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IHOKAHA

3a yyacTue B MpoIleAypa Ha JoroBapsine 0e3 o0sBIIeHHE
3a Bh3JIaraHe Ha oOIIecTBeHa MOPhUKa

YBAXXAEMHU JIAMU U TOCIIOJIA,

Ha ocnoBanue uin. 64, an.l u an.3 ot I[III30I1 u BB Bpb3ka ¢ Pemenue Ne
P/1-08-502/06.12.2018 r. na Wsmbiaaurennust gupekrop Ha MBAJI ,JI-p HBau
Cemnvunckn-CnuBen” AJl rp.CiauBeH 3a OTKpHMBAaHE Ha IPOLIEAYpa HAa JOTOBAPSHE
0e3 mpenBapUTEIHO OOSBICHHE 3a Bb3JlaraHe Ha OOIIECTBEHA MOpPbHYKA C MPEIMET:
"loctaBKka Ha JIeKApCTBEHH NpPOAYKTH 3a Hy:kaure Ha MBAJI "/I-p HBan
Ceanmunckn-Ciansen" AJl " Bu oTnpaBsme MokaHa 3a ydyacTHE B JIOTOBapsiHETO,
koeto me ce mpoeae Ha 20.12.2018 r or 10:00 uyaca B 3acemarenHarta 3ana B
agmuHucTpaTuBHara crpaga Ha MDBAJI ,,JI-p UBan Cenumuncku-Cinusen” AJl, rp.
Cnusen, Oyn. ,,Xpucto boreB” Ne 1.

Ob6exkT Ha mopbYKaTa — JOCTaBKa - cbriacHo wi.3, amn.l, T. 2 ot 30II.
Odeprata creaBa ga cbabpxka HHDOpPMALUATA U JOKYMEHTHUTE, W3UCKBAIH CE€
CBHIIACHO HACTOSAIIATA ITOKAHA.

IIpaBHO OocHOBaHuUe 32 OTKPpMBaHe Ha mpoueaypara: wi. 79, ain.l, 1. 1 or
3aKoHa 3a 00IIECTBEHUTE MOPHUKH.

IHPEIMET HA ITIOPBYKATA:

IIpenmer Ha mopbuKaTa e: "J[ocTaBka Ha JICKAPCTBEHH MPOTYKTH 32 HYKJIUTE HA
MBAJI "[I-p WBan Cenumuncku-Cnuer" AJl", pa3meneHu Ha 1Be 000cOOEHU

IIO3UIINHK, KAaKTO CJICOBA.

Oo60codena nozuuus Ne 1 ,,JIlekapcTrBeHy NpoaAyKTH, BKJIO4YeHH B [Ipuiio:xxkenune
Ne 2 na [1o3uTHBHUS JIEKAPCTBEH CIHUCHK ,,

Ne Ne o ATC xox I'enepuuno unm 1pyro Jlex. HIporHosHo | [Tpornosxa
pen HENaTeHTHO HAUMEHOBAaHUE ¢dopma KOJIMYECTBO | cTOMHOCT
6e3 JJJ1C
1 31 JO1FA10 | Azithromycin 500mg powd.inj 200 2086.67
Bupivacaine hydrochloride
2 46 NO01BBO1 | 5Smg/ml haevy- 4ml amp. 800 2633.33




3 81 JO1FAO09 | Clarithromycin 500mg powd. inj. 30 327.50
4 139 | NO1AHO01 | Fentanyl 0.1mg/2ml sol.inj. 1500 575.00
5 149 | CO9AAQ9 | Fosinopril sodic 10mg tabl. 100 7.50
Galantamine hydrobromide
6 158 | NO6DA04 | 0.25% 1ml sol.for inj. 1600 2960.00
Galantamine hydrobromide
7 159 | NO6DA04 | 0.5% 1ml sol.for inj. 2600 5156.67
166 | VO6DCO1 | Glucose 10% 500ml - crekio | sol. 2000 2333.33
178 B02BB01 | Human fibrinogen 1g powd 5 2971.58
10 197 | AL0ADOL1 | Insuman Rapid penfil 3ml sol.inj 20 123.33
11 199 | A10ACO1 | Insuman Basal penfil 3ml sol.inj. 20 126.67
12 230 | HO3AAOL1 | Levothyroxine sodium 50mcg | tabl. 60 1.00
13 235 | N01BBO02 | Lidocaine 20mg/ml 2ml sol.inj. 1500 1000.00
14 289 | HO1CBO2 | Octreotide 0.1mg 1ml amp. 2000 4266.67
15 293 | JO5AH02 | Oseltamivir 45mg caps 400 933.33
16 305 | CO4ADO03 | Pentoxifyllin 400mg tabl.prolong 400 40.00
17 393 | CO9CAO03 | Valsartan 160mg FCtabl. 1000 66.67
Valsartan/Hydrochlorothiazide
18 395 | CO9DAO03 |160/12.5mg tabl.film 1000 75.00
Bromhexine Hydrochloride
19 43 RO5CB02 | 8mg dragee 8000 666.67
NaCl;KCI':MgClI
hexahydr.CaCL:Na acetat
trihydr.L-s65m9Ha Kucennna
20 105 B05bb01 | 1000mn sol.inf. 2000 6000.00
21 140 | NO1AHO01 | Fentanyl 0.25mg/5ml sol.inj. 500 362.50
22 256 | AO7ECO02 | Mesalazine 500mg, supp 100 108.33
23 298 | A02BCO02 | Pantoprazol 40mg tabl 1000 283.33
24 324 | C01BCO03 | Propafenone 300mg tabl. 1000 208.33
Propofol +EDTA 10mg/ml
25 325 | NO1AX10 | 20ml amp. 3000 8500.00
26 389 | NO3AGO1 | Valproic acid 50mg/ml 100ml | syrup 6 17.90
27 398 | CO8DAO1 | Verapamil 80mg film.tabl 1000 50.00
Glucose 10% 250ml -
28 168 | VO6DCO1 | neynpren nosnnoneduHoB cak | Sol. 2000 3000.00
intravenous
29 249 | BO5BCO01 | Mannitol 15% 500ml inf. 30 58.50




Oo6ocodena nmo3unus Ne 2 ,, JlekapcTBeHU NPOAYKTH, U3BbH Ilpuiio:xxenne Ne2 na
Ilo3uTHBHMNS JIEKAPCTBEH CIUCHK ,,

Ne o I'enepryHO UM Apyro Jlek. IIporunozuo | IlporHosna
Ne ATC xon .
pea HCEIMIAaTCHTHO HAMMCHOBAHUEC (bopMa KOJINYECTBO | CTOUHOCT
oe3 JJJ1C
1 22 JO7AMO1 | Tetanus vaccine sol.inj. 1000 900.00
Atriacain/Epinefrin
2 23 N01BB58 | 40mg/0.005mg/ml carpuli 1000 741.67
Atricain/Epinefrin forte
3 24 N01BB58 | 40mg/0.01mg/ml carpuli 1000 741.67
4 29 MO03BXO01 | Baclofen 10mg tabl 1000 133.33
5 54 J01DD14 | Ceftibuten 400mg caps. 200 161.67
6 76 JO1XX09 | Daptomycin 500mg sol.inf 20| 1666.67
7 87 JO1DHO03 | Ertapenem 1g fl. 20 333.33
8 42 A07BA00 | Carbo activatus 250mg tabl. 300 15.00
Sodium amidotriozate 76%
9 195 | VOBAAOQOQ | 20ml fl. 60 309.00
Thiopental natrium 1000
10 210 | NO1AF03 | mg fl 500 3833.33

OB YCJIOBUA N UBNCKBAHUSA 3A U3ITHBJIHEHUE HA

IHOPBYKATA:

1. O N3NCKBAHUA K'bM YYACTHHUIIUTE

1. IIpaBo Ha yyacTue B mpoueaypara

VYdacTHUK B TIpoIlelypa 3a Bh3JaraHe Ha OOIIECTBEHA MOPHYKA MOXKE Ja ObIe BCAKO
OBIATApCKO WM YYXKJICCTPAHHO (U3MYECKO WU IOPUAMYSCKO JIUIE WIH TEXHU
oOeMHEeHMs, KaKTO M BCSAKO JIPYro oOpasyBaHHE, KOETO MMa TPaBO Jla M3IBIIHSIBA
JIOCTaBKU WIIM YCIYTH CBIVIACHO 3aKOHOJATEICTBOTO Ha Jbp)KaBaTa, B KOSTO TO €
YCTaHOBEHO.

B cnywaii, We y4acTHHKBT y4yacTBa Karo oOOeAWHEHHWE, W30pOCHHUTE O Oy
W3HUCKBAHUS C€ MPUJIarar 3a 00CIMHEHUETO KaTO IISLIO.

JIuiie, koeTo yyacTBa B 00€AMHEHUE WIN € JJAJI0 ChIIacue /a ObJIe OIU3ITBIHNATEN Ha
JpyT KaHIUJAT WIM YYaCTHHK, HE MOXKE Jia T0JlaBa CaMOCTOSITEITHO 3asBIICHUE 3a
ydactue win opepra.

B mpomenypa 3a Bb3marane Ha O0OIIeCTBEHa TMOpPHUKA €AHO (PHU3UYECKO WU
IOPUINYECKO JIMIIE MOJKE /Ia y4acTBa caMo B €THO OOeMHEHHE.

CBbp3aHu JMlla HE MoraT Ja ObJaT CaMOCTOSITEIHM YYaCTHHIIM B €JHAa W ChIa

nporenypa.



2. I3uckBaHMA KbM JUYHOTO CHCTOSIHHE HA YYACTHULINTE

2.1. OcHoBaHMusl 32 32IBJLKUTETHO OTCTPaHsIBaHe: 00CTOsATENCTBA MO uil.54, ain.1 oT
30I1, a uMeHHO, KaHAUAAT WU YYACTHHUK, 32 KOTOTO € HaJuIle HSAKOE OT CIICTHUTE
00CTOSITENCTBA:

1. e ochAeH ¢ Bis3NA B CHJIA IPUCHIA, OCBEH aKO € peaOuIUTHpaH, 3a MPECThIUICHHUE
mo wi. 108a, wn. 159a — 159r, un. 172, win. 192a, un. 194 — 217, uin. 219 — 252, un. 253
— 260, un. 301 — 307, un. 321, 321a u . 352 — 353e ot HakazaTenHus Koaekc;

2. € OCBJIEH C BIIs3JIa B CHJIA MIPUCH/IA, OCBEH aKO € peadMINTHPaH, 3a MPECTHIICHUE,
aHAJIOTMYHO HA TE3W M0 T. 1, B Ipyra AbprkaBa 4JeHKa WIN TPETa CTPaHa;

3. UMa 3aIJDKCHHS 32 JAHBIM U 3abJDKUTSIIHA OCUTYPUTEIIHA BHOCKH 110 CMHUCHJIA
Ha wi. 162, an. 2, 1. 1 or JlaHBYHO-OCUTYpUTEIHNS NPOLECYATIEH KOAEKC U JINXBUTE
o TAX, KbM JIbp’KaBaTa WIM KbM OOIIMHATA 10 CENATUIIETO Ha BB3JIOXKUTENS U Ha
KaHIuJaTa WIA Y4YaCTHUKA, WIM aHAJIOTHYHM 3abJDKEHHUS, YCTAHOBEHHW C aKT Ha
KOMIIETEHTEH OpraH, CbIVIACHO 3aKOHOJATEJIICTBOTO Ha JIbp)KaBaTa, B KOSTO
KaHAUJAThT WM YYaCTHUKBT € YCTAHOBEH, OCBEH aKO € JIOMYCHAaTO pa3CpouBaHe,
OTCpPOUYBaHE WM 00€3MeUYeHNE Ha 3aIbJDKEHUSATA WIH 3aIbJDKEHUETO € M0 aKT, KOWTO
HE € BJISI3BJ B CUJIA, WM Pa3MephT HA HEIJIATEHUTE ABJDKUMU JaHBIU WIH COIUATTHO
OCUTYPHUTEJIHM BHOCKH € HE MOBeue OT |1 Ha CTO OT cyMara Ha FOAMIIHUS 00111 000pOT
Ha yYacTHHKa 3a MOcJieHaTa MPUKIIIOUYeHa ((MHAHCOBA TOJAMHA;

4. e HaNM1Ie HEPABHOIIOCTABEHOCT B citydauTe 1o uil. 44, an. 5 ot 3011,

5. € yCTaHOBEHO, Y€ YYACTHUKBT:

a) € TIpeACTaBWJI JOKYMEHT C HEBSIPHO CBHIBP)KAHHE, CBBP3aH C YyJIOCTOBEPSIBAHE
JUIcaTa Ha OCHOBAHUS 3a OTCTpPAHSBaHE WJIM H3M'BJIHCHUETO HAa KPUTEPUUTE 3a
noabop;

0) He € mpeaoCTaBU HM3HCKBalIa ce HHGOpMaIlus, CBbpP3aHa C YJIOCTOBEPSBAHE
JUIIcCaTa Ha OCHOBaHMs 3a OTCTPaHSBAHE WJIM M3I'BIHEHUETO Ha KPUTEPUUTE 3a
moaoop;

6. € yCTaHOBEHO C BJISA3JIO B CHJIa HaKa3aTEJIHO OCTaHOBJIEHUE UK ChACOHO pelIeHHe,
Yye TP U3MBJIHEHUE Ha JOTOBOP 3a 00IIeCTBEHA MOpbhUKa € Hapymmia ui. 118, um. 128,
wi. 245 u un. 301 — 305 or Komekca Ha Tpyna WiIM aHaJOTUYHU 3aJIbIHKCHUS,
YCTAaHOBEHM C AaKT Ha KOMIIETEHTEH OpraH, ChIVIACHO 3aKOHOJATEJICTBOTO Ha
JbprKaBaTa, B KOSATO KaH/IUATHT WIH YYACTHUKBT € YCTAaHOBEH,;

7. e Hanuile KOH(IUKT Ha UHTEPECH, KOWTO HE MOXKE J1a ObJIe OTCTpaHEH.

2.2. OcHoBaHMSI 32 HE3AXbJKUTETHO OTCTPAHsABAHEe: 0OOCTOSATECTBA MO Wi.55, ai. 1
oT 3011, a uMeHHO, KaHJIUJIaT UM YYACTHUK, 32 KOTOTO € HAJIMUIE HAKOE OT CJICAHUTE
o0cCTOsITeNCTBA:

1. 00siBEH € B HECHCTOATEIHOCT WJIA € B TIPOU3BOACTBO MO HECHCTOSTEIHOCT, WU € B
mporeaypa MO JUKBUIAIWSA, WIH € CKJIOYWI M3BBHCHACOHO CIOpa3yMEHHE C
KPEIUTOPUTE CHU MO cMUCHIA HAa Wi. 740 oT THProBcKusi 3aKOH, WK € MPEyCTaHOBUII
JNEWHOCTTA CH, a B CIy4aill Y€ KaHAUJAAThT WK YYaCTHUKBT € UYKJIECTPAHHO JIULIE — CE
HaMHupa B MOJO0OHO TOJIOKEHHE, MPOM3TUYAINIO0 OT CXOJHAa MPOIEeAypa, CHIIACHO
3aKOHOJIaTEJICTBOTO Ha AbPKaBaTa, B KOATO € YCTAHOBEH;

2. JIWIIIEH € OT MPABOTO Jia YIPaKHsBA ompeseneHa npodecus Wik ASHHOCT ChINIACHO
3aKOHOJIaTEJICTBOTO Ha AbPKaBaTa, B KOATO € U3BBPILCHO JICTHUETO;



3. CKIIOYWI € CIOpa3yMEHHUE C APYIH JHla C LeJd HapyllaBaHE Ha KOHKYPEHIUSATA,
KOTaTO HAPYIICHUETO € YCTAHOBEHO C aKT HAa KOMIIETEHTEH OpraH;

4. nokazaHo €, 4e € BUHOBEH 3a HEU3ITbJIHEHHE Ha JI0rOBOp 3a OOLIECTBEHA MOpbYKa
WIM Ha JIOTOBOP 3a KOHIECHS 3a CTPOUTEICTBO WM 3a YCIyra, JOBEJIO 10
peJICPOYHOTO MY MpEeKpaTsBaHe, M3IUIallaHe Ha 00€3IIeTeHUs WIH APYTH MOJ00HU
CaHKIMHU, C U3KIIOYEHUE Ha CIy4yauTe, KOraTo HEeU3MbIHEHUETO 3acsira Mo-Maliko OT
50 Ha CTO OT CTOMHOCTTA WK 0OeMa Ha JJOTOBOPA;

5. onuTan e na:

a) TIOBIIMSAE HAa B3€MAHETO HAa pEIIeHHWE OT CTpaHa Ha BB3JIOXKUTENS, CBHP3AaHO C
OTCTpaHsIBaHETO, MOJ00pa WJIM Bb3JIAraHETO, BKIIOUYUTEIHO Ype3 IMPEJAOCTaBsSHE Ha
HEBsApHA WK 3a01yKaaBaiia HHpopManus, Win

6) nmonyun uHPOpMaIUg, KOSTO MOXE Ja MYy JaJe HEOCHOBATEIIHO MPEIUMCTBO B
mpoleaypaTa 3a Bb3Jlarane Ha o0IecTBeHa MOphYKa.

2.3. OcHoBanusiTa mo wi.54, an.l, 1.1,2 u 7 m 455, anl, 1.5 or 30II ce
NpUJIaraT, KakTo cjeaBa:

1. mpu cpOupaTenHO ApyKecTBO - 3a Juuara no wi.84, am.l u w89, aml ot
TBproBckus 3aKoH;

2. Mpu KOMaHAMTHO IPYKeCcTBO - 3a junara mo wi.105 ot TeproBckus 3akoH, 6e3
OTPaHUYEHO OTTOBOPHUTE ChIIPYKHUIIH;

3. mpu JIPYKECTBO C OrpaHUYEHA OTTOBOPHOCT - 3a junara no 4wi.l41, an.l u 2 ot
THproBckusi 3aKOH, a MPU €AHOIUYHO JAPYKECTBO C OrPaHUYEHA OTTOBOPHOCT - 3a
nuiarta 1o wi.147, an.1 ot ThproBckus 3aKoH;

4. mpu aKUMOHEPHO JIPYKECTBO - 32 OBJIACTEHHUTE Juua 1no uin.241, an.1, wn.242, an.1 u
w1.244, an.1 ot TeproBckus 3aKoH;

5. Ipy KOMaHAUTHO JAPYXKECTBO C aKLMM - 3a JUIaTa no wi. 256 BbB Bp. wi.244, an.l
ot T3;

6. IpU €THOJINYEH THPTOBEI] - 32 (U3UIECKOTO JIUIIE - ThPTOBEII;

7.pu KJIOH HAa YYXKJIECTPAHHO JIMIIE — JIMIIETO, KOETO YIpaBisBa U MpPEACTaBIsBA
KJIOHA WJIM MMa aHAJIOTUYHM IpaBa ChIVIACHO 3aKOHOAATEJICTBOTO HA JbpXKaBara, B
KOSATO KJIIOHBT € PeTUCTPUPAH;

8. B cimyuaute mo T. 1-7 — 1 32 MPOKYPUCTUTE, KOTAaTO UMa TaKUBa, CaMo 3a TO3U/TE3H,
C mpeacTaBuTeNHA BiacT B PenyOnuka benrapus;

9. BbB BCHYKHM OCTaHaJIM Clly4au, BKJIOUMUTEIHO 32 YYXXJISCTPaHHUTE JHIla — 3a
JUIaTa, KOUTO TPEACTABISABAT, YIPaBIsBAT W KOHTPOJIUPAT YYaCTHUKA, CHIIACHO
3aKOHOJIaTEJICTBOTO Ha JAbprKaBaTa, B KOSITO € peTUCTPUPaH.

2.4.Mepku 3a 10Ka3BaHe HA HAeKAHOCT:

VY4acTHHK, 3a KOroTo ca Haimuue ocHoBaHus no wi.54, an.l or 30Il uma npaso ga
MIpPEeICTaBU JOKAa3aTelCTBa, Y€ € MpEANpUE] MEpPKH, KOUTO rapaHTHpaT HEronaTa
HAJeKTHOCT, BIIPEKH HATMUYMETO Ha ChOTBETHOTO OCHOBAHUE 3a OTCTpPaHSIBaHE.

Bb3noxurenar mnpeneHsBa MNpeANpUeTUTEe OT YYacTHUKA MEpKH, KaTro OT4YuTa
TEXKECTTA M KOHKPETHUTE OOCTOATENCTBA, CBBP3aHU C MPECTHIJIEHUETO WIIU
HapyuieHueTo. B cinyuaii ye nmpeanpueTuTe OT yyacTHUKA MEPKH ca JIOCTaThYHU, 32 Ja
Ce TapaHTUpa HeroBbaTa HaJEXIHOCT, BB3JIOKHUTEIAT HE TO OTCTpaHsBa OT



mpoueaypata MoTuBuTe 3a IpUEMaHe WIM OTXBBPJISIHE HA NPEAIIPUETUTE MEPKU 3a
HAJCKIAHOCT OT YYaCTHUKA U IPEACTABEHUTE JOKA3aTelICTBA CE€ II0COYBAT B
PEILICHUETO 3a KIaCUPAaHE.

3. TBUCKBAHUA KbM YYACTHUIMUTE, CBbP3AHU C KPUTEPUUTE
3A MOJABOP U JOKYMEHTHU, C KOUTO CE JIOKA3BAT

C kputepuuTe 3a MOIO0P CE OMPENeTIT MUHUMATHATE U3UCKBAHUS 32 JOMYCTUMOCT
Ha odepTuTe

3.1. M3uckBaHusI OTHOCHO TOJHOCTTA (MPABOCHOCOOHOCTTA) HA YYACTHHULMTE 32
YHpPaKHABaHe HA MPO()eCUOHAIHA JeHHOCT

3.1.1. YuacTtHunuTte TpsAOBa Ja ca pErUCTPUPAHU KATO THPIOBIM M J1a UMAT IIPaBo Ja
M3BBPIIBAT ThPrOBUS HA €IPO C JICKAPCTBEHU MPOAYKTH B CHOTBETCTBUE C HOPMUTE HA
3JIHIXM. YyacTHHIIMTE ClEABA Ja MPUTEXKABAT BAIMAHO Pa3pemenne 3a TbproBusi Ha
€Ipo W/WIW BHOC Ha JICKAPCTBEHHM MPOAYKTH, m3aaneHo oT MAJI miam KoMIeTeHTeH
OpraH Ha Jpyra JbpKaBa.

3.1.2. YyacTHUIIUTE, KOUTO y4acTBAT 3a MO3UIIMU/HOMEHKJIATYPHHU €IUHUIN/, KOUTO
ca JICKapCTBEHU TMPOJYKTH, CBHIAbpXKAIIM HAPKOTUYHU BeIllecTBa TpsOBa naa ca
PETUCTPUPAHU KATO THPrOBIM IO OBIArapCKOTO 3aKOHOJATEICTBO WM IO
3aKOHOJATEJICTBO Ha IbpKaBa M Ja UMAT IIPaBO Ja MU3BBPLIBAT THPrOBUS Ha €IpO C
JIEKapCTBEHU MPOAYKTH, ChAbPKAIIN HAPKOTUYHM BellecTBa, bl ci. I u I mo 4.3
T.2 u 1.3 ot Hapenba 3a pena 3a kinacuduirpane Ha pacTEHUSITA M BEIIECTBATA KATO
HapKOTMYHU B cboTBeTcTBUE ¢ Hopmure Ha 3KHBII /kbaero e mnpuiioxumo/.
VYyacTHULIUTE clie/iBa Ja NMpuTexaBat BanuaHa JIuneHsus, nu3aaneHa no peaa Ha 4i.32
ot 3KHBII.

Hexnapupane: M3uckBanata ot Bw3noxurens unpopmanus no 1. 3.1 ce mocoysa ot
yuactauka B EEJIOIL, Yact IV Kpurepuu 3a mogdop, A: I'ognocrt, T. 1. - ¢ mocouBane
Ha perucTpalMoHeH Homep, 00XBaT, BAIMJIHOCT M OpraH, uM3jaaj paspenieHuero. B
Clly4ail, 4e JOKyMEHTa € CBOOOJHO JOCTBIIEH W BUACH OT MyOJUYEH PETrucTh,
YYaCTHUKBT B CHIIOTO I1OJI€ MOXKE J1a TOCOYM U JJAHHU 332 CbOTBETHUSI HHTEPHET aJIpec.

3.2. U3uckBaHUS KbM HMKOHOMHYECKOTO M (PMHAHCOBOTO CHCTOSIHHE Ha
Y4acTHHLMTE B Npoueaypara.

Bb3noxurenar He IOCTaBs HW3MCKBAHUS KbM MKOHOMHYECKOTO U (1)I/IH21HCOBOTO
CBbCTOAHHNEC HAa YHAaCTHUIUTC B IIpoLcaAypara.

3.3. HN3uckBaHUsA OTHOCHO TEXHHYECKHTE Bb3MOKHOCTH Ha YIaCTHULIUTE H
JAOKYMEHTH, JOKA3BaAllld CbOTBETCTBUETO C MOCTABCHUTE KPUTECPHUH 3a HOH60p2

3.3.1. YuacTHuUIMTE /1a UMAT ONUT B JIOCTaBKara IO IpeIMeTa Ha MOpbuKara, Karo
Ipe3 MOCJIEeIHUTE TPU IOJUHM, CUMTAHO OT JlaTaTa, ONpejesieHa KaTo KPaeH CPOK 3a
npejcTaBsiHe Ha oepTUTE Ja UMa U3I'bJIHEHH JI0TOBOPH 3a JOCTABKM Ha JIEKAPCTBEHU



MPOIYKTH, C TpPEeIMET, WACHTHYEH WIH CXOJIeH C MpeaMeTa Ha OOIecTBeHaTa
MOPbHUKA.

[Toxg mpenmeT, UICHTHUYEH WA CXOJACH C IpeaMeTa Ha oOlllecTBeHaTa MOopbhbyKa /1a ce
cYMTa ,,JIOCTaBKa Ha JIEKAPCTBEHU MPOIYKTH .

MuHUMAaTHY U3UCKBAHUS:

VY4YacTHUKBT Ja UMa W3IIBJIHEHH TIPe3 MOCICTHUTE TPHU TOJUHH, CYMTAHO OT JaTara,
OmpeJieNieHa KaTo KpaeH CPOK 3a MpeAcTaBsiHe Ha odepTuTe, Hali-MajJKo eUH JIOTOBOP
3a JIOCTaBKa Ha JIEKapCTBEHU MPOJYKTH, IPEIMET Ha 0OIIecTBEHATa MTOPBHYKA.

3.3.2. YuacTtHunmTe TpsAOBa Ja MpHJIArar CHCTeMa 3a YIpaBiICHHE Ha KadecTBOTO,
ceprudunupana mo EN ISO 9001:2015 (unu Bepcusi) wim €KBHBAJICHT, C OOXBarT,
CXOJICH C MpeaMeTa Ha MophyKara.

MuHUMaTHA U3UCKBAHHUS :
YyactHunurte TpsaOBa aa mpurtexkarar cepruduxatr nmo EN ISO 9001:2015 wnwm
EKBHBAJICHT, C 00XBAT CXOJICH C TIpeIMeTa Ha TIOphUKaTa.

Koraro ydJacTHUKBT € OOEAMHEHWE, NTOKYMEHTBHT C€ TNPEJCTaBs caMoO 3a
YYaCTHHKA, Ype3 KOWTO OOCIMHEHHETO JIOKa3Ba ChOTBETCTBUETO CH C KPUTEPHHTE 32
moadop.

[Ipu ydacTe Ha MOAM3ITBIHUTEIN JIOKA3aTEJICTBATa 3a TEXHHUYECKUTE
BB3MOXKHOCTH C€ TIPEACTAaBAT W 3a TIX, a W3HCKBAHHATA KbM TSIX CE IpHUiIarar
ChOOpa3HO BHJIA U JIeNIa Ha TAXHOTO y4acTHe.

Koraro y4acTHHKBT € YyXJACCTPAaHHO JIUIE, JOKYMEHTHT CE€ MPEACTaBI U B
MIPEBO/I, aKO € Ha YYXKJ| €3UK.

YY4acTHUKBT MOXKE Jla MPEACTaBH M APYTH JIOKA3aTeNICTBA 3a €KBHUBAJICHTHU
MEpPKH 3a OCHTypsIBaHE Ha KA4eCTBOTO, KOTaTo HE € HWMaj JOCTBII JI0 TaKHUBa
cepTuuKaTH WU € HAMAJI BB3MOXKHOCT Jia TH TOJYyYd B CHOTBETHUTE CPOKOBE, IO
HE3aBHCEIX OT HETro MPUYMHU. B TO3M ciiyyall, yuacTHUKBT TPsIOBA Ja € B ChbCTOSIHUE
Ja JIOKaxke, ue IpeJIjlaraHuTe MEPKH Ca CKBUBAJICHTHU Ha M3UCKBAHUTE.

3.3.3. [Ipeanaranute OT y4acTHUKA JICKAPCTBEHH MPOAYKTHU, Ha KOUTO M3THYA CPOKA
Ha pa3pelIeHueTo 3a yrnorpeda Ha JIEKapCTBEH MPOJYKT Mpe3 CpoKa Ha JOroBOpa,
TpsiOBa J1a ObJIaT OCUTYPEHHU B 00eM, IPEIBUJICH B TEXHUUYECKATa CrienrpuKaIus.

3.4. lleknapupaHne Ha o0cTosiTesicTBA. [lOKyMEHTH, 10KA3BAIN CHOTBETCTBHETO C
NMOCTABEHUTE KPUTEPUH 32 mMoA00Pp:

3.4.1. OGcrostenctBata mo 1. 3.3.1. ce yzmocToBepsBaT C TNpPEACTaBsIHE Ha
uHpopmanust -CnuchbK Ha JTOCTaBKUTE HA JIEKAPCTBEHU NPOAYKTH (MIESHTHYHU WU
CXOIHM C TpeAMeTa Ha MOpbhYKaTa), M3MBIHCHH Mpe3 IOCIEIHUTE TpPU TOIWHHU,
CUMTAHO OT JlaTaTa Ha MojaBaHe Ha odepTara, C TOCOUYBaHE HA CTOMHOCTHUTE, TATHTE U
noJryyaTenuTe, He3aBUCUMO OT oOema - tabnuna B: Texnuuecku u mpodecHoHaTHU
criocobHoctH, yact IV ,,Kputepuu 3a non6op" na EEJIOIIL. Ilox ,,npenMer uaeHTHYCH



WU CXOAEH C MpeAMeTa Ha oOllecTBeHaTa Mopbhyka” Aa ce pa3dupa JIO0CTaBKa Ha
JICKapCTBEHU TPOJTYKTH.

3.4.2. OGctrostenctBoto mo T. 3.3.2. - ywyactHuuute aexnapupatr B EEJIOII, ue
nputexaBaT Ceptudukat [SO 9001:2015 nnm ekBUBaJIeHTEH 3a BHEAPEHA CUCTEMa Ha
yIpaBlieHuEe Ha KauecTBOTO, C MPEJAMET, CXOJIEH C MpeJAMETa Ha MOpbUKaTa, U3IajaeH
Ha y4YaCTHUKa OT aKpeIWTUpaH OpraH W BaJuJCH KbM JlaTaTa Ha MOJaBaHE Ha
JOKYMEHTHUTE, C II0COYBAHE Ha HOMEP, 00XBAaT U OpraH, u3Jan cepTudukara.

B cnyuaii, ue undopmamnusta € cBOOOAHO JOCTHIIHA W BUIHA OT MYyOJIUYEH
PETUCTBP, YYACTHUKBT B CHIIOTO MOJE MOXKE Ja MOCOYM U JIaHHU 32 CHOTBETHUS
MHTEPHET aJpec.

3.4.3. O6cTosarencTBoTo 110 T. 3.3.3. Jlexnapupane: M3mbiHeHHETO HA TOBA U3UCKBaHE
ydyacTHULUTE aekiapupar B Texnuueckoro mnpemioxenue /Ilpunoxenune Ne 5 or
JOKYMEHTAIMATA 32 yJacTHe B TPOIeypaTa/.

BB3110XHUTENSAT MOXKE 1a U3UCKBA OT YYACTHUIIUTE MO BCSKO BpPEME Ja MPEACTaBsT
JOKYMEHTH, 4pe3 KOUTO Ce J0Ka3Ba Ta3W JAeKiapupaHa uHpopMaius / JTOTOBOPH,
bakTypu U Ipyru/, KOraTo ToBa € He0OOX0JMMO 33 3aKOHOCHOOPa3HOTO MPOBEKIAHE HA
mpoleaypara.

3.5,  VYYacTHHKBT MOXKE J1a TPEICTaBU W JAPYyrd JOKYMEHTH, JOKa3BalllH,
TEXHHYECKUTEC W TPO(HECHOHATHUTE MYy BB3MOKHOCTH, KaKTO W CHOTBETCTBHETO U
KayecTBOTO Ha IMpeIUIaraHUTe JICKAPCTBEHH MPOAYKTH M MEAMIIMHCKH H3ICIUS C
W3MCKBAHUATA U YCIOBUATA HA BH3JIOKHUTEIIS.

BB3nokurenaT Moke Ja W3MCKBA OT YYaCTHHUIIMTE IO BCSIKO BpeMe Jia
MPENCTAaBIT BCHYKM WM YacT OT JIOKYMEHTUTE, Ype3 KOUTO Cce€ JOKa3Ba
uHpopmanumsta, mnocoueHa B EEJIOIl, korato ToBa € HeoOXogumo 3a
3aKOHOCHO0PA3HOTO MPOBEKAAHE HA MPOLIEAYypaTa.

[Ipenu ckiIOYBaHETO Ha JIOTOBOpa 3a OOIIECTBEHA MOpbhYKa, Bb3moxutensr
M3MCKBA OT YYAacTHHMKA, OMNPEIEN]CH 3a M3I'BJIHMUTEN, Ja MpPeloCTaBU aKTyaJTHU
JIOKYMEHTH, yJOCTOBEpsBAIlM JIUIICAaTa HAa OCHOBAaHUSATA 3a OTCTPaHSIBaHE OT
mpoleaypaTa M JI0Ka3Balll ChOTBETCTBUETO C MOCTABEHHUTE KPUTEPUHU 3a TOI00D,
KaKTO CJie/IBa:

1. ToxymenTute mo ui. 112, an. 1 ot 30I1;

2. Pa3penienue 3a TbproBus Ha €pO C JIEKAPCTBEHU MPOIYKTU WU
€KBHBAJICHTHO.

3. YaocToBepeHHe 3a perucTpalivs 3a ThPrOBHs Ha €po Ha TepuTOopuATa Ha P.
bbarapus Ha nuiaTta, npuTekaBaliy pa3pelieHue 3a Ta3u IeMHOCT, U3/1a/IEHO OT
peryjaTopeH oprad Ha CbOTBETHATa AbprKaBa YiICHKa; UIn

4. Pa3zpemienue 3a BHOC

5. Pa3penienue 3a npou3BoOICTBO, U3/1aaeHu 1o peaa Ha 3JIITXM, u 3aBepeHo
KOIHUE OT BallUAHA JTUIEH3UsI, n3aaeHa no peaa Ha wi.32 or 3KHBII /koraro e
MPUIIOKHUMO/;



6. 3aBepeHu KoNHWs HAa M3IBIHEHHU OT YYaCTHUKA JOTOBOPH, pedhepeHnunu, ¢
IpeIMeT CXOJCH ¢ MpeAMeTa Ha MOpbhUKaTa, 3a MOCAEAHUTE TPU TOJAUHU, CYUTAHO OT
JaTaTa Ha NoJlaBaHe Ha oepTUTe, u/uin HHPopMaus 3a TAKUBa U3I'BJIIHEHU
noroBopu ot caiita Ha AOIL

7. 3aBepeno konue Ha Ceptudukar EN ISO 9001:2008 (nmau Bepcus EN ISO
9001:2015) unu eKBUBAJICHT 3a BHEJPEHA CUCTEMA 3a YIIpaBJIeHHE Ha Ka4eCTBOTO, C
00XBaT CXOZIEH C MIPEeIMETa HAa NOPBHUKATA.

4. lex1apupaHe M I0Ka3BaHe HA JJUYHOTO ChCTOSIHME U KPUTEPUHTE 32 10A00p
[Ipu nonaBaneTo Ha odepTH YUACTHULIUTE JEKJIapUpaT JIMIICaTa Ha OCHOBAHUATA 3a
OTCTpaHsBaHE U CbOTBETCTBHE C KPUTEPUUTE 3a 10A00p upe3 npejicTaBine Ha Eounen
eeponeiicku 0okymenm 3a oouwgecmeenu nopvuku (EE/[OII) — Ilpunoscenue 2. B
HEro ce NpeoCTaBsi ChbOTBETHATa WMH(OpMAIMs, W3MCKBAHA OT BB3JOXKUTENS, U CE
MOCOYBAT HAIMOHAIHUTE O0a3u JaHHU, B KOUTO C€ ChABPKAT JACKIApUPAHUTE
00CTOSATENCTBA, WU KOMIIETEHTHUTE OPTaHH, KOUTO CHITIACHO 3aKOHOJIATEJICTBOTO HA
IbpXKaBaTa, B KOATO KaHAMAATHT WM YYACTHUKBT € YCTAaHOBEH, ca IIBXKHU Ja
npeaocTaBsAT uHGOpMalusi. YUYaCTHUIIUTE B MpoOIeAypaTa ca JJIBXKHU B Ipoleca Ha
MPOBEKAAHETO ¥ 1a yBeAOMSAT Bb310KUTENS 32 BCHUKH HACTBHITUIN OOCTOSITENICTBA TIO
wr. 54, an.1 ninum 55 an.1 or 3011 B 7 /ceneM/ THEBEH CPOK OT HACTHIIBAHETO UM.

Oco0eHOCTH 0 OTHOLIEHHE HA YYACTHHUK - KJIOH HA YYKIeCTPAHHO JIMIE

B ciydail, ye y4aCTHHUKBT € KJIIOH Ha YYXXJIECTPAaHHO JIMIE U 3a y4aCTHUETO CH B
o0miecTBeHaTa IOpBhUYKAa CE€ I[1030BaBa Ha peECypcuTe Ha Thproseua, TpsOBa 1a
MpPEACTaBA JOKAa3aTeJICTBA, Y€ IIPM U3IBJIHCHWE Ha IMOpbuYKaTa IIe HMa Ha
Pas3IoNIOKECHUE TE3U PECYPCU. Y YACTHULIMTE HE Ca OTPAHMYEHU OTHOCHO BHJIAa HA TE€3U
JI0Ka3aTesICcTBa — HapuMep JOTOBOPH, ACKJIApallUU U JIp., HO CBIINUTE ClieBa J1a Obaar
B OPUTMHAJI UJIU 3aBEPEH IIPEIIUC.

Oc00eHOCTH 10 OTHOLIEHNE HA YYACTHHUK - 00eIlUHEHHE, KOETO He € PHIUYeCKO
Juue

B cnywail, ye y4yacTHUKBT € OO€IMHEHHE, KOETO HEe € IOPUAMYECKO JIUIIE,
Bb3noxurensar noctaBs ycioBHe 00€AMHEHUETO JIa ONMPEeIn MapTHHOP, KOUTO Ja ro
MpEeACTaBIsABAa 3a IICIMTE Ha OOIIECTBEHATa TMOpBhYKA M YroBapsHE Ha COJIUIapHA
OTTOBOPHOCT Ha 4ICHOBETe Ha OOCIMHEHHETO 3a HW3IMBJIHCHHETO Ha JOroBOpA.
YyacTHUIIUTE HE ca OTPAHUYEHU OTHOCHO BHUJA HA JOKYMEHTA, KOMTO IIe MPEeACTaBsIT
B M3IBJIHEHUE Ha ycIOBUETO. JIOKyMEHTHT MOXKe Ja ObJie KOomHe, HO OT HEero Ja €
BUJIHO: 1) MpPaBHOTO OCHOBaHHWE 3a Ch3/IaBaHe Ha OOCIWHEHUETO; 2) TMpaBara U
3aIbJDKEHUATa Ha YYaCTHUIIUTE B OOCAWHEHUETO, BKJIIOUHUTEITHO OMpPEaeIICHUS
MapTHHOP, KOWTO J1a MpeJICTaBIIsABa 0OCTIMHEHHUETO 3a IEIUTE Ha HACTOAIIATA TOPHUKA;
3) OCHOBaHHMETO Ha cOoJuJapHaTa OTTOBOPHOCT Ha YJIEHOBETE Ha OOCAMHEHUETO 3a
W3ITBITHEHUE Ha JIOTOBOpa 3a OOIIecTBeHa MOphYKa; 4) NEeHHOCTHTE, KOWTO IIE
M3MBJIHSIBA BCEKH WIEH HAa 00€TUHEHHUETO.

Oco0eHOCTH NIPU M3M0JI3BAHE HA KANMAIIMTETA HA TPETH JIUIA

yqaCTHI/IHI/ITC MOraT aa M3IO0J3BAT KallalluTECTa Ha TPETHU JIMIA, KAaTO JOKa)KaT, 4e
pasnojarat ¢ TCXHUTC PCCYpPCH. 3a nejaTa CC IpeaAcCraBad HNOKYMCHT 3a IIOCTUTC OT
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TPETUTE JHIA 3aAbJDKeHUS. TpeTute nuia TpsOBa Ja OTTOBapsST HAa KPUTEPHUHTE 32
moa00p, 3a T0Ka3BaHETO Ha KOWTO YYaCTHUKBHT C€ MO30BaBa HA TAX WM IO OTHOIICHUE
Ha TSX Jla HE ca HaJWIle OCHOBAaHUSTA 3a OTCTpaHsABaHE OT mpoieaypara. Tperurte
nuua npeactasar (EE/]OII) — Ilpunosxcenue 2.

Oco0eHOCTH NIPH M3M0JI3BAHE HA MOAU3NbJIHUTEH

VYyacTHUIIUTE MOraT Jia M3IO0J3BaT MOAU3NBIHUTEIM, KaTO MOCoYaT B 3asABJICHUETO U
MPEIJIOKEHUETO 33 HW3IIBJIHCHUE HAa MOpPbhUYKATA MNOAHU3IBIHUTEIUTE W JIeJla OT
nopbyKaTa, KOUTO Te Ie M3NbJHsABAT.Ilogu3mbaHuTeTIuTe TPsOBAa Ja OTTOBapsAT Ha
KpUTEpPUUTE 32 000D, 3a Jeja OT MpeaMeTa Ha MOpbuKaTa, KOUTO IIe U3MBIHSIBAT U
[0 OTHOILIEHHE Ha TAX TPsAOBa Jla HE ca HAJUIE OCHOBAaHUSATA 32 OTCTPAHSBAHE OT
nponeaypara. [logusnweiaaurenure npenctasat (EE/OII) — Ipunooscenue 2.

CHENMWOUYHU N3NCKBAHUA KbM JIEKAPCTBEHUTE NNPOAYKTHU

5.1. JlekapcTBeHHTE MPOAYKTH TpsIOBA Ja OTrOBapsAT HAa M3MCKBAHMATA HA 3aKOHA 3a
JIeKapCTBEHUTE MPOAYKTH B XyMaHHata meauiuHa (3JI[IXM) — Tpsi6Ba na mputexxaBat
BaJUJHO pa3pelieHue 3a ynorpeda B cTpaHara, uzaajaeHo mno peaa Ha 3JIIIXM wmm
Pernament (EO) Ne 726/ 2004 r. na EBponetickus nmapiament u CoBera /un. 23, an.l
Ha 3JIIIXM/ wu ceprudukat 3a ocBOOOXKZaBaHE Ha NapTUIA, W3A3JEH OT
kBauuupano nune no 3JIIIXM wu ynocroBepsiBail, 4e mapTujaTa JEKapCTBEH
MPOAYKT € NPOU3BEICHAa U KOHTPOJHMpaHa B CHOTBETCTBUE C HU3MCKBAHMATA Ha
paspeieHueTo 3a ynorpeda mo peaa va 3JIIIXM.

B cnyyail Ha U3THYaHe Ha CpOKa Ha pa3pelIeHHeTo 3a ynorpeda Ha JIeKapCTBEH
MIPOAYKT Mpe3 CpoKa Ha JOrOBOpa., YHaCTHUKBT JE€KJIApUpa B CbOTBETCTBHUE € Wi. 55,
an. 6 ot 3JIIIXM, ye konuuecTBaTa 3a JEKAPCTBEHUS MPOAYKT Ca HAJIUYHU;

5.2. JlekapcTBeHUTE MPOAYKTH, MOJYYEHH OT YOBEIIKAa KPBbB WM YOBEILIKA IJIa3Mma
TpsiOBa J1a MpUTEKaBaT BAJUIHO pa3pelleHue 3a yrnorpeda B cCTpaHaTa, U3/aJCHO IO
pena Ha 3JIIIXM wnu Ha Pernament (EO) Ne 726/2004 r. na EBponeiickust napiaMeHT
u CuBerta /un. 23, an.l na 3JIIIXM/ u ceprudukar 3a ocBOOOXKIaBaHE Ha MapPTUIA,
W3MIaJIeH 1o penia Ha HapeaOara o 4i. 69, an. 5 u un. 70, an. 4 va 3JIIIXM;

5.3. B ciyudaii, ue mpe3 BpeMeTO Ha JICUCTBUE HA JOTOBOPA CTOMHOCTTA, KOSATO CJIe/Ba
Jla ce 3aruiaiia ¢ myOJIUYHH CPEICTBa Ha JIEKapCTBEHH NPOayKTH OT [Ipunoxenue 2 Ha
[To3uTHBHUA JIEKAPCTBEH CIHUCHK —KOJIOHA M CTaHe MO-HHCKAa OT JOTOBOpPEHATa,
BB3JIOXKUTEJIAT 3annamia gpekapCTBEHUTE NPOAYKTH Ha MO-HUCKATa 1IEHA, CYUTAHO
OT JaTaTa Ha OOSBSBAaHETO Ha BJIC3JIUTE B CUJia pelieHus Mo peaa Ha Hapembara 3a
YCIOBHUSTA, NpaBWJIATa W pPEAA 3a PEryJMpaHe W PErucTpUpPaHE Ha LEHUTE Ha
JIEKaPCTBEHUTE MPOAYKTH.

5.4. Od¢epupanure LEeHM Ha BCHUYKHM JIEKAPCTBEHW IMPOAYKTH CJE€[Ba Ja ca He
10 - BUCOKH OT YTBBPACHUTE IIeHU MO 4j. 2, ai. 1 /oT pedepeHTHATa CTOMHOCT Ha

konoHa M ot npunoxenue Ne2 Ha [1JIC/, oT mpeaennuTe 1ieHd Mo Wi. 2, ai. 3 Wik OT
peructpupanute nenu no uin. 2, an. 4 or HAPEJBA 3A VYCIIOBUATA,
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I[TPABUJIATA U PEJIA 3A PET'YJIMPAHE U PETUCTPUPAHE HA LIEHUTE HA
JIEKAPCTBEHUTE ITPOAYKTU

5.5. CpoKbT Ha rOJHOCT Ha MpEAJaraHuTe JIEKapCTBEHU IPOAYKTH Ja ObJe HE IO-
MalrbK 0T 60 /mectaecer/ Ha CTO OT OOSIBEHUS OT IPOU3BOAUTEINS KbM JaTaTa Ha BCSKa
JOCTaBKa;

Ycnoseua na nhawane

1. [namanero ce U3BBPIIBA B OBIATapCKU JI€Ba, Upe3 OAHKOB MPEBOJI OT CTPaHa
Ha KYITYBAYA no nocouena 6ankoBa cMeTka Ha IIPOJIABAYA.

2. 3anjamniaHeTo Ha €KapCTBEHUTE MPOAYKTH II€ C€ U3BBPIIBA, PA3CPOUCHO IO
60 /mectaeceT/ KaJlleHIapHU JHU, CJIE IPEACTABSIHE Ha CICTHUTE TOKYMEHTHU:

2.1. JloctaBHa ¢akTypa ;

2.2. IlpueMHO-TIpe1aBaTEICH MPOTOKOJ ¢ KpaltHUTE MOTyJaTeH;

2.3. 3asBKa.

CPOK 3a u3nvjaHeHUue Ha nopvuKama.

CpokbT 3a WU3MBIHEHHWE HA HacrosAllaTa oOmecTBeHa mopbuka € 11
(emmHazeceT) Mecella, CYMTAHO OT JaTaTa Ha mojanucBane Ha qoropopa. KYITYBAUDBT
¥Ma TIpaBo J1a IpEeKpaTH JOTOBOPa, €AHOCTPAHHO C €IHOMECEYHO NPEAU3BECTUE, TTPU
3apaboTBaHe Ha €JIEKTPOHHATA MIaTGopMa U MPOBEKIAHE HA MPOIEAYPH MO peaa Ha
30I1 ot ueHTpanHus Oprax B JIMLETO HA MUHUCTEPCTBO HA 3PABEONA3BAHETO.

Cpok u macmo 3a uznvinenue Ha 0ocmasKkama/ume:

Cpoxk JocTaBKa: - BCSIKa OTJIETTHA JIOCTaBKa, IMPEAMET HA HACTOSIIUS JOTOBOD,
cienBa aa Ob1e qocTaBeHa B cpok. CpoKbT Ha JOCTaBKa € 72 /cemeMieceT u JiBa/ Jaca,
a 3a CIemHU ciaydad 10 4 /deTupw/ 4Yaca OT TMOJlydaBaHE Ha IHUCMEHA 3asiBKa OT

Br3noxuress.

Msacmo na usnvianenue na nopvukama: bonnuuyna anreka Ha MBAJI ,,JI-p

NBan Cenumuncku-Cnusen” A/l rp. CiuBeH.

Kpumepuu 3a oyenka éa ohepmume:

Kputepust 3a orienka Ha oepTuTe € Haii-HUCKA LeHa , ChIIacHo wi. 70, aJ.
2, 1.1 01 3011

3a Bcaka oraenHa odepra, KosATO OTroBaps Ha wu3uckBanusta Ha 3O0Il u
YCJIOBUSITA HAa HACTOsIIaTa MOKaHA, HA3HAUYEHATA OT BB3JIOKUTENSI KOMUCHS U3BBHPIIBA
ornenka BB3 ocHoBa Ha KPUTEPUS “HAU-HUCKA IHEHA” 3a cpoTBeTHaTa
HOMEHKJIaTypHa eauHuma. OleHkara MU KJIACUPAaHETO CE€ W3BBPIIBA 3a BCSIKA
HOMEHKJIATYpHA €AUHULIA.
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Komucusira KiIaCupa Y4aCTHUIHUTC B HU3XOIAII PCI, KAaTO Ha IIbPBO MICTO CC
KJIaChpa Y4aCTHHKA, YHUATO HICHOBA O(bepTa € Hal-HHUCKa.

[Tpu ennakBa LeHOBa odepra 3a ChOTBETHATa HOMEHKJIATYpHA €IUHUIA Ha JIBE
WM noBede odeptu ce nmpuiara ui. 58, an. 3 ot IMI130I1.

[Ipemyaranara 1exHa cieqpa j1a ce Obae KpaiiHa ppanko ckiaga Ha Bb3noxuTens ¢
BiroueH JJ/IC u ¢ BKIIIOUEHHM HAIEHKH 3a THPIrOBEIl Ha €Ip0, B CHOTBETCTBUE C
u3nckBaHusita Ha Hapenbarta 3a ycioBusiTa, mpaBujiaTa M pajia 3a peryjJupaHe H
pEerucTpupaHe Ha IIEHUTE Ha JICKAPCTBEHUTE MPOAYKTH.

I'apanuyusn 3a 000po usnvinenue

Y4acTHUKBT, ONpENEIeH 3a W3MbIHUTEN, MPEACTaBs rapaHius 3a WU3MbJIHEHHE Ha
noroBopa B pazmep Ha 3 % OT CTOWHOCTTa Ha MOPBHYKaTa, KOSTO C€ OCBOOOXKIaBa CIe
HEroBOTO MpPUKIIIOYBaHe. ['apaHLusATa 32 U3MBIHEHHUE ClIeBa Ce MPECTaBU 10 pesa U
ycioBuATa Ha wi. 111 ot 3akoHa 3a 00111€CTBEHUTE TOPBHUKHU.

Oo6uio Konuyecmeo u 00em Ha nopvukama:

IIporno3snara cTOMHOCT 3a eaHa roavHa 3a “JlocTaBka Ha JIEKAPCTBEHUTE
npoayktu 3a Hyxxaure Ha MBAJL "JI-p UBan Cenumuucku-Crnusen" AJl 7 e KakTo
cjaeaBa :

O60cob6ena nmozunust Ne 1 . JIekapcTBeHU MPOIYKTH, BKItoueHU B Ilpunoxxenue Ne 2
Ha [lo3uTuBHUS NeKapCTBEH CIUCHK ,, — 44939.82 nB. 6e3 Bxitouen JIJIC.

O6ocobena mosurmst Ne 2, JlekapcTBeHU NpONYyKTH, U3BbH Ilpunoxkenune Ne2 Ha
[To3uTtuBHUSA NEKapCTBEH CIUCHK ,, — 8835.67 nB. 6€3 BruroueH JIJIC.

N3NCKBAHUA K'bBM OPEPTATA

I. YyactHuiuTe B HacTosIIaTa Mpoleaypa 3a Bb3JIaraHe Ha OOIIECTBEHA
MOphYKa, TPSAOBA Ja MOATOTBAT CBOATA OdepTa B CHOTBETCTBHE C M3MCKBAHUATA HA
Bo3nmoxurens.

2. Odeptarta TpsiOBa na ObJe MpeAcTaBeHA HA OBJITAPCKU €3UK.

3. Bcuuku JTOKyMEHTH, KOMTO HE Ca OPUTHMHAJIM, W 32 KOMTO HE C€ W3MCKBa
HOTapUalHa 3aBepKa, Cle/Ba Ja ObIaT 3aBEpeHH OT ydacTHUKa ¢ rpud "BsipHO C
opurvHania'", moAMMUC U revar.

4. Bcuuku He0OXO0IMMHU JIOKYMEHTH, KOUTO YYaCTHUKBT MpeJicTaBs ¢ odeprara,
cienBa 1a ObJaT BHB BUA, TIOCOUYEH B HACTOAIIATA TIOKaHA 34 yYacTHE.

5. Odeprara TpsiOBa na ObAe mMoOANMUCaHA OT 3aKOHHO OTOPU3HUPAHUS
MPEJCTaBUTE]I HAa Yy4YacTHUKA ChIJIACHO THPrOBCKAaTa MY PETHUCTPAIHUS WIH OT
HAJJIC)KHO YITBJIHOMOIIICHO/H JIUIIE WM JIUIA C HOTAPHAITHO 3aBEPEHO MTBJIHOMOIITHO.
JIoKkyMeHTHTE, CBBP3aHU C YYaCTHETO B IMPOIIEIypara, ce MPEACTaBIT OT YYaCTHHKA,
WIHA OT YI'BJIHOMOILIEH OT HEro MPEeJCTaBUTEIN - JIMYHO WM Ype3 MOLIEHCKA UK Ipyra
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KypHepcKa ycioyra C TpernopbyaHa IpaTka ¢ OOpaTHa pas3NUCKa, Karo B Cirydas
KaHIUAATHT TpsAOBa Ja NpPEABHIM BpPEMETO Ha IMoiyyaBaHe Ha odeprarta OT
BB3JIOKUTES JIa € IPEIH U3TUIAHETO Ha KPaiiHU CPOK, TIOCOUYCH B OOSBIICHUETO.

JIOKyMEHTUTE ce MPEACTaBAT B 3aledyaTaHa HEMpo3padyHa OMaKOBKa, BBPXY KOATO Ce€
IIOCOYBAT:

1. HAWMEHOBAHUETO HA KaHIUAATa WM YIaCTHUKA, BKIFOUNUTEIIHO YIACTHUIIUTE B
00€IMHEHUETO, KOTaTO € MPUII0KUMO;

2. aZipec 3a KOPeCIOHSHIINsI, TeIe(POH U MO0 BB3MOXKHOCT - (akC M €JIECKTPOHEH
apec;

3. HAaUMEHOBAHUETO Ha MOpbUKaTa, 000COOEHUTE MO3ULIMK U HOMEHKIIATYPHUTE
eIMHUIIN, 32 KOUTO Ce MojJaBaT JOKYMEHTHUTE.

Ha ocnoBanue uin. 47, an. 3 ot [1I130I1 onakoBkara ¢ odeprara TpsiOBa 1a ChAbpKA:

1. CnucbK Ha JOKyMEHTHTe M HMH(OPMALMATA, ChAbp:KAIIU ce B odeprara,
MOAINHUCAH OT y4acTHUKA — IIpunoscenue Nel - noctass ce B HAUaJlI0TO Ha odepTara.
2. OnakoBkaTa TpsidBa [1a BKJIKYBA CJICAHUTE JOKYMeHTH: wWwi. 39, an.2 or
nms3o0I11
2.1. EnwHeH eBpOmNEHCKH MOKYMEHT 3a OOIIECTBEHH MOPBUYKH (EEJIOII) -
Ilpunoxcenue 2 3a xaHauaatra B CHOTBETCTBHE C HW3UCKBAHMATA HA 3aKOHA U
YCIOBHUATA Ha BB3JIOKUTENA, a koraro e mnpwioxkumo - EEJIOII 3a Bceku ot
y4aCTHUIIUTE B OOEIMHEHHWETO, KOETO HEe € IOPUAMYECKO JIMIe, 3a BCEKHU
MOAM3MBIHUTE U 3a BCAKO JIMIE, YUUTO pecypcu Ie ObJaT aHraXupaHd B
M3ITBJIHEHUETO HA TOPHUKATA.

Ha ocnoBanme ui. 42, an. 1 ot III130I1, koraro u3uckBanusTa mo 4wi. 54, an. 1, 1.
I, 2 u 7 or 30Il ce oTHacAT 3a TOBeYe€ OT €IHO JIMIE (3a JMIlaTa, KOWTO
MPEJCTABISABAT YYACTHUKA, WICHOBETE HA YIPABUTEIHM M HAJ30pHU OPraHud W 3a
JIPYTd JUIA, KOUTO UMAT MPABOMOIIHUS J1a YIPAXHSIBAT KOHTPOJ IMPU B3EMAHETO HA
peuieHust OT Te3W opraHu), Bcuuku Jmna noanucsaTt eauH u cbuy EEJIOII. Korato e
HaJauIle HEOOXOJAMMOCT OT 3allluTa Ha JIMYHUTE JaHHU WM TpPU pa3iiudue B
o0cTOsATEeNICTBAaTa, CBBP3aHU C JHUYHOTO CHCTOSTHUE, HWH(GOpPMAIUIATAa OTHOCHO
n3uckBanmsaTa 1mo wi. 54, an. 1, . 1, 2 m 7 ot 3011 ce monwasa B otaened EEJIOII 3a
BCSIKO JIMIIE WJIM 33 HSIKOW OT Juiata. B Te3u ciiydan, oOCTosATEICTBATa, CBBP3AHH C
KpuTepuute 3a mnoaodop, ce cpabpxkar camo B EEJIOII, moamucan oT nuile, KOETO
MO€E CaMOCTOSITEJTHO JIa TIPEICTABISIBA ChOTBETHUSI CTOMTAHCKU CYOCKT.

CeriacHo ui. 67, an. 4 ot 3akoHa 3a obmectBernute nopbuku (30I1), kosTo
pasnopenda Ha ocHoBaHue § 29, T. 5, OykBa ,.a“ or IlpexomHuTe W 3aKITIOYUTEIHU
pasnopen6u Ha 30I1, Bau3a B cuna ot 1 anpun 2018 ronuHa, mpu BB3JIAaraHeTo Ha
oOmiecTBeHN MOPHUKU ENUHHUSAT eBponeiicKku JOKYMEHT 3a 001eCTBeH! MOPbYKH
(EEJOII), caeaBa apa ce mnpeacraBs 3aAbJ/KUTEJHO B €JICKTPOHEH BHJI —
IIpunoxkenune Ne2.
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Yka3anusg 32 NoAroroska u npeacrassage Ha e-EEJ1OI1

(13

CermacHo wi. 67, an. 4 ot 30Il, BbB Bpb3ka ¢ § 29, T. 5, OykBa ,.a* ot
[Ipexonuute u 3axmrounTeanu pasnopenou Ha 30I1, Bauza B cuna ot 1 ampui 2018
rOJIMHA, TIPU BH3JaraHeTO Ha OOIIECTBEHU MOPHbUKU ENUHHUAT €BpONEHCKU TOKYMEHT
3a obmectBenun mnopbuku (EEJIOII), crneaBa nma ce mpeacTaBs 3aJb/KUTENHO B
enexkTpoHneH Bu —lIpuitoxenne Ne2.

1. Be3noxurensat npenoctabs oopasen Ha e-EEJIOII 3a mpouenyparta ¢ octaHanzata
JIOKYMEHTaIlUs 3a 00IllecTBeHaTa MopbhyKa B cieHuTe (OpMaTH :

1.1. Karo cwecraBen ot Bb3noxurens oodpasen Ha e-EEJIOIl ¢ MupopmannonHata
cucTeMa 3a nombiiBaHe W MNoBTOpHO wu3non3BaHe Ha e-EEJIOII, ocurypena ot
EBpormeiickata komucus, moja ¢opmara Ha reHepupan ¢ain /espd-request/, BB
dopmat *.xml /moaxo i 3a KOMITIOThPHA 00paboTKa/.

1.2. Karo o6pasenr nHa EEJIOIl BBB ¢opmar *.doc , m3TeriieH OoT oduIMaaHaTa
uHTepHeT cTpanuna Ha AOIL

2. YyacTHULIUTE MOTaT Ja u30epaT U CBAJAT €IMH OT JBaTa ropernocoyeHu Gpopmartw,
KaTo:

2.1. ITpu u360p Ha T.1.1. BBB popmat *.Xml, cireasa na usnonssat MHbopmanmonHaTa
cUcTeMa 3a MOIbJIBaHE U MOBTOpPHO u3noi3BaHe Ha e-EEJIOII, kodaro moxe na ce
orkpue upe3 Iloprama 3a obOmectBenn nopbuku, cekuus POIl u e-ycnyrm —
Enextponnn ycnyrm Ha EK, Kakro W JIUpPEKTHO Ha HMHTEPHET aapec
https://ec.europa.eu/tools/espd. B Hes Te cieaBa na 3apeAsT NPEIOCTaBEHHS OT
Bw3noxutens ¢daiin BbB Gopmar *.Xml, ma mombIHAT HEOOXOAMMHUTE JaHHU U Ja TO
U3TETIIAT U 3ama3st BbB popmaru *.Xml u *.pdf. Be3noxurenst npuema 3aBbpuicHUST
e-EEJIOIT B *.pdf dopmar, koiiTo ciensa 1a € MOANUCAH C EICKTPOHEH IMOAMKUC OT
ChOTBETHUTE JIUIIA.

2.2. Ilpu n360p Ha T.1.2. cnenpa na nonbaHAT HeoOxoaumutTe AaHHU B EEJIOII u na
ro npeodpasysar B Heperaaktupyem (opmar /Hanpumep *.pdf wim ekBuBaneHt/, cien
KOETO ChOTBETHHUTE JIMIA Ja I'0 MOJIMUIIAT C €JIEKTPOHEH MOJMUC U MPEACTABIT HA
Bo3noxurens.

3. YyactHuuwmTte, cien karo u3teraar u nombJHAT e-EEJIOIl B choTBeTCTBHE C
m3uckBanusita Ha 3011 u III30I1 u ycnoBusita Ha Bb3noxurens, cieaBa Ja ro
MOAMNUIIAT ¢ KBATU(UIUPAH eJIeKTPOHEH MOIIHUC.

4. Be3noxurensat npuema e-EEJ]OII camo 1o HAKON OT ClI€AHUTE HAYUHU :

a) MPHUJIOXKEH Ha MOIXO/IAII €JIEKTPOHEH HOCUTEN KbM ITaKeTa JOKYMEHTH 3a y4acThe B
nponenypara. Hanpumep : auckera, kommnakt quck (CD R, CD R/W)-cbc crannaptHa
¢aitnosa cucrema 1SO 9660, USB ¢umam np.

0) mpemocTaBeH, Ype3 OCHUTYPEH JOCTBII IO CIEKTPOHEH BT 0 H3TOTBEHUS U
noanucad enexkrponHo e-EEJIOIT.

Baxno! [Ipm m30pan HaumH 1o OykBa 0) MOKYMEHTBT Clie/iBa Jla € CHaOJeH
3aBJDKUTETHO C €JIEKTPOHEH BPEMEBH MevaT, KOUTO aa ynoctoBepsiBa, ue e-EEJ[OII e
MOAMNMUCAaH M KaueH Ha WHTEPHET ajapeca, KbM KOWTO ce Tpempalia, Npead KpanHus
CpOK 3a moxy4yaBaHe Ha oeprute. KaTo nmpuioxeHne KbM TOKyMEHTAIUATA ClIeBA 1A
ObJle peCTaBeH TOKYMEHT-ICKIapalus, B KOSITO J1a C€ MOCOYU aAPeChT, Ha KOUTO €
ocurypeH noctbn 10 e-EEJIOIL.

5. Be3noxurensat npuema e-EEJIOII nipu ciieqaute yciaoBus :
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https://ec.europa.eu/tools/espd

1. JIoOKyMeHTBT Aa € B HepenakTupyeM BapuanT /Hanmpumep ¢opmar PDF wm
€KBHUBAJICHT/.

2. JIOKyMEHTHT CJie/iBa Jia € MONUCAH C BaJuJeH KBATU(UIIMPAH SICKTPOHEH MOJIHC
ChC CpeCTBaTa Ha CHOTBETHHSI CODTYEPEH MPOIYKT, MO TbPKAI JaAcHHs popMmart.

3. ®aitnsT, ChABPIKAIL JOKYMEHTA Jla HE € 3apa3eH ¢ BUPYCH, KAaKTO U HE TpsOBa jaa
ChABPIKa MAKPOCH WJIU U3ITBJIHUM MPOTPAMEH KOJI.

4. JIOKyMEHTBT CJIe/IBA JIa ChIIbPKA TIPaB / HEKPUITHPAH / TEKCT.

2.2. JlokyMeHTH 3a JOKa3BaHE Ha MPEAMPHUETUTE MEPKH 32 HAJICKTHOCT.
[Ipy wHanmume Ha HSAKOE OT OCHOBAHUSATA 3a 3aIBJDKUTENIHO OTCTPAaHSBaHE —
YYaCTHUIIUTE MPEACTABAT OPUTHHAIN UM 3aBEPEHU OT YYACTHUKA KOIHS:

- 10 OTHOIIICHHE Ha 00CTOATEICTBOTO 1Mo 4. 56, an. 1, T. 1 u 2 3011 - nokymeHT
3a M3BBPIICHO IUIAIaHE WJIM CIIOpa3yMeHHe, WIM JPYr JOKYMEHT, OT KOWTO 1a ¢
BHUJIHO, Y€ 3aJIbJDKCHUSATA ca O00E3MEUYCHH WM Y€ CTPAHUTE Ca JIOTOBOPUIIU TIXHOTO
OTCPOYBAHE WM Pa3CpOUYBaHE, 3a€THO C MTOTACUTENICH TUIAH W/WUJIU C MIOCOYCHH JaTH 3a
OKOHYATEIIHO M3IIIAIaHe Ha JTBIDKUMHUTE 3abJDKCHHS WK € B MIPOIEC Ha M3TUIAIIAHE
Ha JIBIDKUMO 00C3IIETCHHE;

- TI0 OTHOIIEHUE Ha 00CTOSATEICTBOTO 1O Wi. 56, an. 1, 1. 3 30II - nokyMeHT OoT
CHOTBETHHS KOMIIETEHTEH OpTraH 3a MOTBBPIKICHNE Ha ONTUCAHUTE OOCTOSITEIICTRA.

Hoxymentute mo uwi. 37, an. 4 ot III130I1, korato y4acTHUKBT € 0O€IUHEHHE
— J1a ce MPEJCTaBIAT OPUTHHAIM WM 3aBEPEHU OT ydacTHHKaA komwus. [Ipu ydyactue Ha
o0eIMHEeHHNE, KOETO He € IOPUIUYECKO JIUIEe - KOIMHWe OT JOKYMEHT (Hampumep
JIOTOBOP, WJIM WU3BICYEHUE OT JOTOBOP WIU JPYT), OT KOWTO Ja € BHUJIHO MPaBHOTO
OCHOBaHWE 3a Cb3/JaBaHEe Ha OOCIMHEHHETO, TMpaBaTa U 3aJbJDKEHUATA Ha
YYaCTHUIIUTE B OOCIWHEHHMETO, pa3Npe/eCHUETO0 Ha OTrOBOPHOCTTA MEXKIY
YJICHOBETE Ha OOCAMHECHHMETO M JACHHOCTHUTE, KOUTO I M3IIbJIHSBA BCEKHU YJICH Ha
00eIMHEHHUETO T10 TTOBOJI OOIIECTBEHATA MTOPHUKA.

2.3. Jlexmapamusi 3a cbriiacue OoT Tpero nuie mo 4i. 65, an. 3 ot 30II /xoraro e
MPUIIOKHUMO/;
2.4. lexnaparyst oT noau3nbianutens /Ilpunosxcenue NS/, ako e IPUI0KIMO;

3. OdepraTa TpsOBa 1a BKJIHOYBA U JOKYMeHTHTE 110 4wiI. 39, aua.3 ot IIII3OII:
3.1. Texuu4vecko npeasioKeHue —ChIbPKaIIO:

a) JOKYMEHT 3a YIIbJIHOMOIIIaBaHe, KOraTto JIMIETo, KOeTo mojaBa odepraTta, HE €
3aKOHHUSAT MPEACTABUTEI HA YUACTHUKA;

0) TEXHHYECKO MpPEeaJOKeHHWE 3a M3MbJIHEHHWE Ha TOopbhUkaTa B CHOTBETCTBUE C
TEXHUYECKUTE crieln(DUKAIIN U U3UCKBAHUSTA HA Bb3NIOKUTENs- Ilpunoscenue Ne 3,
B) [Ipuno:kenne Ne 3A — Onuc KbM TEXHHYECKOTO MPeAI0KEHHE;

Koraro yudacTHuKk mnogaBa odepra 3a MoBede OT eqHa o0ocoOeHa Mo3uuus, B
OMAaKOBKaTa 3a BCSKA OT IMO3ULUUTE C€ MPEACTABIAT MOOTACTHO KOMIUICKTYBaHU
nokyMeHTu 1o wi. 39, an. 3, 1. 1 or IIII30I1, u ornenHu Henmpo3payHu 3areyaTaHU
winkoBe ¢ Haanuc "[Ipeanaranu 1eHOBU mapameTpu” ¢ MOCOYBaHE HA MO3ULMATA, 32
KOSITO C€ OTHACHT.
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3.2. IlenoBo mnpemnoxenue /llpunoxenne Ned u  NedA/, cpabBpKaIIo
MIPENI0KEHNETO Ha YYaCTHUKA OTHOCHO 1I€HATa 3a MpUA00MBaHE B OTAEJICH 3areyaTaH
Hernpo3payeH UMK ¢ Haganuc "llpemiaraHu 1eHoBH mapamerpu, KOWTO ChAbpXKa
LIEHOBOTO INPE/JI0KEHHUE.

W3BbH minka ¢ Hagnuc ,,IIpeuiaranu ieHoBU MapaMeTpH ~ He TpsOBa Jla € mocoyeHa
HUKaKBa UH(OpPMALIHsI OTHOCHO II€HATa.

Y4acTHULIM, KOUTO MO KaKbBTO M Jla € HAUMH Ca BKJIIOYWIM HSAKBIE B odepTrara cu
U3BBH IUIHKA ,,IIpenaranu 11eHOBU MapaMeTpu ~ €JIE€MEHTH, CBbp3aHu C IIpe/jiaraHara
LI€Ha /WJIM YacTH OT Hes/, 11e ObJIaT OTCTPAaHEHU OT y4acTHE B IpoLeaypaTa.
HexopektHo mnombiHeHo ,lleHoBO mpemsiokeHue”, MpU KOETO JUIICBA IIbJIHATA
uHbopMalnsi, M3UCKBaHA OT BB3IOKHUTENS, BOAU JI0 OTCTpaHSIBaHE OT ydacTuE B
MopbuKara.

Bcekn Y4aCcTHHUK MOKE€ Ja ydacTBa 3a €IJHA, 32 HAKOJIKO HWJIN 3a BCHYKH
HOMCHKJIATYPHHU €IUMHUIHA OT 000co0eHUTE MO3UIIHH. KﬂacnpaHeTo C¢ U3BLpIIBa
IO HOMCHKJIATYPHH ¢ IUHUIIH.

Od¢epupanure neHHM HA BCHYKH JIEKAPCTBEHM NPOAYKTH cJieBa /1a He ca
10 - BUCOKH OT YTBbP/JEHHUTE LEeHH 0 4. 2, aj1. 1 /oT pedepeHTHATA CTOMHOCT HA
Kko0Ji0Ha M ot nmpuioxenue Ne2 Ha IIJIC/, or mpeaeHUuTe eHH MO YJI. 2, aJ1. 3 HIH
oT peructpupanure Henu no wi. 2, aa. 4 or HAPEJIBA 3A YCJ/IOBUSATA,
INPABUJIATA U PEJA 3A PEI'YJIUPAHE U PEI'NCTPUPAHE HA
HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTMU.

[Ipennaranara 1eHa ga BKJIOYBA BCUUKHM pa3xou, Takcu, Muta u JIJIC 1o MacToro Ha
nocraBkara — Anreka Ha MBAJI ,,/I-p UIBan Cenumuncku-Cnusen” A/l rp. Cinusen,
Oyn. ,,Xpucto boter” No 1.

Kpaiinara niena 3a eauHuIa MsIpKa, CJIe/IBa 1a € B JIEBa, C TOYHOCT JIO TPETHUS 3HAK
CJIe]l AeceTUYHaTa 3ameTasi, C HAUYMCJIeH JJaHbK JJ0OaBeHa CTOMHOCT.

ITocouenara nmeHa 3a ONMAKOBKA Ha JIeKAPCTBeHUs: NMPOAYKT oT O6ocobeHna
no3uuuss Ne 1 ,,JlekapcTBeHH NpoAyKTH, BK/IKO4YeHH B Ilpuinoxenume Ne 2 Ha
ITo3uTUBHUS JIEKAPCTBEH CHUCBK ~’ He TPA0Ba Ja NpeBHIIABA [IbPKABHO
peryjupaHara unesa no peaa Ha 3JIIIXM / croiiHOCT Ha OIAKOBKA, H3YHCJIEHA HA
0a3a pedepentHa croiiHocT /ko10Ha M ot IIJIC/.

JlannuTe cneaBa na ce HaHecaT B TaOnumarta — Crnenudukaius — [Ipunoxenue Ne
4A m 1a ce MpeaoCcTaBU U Ha €JIEKTPOHEH HOCUTEN KaKTO CJe/Ba:

Kosona Ne6 — nomeiiBa ce IMETO Ha MPOU3BOJUTEIS;

Konona Ne7 — nombJiBa ce KpaliHaTa mpejjiaraHa 1eHa, 3a 1 opoii tadjaerka, ammyJa,
Apaxe WM (JIAKOH, TOCOYEHA JI0 TPETUS 3HAK CJIE]] AeCeTUYHATA 3aIeTas;

Kosona Ne§ — nombiiBa ce ThproBCKOTO HaMMEHOBAaHUE HA MPOJYKTAa U KOJIMYECTBATA
B €/JHa OTAaKOBKa;
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Konona Ne9 — nombiiBa ce kpaitHaTa mpejiarala 1ieHa Ha onakonka ¢ BkitoueH J1J1C.
Komona Nel0 — momsiBa ce CTOMHOCTTA Ha OTIaKOBKa, M3UKcieHa Ha 0a3a pedepeHTHa
croitHocT /konona ,M” ot IIJIC/ 3a HOMeHknatypuute eauHuim B (OOocoOeHa
no3urusg Ne 1.

AKO cToifHOCTTAa B KOJI0OHA (9) e mo-roJisiMa OT cToiiHocTTa B KoJoHa (10),
YYaCTHHKBT He ce JOMYCKAa JI0 KJIacHPaHe 32 Ta3W HOMEHKJIATyPHA eIHHNA!

IIpensaranurte HeHn 3a HOMEHKJIATYpHUTE efuHUIU 10 O0ocobeHa mo3uuus Ne
2 ,JlekapctBeHu mnpoaykTH, u3BbH IIpwiao:kenue Ne2 Ha Ilo3uTuBHUS
JIEKAPCTBEH CNHNCHK ,, He cJie[IBa 1a NMPeBHIIABAT MNPEICIHUTE LIEHU 0 WI. 2, al. 3
Wi oT peructpupanute neHu no wi. 2, ain. 4 or HAPEJIBA 3A YCIIOBUSTA,
[TPABUJIATA U PEJIA 3A PET'YJIMPAHE U PETUCTPUPAHE HA LIEHUTE HA
JIEKAPCTBEHUTE ITPOAYKTHU

3a0esekKa:

1./lanHuTe Na ce MpeacTaBsIT KaKTO Ha EJIEKTPOHEH Taka W Ha XapTHEH HOCHUTEN
Mo/INeYaTaH U MOAMKUCAH OT y4YacTHHUKA.

2.He ce gomyckaT KOpEeKIMH MO MpeaocTaBeHaTa Tabnuna. KopurupaneTro Ha cbiaTta
BOJIM aBTOMATHUYHO /10 OTCTPAHsIBAaHE HA YJaCTHHUKA.

3.Ilpennaranara 1eHa 3a CbOTBETHUTE JIEKAPCTBEHUTE MPOAYKTH CE€ IMOCOUYBA U3PUUYHO
3a ompeneieHara oOT Bw3noxwurens wMspka B rpada ,JlekapctBena Qopma”.
[IporHo3HuTe KoJIMYEeCTBA ca 3a €/lHa TOAMHA U ca MOCOYEHH KaTo Opoil TalieTkw,
amnynu win ¢guakoHu. IleHata mo kosiTo 1ie ce KIACHPAT yYACTHULMTE Ie Obae
neHara Ha 1 Opoi TadieTka, amMmyJia win pJIaKoH.

ITo Bpeme Ha neiicTBUE Ha J0roBopa odepupaHara B LIEHOBOTO MPEATIOKEHUE
Ha YyacTHuKa u30paH 3a V3MbJIHUTEN HE ce MPOMEHs, OCBEH B cliydauTe Ha ui. 116
ot 30I1.

OTroBOopHOCTTa 3a JOMYCHATH TPEUIKH WA TMPONYCKA B M3YHUCICHHATA Ha
MpeJioKeHaTa IeHa, € Ha ydacTHUKa. [Ipy HECHOTBETCTBHME MEXy H3MHCAHATa
MdpOM U U3MHCAHATA CJIOBOM II€HA, 111 C€ B3eMe MPEABHU/I U3MHcaHaTa ¢ JyMH IIeHa.

Koraro npeanoxxenue B oeprara Ha yyacTHUK € ¢ noBeue oT 20 Ha CTO HO-
OJIaronpusATHO OT CpeJlHAaTa CTOMHOCT Ha MPEJJIOKEHUsATa HAa OCTAHAJIUTE YYaCTHUIIH
[0 ChIIMA MOKa3aTel 3a OLEHKA, KOMHCHITAa M3MCKBAa OT HEro MOApPOOHA NMUCMEHa
00OCHOBKa 32 HayMHAa Ha HEroBOTO OOpa3yBaHE, KOSITO c€ HPEJCTaBsl B NETIHEBEH
CPOK OT IIOJy4aBaHe Ha UCKAHETO.

Komucusra kmacupa ydyaCTHMLIMTE TO CTEMEHTAa Ha ChOTBETCTBHE Ha odepTHTe C
MPEIBAPUTEITHO OOSBEHUTE OT BB3JIOKUTEIS YCIOBHSL.

Komucusira nmpempiiara 3a OTCTpaHABAHC OT IIpoucaypara Y4YaCTHHUK, II0

OTHOIIIEHHE HAa KOWTO OCBEH Ha ocHoBaHusATa 1o 4wi. 54 u 55 ot 301, ce ycTaHOBAT
obcrosiTencTara, nmocoyeHu B wi. 107 ot 30I1.
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KoMucusta u3rorBs nokiaja 3a pesyiarature oT pabortata cH, KOHTO ce
IOJIMCBA OT BCUYKM 4ICHOBE M C€ INpPEJaBa Ha BB3JIOKMUTENA 3a€QHO C LsjaTa
JOKYMEHTaLU.

Koraro 3a HAKOM OT IIOCOYEHUTE B HACTOSIIATA JOKYMEHTAIUs JTOKYMEHTH €
OIIpeNieIeHo, Y€ MOXKe Ja ObJie MPEeACTaBeH B KONME, 32 TAKbB JOKYMEHT CE€ CUMTa
TO3W, IIPU KOWTO BBPXY KONMETO HA JOKYMEHTA MPEACTABISIBAIMAT Y4YACTHUKA €
3anucall Wi NoJAIeYara ,,BIpHO ¢ OPUTHHANIA” U € MOJIOKUI CAMOPBYHO MOAIHNCA CH.

HAYYH U CPOK 3A TIPEJACTABAHE HA O®EPTUTE:

Odeprute cnensa na ObIAT NPEACTABEHH B JIEIOBOJICTBOTO Ha BB3JIOKUTEIS B
3areyaTaHa Helmpo3payvHa OMaKOBKa ¢ HAJMKUC HAa BBHIIIHATA CTpaHa Ha MMOJATeN, aapec
3a KOPECIOHICHIINS, TeJe(OHH 32 BPb3Ka, KAKTO U HANMEHOBAaHUE Ha MPOLeaypaTa, 3a
kosTo ydactBar. Odeprure cineasa na 0paat nogagaeHu A0 16:00 yaca na 19.12.2018
T. B JICJIOBOJICTBOTO Ha JICYUeOHOTO 3aBEICHHE.

MACTO U JATA HA TITPOBEKJTAHE HA TOI'OBAPAHETO:

KaHnum Hali- y9THBO MpECTABISABAIIMS YYaCTHHKA WIN YIIBJIHOMOIICH OT HETO
MIPEICTAaBUTEN J1a yJacTBa B MPETOBOPUTE, KOUTO mmie ce cherosaT Ha 20.12.2018 r. ot
10:00 4yaca.

JlaTa Ha u3npamiane Ha nokanara: 06.12.2018 r

OBPA3IIN HA JOKYMEHTHU /IIPUJIOKEHUSA/ 3A
YYACTHUE B ITPOIHEAYPATA

[Tpunoxxenne Ne 1 CnuchbK Ha JOKYMEHTHUTE;

[Tpunoxenne Ne 2 CrangapreH oOpasel] 3a €IWHHUS €BPOINEHCKH JOKYMEHT 3a
obmecteenu nopwruku /EEJIOI1/;

[Mpunoxenne No 3 OOpaszenr Ha TexHHMYECKO MPEAIOKEHHE 3a H3MBJIHCHHE Ha
MOpBHUKATA,

[Tpunoxenne Ne 3A Onuc kbM TexXHMYECKO MpPENIOKEHHWE 3a W3I'BJIHECHHE Ha
MopbhUKATa,

[Tpunoxenne Ne 4 OOpasen; Ha HEHOBO MPENIIOKEHNUE;

[Tpunoxenne Ne 4A Crneuudukamus KbM IIEHOBO MPEI0KEHUE,

[Tpunoxenne No 5  Jlexmapainus OT MOAU3ITBIHUTES,

[Tpunoxxenune Ne 6 [IpoekTt Ha 1OTOBOP.

BB3JIOKUTEJ: MNudopmanusita e 3anuueHa Ha ocH. wi.2 u wi.4 ot 33J1/]
(o-p Bacucnag Ilerpos-
W3nbiHUTENCH TUPEKTOP)
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