTO
nabopatopHO 00OpyJBaHE Ce€ XapaKTepu3Hpa JOPU C MO- rojsMa TEXHUYECKa
CIIOHOCT Ha (QyHKOIMOHATHUTE CcUCTeMHU. J[Batra BUIa MEIHIUHCKO
o0opyABaHE CHABPIKAT aHAJIOTUUYHU MOJAYJIM, @ UMEHHO XHJAPaBJIHMYHA CUCTEMA,
€JNIEKTPO- MEXaHUUYHA CHUCTEeMa, €JIEKTPOHHA, MTHEBMAaTHYHA cucTeMa U codTyep.
NmenHo 3aTtoBa W MNpH CHa3BaHE MNPUHUUIHUTE HAa PaBHOMOCTABEHOCT U
HEJOMyCKaHe Ha JUCKPUMHUHAIMA MEXJY YYacCTHHILUTE, CUUTaME 4Ye
OBJATOTOAMIIHUS HHU ONUT NPU HU3BBPUIBAHE HaA JOCTaBKa, MOHTaxX WU
rapaHIuOHHO OOCJIy)KBaHE Ha MEIUIIMHCKO JabopaTopHO 00OpyJBaHE CBHINO
TpsaOBa na ObJ€ B3€T NPEABUJ OT KOMUCHUSITA NPHU OLICHSIBAHE HA HAJIUYHUETO Ha
U3BBPIUICHU TOCTABKU UJEHTUYHU WIJIHU CXOJHU C IpeJMeTa Ha MopbhUKaTa.
HansBame ce, ue ¢ npunoxenus cnucbk B EEJIOIl u noka3zarencTBa KbM HErO,
,MapBena [luarnoctuka” EOO/], me U30bJIHU U3UCKBAHUATA HA BB3JIOXKUTEIS
MBAJI  ,Jd-p WBam Cenumuncku-CnuBen” AJ[ 3a TEeXHUYECKH U
npodecruoHasHU CIMOCOOHOCTHM HAa YYAaCTHHIUTE B OTKPHUTA Mmpoleaypa cC
npeaMmet: “JlocTaBka, MOHTaX, IyCKaHe B €KcIloaTauus, odyuyeHue 3a pabora
¥ rapaHOMOHHA MOAJApPBXKa Ha ¢adpuuHo HOBU 7 /cemem/ Opos amapaTu 3a
XeMOJUAJIM3HO JedeHue 3a Hyxaute Ha ,,MBAJl [[-p UBan CenumMuHCKHU-
CnauBen” AJl” u me ObAEeM JONYCHATH JO I[O- HATATHIIHO YYyacTHE B
npoieaypara.

[IpenBun ropaoro Komucusra emHOyIITHO

PE I U:

Y4acTHUKBT »MAPBEHA JUATHOCTHUKA” EOOJ rp.Codpusn
OTroBapsi Ha M3UCKBAHHUATA 32 JUYHO CHCTOSIHME M Ha KPHUTEPHHUTE 3a
noa0op M me pa3riieja TEXHUYECKOTO MY Npe/Jio:KeHue.

C.]'le):[ KaT0 YCTAaHOBH, Y€ BCHUYKHN YYACTHUIHU OTIrOBapsiT Ha U3UCKBaAHUATA 3a
JUIHO CBCTOAHHE M Ha KPUTEPHUUTE 3a l'lO)IﬁOp Komucusra l'lO)lpOﬁHO pasrjieaa u
OﬁC'b)II/l TEXHUYCCKOTO UM NPECAJNOKCHUN U KOHCTATHUPA CJI€AHOTO:



Ilpenaosxkenne Bx.Ne OJAI1-05-1/27.11.2018 r. 10.30 4. -

"Ppezeuuve MeauKbJa

Kenp Boarapus®“ EQOO rp.I'adopoBo

Y4acTHUKBT npeyiara B TE€XHMUECKOTO CH MNPEIJIOKEHHE 3a HM3INBJIHEHHE Ha
nopbukara /[Ipunoxenne Ne 5/ cnegHoro:

l. IIpenyaranarta MeIMIIMHCKA amaparypa:

3abenexcku, Ne

Mooen/ @Qupma om
Ilpouszueooumen cmpavuyama
om Kamanoe,
mexuuecka
0OKyMeHmayus
Munumannu u op.
mexHu4ecKu u “4008S classix” | Cvomseem | cvomeemcmea
dyuryuonainu ®pe3eHnyc cme W Ha
Xapakmepucmuru- Meaukba Kenp ue c onucavuemo Ha
3an10MCeHUu om Fepmanus ,o0a’ unu KOHKpemHUs

No Bv3noocumens L, He" napamemuvp

1 | Jla mo3BonsiBa mpoduiupaHe Ha Ha. WHcTpykuus
HaTpus ¥ yITpapuiTpanusra. aa 3a pabora CTp.

4-62

2 | Hda MOXK€E na MpoBek)aa Ha. UHcTpyKIus
YHUNYHKTypHa JOuanu3a, KIHK- na 3a pabora cTp.
KIakK. 7-28; 7-30

3 | da nMa BB3MOXKHOCT 3a Ha. UHCTpyKUUS
IpOBEXKJaHE Ha aleTraTHa, KakKTo naa 3a pabora ctp.
1 Ha OukapOoOHAaTHA AUalu3a. 12-8

4 | la mpurexaBa MOAYyJd 3a cyxa Ha. UucTtpykuus
OukapOoHaTHA CyOCTaHIUA. na 3a pabora CTp.

4-8

5 | Ja ocurypsiBa BbB BCEKM MOMEHT Ha. UncTpyknus
OT mpoleaypara crapTHpaHe Ha Aa 3a pabora cTp.
U30THpaHa yarpaduntpanus 4-55
(nudy3us).

6 |da e oT oTBOpeH THUOD — Ja Ha. OTBOpeH
MO3BOJIIBA  M3IMOJ3BAHETO  Ha na TUII ca -
KpPBbBHU JWHUHU, AUAIU3ATOPU H MO3BOJABAT
AWaTU3HU KOHIGHTPAaTH M OT U3MOJI3SBAHCTO Ha
APYTY NPOU3BOIUTENH. KpbBHH — JIHHUH,

AUaIn3aTopu u
AUAaJIN3HHU

KOHOCHTpATH u
oT IpyTH
MPOU3BOOUTCIIN

7 | Ja uMa u3MepBaHe M 3alMUTHU Ha. UncTpyknus
CUCTEMHU Ha na 3a paborta cTp.

apTepHualHo,




BEHO3HO U  TpaHCMEeMOpaHHO 5-8;5-9; 5-11
HaJATaHe.

8 | Ja umMa xemapuHOBa MNOMIA C
BB3MOKHOCT 3a JOCTaBiHE Ha na Ha. bpomypa.
no3u ot 0 go 10 mu/u + Goxyc
Makc. 5 mu/6oiyc.

9 | da mnpurexaBa mnporpamu 3a
KauecTBEHAa  JAe3UH(EKIUA  C na Ha. bpomypa.
KUCEIIN " OCHOBHH
ne3uH(PEeKTaHTH KaTo
NpOTpaMHTE 3a ropeia
ne3uH(peKIus WA MPOMHUBKA Ja
oOpmaTr Ha 450 MJI/MHH a Te3H 3a
crynena Ha 600 Ma/MuH.

10 | Ja uma BrpajeHa cucTema 3a Ha. CepBHU3HO
pa3mo3HaBaHE€ Ha  KOPEKTHHSA na PBHKOBOACTBO
Ne3MH(PEKTAaHT 3a CHOTBETHATa crp. 11-58
nporpama Ha Je3uH(pEeKIus.

11 | la pasmomara c¢ mnporpama 3a
TOIJIMHHA ne3suHpeKnus na Ha. bpomypa.
(remneparypa go 85°C).

12 | Jla u3moa3Ba cucTeMa 3a 00eMHO
KOHTpOJIUpaHa YyITpaduiaTpamnus Aa Ha.
¢ TounocT 1% u ckopocT ot 0 10 Bpomrypa.MucTp
4000 mi/gac. W nma mnokassa ykuus 3a pabora
noctosHHo mnapamerpure UF cTp. 4-42
en, UF Bpeme, UF ckopocT u
UF obewm.

13 | la npurexaBa JETEKTOp 3a
HaJlW4ue Ha KPbB B JUaAlM3HATA
teunoct < 0,5 MJI/KpbB/MHH — a Ha. bpourypa.
npu Hct=25 u 3ambppcsaBaHe Ha
XUJApaBIMYHATA CHCTEMA.

14 | la npurexaBa  YJITPa3BYKOB
BB3JYIICH JETEKTOP 22 MM. na Ha.

Bbpomypa.UucTp
yKuusg 3a paboTta
cTp. 8-2

15 | da IIPUTEXKABA ONTUYECH
JETEKTOpP 3a Halu4Hhe Ha KpPbB na Ha. Wuctpyknus
Ui (QU3MONOTHYEH pPa3TBOp B 3a pabora cTp.
KpbBHATA JTUHUI. 3-10

16 | Jla maBa BB3MOJXXHOCT BHB BCCKHU
eIMH MOMEHT OT Mpolleaypara Ha. CodpryepsT ¢
na ce wu3Bexaa 1uppoBa u Aa Ha ObIrapcku
TEKCTOBA uHpopmMaus Ha esuk. MHCTpyKuHu
OBATApCKU €3UK 4Ype3 HAaTHUCKaHE ’3[ ?2 pabora cp.
Ha OyTOHHM Ha maHexa.

17 | la nmputexaBa MOJYJ M3MEpBal




B peajHo BpeMe koeduiueHta Ha na Ha. bpomypa.
oyucTtBaHe Ha KpbBTa Kt/V.
18 | Jla mpuTexkaBa KOHTPOJ in Vivo
Ha KJIMpPBHCA HA ypes. na Ha. Wuctpyknus
3a pabota cTp.
4-105
19 | la npurexaBa KOHTpPOJ Ha
HATpUs B IJIa3Mara. na Ha. Wuctpyknus
3a pabota cTp.
4-105
20 | la npurexaBa aBTOMAaTHYHO
BKJIIOYBAHE M IPOBEXKJAaHE Ha na Ha. NHcTpyKuus
HavaJeH TEeCT. 3a pabora cTp.
4-10; 12-8
21 | da e chOpOBOAEH C MHCTPYKLIUSA
3a moTpebuTenss Ha OBJITApCKHU Aa Bcekn amapar ce
€3HK. n0CTaBs c
WHCTPYKIUSA  3a
norpeburens Ha
OBATApPCKU €3HK.
22 | la mputexaBa LEHTPAJIU3UPAHO
OJOKHMpaHe Ha XOJ0BaTa 4acr. na Ha. Wuctpyknus
3a pabota cTp.
3-1
23 | da IIpUTEXKABa OoKupaly
MEXaHU3BbM Ha KYIJIYHTHTE Ha na Ha. Wuctpyknus
Juaau3aTHUA pa3TBOP. 3a pabora cTp.
12-10
24 | Jla nuMma aBTOMATHUYHO
ajanTHpaHe Ha JAMAJU3aTHUSA na Ha. NuHcTpyKuus
NoTOK Ha 0a3za Ha 3ajgajgeHus 3a pabora cTp.
KPBHBEH MOTOK. 4-40
25 | Ja MoXxe Jpaa npeus3uyucisBa u
n300pa3sBa €PEKTUBHUS KPbBEH na Ha. Wuctpyknus
NOTOK mpu paboTa ¢ pa3IuyHU 3a pabora cTp.
CerMEHTH Ha KpbBHATA JUHUS. 7-31
26 | a IIPUTEXKABA BrpajcHa
Oarepus C KamalUTET HE IIO- na Ha. UucTpyknus
Manabk oT 3 Ah mpu 18 V 3a pabora cTp.
12-3
27 | da IIPUTEXKABA
MMOJIyaBTOMaTH4YHO MHCTaJUpaHe Aa Ha. Wuctpyknus
Ha  IIOMIEHHS  CErMEHT  Ha 3a pabora cTp.
KpbBHATA JIUHUS U 4-21
28 | da nuMma BB3MOXKHOCT 3a
npenocTtaBsHe B paboOTeH pexUM
Ha ABe rpaduku uinu rpadpuxa u
paboTHH napaMeTpu oT Aa Ha. Bpomypa.
U3BBpLIBAHATA (Texyma)
Auanu3Ha mpoueaypa.
29 | da uMa aBTOMAaTHU3UPAHA




nporpamMa 3a I[OYUCTBaHE ¢C aa Ha. Bpomypa.
XJIOpeH Tmpemapar OT IUIeBara
4acT Ha amapara.

30 | la nmpuTexaBaT  aNUpPOTEHEH

GuaTHp 3a AMAIM3HATA TEYHOCT na Ha - Diasafe

¢ miom Ha MeMOpaHaTa HE MO- plus ¢ mmow 2.2

Majka OT 2,2 KB.M C BrpajeHa KB'M.I/I

cucrema 3a KOHTPOJI Ha Ha. Wuctpykuus
3a pabota cTp.

0TpaboOTEHOTO BpeMe u

4-83
npeaBapuTenHa uHbopManus 3a

CMsiHAa Ha QHUIATHpA

2. CpokoBe, CBbP3aHH C NOPBbYKATA:

CpokbT 3a noCTaBKaTa, BHEJpPSBaHETO M €(PEKTHBHOTO (PYHKIHMOHUpPAHE Ha
MeJAULMHCKaTa amnapatypa e 90 /meBermeceT/ AHM OT BJM3aHE B CHJIa Ha
JI0T0BODA.

3. TapaHUMOHHUAT CPOK WU TapaHIUMOHHO OOCINy)XBaHE Ha IMpeJJilaraHata OT
Hac MEJUIIMHCKA amapaTtypa e 24 mecerna.

lapannusita BKIOYBA OTCTpaHSBaHE Ha BCHYKH MOBpeau © JAedeKTUpalu
JacTW Ha amaparypara, ¢ M3KIUYEHHE HA YaCTUTE U MOBPEJAUTE BBH3HHUKHAIU
Mo BWUHA Ha BB3ioXkuTens WIM B pe3yliTaT Ha HENpaBUiIHAa ymnoTrpeda uiu
3noymnoTpeda ¢ amapartypara.

4.CpokoBe 32 OTCTpPaHfiIBaHe Ha Je(PeKTH.

AHraxupame ce Jga OTCTpaHABaMe 3a Halla CMEeTKa BCHYKH TOSBUIU CE B
nepuoJa Ha TapaHUUOHHHSA CPOK TapaHOUOHHH TOBpenH, AeheKTu u
OTKJIOHEHHS Ha AOCTaBeHAaTa M BHEJApPEHA MEJAUIMHCKA amaparypa.

4.1. Cpoxk Ha peakuus A0 24 yaca B paOOTHU AHU U 10 72 yaca B NOYUBHU JHU
OT TO/laBaHE Ha MHCMEHa 3asABKa OT Bb3moxurens.

4.2. Cpok 3a OTCTpaHsiBaHE Ha moBpeaa 10 3 pabOTHU AHU OT KOHCTAaTUPaHE Ha
rapaHIMOHHATa MOBpeaa u/uiu nedexT.

B cnyuaii, ye oTcTpaHsABaHETO Ha MOoBpenarta u/miau AedexTa HEe MOXKe Jaa ce
M3BBPIIM B PAaMKHUTE Ha TpU paOOTHU JHU, HOpPaJH OOCTOSITEICTBA HE3aBHCEIIH
OT YyYaCTHHKa, OMpPEAEISIHETO Ha CPOKHT 3a OTCTPaHsABAHE HAa MOBpeaaTa u/miu
nedekTa ce chriacyBa NUCMEHO ¢ Bb3moxurens.

5. leknapupa, ye NpuU HEBB3MOXKHOCT 32 OTCTPAaHsABaHE Ha HAaCTbHIIUJA [TOBpea
B cpok ot 10 mHu, me ocurypu oO6OpoTHa amapaTrypa, KOSITO IIe MOHTHpaA U
BBbBEJE B €KCIUIOATaUMWs, OT CBHIIUA HWJIM MO0N00EH Kjac J0 MBIHOTO
oTcTpaHsiBaHe Ha Jedekra/moBpenara, KaTo TapaHIUOHHHAT CpPOK Ha
MeJIMIMHCKaTa amaparypa, B NpOLEeC Ha NONpaBsHE, c€ yJIbJKaBa ChC CpOKa
1pe3 KOMTO € Tpaeno OTCTPaHSABAHETO HAa NOBpeEaaTa




6. Jlexnapupa, ue TIpejiaraHara MeJIULUHCKAa amnapatrypa € HOBa,
HeynoTpeOsiBaHa M  HEpPELUUKIUMpPaHa M Npou3BeJeHa He no paHo oT 2017
roauHa.

7. Jexmapupa, 4e € OTOpPHU3HMpaH 3a IpoAaxda M CEepBHU3 Ha IpeJilaraHara
MeOUIMHCKa amapaTtypa oT ¢upmara — mpousBoauten , PpezeHunyc MenuKbi
Kesp” I'epmanus.

8. Ilpuema JloroBopbT 3a JOCTaBKa Ja Cc€ CKJIKOYM NO pena Ha ui. 114 ot
30I1- pgoroBop mojn yclioBUE, KaTo CileJ OCHTypsiBaHe Ha (UHAHCHPAHETO
Bb3noxurensaT 3amnama AoroBopeHatra I1ieHa B cpok go 20 (aBageceT) AHU
cie] IocTaBKaTa, MOHTaka M MycKa B €KCIIoaTanus, oOydeHue Ha mepcoHaia
Ha Bb3moxurens 3a pabora ¢ amapaTypara W NpeACTaBsIHE OT Hama CTpaHa
NpeaBUACHUTE NOKYMEHTHU /(HaKTypu, IPUEMHO-TIpedaBaTeIHU MPOTOKOIHU/

9. Illpuema nma ce cumta OOBBpP3aH OT 3aJBJDKCHUSITA M YCIOBUSITA, MOETH C
odeprata HU no m3dtTudyane Ha 90 (meBeTmeceT) KaJeHIAPHU JHH, BKIIOYUTEIHO
OT KpalHHs CPOK Ha MOJ[aBaHEe HA OQEepTHUTE.

10. [ToTBBpKIaBa, Ue HAcTOAIIATa OdepTa € choOpa3eHa ¢ N3NCKBAHHUATA, TOCOUYECHHU B
JOKyMEHTAlMATA 32 y4yacTHe B MpOLEAypara W TrapaHTUpaMe, ye€ CMe B ChCTOSHHE Ja
M3ITBJIHAM Ka4€CTBEHO MOPBHYKATA B ITBIHO CHOTBETCTBUE C rOpeornucanara ogepra;

11. B cmydaii, ue ObAe ompejelieH 3a HM3MBJIHUTEN TMpUEMa 3aJbIKCHHETO [a
MpeACTaBUM rapaHllvs 3a U3MbJIHEHHE Ha JOroBopa B pa3Mmep Ha 3% OT CTOMHOCTTa Ha
norosopa u gokymentute no wi.112 or 30I1.

IIpuaara:
JIOKYMEHTH, OT KOMTO € BHUJIHO ChOTBETCTBHUETO Ha MpEAJaraHara amaparypa c

M3UCKBAHHUATA HAa TEXHUYECKHTE crnenupukanuu (TEeXHUYECKH NOKYMEHTH Ha
NpPOM3BONUTENS] /KaTalo3u, Opomypwu/, TpeIcTaBeHH Ha OBJTAPCKH €3HK,
BBPXY KOUTO ca OTOENsA3aHM KOHKPETHHU mapamMeTpu Ha odepTara)

Jlo monroTBsiHeTO Ha O¢UIMAIeH TOTOBOp, Tazu odepra, 3aeAHO ¢ MUCMEHOTO
mpreMaHe OT CTpaHa Ha BB3I0XUTENINs M U3BECTHE 3a CKIIOYBAHE HA JIOTOBOD, IIIE
dbopmupaT 0OBBHP3BAIIO CIIOPA3yMEHHE MEXKIY JIBETE CTPAHH.

KoMmucusita noapoOGHO pasriena MNpeJoCTaBEeHUTE OT YYAacTHHKA KaTallo3H,
WNucTpykuuu 3a ynorpeda, Opollypy WM €KBUBAJIEHTHO C Ipe/ylaraHaTa MEIUIMHCKA
amapaTypa, B KOUTO HMMa IMoApoOHa HH(OPMALKS 3a HEs C MPEBOJ] Ha OBJITApCKU €3UK, OT
KOUTO Ca BHMJIHM BCHUYKH I1OKA3aTEIU U MPOU3BOJCTBEHU XAPAKTEPUCTUKH, OT KOUTO I10
0e3rmopeH HauMH JOKa3BaT KadyeCTBOTO Ha IpeiaraHara amaparypa. B karamoxaute
MIPUIOKEHUS Ca 3AJIMYEHU CTOMHOCTUTE HA LIEHUTE B HETO.



Komucusra equaogymHo
PE I N:

TexXxHHYECKOTO MpeaioKeHHe Ha YYacTHMKBT "dpe3deHnyc MeaukbJa
Kebp Bbbarapusa“ EOOJ| rp.l'aGpoBo oTropapssi Ha H3HCKBaHHUATA HAa
3axkoHa u Bb3a0kKHuTeNs1 M e pa3riela HEHOBOTO MY NpelJioKeHHne.

Ilpeanoskenne BX.Ne OJII-05-2/28.11.2018 1.
JAunarnoctuka®“ EOO/ rp.Codus

10.00 uy. - "MapBeHa

Y4acTHUKBT npeajiara B TexHuueckoTo cu NpCAJIOKCHNUE 3a U3IIBJIHCHHUC Ha

nopbukara /[Ipunoxenne Ne 5/ cnegHoro:

l. IIpenyiaranarta MeIMIIMHCKA amaparypa:

3abenexcku, Ne
om
cmpavuyama om
Mooen/ @Qupma Kamanoe,
Ilpouszusooumen mexuuecka
0OKyMeHmayus u
Munumannu op.
MmexHu4ecku u Cvomeem | cvomeemcmeauy
dyHKyuoHarHu cme Ha
xapakmepucmuku- “AK 98” ue c onucanuemo Ha
3a10M4CeHU om Baxter ,0a" unu KOHKpemHUs
No Bv3noocumens L, He" napamemuvp
1 | Jla mo3BonsiBa mpoduiupaHe Ha Kartamor 1 cTp. 2
HATpHs U yITpaQuiITpanusITa. na u 3; Jlexmapanus
OT NPOMU3BOAUTCII
2 | Ja MOXe na MpoBeEk)aa PvxoBojcTBO Ha
YHUINIYHKTYpHa Juailnu3a, KIHK- na oneparopa CTp.
KIIaK. A68; Al191;
Karanor 1 ctp. 2;
Hexknapanus oT
MPOU3BOAUTCII
3 | Ha nMma BB3MOXHOCT 3a PbkoBOACTBO Ha
IpOBEXJaHE Ha aleTraTHa, KakKTo na omepaTopa CTp.
1 Ha OMKapOOHAaTHA AUANM3A. 25-A26;
Karanor 1 ctp. 2
u 3; [Hexnapauus
OT NPOMU3BOAUTCII
4 | Jla nmpurexxaBa MOXAYJ 3a cyxa Karanor 1 ctp. 2;
OukapboHaTHa CyOCTaHIHS. na Jleknapanus  OT
MPOU3BOOUTCII
5 | Ja ocurypsiBa BbB BCEKH MOMEHT PbkoBOACTBO Ha
OT mpoleaypaTra cCTapTUpaHE Ha aa omeparopa  CTp.




n30JIMpaHa yaTpaduiaTpanus
(mudys3us).

Al124-A125;
Karanor 1 ctp. 2;
Hexmapanus oT
MPOU3BOUTEI

6 |da e or oTBOpeH Tum — Ja PvkoBOACTBO Ha
MO3BOJIsiIBA  M3MOJ3BAHETO  Ha na omepaTopa  CTp.
KPBbBHHU JHHUU, NHATU3ATOPU U A27-A28;
AWaTU3HU KOHIGHTPATH M OT Hexnapauus ot
JAPYT¥ NPOU3BOIUTEIN. [IpOU3BOANTEN

7 | Ja uMa H3MepBaHe U 3allUTHHU PbkoBOACTBO Ha
CHUCTEMU Ha apTepHalHo, na omepaTtopa  CTp.
BEHO3HO M  TpaHCMEMOpaHHO Abl; Al38;
HaJsTaHe. A200;

Hexknapanus oT
MPOU3BOAUTCII

8 | Jla umMa xemapuHOBa MOMIA C PBKOBOIACTBO Ha
BB3MOJKHOCT 3a JIOCTaBsiHE Ha na omepaTopa  CTp.
no3u ot 0 mo 10 mu/u + Gonyc Al9T;

Makc. 5 mi/6oiyc. Karanor 1 crp. 2
u 3; [Hexnapauus
OT NPOMU3BOAUTCII

9 |da mputexaBa mporpamMu 3a PBKOBOIACTBO Ha
KadyeCcTBEHA ne3uH(eKIus c na omeparopa CTp.
KHUCEIU u OCHOBHHU Al194-A197;
ne3nH(peKTaHTu KaTo Karanor 1 crp. 2
NpOTPAMHUTE 3a ropeua m 3; Jlexnapanns
ne3uH(PEeKIus UIh MPOMHUBKA Ja OT HPOU3BOAMTEN
oOpmaTr Ha 450 MJI/MHH a Te3H 3a
crynena Ha 600 Ma/MuH.

10 | Ja uma BrpajeHa cucTtema 3a PbkoBOACTBO Ha
pa3mo3HaBaHe€ Ha  KOPEKTHHSA na oreparopa CTp.
ne3uHPEKTaHT 3a ChOTBETHATAa A66-A67;
nporpama Ha Je3uHQEKIus. Karamor 1 ctp. 2;

Hexknapanus oT
MPOU3BOOUTCII

11 | Ja pasmomara c¢ mnporpama 3a PbkoBOACTBO Ha
TOMJUHHA ne3uHeKIus Aa omepatropa  CTp.
(temmepatypa g0 85°C). 195;

Heknapanus oT
MPOU3BOOUTCII

12 | la u3noi3Ba cucTteMa 3a 00EMHO PBLKOBOACTBO Ha
KOHTpOJIUpaHa YyITpaduiaTpamnus na oreparopa CTp.
¢ TounocT 1% u ckopoct ot 0 10 A69-AT9;A130;
4000 wmua/gac. WM ga mokasBa A193-A194;
noctosHHo mnapamerpure UF Karanor 1 ctp. 3;

Heknapanus oT
en, UF Bpeme, UF ckopocT u .
UF 066M, POU3BOAUTCI

13 | la npurtexaBa JAETEKTOp 3a PbkoBOACTBO Ha

na omeparopa CTPp.

HaJlW4ue Ha KPbB B JUaAlM3HATA
teynoct < 0,5 MI/KpBB/MHH —
npu Hct=25 u 3ambppcsaBaHe Ha

201;
Hexnapanus oT
MPOU3BOIUTEI




XuJgpaBJIM4YHATa CUCTCMA.

14 | la npurexaBa  YJITPa3BYKOB PvkoBOACTBO Ha

BB3AYIIECH IETEKTOp 22 MM. na omeparopa CTPp.
200;
Hexknapanus oT
MPOU3BOOUTCII

15 | da IIpUTE)KaBa ONTHUYECH PbkoBOoACTBO Ha
NETEKTOp 3a HajJlu4yue Ha KPbB aa omeparopa  CTp.
Ui  (QU3MONOTUYEH pPa3TBOp B A22; A36;
KpbBHATA JTUHUS. Hexnapauns ot

MPOU3BOAUTCII

16 | Jla maBa BB3MOXXHOCT BHB BCCKHU
eMH MOMEHT OT Mpoleaypara aa Karamor 1 crp. 2;
na ce wu3BexAa wnuppoBa W HAexnapanus 0T
TEKCTOBA uHpoOpMaIUs Ha [IpOoUsBOANTEN
OBATApCKU €3UK 4Ype3 HAaTUCKaHE
Ha OyTOHHM Ha maHexa.

17 | Ja mputexaBa MOAYJ HU3MeEpBall PbkoBoAgcTBO Ha
B pealiHO BpeMe KoeduuueHTa Ha aa omeparopa  CTp.
ouncTBaHe Ha KpbBTa Kt/V. Al46-A147;

Karanor 1 ctp. 2;
Hexknapanus oT
MPOU3BOOUTCII

18 | Jla mpuTexkaBa KOHTPOJ in Vivo PvkoBOACTBO Ha

Ha KJIUpBHCA HA yped. aa omepatopa  CTp.
A146-A147;
Heknapanus oT
MPOU3BOAUTCII

19 | la npuTexaBa KOHTPOI Ha PvkoBoACcTBO Ha

HATpHs B IJjiazmara. aa omepaTopa  CTp.
A128;
Heknapanus oT
MPOU3BOOUTCII

20 | la npurexaBa aBTOMAaTHYHO Karamor 1 ctp. 2;
BKJIOYBAHE U TMPOBEKJaHE Ha na Hexnapauus  oT
HaYaJeH TECT. HpOU3BOAUTEIL

21 | da e chOpOBOAEH C MHCTPYKLUSA
3a moTpebuTenss Ha OBJITApPCKHU na Kartanor 1 ctp. 2;
e3 UK. Hexknapanus oT

MPOU3BOAUTCII

22 | la mpuTexaBa LEHTPAJIU3UPAHO PbkoBOACTBO Ha

OJloKMpaHe Ha XOJ0BaTa 4acT. na omeparopa CTp.
A21;
Hexknapanus oT
MPOU3BOOUTCII

23 | la MpUTEkKaBa OoKuMpar Karamor 1 cTp. 2;
MEXaHU3bM Ha KYMNJIYHTUTE Ha na Hexknapauus  oT
JAUaIu3aTHUS Pa3sTBOP. HPOU3BOAUTEN

24 | a nMa AaBTOMATUYHO Karamor 1 ctp. 2;

Ja HeKnapauHa OoT

amanTHpaHe Ha  JHAIU3ATHUS
IIOTOK Ha ©0a3a Ha 3agagcHUI
KPBBEH MOTOK.

MPpOU3BOOUTEII
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25 | da MoXxe Jpaa npeus3uyucisBa u Karanor 1 ctp. 2;
n3obpas3siBa epeKTUBHUS KPBBEH na Jexknapanus  oT
NOTOK mpu paboTa ¢ paszIuyHU [IpOU3BOAUTEI
CerMEHTH Ha KpbBHATA JUHUS.

26 | Jla MpUTEkKaBa BrpajcHa Katamor 1 crtp. 2;
Oatepus C KamauuTeT HE I0- na Jexknapanus  oT
Manbk 0T 3 Ah npu I8 V IpOU3BOAUTEI

27 | Ha NPUTEXKABA Katamor 1 ctp. 2;
MOJIyaBTOMAaTHYHO MHCTaJHUpaHEe Aa HAexnapanus oT
Ha  IIOMIEHHUSA  CErMEHT Ha HpOU3BOAUTEIL
KpbBHATA JIMHUS U

28 | da nuMa BB3MOXKHOCT 3a
IpeaocTaBsiHe B pabOTEH pekHUM na Karamnor 1 crp. 2;
Ha aBe rpaduku uiaum rpadpuka u HAexnapanus  oT
paboTHH napameTpu oT [IpOUsBOANTEN
U3BBpLIBAHATA (Texyma)

Auaiu3Ha Mpoueaypa.

29 | da nMa aBTOMAaTHU3UPaHAa
nporpaMa 3a [OYHCTBAaHE C na Karamor 1 ctp. 2;
XJIOpEH Mpemapar OT JHIEBaTa Hdexnapauus  OT
4acT Ha amapara. TpOoU3BOANTEN

30 | Ja nmpurexaBaT aNUPOrEHEH PvkoBoACcTBO Ha
GbunATHp 3a AMATU3HATA TEYHOCT Aa oreparopa CTp.
¢ miom Ha MemOpaHaTa He MO- A28; A186-A187;
Majika oT 2,2 KB.M C BrpajcHa Karanor Ha
cucremMa  3a  KOHTPOJ  Ha Zggg;a(bﬂnmp U
0TpaboOTEHOTO BpeMe " Nexmapamns ot
npeaBapuTenHa wHbopManus 3a IpOM3BOANTEN
CMsiHAa Ha QHUIATHpA

2. CpokoBe, CBbP3aHH C NOPBbYKATA:

CpokbT 3a noOCTaBKaTa, BHEJpPSABaHETO M €(PEKTHUBHOTO (PYHKIHMOHUpPAHE Ha
MeJULUMHCKaTa amnapatypa e 90 /meBermeceT/ AHM OT BJIM3aHE B CHJIa Ha
JI0T0BODA.

3. TapaHUMOHHUAT CPOK W TapaHIMOHHO OOCIYyXXBaHE Ha MpeJjiaraHata OT
Hac MEeJUIIMHCKA amapaTtypa e 24 mecela.

4.CpokoBe 32 OTCTpPaHfiIBaHe Ha Je(PeKTH.

AHraxupame ce Jga OTCTpaHABaMe 3a Halla CMeTKa BCHYKH TOSBUIU CE B
nepuoJa Ha TapaHUUOHHHSA CPOK TapaHOUOHHH NOBpenH, AehEeKTu u
OTKJIOHEHHS Ha AOCTaBeHaTa M BHEJApPEHAa MEJAUIIMHCKA amaparypa.

4.1. Cpok Ha peakuus a0 24 yaca B paOOTHU AHU U 10 72 yaca B NOYUBHU JHU
OT TO/laBaHE Ha MHCMEHa 3asABKa OT Bb3moxurens.

4.2. Cpokx 3a OTCTpaHsiBaHE Ha moBpeaa 10 3 pabOTHU AHU OT KOHCTAaTUPaHE Ha
rapaHIMOHHATa MOBpeaa u/uiu nedexT.
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B cnyuaii, ye oTcTpaHsABaHETO Ha MOoBpenara u/miau AedexTa HE MOXKe Jaa ce
M3BBPIIM B PAaMKHUTE Ha TpU paOOTHU JHU, HOpPaJH OOCTOSITEICTBA HE3aBHCEIIH
OT yYaCTHHKa, OMpPEAEISIHETO Ha CPOKHT 3a OTCTpaHsABAHE HAa MOBpeaaTa u/miu
nedekTa ce chriacyBa NUCMEHO ¢ Bb3moxurens.

5. leknapupa, ye Ipu HEeBH3MOXKHOCT 3a OTCTpaHsSBaHE HAa HACTHIHUIA MOBpea
B cpok oT 10 nHu, me ocurypu oOOpoTHa amapaTypa, KOSTO Il€ MOHTHUpPA U
BBBEJE B €KCIUIOATAlWs, OT CBHIUS WJIU TMON00EH KJac [0 MBIHOTO
OTCTpaHsiBaHe Ha jedexTa/moBpemara, KaTo TapaHIMOHHUAT CPOK Ha
MeQUIIMHCKaTa amaparypa, B IpoOIlecC Ha MOMNpaBsiHE, c€ YABbJDKaBa ChC CpPOKa
npe3 KONTO € Tpaeao OTCTPAaHSABAHETO HA MOBpeaarTa

6. Jlexmapupa, ye ImpejiaraHata MeAMILHMHCKa amapatrypa € HOBa,
HeynoTpeOsiBaHa M  HEpPEUUKIUMpPaHa M Npou3BeJeHa He no paHo oT 2017
roJanHa.

7. Hexmapupa, 4e € OTOpH3MpaH 3a Hpoaaxda W CEepBU3 Ha NpeaiaraHara
MEQUIMHCKa amaparypa oT ¢upmara — npousBoautena Baxter.

8. Ilpuema JloroBopbT 3a JOCTaBKa Ja C€ CKJIKOYM NO pena Ha ui. 114 ot
30Il- ngoroBop mojn ycioBUE, KaTo CileJ OCHTrypsiBaHe Ha (UHAHCHPAHETO
Bb3noxurensT 3amnnama goroBopeHara I1eHa B cpok go 20 (aBageceT) AHU
cie] NocCTaBKaTa, MOHTa)Xa M MyCKa B €KCILIoaramus, oOydeHne Ha MmepcoHala
Ha Bb3moxurens 3a pabora ¢ amapaTypara W MOpeACTaBsSHE OT Hama CTpaHa
NpeaBUACHUTE NOKYMEHTHU /(HaKTypu, IPUEMHO-TIpeIaBaTeIHU MPOTOKOIHU/

9. Illpuema nma ce cumta OOBBpP3aH OT 3aJbJDKCHUSITA M YCIOBUSITA, MOETH C
odeprara HU no m3tTudyane Ha 90 (meBeTmeceT) KaJeHIAPHU JHH, BKIIOYUTEIHO
OT KpalHHs CPOK Ha MOJ[aBaHEe HA OQEepTHUTE.

10. [oTBBpKIaBa, ye HAcTOAMIATa OdepTa € ChoOpa3eHa ¢ N3NCKBAHUATA, TOCOUYCHU B
JOKyMEHTAalMATa 32 y4yacTHe B MpOLEAypara W TrapaHTupaMe, ye€ CMe B ChCTOSHHE Ja
U3ITBJIHAM Ka4€CTBEHO MOPBhYKATa B ITBJIHO CHOTBETCTBUE C ropeornucanara opepra;

11. B cnyuail, ye ObAe ompeaesieH 3a H3MNBJIHHUTEN MpUeMa 3aTbJKCHHETO Ja
MpEeACTaBUM rapaHlvs 3a U3IbJIHEHHE Ha JOroBopa B pa3Mmep Ha 3% OT CTOMHOCTTa Ha
norosopa u gokymentute no wi.112 or 30I1.

IIpuaara:
JIOKYMEHTH, OT KOMTO € BHUJIHO ChOTBETCTBHUETO HA MpEAJaraHara amaparypa c

M3UCKBAHHUATA HAa TEXHUYECKHTE crnenupukanuu (TEeXHUYECKH NOKYMEHTH Ha
NpOM3BONUTENS /KaTalio3u, Opomypwu/, TpeIcTaBeHH Ha OBJTAPCKH €3HK,
BBPXY KOUTO ca OTOENsA3aHM KOHKPETHHU mapamMeTpu Ha odepTara)
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Jlo moAroTBSIHETO Ha OQUIMANIEH JTOTOBOP, Ta3u odepra, 3aeAHO C MHUCMEHOTO
npueMaHe OT CTpaHa Ha Bb3mokuTens W WM3BECTHE 3a CKIIOYBAHE Ha JIOTOBOp, IIIE
¢dbopmupaT 0OBBP3BAILO CIIOPA3yMEHHE MEXK/TY JIBETE CTPaHHU.

KoMmucusita mnoapoOGHO pasriea NpeJOoCTaBEHUTE OT YYacTHHKA KaTaJlo3H,
Wucrpykuuu 3a  ynotpeba, Opomrypu, PbkoBoicTBo Ha omeparopa; Kartamor Ha
Yarpapuntep U 9000; [exmapanus OT MPOU3BOIUTEN W JAPYTH WIH €KBUBAJCHTHO C
npeyiaraHata MEeIUIIMHCKA amapaTypa, B KOUTO HWMa NmoapoOHa MHQpOpMAIHs 3a Hes C
IIPEBOJI HA OBJIrapCKHU €3UK, OT KOMTO Ca BUJIHHU BCUYKH IOKA3aTENIH U MPOU3BOACTBEHU
XapaKTepUCTUKH, OT KOUTO IO OE3MOpEeH HAYMH JJOKa3BaT KayeCTBOTO HA IpejylaraHara
anaparypa. B kaTanoxHuTe NpUI0KEHHUS ca 3AJIMYEHU CTOMHOCTUTE HA LIEHUTE B HETO.

Komucusita koHcTaTMpa cjeJHUTEe HeChOTBETCTBUS HA MpeAjaraHara ofr
YYACTHHKA MEIMUHMHCKA amaparypa ¢ TeXHHYeCKMTe M3UCKBAaHUS HA
Bo3aoxurens:

1. B 1. 19 or Texnuueckara crnenupukanusi, Bb3I0OKUTENAT € 3aJ0KUIT U3UCKBAHETO
anapaTuTe Ja NPUTEKaBaT KOHTPOJ HAa HATpUs B IUIa3Mara. YYacCTHUKBT € IOCOYMII
HaJIMYME Ha CHOTBETCTBHE C TOBA M3MCKBAaHE, HO B MPEACTaBEHHs OPHUIMATICH MaTepHal
3a JIOKa3BaHE Ha CBHOTBETCTBMETO C TOBA M3UCKBAaHE C€ OTKpuBa HHpopmanus 3a
npoguaIMpaHe HA HATPHUA, KOETO € 32J10/KeH0 U3UCKBaHe B T. 1 oT cnenupuKanusaTa
Ha Bb3ioxkurtens, a He e B CbOTBETCTBHE ¢ M3MCKBaHeTO Ha T. 19 3a KOHTpOJ Ha
HATPHUA B ILIa3MaTa.

2. B 1. 22 or TexHuueckara crienu@ukamnys, BB3IOKUTENSAT € 3aJI0KUIT U3UCKBAHETO
anapaTuTe Ja NPUTEeXKaBaT HEHTpAIU3UpaHo OJOKHMpaHE HA X0JI0BaTa YacT.

Ot mnpenctaBeHUTE OT YYacTHUKA JOKAa3aTelICTBA CE€ YCTAHOBSIBA, Y€ NpPeAJaraHusT
anapatr He pa3nojara ¢ NeHTPaJHAa COMPAayKa HA XO0A0BaTa 4YacT, KaTro OT
NPUJIOKEHHUsI MAaTePUAJI CTaABA SICHO, Ye ce Kacae 32 OT/eJTHH CIMPAYKU HA BCAKO OT
KoJIeJ1aTa.

3. B T. 23 or TexHudeckara crienuduraims, Bb3I0KUTENAT € 370K H3UCKBAHETO
anapaTuTe Ja MpuTexaBaT OJOKMpal] MEXaHM3bM Ha KYIUIYHTUTE€ HAa AUAIU3aTHUA
pasTBoOp.

Y4acTHUKBT He € NPeACTABMJI JAHHH B TNOTBBbPXKJAeHHME HA H3HCKBAHETO 3a
0JI0KHpAIl MEXaHU3bM HA KYILUIYHTMTE HA IMAJTU3ATHUA Pa3TBOP.

4. B 1. 25 or TexHudeckaTta crienudukamnysi, BB3IOKHATENAT € 3aJ0KUI U3HCKBAHETO
amapaTuTe Jla MoraTr Ja u300pa3sBaT U NMPEeU3yucisBaT €(EeKTUBHUS KPbBEH MOTOK IPHU
paboTa ¢ pa3InuyHU CETMEHTU HAa KPbBHATA JIUHMUS.

B npeacraBeHuTe 0T YYaCTHHKA J0KA3aTEJICTBA JMIICBAT JaHHU B NMOTBbPXKIACHUE
Ha M3HCKBAHETO 32 BH3MOKHOCTTA 32 NpPeU3YHCIAsiBaAaHEe HA e(PeKTHBHUA KPbBEH
MOTOK, KOraTo ce U3I0JI3BaT Pa3/If4YHM CerMEeHTH HA KPbBHATA JIUHMS.
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5. B 1. 29 ot Texnumueckara crenuuKanus, BB3IOKUTENAT € 3aJ0KUI U3UCKBAHETO
anapaTuTe a MMaT aBTOMAaTHM3MpaHa IMporpaMa 3a IIOYMCTBAHE C XJIOPEH Ipemnapar ¢
BB3MOKHOCT 3a BKJIFOYBAHE OT JIMIIEBATa YacCT Ha anapara

Y4YacTHUKBT He € NPpeacTaBUJI J0Ka3aTeJCTBA 32 HAJMYMETO HA BB3MOKHOCT 32
NPOBEKIaHE HA ABTOMATH3HPaHa NporpaMa 3a NOYUCTBAHE € XJIOPEH Ipemnapar ot
JIMLeBaTa YacT Ha anapara.

[IpenBun ropaoro Komucusra emHOyIIIHO
PE I N:

I. Ha ocnoBanme 4. 107, T. 2, OykBa ,,a” oT 3aKkoHa 3a OOIIECTBEHUTE TOPHUKH,
npemiara Ha Bow3noxutens HJA OTCTPAHUM or no-HATAaThIIHO Yy4YacTHe B
nyoJIM4YHOTO cheTe3anue ydyacTHuka '""'Mapsena /Iuarnocruxka® EOOJ rp.Codus,
Th KaTo € mpeacTaBmwi o¢epra, KOSATO HE OTroBaps Ha MPEIBAPUTEIHO OOSIBEHHUTE
YCIJIOBHS Ha MOpbUKaTa U Bb310KUTENS, @ UMEHHO: KOHCTATHPAHN HECHOTBETCTBHUSA HA
NpeaaraHaTa oT y4YaCTHHKA MeJUIMHCKA anapaTrypa ¢ TeXHMYeCKNTe H3UCKBaHUA
Ha Bb3joxurens:

MOTHUBMU:

1. B 1. 19 or TexHudeckara cnenuduKanus, BB3I0OXKUATENAT € 3aJ0KII U3UCKBAHETO
arapaTuTe Ja NPUTEKaBaT KOHTPOJ HA HATpUs B IUIa3Mara. YYacCTHHUKBT € IMOCOYMII
HaJIMYMe Ha ChOTBETCTBHE C TOBA M3MCKBAHE, HO B IMPEJICTaBeHMs O(UIIMATICH MaTepra
3a JOKa3BaHE Ha CHOTBETCTBUETO C TOBAa H3UCKBAHE C€ OTKpUBA HH(oOpManus 3a
npopuiupaHe Ha HATPUSA, KOETO € 32JI05KeHO0 U3MCKBaHe B T. 1 oT cnenudukanusra
Ha Bb3/10:kuTE/IS1, 2 HE € B CHOTBETCTBHE ¢ M3MCKBaHeTO HA T. 19 3a KOHTpPOJ Ha
HATpHd B IUIa3MAaTA.

2. B 1. 22 or TexHuueckara crienu@uKanysi, BB3IOKUTEISIT € 3aI0KIIT U3UCKBAHETO
anapaTuTe Ja NPUTEXKaBaT HEHTPAIU3UpaHO OJOKHMpaHE HA X0JI0BAaTa YacT.

Ot mnpencTtaBeHUTE OT YYacCTHUKA JOKAa3aTelICTBA CE€ YCTAHOBSIBA, Y€ NpPeAJaraHusT
anapatr He pa3nojara ¢ NeHTPaJHAa COMPAayKa Ha XO0A0BaTa 4YacT, KaTro OT
NPWIOKEHHUsI MAaTePUAJI CTABA SICHO, Ye ce Kacae 32 OT/eJIHU CIMPAYKU HA BCAKO OT
KoJIeJ1aTa.

3. B 1. 23 or TexHuueckara crnenudukanus, Bb3IOXKATENAT € 3aJ0KUIT W3UCKBAHETO
anmapaTuTe Ja MpuTexaBaT OJOKMpal] MEXaHM3bM Ha KYIUIYHTUTE€ Ha AUAIU3aTHUS
pasTBoOp.

Y4acTHUKBT He € TNPeJACTABMJI JAaHHH B TNOTBBbPXKJAeHHME HA H3HCKBAHETO 3a
0JI0KHpAIl MEXaHU3bM HA KYILUIYHTMTE HA IMAJTU3ATHUA Pa3TBOP.
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4. B 1. 25 or TexHuyeckara crneuurukanvs, BB3IOXKUTENAT € 3aN0XKUI U3HCKBAHETO
amapaTuTe J1a Morar Aa M300passBaT U MPEU3UUCIsIiBaT €(PEeKTUBHUS KPBbBEH MOTOK IPU
paboTa ¢ pa3IMYHU CETMEHTH Ha KPbBHATA JIMHUS.

B npeacraBeHuTe 0T YYaCTHHKA JA0KA3aTEJICTBA JHMIICBAT JaHHU B NOTBBbPXKICHHE
HA U3HCKBAHETO 32 BH3MOKHOCTTA 32 IPEU3YHC/IsiBaHe Ha eQeKTHBHHUS KPbBEH
NOTOK, KOraTo ce U3IO0J3BAT Pa3JIAYHU CErMEHTH HA KPbBHATA JIMHUA.

5. B 1. 29 ot TexHmueckara crnenu(puKanus, BB3IOKUTENAT € 3aI0KUIT U3UCKBAHETO
arapaTuTe J1a MMAT aBTOMATH3HMpaHa MporpaMa 3a MOYKMCTBAHE C XJOPEH mpemnapar C
BB3MOKHOCT 32 BKJIFOUBAHE OT JIMILIEBATA YACT HA anapara.

Y4acTHUKBT He € MPeIcTaBWJI [J0KA3aTeJICTBA 32 HAJMYMETO HA BB3MOXKHOCT 32
NPOBEKIAHE HA aBTOMATU3MPAHA MPOrpaMa 3a MOYMCTBAHE ¢ XJIOPEH Ipenapar ot
JHUIEBATA YACT HA amapara.

II. TexHMYECKOTO NpeEATOKEHUE Ha ydyacTHUKBT "MapBeHa [ImarHoctuka‘
EOOJl rp.Coous HE OTI'OBAPS na wusuckBanHusita Ha 3aKoHA u
Bp3noxurens m KomMucHATAa HAMa Ja OTBOPM M pasriena LEHOBOTO MY
NpEeaI0KEHHUE.

C ToBa cBoe pgeiictBue Komucusita 3aBbpHIM JEWHOCTUTE CH
pasriexaaHe U o0CBhXKJaHE Ha JUYHO ChCTOSHHE U Ha KPUTEPHUUTE 3a 1moa0op,
KaKTO H TEXHUYECKUTE INPEIOKEHHUA Ha YYAaCTHHLUTE, CJIeJ KOETOo
€IUHOAYIIHO

PE I U:

1. Ha ocHoBanue uiu. 57, an. 3 or IlpaBuiaHuka 3a mpuiaraHe Ha
3akoHa 3a  OOILIECTBEHUTE NOPBYKH, OTBAPSAHETO U OIMOBECTSABAHETO Ha
LEHOBUTE MpeJioXeHus me ce u3Bbpmin Ha 14.12.2018 r./mernk/ ot 10.00
yaca B 3acejaTejiHaTa 3aja B aAMUHUCTpaTuBHara crpaaa Ha MBAJI ”/I-p UBan
Cenumuncku-Causen” AJl — rp.CnuBen, 0yiua. ,,Xpucto boreB” Ne 1.

2. Ilpu oTBapsiHETO Ha IUNIMKOBETE C MpejjaraHa I[eHa UMaT MpPaBo
Ja TPHUCHCTBAT YUYACTHUIIMTE B NpoIeaypaTra HIW TEXHU YIBIHOMOLIEHHU
npeacTaBUTENN, KaKTO © TMpPEJACTAaBHUTEIM Ha CpeAcTBara 3a MacoBa
uHbpOpMaLHS.
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3. Undopmanusita OTHOCHO AaraTra, yaca U MICTOTO Ha OTBApSHETO
¥ OMOBECTSIBAaHETO Ha HeHOBUTE odepTu ma Obae mybnukyBaHa B [Ipoduna na
kynyBaua B opunuanuus caiit Ha MBAJI ”/I-p UBan Cenumuncku-Cnusen” Al
— rp.CnuBeH.

C ToBa cBOE NEWCTBUE KOMHUCHATA 3aBBPIIA 3aCETAHUETO CH, KaTO
Hacpouu cleaBamoTo cu 3acenanue 3a 14.12.2018 r./mersk/ ot 10.00 yaca B
3acenartenHara 3ajia B crpanata Ha MBAIJL ,,JI-p UBan Cenumuncku” A/l rp.
Cnusen, 0yin. ,,Xpucto borer” Nel.

KOMUCHUA:

IMPEACEIATEJL: Undpopmanusra e 3anuuena cbril. 4i.2 u 4.4 ot 33J1]]
/Po3anunka CnacoBa/

YJIEHOBE:1. Undpopmanusra e 3anuuena cbri. 4.2 u wi.4 ot 33J1J]
/n-p UBan Bpauanos /

2. Wudopmanusra e 3anudena cbri. 4.2 u wi.4 or 33J1]1
/anB. Iumutsp Murtes/

3. UudopmauuaTa € 3aiuueHa cbril. 4i1.2 u 4.4 ot 33J1]]
/muax. Kupun Kupunos/

4. UupopmanusTa € 3anudena cbri. 4.2 u wi.4 ot 33J1J]
/Papoct CumeoHoBa/
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