IHpunoscenue Ne 1

YKA3AHMUS 3A IOITBJIBAHE HA O®EPTUTE OT YYHACTHUIMTE
n
YCJIOBUSA 3A YYACTHE B ,,OTKPUTA ITPOUHEAYPA” 3A Bb3JIAI'AHE HA
OBIIECTBEHA INIOPBYKA C ITPEJIMET:

»Jl0CTaBKAa M 00HOBSIBAHE HA JIEKAPCTBEHU NMPOAYKTH”

. OBIIIX NOJIOKEHU A

OtkpuTara mpoueaypara 3a Bb3JlaraHe Ha OOIIeCTBeHa MOpbhYKa C IpeaMer: ,.JlocTtaBka u
OOHOBSIBaHE Ha JICKAPCTBEHH MPOAYKTH C€ MPOBEXKIa Ha OCHOBaHME wi. 16, an. 8 u wi.14, an. 3, T. 2
ot 3akoHa 3a obmiectBeHuTe mopbuku (30I1) u Pemenme No  ............... l...... 2015r. Ha
[Ipencenarens Ha J{pp>kaBHa areHuus ,,JlbppkaBeH pe3epB U BoeHHOBpeMeHHU 3amnacu’ (JA JIPBB3)
3a OTKpHBaHe Ha OOlIeCTBeHATa MOPHYKA.

Bcenuky nmpaBOOTHOIIEHHSI, CBBP3aHU ¢ OPTaHU3UPAHETO M MPOBEXKIAHETO HA MPOLEAypaTa 3a
BBb3JlaraHe Ha OOIIeCTBeHAa IMOpBhYKA C TOPENOCOYeHHs] NpeameT, ce periamentupar ot 3Ol
[IpaBmiHuka 3a mnpwiarane Ha 3akoHa 3a oOmectBenuTe mnopwkuku (IITI30I0), 3akona 3a
JIeKapCTBeHUTE MpOAYKTH B xymaHHata Mmeaununa (3JIIIXM) u wusuckBanusita Ha Bwimoxurens,
CBIVIACHO Ta3MW JOKyMEHTAalMs C BCHUYKH NPWIOKEHUS KbM Hes. [Ipomemypara ce mpoBexaga OT
KOMUCHSI, KOSITO c€ HazHauaBa OT Bu3noxutens no peaa Ha ui. 34 ot 3011, cien n3tnyane Ha cpoka 3a
npueMane Ha opepTHuTe.

A. Bb3joxkuTenl Ha o0mecrBeHaTa mnopbuka: J[ppkaBHa areHuus ,JIbpkaBeH pe3epB U
BoeHHOBpeMeHHU 3amacu” (A JIPBB3), cbc cemanuiue u aapec Ha ympasienue: rp. Codus, yi.
,,MockoBcka” Ne 3.

b. [Ipeamer Ha o0mecTBeHaTa NOPBUKA: ,,/locmaska u ob6Hoea6ane Ha neKapcmeenu npooykmu”
Mo 060c00eH! O3UIINH, KaKTO CIIeBA!

O0ocoOena mo3nnmsa Ne 1 - ,,JlekapcTBeHH NPOAYKTH 32 XPAHOCMWJIATEJIHA CHCTEMa M
MeTad0JM3bM 7, KOSITO BKJIKOYBA J0CTABKA Ha:
1. byrunckononamus amm. 20 mr 1 mur.
Byrunckonomamun ap. 10 mr x 20 6p.
[TanaBepuH xuapoxiaopukym 2 % 1 mn
ATtponun amm. 0,1% 1 mi.
Kanuuym rimroxkonukym ami. 10 %, 10 mi.

g

O0ocobena nmo3unms Ne 2 - ,,JlekapcTBeHH NPOAYKTH 32 KPbB M KPbBOTBOPHH OPraHmu”,
KOSITO BKJIIOYBA /IOCTABKA Ha:
1. IMoracmym xnopun amn. 15 % 10 mi.

O0ocobena nosunusa Ne 3 - ,,JlekapcTBeHH NPOAYKTH 32 ChbpPAEYHO-CHAOBA cHcTeMa”,
KOSITO BKJIIOYBA JOCTABKA Ha:

1. JlurokcuH ami. 0.5 mr 2 Mi;

2. ®yposzemung amm. 10 mr 2 mu.

O06ocobena nmo3uums Ne 4 - ,AHTHHH(EKIHO3HU NPeNapaTu 3a CUCTEMHO NMPUJIOKeHHe”,
KOSITO BKJIIOYBA JOCTABKA Ha:

1. Tenramurus sol. inj. 40 mg/ml 2 ml,

2. Amuxkarus Sol. inj. 250 mg/ml 2 ml.
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O0ocobena mosumust Ne 5 - | JlekapcTBeHM NPOAYKTH 32 HEPBHA CHCTeMAa”, KOSITO
BKJIIOYBA JJOCTABKA Ha:
1. JImpokamn ami. 0.5 % 10 mu;
Metamuzon coquyM 16. 500 Mr x 20 Op.;
Mertamuzon conuym amit. 50% 2 mu;
Iletnaua amm. 5% 2 mi;
Mopdun amn. 2% 1 mir;
l'ananTamun amm. 0,25% 1 mi.

ok wn

Ob6ocodena mo3unuss Ne 6 - ,,JlekapcTBeHM NMPOAYKTH 3a JAUXATEJHA CHCTeMa”, KOATO
BKJIIOYBA JJOCTABKA HA:
1. XmopnupamuH ap. 25 mr x 20 6p.

3abenexcka: C apabckume yughpu ca ykazanu noono3uyuume Ha jeKapcmeenume npooyKmu,
8KIIOYEHU 8 0O0cobenama no3uyus!

[Tb1HOTO OMMCaHME HA KOJMYECTBATA JIGKAPCTBEHU MPOJYKTH, KOUTO YUACTHHKBT TPSAOBa Ja
J0CTaBH, CbOOpa3HO oOocoOeHaTa MO3MLUSA 3a KOATO KaHAMJATCTBA, ca MOAPOOHO ONHCAaHO B
Texnnuecka cneunduxanus - [punoxxenne Ne 3 oT 1oKyMeHTaUMsITa 3a y4acTHe.

Y4yacTHUKBT TpsidBa Ja J0CTAaBU 3aAB/UKUTETHO BCHYKH JEKAPCTBEHH TMPOAYKTH,
BKJIIOYEHM B ChOTBeTHaTa 00oco0ena mo3umusi! Odepra Moxke Ja ce mojgaBa camMo 3a IsiJja
000co0eHa MO3UIMsA. YUYAaCTHHIUTE MOTaT Ja MoAaBaT opepTH 3a eJHA WJIM MoBedye 000coOeHU
no3uuu!

B. Msicro Ha m3nbJIHeHHe HA mopbukara: Ckianosa 6a3za boreBrpan kbM Tepuropuaiina JUPEKITHSI
»JbpkaBeH pe3eps” rp. Codus.

I'. Cpok 3a u3nb/IHEHHE HA NOPbYKATA:

1. JlocraBkaTa Ha JIEKapCTBEHHUTE MPOJIYKTH (B 3aBUCHUMOCT OT 0OocoOeHaTa IMO3ULHUA, 3a
KOSITO C€ Y4acTBa) Ce U3BBPIIBA B CPOK, IPEUIOKEH OT YYaCTHUKA, HO HE MO-IIBJIBT OT 3 (TpH) Mecela,
CUMTAHO OT JIaTaTa Ha CKII0YBAaHE Ha JIOTOBOPA.

2. B cpoka 3a u3mbIHEHME Ha JOroBopa 3a oOIlecTBEHaTa NOPbYKA, HM3IMBIHUTENAT Ce
3a]IbJI’KaBa Jja OOHOBSIBA JOCTAaBEHUTE OT HErO JIEKapCTBEHHU MPOAYKTH pu MUHUMYM 70 % ocTtarbueH
CPOK Ha TOAHOCT, 32 KOETO HE C€ AbJDKU JOIBIHUTEIHO Bb3HATPAXKIEHHUE.

3. Tpu ™mecema mpenu H3THYaHE CPOKa Ha JEWCTBUE HA JOTOBOpA, H3ITBIHHUTENAT CE
3aJbJKaBa J1a OOHOBHM BCHUKHU JIOCTABEHH JIEKAPCTBEHU MPOAYKTH, C U3KIIOUEHUE Ha TE3U, KOUTO ca C
90 % (mu moBeve) OCTaThUCH CPOK Ha TOTHOCT.

4. CpokbT 3a M3MBIHEHHE Ha JIOroBOpa 3a oOIllecTBeHaTa Mopbuka € 4 (4eTUpu) TOAMHH,
CUMTAHO OT JIaTaTa Ha HEroBOTO CKITIOYBAHE.

J. Cpox Ha BaJMJIHOCT HA Npeaio:keHueTo (odeprara) - 90 (neBeTnecer) IHU, CYUTAHO OT JaTara,
oTpesieNieHa 3a KpaeH CPOK 3a MojTydyaBaHe Ha opepTH.

E. IIporHo3Ha cToiiHOCT Ha o0lecTBeHATa Mopbyka: ObIaTa mporHo3Ha CTOWHOCT HA MTOPBHYKATa €
119 644.10 (cTo u AeBETHAIECET XM IIECTCTOTHH YETUPHJIECET M YeTupH JieBa u 10 cT.) ieBa 6e3
JJC wmu 143 572, 92 aB. ¢ JAJIC. TIporHo3Hata CTOWHOCT Ha MOpbHUKATa MO 000COOEHU TMO3UIUH €
KaKTO cJie/iBa:

Ob6ocobena nozunus Ne 1 -, Jlekapcmeenu npooykmu 3a XpanocmuiamenHa cucmema u
memaoonuzvm” — 35 900.1 (Tpuaecet u meT XWIAaAM aAeBeTcToTHH Jiea u 10 cr.) nesa 6e3 JI/IC.

Ob6ocob6ena nozunus Ne 2 -, Jlekapcmeenu npo0yKkmu 3a Kpb6 u Kpb6OMeEOPHU Op2anu -
5917 (met XWiIsAaM IEBETCTOTHH U celeMHazecer) jiea 6e3 J1J1C.

O6ocobena noszunust Ne 3 -, Jlekapcmeenu npodykmu 3a cvpoeyHo-cboosa cucmema” — 8
042 (ocem xunsiu 1 yeTUpuaeceT u aBa) gesa o6e3 JJJC.
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O6ocob6ena mozurnust Ne 4 - ,, Anmuunghekyuoznu npenapamu 3a CUCMEMHO npULoHceHue” -
14 720 (ueTupuHaIECeT XWISIIA CEAEMCTOTHH U JBajieceT JieBa) jesa 6e3 JIC.

O6ocobena mosumust Ne 5 -, Jlekapcmeenu npodykmu 3a nepena cucmema” — 47 355
(ueTupHIeCeT U CeieM XWIAN TPHUCTA MEeTAECeT U neT jesa) jesa 6e3 J1JIC.

O6ocobena nozunmst Ne 6 - ,,JIekapcmeenu npooykmu 3a ouxamenna cucmema” — 7 710
(cemeM XUJIsAIM CEIEMCTOTHH U fieceT jeBa) jgeBa 6e3 JIJ1C.

B Ta3zu cToiHOCT ce BKIIIOUBA:

1. uenara B neBa 6e3 JI/IC Ha mbpBOHAYATHO TOCTABEHUTE JIEKAPCTBEHH MPOAYKTH (B 3aBUCUMOCT OT
00oco0OeHaTa MO3HIIKs, 3a KOSTO CE y4acTBa);

2. BCUYKM TOBAapO-pa3TOBapHU, TPAHCIOPTHU M JPYI'M pa3xodd, CBbpP3aHU C JIOCTAaBKaTa,
BKJIFOYMTEIIHO 3a TPAHCIOPTHATA OMAKOBKAa HA JICKAPCTBEHUTE MPOAYKTH (CTOKHUTE), MPHU TIXHOTO
nbpBoHavyanHo jAoctaBsiHe B CkiamoBa 6a3a boreBrpag keM Teputopuanna mupekuus ,,JIbpkaBeH
pesepB” rp. Codus;

3. nenara B jneBa 6e3 JIJIC Ha Bcuuku OOHOBSIBAaHU JICKAPCTBEHM IMPOAYKTH 3a LIETUS CPOK Ha
noroeopa - 4 (4eTupu) rouHU (B 3aBUCUMOCT OT 000cOoOeHaTa MO3UIINS, 32 KOSITO CE y4acTBa).

K. KosmyecTBo nim 06eM Ha nmopbukara: CerinacHo Texnuuecka cnieuudukanus - [Ipunoxxenue Ne
3 OT IOKyMEHTalUATa 33 y4acTHE.

3. Haunn Ha oOpa3yBaHe Ha mnpemiaraHara unena. [Ipemiaranara nena crneiaBa ga Obae B
Oobarapcku nesa, 6e3 JIJIC, kaTto BKItOYBa BCHYKH MocodeHu B OykBa ,E” 1. 1, T. 2 U T.3 1icHn U
pasxonmu. Bcuuku mpaHcnopmHu paszxoou 3a 0O0HO858aHe HA CMOKUmMe HA MmMepumopusma Ha
Penybnuxa bvneapus, ca 3a cmemka na Bv3noxcumens.

N. Haunn Ha mJamaHe OoT CTPaHa Ha BBb3J0KHTeadA. [lnamaneTro mo ckiiroueHus ¢ U30paHUsS
U3MBIHUTEN JOTOBOP IE€ CE OCHIIECTBU OT CTpaHa Ha BB3IOKHUTENS, MO OAHKOB MBT, C IIATEKHO
HapexJaHe, B ObJIrapcKy JieBa, 10 OAHKOBA CMETKAa Ha M3IIBJIHMUTENS, B CPOK A0 7 (ceneM) pabOTHU
JHU clie/l TIpeicTaBsiHe oT cTpaHa Ha M3nbianurens, B Llentpanno ynpasnenue (I1Y) na JJA JIPBB3,
Ha KONHME OT ABYCTPAHHO MOJINUCAHU NPUEMATENIHO - MpeAaBaTeIHU IPOTOKOJIM 3a JOCTaBSHE U
MpHeMaHe Ha JEKapCTBEHUTE MPOAYKTH (CTOKUTE) M MpelcTaBsHE Ha ¢akTypa 3a H3BbpILICHATa
JIOCTaBKa.

1. IBUCKBAHUSA KBM YYHACTHULUTE B OTKPUTA ITPOLEAYPA

A. YcaoBus 3a yyacTue B OTKPUTA Npoueaypa:

B otkpurtata mpoleaypa 3a Bb3jnaraHe Ha OOIECTBEHAaTa MOpPbUKa MOXKE Ja MpeactaBu odepTa
Y4aCTHHUK, KOWUTO:

1. nputexaBa ONMUT B M3MBJIHEHUETO HA JIOCTAaBKM HAa CTOKW, €IHAKBU WJIM CXOIHH C MpeaMeTa Ha
oO0IIiecTBeHATa MOPHUKA;

1.1 e mpousBOANTEN WM MY € MPEAOCTABEHO MPaBO JAa Mpejuiara CTOKH Ha MPOU3BOAUTENS
/BT)B BTOpHUA CJ'Iy‘IaI‘/’I YYaCTHUKDBT CJi€aBa Jda MpPEACTaBH CBHOTBETHUTC OOKYMCHTH, JOKa3Balllu
MIPUTEKABAHOTO OT HEro MpPaBo/.

1.2. Korato y4acCTHHKBT € OOCIMHECHUE/KOHCOPIIMYM, KOETO HE € IOPHJIMYECKO JIHIIE,
CHIIPYKHUITUTE B 00CTMHEHUETO/KOHCOPLIMYMa MPEJCTaBAT KOIMKE Ha JIOTOBOpa 3a oOeauHeHue. B
CIIy4auTe, KOraTo ChAPYKHHUIIUTE B O0CMHEHHUETO Ca CKIIFOYIIIA JIOTOBOP 3a YYacTHE B MPOIEAYPH 3a
BB3JIaraHe Ha OOIECTBEHU MOPBHYUKH, YIACTHUKBT TPSAOBA /1A MPEACTABH TOMBIHUTEIHO CIIOPA3yMEHHE
KBbM TO3W JIOTOBOP 3a Y4acTHE B HACTOAIIATa OTKPUTA MIpoleaypa. B To3m m0ToBOp/MOMBIHUTETHO
CIIOPa3yMEHHE CBHAPYKHHUIIUTE ca JIBXKHU Ja OMNPENETsAT C KAKBU PECypCcH Il y4yacTBa BCEKHU
CBJIPYKHUK B OO€IMHEHHETO/KOHCOpPIIMYMa U KaKBH JEWHOCTH IlI€ M3BBPIIBA MPH U3MBIHEHHUE Ha
o0IIecTBeHaTa MOPhYUKa.

JloroBopbT/criopazyMmeHUeTO TpsiOBa J1a ChAbpIKa KIIay3u, KOUTO TapaHTUpaT, 4e:

a) CBhCTaBBT HAa OOEIMHEHUETO/KOHCOPLMYM HsMa Ja C€ TMPOMEHs Clie[] MOJIaBaHETO Ha
opeprata W BCHYKH CHAPYKHHIIM B OOCIWHEHHWETO ca 3aIbJDKEHH Ja OCTaHaT B HEro Ji0
OKOHYATEJIHOTO U3I'bJIHEHHE HA MOPbUKATa;
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0) o0eAMHEHHETO/KOHCOPIIMYMa € Ch3JaJCHO ChC CPOK /10 OKOHYATEIHOTO H3IbJIHEHHE Ha
o0IIecTBeHaTa MOPHYKa;

B) BCHYKU CBHAPYKHULM Ha OOEIMHEHHWETO/KOHCOpLMyMa ca COJIMJApPHO OTTOBOPHHU 3a
Ka4eCTBEHOTO M3ITBJIHEHHE Ha OOIECTBEHATa MOPHUKA, HE3ABHCUMO OT CPOKa, 32 KOHTO € Ch3AaACHO
00eTMHEHUETO/KOHCOPITUYMa.

CpapyxHULIUTE B 00eIMHEHHETO/KOHCOPIIYMa TPsOBa a ONpPEIeNsaT U MocoyaT B IOTOBOpa
WIK B OTIEIHO ITBJIHOMOIIHO JIMIIe/a, KOETO 1€ MpeACTaBisiBa O00CAMHEHHUETO/KOHCOPLMYMa Ipea
BB3JIOKHUTENSI, U 1€ OTTOBOPSI 3a OMNEPATHBHOTO YIpAaBJICHHWE NPU HM3MbJIHEHHE Ha OOlIecTBeHaTa
nopbuka. J{OoroBopbhT/COpasyMEHHETO 3a Cbh3/laBaHEe Ha OO0EIMHEHUETO/KOHCOPLIMYMa, KaKTO U
II'BJIHOMOIIIHOTO CJIEBA 1a OBJAT ¢ HOTapHUaIHA 3aBEpKa Ha MOAMHCHUTE.

Koraro yuyacTHUKBT € mpelCcTaBuiI 10rOBOpa/Criopa3yMEeHUETOo 3a Ch3JaBaHe Ha OOeAMHEHHUE,
YHETO ChJIAbPIKAHUE HE OTrOBapsl HAa M3UCKBAHUATA, OIIPEJEICHN OT Ta3u JOKYMEHTAlMs, U HE TOIPaBU
JIOTOBOpa/criopasyMeHneTo mo peaa Ha wi.68, an.9 or 30Il, yyacTHUKBT mie ObJE OTCTpaHEH OT
ydJacTHe B HACTOsIIATa MPOIeaypa 3a Bb3JlaraHe Ha o0IIecTBEeHa MOPHUKa.

1.3. Koraro yyacTHHK B mpoiieiypaTta € 00eIuHeHue, KOETO HE € IOPUANYECKO JIHIIE:

a) mokymeHTHTEe TIo wi. 56 am. 1, 1. 1, OykBu "a" u "6" ot 30Il ce mpeacraBsT 3a BCSIKO
(bu3MYECKO UK IOPUINYECKO JIUIIE, BKIIOYEHO B 00EIMHEHUETO;

0) mokymeHTtutre mo 4wi. 56 am. 1, 1. 5, or 30Il, KOUTO ca W3HCKAHH OT BB3ITOKHUTEIS CE
MPEJICTaBAT CaMO 3a YYaCTHHUIIMTE, Ype3 KOUTO OOEIMHEHUETO JO0Ka3Ba CHOTBETCTBHETO CH C
KPUTEPHUHTE 32 TTOA00P.

2. Jlomycka ce y4acTHeTO Ha MOJU3IBIHUTENIH, KOUTO TpsSOBa J1a OTroBapsAT Ha HM3UCKBAHUATA,
cboOpasuo wi. 47, an. 8 ot 30I1:

1.1 MOaU3MBIHUTEINTE MOMBIBAT JEKIapalus 3a OTCHCTBUE Ha OOCTOSTENCTBA MO wi. wi. 47,
ann. 1 m an. 5 or 3011 o o6pazen Ha [Ipunoxxenue Ne 13 ot qoKyMeHTanusTa 3a y4acTue.

1.2 mOAM3IBIHUTENNTE MOMBIBAT ACKJIAapallis 3a ChIacHe 3a y4acTHe KaTo MOAU3IBIHUTE 10
obpazen Ha [Ipunoxxenne Ne 12 oT foKyMeHTanuATa Ha MOPHUYKATA.

3. B oTkpurara nporenypa He MOsKe /1a y4acTBa y4YaCTHUK, KOITO €:

3.1. OCBIEeH C BiIsA3NIA B CUJIa MIPUCHAA, OCBEH aKo € peadmiIuTupaH, 3a:

a) TMpecThIUICHHE NpPOTHUB (HUHAHCOBaTa, MJaHbYHATA WJIM OCUTYpUTEIHATa CHUCTEMa,
BKJIFOUMTEIHO U3MUPAaHE Ha napu, no wi. 253 - 260 ot HakasaTtenHus Koaekc;

6) moakym mo wi. 301 - 307 ot Haka3aTennus KoJekc;

B) yuyacTue B OpraHu3MpaHa npecTblHa rpyna rno 4i. 321 u 321a or Hakaszatennus koaekc;

I') MpecTbIUICHHE NPOTUB cOOCTBEHOCTTA 1O Wwi. 194 - 217 ot Haka3zaTtenHus Kozekc;

J1) TPEeCTbhIIEHUE MPOTUB CTOMAHCTBOTO 1O Wwi. 219 - 252 ot HakazarenHus xonekc;

3.2. 00sIB€H B HECHCTOSTEIHOCT;

3.3. € B IPOU3BOJCTBO MO JHMKBHUJAIMSA WM CE€ HamHupa B MOAOOHA IMpOLEaypa ChIJIACHO
HAIMOHAJTHUTE MY 3aKOHH M I10/13aKOHOBH aKTOBE.

3.4. uMa 3aTBDKEHHS MO CMUCHIa Ha wi. 162, am. 2, 1.1 or JlaHBYHO-OCUTYPHUTEITHUS
npolecyaieH KOJEeKC KbM JbpKaBaTa M KbM OOIIMHA, YCTAaHOBEHM C BISI3BJI B CHJa aKT Ha
KOMIIETEHTEH OpraH, OCBEH aKO € JOIYCHATO pa3CcpouBaHE WM OTCPOUYBAHE Ha 3aJbJDKCHHUATA, WU
MMa 3aJbJDKEHUS 3a JaHbLIH WM BHOCKH 3@ COLIMATHOTO OCUTYPSIBAHE, ChIVIACHO 3aKOHOJIATEJICTBOTO
Ha Jbp)KaBaTa, B KOSITO KAHIUJAThT WIM YUaCTHUKBT € YCTAHOBEH;

3.5. B OTKpPUTO TPOU3BOACTBO IO HECHCTOATENHOCT, WU € CKIIOYHI H3BBHCHACOHO
CIOpa3yMEeHHE C KpeAMTOpPUTE CU Mo cMuchia Ha wi. 740 ot ThproBckus 3akoH, a B ciayyail ue
YYaCTHUKBT € YYXJECTPaHHO JIMIE - Ce HamHpa B MOJO0OHA MpoIeaypa ChIVIACHO HAIlMOHATHUTE
3aKOHU M TO/3aKOHOBM aKTOBE, BKIIIOUMTEIHO KOTaTO HEroBaTa JNEHHOCT € MOoJ pa3lopekJaHe Ha
ChJ1a, WJIN YYaCTHUKBT € IPEYCTAaHOBUJI IEHHOCTTA CH;

3.6. JUIIIEH OT MPaBOTO Ja YIPa)xKHsIBa OINpeieseHa NpoQecust Ui AeHHOCT, IPSIKO CBbP3aHa C
U3IIBJIHEHUETO Ha MPEAMETa Ha NOpbUYKaTa ChIVIACHO 3aKOHOJATEJICTBOTO Ha JbP)KaBara, B KOSTO €
M3BBPIICHO HApYyIIEHUWETO, BKIIIOUMTEIHO 3a HapyIIEHHWs, CBBbP3aHU C H3HOCA Ha MPOAYKTH B
obyacTTa Ha OTOpaHaTa MU CUTYPHOCTTA,

3.7. BUHOBEH 3a HEU3MbJIHEHHE Ha 33IbJKEHUS 110 JOrOBOP 3a 00IeCTBEHA MOPHUKa;

3.8. OCBAEH C BIA3JA B CHJIA IPUCHAA 3a IpecTbIuieHue o wi. 313 or HakazatenHusa koxekc
BBB BPb3Ka C MIPOBEXK/IaHEe Ha MPOIEypH 3a Bb3JlaraHe Ha OOIIECTBEHU MOPBHYUKHY;

3.9 mpu KOHTO nMUaTa Mo T. S ca CBBP3aHU JMLIA ¢ BB3I0KUTENS WM CbC CIYXHUTEIN HA
PBHKOBOJIHA ITBHKHOCT B HErOBaTa OpraHU3alus;
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3.10. KOWTO € CKIIFOYMJI JIOTrOBOp € Jule 1o wi. 21 wim 22 oT 3akoHa 3a Mpe0TBpATSIBAHE U
YCTaHOBSIBAHE HA KOH(IMKT Ha HHTEPECH.

4. He moxe ma yvacTBa B MpoIeAypaTa 3a OOIIECTBEHa MOpPHUKA UYKIESCTPAaHHO (DU3UYECKO WIH
IOPUANYECKO JIUIIE, 32 KOSTO B IbP)KaBara, B KOSITO € YCTAHOBEHO, € HAJIMIIE HIKOE OT OOCTOATEICTBATa
mno 1. 3.

5. Koraro kanauiaTuTe Uim y4aCTHULIMTE ca FOPUIMYECKH JIMLA, U3UCKBaHuATa 1o T. 3.1, 3.6. u 3.8. ce
MpuJiarart, KakTo cje/Ba:

5.1. mpu crOUpATETHO IPYKECTBO - 3a nunaTa mo wi. 84, an. 1 u wi. 89, an. 1 or Teprosckus
3aKOH,;

5.2. mpu KOMaHAWTHO JpPYKECTBO - 3a jumara nmo wi. 105 ot TwproBckust 3akoH, 06e3
OTrPaHUYEHO OTTOBOPHUTE CHAPYKHULIU;

5.3. pu JIpy>KeCTBO C OTpaHUYEHA OTTOBOPHOCT - 3a Jniara mo wi. 141, an. 2 ot Teprosckus
3aKOH, a MPH €JHOJMYHO JIPYKECTBO C OTpaHHuYEHa OTIOBOPHOCT - 3a Jmuara no wi. 147, an. 1 or
TBproeckus 3aKoH;

5.4. mpu aKUMOHEPHO JPYKECTBO - 3a OBJACTEHUTE JuLA mo 4wi. 235, an. 2 ot ThproBckus
3aKOH, a MPH JIUICA Ha OBJIACTSBAHE - 3a Juuara 1o wi. 235, an. 1 ot TeproBckus 3aKoH;

5.5. mpu KOMaHAMTHO JIPY>KECTBO € aKIMU - 3a JuIaTa 1o wi. 244, an. 4 or TeproBckus 3aK0H;

5.6. mpu €AHONWYEH THPTOBEIl - 32 PU3NIECKOTO JIUIIE ThProBell;

5.7. BbB BCUUKHU OCTAHAIH CIIy4yau, BKIIOYUTEIHO 3 UyKJIECTPAHHUTE JIMIIA - 32 JIUIAaTa, KOUTO
MIPEACTABIISIBAT KaHIUaTa WIH YYaCTHUKA;

58. B ciaywautre mo T. 5.1. - 5.7. - W 3a NPOKYpUCTUTE, KOTraTO HMa TaKWBa; KOTaToO
Yy>KJECTPAHHO JIMIIE UMa TMOBEYE OT €JAMH MPOKYPUCT, JACKIapalusTa ce 1MojjaBa caMo OT MPOKYpPHCTa,
B YHSATO MPEJICTAaBUTENIHA BJIACT € BKIIFOUEHa TepuTopusaTa Ha Penybnuka bbarapus.

6. Jluncara wiu HaJTMYUETO HA OOCTOSTEINICTBA IO T. 3 C€ YJIOCTOBEPSIBAT, KAKTO CIIE/BA!

6.1. mpu momaBane odepra - ¢ MpeaCTaBsIHE HA JCKJIapamwus, MOIBJIHCHA M0 obOpasell Ha
[Tpunoxxenue Ne 8§ oT JOyMeHTaLUATa 32 yUacCTHE.

6.2. mpyu TOANKCBAHE Ha JIOTOBOp 3a BBb3JaraHe Ha OOIIECTBEHA IMOpPBHYKA YYACTHHUKBT,
OTIpe/ieNieH 3a U3IIBJIHUTEN, € JIBKEH J1a yIocToBepu oO0cToarencTara no 1. 3.1., 3.2., 3.3., 3.4, 3.5,
3.6. u 3.8 ¢ ZIOKyMeHTH, M31aJeHH OT ChOTBETHMTE KOMIIETEHTHH OPraHM, WIK C HOTApHAJIHO
3aBEPCHU KOIHMs HA TOCOYCHHUTE JOKYMEHTH, C M3KJIIOYCHHE Ha OOCTOSATEJICTBATAa, BIHMCAHU B
THProBCKUsl PETHCTHP W/HIU JIPYTH IMyOJTUYHH PETUCTPH, KaTO B TO3M CIydall yJaCTHUKBT CIIe/IBa Ja
ru nocoun B Jleknapauusara no ui. 47, an. 9 ot 3011, xosTo ce mombiBa mo obpaszen Ha [Ipunoxxenue
Ne 8 ot noymenTanusTa 3a yyacrtue.

6.3. mpu MOAMKMCBAaHE HA JOTOBOP 32 Bb3JIaraHe Ha OOIIECTBEHA MOPBUYKA UYKIECTPAHHOTO
(U3HYECKO WU IOPUINYECKO JIUIE, N30paHO 33 M3IMBIHUTEN, € JUTHXKHO Ja MPEACTaBH JOKYMEHTH 32
yIIOCTOBEpsIBaHeE JIMIcaTa Ha obcrositencreara mo T. 3.1., 3.2, 3.3., 3.4., 3.5.,3.6.,3.7. u 3.8., uznanenu
OT KOMIICTCHTEH OpraH, WM HW3BIICYCHHE OT ChICOCH PErHCThp, WIM CKBHBAJCHTCH JIOKYMEHT Ha
ChJIeOCH UK aIMUHUCTPATUBEH OpPTaH OT IbPKaBara, B KOSITO € YCTaHOBEH.

7. YyacTHUIIUTE ca ATBKHU B MpoIlieca Ha MPOBEXAaHe Ha MPOLeAypaTa 1a yBeIOMSIBAT Bh3IOKUTEINS
3a BCUYKHM HACTBHIIMIIA MPOMEHU B OOCTOSITENCTBATA MO Wi. 47 ai. 1, MOCOYEHUTE OT BB3JIOKHUTENS B
00sIBIEHUETO 00CTOSITENCTBA MO al. 2, KakTo U an. 5 oT 30I1, B 7-AHEBEH CPOK OT HACTHIIBAHETO UM.

8. Ilpn m3TM4aHe pa3pelIeHHeTo 3a ynoTpeda Ha CHOTBETHHS JIEKAPCTBEH MPOJYKT, TOCTABUYMKBT
BB3CTaHOBSBA, B CPOKA Ha JOTOBOPA, B PAMKHUTE Ha JIEBOBaTa PABHOCTOMHOCT, C TEHEPUYEH JIEKAPCTBEH
pOoayKT Uiy nocoueH ot J{A /IPBB3 nexapcTBeH NpoayKT.

9. VYwuacTHuiuTe MoOraT Ja JOKaXaT CBOTBETCTBHETO CH C HW3HUCKBAHUATA 3a TEXHUYECKUTE
BB3MOXXHOCTU W/MIU KBaJIM(UKAIMS C BB3MOXKHOCTUTE Ha €IHO WIM IOBeue TpPeTH Jula. B Te3u
Cllydad, OCBEH JOKYMEHTHUTE, OIpeAeieHH OT DBb3noxurens 3a JJ0Ka3BaHE Ha CHOTBETHUTE
BB3MOXHOCTH, YYACTHUKBT MPEJCTaBs JAOKA3aTeJICTBA, Y€ MPH U3IIBIHEHUETO Ha MOpbUKaTa Lie uMma
Ha pa3IoJIOKEHHE PECYpCUTE HA TPETHUTE JIMIA. TpeToTo/uTe juie/a Moxe Ja Oble/aT MOCOYCHO/UTe
MOAM3IBIHUTEN/W U IPYTU JIKIA, HE3aBUCUMO OT IpaBHATa Bpb3Ka Ha KaHIWJaTa WIM YYacTHHKA C
TAX.
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b. JOKYMEHTHU, IIPEJJCTABAHHU OT YYACTHULIUTE:

Yuacmnuyume npeocmaeam ogpepma cu, kamo uspuuno nocoueam 3a Kosa/Kou om obocobenume
no3uyuu kanouoamcmeam. Ogepmama, Koamo yyacmuHuyume 6 OmKpumama npoyeoypa
npeocmaeam, cyedea 0a cvrovpiHca:

1. IlpencraBsiHe HAa yYaCTHHUKA, KOETO BKJIIOUBA: TIOCOYBAHE HA €IMHEH MICHTU()UKAMOHEH KOJI IO YJI.
23 ot 3akoHa 3a ThproBckusi peructbp, BYJICTAT w/unmu npyra waeHTtudunupana uHGopManus B
CbOTBETCTBUE CHC 3aKOHOJATEJICTBOTO Ha Jbp)KaBaTa, B KOATO KaHIUAATHT WIM YYaCTHUKBT €
YCTaHOBEH, KaKTO M aJpec, BKIIOUUTEIHO EJIEKTPOHEH, 32 KOPECIOHACHILUs MPH MPOBEKIAHETO Ha
IIpoLEeaypara;

1.2. Korato y4yacTHUKBT € 00eIMHEHUE, KOETO HE € FOPUIUUECKO JIMIIE, Ce MPE/ICTaBsl KOIue Ha
JI0TOBOpa 3a 00CIMHEHNE, B ChOTBETCTBHE C M3KMCKBaHeTo Ha Pa3men |, 6ykBa ,,A”, 1. 1.2. (cTp.3)

1.3. Koraro y4acTHUKBT B MpOLEAYypa € UyXKAECTPaHHO (U3MYECKO WU FOPUIUYECKO JIHIIE
WIA TeXHU 00eAMHEHUs], IPEJCTaBs CbOTBETEH CKBUBAJICHTECH JOKYMEHT 3@ PETUCTpALMs, U3aJCH OT
ChJIeOCH WIM aJMUHUCTPATUBEH OpraH B JAbp)KaBaTa, B KOSTO € YCTAaHOBEH B O(HIIMAlieH MPEBOJ Ha
OBITAapCKU €3UK.

2. JIokyMeHT/H, ¢ KOUTO C€ JI0Ka3Ba, Y€ yYACTHHUK, KOUTO HE € MPOU3BOAUTEN HA CTOKUTE-TIPEIMET Ha
o0IIecTBeHaTa MOpbYKa, MMa MPaBo Jia MpeJyiara CTOKM Ha MPOU3BOAUTEIS (OTOPU3AIMOHHH ITHCMa OT
MPUTEKATEIUTE HA BAUAHU pa3pelleHus 3a yrnoTpeda 3a ydacThe B Mpoleaypara, JTUCTPUOYTOPCKH
JIOTOBOPH, 3aBepeHa creluUKaus 3a CbOTBETHATA FOJUHA UM ITBJIHOMOIIHO 32 OCBILECTBABAHE HA
MOCPEAHNYECKa ThProBCKa IEHHOCT U Jp.) - B OPUTHHAI WM 3aBEPEHO KOIHUE;

3. OpuruHajeH J0OKYMEHT 32 BHeceHa 0aHKOBA rapaHIys 3a y4acTHe B OTKpHUTATa MPOLEAypa WK
KOIMKMEe OT JOKYMEHTa 3a BHeceHa rapanuus noja ¢opmara Ha napuuna cyma. (IIpm momaBane Ha
oeprata y4acTHUKBT MPENCTaBs OTAEICH NOKYMEHT - TapaHIMs 3a yJacTHe, 32 BCsiKa 000ocoOeHa
MO3UIMs, 32 KOSTO ydYacTBa, Karo B JIOKYMEHTa ca I[OCOYBa HOMEpPa U HAMMEHOBAaHUETO Ha
o0ocobeHaTa mo3uIus. )

4. Nexnapamus no wi. 47, an. 9 ot 30II (mo o6pazen Ha [Ipunoxenne Ne 8 or moymeHTanusra 3a
y4acTHe) 3a OTChCTBUETO Ha o0cTosTeicTBaTa o paszzaen 11, oyksa” A”, 1. 3 (cTp. 4)

5. Jloka3aTe/icTBA 32 TeXHUYECKATA Bb3MOKHOCT 32 M3IIbJHEHHE Ha nopbukaTa no wi. 51 ot 3011
- IPE/ICTABAT C€ MO CJIEIHUS HAUMH:

1.1. Jlexnapanus, chabpiKallla CIIUChK Ha JOCTABKUTE WM YCIYTHTE, KOMTO Ca €IHAKBU WU
CXOJHH C IIpe/IMeTa Ha O0IeCTBEHATa MOPbUKA, U3IIBIHEHH NPE3 MOCIEAHUTE TPU FOJIUHU, CYUUTAHO OT
JlaTaTa Ha 1ojaBaHe Ha odeprara, ¢ MOCOYBAHE HA CTOMHOCTHUTE, JATUTE M MOJydaTeluTe, 3aeHO C
JI0Ka3aTeJICTBO 3a M3BbpLIEHATa JOCTaBKa U yciyra noj Gopmara Ha yJAOCTOBEPEHUS, U3aJE€HU OT
MoJTyyaresst WIK OT KOMIIETEeHTEH OpraH, WM 4pe3 MOCOoYBaHe Ha MyOJHWYeH PEerucTbp, B KOWTO ca
nmyOoJIMKyBaHU HH(GOPMAIINH 32 JOCTABKUTE.

1.2. Jlexnapauus, CbIbpXallla ONMCAHHWE HAa TEXHUYECKOTO OOOpYyABaHE U MEpKUTE 3a
OCUTYpsIBaHE Ha Kaue€CTBOTO, KAKTO U Ha 000PYABaHETO 3a U3MNUTBAaHE U U3CJIEJIBaHE (aKO UMa TAKOBA).

1.3. BanuaHo paspelieHue 3a ThbpProBUs Ha €Apo C JIEKapCTBEHH MPOAYKTH, U3/1aJIeHO MO pea
Ha 3aKOH 3a JIEKapCTBEHUTE MNPOAYKTH B xyMmanHata meaunuHa (3JI[IXM) (B 3aBUCHMOCT OT
00oco0eHaTa Mo3MIIKs, 3a KOSATO C€ y4acTBa) - 3aBEPEHO KOIHE;

1.4. BanuaHo paspelieHue 3a Npou3BOJICTBO, U3/1aJI€HO MO pefa Ha 3aKkoHa 3a JIEKApCTBEHUTE
NpOAYKTH B XymaHHata MeauuuHa (3JIIIXM) - xoraTto jekapcTBeHUTE MPOAYKTH C€ Ipeiarar oT
MPOU3BOIUTEIN (B 3aBUCUMOCT OT 000cOOeHaTa MO3UITHS, 32 KOSITO C€ y4acTBa) - 3aBEPEHO KOIIHE,

1.5. BamugHo paspemieHue 3a BHOC, u3naaeHo mno pega Ha 3JIIIXM — camo korato
JIEKapCTBEHUTE MPOJYKTH Ce MpejuiaraT OT BHOCHUTEN (B 3aBUCHUMOCT OT 00ocoOeHara Mo3uius, 3a
KOSITO C€ y4acTBa) - 3aBEPEHO KOIIUE;

1.6. JIuneHsus 3a ThProBUsl ¢ HAPKOTHYHH BEIIECTBA 32 MEIUIIMHCKH IIENTH, U3/IaJieHa Mo peaa
Ha 3aKoHa 3a KOHTPOJI BbPXY HapKOTHYHUTE BemecTBa U npekypcopure (3KHBII) (ToBa usucksane ce
Mpujiara caMo 3a y4aCTHUIIUTE, KOUTO noaaBar ogepra 3a 000codeHa mosuuus Ne 6 . JIekapcTBeHn
NPOJIYKTH 32 HEPBHA CUCTEMa”) - 3aBEPEHO KOIIHE;

1.7. Cepruduxar (3aBepeHO KOIHUE), yIOCTOBEpsBall, Y€ CHCTeMara 3a YIpaBlIEHHE Ha
Ka4yecTBOTO Ha ydacTHHKa € B choTBeTcTBHE ¢ 1SO 9001:2008 ¢ 06xBaT Ha cepTUdUKAIMS JOCTaBKa
Ha JIEKApCTBEHU MPOAYKTH WM €KBUBAJICHTHO (KOTaTO YYACTHUKBT € MPOU3BOAMTEJ);
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1.8. Ceprudukar (3aBepeHO KOMNHUE), YAOCTOBEpsBAIll, Y€ CHCTEMara 3a YIpaBJICHHE Ha
KauecTBOTO Ha npousBoautens € B cboTBeTcTBHE ¢ 1SO 9001:2008 ¢ 06xBaT Ha cepTuduKanms H0CTABKa
Ha JIEKAPCTBEHHU MPOAYKTH WU €KBUBAJIEHTHO. [IpeacTaBs ce KOrarto y4acTHUKBT He € IPOU3BOAUTEl
Ha CBHOTBETHHsSI JICKAPCTBEH MPOAYKT, HO HMMa MpaBO Ja Mpeajara JIeKapCTBEHUTE MPOIYKTH Ha
MIPOU3BOIUTEINS (B 3aBUCHMOCT OT 000CcOo0OeHaTa MO3UIIHsI, 3a KOSTO CE€ Yy4acTBa);

1.9. Ceprtudukar 3a KauecTBO (aHATUTHYEH CEPTHU(HKAT) U MIPOU3XO Ha MPeITaraHuTe CTOKH
WJIM €KBUBAJIEHTHO (B 3aBUCUMOCT 0T 000co0eHaTa Mo3ulius, 3a KOSITO Ce y4acTBa);

1.10. [loxaszarencTBa, 4e YYaCTHMKBT WI€ pas3mojara C pPecypcuTre Ha TpPEeTO JIHMIE Karo
Mpe/IBapUTeIIeH JOrOBOP UM JIeKJIapalus OT TPETOTO JHUIE (KOraTo € MPUJIOKUMO).

6. Jlexymapamus OT y4aCTHHKA, Y€ BCHUKU JICKAPCTBEHH MPOJIYKTH, C KOUTO Yy4acTBa B Mpolenypara, ca
paszpeienu 3a ynorpeda B Penybnuka bearapus, kato B Iekiapanusra cie/iBa Jja ce IocoYd U HoMepa
U J1aTaTa Ha pa3pelieHrueTo 3a ynorpeoa;

7. Jlexnapanusi, 4e OCTaThbUYHUAT CPOK HA TOJHOCT HA MBbPBOHAYAIHO JOCTABEHUTE, IOCTABSIHUTE IPU
OOHOBSIBaHE, KAaKTO M TIOCIEAHO OOHOBEHHTE B CpOKa Ha JEHCTBHE HA JOrOBOpa JIEKAPCTBEHU
npoaykTu e Obae He mo - Manbk oT 90 % oT oO0sBEeHHS OT MPOU3BOAMTENS KbM JaraTa Ha
ChOTBETHATA JJOCTaBKaTa,

8. Jlexmapanusi OT y4acTHHKA, Y€ MpPH H3BBPLIBAHE Ha BCSAKAa JOCTaBKa (I'bpBOHAYaNHA WU MPH
OoOHOBsIBaHE), CTOKaTa Ie ObAe NpuApykKaBaHa OT JOKYMEHTH 3a TIPOU3XOJ M KadecTBO,
cepTu(dUKaT/IOKYMEHT 3a OCBOOOXK/IaBaHE Ha BCSIKA MApTU/IA OT CTOKATa, KAKTO M JIOKYMEHT, Ha KOHTO
€ 0003HaYeHO HAUMEHOBAHHUETO, ChIBPKAHUETO U CPOKBT HAa TOAHOCT HA CTOKATA;

9. Jlexknapanus OT y4acTHHKA, C KOSATO IpUeMa U JCKJIapupa, ue B CPOKa Ha ACHCTBHE Ha AOrOBOpa 3a
O0IIeCTBeHA MOPBHYKA 3aIBIDKUTEIHO e OOHOBSIBA JIGKAPCTBEHUTE MPOMYKTH Tpu MUHUMYM 70 %
OCTaThU4€H CPOK Ha TOJHOCT, 0€3 Ja IMoJiyuaBa AONBJIHUTEIHO Bb3HATPAKICHHE, PA3IUYHO OT
MpeUIOKEHATa [IeHa B IIEHOBOTO MY IPEIOKEHHUE;

10. B cnyuait ye y4acTHUKBT € NMPOU3BOJAUTEIN, MPEJCTaBs ACKiIapallys, ye 3a CpoKa Ha JI0roBopa Iiie
OCUTYpSIBa HOBH MApTH]IU JICKAPCTBEHU MPOAYKTH 32 OCHIIECTBSIBAaHE Ha OOHOBSIBAHETO (B 3aBUCHMOCT
oT o0ocoOeHaTa MO3UIMS 32 KOSTO KaHAMJATCTBA) WM JIEKJIapanus OT MPOU3BOJUTENS — KOrato
YYaCTHHUKBT € ThPrOBell;

11. llenoBa odepTa, peJCTaBeHa B OT/EJICH 3areyaTaH HEMpo3padyeH UK ¢ Haanuc ,,[lmuk Ne 3 -
IMPEAJIATAHA TIEHA” - mo o6pazen Ilpunoxenwe Noe 5 OT JOKyMEHTaIusATa 3a y4acTHE B
npoueaypara. Y4acTHUKBT 3aJbJDKUTETHO TocouBa oOTAenHaTa 1eHa B JneBa 6e3 J/IC Ha Bcska
TMIOJIIO3HIINS JIEKAPCTBEHU MPOTYKTH, BKITFOUEHA B 000COOCHATA MO3UIIHSL, 32 KOSITO y4acTBa.

B cnyuaif, ye eaMH y4acTHHMK ydacTBa 3a JIBE WJIM TMoBeue 000COOEHU MO3HUIIMH, 332 BCSKA OT TIX Ce
MpeACTaBsl OTAENHA IeHoBa odepra (mo obpazen [punoxenue Ne 5 oT mokyMeHTanusITa 3a ydacTue B
npolielypaTta) B OTJEJNEH 3aledaTeH Hempo3padeH Ik ¢ Hagmuc ,[lmux Ne 3 -IIPEJUUTATAHA
HEHA”, u o603HaueH#ue 3a K05t 000C0O€HA MO3UITUS CE OTHACH);

12. TexHnuyecko npeasIo:KeHHe - MPEJCTABEHO B OTJENIEH 3aredyaTaH HeNmpo3payeH IUIMK C HAAIMUC
LHImuk Ne 2 - TlpemnmokeHue 3a M3MbJIHEHHWE Ha Topbukara” - mo obOpazer; [Ipunoxkenue Ne 7 ot
JOKYMEHTAIUsTa 32 yJacTHe B MPOLIeaypaTa;

B cnyyaii, 4ye enquH y4aCTHHK ydacTBa 3a J[BE HIIM MOBeue 000COOCHU MO3WIMH, 32 BCAKA OT TIX Ce
npeacTass oTenHo TexHuyecko nmpesioxkenue (mo odpaser [Ipunoskenue Ne 7 oT JoKyMeHTausTa 3a
ydacTHe B TpOIleIypara) B OT/AEJCH 3arledaTeH Henpo3padeH UMK ¢ Haamuc ,Ilmk Ne 2 -
[IpeioskeHue 3a U3ITbJIHEHUE HA MOpBhUKaTa”, 1 0003HaUEHHE 3a KOsl 000CO0eHa MO3UIIUS Ce OTHACH);
13. Ioxnucan w/mmu moaneyatad [Ipoekt Ha JOTOBOP, HO HenmombJaHeH! - o obOpaser ([Ipwioxenne
Ne 6 oT JOKyMeHTalusTa 3a y4acTue);

14. TlomrbiiaeHa odepTa - 1o oOpaszelr, KaTo 4acT OT JokyMeHTarusaTa 3a yaactue ([Ipunoxkenue Ne 4 ot
JOKYMEHTAIIUATA 32 Y4acThe);

15. Jlexmapaiusi OT ydacTHHUKa, 3a NOAM3NbIHUTenuTe (rmo oOpazen Ha Ilpunoxenme Ne 11 or
JOKYMEHTAIMATa 3a y4acTHE), KOMTO IIe€ y4acTBaT MpH H3MBIHEHHETO Ha TOpbhUYKaTa, BUAA Ha
paboTuTe, KOWTO II€ W3BBPIIBAT, W Jeja Ha TAXHOTO YYacTHE, aKO YYAaCTHHKBT TIPEIBIK/IA
noau3mbaHUTeNM; Koraro y4acTHHKBT HE TpeABMXKIa B OOIIECTBEHAaTa MOphYKA Ja ydacTBaT
MOAN3ITBIHUTENH, TOW 0TOEJISI3Ba TOBA OOCTOSITEJICTBO B T.1 OT AeKjIapanusaTa, KaTo B TO3M CIIy4dail HE
MOITBJIBA TOYKH 2, 3 1 4.

16. YuactHuksT npencrass Jeknaparwus ot [logu3nbiHuTennTe cu (ako ©Ma TaKWBa) 32 OTCHCTBUE HA
obcrositenctBa mo wi. 47, an. 1 u an. 5 or 30II, mo obpazen na [NPUJIOXKEHUE Ne 13 ot
JOKYMEHTAIMATA Ha MTOpBhYKATa.
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17. YuactHukst npeacrass Jexmnapanus ot [loausnbanuTennrte cu (ako MMa TaKuBa), 3a ChIJIacUE 3a
ydqacthe Kato moau3mbiaHuTen, mo obpasen Ha [IPUJIOJKEHUE Ne 12 or gokymeHTamusta Ha
MOpBHYKATA.

18. Jlexmapaumst 3a KOH(PUACHIMAIHOCT (KOraTo € TMPWIOKKWMO), TOIMbJIHEHAa T0 o0pasel -
[Tpunoxxenus Ne 9 oT nokyMeHTalMsATa Ha IOpBHUKATA.

Ilpu nooasame Ha ochepmama yyacmuukvm modce 0a NOCOYU KOS YACM OM Hes UMda
KOH@UOeHyuanen xapakmep u 0a U3UCKEA OM Bb3NLOANCUMEN O He 1 PA3Kpued, Kamo 3a moea ce
nooasa Jleknapayus 3a KOHpuUOeHyuarHocm om yuyacmuuka. [lekiapayusama 3a KOHOUOEHYUATHOCT
(ako uma maxkasa) ce nocmass 6eono ¢ Texuuuckomo npeonodxceHue Ha yuyacmuuxa 6 IIJIUK Ne 2
HIIPEJJIOXKEHUE 3A WU3ITBJIHEHUME HA IIOPBUKATA” u Hne morce oa uma 3a npedmem
npeonazanama om y4acmHuKa yeHda.

19. Jlexmaparus mo wi. 56, an. 1, T. 6 ot 3011, 3a aumnca Ha CBBP3aHOCT C IPYr YYaCTHUK/KaHIUIAT -
no obpazen; Ha [TPMJIOXKEHUE Ne 10 ot joKyMeHTaI#sITa Ha MOPHUKATA.
20. Criuchbk Ha TOKYMEHTHUTE, ChIbPIKAIIIU ce B opepTaTa, MOANKUCAH OT YUaCTHUKA.

Bcuuku 0okymenmu, Koumo He ca 8 OpUSUHATL U 34 KOUMO He ce U3UCKBA HOMAPUATHA 3d8epKd,
mps6ea 0a O6voam 3a6epeHu COOCMBEHOPBLYHO OM YUACMHUKA ¢ meKkcm: ,,Bapno c¢ opueumana”,
noonuc u neyam (Ko2amo e NPuiodCumo).

B. U3uckBanus 32 Ka4eCcTBO:

1. Bcuuku mpejuiaraHu JIEKapCTBEHU MPOAYKTH, MPEIMET Ha MOphUKara, cielBa Ja OTrOBapsAT Ha
M3HCKBAHUATA, YCTAHOBEHU B HOPMATHUBHHUTE, TEXHUUYECKH M 3aKOHOBM Pa3nopendu, AeHCTBAlU Ha
teputopusTa Ha PenyOnuka beiarapus kbM MOMEHTa Ha Bb3JaraHe M M3ITBJIHEHHE HA OOIIeCTBEHATa
[OpPBUKA, KAKTO U HA M3UCKBAHMTA, YCTAHOBEHU B JOKYMEHTAIMATA 3a ydacTHe B IpoLeaypaTa 3a
Bb3JIaraHe Ha OOIIECTBEHATA MOPHUKA.

2. llpepnaranute OT y4yacTHUKa JIEKApCTBEHM NPOJYKTH, IPEAMET Ha IMopbukara, TpsOBa Ja ca ¢
OCTaThU€H CPOK HA TOAHOCT HE 10 - MaabK 0T 90 % oT 00sBEHUS OT MPOU3BOAUTENS KbM JaraTa Ha
JI0CTaBKaTa;

3. 3axbKuTenHO OOHOBSIBAaHE HA JIEKAPCTBEHUTE MPOAYKTHU (CTOKUTE) Ipu MUHUMYM 70% ocTarbueH
CPOK Ha T'OHOCT.

4. BCHWYKH JOCTaBSIHU JIEKAPCTBEHU MPOJYKTH, BKIIOYUTEITHO U OOHOBSBAaHHUTE, B CPOKA Ha JIEHCTBHE
Ha JIOTOBOpA, CII€/IBa Ja ca C OCTaThYeH CPOK Ha TOAHOCT He mo-mainbk oT 90 % or o0sBeHHs OT
MIPOU3BOIUTENSI KbM JIaTaTa Ha JOCTABKATA.

5. Bcuuku cTOKHM, IpeAMET Ha OOILIecTBEHaTa MOpbhYKa, c€ JAOCTAaBAT B IMOAXOJAINA TPAHCIOPTHA
ONaKOBKA, TaKa Y€ Jla € OCUTYpEeHa 3alluTa OT BBHHINHO BIMSHHE M TOBPEIU 10 BpeMe Ha
TPAHCHOPTHPAHETO UM JI0 apeca Ha Bb3JI0KHUTENS

6. Ha makpoomakoBkaTa W €JIWHWYHATAa OMAKOBKAa HA JOCTaBIHUTE CTOKHA Ja ObJIe H3MHCAHO
HalMEHOBAaHMETO Ha CTOKAaTa, JlaTaTa Ha IPOM3BOJCTBO W KPaeH CPOK Ha TOAHOCT, KAaTO CHIIUTE
clle/iBa Jia ce PUAPYKaBaT OT JMCTOBKA Ha OBITApPCKH €3HK.

7. JIOCTaBsIHUTE CTOKHM CjeJBa Jla ce NpUIpYKaBaT OT JOKYMEHTH 3a IPOU3XOJ M KayecTBo,
cepTuduKaT/IOKYMEHT 3a OCBOOO’KJ]aBaHE Ha BCsSIKa MapTHa OT CTOKAaTa, KaKTO U JOKYMEHT, Ha
KOITO € 0003HaueH cpoKa Ha FOJTHOCT Ha CTOKaTa/uTe.

I11. TAPAHIOUSA 3A YYACTHUE B INPOLEAYPATA U I'APAHIUA 3A USITBJIHEHUE
HA T1OI'OBOPA

1. YyacTHULMTE TPEACTaBAT TrapaHUMs 3a y4acTUE B OTKpUTATa MPOILEAYypa, B 3aBUCHMOCT OT
o0ocoOeHarta mo3uius, 3a KOsITO Ce y4acTBa, KaKTO CJIe/Ba:

- O06ocobena mmo3umusa Ne 1 — 359 ns.
- O6oco0ena mo3umust Ne 2 — 59 jnB.
- O06oco0bena mmo3unus Ne 3 — 80 ns.
- O6oco0Oena nmo3unmsa Ne 4 — 147 niB.
- O06ocobena mmo3unus Ne 5 - 473 .
- O6oco0ena mo3unusa Ne 6 - 77 nB.
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2. T'apaHuusTa 3a ydacTHe ce NpEACTaBs B €lHA OT CIeJHHTE (POpPMHU: MapHyHa CyMa WM OaHKOBa
rapaHuusa. ['apaHuuuTe B HapuyHa cyMa ce BHAciAT 1O OaHKOBa cMeTKa Ha J[bpXaBHa areHuus
»»JBP’KaBEH Pe3EPB U BOEHHOBPEMEHHHU 3a1acu’

IBAN: BG23 BNBG 9661 3300 1830 03;
BIC: BNBG BGSD;
IIpu banka: BHbB - IY

bankoBara rapaHmus 3a yyacTue cienBa jaa Obae m3ganeHa B nmosa Ha JJA JIPBB3, na 0bae

HeJenMMa, HEOTMEHHMa, 0€3yClIOBHA U 0€3 MPOTECT, U JIa BJIM3a B CUJIA OT JIaTaTa Ha U3JaBaHEeTo i, a
CPOKBT Ha HelHaTa BanuAHOCT Aa Obae 30 (TpuaeceT) KajleHAapHU JHU Ciell U3TUYaHe Ha CPOKa Ha
BAJIMTHOCT Ha oepTara.
3. Y4acTHUK®BT, onpesiesieH 3a M3 mbaHuTen, npecTaBs Npyu CKIIOYBAHETO HA JIOTOBOpa rapaHIus 3a
W3MBJIHGHHE Ha JIoroBopa (B 3aBUCHMOCT OT o0OocoOeHaTta MO3WIMs, 3a KOATO € H30paH 3a
W3MBIHAUTEN) oA (opMara Ha mapyuyHa cyMa WM OaHKOBa rapaHius B pa3Mep Ha 5 % OT CTOHHOCTTa
Ha JI0OroBOpa (3a ChbOTBETHATa 000coOeHa no3utus) 6e3 BkmrodeH J[JIC. ["apaniusaTa 3a U3bIHCHHE B
napuyHa cyMa ce BHacs 1o ropernocoyeHara 6ankoBa cmerka Ha JIA JIPBB3.

bankoBaTta rapaHIius 3a M3IIBIHEHUE clieqBa jJa Objae usnaneHa B moi3a Ha JIA JIPBB3, na
ObJle HemeNMMMa, HEOTMEHHMa, Oe3ycloBHa W 0€3 MpOoTecT, W Ja BiM3a B CWJIA OT JaraTa Ha
W3/JaBaHETO W, a CPOKBT Ha HEMHaTa BaMMAHOCT aa Obae 30 (TpuaeceT) KaJeHIApHU IHHU CIISI
M3THYaHE CPOKa Ha JCWCTBHE HA JOroBOpa (3a BCHYKH 000CO0€HH MO3MIMH). [apaHiusTa 3a
M3IBJIHCHHE Ha JIOTOBOpa (B 3aBUCHMOCT OT 000coOCeHaTa MO3UIUs) C€ TIPEICTaBs OT ONPEICIICHUS 3a
M3IBJIIHATEN YYACTHUK KbM MOMEHTA Ha HETOBOTO CKJIFOYBAHE.
4. TapaniusTa 3a U3MBIHEHUE CIYXKH KaTo 00e3MeUYeHrne Ha BB3JIOKUTEINS 3a BpeId, MPOU3TUYAILN OT
JIOTOBOPHATa OTTOBOPHOCT HA U3ITBIHUTEIIS.
5. TapanuuuTe 3a yyacTHe U U3MBIHEHHE CE€ OCBOOOXKIaBaT WIIM 3abpKaT MO pea, yCTAHOBEH B UJl.
61- 63 ot 30I1.

IV. UBUCKBAHUSA IIPU CBCTABAHE W IMNPEACTABAHE HA O®EPTATA OT
YYACTHHUKA

A. OO MOJI0KEeHHS

1. Bceku y4acTHHK MOXKE Ja IIPECTaBA caMo eHa o¢epTa B €1H OPUTHHAICH SK3EMILIAP.

2. OdpepraTa ce U3roTBd caMo B €IMH BAPHAHT, ChOOPAa3HO M3MCKBaHUATA Ha Bb3joxkurens. He ce
JAOMYyCKAa MpeajiaraHe Ha aJITEPHATHBHM pelleHusi (MoBeYe OT eMH BAPHAHT) 10 OTHOIICHHWE Ha
TEXHUYECKH XapaKTEPUCTUKH, LIEHU WK APYTH €JIEMEHTH OT odepTaTa.

3. Odepta Moxe fa ce mpeacTaBs 3a eHa MU MoBeye 000co0eHn nmo3unuu. ToBa 00CTOATENCTBO ce
yKa3Ba U3pUYHO B odepraTa.

4. Jlomycka ce y4acTHe Ha MOAU3IIbIHUTEINH.

5. Odeprara TpssOBa /1a € YETIMBO HamKMcaHa Ha OBJITapCKU €3MK, /1a HAMa MEXaHWYHHU WU IPYTru
SIBHU IIOIIPABKU IO HEA. I[OKyMeHTI/I C SBHH IIOIIPAaBKH HC CC Pa3ryICKaaT. Bcuukn IMPHUIIOKCHUSA KbM
oeprara cnenBa aa ca Ha OBATapCKU €3UK WK NPUAPYKEHH ¢ O(ULIMaJIEH TPEBO/.

6. OdepraTa ce M3rOTBS CBHIVIACHO TpwiIokeHUss oOpazen - Ilpunoxenue Ne 4 or HacTosiara
JOKYMEHTAIMs U € Hepa3/ielHa 4acT OT Hesl.

7. C mopaBaHeTo Ha odepTa YYacTHHKBT MpHEMa H3ISUI0 BCHUUKHM CIEUMANIHM U OOLIM MpaBuia,
OIpeJIeJIeH! B HACTOsIIaTa JOKyMeHTalus. Beska kiay3a 3a 00paTHOTO 1€ JOBEJE 10 OTXBBPISIHE Ha
odeprara.

8. IlpmioxeHUAT B JOKYMEHTAIMsTA 32 OOIECTBeHATa MOpbhUKa MPOEKT Ha JIOTOBOP HE CE MOITBJIBA,
HO ce mpwiara B odeprara, kKaTo ce mapadupa BCsSKa CTpaHUIA OT HEro W/WIM ce TOJINCBA U
noJieyaTBa MocjieaHaTa CTpaHuIa OT JoroBopa (3a u3nmbiaHuTeN). C Te3u ACHCTBHUS yJaCTHUIUTE
YIIOCTOBEPSIBAT, UE Ca CE 3aI03HAIN U TPHEMaT YCIOBHUATA Ha MMPOEKTa Ha JOTOBOP.

9. Jlo m3TM4aHe Ha CpOKa 3a Mo/1aBaHe Ha o(hepTUTE BCEKH YUYACTHUK MOJKE J1a IPOMEHH, IOMbIHU WU
Jia OTTerIu odeprara cu.

10. CpoksT Ha BaluAHOCT Ha odeptute € 90 (neBeTneceT) JHU, KaTO CPOKBT 3aloyBa Ja Teue OT
Jarata, OTpeieieHa 3a KpaeH CPOK 3a MojTydaBaHe Ha OpepTH.
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b. Chabpixanue, 3anie4aTBaHe H MapKUpPaHe HA MUIHKOBeTeE:

1. Besika odepra TpsibBa Ia ce MpEACTaBH B 3aredyaTaH HENpPO3padeH UMK OT y4aCTHHKA WA OT
VITBIIHOMOIIEH OT HEro MpPEACTABMTEN JIMYHO WM IO IIOIIaTa ¢ MPEnopbyaHo MHCMO ¢ obOpaTHa
pasmucka.

2. Odeprara TpsOBa 3aAb/DKUTENHO Ia ChABPXKA HOKYMEHTUTE, IocoueHH B pasgen II, Oyksa b.
(cTp.6)

3. Bopxy mmka ¢ odeprara 4€TIUBO CE€ HAHACS CIIEAHATA HHPOPMALIMSL:

JbpxaBHa areHuus ,,/[bp>kaBeH pe3epB 1 BOCHHOBPEMEHHHM 3aracu’”
rp. Codus, yn. ,,MockoBcka” Ne 3
JIEJIOBOJICTBO
3a OTKpHUTA MpoIlelypa 3a Bb3JIaraHe Ha O0IIeCTBEHA TOPBUKA C MPEIMET:
ocmaska u obnosssane Ha nekapcmeeHu npooykmu” no 000cobeHu No3uyuu.
3a xou 0bocobenu nozuyuu ce omuacs ogpepmamam (nOcou6a ce HOMep U HAUMEHOBAHUE HA
000co0eHume nO3UUUU 3a KOUMO Ce YUACmea)

Bbpxy miIHMKa y4YacTHHKBT NOCTABSI M HAJINHC, ChABbP)KAIl HMETO HAa YYAaCTHHKA, ajpec 3a
KOpPeCIOHIeHIHA, TeJie(oH, JIUIe 32 KOHTAKT U M0 Bb3MOKHOCT (aKc H eJIEKTPOHEH aJpec.

4. IlauksbT Mo T. 1 TpsAOBa 1a ChabPKA TPU OTICITHU 3aleyaTaHy, HEMPO3PAYHU M HAJAIIUCAHU IIIHKA,
KaKTO CJIe/IBa:

- IIJIUK Ne 1 ¢ magnuc ,,[lnuk Ne 1 - JTokymenTu 3a mon6op’;

- TJIUK Ne 2 ¢ naanuc ,,ITnuk Ne 2 - [Ipennoskenne 3a U3MbJIHEHNUE HA TOpBUYKaTa”;

- TIJDIMK Ne 3 ¢ vaanuc ,,Ilnuk Ne 3 - [Ipennarana nena’.

Koraro yuactHuk nonasa odepra 3a nosede ot efqHa odocodena nozunus, [INIMKOBE Ne 2 u 3
ce MPEACTABSAT 3a BCSIKA OT MO3UIIMUTE, KATO Ha BCEKU TUIMK JIOMBJIHUTEITHO C€ M3MUCBA U HOMepa (No)
M HaMMEHOBaHMETO Ha 00o0coOeHaTa MO3MIMA, 3a KOSITO C€ OTHACS, KaKTO M HauMEHOBAHHETO Ha
Vyacrauka.

3a Bcsika 000coOeHa TMO3UIUs, 32 KOATO C€ y4yacTBa, cliefiBa Aa ObJe MpeACcTaBeH OTIIEIeH
3aneyatan HempospaueH I[IJIMK Ne 1, kxarto pombnHuTenHo ce wusnucBaT U Homepa (Ne) wu
HAaMMEHOBAHHETO Ha 000COOCHATa IO3MIUS, 3a KOSATO CE OTHACsA, KaKTO M HAaUMEHOBAaHHUETO Ha
Vyacrauka.

Koraro moxymentu u undopmanus, cbabpxamm ce B [IJIMK Ne 1, ca egnakBu 3a aBe Ui
nmoBeye 000COOEHH MO3UIMH, TT0 KOUTO YYACTHUKBT Y4acTBa, CHIIUTE CE€ MOCTABSAT CaMO B ILJIKKA 1O
MO3ULIMATA C HA-MaIbK MOpPEIEH HOMEP, KATO TOBa 00CTOAITEJCTBO ce 0TOesA3Ba B CNIMCHKA Ha
AOKYMEHTHUTE, ChABbP:KAII Ce B IVINKOBETE HA OCTAHAJIMTE MO3UIIHU.

3A BCUYKHN OBOCOBEHHU NNO3UIINMU - [Tmuk Ne 1 ¢ magnuc ,,Ilmuk Ne 1 - JIOKYMEHTU 3A
[TOJIBOP” TpsibBa 1a chabpka CACAHUTE TOKYMEHTH:

1. IlpencraBsine Ha y4acTHHMKA, KOETO BKJIIOYBA: IOCOUYBAHE HA €AMHEH UJICHTU(PUKAIMOHEH KO O 4.
23 ot 3akoHa 3a TbproBckus peructbp, BYJICTAT w/unu npyra uneHtuduuupaiia uHGopManus B
CbOTBETCTBUE CHC 3aKOHOJATEJICTBOTO Ha Abp)KaBaTa, B KOATO KaHIUAATHT WM YYaCTHUKBT €
YCTaHOBEH, KaKTO M aJpec, BKIIOYUTEIHO EJIEKTPOHEH, 3a KOPECHOHJEHIUS IPU NPOBEXKIAHETO HA
MpoLeaypara;

1.2. Koraro y4acTHUKBT € 00€IUHEHHE, KOETO HE € IOPUAMUYECKO JIMIIE, CE MPEJICTaBs KOMUE Ha
JIOTOBOpA 3a 00eIMHEHNE, B ChOTBETCTBHUE C M3nuckBaHeTo Ha Pa3nea |, 6ykBa ,,A”, 1. 1.2. (cTp.3)

1.3. Korato y4acTHUKBT B MIpOLEAYypa € UyKACCTPaHHO (PU3MUECKO WM IOPUIUYECKO JIHIIE
WIN TEXHU O0ETUHEHMs], IPE/ICTaBs CbOTBETEH €KBUBAJIEHTEH JOKYMEHT 3a perucTpaius, u3ajeH ot
cbJeOeH WM aMUHUCTPATUBEH OpPTraH B JIbpXkaBaTa, B KOSTO € YCTAaHOBEH B OQHIMAICH MPEBOJ Ha
OBJITAPCKU €3HK.
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2. JlokyMeHT/H, C KOUTO C€ J0Ka3Ba, 4Y¢ yUYACTHUK, KOUTO HE € MPOU3BOJAUTEN HA CTOKUTE-TIPEIMET Ha
oOmiecTBeHara MopbhuKa, MMa MpaBo Ja Mpejasiara CTOKU Ha MPOU3BOUTENS (OTOPU3ALMOHHHU MTHCMA OT
MPUTEKATEIUTE HA BATUIHMU pa3pelieHus 3a yrnoTpeda 3a ydacThe B IpoIeaypara, JUCTPUOYTOPCKH
JIOTOBOPH, 3aBepeHa crienu(UKaIys 3a CbOTBETHATA TOAMHA WM ITBJIHOMOIIHO 3a OCBHIIECTBSIBaHE Ha
MOCpeIHNYECKa ThProBCKa ACHHOCT U JIp.) - B OPUTHHAJ HJIA 3aBEPEHO KOIIKE;

3. OpuruHaJjeH JOKyMEHT 32 BHeceHa 0aHKOBa rapaHuMs 3a y4acTHe B OTKpUTaTa Mpolerypa uin
KOIMKMEe OT JOKYMEHTa 3a BHeceHa rapanmus mox (opmara Ha mapuuna cyma. (IIpm momaBane Ha
odepraTa y4yaCTHHKBT MPEACTaBsI OTICJIEH JOKYMEHT - rapaHlus 3a ydacTue, 3a Bcsika o0ocoOeHa
MO3MIIMS, 32 KOSATO YYacTBa, Karo B JOKYMEHTa ca MOCOYBAa HOMEpPAa M HAWUMEHOBAHHETO Ha
o0ocobeHara 1mo3uIusi. )

4. Nexnaparus no wi. 47, an. 9 ot 30I1 (o o6pazen Ha Ilpunoxenne Ne 8§ or moymeHTanusara 3a
y4acTHe) 3a OTChCTBUETO Ha oOcTosTencTBaTa o paszaen 11, 6yksa” A”, 1. 3 (cTp. 4)

5. loka3aTe/icTBa 32 TEXHHYECKATA Bb3MOKHOCT 32 M3MbJHEeHHe HAa nopbukaTa 1o wi. 51 ot 3011
- IPE/ICTABAT CE MO CJIECIHUS HAUMUH:

1.1. Jlexnapauusi, chabprKallla CIIUCHK Ha JIOCTAaBKUTE WM YCIYIMTE, KOUTO Ca €JIHAKBU WU
CXOJIHU C IIPeIMETa Ha OOIIECTBEHATA MOPBHYUKA, U3IIBJIHEHH MTPE3 MOCIEAHNUTE TPH TOJUHH, CIUTAHO OT
JaTaTa Ha 1ojaBaHe Ha odeprara, ¢ OCOYBAHE HAa CTOMHOCTUTE, JAaTUTE U MOJydaTesIUTe, 3aeJIHO C
JI0Ka3aTeJICTBO 3a M3BbpLICHATa JOCTaBKa U yciyra noj (opmara Ha yJAOCTOBEPEHUS, U3aJEHU OT
[oJTyyaTessl WIK OT KOMIIETEeHTEH OpraH, WM 4pe3 IOCOYBaHe Ha MyOIMYeH PErucThbp, B KOHTO ca
nyOJIMKyBaHH UH(OPMAIINH 33 JOCTABKUTE.

1.2. Jlexnapauus, CbIbpXallla ONMCAHUE HAa TEXHUYECKOTO OOOpyABaHE U MEpPKUTE 3a
OCUTYpsIBaHE Ha Kaue€CTBOTO, KAKTO U Ha 000PYABAHETO 3a U3INUTBAHE U U3CJIEJIBaHE (aKO MMa TAKOBA).

1.3. BanuaHo paspelieHue 3a ThproBUs Ha €Apo C JIEKapCTBEHH MPOAYKTH, U3/1aJI€HO 0 pela
Ha 3aKOH 3a JIEKapCTBEHUTE MNPOAYKTH B XxyMmaHHata meaunuHa (3JI[IXM) (B 3aBUCMMOCT OT
o0oco0OeHaTa o3MLIKs, 3a KOATO C€ y4acTBa) - 3aBEPEHO KOIIHE;

1.4. BanuaHo pa3pelieHue 3a Mpou3BOJCTBO, U3/1aJIEHO MO pela Ha 3aKOHA 3a JIEKapCTBEHUTE
IpOAYKTH B XyMmaHHata MeauuuHa (3JIIIXM) - korato jiekapcTBeHUTE MPOAYKTH c€ Ipeiarar OT
MIPOU3BOIUTEN (B 3aBHCUMOCT OT 000CO0EHATa IMTO3UIIHS, 32 KOSITO CE yJacTBa) - 3aBEPEHO KOIIHE;

1.5. BamugHo pa3pemieHue 3a BHOC, u3aaneHo 1o pema Ha 3JIIIXM — camo korato
JIEKapCTBEHUTE MPOJYKTH C€ MpeJyiaraT OT BHOCHUTEN (B 3aBUCUMOCT OT 00ocoOeHara Mo3uius, 3a
KOSITO C€ y4acTBa) - 3aBepeHO KOIHE;

1.6. JIuneHsus 3a ThProBUsi ¢ HAPKOTHYHH BEIIECTBA 32 MEIUIIMHCKH IIENU, N3/IaJieHa Mo peaa
Ha 3aKoHa 3a KOHTPOJI BbPXY HapKOTHYHHUTE BemecTBa 1 npexypcopure (3KHBII) (ToBa usuckane ce
IpuJjiara caMmo 3a y4acTHHIIUTe, KOMTO noaaBat ogepra 3a o0ocodena nosunust Ne 6 , Jlekapcteenu
MPOAYKTH 3a HEPBHA cHcTeMa’’) - 3aBEPEHO KOIHE;

1.7. Cepruduxar (3aBepeHO KONHUE), YJOCTOBEpsBalll, Y€ CHCTEMara 3a YIpaBJIEHUE Ha
Ka4yecTBOTO Ha ydacTHHKa € B choTBeTcTBHE ¢ 1SO 9001:2008 ¢ 06xBaT Ha cepTUdUKAIMS JOCTaBKa
Ha JIEKapPCTBEHH MPOJYKTH WIIM €KBUBAICHTHO (KOraTo Y4aCTHHUKBT € MPOU3BOAUTEN);

1.8. Ceptuduxar (3aBepeHO KOIUE), YAOCTOBEpsBAll, Y€ CHUCTEeMara 3a YIpaBlieHHEe Ha
KadecTBOTO Ha npousBoautes € B cboTBeTcTBHE ¢ 1SO 9001:2008 ¢ 06xBaT Ha cepTuduKams H0CTABKA
Ha JICKApCTBEHH NPOIYKTH UM €KBUBAJIEHTHO. [IpeacTaBs ce KOraTo y4acTHUKBT He € POM3BOAUTEII
Ha CBHOTBETHMS JIEKApCTBEH MPOAYKT, HO KMMa MpaBO Ja Ipejajara JIEKapCTBEHUTE MPOAYKTH Ha
MIPOU3BOAUTENS (B 3aBUCUMOCT OT 000co0eHaTa MO3HIIKs, 32 KOATO C€ Y4acTBa);

1.9. Ceprtudukar 3a Ka4ecTBO (aHATUTHYEH CEPTHU(HKAT) U MIPOU3XO HA MPEITaraHuTe CTOKH
WJIM €KBUBAJICHTHO (B 3aBUCUMOCT OT 000coOeHaTa MO3MIINS, 32 KOATO CE Y4acTBa);

1.10. [loka3zarencTBa, 4e YYaCTHHKBT MI€ pas3mojara C pPeCcypcuTe Ha TpPETO JIHMIE Karo
IpeBapuTeieH TOTOBOP WM JEKJIapalus OT TPETOTO JIULE (KOraTo e MPHJI0KUMO).

6. Jlekmaparusi OT y9aCTHHKA, Y€ BCHUKH JIEKAPCTBEHU MPOAYKTH, C KOUTO yJacTBa B MpOIeaypara, ca
pasperienu 3a ynorpeda B Peny6nuka bbirapus, kato B IeKIapaiusra cie/a Jia ce Ioco4r U HoMepa
U JaTaTta Ha pa3pelieHueTo 3a ynorpeoa;

7. Jleknaparysi, 4e OCTaThbUHUAT CPOK HA TOJHOCT Ha MIbPBOHAYAIHO JOCTaBEHUTE, TOCTABSIHUTE MpPU
OOHOBSIBaHE, KaKTO M TOCJEeIHO OOHOBEHHTE B CpOKa Ha JEWCTBHE Ha JOroBOpa JIEKapCTBEHU
OPOAYKTH Ie ObJe He mo - Manbk oT 90 % oT 00sBEeHus OT NMPOMU3BOAMTENS KbM JaraTa Ha
ChOTBETHATa IOCTABKAaTa,
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8. Jlexmapanusi OT y4acTHHKa, 4e MpH H3BbpIIBAHE Ha BCSAKAa JOCTaBKa (I'bpBOHAYalHA WU MPH
OOHOBSIBaHE), CTOKaTa Imie ObJe NpuUIpykaBaHa OT JOKYMEHTH 3a TPOU3XOJ M KauecTBO,
cepTu(dUKaT/IOKyMEHT 3a 0OCBOOOX/1aBaHE Ha BCSIKA MAapTHUIA OT CTOKATa, KAKTO U JIOKYMEHT, Ha KOHTO
€ 0003Ha4Ye€HO HAUMEHOBAHUETO, ChIBPIKAHUETO U CPOKHT HAa TOJHOCT Ha CTOKATA;

9. Jlexnapanus OoT y4acTHHKA, C KOSATO IIpUEMa U JEKJIapupa, ue B CPOKa Ha JAeCTBHE Ha AOrOBOpa 3a
o0IIeCTBeHA MOPBHYKA 3aIBIDKUTEIHO e OOHOBSIBA JIGKAPCTBEHUTE MPOAYKTH mpu MUHUMYM 70 %
OCTaThbU€H CPOK Ha TOJHOCT, 03 Jia MOoJiydaBa JONBJIHUTEIHO Bb3HATPAKICHHUE, PA3IUYHO OT
MpeJioKeHaTa 1ieHa B IIEHOBOTO MY MPEJJI0KEHHUE;

10. B cnyuait ye y4aCTHUKBT € MPOU3BOJIUTEN, MPEJCTaBs ACKiIapallys, ye 3a CpoKa Ha JI0roBopa Iie
OCHUTYpsIBa HOBU MAPTH/IU JICKAPCTBEHU MPOJIYKTH 32 OCHIIECTBSIBAHE HA OOHOBSBAHETO (B 3aBUCHMOCT
oT o0ocoOeHaTa MO3UIMS 32 KOSTO KaHAMIATCTBA) WJIM JIEKJapalus OT MPOU3BOJUTENS — KOrato
YYaCTHUKBT € ThPTOBell;

11. Tloanucan w/wnu noanedaran [IpoekT Ha JOTOBOp, HO HemombjaHeH! - o obOpaszen (IIpwioxenue
No 6 oT JOKyMeHTalusTa 32 y4acTue);

12. TlombaiHeHa odepTa - 1o oOpaszelr, KaTo 4acT OT JoKyMeHTarusATa 3a yaactue (I[Ipunoxxenue Ne 4 ot
JIOKYMEHTAIUATA 32 Y4aCTHE);

13. Jlexyapamus OT y4YacTHHKA, 3a MOAU3MbIHUTENUTE (1Mo oOpaszen Ha Ilpunoxkenune Ne 11 or
JOKYMEHTAIMsATa 32 ydYacTHE), KOUTO IIe y4acTBaT MPH HW3MBIHCHHETO HA MOpPHUYKATa, BHAA HaA
paboTuTe, KOUTO 1€ M3BBPIIBAT, M Jejla Ha TIXHOTO Yy4yacTHe, aKO YYaCTHHKBT MPEABIKIA
noam3mbIHUTENM; Koraro y4acTHHKBT HE TpEABMKIa B OOIIECTBEHATa IOphYKA Jla ydacTBaT
MOAU3IBIHUTENH, TOW 0TOENA3Ba TOBA 0OCTOSTENCTBO B T.1 OT Aekiapaiusita, KaTo B TO3U Cllydyail He
MOII'bJIBA TOYKH 2, 3 1 4.

14. YuactHuksT npenctass Jexmnapamus ot [logusnbianurenure cu (ako ©Ma TaKMBa) 3a OTChCTBHUE Ha
obcrositenctBa o wi. wi. 47, an. 1 m an. 5 or 30I1, no o6pazen vHa [TPUJIOXKEHUE Ne 13 ot
JOKYMEHTAIUsATa Ha TOpBhYKaTa.

15. Vuactuukst nipeacrass [eknapanus ot [loau3mbeiaHuTtenure cu (ako ©Ma TakWBa), 3a ChIJlacue 3a
y4acTHe KaTo MOAU3IbIHUTEN, 10 oOpa3el Ha [Ipunoxenne Ne 12 oT nokymMeHTanusTa Ha IOPHUKATA.
16. Jexnapamms mo 4i. 56, an. 1, T. 6 ot 30Il, 3a nunca Ha CBBP3aHOCT € IPYT yYaCTHUK/KaHIUAAT -
o oopazen Ha [IPUJIOXKEHUE Ne 10 ot mokyMmeHTanusTa Ha mopb4Kara.

17. Cruchk Ha TOKYMEHTHUTE, ChABPXKAIIH c€ B opepTarTa, MOAMKUCAH OT yYaCTHHUKA.

Jluyama, xoumo we npedcmagniaeam yuacmuuyume 6 npoyeoypama u He ca MmexHu
npeocmasument no 3aKOH, mpsaOea 0a npeocmassm u 0a NOCMAGAM 6 MO3u NIUK HOMAPUATHO
308€peHO  NBIHOMOWHO, NOONUCAHO OM Juyemo (Iuyama), OMOPUUPAHO/U NO 3AKOH 04
npeocmasenasa/m yuacmuuka. Ilvanomownomo Ha uydcoecmpannume Jauya creoéa oa 0Ovoe
Jle2anu3upano u npeeedeHo Ha Ovacapcku esux!

4.2 Mauxk Ne 2 ¢ vaagnuc . Jlaug Ne 2 - NPEAJOXEHHUE 3A U3NNLJHEHUE HA
IHOPBHBYKATA” TpsioBa 12 CLABPIKA '

1. TexHHM4ecKO MpEAJIOKEHHE 3a M3MBJIHEHHE Ha MOpbuUKaTa - MPEJICTABEHO B OTIEJIEH 3aledyaraH
Herpo3paueH 1wk ¢ Haamuc L Ilmuk Ne 2 - TIPEJJIOXKEHUE 3A WU3ITBJIHEHUE HA
ITOPBUKATA” - no obpazen Ha [Ipunoxenne Ne 7 oT JOKyMEHTalMsITa 32 Y4acTHE,
B cnyuail, ye eaMH y4yaCTHMK ydyacTBa 3a JIB€ WJIM IoBeue 000COOEHU MO3UIMH, 332 BCSIKA OT TAX Ce
mpescTaBs oTAenHO TexHudecko mpeioxkenne mo oopaser [lpunoxxenue Ne 7 ot nokymeHTanusTa 3a
y4JacThe B IMpoueaypara, B OTAEJIEH 3aledyareH Hempo3payeH IUMK ¢ Haamuc ,Ilmuk Ne 2 -
IMPEJJIOXKEHUE 3A WU3ITBJIHEHUE HA TTOPBUYKATA”, u obGo3naueHue 3a kos oOocoOeHa
TTO3UIIMS CE OTHACH);
2. Jlexnapanus 32 KOHPHUISHIMATHOCT (KOTaTo € MPUIIOKUMO), TOMIbJIHEHA TT0 o0pa3zer - [IpunoxeHus
Ne 9 or nokymeHTanuATa Ha NOPBHYKATA.

3ABEJIEJKKA: [lpu nooasane Ha oghepmama y4acmHUKsm modxce 0a NOCOYU KOs Yacm om
Hesl uMa KoH@uoeHyuanier xapakmep u 0a U3UCK8a om 8b3104CUmens 0a He 5 pa3Kpued, Kamo 3a moed
ce nodasa /leknapayus 3a KOHQUOEHYUATHOC OM YY4ACMHUKA. Jlekxnapayuama 3a KOHGuoenyuaiHocm
(ako uma maxasa) ce nocmass 6eono ¢ Texuuuckomo npeonodxceHue Ha yuacmuuxa 6 IIJIUK No 2
HIPEJJIOXKEHUE 3A U3IIBJIHEHUE HA TIOPBUKATA” u ne moowce oa uma 3a npeomem
npeonazanama om y4acmHuKa yeHd.
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4.3 Ilauk Ne 3 ¢ waanuc .. Jlauk Ne 3 - IPEJJIATIAHA INEHA” Tpsa0Ba 1a ChLALPKA:

1. LlenoBO mpeaiokeHue - MPEACTABEHO B OTIENCH, 3alieyaraH, Hempo3paydeH UMK ¢ Haamuc ,, [k No
3 - Ilpennarana 1ena” mo oopazer Ha [Ipunoxxkenne Ne 5 oT moKyMeHTanusaTa 3a yuactue. B 1ieHoBoTo
MpeIIoKEHUE TPpsOBa Ma ObIAT BKIIOYCHH BCHYKH HEOOXOIMMH pPa3XOAHW 3a H3MBIHECHHETO Ha
oOuiecTBeHara Mopbyka, BKIOYUTEIHO 32 OOHOBSIBAHETO HA JICKAPCTBEHUTE MPOJIYKTH, 33 CpOKa Ha
JI0TOBOpA.

B cnyuaii, ue equH yyacTHHK y4yacTBa 3a JIB€ WM MOBeYe 000COOEHH MO3UIINHU, 32 BCSIKA OT TAX CE
MpeACTaBs OTAeJHA HeHoBa odeprta 1o odpazen [Ipunoxenue Ne 5 ot 1okyMeHTanusITa 32 y4acTHE B
npoueaypara B OTACJIEH 3amedareH Hemnpo3payeH Iiuk ¢ "Haanuc ,,Ilmmk Ne 3 - TIPEJIJIATAHA
IHEHA”, u 0603Ha4eH#He 3a KOsi 000COOCHA IMO3UIIMS CE OTHACS,

Brpxy mimka cienBa na ce oTOenexxu HauMeHOBaHHETO Ha (upmara Ha ydactHuka. Odeprara u
BCHYKH TPUIIOKCHUS KbM HEsl, U3TOTBEHU OT yUaCTHHKA TPsiOBa Jia ca MOMUCAHU OT JIMIETO (JIMIara),
KOETO/KOUTO T'0 MPEJCTaBiIsiBa(T) B MPOIEAypaTa, 10 CHUilaTa Ha ChIACOHOTO PEIICHUE 338 PErucTpalys
WIM 32 BIHCBaHE Ha IMOCJICABAIIM MPOMEHH B OOCTOSATENCTBATA, IMOJUICKAIIM Ha BIHCBAHE B
THproBckus perucTsp u TpaOBa 1a ObAAT MONEYaTaHu.

B. IIpeacraBsine u npuemMaHe Ha odeprure:

1. O¢geprure ce momaBatr ot 9.00 waca mo 17.00 waca, Bceku pabGoren aeH ao 27.07.2015r.
BKJIIOUMTEJHO, B aenoBoacTBoto Ha JIA JIPBB3, rp. Codus, 1000, yn. ,,MockoBcka” Ne 3 umu 1o
momara ¢ MpernopbyaHo MUCMO ¢ oOpaTHa pa3MHCKa, KaTo BBPXY IUIMKA CE€ IOCOYBAa MMETO Ha
y4acTHHKa, aJipec 3a KOpecnoHAeHIHs, TenedoH, (akc W eNeKTPOHEH aJpec U JIHIE 33 KOHTAKT,
npeaMera Ha oOIIecTBEHaTa IMOpPBhYKA, KAaKTO M 00ocoOeHaTa/WTe MO3WIMSA/H, 33 KOATO/KOUTO Ce
y4acTBa.

2. Odeprara ce peAcTaBs OT YIaCTHHKA WIIM HETOB HAJUIEKHO YITBIIHOMOIICH MPEJICTAaBUTEN - JTUIHO
WIH TI0 TolaTa ¢ MpenopbyaHo MUCMO ¢ oOpaTHa pasmucka. [Ipu mpeacraBsHe Ha odeprara JTULETO
clle/iBa J1a ce JISTUHTHUMHUpA C JIMYHA KapTa M KOIHE OT ChACOHO PEIICHUE 32 PErHCTPALUs WIIH €AHMHEH
UICHTU(PHUKAIIMOHEH KOJ, aKO € 3aKOHEH IPEACTAaBUTEN, WM C JIMYHA KapTa, aKo € YI'BJIHOMOIIEH
MPEJICTaBUTEI, KaTO B TO3H CITydail TpsiOBa Jia ce Meno3upa U3PHUIHO ITBIIHOMOIITHO.

3. Ilpu nmpuemane Ha odepraTa B JEJIOBOJCTBOTO BbPXY IUIMKa c€ OTOENA3BaT MOPEIHHUS HOMED,
JaTtata ¥ TOYHHS 4ac Ha Tojy4aBaHe. [locoueHnTe naHHM ce 3aIicBaT BbB BXOISII PETUCTHP, 38 KOETO
Ha MPUHOCHUTENS Ce M3/1aBa JTOKYMEHT.

Benukn odeprtu, mpenctaBeHd ciiell M3THYaHE Ha OmpeAesieHHs B T. | CpoOk, He ce mpuemar ot
BB370kHTENS. He ce mpuemar odepTH, KOUTO ca B He3ameuyaTaH UMK WM B IJIM IUIMK C HapylleHa
sutocT. TakaBa odepTa HE3a0aBHO Ce BPbIA HA YYaCTHUKA M TOBA CE€ OTOEIISI3BA B PETUCTHPA.

V. PASIVIEXKJAHE, OEHKA U KJIACUPAHE HA O®EPTUTE

A. OTBapsiHe U pa3rie;kiaHe Ha opeprure:

1. OtBapsiHeTo Ha odepTture ce m3pbpmBa Ha 29.07.2015r. or 11.00 4., B 3acenarenHara 3ajga Ha
JlbpxaBHa areHuus ,,J{bp>kaBeH pe3epB U BOEHHOBpeMeHHU 3anacu”, rp. Codus, yiu. ,,MockoBcka” Ne
3,er. 1.

2. OtBapsiHEeTO Ha O(epTUTE Ce M3BHPIIBA OT KOMHCHS, KOSTO C€ Ha3HAa4aBa OT BB3JIOKHUTENS IO pesia
Ha wi. 34 ot 30I1, cnex u3THyaHe Ha CpoKa 3a MpUeMaHe Ha oepTuTe.

3. OTBapsiHETO HA OepTHTE € IMyOJMYHO U Ha HErO MOTaT Jia MPUCHCTBAT YYACTHHUIIMTE B TPOLIEAypaTa
WIA TEXHH YI'BIHOMOIIEHU IPEICTaBUTENH, KaKTO M MPEACTaBUTENM Ha CpeJCcTBaTa 3a MacoBO
OCBEZIOMSIBAHE M JIPYTH JIUIA [IPY CIIa3BaHE HA YCTAHOBEHUS PEXHM 3a JJOCTHII J0 Crpajara, B KOSITO ce
M3BBPILIBA OTBAPSHETO.

b. OuensiBane, pasrie;xaane M KJIacCHPaHe HA NMPeNJI0KeHUATA:

1. Odeprute, nomycHaTH A0 MOCIEABAIIO y4yacTHE B MpOIeAypara, Ce OLEHSABAT W KJIacupar oT
KOMUCHSATA Bb3 OCHOBA Ha Kputepus - ,,Hall - Hucka nena”.
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2. Komucusita kiacupa Ha TbpBO MSCTO, 32 BCsIKa 000co0eHa MO3UIIUS, YIaCTHUKBT MPEIJIOKUIT Haii-
HMCKa 00ma 1ieHa 3a ChbOTBETHATa 000c00eHAa MO3HIINS.

3. Y4acTHUKBT TPAOBA 3aABJKUTETHO A JO0CTABH BCUYKH JIEKAPCTBEHN NMPOAYKTH BKJIIOYEHHU
B 000c00€eHAaTa NMO3UIMS, 32 KOATO KaHANIATCTBA!

4. Kommucusita cbCTaBsi MPOTOKOJ 32 PA3TJICKIAHETO, OICHSIBAHETO M KJIACHUPAHETO HA IMOJTYYCHUTE
odepTH.

5.IIpoTOKOIIBT HA KOMUCHSTA CE€ MOANUCBA OT BCUUKU WICHOBE U C€ MpeaBa Ha BH3JIOKHUTEIS 3a€IHO C
usIaTa JOKyMEHTAIusl.

6. C mpuemMaHeTo Ha MPOTOKOJIA OT BB3I0KHUTENST KOMUCHSITA IPUKITIOYBA CBOSTA padoTa.

7. Bb310XkuTenAT B Cpok S5 (mer) pabOTHH JAHU clie] IPUKIIOUBaHE pabdoTaTa Ha KOMHUCHATA H3/1aBa
MOTHBHUPAHO PEIIEHUE, C KOETO 00sBsIBA KJIIACHPAHETO HA YYACTHUIIUTE W YYACTHHKA, OMpPEICIeH 3a
W3IBIHUTET.

8. Be3nmoxkurensaT u3npaia peneHneTo Ha yYacTHUIIUTE B TPUIHEBEH CPOK OT M3/aBAHETO MY.

9. B cunyuante, nocouenu B wi. 39 ot 30II, BB310KUTENAT ¢ MOTHBHPAHO PEIICHUE MPEKpaTsIBa
npoieaypara. B TpuaHeBeH CpOK OT B3eMaHE Ha PEHICHUETO, BB3JIOXKHUTENSAT B €IUH U ChIIU JICH
U3Mpalia peleHrneTo JO BCUYKY KaH ATy WIM YYaCTHUIM U IO MyOJIMKyBa B poduia Ha KyllyBaya.

VI. CKIIIOYBAHE HA JJOI'OBOP 3A OBHIECTBEHA IIOPBYKA

1. BB310XUTENAT CKII0YBA JOrOBOP 3a Bb3JIaraHe Ha 00IllecTBEHATa MOPbUKaA ¢ KJIACUPaHUs HAa I'bPBO
MSICTO OT KOMHUCHSITA U OIpEeJesIeH 3a U3IBJIHUTENl YYaCTHHUK, IpU yciaoBuATa n0 wi. 41 u un. 43 ot
3011

2. JloroBop He ce CKIIOYBA C YYAaCTHHUK, ONpEAETeH 3a M3IbIHMUTEN, KOWTO HpPU MOANHMCBAaHE Ha
JI0OTOBOpa HE MpeJcTaBu AJoKyMeHTuTe 1o wi. 42 ot 30I1.

3. JloroBopsT 3a 00IECTBEHA MOPBUKA BKIIIOYBA 3abJDKUTEIHO BCUUKU MPEIJIOKEHUs OT odeprara
Ha Y4aCTHHKA, ONPE/IEIICH 32 U3IIbIHUTEI.

VIil. APYT'H YCJIOBUSA

Bcuuku cpokoBe B HacTosIIaTa J0KyMEHTAlMs, TOCOUEHH B JIHU, ce OpOST B KaJeHIapHH JIHHU,
OCBEH aKO M3pUYHO HE ca MOCOYEHM KaTo pabOTHM JHHU, MPHU Cla3BaHE M3UCKBaHUATA HA wWi. 72 OT
3aKoHa 3a 3albJDKEHUATA U IOTOBOPUTE.

3a HeypelAeHHMTE B HacTosllaTa JOKYMEHTAlusl IIOJIOKEHUS ce MpujararT CbOTBETHUTE
pasnope6M Ha 3aKOHa 3a O0IIeCTBEHUTE MOPBUKHU U [IpaBuiTHIKA 32 HErOBOTO MpHJIAraHe.
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