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|.OBIIMH YCJIOBUA

1.Bn3aoxkuTe

Bwv3noowcumen na mnacmoawama nopvuxka ¢ VB3nwbaautennuar gupexkrop Ha L,,CBAJIO-
XackoBo”EOO/ n-p Mareit AcenoB MareeB. Bb3noxxurensaT B3eMa pellleHHE 32 OTKPUBaHE Ha
mporieiypa 3a Bb3jIarane Ha oOiecTBeHa opbyKa, C KOETO 000psiBa OOSBICHUETO 3a 00IIeCTBEHA
MOPBHYKA U IOKYMEHTAUATA 32 y4acTue B IIPOLEaypara.

[Tponieaypara ce oTkpuBa Ha ocHOBaHue 4wi. 73, an.l BbB Bpb3ka ¢ wi.18, an.1, 1.1 ot 30I1L.

Bua npouenypa: Otkpura npoiieaypa no cMuchbia Ha 4i. 18, an. 1, 1.1 ot 30IL

2.00eKkT Ha HacTosIIaTa OOIIECTBEHA MOPHUYKA € ,,00cmaska” 1o cMuchia Ha Wwi.3, an.l, 1.2 ot
30I1.

HpeI[MeT’l)T Ha BbB3JIaraHc Ha HaCTodllaTa IIOpbhYKa €: ,,ﬂocmaeka HA NPOMUBCOMYMODPHU

JleKkapcmeenu npooyKmu 3a jiedeHue Ha coauonu mymopu 3a Hyyxcoume na ,,ChbAJI10 - Xackoeo”

EOO/] no 5 nomenknamypuu eounuyu ”.

B mpenvera Ha oOmecTBeHaTa TMOpBhYKAa ca BKIOYEHU S5 ONpENCIICHHM HOMEHKJIATYPHH
€IMHUIM Ha NOPOTHBOTYMOPHU JIEKAPCTBEHU IIPOAYKTH 3a JICYEHHUE HA COJUIHUA TYMOPH IO
[To3uTHBEH JIEKapCTBEH CIUCHK 3a HyxauTe Ha ,, CHBAJIO - Xackoso” EOQO/], xouto e ce
AOCTaBAT NCPUOJUYHO, C TPAHCIIOPT Ha I/ISHLJ'IHI/ITCJ'ISI, CJICO MMpCaABapUTCIIHA IMCMCHA 3asdBKa
oT ctpaHa Ha Bu3noxurens. Homenaknarypute ca :LO1XE36 Alectinib 150 mg hard caps
:LO1XC32 Atezolizumab 1200 mg/20 ml concentrate for solution for infusion ;L01XC17
Nivolumab concentrate for solution for infusion 10mg/ml 10 ml ;L01XC17 Nivolumab
concentrate for solution for infusion 10mg/ml 4 ml; VO3AF01 Mesna sol for ing 100mg/4ml.

KosmuecTBatra Ha mnpoAayktute (JIEKApCTBEHHW TMPOAYKTH), TMMOCOYEHH B TexXHHYecKaTa
crenuguKanus ca MPOrHO3HU U BB3NOXKUTENAT He ce 3abJKaBa Jja TH 3aKyMNH B IIBJIHUS UM 00eM,
a cbOOpa3HO HEOOXOAUMOCTTA, U C OrJie] Opost MaIUEeHTH.

3.000c00eHH MO3UINH — HE.

L H[goueg!ynaTa 06XBa!!!a NEeT KOHKPETHO ONMPEACJICHU HOMCHKJIATYPHH €IMHU A

4 Bcexn Y4aCTHUK MOKC Ia IpCACTaBA OQ)epTa 3a €Ha UJIK MMOBCYC HOMCHKIIATYPH.

4 Bcexn Y49aCTHUK MOKE Ja 1oJanc OQ)epTa 3a C€IHaA, 3a HIKOJIKO HWJIKM 3a BCHUYKHU
HOMCHKIIaTYpHHU CAUHUIIH.

4 Bb3moxutensaT He HoCTaBs OT'paHUYCHUC 3a 6p0$[ Ha HOMCHKIIATYPHUTC CIUHUIIN, KOUTO LIC

ce Bb3JIaraTr Ha eauH M3nbaHuTell.



Ilpeomem:  ,/locmagka Ha NPOMUGOMYMOPHU JIEKAPCMEEHU NPOOYKMU 34 JleueHue Ha
conuonu mymopu 3a Hyyxcoume na ,,CbAJIO - Xackoeo” EOO/] no 5 nomenknamypuu eOuHuyu.

Obem: KonmdecTara 3a BCsKa €1Ha HOMCHKJIATypa, TIOco4eHa B TeXHudecKara CrielMUKAIis ca MPOrHO3HH.
Bb3noxxutensat He ce 3aab/KaBa Ja TH 3aKyNH B IBJIHUA UM 00eM, a CboOpa3HO HEOOXOIMMOCTTA,
U ¢ ories Opost ManueHTH. BB3IoKUTeIT He ce 3ab/KaBa ¢ MUHIMATHU KOJIMYECTBA 3a TIEpHOaa
Ha JICWCTBHE HA JIOTOBOPA U IO OT/ICITHUTE 3asBKU.

Ilpocnozna _cmouinocm: 1501 381.58 nB. (egwH MWIMOH,IIETCTOTHH ¥ €IHA XWJISIH,
TpUCTa,0ceMeceT u eauH JieBa u 58 cr.) 6e3 JIJIC.

4 Mscro 3a u3anbjaHeHHe Ha nopbukara. “CHAJIO - Xackoso” EOO]] ¢ anapec: rp.XackoBO
6300, Oyn.”Crenunenne” Ne 49 — ppaHko ckjiaa 00JTHMYHA anTeKa.

5.Cpok 3a u3nbJIHeHNe HA MopbuKaTa . CpoKbT 32 U3ITBIHEHNE HA TIOpBhUKaTa € 12 (1BaHaaeceT)
Mecela, CYUTaHO OT J1aTaTa Ha CKIFOYBAHE HA JOTOBOPA.

6.Ilporno3nara croiiHoct Ha mopbukara: 1501 381.58 nB. (equH MWIMOH,IETCTOTHH W €]IHA
XWISIIA, TPUCTA,0ceMieceT 1 eauH jieBa u 58 cr.) 6e3 JIJIC.

7.Cpok Ha goroBopa: [[oroBopbT 1€ Ce CKIIOUM 3a mepuoj oT 12 (ABaHazeceT) Mecela,

KaTo BJIM3a B CHJIa OT JlaTaTa Ha MOANHUCBAHETO My. JloroBopbhT Moe Aa ObJe MPOIBIKEH C
JOMBIHUTENICH aHEKC 3a CPOK HE MO IbIBr OT 6 Mecela MpH JIMICa Ha HOB JOTOBOP ChC
ChIIUA MPEAMET, CKItoUeH no pena Ha 3011

3.1. Cpoxk 3a wu3NbJHEHHME HA JeHHOCTUTEe MO0 O00lIecTBEeHATa MOPbYKa:
[leproguunu nocTaBKH 3a cpok OT 12 (IBaHajeceT) Mecena OT MOANUCBAHE Ha JI0TOBOpa 3a
Bb3JIaraHe Ha oOIIecTBeHa Mopbuka. JJoroBopbT 3a Bb3iaraHe Ha oOLIECTBEHATa MOXKE Ja
ObJIe MpeKkpaTeH U MpeaInd U3TUYAHEeTO Ha JIBaHAJECETMECEUHHSI CPOK B CICAHUTE CIyYau:

a) Mpu U34YepIiBaHe Ha KOJMYECTBATa OT JICKaPCTBEHUS MTPOIYKT;

0) mpu MNpoBEeXKJaHE Ha HOBa MpOLEAypa ChC ChIIUS MpPEAMET OT CTpaHa Ha
BB3JIOKUTENS U CKIIFOYEH JIOTOBOD 3a Bh3JlaraHe Ha OOIIeCTBEHA MOPHYUKa;

B) B ciyyaii, ye cpriaacHo [locranoBnenue Ne 146 ot 09.06.2015 r. Ha MuHucTepcKu
CbBET U 3aKkoHa 3a OOIIeCTBEHUTE MOpPbYKK LleHTpanHusT opran 3a Bb3NIaraHe Ha
oOIIECTBEHH MOPHYKU B CEKTOP ,,3[paBeolia3BaHe’ € CKIIOYWI PaMKOBO CIOpa3yMEHHE ChC
CBHILUA MPEeIMET KaTo HACTosIIaTa O0IeCTBeHA MOPHYKA U € YBEJIOMUI 32 TOBA BB3IIOKUTENS,
OCBEH aK0 JOTOBOPEHHUTE C JOroBOpa MO Ta3u OOIIeCTBEHA MOpBhYKA YCIOBUS CHOOpa3HO
n30paHus KpUTEPHil 32 OIIEHKA ca MO-0IaronpusITHA OT T€3H MO0 PaMKOBOTO CIIOpa3yMEHHUE.

3.2. CpOK 3a U3BbPIIBAHEC HA OTACJTHUTE JOCTABKM: Bcesika oTaenHa mocTaBkKa Ha
JICKApPCTBCHU MPOAYKTH CC U3BBPIUIBA B CPOK HC ITOBCUC OT 24 /I[BaI[eCGT )51 IIGTI/IpI/I/ qaca CJca
MOoJAaBaHC Ha 3asBKa I10 CJICKTPOHHA II011a UJIN 110 (baI(c.

3.3. Cpok 3a orcTpansiBaHe Ha JedeKTH: HE TIO-IbIBT OT | (€1H) KaJleHJapeH JeH,
CUMTAHO OT AAaTaTa Ha yBEJAOMSIBAHE HA U3MBJIHUTENS OT CTpaHa Ha Bb3JIOKUTEIIS.



8.Cpok Ha BanauaHoct Ha odeprure: 4 (UeTUpU) Mecella, CUATAHO OT KpaWHHS CPOK 3a
[10JIy4yaBaHe Ha OepTuUTe.

9.BB3MOKHOCT 32 MpeACTaBsHe HA BapuaHTH B oepTute: Hsima BH3MOKHOCT 3a MPEACTABSIHE
Ha BapuaHTH B oepTuTe.

10.YcaoBus u HaunH Ha ¢puHaHcupaHe H MamaHe: CoOcTBeHo ¢puHancupane. [Inamanusra Ha
ITBDKAMUTE CYMH II€ C€ M3BBPIIBAT MO OAHKOB IBT, B OBJTApCKU JieBa MO OaHKOBa CMETKa
nocoyena ot MsnwiHuTens.

1. JTOKYMEHTALIUA 3A YYHACTHE

11.MsicTo U yc/10BMA 32 MOJIy4YaBaHe HA TPbKHATA JOKYMEHTALUS
Briiaoxurensar npeaocTtaBs HCOrpaHUYCH, IIBJICH, Oe3miaTeH u MpSAK JOCTBII A0 JOKYMCHTaIUATA
3a yuactue Ha aapec: Www.mdozs-haskovo.org, pazuen ,,IIpodua Ha kynyBaua”.

12.Pa3sicHeHUsI M JONMBJIHHUTETHATA HH(OPMALMS MO YCJIOBHUTA HA MPoLeAypaTa:

12.1 BcW4YKHM 3aWHTEPECOBAHM JIMIIA MOTAT Jia MOMCKAT MUCMEHO OT BB3JIOKHUTENS Pa3sICHEHUS 10
pelieHneTo, 00SBICHUETO, JOKYMEHTALHITA 32 OOLIEeCTBEHATa MOPBHUYKA M ONMHCATEITHUS TOKYMEHT
1o 10 gy nmpeau M3THUYAHE HA CPOKA 3a MoJIydaBaHe Ha OepTUTE 3a ydyacTue.

12.2 .Bb3710XKUTENAT MPEIOCTaBs pa3siCHEHUATa B 4-HEBEH CPOK OT MOJyvyaBaHe Ha MCKaHETO, HO
HE MO-KbCHO OT 6 AHM Mpeau CpoKa 3a IMoidydyaBaHe Ha odepTu. B paszsicHeHusiTa HE ce mocoyBa
JUIETO, HAPaBUJIO 3alIUTBAHETO.

12.3 Bb3710KUTEIAT HE IpeaoCTaBA pa3saCHCHUA, aKO UCKAHETO € MOCTBHIIUIIO CJIEA CpOKa I10 T. 12.1.

12.4 PazscHeHusATa c€ MNPEIOCTABAT 4Ype3 NyOIMKyBaHE Ha OTrOBOpUTE Ha Mpoduia Ha
KyITyBaya.

13.i3mMeHeHHe HA YCJIOBHSTA



13.1 BB3JI0KUTEIAT MOXKeE, M0 COOCTBEHA WHUIIMATHBA WM 10 WCKAHE HA 3aMHTEPECOBAHO JIHUIIE,
€IHOKpPATHO Ja HAmpaBu TPOMEHH B OOSBIECHUETO, C KOETO CE OIMOBECTSABAa OTKPUBAHETO Ha
npolenypara, B JOKyMEHTALMATA 32 OOIECTBEHATa MOPHUKA.

13.2 3auHTepecoBaHMTE JHIIAa MOTAT Ja MPABAT HPEIJIOKEHHsS 3a MPOMEHH B JOKYMEHTHTE IO
1.13.1. B 10-mHeBeH cpok oT myOnmukyBanero Ha oOsiBieHuero B POII, ¢ koeto ce omoBectsiBa
OTKPHBAHETO HA MPOIieypaTa.

13.3 Bw3noxurensat winpama 3a nyonukyBane B POIl o0siBieHHMETO 32 HM3MCHCHHE WIIH
JNOMBIHATETHA WH(OPMANMS W PENICHHETO, ¢ KOETO TO ce 0oJ00psiBa, B 14-THEBEH CpPOK OT
nyonukyBaneto B POII Ha 00sBIIeHHETO, C KOETO CE OMOBECTSIBA OTKPUBAHETO Ha MPOIEAypaTa.

13.4 Crnex u3THUYaHETO Ha CPOKOBETE 1O T.13.3. BB3JIOKHUTEIAT MOXKE J1a MyOJTUKYyBa MHOTOKPATHO
OoOSIBIIEHHST 3a H3MEHEHHE WU JOITBJIHUTCIIHA I/IH(l)OpMaHI/Iﬂ 3a TPOMCHH B YCJIOBHUATA Ha
IpoIeaypaTa caMo KOTraTo yAbKaBa O0SBEHUTE CPOKOBE.

13.5 C mybOnukyBaHeTO Ha OOSBICHHETO 32 M3MEHEHUE WM JIOMTBIHUTENIHA HH(pOpMAIHs ce cMsTa,
ye BCHUKHU 3aMHTEPECOBAHU JINIA Ca YBEAOMEHHU.

III. ©3BUCKBAHUS KBM YYHACTHULUTE

OTkpuTara nporeaypa € BHI IPOoIeaypa 3a Bb3JIaraHe Ha OOMIECTBEHU MOPHUYKH, TTPH KOSITO BCUIKH
3aWHTEPECOBAHU JIMIA MOTAT Jla o1a1aT odepTa.

CernacHo un. 101, am. 8-11 30I1, Bcekn y4acTHUK B Tpolieaypa 3a Bh3JaraHe Ha OOIIECTBEHA
MophYKa UMa MPABO Jla MPEJCTaBH caMo enHa odepra. Jluie, KoeTo yyacTBa B 0OCTMHEHUE I ©
Ja7o chrilacue Ja ObJe TMOMU3IMIBIHUTET Ha IPYT YYaCTHUK, HE MOXE Ja I0/1aBa CaMOCTOSITEITHO
odepta. B mporieaypa 3a Bb3araHe Ha OOIIECTBEHA MOPBHUYKA €IHO (PU3UUYECKO WU FOPHINYECKO
JUIE MOXeE Ja y4yacTBa caMO B eAHO oOeauHenue. CBbp3aHM JMIla HEe Morar na Obaar
CaMOCTOSITEJIHY YYACTHULIM B €JHA U ChILla IPOLEAYPA.

B mpouenypara 3a Bb3iaraHe Ha OOIIeCTBEHA MOpPbYKA MOraT Ja ydacTBaT OBJTapcKu WU
qyKJAeCTpaHHU (PU3UUECKHU WU IOPUIMYECKH JTUIA WIA TeXHU 00ETUHEHMs], KAKTO U BCAKO APYro
oOpa3yBaHMe, KOETO HMa INpaBO Ja U3MBJIHSIBA JOCTaBKH CBHIVIACHO 3aKOHOJATEJICTBOTO Ha
IbpKaBaTa, B KOATO TO € YCTAHOBEHO.

VyactHumure B nmponcaypara ce nmpeaAcCTaBIsABaT OT JIMLaTa, IPCACTAaBIABAIlN I'M 110 3aKOH HWJIM OT
Jyna, Cri€ciyaIdHo YII'BJIHOMOIICHH 3a HaCTOAIaTa nmpoucaypa.

1.JIn4yHO CHLCTOSIHHE HA YYACTHUIIMTE

1.1. Ha ocnoBanue wi. 54 or 30Il, BB3IOXKUTENAT OTCTpaHsIBA OT y4yacTHe B IMpoleaypara 3a
Bb3JIaraHe Ha OOIECTBEHATA MOPBHYKA YIYACTHUK, KOTATO:

1.1.1. e ochJieH ¢ BiIsA37a B CHJjIa IPUCHA, OCBEH aKko € peadMIMTHPaH, 3a MpecThivieHne mo wi. 108
a,w1.159a— 159 r, wn.172, wn.192 a, wn. 194 - 217, yn. 219 - 252, an. 253 - 260, w1. 301 - 307, uin.
321, 321 a u wi1.352 — 353 e ot HakazaTenHnus Kogekc;

1.1.2. e ochlieH ¢ BIsA3Ja B CHja MPHCHIA, OCBEH aKO € peaOMIMTHPaH, 3a MPeCThILICHUE,
aHasornyHo Ha Te3u no T. 1.1.1, B 1pyra appkaBa 4jeHKa I TPeTa CTPaHa;

1.1.3. uma 3aabIDKEHUS 33 TaHDBIH U 33 bJKUTETHH OCUTYPUTEITHU BHOCKHU 10 CMUCHIIA Ha WI.162,
an.2, 1.1 ot JlaHpYHO-OCUTYpUTENHUS MIpoliecyaeH KOJAEKC U JUXBUTE MO TsIX, KbM JAbpiKaBaTa Win
KbM OOIIMHATA TIO CEAUIIETO Ha BBH3JOKUTENS U HAa YYaCTHUKA, WIM aHATIOTUYHH 3abJIKCHHUS,
YCTaHOBEHU C aKT Ha KOMIIETEHTEH OpraH, ChIJIACHO 3aKOHOJATEJICTBOTO Ha AbpiKaBaTa, B KOATO
YYaCTHUKBT € YCTAaHOBEH, OCBEH aKo € JIOMYCHATO pa3cpoyBaHe, OTCPOUBAHE MM 0Oe3MeueHne Ha
3aJbJDKCHHUATA WM 3aJbJDKCHHETO € 10 aKT, KOMTO HE € BJSA3BI B CHJIa, OCBEH KOraTo Cce Hajara aa
Ce 3alIUTAT OCOOCHO BAXKHU [bPKaBHU WIM OOIMIECTBEHW HHTEPECH W/WIK pa3MephbT Ha



HEIUIATeHUTE IBJDKUMU JAHBIM WIA COLMAITHOOCUTYPUTEIHA BHOCKHM € He ToBe4e OT | Ha CTO OT
cyMmaTta Ha TOJUIIHUA 0011 000pOT 32 MOCeHATa IPUKIIOYeHa (PUHAHCOBA T'OIMHA;

1.1.4. e Hanuie HEPABHOMOCTABEHOCT B ciayyauTe no 444, an.5 3011,

1.1.5. e ycraHoBeHoO, ye:

a) € MpeICTaBWJ JOKyMEHT C HEBSIPHO CBHABP)KaHHE, CBBP3aH C YJOCTOBEpsBaHE JIMTICaTa Ha
OCHOBAHHS 32 OTCTPAHSBAHE WM U3IIBIIHEHUETO HA KPUTEPUUTE 3a TOI00D;

0) He e mpenocTaBWI HW3WCKBalla ce HMH(OpMaIus, CBbp3aHA C YIOCTOBEpsSBaHE JHIICaTa Ha
OCHOBAHMS 32 OTCTPaHsIBAaHE WM U3IBIITHEHUETO HA KPUTEPUHUTE 33 IOA00D;

1.1.6. e ycTaHOBEHO C BJISI3JI0 B CHJIa HAKA3aTEJHO MOCTAHOBJICHUE WM ChJCOHO PEIICHUE, Y€ TpU
M3IBJIHEHHUE Ha JIOTOBOP 3a 00IIecTBeHa Mopbhuka € Hapymwi wi. 118, w128, un.245 u un. 301 -
305 ot Kozxekca Ha Tpy/Ja WM aHAIOTUYHH 33 IbJDKEHUS, YCTAHOBEHH C aKT Ha KOMIIETEHTEH OpraH,
CBIIIACHO 3aKOHOATEJICTBOTO Ha JbP)KaBaTa, B KOSTO YIaCTHUKBT € YCTAHOBEH;

1.1.7. e Hanu1e KOH(PIUKT HA UHTEPECH, KOWTO HE MOXeE /1a ObJIe OTCTPAHEH.

OcnoBanusta mo T.1.1.1., 1.1.2 u 1.1.7 ce oTHacsAT 3a JuIaTa, KOUTO MPEACTABISABAT yJaCTHUKA,
YJICHOBETE HA YIPABUTEIHU M HAT30PHU OPTraHd M 3a IPYrH JIWIA, KOUTO MUMAT MPaBOMOIIUS Ja
YIOPaKHIBAT KOHTPOJI TPH B3€MAHETO Ha PEIICHUS OT T€3U OPraHu.

3a yoocmoeepseane ma nuncama HA OCHOBAHUA 3 OMCMPAHABAHE YYdACMHUyume ciedéd 0da
nonwvansam Eounen esponeticku 0okymenm 3a obwecmeenu nopvuku (eEEJ/[OII) 6 enexmponen 6uo.

1.2. Ha ocnoBanue wi. 55 or 30II, BB3IOXKUTEIAT OTCTPaHsIBA OT yJ9acTHE B IpoOIeaypara 3a
Bb3JIaraHe Ha oOOIIecTBeHaTa IMOPHYKA YYACTHUK, 32 KOTOTO € HaIMIE HAKOE OT CIICIHHUTE
00cTosITEeNCTBA:

1.2.1.0051B€H € B HEChCTOSATEITHOCT WJIU € B MIPOU3BOJICTBO IO HECHCTOSTEIHOCT, HJIA € B MPOLIEeIypa
0 JIMKBUJAIUS, WK € CKJIIOUNI U3BBHCHIECOHO CIOpa3yMEeHHE C KPEIUTOPUTE CH M0 CMHCHIA Ha
4y1.740 ot THProBcKusi 3aKOH, WM € MPEYCTAaHOBWJI ACHHOCTTA CH, a B ClIy4ail Y€ YYaCTHUKBT €
YyX/I€CTPaHHO JIMIIE - C€ HamHpa B MOJOOHO MOJOXKEHUE, MPOU3TUYAIIO OT CXOJHA MpOLEeAypa,
CHIJIACHO 3aKOHOJATEJICTBOTO Ha JIbP)KaBaTa, B KOATO € YCTAHOBEH, aKO C€ JOKaXKe, Ye ChUIUAT HE €
MIPEYCTAaHOBUJI JEMHOCTTa CU U € B ChCTOSIHME Jla M3I'BJIHM MOpBhUKaTa CHIJIACHO MPUIIOKUMUTE
HAI[MOHAJIHU TpaBuUjia 3a MPOJbDKaBaHE Ha CTOMAHCKaTa JEHHOCT B JIbp)KaBara, B KOSTO €
YCTAaHOBEH — BB3JIOKUTENIAT UMa IPaBO Jla HE OTCTPAHU YYaCTHUK OT MIpOIleaAypara B ciydas Ha
q11.55, an.4 ot 3011,

1.2.2. cxirounn € cropasyMeHHe C JPYru JIHIa C LeJl HapyllaBaHe Ha KOHKYPEHIIUSATa, KOraTo
HapYIIEHUETO € YCTAHOBEHO C aKT Ha KOMIIETEHTEH OpraH;

1.2.3. noxa3aHo e, ye € BUHOBEH 3a HEM3II'bJIHEHHE Ha JOTOBOP 3a OOIIeCTBEHa MOpbhYKA WUIIHU 3a
ycllyra, JOBEJO 10 IPEICPOYHOTO MY IpeKpaTsBaHe, M3IUIAIlaHe Ha OO0E3MIeTeHUs WIH APYru
MOJA00OHM CaHKIIMH, C U3KIIOYCHHE Ha CIIy4anuTe, KOTaTo HEM3IbJIHEHUETO 3acsra 1mo-Majiko ot 50 Ha
CTO OT CTOMHOCTTa WJIM 00eMa Ha JOTOBOPa;

1.2.4. oraran e na:

a) TIOBIIMsIC HA B3E€MAHETO Ha PEIIEHHE OT CTpaHa Ha BBH3JOKHUTENS, CBbP3aHO C OTCTPAHSIBAHETO,
noadoOpa WM BB3NAraHETO, BKIIOUMTEIHO 4Ype3 MPEeAOCTaBIHE Ha HEBApHA WM 3a0iyxkaaBaina
nHpopMaIus, uiIu

0) mostyun uHpOpMAaIIKs, KOSTO MOXKE Ja My Jajie HEOCHOBATEITHO MPEIUMCTBO B Mpolieaypara 3a
BB3JIaraHe Ha OOIIeCTBeHA MOPBYKA.

OcHoBanugTa 1o T. 1.2.4 ce oTHacAT 3a Jiaara, KOUTO IPEACTAaBIIAABAT YHACTHHUKA, WICHOBETC HaA
YIIPABUTCIHNU W HAA30pHHU OPraHd MW 3a JAPYru Jinhaa, KOUTO HMMAT IMPaBOMOIIUA Oa YIIPAKHABAT
KOHTPOJI ITPpHU B3EMAHCTO Ha PCIICHUA OT TC3U OPraHH.



3a yoocmoeepsgane Ha 1uncama HA OCHOBAHUS 34 OMCMAHABAHE YYACMHUYUmMe c1ededa od
nonvanam eEEJ[OII.

L4 Ilpunazane na ocnosanuama 3a OMCMPAHABAHE.

BB310XKUTENAT OTCTpaHsBa OT MpoLeAypaTa y4acTHHK, 32 KOTOTO Ca HAJIWIE OCHOBaHUATA IO
wi.54, an.1 u 55, an.1 ot 3011, Bp3HUKHAIU NpEIU WIKA N0 BpeMe Ha mpoueaypaTa. Pasnopenbara
ce mpujiara M Koratro, y4aCTHUK B TIpollelypara € 0OequHEeHNnEe OT (GU3NUECKU H/WIH IOPUANIECKA
JWIIA ¥ 32 WICH Ha 00CAMHEHUETO € HAIMIIE HAKOE OT OCHOBAHUSATA 32 OTCTPAHSIBAHE.

OcHoBaHusTa 32 OTCTpaHsIBaHE CE€ MpUJaraT 10 U3TUYAHE HA CPOKOBETE MOCOYECHH B Wwi.57, an.3 u
an.4 or 30I1.

B cnyuaii Ha otcTpansBaHe mo 4i.54 u un.55 ot 3O0Il, BB3NIOXKUTENAT TpsiOBa Aa OCHUTYpPH
JI0Ka3aTeNICTBa 3a HAJTMYME Ha OCHOBAHHUS 33 OTCTPaHIBaHE.

Korato 3a yyacTHUK € Hanuie Hsikoe oT ocHoBaHuATa 1o wi.54 an.l 301l unu un.55 an.1 3011 u
Ipear TMOJAaBAaHETO Ha 3asABJICHUETO 3a ydacTHe Wiu odepraTa TOW € Mpeanpuen MepKd 3a
noKa3BaHe Ha HaAexaHoCT 1o wi.56 3011, Te3u mepku ce onucsar B eEEJIOI1.

Kamo doxazamencmea 3a nadescoHocmma Ha YYACMHUKA ce NPpeocmassam cleoHume OOKVMeHmu.

1) mo otHomIeHHEe HA 00CTOATENCTBOTO O Wi.56, a1, T.1 u 2 30I1 — TOKYMEHT 3a U3BBPIICHO
MJIaaHe Wik CIiopa3yMeHue, WIH JPYyr JOKYMEHT, OT KOWTO Ja € BHUJHO, Y€ 3aJbJDKCHHUSITA ca
00€e3MeYeH! WIM Y€ CTPaHUTE ca JIOTOBOPWIJIM TSIXHOTO OTCPOUYBAHE WM Pa3CpOUBAHE, 3aCTHO C
IOTaCHUTENICH IUIAH HW/WIM C II0COYEHH JaTH 3a OKOHYATCITHO H3ILIAllaHe Ha IBhJDKUMUTE
3aIbJDKEHUS WM € B MPOIIEC Ha M3IUIAIaHe Ha TBHKUMO 00€3IIeTEHNE;

2) 1o OTHOIIEHHE Ha 00CTOATENCTBOTO MO wi.56, am.l, 1.3 30I1 — MOKYMEHT OT CHOTBETHHS
KOMIIETEHTECH OPraH 3a MOTBBPKACHUE Ha ONMMMCAHUTE OOCTOSITEIICTBA.

YyacTHUIIUTE ca JIBKHU J1a YBEOMST MHUCMEHO BB3JIOKHUTEINS B 3-THEBEH CPOK OT HACTHIIBaHE Ha
obcroaTencTBo no wi.54, an.1, wi.101, am. 11 3011 wim mmo uwin.55, an.1 30I1.

B cnydauTe, KoraTo y4acTHUKBT € YBEJIOMMI BB3JIOKHUTEIST, TO CHITUAT NPeiaBa YBEIOMICHHETO
Ha npezaceaaress Ha komucusaTa no 4wi.103, an.1 3011, a korato nokymenTute no wi.106, an.1 3011
ca TMOJYYeHH OT BB3JIOKHUTENS, TOW BpbIla Ha KOMHCHATA JOKJIaJa C yKa3aHHs 3a OTpa3siBaHe Ha
HOBOHACTBIIMIIUTE 0OCTOSTEICTBA.

L4 Hoka3zeane nuncama Ha 0CHOBAHUA 34 OMCMPAHABAHE '

3a noka3BaHe Ha JIMIICaTa HAa OCHOBAHUS 3a OTCTpaHSIBaHE YYaCTHUKBT, M30paH 3a HU3MBIHUTEDN,
npeacrasst JokyMeHTuTe no wi.58 an.1 or 3011

KoraTto ydacTHUKBT, U30paH 3a M3MBJIHUTEN, € Yy>KISCTPAHHO JIMIIE, TON MPEeICTaBs ChbOTBETHHS
JOKYMEHT, U3/1aJIcH OT KOMIIETEHTEH OpraH, ChbIJIaCHO 3aKOHOJATEJICTBOTO Ha JbpiKaBaTa, B KOSITO
YYaCTHUKBT € YCTAHOBEH.

B cnywaute, koraro B CBOTBETHAaTa JbpXaBa HE C€ H3JaBAT JOKYMEHTH 32 I[OCOYEHUTE
oOCcTOsITENICTBA WM KOTAaTO JOKYMEHTHTE HE BKIIOYBAT BCHUYKH OOCTOSITENICTBA, YYACTHUKBT
MpeAcTaBs  JAEKiIapalus, ako TakaBa JeKjapaluss Kma T[PaBHO 3HAYEHUE CHIJIACHO
3aKOHO/IATEJICTBOTO Ha ChOTBETHATA AbPHKABA.

Bb3noxurensaT HsAMa mpaBo Aa U3UCKBA MPEACTABIHETO Ha AokyMeHTutre mo 58 an.l ot 30ll,
KoraTto oOCTOsITENICTBaTa B TAX ca JOCTBHIIHM upe3 NyonuueH Oe3IUIaTeH pPEerucTbp WIn



I/IH(bOpMaI_[I/ISITa HJIX JOCTBIIBT A0 HEA CC MPCAOCTAaBA OT KOMIICTCHTHHA OPraH Ha BBH3JIOKHUTCIIA 110
CITy’)KeOCH ITBT.

1.3. /Ipyru ocHOBaHWUsI 32 OTCTPAHsSIBaHE OT y4yacTue

CepriacHo uin. 107 3011 ocBen Ha ocHoBaHuATa 110 4. 54 u 55 ot 3011, Bb310XKUTENAT OTCTpaHsIBa
OT TpoIeypara:

1.3.1. ygacTHUK, KOHTO HE OTroBaps Ha MOCTABCHUTE KPUTEPHUHU 32 OO0 WM HE U3ITBJIHU JPYroO
YCIIOBHE, TIOCOUEHO B OOSIBIIGHUETO 32 OOIIECTBEHATA MMOPHYKA WIH B JOKYMEHTAIIUATA;

1.3.2. yyacTHUK, KOWTO € TMpeACTaBmI odepTa, KOATO HE OTroBaps Ha IMPEABAPUTEITHO OOSIBEHUTE
YCIIOBHSI Ha TIOPBYKATA;

1.3.3. y4acTHUK, KOMTO HE € MPEJCTAaBUI B CPOK 0OOCHOBKATa 1Mo Wwi. 72, an. 1 wnu uuaro odepra
HE € TIpueTa cbriacHo wi. 72, an. 3 - 5 3011,

1.3.4. ygacTHUIIHM, KOUTO Ca CBbP3aHU JUIIA.

1.4. OcHoBaHus 32 OTCTPAHSABaHe, CBbP3aHH ¢ HALIMOHAJIHOTO 3aKOHO/IATEJICTBO
BB3moxxuTensaT oTcTpaHaBa OT MpOIeypaTa YYacTHHUK, 3a KOTOTO ca HaluIe 00CTOSATENCTBATa 10
wi. 3, T. 8 oT 3akoHa 3a MKOHOMUYECKUTE M (PUHAHCOBUTE OTHOLIEHUS C JIpYy)KecTBarta,
pPETUCTPUPAHU B FOPUCAMKINU C TpedepeHInranieH TaHbYCH PEKHUM, CBBP3aHHTE C TAX JMIA U
TEXHUTE JEHCTBUTEITHU COOCTBEHUIIH.

3a yoocmosepseane Ha moga obcmosmencmeo yuacmuuxvm ciedsa oa nonvinu eEEJ[OII.

2.Kpurepuu 3a noaoop HA YYACTHHIINTE

2.1. ToaHocT (MPaBOCMOCOOHOCT) 32 yNIPakHsABaHe HA NMPodeCHOHATHA JIeiiHOCT

2.1.1. Ungopmayusa 3a BIUCBaHE HA YYACTHHUIIUTE B THPrOBCKU PETUCTHD B JIbpKaBara-
YJIeHKa, B KOSITO € YCTaHOBEH: nocousa ce B eEE/[OI1.

* Cwenacno Ilpunooicenue XI xom Jupexmusa 2014/24/EC, 3a Penybauxa bwaeapus
peaucmuvpom e ,, Topeoscku pecucmuvp “.

2.1.2. YyacTHHULMTE B IpoLEeAypaTa € HeoOXOJMMO Ja MMAaT IpaBO Jia M3BBPLIBAT ThProBUS Ha
€po C JIEKapCTBEHU NPOAYKTU B choTBeTCTBUE ¢ HOpMmHUTe Ha 3JIIIXM. VuactHunure cinensa na
IIpUTEXKABAT BaJIUAHO PasperieHue 3a ThbproBUs Ha €ApO W/MIM BHOC Ha JEKAPCTBEHU INPOIYKTH,
n3nageHo ot MAJI win perynaTopeH opraH Ha Apyra Abp)KaBa-djIeHKa, IO pena Ha ['naBa neBera
Twprosus Ha eapo ¢ aekapcTBeHH nNpoaykTu Ha 3JITIXM.

VYuyacTHMLMTE chenBa Aa npurexasar juuensus no uin.32 or 3KHBII, ako ce odepupar
HapKOTHYHH BEILIECTBA WIH IPEKYPCOPH.



Unghopmayusma ce nocousa 6 Yacm 1V: Kpumepuu 3a noobop om eEE/[OII.

HoxkazarencrBa 3a nexnapupanute B EEJIOIl oGcrositencTBa ce MpeacTaBAT MPH YCIOBHATA Ha
.67, an.5 u an.6 ot 3011

2.2.xoHOMHIYeCKO U (UHAHCOBO CHCTOSIHHE

B HacTosAImara 06HICCTB€H3 IopbukKka HE CC IIOCTAaBAT H3UCKBAHHA 3a HKOHOMHUYCCKOTO H
(1)I/IHaHCOBOTO CBbCTOAHUC HA YHACTHHUIUTEC.

2.3.Texuuuecku u npodecuonainm cnocodoHoctru. Jlokaspane.

3a BCHUKH HOMEHKJIATYPH

1.YuactHurnuTe TpsOBa Ja MNPUTESKABAT BaIMIHA CHCTEMa 3a VIPaBJICHHE Ha KadeCTBOTO
crotBeTcTBama Ha craaapT bJIC EN ISO 9001:2015 wnmm exBuUBalIeHT, C MpPEeIMETeH 00XBar
JOCTaBKa Ha JICKApCTBEHHW IPOJYKTH, HW3JIaJCH HAa WMETO Ha YyJYacTHHKA OT aKpeIUTHUpaHa
WHCTUTYIMS WJIM arcHIMS 3a yIpaBJICHHE Ha KAdeCTBOTO WJIM JPYTH JOKa3aTelCcTBa 3a
CKBHBAJICHTHU MEPKH 32 OCUTYpsIBaHE Ha Ka4eCTBOTO.

Ungpopmayuama ce nocousa 6 Yacm 1V: Kpumepuu 3a noooop om eEEJ[OII.

Jloxazarencta 3a aeknapupanute B eEEJIOIT oGcTosTencTBa ce mpeacTaBaT Ipyu yCIOBHUAITA
Ha 41.67, ain.5 u an.6 ot 30I1.

2.4. U3uckBanns KpbM vyacTHHIM O0enHeHUS

B cnyqaﬁ, Y€ YYAaCTHUKBT YJaCTBa KaTO O6€,Z[I/IH6HI/IC, KOCTO HC € PpPEruCTpupaHo KaTo
CaMOCTOSATCIIHO HOPpUIAUYCCKO JIHMIEC, CHOTBCTCTBHCTO C KPUTCPUUTEC 3a HO,Z[60p C€ JOKa3Ba OT
O6€I[I/IHCHI/IGTO Y4YaCTHUK, a4 HE OT BCAKO OT JiMllaTad, BKIIFOUYCHU B HCTO, C U3KIIFOYCHHUC Ha CbOTBCTHA
perucTtpanusd, MnmpeacraBaiHC Ha CepTI/I(bI/IKaT WM ApYyro YCJIOBHUE, H606XO,I[I/IMO 3a U3IIBJIHCHHUC Ha
Iopbp4YKaTa, CHIJIACHO HU3UCKBAHUATA HA HOPMATUBCH WJIN AIMUHHUCTPATUBCH AKT H C’LO6pa3H0
pasnpeACIICHUECTO Ha YYaCTUCTO Ha JiMlaTa NpH H3IBJIHCHUC Ha HeﬁHOCTHTe, NpeaABUACHO B
A0T0BOpa 3a Ch3/1aBAHC HA O6€,I[I/IH€‘HI/IGTO.

BB310okuTensaT He MOCTaBs KaKBUTO M Ja € M3UCKBAHUSA OTHOCHO IIpaBHATAa (I)opMa, Ioa KoOsATO
O6€,Z[I/IHCHI/ICTO e y4acTBa B MpoLcaypara 3a Bb3Jlal'aHC Ha ITIOPbYKATA.

Koraro YYaCTHUKBT € O6€I[I/IH6HI/IG, KOCTO HC € PCTUCTPUPAHO KATO CAMOCTOATCIIHO TOPUANYICCKO
Jane, Ce MpeaAcCTaBs YUPCAUTCIIHUA aKT, CIIOPA3YMCHUC W/Unu ApYyr NpHUIIOKUM JOKYMCHT, OT KOWTO



7la € BUAHO MIPABHOTO OCHOBAHUE 3a Ch3JaBaHE HA 0OCIMHEHUETO, KAaKTO M clieHaTa HHpopManus
BBB Bpb3Ka ¢ KOHKPETHATa OOLIECTBEHA IOPBYUKA:

1. npaBaTa u 3aABJDKEHUSTA HA YYACTHUIIUTE B 00CIMHEHHUETO;

2. 1eWHOCTUTE, KOUTO 1€ U3ITBJIHSABA BCEKH WIEH Ha 00€AMHEHHUETO;

3. yroBapsiHe Ha COJIUJapHa OTTOBOPHOCT MKy YUYAaCTHUIIUTE B 00CTHHEHUETO.

KoraTto yyacTHUKBT € 0OeMHEHNE, KOETO HE € IOPUAMYECKO JIMIIE, Cie/lBa Ja ObJe onpeaeieH 1
MIOCOYEH MapTHBOP, KOWTO Ja MPEICTaBIIsiBa 00CICHEHNETO 3a IIEJTUTE Ha HACTOAIIaTa 00IIeCTBEHA
MOpPBHYKA.

B cnyuait ye obenunenuero e perucrpupaHo no BYJICTAT npenu narara Ha mojaBaHe Ha
odpepraTta 3a Hacrosmara oOmecTBeHa mnopbuka, ce mocouBa BYJICTAT w/wmm npyra
uaeHTUGUIHpama HHPOpManus B ChOTBETCTBHE ChC 3aKOHOJATEICTBOTO HAa Abp)KaBaTa, B KOSTO
YYaCTHUKBT € YCTaHOBEH, KaKTO U aJpec, BKIIOYUTEIIHO E€JIEKTPOHEH, 32 KOPECHOHACHILIUS IpHU
MPOBEXKIAHETO Ha Tpolenypara. B cimydaii, ye obenunennero He e peructpupano no bYJICTAT,
IIpY BBb3JIaraHe M3IBJIHEHUETO Ha JEWHOCTHUTE, MpeIMET Ha Hacrosulara OOIIeCTBEHAa MOPbHUKa,
YYaCTHUKBT cienBa na u3Bbpuin perucrpauusrta no BYJICTAT, cnen yBepoMsBaHETO My 3a
U3BBPIIEHOTO KJIACUPaHE U IPEeIu MOANICBaHe Ha JOrOBOpa 3a Bb3JIaraHe Ha MopbhyUKaTa.

2.5. U3noJ13BaHe KANAIMTETa HA TPEeTH JINIA

1.YyacTHunMTe MoraT Ja ce M030BaT Ha KamaluTeTa Ha TPETH JIWIlA, HE3aBUCUMO OT TpaBHATa
BpB3Ka MEXIY TSIX, 10 OTHOIIEHHWE HA KPUTEPHUHUTE, CBHP3aHU C MKOHOMUYECKOTO U (DMHAHCOBOTO
CHCTOSTHUE M TEXHUYECKUTE CITIOCOOHOCTH.

2.Ilo oTHOUIeHHE Ha KpPUTEPUUTE, CBBP3aHU C MPOo(ecHOHANTHA KOMIIETEHTHOCT, YYaCTHUIIUTE
MOrar Ja ce MOo30BaT Ha KamaluTeTa Ha TPEeTH JIMIa caMO ako JiMlaTa, ¢ YAUTO OOpa3oBaHHUE,
KBaJIM(UKALMS WK OMUT Ce J0Ka3Ba U3IIBJIHEHHE HA N3MCKBAHUATA HA BB3JIOKUTEIS, 1€ y4acTBaT
B M3IBJIHEHUETO Ha YacTTa OT MOPBhYKaTa, 3a KOATO € HE0OOXOIUM TO3H KaraluTeT.

3.KoraTto yuacTHHUKBT ce I030BaBa Ha KamaluTeTa Ha TPETH JIMIa, TOM TpsiOBa 1a MOXKe J1a JOKaxe,
ye IIe pas3mnoJiara ¢ TEXHUTE PecypcH, KaTo MPEICTaBU JTOKYMEHTH 3a MOETUTE OT TPETHUTE JIMLa
3a]IbJKEHUSL.

4. Tperute nuua TpsOBa Ja OTrOBapsT Ha CHOTBETHUTE KPUTEPHUM 3a MOAOOP, 3a JOKA3BAHETO Ha
KOUTO YYaCTHUKBT CE€ M030BaBa HAa TEXHMs KamalMTET U 3a TAX Jla He ca HallMlleé OCHOBAHMATA 3a
OTCTpaHsBaHe OT MpolieypaTa.

5.BB3710KUTEIAT H3KUCKBA Y4aCTHHUKa Ja 3aMC€HHU IIOCOYCHOTO OT HETO TPETO JIMIE, aKO TO HE
O0TTroBaps Ha HAKOE OT YCJIOBHsATA 110 T.4.

6.BB3710KUTEIAT U3UCKBA cojimaapHa OTTOBOPHOCT 34 U3MBJIHCHUCTO HA MOPBUYKATA OT YHACTHHUKA
n TpETOTO JHUIIEC, YMNATO KalallMTeT C€ M3MO0J3Ba 3a JOKa3BaHE Ha CHOTBETCTBHUE C KPUTCPUUTE,
CBBbP3aHu C HKOHOMHUYCCKOTO U (I)I/IHaHCOBOTO CBbCTOAHHC.

7.KoraTto y4yacTHUK B mpoleaypara € ooequHeHrue OT (PU3MYECKU W/WIH IOPUAWYECKH I, TOU
MOXE Jla JIOKaKE HM3IBIHCHUETO Ha KPUTEPUUTE 3a MOJA00p C KalaluTeTa Ha TPETH JIMIA IpH
Cria3BaHe Ha YCJIOBHATA O T.2 — 4.

2.6. HHoam3nbJaHuTe I n

1.yqaCTHI/IHI/ITe noco4yBaT B OQ)epTaTa MNOAUBITBJIHUTCIIUTEC U A€JIa OT MOpPbYKATa, KOUTO IIIe UM
BbB3JIOKAT, aKO Bb3HaAMCpsABAT Ja U3IIOJI3BAT TaKHBA. B To31 cnyqaﬁ TC TpH6Ba Jda OpeacTaBAT
A0Ka3aTCJICTBO 3a IMOCTUTC OT NOAUIIIBJIIHUTCIINTEC 3aAbJIDKCHU .
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2.ITogu3nbHUTENNTE TPSAOBA A2 OTTOBAPAT HA CHOTBETHUTE KPUTEPUU 3a MOI00P CHOOpa3HO BUIA
U JieJa OT MOpbYKaTa, KOWTO 1€ M3MBJIHSIBAT, W 3a TAX Ja HE Ca HAJWIE OCHOBAHMS 3a
OTCTpaHsBaHE OT IpOLEAypaTa.

3.BB3I0KUTENAT N3UCKBA 3aMsIHA HA TIOIU3ITBIIHATEN, KOWTO HE OTTOBAaps HA YCIOBHSITA IO T. 2.

4. Koraro yacTTa OT OpbhYKaTa, KOATO C€ U3ITBIHSABA OT MOAU3IIBIHUTEI, MOXKE J1a ObJie MpeaaieHa
Kato oOTAeleH OOEKT Ha U3MNBJIHUTENS WIM Ha BB3JIOKUTENS, BB3JIOKUTEIAT 3aruiaia
BB3HArPAXKJICHUE 32 Ta3H YaCT HA TOAU3ITBIIHUTEIIS.

5.Pasmnamanusita 1o 1. 4. ce OCBIIECTBABAT Bh3 OCHOBA HA MCKaHE, OTIPABEHO OT MOAU3ITBJIHUTEIIS
10 Bb3noxurens upe3 U3MbIHUTENS, KOMTO € JUTbXKEH J1a IO MPEJOCTaBU Ha BB3JIOXKUTENS B 15-
JTHEBEH CPOK OT IOJy4YaBaHETO MY.

6.KeM uckaHeTo mo T. 5, HUSIBJIHUTCIIAT NPEAOoCTaBd CTAaHOBHUIIC, OT KOCTO Ja € BUIAHO JaJIn
OCIIOpBa ITAlTaHUATa UM 4aCT OT TAX KaTO HEABJIKUMH.

7.BB3N0OKHUTENAT UMa TMPaBO Ja OTKaXe IUIamaHe 1Mo T.4., KOraTo HMCKaHETO 3a IUTalllaHe €
OCTIOPEHO, 10 MOMEHTA Ha OTCTPaHsABAaHE HA MPUYMHATA 32 OTKA3a.

8.HpaBI/maTa OTHOCHO IUPCKTHUTC pasijialllaHuA C MOAWU3IBJIHUTCIIN €Ca IMTOCOYCHH B HACTOAMNIaTa
AOKYMCHTAaIUs 3a 06H1€CTB€HaTa IOpBHYKa U B ITPOCKTA HA JOTOBOP 3a Bb3JIaraHE Ha MOpbUKaTa.

9.He3aBucuMO OT BB3MOXKHOCTTA 3a M3I0JA3BaHE Ha MNOAUSIBJIHUTEIIN OTrOBOPHOCTTAa 3a
HU3I'BJIHCHUEC HA JOTr0OBOpaA 3a O6H.[€CTBeHa MOpBHYKa € Ha U3ITBJIHUTECIIA.

10.Crex ckmoyBaHEe Ha JOTOBOpPa M HaW-KbCHO TPEIH 3al0o4YBaHe HA W3IMIBIHEHHETO MY,
U3IBJIHUTENSAT yBEIOMSBA BB3JIOKUTENS 32 UMETO, JAaHHUTE 3a KOHTAKT M MpPEJICTaBUTEIUTE Ha
MOAM3IBIIHUTENNTE, TOCOUEHU B odeprara. M3MbIHUTENAT yBEJOMSIBA BB3JIOKUTENS 32 BCAKAKBU
MIPOMEHH B IIpeocTaBeHaTa nHpopMalus B X012 Ha U3II'BJIHEHUETO Ha OphUKATa.

11.3amgHa WM BKJIIOYBAaHE Ha MNOAUSIBIHUTEIL IIO BPEMC HAa H3NBIHCHUC HaA JOTOBOp 3a
O6HICCTBeHa IMOpHYKa CC€ JOIMYyCKa IM0 HM3KIHYCHHUEC, KOraTo0 BB3HHUKHC HGO6XOI[I/IMOCT, aKo ca
HU3I'BJIHCHU €AHOBPEMCHHO CJIICAHUTC YCIIOBUSA:

»  3a HOBUA MOAU3ITBJIHUTEII HE Ca HAJIMIIC OCHOBAHHATA 3a OTCTPAaHABAHC B IIpoLCaAypara,

» HOBUAT TOJW3IBIHHUTENT OTroBaps Ha KPHUTEPHHUTE 3a MOAOOpP, HAa KOUTO € OTroBapsul
MPEIUITHUAT MOJU3IBIHUTEN, BKIIOYUTEIHO MO OTHOIIEGHUE Ha JieJia U BUAA Ha JEWHOCTHUTE,
KOUTO 1€ U3I'BJIHABA, KOPUTUPAHU CHOOPA3HO UBITBIHEHUTE O MOMEHTA ACUHOCTH.

12. Ilpu 3aMsHa WM BKJIFOYBAHE HA TOJU3IBJIHUATEN, U3MBJIHUTEIAT MPEACTaBS Ha BB3JIOKUTEIS
BCHYKHM JIOKYMEHTH, KOWUTO JIOKAa3BaT M3MBJIHEHUETO Ha ycJIOBHATAa mo T.11., 3aeqHO ¢ Komue Ha
JIOTOBOPA 3a MOAU3ITBIHCHUE WU HA JAOMBIHUTEIHO CIIOPAa3yMEHUE B TPUIAHEBEH CPOK OT TAXHOTO
CKJII0YBaHe, chriracHo wi.75,an.2 ot IITT30I1.

Jluye, koemo yuacmea 8 obeduneHue uiu e 0aio cveracue u Queypupa Kamo noOUusNvIHUMmMeNl 8
ohepmama Ha Opye y4acmHuk, He Modce 0a Npedcmaess camocmosimenua ogpepma. B npoyedypa 3a
8b3NacaHe HA 00WECMEeHa NOPLUKA eOHO (DU3UUEeCKO WU FOPUOUYECKO JuYye Modce Od Y4acmed
camo 6 eoHo obeduneHue.

Cevpsanu auya no cmucvia na §2,m.45 om Jonvinumenuume pasnopeoou na 3011 ne mozam oa
OvOam camocmosmenHy y4acmuuyl 8 eOHa U cvya npoyedypa.

IV. KPUTEPUM 3A BB3JIATAHE HA IIOPBUKATA
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OOmiecTBeHaTa MopbhYKa Cce Bb3jIara Bb3 OCHOBA HAa MKOHOMHUYECKHM Hai-m3rogHara odepra mpu
kpurepuii ,, HAU-HUCKA HHEHA.

Be3noxurenar He pasricxkiga TCXHUYCCKUTC MNPCAJIOKCHUA HaA YYaCTHHIUTE, 3a KOHUTO €
YCTaAaHOBCHO, Y€ HC OTrOBapsiAT HA U3HMCKBAHUATA 3a JIMYHO CBCTOSIHHUC U HA KPUTCPUUTC 34 HOI[60p.
LleHOBOTO TMpeIO’KEHHWE HAa YYaCTHHK, 4YMATO odepra HE OTroBapss Ha H3UCKBAHHATA Ha
BB3JIOKHUTENS, HE C€ OTBAPSL.

Besiko mpemiokenue, A0MycHATO J0 OLIEHKA, OoTroBapsio Ha u3zuckBanusta Ha 30I1, TITI30I1 u
MIOCTABEHHUTE OT BB3JIOXKUTEIS YCIOBUS, € CE KJacupa Bb3 OCHOBA HAa KPUTEPH Hall-HUCKA IICHA.
Ha mbppBO MsACTO ce Kiacupa yYaCTHHUKBT, NPEAJIOKWI Hal-HHCKa HeHa. OcrtaHanmure oQepTH
3aeMaT MeCTa B KJIACHPAHETO 10 HU3XOSI PEel.

Cerinacno un. 72, an. 1 30Il, korato npeioxenue B opepraTa Ha y4acTHUK, CBbP3aHO C LIEHA,
KOSITO TIOJIJICKHU Ha OLICHSBaHE, € ¢ moBede oT 20 Ha CTO MO-OJarompUsTHO OT CPeAHATa CTOMHOCT
Ha TIPEIOKEHUATa HA OCTAHAJIUTE YYACTHUIM TIO CBINUS TMOKa3aTel 3a OLEHKA, BB3IOKUTEISAT
M3HCKBA MMOIpOOHA MMCMeHa 000CHOBKA 3a HAUWHA HAa HETOBOTO 00pa3zyBaHe, KOSITO CE TPEICTaBs B
5-7IHEBEH CpPOK OT MOJIydyaBaHe Ha HCKAHETO.

V. TEXHUYECKA CIIEHU®UKAIIUA

B mnpeamera Ha oOmiecTBeHaTta MOpbYKAa Ca BKIIIOUEHU JIEKAPCMGEHU RNPOOYKMU, KOUTO ca
noapoOHo omucanu B Texuuueckara cnenubukanus (Ilpunoscenue N 2), KbJeTO ca BKIIOYCHH
nopeaua OT KOHKPETHO OIpeieieHd apTUKyIW - HOMEHKIaTypu. Bceska HomeHKnaTypa e
0003Ha4YeHa cbC COOCTBEH MOPEJEH HOMEp, OMMCAHUE 110 T€HEPUYHO HauMEHOBaHHE, JIEKAPCTBEHA
(opMa U KOJINYECTBO aKTUBHO BELIECTBO, €IMHUYHA MPKa U MPOTHO3HO KOJIUYECTBO 3a | roauHa.

[IpemnokeHnTe OT y4acTHHUKA JIGKAPCTBEHU TPOIYKTH, CIIeJ[Ba HAITBJIHO JIa OTTOBAPAT Ha
M3HCKBaHUATA Ha Bwb3noxutens B TexHuyeckute CcrenUPHUKANUKA IO OTHOIICHHUE Ha
MMOCOYCHUTE TEHEPUYHO HAaNMEHOBAHHE, JIEKapCTBEHA (JOpMa, KOJTMYECTBO aKTHBHO BEIIIECTBO
U equHWYHA Msapka (Tabum., ami., ¢ur. win ap.) - (HpunoscenueNe 2), HepasaenHa 4act oT
HACTOSIIIATa TOKyMEHTAIIHSI.

VI. CHIEUU®UYHU U3NCKBAHUS KbM U3ITBJIHEHUETO HA IOPBYKATA

. Koraro y4yacTHUKBT HE € NpPOU3BOJAMUTEN HA MpeUlaraHus NPOJYKT, TOW clieBa Ja €
OTOPHU3HPAH OT MPOU3BOJUTENS HA MIPOAYKTA WK OT YI'BJIHOMOILEH IPEICTABUTEIN ChC CIELUATHU
WM U3KIIOYUTENHU TIpaBa 3a Mpojax0a Ha ChOTBETHUS MPOIYKT HA TepuTopusata Ha PemyOnmka
bbarapus.

3a ymocToBepsBaHE Ha TOBa OOCTOSTENCTBO M chriacHo wi.39, am.3, Oyksa , x“ ot IIII3O0II,
YYAaCTHUKBT MPEACTABS B OPUSUHAN UU 3a6epeHo Konue Omopu3ayuonno nucmo, N31aJeHo0 Ha
HEroBO MME€ (8aNUOHO 3a CPOKA 3a U3NBIHEHUE HA NOPbYKAmMa), OT IPOU3BOIUTENS Ha opepupaHus
MPOJIYKT, B CIIy4ai, 4e € Ha UyK] €3UK ClIeJIBa Jla Ce MPEJCTaBH B MPEBOI. B Hezo 3advaicumento
oa 0voam ynomenamu KOHKpemHUme J1eKaApCmeeHu NpPOoOYKmu, 34 KOUmO YHYACHIHUKDM e
OMOopu3uUpan.
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e M3uckBaHMs KbM JEKAPCTBEHUTE NPOAYKTH

1.0depupanute JeKapcTBEHUTE NPOAYKTH ClIe[Ba Ja NPUTEKABAT BAJTUJHO pa3pelieHUe 3a
yrnoTpeba B cTpaHara, uzaaaeHo no pena Ha 3JIIIXM unu Ha Pernmament (EO) Ne726/2004 r. u na
Opaar BrmoueHW B [lpunoowcenue Ne 2 na IlozumusHus nekapcmeeH CHUCHK, AKTyalleH KbM
KpaifHUs CPOK 3a IMoJaBaHe Ha OepTHTE.

Benukn odepupann menu cieaa na 0paar (GopMuUpaHH B CHOTBETCTBHE C HM3UCKBAHUATA Ha
Hapenbarta 3a ycioBusATa, mpaBuiaTa W pela 3a PErylHpaHe W PETUCTPUpaHE Ha IICHUTE Ha
nekapctBenuTe npoayktu ot 30.04.2013r.

2.JlexapcTBeHHTE TIPOIYKTH ClIeJBA J1a OBJAT C ABPKABHO PEeryaupaHa IeHa ChrilacHO Wwi.26la ot
3JIIIXM.

3. BB310oKHUTENAT ONpenenss MaKCUMaJIeH CPOK 3a JIOCTaBKaTa Ha JIEKapCTBEHUTE NMPOAYKTH: 00 4
(vemupu) uaca npu cnemnocm v 0o 24 (0sadecem u uemupu) uaca ciej MojydyaBaHe Ha IMUCMEHa
3asiBKa 0T Bb3noxkurens no ¢akc, e1eKTpoHHa MOIa WIH [0 IPYT HauMH.

4.Y49acTHUKBT TPSOBa J1a OCUTYPH He0OX00umume KOJIu4ecmea IeKapCTBEHH MPOTYKTH 332 CPOKa
Ha M3IBIHEHHE Ha JOTOBOpA, B CIlydall de CBHINUAT OBAE OMpEeAeieH 3a H3IMBIHUTEN Ha
oOuiecTBeHaTa MOPbHUKa.

VII.CKJIIOYBAHE HA JJOT'OBOP. TAPAHIIMU 3A U3ITBJIHEHUE. Bb3MOXHOCTHU
3A UIBMEHEHHUE HA JTOI'OBOPA

1.Coraacuo un. 109 30I1, BB3MOXKHATENAT OMpPENeNsl 3a M3IMBIHUTENT Ha MOpbhUYKAaTa yJaCTHHUK, 3a
KOTOTO Ca M3MBJIHCHU CICAHUTE YCIOBUSI:

1.1. He ca HanuUIle OCHOBAHUSATA 32 OTCTPAHSABAHE OT MPOIEaypaTa, OCBEH B CIlydauTe 1o 4i. 54, aj.
3 1y 56, an. 3 3011,

1.2. oTtroBapsi Ha KPUTEPUUTE 3a TIOI00P.

2.Cwrimacuo 4. 58 30II 3a moka3BaHe Ha JMIICara Ha OCHOBAHMS 3a OTCTPAaHSIBAaHE YYaCTHUKBT,
n30paH 3a M3IIBIHUTEI, TIPEICTaBS:

2.1. 3a oOcTosiTencTBara o wi. 54, an. 1, T. 1 - CBUOETENCTBO/a 38 CHINMOCT;

2.2. 3a 00CTOATENCTBOTO MO Wi. 54, ai. 1, T. 3 - yIOCTOBEPEHHE OT OPraHUTE MO MPHUXOAUTE U
yIIOCTOBEpEHUE OT OOIIMHATA IO CEAATUIIETO Ha BB3IIOKUTENS U HA YIaCTHUKA,

2.3. 3a o0crosATeNncTBOTO MO wi. 54, an. 1, T. 6 - ymocToBepeHue oT opranute Ha M3mbiaHUTENHA
areHius "' aBHa nHCHeKus no Tpyaa';

2.4. 3a obcrosiTenctBara mo wi. 55, an. 1, 1. 1 - ymocroBepeHue, U3AaeHO OT ATEHLHUATA IO
BIIMCBAHHUSTA.

3.BB3I0KUTENAT HM3UCKBA OT ONpPEACICHUS H3IBJIHUTEN Ja NPEIOCTaBH TrapaHIUs, KOATO Ja
o0e3meun M3MBJIHEHUETO Ha JIOTOBOpa. ['apaHiusaTa 3a U3MIBIHEHUE clieqBa aa € B pasmep Ha 1 %
(edun npouenm) OT CTOWHOCTTA Ha JIOTOBOpA 3a obmiecTBeHa nopbuka 6e3 I/1C.

Cowraacuo ui. 111, an. 5 30I1 rapaniuure ce NpeocTaBsAT B €HA OT CIEAHUTE GOPMHU:

3.1. mapuyHa cyma;

3.2. baHKOBa TapaHIus;

3.3.3acTpaxoBKa, KOSTO oOe3meuaBa U3MBIHEHWETO Ype3 IOKPUTHE Ha OTTOBOPHOCTTA Ha
U3ITBIHUATEIISA.
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Iapannumsra o T. 3.1 win 3.2 MOXe Ja ce MpeloCTaBu OT UMETO Ha M3IBIHHUTENS 32 CMETKa Ha
TPETO JIUIIE - FapaHT.

4.Y4aCTHHKBT, OTPECICH 3a M3IMBIHUTEN, U30upa caM gopmaTa Ha rapaHIHsTa 3a M3IMBIHECHUE
WJIM 32 aBaHCOBO MPEJOCTaBEHUTE CPECTBA.

5.Korato u30paHusT M3OBIHUTEN € OOEAMHEHHE, KOETO HE € IOPUAMYECKO JIMLE, BCEKU OT
CHAPYXHUIUTEC B HEI0O MOXKEC Ia € HapCAUTCII I10 OaHKoBaTa rapaniys, CbOTBETHO BHOCHUTCI Ha
cyMarta 110 rapaHLusTa WK TUTYJISp Ha 3aCTpaxOBKara.

6.YcnoBusara u CPOKOBCTC 3a 3adbprKaHC HIIN 0CBOOOXK]aBaHE HAa rapaHiydaTa 3a U3IBJIHCHHUEC Ca
YKa3aHu B I10TrOBOpa 3a obOniecTBeHaTa MOopbHUKa.

7.I1pu mpeycTaBsiHe HA TapaHIMATA 332 M3TBJIHEHUE BHB BUJ Ha TUIATEXKHO HApEXIaHEe - TapuIHaTa
CcyMa ce BHACS 10 CMETKa C TUTYJISIP:

» CBAJIO — Xackoeo” EOO/

wPatigpaizenoanx” EAJ/]

IBAN:BG46RZBB91551085617715, BIC:RZBBBGSF,
WJIU B Kacara Ha Je4eOHOTO 3aBe/ieHne B Ip. XackoBo, Oyi. ,,CreauHeHue” Ne49.

8.KoraTo ygacTHUKBT H30epe rapaHIusaTa 3a H3MbIHCHHUE 1a ObJe OaHKOBA TapaHITs, TOraBa TOBa
TpsiOBa na Ob1e Oe3ycioBHA, HEOTMEHMMA M M3UCKyeMa TPH ITbPBO MUCMEHO MOUCKBAHE, B KOETO
Bb3n0kuTensT 3as8Bu, y€ U3MBIHATEIAT HE € U3ITBIHUI 33IbJDKCHHE TI0 JIOTOBOpa 3a Bh3JIaraHe Ha
obOmecTBeHara mophyka. ChC CpOK Ha BAIMTHOCT Ha OaHKOBaTa TapaHIUs Haii-manko 60
/mectaecer/ AHU cieq U3THYAHE CpOKa Ha IOTOBOPA.

9.Koraro ydacTHUKBT W30epe rapaHiusiTa 3a U3IBJIHCHHE Ja ObJIe 3aCTpaxoBKa, KOATO 0Oe3eyaBa
W3ITBIHEHUETO Ype3 TMOKPUTHE Ha OTTOBOPHOCTTa HA W3IIBJIHUTENS, CPOKBT Ha BAJIUIAHOCT Ha
3acTpaxoBKara TpsOBa qa Ob/e Haii-manko 60 /mectaeceT/ IHU Cliea M3THYAaHE CPOKA Ha IOTOBOPA.

10.BB310KUTEAT M€ 0CBOOOIM TapaHIMsTA 3a M3M'BIHEHHUE, 0€3 Ja ABJKU JIMXBH 3a MEpUO/Ia,
Mpe3 KOMTO CpeicTBaTa 3aKOHHO Ca MPECTOSIIN IIPU HETO.

11.BB370KUTENAT CKIIOYBA MUCMEH JOTOBOP ¢ U30paHus 3a U3M'BJIHUTEN YYACTHHK I10 pela U Mpu
ycinousita Ha wi.112 or 3akoHa Ha oOmecTBeHHM MOpbukH. [lpw moamucBane Ha J0roBOpa
YYaCTHUKBT, U30paH 3a U3MBIHUTEIN € ATbKEH J1a MPEe/ICTaBU IOKYyMEHTH B CbOTBETCTBUE C Wi. 112
an. 1 or 30IL

12. HpI/I OTKas, OMJI0O TO IUCMEH HIH MbJIYaJIMB, OT CTpaHa Ha M3nbpnHuTens 3a J0oCTaBKa Ha
HpOI[YKT/I/I, npeaMeT Ha J0IoBOpa, Bb3noxurenar umMa nbIHOTO IIpaBoO [a 3aKylun HpOIIYKTa/I/ITe,
YIIOMCHATHU B 3asiBKaTa, 34 KOATO € HAIPpABCH OTKa3a, OT APYro M:ACTO (I[pyr I[OCTanI/IK), KaTo
pas3jinkaTa B O€HaTa MOXCE Ja CC€ YABbPIKHU OT rapaHlusTa 3a U3NBIHCHHUC HAa JOTIOBOpa HIINM YpPE3
IIpUXBAIIAHC HA ABJDKUMU CyMHU.

13. Bb3M0:KHOCTH 32 H3MEHEHHUE Ha 10roBOpa

CernacHo wi. 116, an.1, 1. 1 ot 30I1 ce npeaBuxaaT cieaHUTE Bb3MOKHOCTU 32 U3MEHEHHE
Ha JIOroBOpa:

1. IIpu numnca Ha HOB JOTOBOP ChC CHIIMS MPEAMET, CKItodeH mo pena Ha 3011, noroBopsT
MPOIBIKABA CBOETO JICHCTBUE /IO CKIFOYBAHETO HA HOB JIOTOBOP, HO HE MOBeYe OT 6 Mecera.
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CroiiHocTTa Ha JOroBOpa C€ OIpeleNs KaTo IpeJIoKeHaTa ILIeHa € 3a M3IIbJIHEHHE Ha
nopbukara 3a 12 mecera, HO Ta3W CTOMHOCT MOJXE Ja C€ yBEJIMYM C JO0 €JHa TpeTa 3a
oOe3reyaBaHe M3MBIHEHUETO Ha JIOTOBOpA IO MpeIBUACHATa ONIMS 3a HW3MEHEHHE Ha
JI0TOBOPA, KaTo 10 TO3W HAYMH ce (opMHpa MaKCUMallHaTa CTOWHOCT Ha JJOTOBOPA.

2. BB3noXuTEenIT MOXKE Ja MPUCTHIU KBbM Pa3XOJBAHETO HA MaKCHMallHAaTa CTOWHOCT Ha
JIOTOBOpa W TMpead HW3THYaHeTo Ha 12 - Te mecenma B Ciydail, e ObaaT H3YEepHaHd
IIPOTHO3HUTE KOJMYECTBA NPOAYKTHM OT €JHA WM I[0BE€YE HOMEHKIATYPHH EIUHULHA
BCJIE/ICTBUE Ha YBEJIIMYEHHs] OpoM MAalMeHTH, NOJUIOKEHH Ha Tepamnusi CbC CHOTBETHUTE
JIEKAPCTBEHU IPOLYKTH.

3. Bo3noxureaar Moxe Ja 3as4BH JO0CTaBKaTa Ha IMO-TOJICMU KOJIUYCCTBA MPOAYKTH OT €aHA
HJIM MMOBEYC HOMCHKJIATYPHU CAWHUIIM, HO CaMO B PAMKHUTC Ha MaKCHUMaJlHaTa CTOMHOCT Ha
JOTOBOPA.

4. OdepupaHute IeHM 3a ONAKOBKAa Ha JIEKAPCTBEHHUTE MNPOAYKTH ca (QUKCHUpAaHU U HE
MoJUIe’KaT Ha IMPOMsIHA 3a CpOKa Ha JieiicTBue Ha Jorosopa. Ilo m3kitoueHue 1OroBOpeHUTE
IIEHH TI0 JOTOBOpa MOJXKE JIa Ce M3MEHST BHB Bpb3Ka ¢ mpoMeHu B Hapenbata 3a ycnoBusra,
MpaBHJIaTa U pefia 3a PeryJrupaHe U PETUCTPUPAHE Ha IEHUTE Ha JIEKAPCTBEHUTE MPOIYKTH OT
30.04.2013r., mpaBem HEBB3MOXKHO W3MBIHEHHETO Ha JIOTOBOpa IpPU JOTOBOPEHHTE
YCIIOBHSI.

5. B ciydaii, 4e B cpoka Ha JIOTOBOpa IBP’KaBHO peryaupaHaTa IieHa chriacHo wi26la ot
3JIIIXM Ha HSKOM OT JIEKapCTBEHHWTE MPOAYKTH CTaHE IO-HUCKA OT JOTOBOPEHATA,
W30BIHUTENAT € JUThKEH CBOEBPEMEHHO J1a IPOMEHM 1I€HaTa, Ha KOSATO JOCTaBsl CbOTBETHUTE
JIEKAPCTBEHUTE MPOAYKTH, B ChOTBETCTBHUE C ONpe/esieHaTa ieHa B [103UTUBHMUS JIEKapCTBEH
CIIUCHK, CYUTAHO OT JaTaTa Ha mpomsiHa. B ciydaii, ye He yBenoMHu Bb310KUTENS MUCMEHO B
S—IHEBEH CpOK 3a IMpoMsHaTa M HEe NPOMEHH IeHaTa, Bb3J0XuTenaT Iie 3armamia
JIEKAPCTBEHUTE NPOAYKTHM II0 IPOMEHEHAaTa I€HA, CYMTAaHO OT Jarara Ha CbhOTBETHATA
Axtyanu3anus Ha [103UTHUBHUS JIEKAPCTBEH CIIUCHK.

6. B cmyuaii, ye B cpoka Ha JOroBOpa HAKOU JIEKAPCTBEHU MPOAYKTH OBIAT U3BAZACHU OT
[Tpunoxxenne Ne 2 Ha [To3uTHUBHUS J€KapCTBEH CHUCHK /MOpay ClMpaHe Ha MPOU3BOJICTBO,
BHOC WM Jpyra npu4uHa/, Bb3noxuTenar Moke Ja 3asBsiBa JOCTaBKara Ha JpYrd
JIEKapCTBEHH MPOAYKTH CbC Chlqusi AHaToMmo-TepaneBTudeH koja /ATC kon/, mo 1eHH,
ompezeneHu mo pena Ha Hapenbara 3a ycnmoBusita, mpaBujaTa UM pefa 3a peryidpaHe u
perucTpupaHe Ha [IEHUTE Ha JiekapcTBeHUTE poaykTu ot 30.04.2013r.

7. B cnydyaii, ye mpUHIMOATBT Ha JIPYKECTBOTO € MPOBEN IMpolieaypa 3a IeHTpaIu3upaHa
JIOCTaBKa Ha JICKAPCTBEHU MPOJIYKTH U MMa CKIIOYEHH PAMKOBHU CIOpa3yMeHHus ¢ u30paHu
m3nbiaautenu, BDB3JIOXKUTEJIAT uma npaBo na mnpekpatu [loroBopa WM HEroBOTO
M3IBJIHEHHUE 110 €/1HAa WIM [0BeY€ HOMEHKJIATYpHU E€IWHMUIM - €JHOCTPAHHO, C METHAJECEeT
JHEBHO MHUCMEHO mpeau3BecThe, 0e3 Ja AbDKM HEYCTOMKM Wid oOe3leTeHus U 6e3
HEO0OX0IUMOCT OT JOMBIHUTETHA 000CHOBKA.

W3BbH mocodeHute ciydau, JJoroBopbT Moxke a ObJe U3MEHSH C MUCMEHO AOMBJIHUTEITHO
CHIOpazyMeHHe MpH yclioBuaTa Ha 4il. 116 oT 3akoHa 3a 0011eCTBEHUTE TTOPHUKH.
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VII. YKA3AHHUE 3A ITIOAI'OTOBKA HA O®EPTA

Ogepmume cneosa oa omeosapam Ha usuckeanuama, nocovenu ¢ 30I1, IIII30I] u
Hacmoawume YKA3auus u 3a0bAXHCUMENHo mpadea oa 6voam oQopmMeHu no NPUIOHCEeHUme
KbM 0OKyMEeHmMauuama oopazyu u npuioHcenus.

1.Chrabp:kaHue HA opepTUTE M H3NMCKBAHMSL:

1.1. Onuc Ha npeAcTaBeHUTE JOKYMEHTU - Odpaszey Nel,

1.2.Y4acTHUKBT JeKJIapupa JIMIcaTa Ha OCHOBAaHMATA 332 OTCTPAHSBAHE U CHOTBETCTBHUE C
KPUTEPHUHTE 32 MOI00P Upe3 MPEJICTaBsIHEe HAa €IMHEH eBPOTICWCKU JTOKYMEHT 3a OOIECTBEHU
nopbuku B enektponeH Buj (eEE/OII - Ilpunoscenue Nel).

Ba:xno: Ceriacao wi. 67, an. 4 ot 3011, BeB BpB3Ka ¢ §29, T. 5, 6. ,,a“ or [Ipexoanuten
3amounTenHu pasnopendu Ha 3O0I1, cuutano ot 1 ampun 2018 r. EnunHusAT eBponeiicku
JOKYMEHT 3a OOIIECTBEHH MOPHUKH C€ TPEACTABS 3aTbJKUTEJIHO B €JeKTPOHEH BHU[
(eEEZJOI).

Baw3noxutensat e moarotsua eEEJIOIT 8 XML u PDF ¢dopmar (espd-request) —myonukyBanu
Ha [Ipodmra Ha KymyBaya KbM €JIEKTpOHHATa TPENMHCKAa Ha HACTOsIIaTa OOIIEeCTBEHA
noppuka. @aitner B PDF ¢opmar e ymoben 3a mpersen, a to3um BbB ¢opmar XML e
MOAXONAL] 3a KOMMIOTbpHa oOpaboTka. Cucremata € JOCThIIHA AMPEKTHO Ha ajpec
https://ec.europa.eu/tools/espd, kakto u upe3 Iloprana 3a obmectBenn mopbuku Ha AOII,
cexumsi POII u e-ycnyru/Enekrponnu yenyru Ha EBponeiickara KoMHUCHSI.

[Ipu usroTBsiHe Ha odepTara CU YHaCTHUKBT CJI€/IBA MIOCOUYEHUTE MO-/10TY CTHIIKU:

- JoctenBa undopmarmonnara cucrema Ha EK Ha amgpec:

- https://ec.europa.eu/tools/espd;

- - N30upa OyTOH ,,0bJITAPCKU €3UK";

- - N36upa OyTOH ,,AKOHOMHYECKH OTIepaTop;

- - N36upa Oyron ,,Mckate na 3apenure (aiin B cucremara’;

- - B mone ,,Kaunrte noxymeHT* 3apekaa U3TETJICHHUS pa3apXuBUpaHus (aii ¢

- pasmmpenne XML (mamp. daitma espd-request.xml) oT eneKTpoOHHaTa MpenucKaHa
HacTosiata mopbuka B [lpoduna Ha KkymyBaua W HOMbIBAa HEOOXOAMMHTE JaHHU B
3apenenara ¢opma Ha eEEJIOII, kato cien mombJBaHETO Ha BCEKUpa3Aed HAaTHCKa OyTOH
,Hampen*;

- Crnen moMbJIBaHETO Ha JAaHHUTE, YYACTHUKBT U3TErJIs (ailiia Ha IOKAIEeH KOMITIOTBD.
Basxno: Koraro 3agpmkenure jmna 1o ui. 54, an. 2 ot 30I1, B ceoTBeTcTBHE ¢ Wi 40 OT
IIT130I1, ca moBeue ot exno B Pazmen II, 6. ,,b Mudopmamus 3a mpencraBuUTeNIUTe Ha
MKOHOMHYECKHUS OTIepaTop ce u3dupa OyTOH ,,+* M ce MOMbJIBAT TOJIKOBA Pa3/eiu, KOJIKOTO ca
3aIbJDKEHUTE JUIA U BCAKO oT Te3u nuua noanucea eEEJIOIL. ChuieBpeMeHHO HsIMa Ipeuka
BCSIKO OT 3aJbJDKEHUTE Jula Aa noanume u npencraBu otaened eEEJIOI, nezaBucumo, ue
JeKJIapupaHuTe 0OCTOSITENICTBA Ca €THU U CHIIIH.

Cucremara 3a eEEJIOII e oHnailH NpUIOKEHHE U HE MOXKE J1a ChbXpaHsBa JaHHUTE, NOPaan
koeto eEEJIOIl B XML w/unu PDF ¢dopmar BuHaru TpsOBa fa ce 3ama3Ba M CbXpaHsSBa
JIOKAJIHO Ha KOMITIOTHPA Ha MOTPeOUTeNsl.
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IIpencrassine Ha eEEJIOII B opeprara:

[Tpu nonaBane Ha odepraTa yyacTHULUTE MpeacTtaBar B onakoBkata EEJIOII B enexTponen
¢dopmat, KaTo ChUIMs cJeABa Aa Oble HU(PPOBO MOANMCAH M NMPHUJIOKEH HA MOJXOASII
ONTHYEeH HOCHTEJ KbM IIaKeTa JOKYMEHTH 3a y4acTue B mporeaypara. PopmMarsT, B KOUTO
CC IPENOCTaBs AOKYMEHTBHT He CJieBa [1a I03BOJSABA peJaKTHPaHe Ha HeroBOTO
ChAbpPIKaHHE.

eEE/IOII ce mpeactaBs 3a Y4YacTHHKA, a KOraro € NPWJIO)KMMO — 32 BCEKH OT
YUYACTHUIIUTE B 00€INHEHNETO, KOETO He € IOPHIANYECKO JIHIIe, 32 BCeKH MOAU3IbIHUTE
U 32 BCAKO JMIE, YMUTO pecypcH e ObAAT AHTaKUPaHUM B WU3NbJHEHMETO Ha
NopbYKAaTa.

[TonaBanero Ha eEEJIOII 3a Bcekn MOAM3IBJIHHUTEN W 3a BCSAKO JIUIE, YUUTO PECYPCH IIIE
ObJlaT aHT@XHUPAHW B M3MBIHCHHETO Ha TOpBhYKATA CE CUMTA 3a ChIVIACHE 3a yJacTHE B

nporeaypara.

! Twi kaTro, KPUTEepUHUTE 32 MOAOOP €a eIHAKBM 32 BCHYKH HOMEHKJATYPH, Ha
ocHoBaHue wi. 47, an. 10 or IIII30II Bb3a0oxkuTessIT J0NycKa NMpeACTaBsiHE HA €IMH
eEEJIOIT .

1.3.lokyMeHTH 3a [OKa3BaHE Ha NPEIANPUETHTE MEPKH 3a HAJISKIHOCT, KOrato e
MIPHIIOKHMO;

1.4 KoraTo y4acTHUKBT € 0OCTMHEHHE, KOETO HE € FOPHUINYECKO JIUIE, Ce MPEACTaBsl KOIHE
OT JOKYMEHT (yYpEeAMTEIHUS aKT, CIHOPa3syMEHHE W/WIM NPyl MPUIOKUM JITOKYMEHT), OT
KOWMTO J]a € BUIHO MPAaBHOTO OCHOBAHHWE 3a Ch3/1aBaHEe Ha OOCTMHEHUETO, KAaKTO W CJeaHaTa
nH(pOopMaIus BbB Bpb3Ka ¢ KOHKPETHATA OOIIECTBEHA OPHUKA:

»  IpaBaTa M 3aIbJDKCHUATA Ha YIACTHUITUTE B 0OCTMHEHUETO,
»  pasnpeescHHEeTO Ha OTTOBOPHOCTTA MEXKY WICHOBETE Ha OOCAMHEHHUETO;
»  JIeHHOCTHTE, KOWTO II¢ U3IIbIHIBA BCCKH YICH Ha 00CIMHCHHUETO.

> B JOKYMCHTA 3a Cb3JaBaHC Ha O6€,Z[I/IH6HI/IC CC ompeacis nmapTHbOp, KOHTO Ja IpeacrasiisiBa
O6€,Z[I/IH6HI/I6TO 3a OCJIMTC Ha 06H_ICCTB6HaTa IIOpBHYKa,

1.5. TexHUYECKO NPELI0KEHHUE, ChAbPKAIIO0:

3a 6cuuKu HOMEHKIamypu.

a) AOKYMCHT 3a YII'BJIHOMOIIABAHC, KOraTO JIMLCTO, KOCTO I10JaBa O(I)epTaTa, HEC € 3aKOHHUAT
MNpEACTAaBUTCII HAa YI4CTHHKA.

0) [IpemioxeHne 3a U3MBIHEHHE HA TOPBYKATa, B ChOTBETCTBHE C TEXHUYECKUTE CIICHU(PUKAIIH U
W3HCKBAHUATA Ha Bb3NOXUTeNnss: Odpazey Ne2 u Ilpunoscenue No2

> Bbes a ce mNpoOMeHsl CTPYKTYPATa, VYACTHHKBHT TMONBLJBA NPEI0CTABEHATA C
nokymentanuarTa Tadanua (Ipuaoxenune Ne 2 ) Ha xaprued u ontudeHd (CD) Hocure.
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B) [eknapaius 3a chriiacue ¢ KJiay3uTe Ha MPOEKT Ha J0TOBOp, CbriaacHo Odpazey Ne3.

r) Jlexnaparus 3a cpoka Ha BATHIHOCT Ha oepTara, chriacHo Qopazey Ned.

n) Jlexmaparnusi, 4e Mpy U3TOTBSHE HAa odepraTa ca Ca3eH! 3abJDKCHUATA, CBBP3aHH C JIAHBIU H
OCHUTYPOBKH, OTIa3BaHE Ha OKOJIHATA CpeJia, 3aKpHJia Ha 3a€TOCTTA U YCIIOBUATA Ha TPY[, CHIIACHO
Oopaszey Nes.

e)Jlexmaparius 3a BCHUKH 3aIbJKEHU JIUIA TT0 cMUCKIa Ha wi.54, an.2 ot 30I1, ceriiacio Oépaszey
Neé.

k) Jlexmapanus 3a JIMIIca Ha CBBP3aHOCT ¢ ApYr ydacTHUK mo wi. 101, an. 11, BbB Bpb3Ka ¢ Wi
107, 1. 4 ot 30I1 Oé6pazey Ne7.

3) Jexnapamus B ciydaute mo wi. 55 ain. 6 ot 3JI[IXM — ceob00en mexcm;

1) OTOpHU3alMOHHU NMCMA — B OPUTHHAJ WJIK 3aBEPEHO KOIHE.

1.6.11eHOBO NpeJIoKeHHEe — ChABPKAIO: Oopazey Ne8 u Ilpunoycenue No3

» TlocraBeHo B OT/AeJIeH 3amedaTaH HeNpo3padyeH IUIMK ¢ Haanuc: "Tlpeajaranu neHoBH
napamerpu''.

> Bbes ga ce NpoMeHsl CTPYKTYPATa, VYACTHHKBHT MONBLJBA NPEI0CTABEHATA  C
noxkymenTanusarTa Taoaunna (Ipuiaoskenne Ne 3) Ha xaptuen u ontuueH (CD) HocuTed.

» Ilpemnoxenure uenu (Llena c/bes /JIC 3a eona onaxoska u Obwa cmounocm c/oez JJ]C)
clenBa aa OpxaT B OBJTApCcKM JieBa W TpsAOBa Ja ObJAT C TOYHOCT JIO BTOPHS 3HAK CIIEH
JeCeTUYHATa 3areTas.

e 3a1ieHa 3a eqHa TalieTka, Karcynia, aMiysia— 10 YeTBBPTHU 3HAK CJIe/1 JJleCeTUYHATa 3ameTasl.

» VY4YacTHUKBT € CANHCTBCHO OTTOBOPCH 34 CBCHTYAJIHO AOITYCHATHU TI'PCIIKWU W IPOIIYCKHU B
HU3YUCIICHUATA Ha IPCAJIOKCHUTC OT HET'O LICHU. HpI/I HECHOTBCTCTBUC MCIKAY CIICKTPOHHATA U TA3U
Ha XapTUCHUA HOCUTCII ICHA € CC B3EMaA IIPCABU/ ITOCIICIHATA.

» Tlpemnaranute IlieHH TpsOBa na (urypupaT eauHcTBeHo B Ilenoeomo  npednoscenue.
VY4YacTHMIIM, KOUTO MO KaKbBTO M Jla € HAYMH ca BKIIOYMIIM HSKbBJE B odepTrara CH M3BBH IUTUKA
“IIpennaranu IEHOBU MapaMeTpu’ €JIEeMEHTH, CBbP3aHU C MpeylaraHata 1ieHa (UM 4acTH OT Hes),
e ObJaT OTCTPaHEHH OT yyacTHe B Ipoleypara.

1.7. dpyru.
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2. IlonaBane Ha oepTa

JIOKyMEHTUTE, CBBbpP3aHM C Y4acCTHETO B Ipoleaypara ce€ HNpPeACTaBAT OT YYaCTHMKA WIM OT
YI'BJIHOMOIIEH OT HErO MPEJCTaBUTEN JIMYHO WM 4Ype3 MOIICHCKA MM APYyra Kypuepcka yciyra ¢
npernopbYaHa rnparka ¢ o0paTHa pasmnucka, Ha ajapec: ep.Xackoeo 6300, oya.,,Cveounenue” Ne49.

JIOKyMEHTHUTE CBBbpP3aHM C y4aCTHETO B IpPOLEAypara ce MPEeACTaBIT OT YYaCTHUKA B 3aleyaTaHa
HENpOo3payHa OIIAKOBKA, BbPXY KOATO C€ MOCOYBa:

HaumenoBanunero Ha Y4aCTHHUKA, BKIOYHUTCIHO YYaCTHUIHUTC B 06CI[I/IH€HI/I€T0, KOorato ¢
MPUIOKUMO; aJIpec 32 KOPECHOHACHIHS, TeeOH U MO BB3MOXHOCT (PakC M EIEKTPOHEH aJIpec;
HAaMMCHOBAHUCTO Ha MOPBHUYKATA U HOMCHKIIATYPUTEC 3a KOUTO CC€ MOJaBaT JOKYMCHTUTC,

OnakoBkaTa BKJIIOYBA JOKYMEHTHTE, cbriacHo T.1- CpabpkaHue Ha odepTHTe W U3HCKBaHUS,
KaKTO M OTJIEJICH 3aleyaTaH Hermpo3paueH ink ¢ Haanuc "[Ipeqiaranu neHoBu mapaMeTpu', KOMTo
ChJIbprKa IEHOBOTO MPEAJIOKEHNE Ha YUaCTHUKA, ChIJIaCHO MpuiiokeHus OOpasel.

!!! Koraro yycTHUK mogaBa odepra 3a mopeue OT eIHA HOMEHKJIATypa B 3ameyaTaHaTa
HeNpo3pavyHa ONAKOBKAa 3a BCAKA OT HOMEHKJATYpUTEe  Cce MNPeACTABAT IOOT/IEJIHO
KOMILJIEKTYBAHM JIOKYMEHTH 10 T.1.5 - TexHu4ecko npeaiokeHue U OTAeJHH HeNpo3payHu
miukoBe ¢ Haanuc "llpeiarany eHoBM napamMerpu'', ¢ mocouyBaHe HA HOMEHKJIATYPAaTa 3a
KOSITO c€ OTHACHAT.

!!! Tl KaTO, KPUTEPHUUTE 32 MOAOOP Ca eJHAKBYU Ha OCHOBaHue 4. 47, aia. 10 ot IIII30II,

Bb3/10:KUTEJIAT I0MYyCKA MPeACTABSIHE HA €1HO 3asiBJeHue 3a yuacTue /enun eEEJIOII .

YyactHunuTe rpynupar/o60cobsiBaT M MOABBP3BAT B MANKW JOKYMEHTHTE M3UCKaHU OT
BB3JIOKUTENS U TEXHUYECKOTO MPEI0KEHHE.

He ce ImpueMar 3asABJICHHA 3a Yy4aCTHC U O(bepTI/I, KOHUTO Ca MNpe€ACTaBCHH CJICA H3THYAaHC Ha
KpaﬁHHfI CPOK 3a 11oJiydaBaHC WJIM B HE3aIllCYaTaHa UJIM CKbCaHa OIIaKOBKa.

Koraro xpM MOMEHTa Ha M3THYaHE Ha KpaﬁHPIH CpOK 3a II0JIydyaBaHC€ Ha O(bepTI/I npea MACTOTO,
OIIPCACIICHO 3a TAXHOTO IIOJaBaHE, BCC OIIC MMaA YaKalllu JIMIa, TC C€ BKIKOUYBAT B CIIMCHK, KOMTO ce
moanrcBa OT NpPEACTAaBUTEII HA BB3JIOXKUTEIIA U OT NPHUCHCTBAIIWUTE JIMIIA. 3asgBieHHATA 3a y4acCTuc
nim O(bepTI/ITe Ha J1dnarta OT CIIMCBhbKa C€ 3aBCXKIAAT B PEruCThpa, KaTo HE CC JOITyCKa IpHEMaHC Ha
3a4BJICHUA 34 y4aCTHUC HIIU O(I)GI)TI/I OT JMIa, KOUMTO HC Ca BKIIIOYCHHM B CIIMCBKA. HonyquHTe
3a4BJICHUSA 34 y4aCTHUC WA Od)epTI/ITe CC IIp€aaBaT Ha IPCACCHAATCIIA HAa KOMUCHATA 3a KOCTO CC
CbCTaBs IMIPOTOKOJI C JAHHUTC. HpOTOKOJ’I’bT CC IOAIKrCBA OT IIp€aAaBalioToO JUIC U OT IMPCACCAATCIIA
Ha KOMHUCHUATA.

IX. PABTVIEZXKJAHE U OHEHKA HA O®EPTUTE.

[Tonyuenute odepTu ce OTBapAT Ha MyOJIMYHO 3aceJaHHe, Ha KOETO MoraT Ja MpPHCHCTBAT
KaHIUAATUTE UIN YYaCTHUIIUTE B MPOIEAypaTa UM TEXHHU YIIBIHOMOIICHU MPECTaBUTENH, KaKTO
Y TIPEJICTAaBUTENN Ha CPEACTBATA 32 MAaCOBO OCBEAOMSBAHE, ChriacHo ui.54, an.2 ot [MIT30I1.

Odepture e ObAAT OTBOPEHH, Pa3TIeAaHU, OLICHEHU U KIaCUpPaHU OT KOMHUCHS, KOSITO 1€ 3aTI0YHE
cBosiTa pabota B mocoueHus B OOsBIEeHHETO 3a OOIIeCTBeHA MOPBHYKA Yac M Jara, B crpajgara Ha
,»CBAJIO - XackoBo”EOO/I, Oyn. ,,Creaunenue” Ne 49, anmunuctpanus. [Tocouenara nata moxe

19



na ObJie MpoOMEHeHa OT Bb310KHUTENs, KaTO YYaCTHULIUTE 11e OBbIaT MUCMEHO YBEIOMEHHM 33 TaKaBa
IIPOMSIHA.

LlenoBuTe odeptH I1Ie ObAAT OTBOPEHHU U OTMIOBECTEHH HA MSCTO, JCH U Yac, OOSBCHU Ha HHTEPHET
crpanunara Ha ,,CBAJIO - XackoBo”EOO/ http://sbalohaskovo.org, Pazmen ,,IIpodua na
KynmyBaya‘ .

X. ”THOOPMALUS 3A 3ANB/IKEHUSITA, CBbP3AHU C JAHBLA U OCUT'YPOBKH,
OIIA3BAHE HA OKOJIHATA CPEJIA, 3AKPUJIA HA 3AETOCTTA U YCJOBUSITA
HA TPY ]

VYyacTHUIIMTE MOraT Jia Mmojiydar HeoOxoaumara WHpopManus 3aIbJKEHUsATa, CBbP3aHU C JaHblIU
Y OCUT'YPOBKH, OIIa3BaHE HAa OKOJIHATA CPella, 3aKPUJIA HA 3a€TOCTTA U yCIOBUATA HA TPy, KOUTO ca
B cuia B PenmyOnuka beiarapus 1 oTHOCHMU KbM IpeMETa Ha NOPBUKATa, KAKTO CIIEBA:

OTHOCHO 3aIbJIKEHUATA, CBBP3aHU C JAaHBIU U OCUTYPOBKH:
Hanmonanxa areHims mo npuxo/uTe:

Hndopmanronen tenedon va HAIT - 0700 18 700; MHTEPHET aJpec: www.nap.bg

OTHOCHO 33b/DKCHHSITA, ONTa3BaHEe HAa OKOJIHATA CpeJia:
MWUHHCTEPCTBO Ha OKOJIHATA CPElla U BOJAUTE

Nudopmanmonen nentsp Ha MOCB:

paboTH 3a MOCETUTENN BCEKU paboTeH AeH oT 14 10 17 u.
Codus 1000, yn. "Y. I'maactor" Ne 67, renedon: 02/ 940 6331

Hutepnet agpec: http://www3.moew.government.bg/

OTHOCHO 3abJKEHUATA, 3aKPUJIa HA 3a€TOCTTA U YCIOBUATA HA TPYA:
MuHHCTEpCTBO Ha TPYAA U COLMAIHATA MOJIMTHKA:
Hutepnet agpec: http://www.mlsp.government.bg

Cocus 1051, yn. Tpuaguua Ne2, renedon: 02/8119 443

20


http://www.nap.bg/page?id=178
http://www.nap.bg/
http://www3.moew.government.bg/
http://www.mlsp.government.bg/

