IHpunoscenue Ne 1

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

»Jl0CTaBKa M 00OHOBSIBAHE HA JIEKAPCTBEHU MPOAYKTH”
1o 000Co00eHN MO3UIIHHU

. OBIIIU ITOJIOKEHU A

OtkpuTara mpoueaypara 3a Bb3JlaraHe Ha OOIIECTBEHa MOpbYka € MpeaMmert: ,.JloctaBka u
OOHOBSIBaHE HA JIGKAPCTBEHU MPOIYKTH TO 000COOCHH MO3MIMU CE MPOBEXKJa HA OCHOBAaHUE Wi 16,
an. 8§ m un. 14, an. 3, 1. 2 or 3akona 3a oOmectBenutre nopbuku (30I1) wu Pemenue Ne
1527/17.03.2016r. na Ilpencenatens Ha /Ipp>kaBHa areHuus ,,Jlbp>kaBeH pe3epB U BOCHHOBPEMEHHH
zamacu” (JJA JIPBB3) 3a oTkpuBaHe Ha o01iecTBeHaTa MOPbHUKA.

Bcenuky nmpaBOOTHOIIEHHSI, CBBP3aHU ¢ OPTaHU3UPAHETO M MPOBEXKIAHETO HA MPOLEAypaTa 3a
Bb3JlaraHe Ha OOIIeCTBeHAa IMOpBhYKA C TOPENOCOYeHHs] NpeameT, ce pernamentupar ot 3Ol
[IpaBmiHnka 3a mnpwiarane Ha 3akoHa 3a oOmectBeHuTe mnopkuku (IITI30I0), 3akona 3a
JIeKapCTBeHUTE MpOAYKTH B xymaHHata meaununHa (3JIIIXM) u wusuckBanusita Ha Bbimoxurens,
CBIVIACHO Ta3MW JIOKyMEHTAalMs C BCHUYKH NPWIOKEHUsS KbM Hes. [Ipomemypara ce mpoBexiga OT
KOMUCHS, KOSITO c€ HazHauaBa OT Bu3noxutens o peaa Ha ui. 34 ot 3011, cien nu3tnyaHe Ha cpoka 3a
npuemMane Ha opepTHuTe.

A. Bb3ioxkuTes Ha oO0llecTBeHAaTa mopbyka: JlppkaBHA areHuus ,,JIbpikaBeH pe3epB W
BoeHHOBpeMeHHM 3amnacu” (A [APBB3), cbc cemamumie u anpec Ha ynpasienue: rp. Codwus, yi.
,,MockoBcka” Ne 3.
b. [Ipeamer Ha o0mecTBeHaTa NOPBUKA: ,,/locmaska u ob6Ho6a6ane Ha NeKapcmeeHu npooyKkmu”
1o 000cO00EHU MO3UIUH, KaKTO CIIe/Ba:

Oo6oco0ena mo3unua Ne 1 - |, BuraMHHHR”, KOSITO BKJIIOYBA JOCTAaBKa Ha:

1. AckopOuk amun 10% 5 mi.

O0ocoOena nmo3nnms Ne 2 -, AHTUTPOMOOTHYHH CPEACTBA”, KOSATO BKJIIOUBA JOCTaBKA Ha!
1. Junupunamon ap. 25 mr x 60 Op.

O06ocobena mozuuusa Ne 3 - | [lnasmMenu 3amecTuTen M MHPY3MOHHH Pa3TBOPU”, KOATO

BKJIIOYBA JJOCTaBKa Ha:
1. An6ymun 20% 100 mur.

O060co0ena mo3unua Ne 4 -, O01M aHeCTeTHIM ~, KOSITO BKJIIOYBA JOCTaBKa Ha:
1. Uzodaypan da. 100 mi.

O06ocobena mo3mumsa Ne 5 - | JlekapcTBeHM NPOAYKTH 3a JMXATEJHA CHCTeMAa”, KOSATO
BKJIIOUBA JJOCTaBKa Ha:

1. XnopnupamuH amm. 20 Mr 2mi.

2. Jlumexc cupon 125 mi.

3. bpomxexkcuH 2 mr/mi 2 mi.

3abenescka: C apabckume yugpu ca ykazanu noonosuyuume Ha ieKapcmeeHume npooyKmu,
sKIIOYeHU 8 0bocobenama no3uyust!
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[TBIHOTO OmMHCaHME HA KOJWYECTBATA JICKAPCTBEHU MPOJIYKTH, KOUTO YUYACTHUKBT TPSOBa /1a
JIOCTaBH, CHhOOpa3HO oOocoOeHaTa TO3WIUS 3a KOSTO KaHIWIATCTBA, Ca TMOAPOOHO OINMHMCAHU B
Texuunuecka crienudukanus - [Ipunosxenue Ne 3 oT ToKyMeHTausATa 3a y4acTHE.

Y4yacTHUKBT TpsidBa Jda [J0CTaBM 3aIbJKMTEJIHO BCUYKH JIEKAPCTBEHM MNPOAYKTH,
BKJIIOYEHH B ChOTBeTHaTa 00ocodena mo3umus! Odepra mMoxke ga ce mogaBa camMo 3a Isiia
000co0eHa MO3MIMA. YYACTHUIIUTE MOTAT Ja mojaBaT opepTH 3a eAHA WM TMoBede 000CcOOCHU
no3unuu!

B. MsicTo Ha u3nbJHeHHe HA nopbukaTa: CkianoBa 6a3a borerrpan kpm TepuTopuanHa JUPEKIHUSI
»JbpkaBeH pe3eps” rp. Codus.

I. CpOK 3a NBII'BJIHCHHUEC HA MOPpbYKaTa:

1. JlocraBkaTa Ha JIGKAPCTBEHUTE MPOAYKTH (B 3aBUCHUMOCT OT oOocoOeHaTa MO3MLUs, 3a
KOSITO C€ Y4acTBa) Ce€ U3BBPIIBA B CPOK, IPEII0KEH OT YIaCTHHUKA, HO HE TO-IBIBI OT 3 (TpU) Mecena,
CUMTAHO OT JlaTaTa Ha CKIF0YBAaHE Ha JJOTOBOPA.

2. B cpoka 3a m3NmBIHEHHE Ha JOTOBOpa 3a OOIIECTBEHATa IOPBUYKA, H3IBIHHUTENAT CE
3a]IbJI’KaBa Jja OOHOBSIBA JOCTAaBEHUTE OT HErO JIEKAPCTBEHU NMPOIYKTH Ipu MUHUMYM 70 % ocTarbueH
CPOK Ha FOIHOCT, 32 KOETO HE C€ IBJDKU JIOMBJIHUTEIHO Bh3HATPAXK/ICHUE.

3. Tpu mecema mpenu H3THYaHE CPOKa HA JCWCTBUE HA JOrOBOpA, H3ITBIHHUTENAT Ce
3abJDKaBa J1a OOHOBM BCHYKH JOCTABCHHU JICKAPCTBEHH NMPOAYKTH, C U3KIIOUCHHE HAa T€3H, KOUTO ca C
90 % (uu moBeye) OCTaThUCH CPOK HA TOTHOCT.

4. CpokbT 3a M3IBIHEHUE Ha JIOroBOpa 3a oOIlecTBEHaTa MOpbuka € 4 (4eTUpH) IOJUHH,
CUMTAHO OT JIaTaTa Ha HEroBOTO CKIIFOYBAHE.

. Cpox Ha BaJuaIHOCT HA mMpeaso:xkenuero (odeprara) - 90 (neBeTmeceT) THU, CYNTAHO OT JaTaTa,
OIpeJieNieHa 3a KpaeH CPOK 3a MoJiyyaBaHe Ha ohepTu. Bb310KHUTEISIT MOXKE J1a TIOUCKA MTUCMEHO (Upe3
nucMo wiH (pakc) OT YYaCTHHIIMTE JIa yIBJDKAT CPOKa Ha BAIMIHOCT Ha odeprara JO MOMEHTA Ha
CKJTIOYBAHE HA JIOTOBOpPA 3a OOIIECTBEHA MOPHUKA.

E. IIporuo3Ha croiiHoCT Ha o0IecTBeHAaTa MOpbYKa: Ob1aTa NIPOrHO3HA CTOMHOCT Ha MOpBhYKATa €
120 000 nB. (cTo u neBerHanecet xwrsaau Jiesa) 6e3 JJIC nmm 144 000 nB. (CTO UeTHpUIECET U YETHPH
neBa) ¢ JIJIC. IIporuno3Hara CTOHHOCT Ha HOpbYKaTa 10 000COOEHN MO3ULINH € KaKTO CIIe/IBa:

O60co6ena mosutyst Ne 1 - |, Bumamunu” — 11 000 nB. (eaunanecer xunsau) 6e3 JJIC.

O6ocobena nozumust Ne 2 - |, Aumumpomoomuunu cpeocmea” — 2 500 nB. (IBe XWIAIU H
nerctoTuH Jyiea) 6e3 JIJIC.

O6ocobena nozurus Ne 3 - | Ilnazmenu 3amecmumenu u ungyzuonnu pasmeopu” — 54 600
(metaeceT U YeTUPH XUJISAM U IiecTcToTHH JeBa) 6e3 JJIC.

O6ocobena mosuiust Ne 4 - ,,Q6uwu anecmemuyu” — 15 500 nB. (neTHajeceT XWIAIH U
nerctoTuH Jiea) 6e3 JIJIC.

O6ocobena mo3urus Ne 5 - | Jlekapcmeenu npodykmu 3a ouxamenna cucmema” — 36 400 nB.
(TpHIeceT W IIeCT XWISAH U YeTUpUCTOTHH Jiea) 6e3 1 /IC.

B Ta3u cToMHOCT ce BKIIIOYBA:

1. uenara B neBa 6e3 /[JIC Ha mbpBOHAYAIHO TOCTABEHUTE JIEKAPCTBEHH MPOIYKTH (B 3aBUCHUMOCT OT
000co0OeHaTa Mo3HIIHMs, 3a KOSTO C€ y4acTBa);

2. BCHMYKH TOBApO-pa3TOBApHHU, TPAHCIOPTHH W JAPYTH pa3XxoJd, CBBP3aHU C JOCTAaBKaTa,
BKJIFOUMTETHO 32 TPAaHCIOpPTHATa OMAKOBKA Ha JIEKAPCTBEHUTE MPOIYKTH (CTOKUTE), TMPHU TAXHOTO
meppBOHAYATHO focTaBsiHe B CkitamoBa 0aza boresrpan kem TeputopmanHa mupekums ,,JIbpikaBeH
pe3epB” rp. Codus;

3. nenara B neBa 6e3 [IJIC Ha BcHukM OOHOBSBaHW JICKAPCTBEHM TMPOIYKTH 3a IENHS CPOK Ha
noroBopa - 4 (4eTupu) roIMHU (B 3aBUCUMOCT OT 000cOo0eHaTa MO3UIINS, 32 KOSITO C€ y4acTBa).
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K. KosmmuecTBo Wi 06em Ha nmopbukarta: CoriiacHo Texaudecka crienudukanus - [Ipunoxenue Ne
3or JOKYMCHTalMATa 3a y4aCTHC.

3. Haunn Ha oOpa3yBaHe Ha mnpemiaraHata uneHa. [Ipemiaranara mena cieaBa ga Obae B
Obarapcku neBa, 6e3 JIJIC, kaTo BKIOYBa BCUYKHM MOcoueHU B OykBa ,E” T. 1, T. 2 u T.3 1IeHU U
pasxomu. Bcuuxku mpancnopmuu pazxoou 3a 00HO858AHE HA CMOKUME HA Mepumopusma Ha
Penyonuxa Pvreapus, ca 3a cmemka Ha Bv3noscumens.

N. HaunH Ha miamaHe OT CTPaHA HAa BB3JIOKUTeNs1: [lmamaHeTo Mo CKIOYECHHsS ¢ HU30paHus
W3IBIHUTEN JOTOBOP IIE CE OCBIIECTBH OT CTpaHa Ha BB3IOXKHUTENS, MO OAHKOB ITBT, C IUIATEKHO
HapeXJ1aHe, B OBJITapCcKH JieBa, 110 OAaHKOBAa CMETKa Ha W3ITBJIHUTENS, B CPOK 10 7 (cemem) paboTHU
JTHU cliell TpeAcTaBsine OT crpaHa Ha M3nbanurens, B Llentpanno ynpasnenue (1Y) na IA JIPBB3,
Ha KOMHE OT JBYCTPAHHO IOJIUCAHU IMPUEMATEITHO - MPEJAaBaTEIHW IMPOTOKOJIW 3a JIOCTABSIHE M
MpreMaHe Ha JICKApPCTBEHHUTE MPOAYKTH (CTOKUTE) M MpeAcTaBsHEe Ha (akTypa 3a H3BBpIICHATA
JIOCTaBKaA.

1. A3UCKBAHUSA KBM YYHACTHUIUMTE B OTKPUTA NTPOLUHEIYPA

A. Yci0BuS 32 yyacTHe B OTKPHUTA NpoLeaypa:

B otkpuraTa mpomenypa 3a Bb3jaraHe Ha OOIIECTBEHaTa MOpPBYKA MOXE Ja MpencTaBu odepra
YYaCTHHK, KOUTO:

1. IIpUTECI)KaBa ONUT B M3NBJIHCHHUCTO Ha AJOCTABKHM Ha CTOKH, €AHAKBHU MJIM CXOAHH C IPCIMETa Ha
o01ecTBeHaTa OphUKa;

1.1 e mpom3BOAMTEN WM MYy € MPEAOCTABEHO MPABO J1a Mpeyiara CTOKM Ha MPOU3BOIUTEIS
/BBB BTOpHsSI Ciydail y4YaCTHHUKBT CJe[Ba Ja MPEACTABU CHOTBETHHTE IOKYMEHTH, IOKAa3Ballld
MPUTEKABAHOTO OT HETO TPABO/.

1.2. Koraro y4acTHUKBT € OOEIMHEHHE/KOHCOPLUYM, KOETO HE € HOPUIUYECKO JIUIIE,
CHAPYKHUIIUTE B OOCIMHEHHETO/KOHCOPIIMYMa MPEACTaBAT KOMNHME Ha JOroBopa 3a obenuHeHue. B
CllyyauTe, KOraTo ChAPYKHUIMTE B 00EIMHEHUETO ca CKIIOUYMIIM JOTOBOP 32 y4acTHe B MPOLEIYPH 3a
Bb3JlaraH€ Ha OGHICCTBGHI/I IMOPBUYKH, YHACTHUKDBT Tp?[6Ba Aa OpeAacCTaBu AOMIBIHUTCIIHO CIIOPA3yMCHHC
KbM TO3U JIOTOBOp 3a ydacTHE B HAcTosIaTa OTKpUTa IMpoleaypa. B To3u 10roBop/IOMbIHUTENTHO
CTIOpa3yMEeHHE CHIPYKHUIUTE Ca JUTHXKHH Ja ONpPEAeNsAT C KaKBH PECYpCH IIe yJacTBa BCEKH
CBIPY)KHUK B O0€IMHEHMETO/KOHCOpPIMYMa M KakBU JEHMHOCTH 1€ M3BBPUIBA NMPHU HU3II'BIHCHHE Ha
oO1iecTBeHaTa opbyKa.

JloroBopbT/criopa3yMeHUETO TpsiOBa J1a ChAbPIKa KiIay3d, KOUTO TapaHTUPaT, Ye:

a) CbCTaBBT Ha OOEIMHEHHETO/KOHCOPIMYM HsIMa Ja Ce IMPOMEHsS CJie] IOJaBaHeTO Ha
opeprata M BCHUYKHM CBAPYKHHUIM B OOEIMHEHMETO ca 3aJb/DKEHH Ja OCTaHaT B HEro M0
OKOHYATCJIHOTO U3ITBJIHCHUC HA MMOPBHUKATA,

0) 00eIMHEHHETO/KOHCOPLIMYMa € Ch3A3JeHO ChC CPOK /10 OKOHYATEIHOTO H3IbIHEHHE Ha
o0IIIecTBeHATA MOPHUKA;

B) BCHYKU CBAPYXHHMIM Ha OOEAMHEHHETO/KOHCOpIMyMa ca COJMJApPHO OTIOBOPHHM 3a
Ka4eCTBEHOTO M3IThIHEHUE Ha OOIECTBEHATa MOpPhYKA, HE3aBUCHMO OT CPOKa, 32 KOWTO € Ch3/1aJCHO
00e/IMHEeHNETO/KOHCOpIIYMa.

CpapyXHHIIUTE B 00CIMHEHHETO/KOHCOPIIMYMa TPsOBa J]a ONpEeAesaT W IM0CoYaT B JOrOBOpa
WIA B OTJEJIHO ITbJHOMOIIHO JIMIle/a, KOETO Ile MPEACTaBIsABa O0EIMHEHUETO/KOHCOpLUYyMa Ipes
BB3JIOKHUTENSI, U 1€ OTTOBOPSI 32 OINEPATHBHOTO YNPABICHHWE NpPU M3MBIHEHHE Ha OOIIecTBEeHAaTa
nopbuka. JloroBopbT/ciopa3yMEHHETO 3a Cb3/laBaHEe Ha OOEAMHEHUETO/KOHCOPLUYMa, KaKTO H
ITBJTHOMOIITHOTO CJI€/BA 1a OBJIAT C HOTapHaIHA 3aBepKa Ha MOIIHCUTE.

Koraro y4acTHMKBT € MpeJCTaBUi JI0rOBOPa/CIIOPa3yMEHUETO 3a Ch3JjaBaHe Ha OOeqMHEHuE,
YUETO CHABPIKAHUE HE OTrOBapA Ha U3HMCKBAHUATA, OIIPEACIICHU OT Ta3W AJOKYMCHTALUA, U HE IIOIIPpaBU
JOTOBOpa/criopa3yMeHneTo mo pena Ha wi. 68, an. 9 ot 30Il, yyacTHUKBT e ObAe OTCTpaHEH OT
yJacTHe B HACTOSIIATA MPOIEAypa 3a Bb3JIaraHe Ha O0IecTBEHA MMOPBhYKA.

1.3. Korato y4acTHUK B npoleaypara € 00eAMHEHUE, KOETO HE € IOPUIUECKO JIHLIE:
a) JoOKyMeHTuTe 1mo 4i. 56 an. 1, 1. 1, OykBu "a" m "0" ot 3OII ce mpencrTaBaT 3a BCAKO
(bU3MYEeCKO UITH IOPUANYECKO JINIE, BKIIFOUYEHO B 00CTMHEHUETO;
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0) nokymeHnTute mo 4wi. 56 an. 1, 1. 5, ot 30Il, KouTO Ca M3KWCKaHU OT BB3JIOKUTEIS Ce
MPEICTaBAT CaMO 3a YYaCTHHIIMTE, Ype3 KOUTO OOCIMHEHUETO J0Ka3Ba CHOTBETCTBHETO CH C
KpUTEPUUTE 3a OA00D.

2. Jlomycka ce y4yacTHETO Ha IOAM3IIBJIHUTENH, KOUTO TpsAOBa Ja OTrOBapsAT HAa WM3UCKBAHMITA,
cboOpasno wi. 47, an. 8§ ot 30I1:

1.1 nmoan3IBIHUTENUTE MOMBJIBAT JSKIapalys 3a OTChbCTBUE HA 0OCTOSATENCTBA MO Wi. wil. 47,
an. 1 u an. 5 or 3011 o obpazen Ha [Ipunoxxenue Ne 13 ot qOKyMeHTausTa 32 y4acTue.

1.2 moau3mBIHUTENUTE MOMBJIBAT ACKJIAPALUs 32 ChIVIACUE 3@ YYACTUE KAaTO MOU3IIBJIHUTEN 10
obpazen Ha [Ipunoxxenne Ne 12 oT toKyMeHTanuATa Ha MOPHUYKATA.

3. B oTkpurara nporeaypa He MO:Ke 1a y4acTBa y4aCTHUK, KOUTO €:

3.1. ochbaeH c BisA3a B cUjia MPUCHAA, OCBEH aKO € peabMIINTUPaH, 3a:

a) TMpecThIUICHHE NPOTUB (HUHAHCOBATa, JaHbYHATA WJIH OCHTYPUTEIIHATA CHCTEMA,
BKJIFOUMTEIHO U3MUPAHE Ha mapu, mo 4. 253 - 260 ot HakazarenHus KoJIeKc;

0) mnoaxym no wi. 301 - 307 ot HakazarenHust KoJaekc;

B) ydacTHe B OpraHU3HMpaHa npecTbiHa rpyma mo wi. 321 u 321a ot Haka3arenHus Koaekc;

I) MpecTbIUIEHUE NPOTUB COOCTBEHOCTTA 10 Wwi. 194 - 217 ot HakaszarenHus xonekc;

1) TpPeCcThILICHHUE MTPOTUB CTOMAHCTBOTO 1O wi. 219 - 252 ot Haka3arenHus koaekc;

3.2. 00sIBE€H B HECHCTOSTEIHOCT;

3.3. € B IMPOU3BOJCTBO MO JMKBUIAIMS WM CE€ HamHpa B MOAOOHA Mpoleaypa ChIIIACHO
HallMOHATHUTE MY 3aKOHH M T10JI3aKOHOBU aKTOBE.

3.4. uMa 3aAbJDKEHUS MO CMHCHIAa Ha 4. 162, an. 2, T. 1 or JlaHbYHO-OCHUTYpPHUTETHUS
IpoLecyajeH KOJEKC KbM JbpikaBaTa U KbM OOIIMHA, YCTAHOBEHH C BISA3bJI B CHUJIa aKT Ha
KOMIIETEHTEH OpraH, OCBEH aKO € JIOMYCHATO pa3CcpoyBaHe WM OTCPOYBAHE HA 3abJKCHUSTA, UITU
MMa 3aIbJDKEHUS 33 JaHbLM WM BHOCKH 3@ COLIMAIHOTO OCUTYpSBaHE, ChIVIACHO 3aKOHOJATEJICTBOTO
Ha JAbpKaBaTa, B KOSATO KAHIUAATHT WM YYACTHUKBT € YCTAaHOBEH;

3.5. B OTKpPHTO MPOU3BOACTBO TO HECHCTOATEIHOCT, WM € CKIIOYII HM3BBHCHIACOHO
CIIOpa3yMeHHE C KpeAUTOpPUTE CU Mo cMmuchia Ha wi. 740 ot ThproBckus 3aKkoH, a B ciayyail ue
YYaCTHUKBT € YY)KJIECTPAHHO JIMIIE - C€ HamMHupa B MOAOOHa Mpoleaypa ChIIACHO HALMOHAIHUTE
3aKOHU M TMOJ3aKOHOBHM AKTOBE, BKIIOYMTEIIHO KOTAaTO HEroBara AEHHOCT € MOJ pa3lopek/iaHe Ha
Ch/1a, UM YYACTHUKBT € MPEYCTAHOBWII IEHHOCTTA CH;

3.6. MUIIIeH OT MPaBOTO Ja YIpa)xKHsIBa onpeaenacHa npodecus Uiu AEHHOCT, MPSIKO CBbpP3aHa C
U3ITBJIHEHUETO Ha MpeAMEeTa Ha MOopbuKaTa ChIJIACHO 3aKOHOJATENICTBOTO Ha JbpKaBara, B KOSTO €
M3BBPILICHO HApYLIEHUWETO, BKIIOUMUTETHO 32 HApYLIEHHUs, CBbpP3aHM C H3HOCA HA MPOAYKTH B
oOnacTTa Ha oTOpaHaTa M CUTYPHOCTTA;

3.7. BUHOBEH 3a HEU3MbJIHEHHE Ha 3abJDKEHHUS 110 JTOTOBOP 3a OOIIECTBEHA MOPHUKA;

3.8. ochIeH ¢ BIIsA3NIA B CHIIA TIPHUCHAA 33 TpecThiUieHue mo wi. 313 ot Haka3aTemHus Komekc
BBB BPB3Ka C IPOBEXKIaHE HA MPOIIEAYpHU 32 Bb3JIaraHe Ha OOIIECTBEHH MOPHUYKH;

3.9 npu KOWTO JMIIaTa O T. S ca CBbpP3aHU JIMIA C BB3MOXKUTENS UM ChC CIIYKUTEIH HA
PBHKOBOJIHA ATBHKHOCT B HETOBAaTa OpraHU3aIlus;

3.10. KOMTO € CKIIoUMI JOroBOp ¢ Juie 1o wi. 21 unu 22 ot 3akoHa 3a NpeAoTBpaTsIBaHe U
yCTaHOBSIBaHE HA KOH(JIUKT Ha UHTEPECH.

4. He Moxe &a y4yacTBa B MpoIleypaTa 3a OOIIECTBEHA MOPHUKA UYKAESCTPAHHO (PU3UUECKO WU
IOPUIMYECKO JIMIIE, 3a KOETO B JbpXKaBaTa, B KOATO € YCTAaHOBEHO, € HAJHMIC HIKOE OT
obcrogrenctBaramo 1. 3.1, 1. 3.2, 1. 3.3, 1. 3.4, 7. 3.5, 1. 3.6, . 3.7 1 T. 3.8

5. Koraro kanauiaTuTe Wi yYaCTHUIIMTE Ca FOPUINYECKU JIUIA, M3UCKBaHuATa 1o T. 3.1, 3.6. u 3.8. ce
mpuiarar, KakTo cJlie/Ba;

5.1. mpu chOMpaTEeNTHO IPYKECTBO - 3a juuarta no wi. 84, an. 1 u wi. 89, an. 1 or Teproeekus
3aKOH;

5.2. mpu KOMaHIUTHO JpyXecTBO - 3a junara mo wi. 105 ot TwproBckus 3akoH, 0e3
OTPaHUYEHO OTTOBOPHUTE CHAPYKHHUIIN;

5.3. mpu Ipy,KECTBO C OTpaHUYEHA OTTOBOPHOCT - 3a juiara mo 4wi. 141, an. 2 ot Teprosckus
3aKOH, a IIPU €AHOJIMYHO APYKECTBO C OrPaHMYEHA OTTOBOPHOCT - 3a juuara mo wi. 147, an. 1 ot
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THProBCKHs 3aKOH;

5.4. mpu aKUMOHEPHO IPYKECTBO - 3a OBJACTEHHUTE JHLA IO wi. 235, an. 2 ot Teprosckus
3aKOH, a MPH JIMIICA Ha OBJIACTSBAHE - 3a JIuarta 1no 4wi. 235, ain. 1 ot Thproeckus 3akoH;

5.5. mpu KOMaHJIUTHO JIPY>KECTBO C aKLMHU - 3a JIMlara no 4ji. 244, an. 4 ot TeproBckus 3aKoH;

5.6. mpu eAHOIMYEH THProBell - 3a PU3NYECKOTO JIUIE ThPrOBell;

5.7. BbB BCUUKHU OCTaHAIM CIIy4au, BKIIOUUTEITHO 32 YYXKJICCTPAHHUTE JIMIIA - 32 JTU1AaTa, KOUTO
Mpe/ICTaBIsIBaT KaHAu1aTa UM yYaCTHHKA;

58. B ciaywaure mo T. 5.1. - 5.7. - M 3a NPOKYPUCTUTE, KOraTo HMMa TaKUBa; KOIaro
qyX/IeCTPaHHO JIMIE UMa MOBeYe OT €IMH MPOKYPHUCT, AeKIapanusiTa ce mojaBa caMo OT MPOKYpPHUCTa,
B YHSTO MPEJICTABUTEIIHA BJIACT € BKIIIOUEHA TepuTopusaTa Ha Permybnka brirapust.

6. Jlurcara wiv HAIMYUETO HA OOCTOSATENICTBA MO T. 3 C€ YIOCTOBEPSBAT, KAKTO CJICBA:

6.1. mpu moxaBaHe odepra - C MpeACTaBsIHE Ha JEKJapalus, IMOIbJIHEHA IO oOpas3ell Ha
[Ipunoxxenue Ne 8 OT JOKyMEHTALMATA 32 y4aCTHE.

6.2. IpyM TMOJINMCBAaHE Ha JOTOBOP 3a BB3JaraHe Ha OOIIECTBEHAa MOPBHYKA YYACTHUKBT,
OTIpe/ielieH 3a U3ITBIIHUTEN, € JIIBKEH J1a yI0CcTOBepH oOcToaTencTara o T. 3.1., 3.2., 3.3., 3.4, 3.5,
3.6. u 3.8 ¢ JOKYMeHTH, M3aJeHU OT CHOTBETHUTE KOMIIETEHTHH OPraHM, WIM C HOTapUAITHO
3aBEpEHU KOMHsI Ha IOCOYCHUTE JOKYMEHTH, C H3KJIIOYCHHE Ha OOCTOSTENCTBATa, BIMCAHU B
TbproBekust perucTbp W/WIM ApYrd MyOJIMYHU PETUCTPU, KaTO B TO3U ClIydall yYaCTHUKBT cle/Ba Ja
ru nocoun B Jlexnapanusta o wi. 47, ain. 9 ot 3011, koaTo ce mombiiBa 1o odpazen Ha [Ipunoxenue
Ne 8 oT qokyMeHTalusATa 3a y4acTue.

6.3. mpu MOANKMCBAHE HA JOTOBOP 3a BB3JIAraHE Ha OOIIECTBEHA MOPBUKA UYKIECTPAHHOTO
(bu3MYECKO WU IOPUAUYECKO JUIE, U30paHO 3a U3MBIHUTEN, € JUTHXKHO J1a MPEJCTaBH JOKYMEHTH 3a
yIOCTOBEpsIBaHE JUIICaTa Ha oOcrosTencrara mo T. 3.1., 3.2., 3.3., 3.4., 3.5.,3.6.,3.7. u 3.8., u3ganenu
OT KOMIIETEHTEH OpraH, WM HU3BIEYEHHE OT ChIACOEH PErucTbp, WIM EKBUBAJECHTEH IOKYMEHT Ha
ChJICOCH WM JIMUHUCTPATUBEH OPTaH OT JIbPKaBara, B KOSITO € YCTAaHOBEH.

7. YdacTHHLIUTE ca JJIHKHU B IIpoIieca Ha MPOBEXKIaHe Ha MPOoIlelypara Ja YBEAOMIBAT Bb3JIOKUTEIS
3a BCHYKU HACTBIIWIM MPOMEHH B oOCTOsITENCTBaTa MO Wi. 47 ai. 1, HOCOYEHHUTE OT BB3IOKHUTENIS B
OOSIBIICHHETO OOCTOSTENCTBA MO al. 2, KakTo 1 ai. 5 ot 3011, B 7-1HEBEH CPOK OT HACTHIIBAHETO HM.

8. Ilpm m3TM4aHe pa3penieHueTo 3a ynoTpeda Ha CHOTBETHHUS JIGKAPCTBEH IMPOIYKT, TOCTABYHKBT
BB3CTAHOBSBA, B CPOKA HA JIOTOBOPA, B PAMKHUTE HA JIEBOBATa PABHOCTOMHOCT, C TEHEPUYEH JIEKApPCTBEH
npoayKT uinu nocoueH ot J{A J/IPBB3 nexapcTBeH npoaykT.

9. y‘-IaCTHI/IIII/ITe Moratr aa JAoKaXaT CBOTBECTCTBHETO CH C HM3HMCKBAHUATA 3a TEXHUYCCKUTE
BB3MOKHOCTH W/WJIM KBaJU(UKALUSA C BB3MOKHOCTUTE Ha €HO WM IOBeuYe TpeTH juua. B te3n
Cllydad, OCBEH JOKyMEHTHTE, OIpeNelieHH OT Bb3nokuTens 3a JoKka3BaHE Ha CBHOTBETHUTE
Bb3MOKHOCTH, YYaCTHUKBT MPEJICTaBsl JI0KA3aTeNCTBa, Y€ MPH M3MBIHEHWETO Ha MOpbUKaTa LIe MMa
Ha Pa3MoJIOKEHUE pecypcuTe Ha TpeTuTe auua. Tperoro/ute nuie/a Moxe aa Objae/aT MocoYeHo/uTe
NOJU3IIBJIHUTEN/U U JPYTU JIMIA, HE3aBUCUMO OT IpaBHaTa Bpb3Ka Ha KaHAMJATa WM y4acTHHUKA C
TAX.

b. JOKYMEHTH, IIPEJJCTABAHHU OT YYACTHULIUTE:

Yuacmnuyume npeocmasam ogpepma cu, kamo uzpuuno nocousam 3a Kosa/Kou om o0docodenume
nosuyuu Kanouoamcmeam. Ogepmama, Koamo y4yacmHuyume 6 OmMKpumama npoueoypa
npeocmaeam, cyedea 0a cvrovpiHca:

1. IlpencraBsiHe Ha yYaCTHHKA, KOETO BKJIIOUBA: IOCOYBAHE HA €IMHEH MJICHTU()UKALMOHEH KOJI 1O YJI.
23 ot 3akoHa 3a Thprockusi peructbp, BYJICTAT w/unu npyra maentuduuupania uabopmanus B
CBHOTBETCTBUE CHC 3aKOHOJATEJICTBOTO HA Jbp)KaBaTa, B KOATO KaHAUAATHT WJIN YYAaCTHUKBT €
YCTQHOBEH, KaKTO U aJpec, BKIFOUUTEIIHO €JEKTPOHEH, 33 KOPECHOHACHIUS NPHU MPOBEXKIAHETO HA
IIpOLEaypaTa;
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1.2. Koraro y4acTHHKBT € O0eJuHEHNE, KOETO HE € IOPUINIECKO JIUIIE, CE MPECTaBs KOMHE Ha
JI0TOBOpa 3a 00eIMHEHNE, B ChOTBETCTBHE ¢ M3KMCKBaHeTo Ha Pa3xen |, 6ykBa ,,A”, 1. 1.2. (cTp.3)

1.3. Koraro y4acTHUKBT B MpOIEAypa € YyKICCTPAaHHO (HU3UYECKO WM FOPUIUUYECKO JIUIIC
WIA TeXHU 0O€IMHEHUs, IPECTaBsi CbOTBETEH €KBUBAJIECHTECH JOKYMEHT 3a PETHMCTpAIHs, U3aeH OT
cbJeOeH WM aMUHUCTPATUBEH OpPIraH B IbpXKAaBaTa, B KOSTO € YCTAaHOBEH B O(QHIMAJIEH NPEBOJ HA
OBITAapCKU €3UK.

2. JIoKyMeHT/H, ¢ KOUTO c€ JJ0Ka3Ba, Y€ YYaCTHHK, KOMTO HE € IPOM3BOAUTEN HA CTOKUTE-IIPEIMET Ha
o0IIecTBeHaTa MOpbyKa, MMa MPaBo Jia MpeJyiara CTOKK Ha MPOU3BOANUTENS (OTOPU3AIIMOHHH MTHCMA OT
IIPUTEKATEJINTE HA BAJUIHU pa3pelleHus 3a ynorpeba 3a yyacTue B IpoleaypaTa, TUCTPUOYTOPCKH
JIOTOBOPH, 3aBepeHa creurn(uKanus 3a ChbOTBETHATA TOUHA WM ITBITHOMOIIHO 32 OCHIIECTBSIBAHE HA
IOCPEIHUYECKa ThProBCcKa JEHHOCT U JIp.) - B OPUTMHAI WM 3aBEPEHO KOIIUE;

3. OpuruHajeH J0OKYMEHT 32 BHeceHa 0aHKOBa rapaHius 3a y4acTHe B OTKpHUTATa MPOLEAYypa UK
KOIIME OT JIOKyMEHTa 3a BHECEeHa rapaHuus noxa ¢opmara Ha napuyHa cyma. (IIpum monaBane Ha
oeprara y4acTHUKBT MPEACTaBs OTAEICH IOKYMEHT - TapaHIMs 3a ydacTHe, 32 BCsiKa 00ocoOeHa
MO3MLIMA, 32 KOATO ydYacTBa, Karo B JIOKYMEHTa ca II0OCOYBa HOMEpa M HaMMEHOBAHHUETO Ha
o0ocoOeHara mo3uiusl. )

4. Nexnapamus o wi. 47, an. 9 ot 30II (mo o6pazent Ha I[lpunoxenue Ne 8 oT moxkymeHTanusTa 3a
y4acTHe) 3a OTChCTBUETO Ha oOcTosTencTBaTa o paszaen II, oyksa” A”, 1. 3 (cTp. 4)

5. Jloka3zaTe/icTBa 32 TEXHUYECKATa Bb3MOKHOCT 32 H3NIbJIHeHHe HA nmopbukaTa o wi. 51 ot 30I1
- IPEJICTABAT CE€ IO CICTHUS HAYHMH:

1.1. Hdexnapanus, cbabpiKalla CIMChK Ha JIOCTABKUTE WIJIM YCIIYTUTE, KOUTO Ca €JHAKBU WU
CXOJIHH C IPEeIMETa Ha OOIIECTBEHATA MOPBHYUKA, U3ITBJIHEHH MIPE3 MOCIEAHNUTE TPH TOJUHH, CYUTAHO OT
JaTtaTa Ha 1ojaBaHe Ha odeprara, ¢ MOCOYBAHE HAa CTOMHOCTHUTE, JATUTE M MOJIydaTesIuTe, 3aeIHO C
JI0Ka3aTeJICTBO 3a M3BbpLICHATa JOCTaBKAa M yciyra noj (opmara Ha yAOCTOBEpEHUs, U3AAJEHU OT
HoJIyyaTessl WIK OT KOMIIETEHTEH OpraH, WM 4pe3 MOCOYBaHE Ha IyOJIMUYeH PerucThp, B KOHTO ca
nyOJIMKyBaHH UH(OPMAIMH 33 JOCTABKUTE.

1.2. Jlexnapanus, CbIbpXallla ONMCAHUE HAa TEXHUYECKOTO OOOpYyABaHE M MEpPKUTE 3a
OCUTYpsIBaHE Ha Ka4eCTBOTO, KAKTO ¥ Ha 00OPYABAHETO 3a M3IMTBAHE U M3CIIEABAHE (aKO MMa TaKOBA).

1.3. BanuaHo paspelieHue 3a ThbproBUs Ha €Apo C JIEKapCTBEHH MPOAYKTH, U3J1aJIeHO IO pea
Ha 3aKOH 3a JIEKapCTBEHHUTE MNPOAYKTHM B XymaHHara menuuuHa (3JIIIXM) (B 3aBuUcHMOCT OT
00oco0eHaTa Mo3uIKs, 3a KOATO C€ y4acTBa) - 3aBEPEHO KOIIHE;

1.4. BanuaHo paspelnieHue 3a Npou3BOJICTBO, U3AAJIEHO M0 pefa Ha 3aKoHa 3a JIEKapCTBEHUTE
OpOAYKTH B XyMmaHHata MeauuuHa (3JIIIXM) - xoraTto jekapcTBeHUTE MPOAYKTH C€ Ipejiarar OT
MPOU3BOUTEIN (B 3aBUCUMOCT OT 000cOOeHaTa MO3UIIHs, 32 KOSITO C€ y4acTBa) - 3aBEPEHO KOIIKE;

1.5. BamugHo paspemeHue 3a BHOC, u3nazeHo mo peaa Ha 3JIIIXM — camo korato
JIEKapCTBEHUTE IMPOJYKTH C€ MpeularaT OT BHOCHTEN (B 3aBUCHUMOCT OT 00ocoOeHara Mo3uuus, 3a
KOSITO C€ y4acTBa) - 3aBepeHO KOIHE;

1.6. Ceptudurar (3aBepeHO KOIHUE), YAOCTOBEPSBAIl, Y€ CHUCTeMara 3a YyIpaBlieHHEe Ha
Ka4yecTBOTO Ha ydacTHHKa € B choTBeTcTBHE ¢ 1SO 9001:2008 ¢ 06xBaT Ha cepTUdUKAIMS JOCTaBKa
Ha JIEKapCTBEHH MPOJYKTH WM €KBUBAICHTHO (KOraTo YY4aCTHHUKBT € MPOU3BOAUTEN);

1.7. Ceptuduxar (3aBepeHO KOIHUE), YAOCTOBEpsBAll, Y€ CHUCTEeMaTa 3a YIpaBlieHHEe Ha
KadecTBOTO Ha npou3Boautes € B cboTBeTcTBHE ¢ 1SO 9001:2008 ¢ 06xBaT Ha cepTuduKams H0CTABKA
Ha JICKApCTBEHH MPOIYKTH UM €KBUBAJIEHTHO. [IpeacTaBs ce KOraTo y4acCTHUKbT He € IPON3BOIUTEI
Ha CHOTBETHHS JIEKapCTBEH MPOAYKT, HO HMMa IPaBO Ja MpeJiara JIeKapcTBEHUTE TMPOIYKTH Ha
MPOU3BOAUTENS (B 3aBUCUMOCT OT 000co0eHaTa MO3HIIHKs, 32 KOATO C€ Y4acTBa);

1.8. Ceprtuduxar 3a Ka4ecTBO (aHATUTHYEH CEPTH(HUKAT) U MPOU3XO HA MPEITaraHuTe CTOKU
WM €KBUBAJIECHTHO (B 3aBUCUMOCT OT 000co0eHaTa MO3MIINs, 32 KOATO C€ Y4acTBa);

1.9. [loka3zarencTBa, 4Ye YYaCTHHKBT II€ paslojiara ¢ PECcypcuTe Ha TPETO JUIE Karo
npeaBapuTeieH TIOrOBOP WM JEKJIApalus OT TPETOTO JIULE (KOraTo € MpUJI0KIMO).

6. Jlexmaparusi OT y9acTHHKA, Y€ BCHUKH JICKAPCTBEHH MPOJYKTH, C KOUTO yJacTBa B MpoIleypara, ca
pasperienu 3a ynorpeda B Peny6nuka bbirapus, kato B ekapaiusra cie/Ba Jia ce Ioco4rd U HoMepa
U JaTaTta Ha pa3pelieHueTo 3a ynorpeoa;

7. leknaparysi, 4e OCTaThbUHHUAT CPOK HA FOJHOCT HA IMbPBOHAYAIHO JOCTAaBEHUTE, TOCTABIHUTE MPU
OOHOBSIBaHE, KaKTO M TOCJEeIHO OOHOBEHHTE B CpOKa Ha JEWCTBHE Ha JOroBOpa JIEKapCTBEHH
OPOAYKTH Ie ObJe He mo - Manbk oT 90 % oT 00sBEeHHs OT NMPOMU3BOAMTENS KbM JaraTa Ha
ChOTBETHATa JI0CTABKaTa;
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8. Jlexmapamusi OT y4acTHHMKa, 4e MpPH H3BBPIUIBAHE Ha BCsAKAa JOCTaBKa (I'bpBOHAYallHA W IPH
OOHOBSIBaHE), CTOKaTa Imie OBJe NpHUIpykKaBaHAa OT JOKYMEHTH 3a TIPOU3XOJ M KauecTBO,
cepTu(dUKaT/IOKYyMEHT 3a OCBOOOX/IaBaHE Ha BCSIKA MapTHU/IA OT CTOKATa, KAKTO M JIOKYMEHT, Ha KOHTO
€ 0003HaUYe€HO HAUMEHOBAHUETO, CHIBPIKAHUETO U CPOKBHT HA TOJHOCT HAa CTOKATA;

9. Jlexknapanus OoT y4acTHHKA, C KOSTO IIpUEeMa U JCKJIapupa, ue B CPOKa Ha JACHCTBHE Ha AOrOBOpa 3a
O0IIeCTBeHa MOPHUYKA 33ABDKUTENIHO 1€ OOHOBSIBA JEKAPCTBEHUTE MPOAYKTU Hpu MHUHUMYM 70 %
OCTaThbU4€H CPOK Ha TOJHOCT, Oe3 Ja IMOoJydaBa JONBJIHUTEIHO Bb3HATPAKICHHUE, PA3IUYHO OT
IIpeII0KEHATa 1I€Ha B LIEHOBOTO MY NPEAJIOKEHNUE;

10. B cnyuait ye y4acTHUKBT € NMPOU3BOJAUTEIN, MPENCTaBs ACKiIapallus, ye 3a CpoKa Ha JI0roBopa Iie
OCUTYpsiBa HOBU NAPTHU]IU JIEKAPCTBEHU MPOJIYKTH 32 OCHILIECTBSBAHE Ha OOHOBSBAHETO (B 3aBUCHUMOCT
oT obOocobeHaTa MO3UIMSA 32 KOSTO KaHAMIATCTBA) WJIM JIEKJapalus OT MPOU3BOJUTENS — KOraro
YYaCTHUKBT € ThProBell,

11. IlenoBa odepTa, MpeCcTaBeHA B OT/ACIICH 3arleyaTaH HEMpO3paveH MUK ¢ Haganuc ,,Ilmuk Ne 3 -
IMMPEAJIATAHA TIEHA” - mo o6pazen Ilpunoxenwme Ne 5 OT JOKyMeHTamusiTa 3a ydacTHE B
npoueaypara. YUYaCTHUKBT 3aJbJDKUTENIHO TocouBa oThenHara neHa B sea 6e3 JJIC Ha Bcska
MIOJIO3HLINS JIEKAPCTBEHH MPOIYKTH, BKIIIOUEHA B 000coOeHaTa MO3UIIHS, 32 KOSITO Yy4acTBa.

B cnyuail, ye eauH y4yacTHHMK y4yacTBa 3a JBE WJIM IoBeue 000COOEHU IMO3UIIMH, 33 BCSKA OT TAX CE
MpeJIcTaBs OTAeNHA [eHoBa odepra (1mo odpaszern [Ipunoxenue Ne 5 oT TOKyMEHTAIHUSTA 32 Y9acTHE B
mpoleaypara) B OTIENEH 3amedyaTeH HempospadeH miuuk ¢ Haamuc ,Ilmuk Ne 3 -ITPE/IJTATAHA
IHEHA”, u 0603Ha4yeHwme 32 KOst 000c00eHa TIO3UIIHSI C& OTHACH);

12. Texnnuyecko mpeasioKeHUe - MPEACTABEHO B OT/AEJIECH 3areyaTaH HeMpo3padyeH IUIMK C HAIIHC
HImuk Ne 2 - TlpemnokeHue 3a M3MbJIHEHHE Ha TOpbukara” - mo odOpazer; [Ipunoxxkenue Ne 7 ot
JOKYMEHTAIUsTa 32 y4acTHe B MIPOLIeypaTa;

B ciydaii, ye enuH y4aCTHHK y4acTBa 3a JIBE WJIH MOBede 000COOCHU IMO3UIMH, 332 BCAKA OT TAX CE
npecTaBs oTAeaHO TexHuuecko npepioxenue (mo oopaser [punoxenne Ne 7 oT JOKyMeHTaIMsTa 32
ydyacTue B IIpoleaypaTra) B OTJAEIEH 3aleyaTeH Hempo3padyeH UMK ¢ Hagnuc ,llmuk Ne 2 -
[IpennoxxeHue 3a U3MBJIIHEHUE HA MOpbUYKaTa”, 1 0003HaYEHHE 3a KOsl 000c00eHa MO3HIIMS CE€ OTHACS);
13. Ioanucan w/minu noaneyatad [Ipoekt Ha JOroBOp, HO HenmombJaHeH! - 1o obOpaser ([Ipwioxenne
Ne 6 oT mokyMeHTaIusATa 3a y4acThe);

14. TTomreiHeHa odepTa - o 00pasel, KaTo 4acT OT JoKyMeHTanusTa 3a yuactue (IIpmnoxenue Ne 4 ot
JOKYMEHTAIIUATA 32 Y4acTHe);

15. Jlexmapamusi OT ydacTHUKa, 3a NOoAM3NbIHUTENuTe (1Mo oOpazen Ha Ilpunoxkenume Ne 11 or
JOKYMEHTAIMsATa 3a ydacTHE), KOMTO Ile y4acTBaT MpH HW3MBIHEHHETO Ha TMOpbUKara, BHAA Ha
paboTuTe, KOWTO € H3BBPIIBAT, W JeJla Ha TAXHOTO YYacTHE, aKO YYaCTHUKBT TMPEIBUKIA
noau3mbaHUTeNnM; Koraro y4acTHHKBT HE TpeABMXkIa B OOIIeCTBeHAaTa MOphYKa Ja ydacTBaT
MOAN3ITBIHUTENH, TOW 0TOENSA3Ba TOBA OOCTOSITEJICTBO B T.1 OT JIeKyIapanusara, KaTo B TO3U Clydail He
IION'bJIBA TOUKH 2, 3 U 4.

16. YuactHuksT nipeactass Jexmaparus ot [logu3nbeiHuTeMTE CH (AKO UMa TaKWBa) 32 OTCHCTBHUE HA
obcrositenctBa mo wi. 47, an. 1 u an. 5 or 30II, mo obpazen na [NPUJIOXKEHUE Ne 13 ot
JOKYMEHTAIMATA Ha TTOpPhUYKATA.

17. YuactauksT npeactaps exmapamnus ot [logu3nbianurenure cu (ako uMa TakuBa), 3a ChIIacue 3a
ydqacThe KaTo mnoau3mbiaHuTen, mo oOpasen Ha [IPUJIOKEHUE Ne 12 ot gokymeHTamusita Ha
MophYKaTa.

18. [exnapanus 3a KOH(MHUISCHIMAIHOCT (KOTaTo € TMPHJIOKHMO), IONBJIHEHA IO o0paser -
[Tpunoxxenus Ne 9 oT JOKyMeHTaNMsITa HAa TOPBHUKATA.

Ilpu nooasane na ogepmama Y4acmHUKbM MOXCe 04 NOCOYU KOS YACM Om Hes uma
KOHGuoenyuanen xapakmep u 0a U3UCK8A OM Bb3l0NHCUMEN 04 He i pa3Kpused, Kamo 3a moeda ce
nooasa /lexnapayus 3a KOHQGUOEHYUATHOCM Om yuacmHuxa. /leknapayusama 3a KOHQUOEeHYUarHocm ce
nocmass 6edHo ¢ Texnuueckomo npeonoxcenue na yyacmuuxa ¢ IHJIMK Ne 2 | TIPEJIJIOXKEHUE 3A
MN3ITbJIHEHUE HA I[IOPBYKATA” u mne moixnce 0a uma 3a npedmem npeodnazanama om

yuacmuuka yena.
19. Jlexnaparwst o wi. 56, an. 1, T. 6 ot 30II, 3a nunca Ha CBBP3aHOCT C IPYT yYaCTHUK/KaHIUAAT -

no obpazen; Ha [TPMJIOKEHUE Ne 10 ot nokymMeHTaIusTa Ha MOphUKaTa.
20. CriuchbK Ha IOKYMEHTHUTE, ChIIbPIKAIIH ce B opepTara, MoIMMUCaH OT yI4aCTHHKA.
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Bcuuxu 0okymenmu, Koumo He ca 8 OpuUSUHA U 3a KOUMO He ce U3UCK8A HOMAPUATHA 3368epKd,
mpsbsa o0a O6voam 3aeepeHu COOCMBEEHOPBYHO OM YYACMHUKA ¢ meKcm: ,,Bapuno ¢ opueunana”,
noonuc u neuam (K02amo e NpusioHCUMO).

B. U3uckBaHus 3a Ka4eCTBO:

1. Bcuuku mpensaraHu JEKapcTBEHM MPOAYKTH, MPEIMET Ha MOpbukKara, ClelBa Ja OTroBapsAT Ha
W3MCKBAaHUSTA, YCTAHOBEHU B HOPMATHBHHUTE, TEXHUYCCKU M 3aKOHOBH pa3lopendw, NeHCTBAIIMd Ha
TeputopusaTa Ha PemyOnuka bbiarapus kbM MOMEHTa Ha Bb3JlaraHe U U3MbJIHEHHE Ha OOIIecTBEHATa
MOpbUKa, KAKTO U HA M3UCKBAHUATA, YCTAHOBEHM B JOKYMEHTAIUATA 32 yyacTue B Mpoleaypara 3a
BBb3JIaraHe Ha OOIIeCTBEHATa MOPbUKa.

2. IlpennaranuTe OT y4yaCTHHKA JICKAPCTBEHHM MPOAYKTH, MPEIMET Ha MOpbykara, TpsOBa aa ca C
OCTaThU€H CPOK Ha TOAHOCT He MO0 - MaabK OT 90 % oT 00sABeHMs] OT MPOU3BOAUTENS KbM JlaTaTa Ha
JIOCTABKaTa;

3. 3anbKuTeNHO OOHOBSIBAaHE HA JIGKAPCTBEHUTE MPOAYKTH (CTOKHUTE) pu MUHUMYM 70% ocTtarhyeH
CPOK Ha T'OIHOCT.

4. Bcuuku AOCTaBSHU JIGKAPCTBEHU MPOJIYKTH, BKIIFOUUTEIHO U OOHOBSIBAHUTE, B CPOKa Ha JeiicTBHE
Ha JIOTOBOpa, CJE/Ba Jia ca C OCTaThUYE€H CPOK HA TOJHOCT HE mo-ManbK OT 90 % oT oOsBeHUs OT
MIPOM3BOJIUTEINS KbM JlaTaTa Ha JI0CTaBKaTa.

5. BCHYKH CTOKH, MpEAMET Ha OOIIEeCTBEHATa MOPHUYKA, CE JOCTaBAT B TMOIXOIIA TPAHCIIOPTHA
OMaKOBKAa, Taka Y€ Jla € OCHUTYpEeHa 3alluTa OT BBHINHO BJIHMSHHE M TOBpPEAW IO BpeMe Ha
TPAHCIIOPTUPAHETO UM JIO JPeca Ha Bb3JIOKUTEIS

6. Ha MakpoomakoBkaTa M €JWHUYHATA OMAKOBKAa HAa JOCTAaBIHUTE CTOKH Ja OBbJe H3MHCAHO
HAaMMEHOBAHHETO Ha CTOKaTa, JaTaTa Ha MPOM3BOJCTBO M KPAaCH CPOK Ha TOJHOCT, KaTO CBHIIUTE
clie[IBa J1a ce MpUIpykaBaT OT JIMCTOBKA Ha OBJITApCKH €3HK.

7. JlocTaBAHHWTE CTOKHM Clie[Ba Ja C€ MNPHUAPYKaBaT OT JOKYMEHTH 3a IMPOU3XOJ M KaudecTBO,
cepTu(UKaT/IOKYyMEHT 3a OCBOOOKJaBaHE Ha BCsAKAa MapTUIa OT CTOKaTa, KakTO M JOKYMEHT, Ha
KOWTO € 0003HAYCH CPOKa HA TOJHOCT Ha CTOKATa/UTe.

I1l. TAPAHIIMSI 3A YYACTHUE B TPOLEJAYPATA U TAPAHIIHS 3A U3IBJHEHUE
HA JJOTOBOPA

1. YyacTHULMTE TPEACTaBAT TapaHIUS 3a ydyacTHE B OTKpUTaTa NpPOIEAypa, B 3aBUCHMOCT OT
o0ocobeHara Mmo3uiys, 3a KOsTO Ce y4acTBa, KaKTo Clie/Ba:

O06ocobena mosumusa Ne 1 — 110 ns.
O06ocobena mo3umusa Ne 2 — 25 5B,
O06oco6ena mo3uius Ne 3 — 546 ns.
O06ocobena mo3umusa Ne 4 — 155 5B,
O0oco6ena mo3uis Ne 5 - 364 ns.

2. Tapannusra 3a yyacTue ce MpeacTaBsl B €1Ha OT cileAHuTe (GOpMHU: MapuyHa cyMa WinM OaHKOBa
rapaHuus. ['apaHuuuTe B MapuyHa cyMa ce BHAcAT MO OaHKOBa cMeTKa Ha J[bpXaBHa areHuus
»»J/bP’KaBEH pe3epB U BOCHHOBPEMEHHH 3amacy’:

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

bankoBara rapanius 3a ydactue cienBa na Obae uznanaeHa B monsa Ha JIA JIPBB3, na 0nae
HeJlenMa, HeOTMeHUMa, 0e3yclIoBHA U 0e3 POTeCT, U Ja BiIM3a B CHJIA OT JlaTaTa Ha W3/1aBaHETO i, a
CPOKBT Ha HeifHaTa BAMHIHOCT na 0b1ae 30 (TpuaeceT) KaJleHJapHU THU CJIe]l M3THYaHe Ha CPOKa Ha
BaJIMIHOCT Ha odeprara.
3. Y4acTHUKBT, onpeseneH 3a M3mbIHuTeN, npeacTaBs Ipyu CKIIOYBAHETO HA JIOTOBOpA TapaHIIHs 3a
U3MBJIHEHHEe Ha JoroBopa (B 3aBUCUMOCT OT 00OcoOeHaTa MO3WIHMs, 3a KOSITO € Hu30paH 3a
U3IBJIHUTEN) 1o (popMaTa Ha mapyuyHa cymMa Win OaHKOBa rapaHuus B pa3Mep Ha 5 % OT CTOHHOCTTa
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Ha J0TOBOpa (32 ChbOTBEeTHaTa 000c0OeHa mo3utust) 6e3 BkmrodeH JI/IC. [apanmusTa 3a U3NbIHEHHE B
napyu4Ha cyMa ce BHacs 10 ropernocoyenara 0ankoBa cmeTka Ha JIA JIPBB3.

bankoBaTta rapaHIus 3a M3MBIHEHUE clieqBa Ja Obae u3naneHa B mon3a Ha JIA JIPBB3, na
ObIe HenenuMa, HEOTMEHHMMa, Oe3ycioBHa W 0e3 MpOTeCT, W Ja BiIM3a B CWJIA OT jJaraTa Ha
U3/laBaHeTO M, a CPOKBT Ha HelHaTa BanmuAHOCT na Obae 30 (Tpuaecer) KajleHAApHU ITHU ClEl
M3THYaHE CPOKa Ha JCHWCTBHE Ha JOroBopa (3a BCHYKH 000co0enHm mo3ummu). ['apanimsra 3a
U3MBJIHEHHUE Ha JOroBOpa (B 3aBUCUMOCT OT 000co0eHaTa MO3ULIKA) Ce MPEACTaBs OT ONpPEACTICHUS 3a
U3IIBJIHUTEN YYaCTHUK KbM MOMEHTA Ha HETOBOTO CKIIFOUBAHE.
4. TapannusiTa 3a U3MBIHEHUE CIYXKU KaTo 00e3MeYeHE Ha Bb3JIOKUTENS 32 BPEAH, IPOU3THYAIIH OT
JIOTOBOpPHAaTa OTTOBOPHOCT HA U3IIBJIHUTEIIS.

5. TI'apaHuuuTe 3a yyacTHe M M3IBbIHEHUE C€ OCBOOOXKIABAT WIN 3albpXkKart 10 pela, yCTAHOBEH B UII.
61- 63 ot 30I1.

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

A. O0IIM MoJIOKEeHNS

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

2. OdepraTa ce U3roTBi CaMo B €IMH BAPHAHT, ChOOpPAa3HO M3MCKBaHUATA Ha Bb3ioxurens. He ce
JAOIYyCKAa MpeljiaraHe Ha aJITEPHATHBHM pellleHusi (MOBevYe OT €MH BAPHAHT) 110 OTHOIICHHE HA
TEXHUYECKH XaPaKTEPUCTUKH, ICHU WX APYTH €JIEMEHTH OT odepTara.

3. Odepra Moxke a ce MpeCcTaBs 3a eHa UJIU MoBevye 000co0eHH mo3uIun. ToBa 00CTOATENCTBO ce
yKa3Ba U3pUYHO B odepraTa.

4. Jlomycka ce y4acTHe Ha MOAU3IIbIHUTEIH.

5. Odeprara TpssOBa J1a € YETIMBO HamNKMcaHa Ha OBJIrapcKU €3MK, J1a HAMa MEXaHWYHU WU JIPYrd
SIBHU IIOIIPABKU I10 HEA. I[OKYM€HTI/I C SBHHU IIOIIPABKKU HEC CC pa3ryICKIAAaT. Bceuuaku MMPUIIOKCHUS KbM
oeprara cnenBa aa ca Ha OBArapCKU €3UK WIK NPUAPYKEHH ¢ OULIMaJIEH IPEBO/.

6. OdepraTa ce W3roTBS CHITIACHO NPUIIOKEHHUS oOpasen - [Ipwioxkenme Ne 4 oT HacTosmaTta
JOKYMEHTAIs U € Hepa3/ieiHa 4acT OT Hesl.

7. C mopaBaHeTo Ha ogepra Y4acTHHKBT MpHEMa H3LSUI0 BCUUKM CIELMAIHU W OOLIM IMpaBuia,
OIpeJIeJIeH! B HAcTosIIaTa JOKyMeHTalus. Beska kinay3a 3a 00paTHOTO 1€ 10Beie 10 OTXBBPIISHE Ha
odeprara.

8. IlpmioxeHUAT B JOKYMEHTAIMsATa 32 OOIEeCTBeHaTa MopbhUKa MPOEKT Ha JIOTOBOP HE CE MOIBJIBA,
HO ce mpwiara B odeprara, kKaTo ce mapadupa BCsKa CTpaHUIA OT HEro W/WIM C€ MOJINCBA U
noJineyaTBa MocjieaHaTa CTpaHMIa OT JoroBopa (3a m3nmbiHuTen). C Te3u JNelcTBUS y4aCTHHULIUTE
YIIOCTOBEPSIBAT, Y€ Ca CE 3aI03HAIIM ¥ ITPHEMaT YCIIOBHTA Ha MMPOEKTa Ha JOTOBOP.

9. /lo m3THyaHe Ha CpoKa 3a MojiaBaHe Ha 0(hepTUTE BCEKH YUYACTHUK MOJKE /1a IPOMEHH, TOMbIHU WU
1a oTTer M oeprara cu.

10. CpokbT Ha BanuAHOCT Ha odeptute € 90 (meBeTneceT) AHM, KAaTO CPOKBT 3aloyBa Ja Te4ye OT
JaraTa, OTpe/ielieHa 3a KpaeH CPOK 3a MojTydaBaHe Ha oepTH.

b. Cwn)p)lcanne, 3anme4yarBaHe U MAPKHPaHE HA NIJIMKOBETE:

1. Bceska odepra TpsiOBa Aa ce mpeAcTaBU B 3aledyaraH HENpPO3padyeH IJIMK OT Y4YaCTHUKA WIU OT
YI'BIHOMOIIIEH OT HEro MPEACTaBHTENl JIMYHO HIIM IO TOIIaTa ¢ MPernopbyaHo MHCMO ¢ oOpaTHa
pasmucka.

2. Odeprata TpsiOBa 3aIB/DKUTEIHO Ja ChABPXKA JOKYMEHTHTE, mocodeHd B paszaen II, Oyksa b.
(cTp.6)

3. Bbpxy miunka ¢ odeprara 4€TIHBO Ce HAHACS ClIeHaTa HHPOPMAITHSL:

JIbprkaBHa areHIus ,,J[bpXKaBeH pe3epB U BOCHHOBPEMEHHH 3armacu’
rp. Codust, yi. ,,MockoBcka” Ne 3 neaoBoacTBO
3a OTKpHUTA MPOIle/Iypa 3a Bb3JlaraHe Ha OOIIEeCTBEHA MOPhUKA C MPESIMET:
Hocmaska u obnosssane na niekapcmeeHu npooyKkmu” no 000cobenu No3uyuu.
3a kou obocobenu nozuyuu ce omuacs opepmama (nocouea ce Homep u HauUMeHo8aHUEe HA
000co0eHume nO3UUUU 3a KOUMO Ce Y4aACmea)
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Bbpxy miaMkKa y4YacTHUKBT NMOCTaBA W HAANMC, ChAbP:KALL HMETO HA YYacTHHMKa, ajpec 3a
KOpeCnoH/AeHIUs, TeJaedoH, Julle 32 KOHTAKT U 10 Bb3MOKHOCT (PaKC U eJIEKTPOHEH ajapec.

4. TlnuxksT 1o T. 1 TpsAOBa ga ChIBPKA TPHU OTICIHH 3alle4aTaHd, HEMPO3PAYHH M HAAMMUCAHU IIJIUKA,
KaKTO CJIe/Ba:

- IIJIUK Ne 1 ¢ maamuc ,,ITnuk Ne 1 - JlokymenTtu 3a moaoop”;

- TIJIMK Ne 2 ¢ vapnuc ,,I1nuk Ne 2 - [Ipenoxkenue 3a M3MbJIHEHUE HA MTOpPbUKaATa”;

- TIJIUK Ne 3 ¢ naanuc ,,ITnuk Ne 3 - [Ipennarana nena”.

Koraro yuacTHuk monaBa odepra 3a mosede ot efaHa obocodena nosuius, [INIMKOBE Ne 2 u 3
ce IPEJCTaBSAT 3a BCSKA OT MO3UIUUTE, KATO HAa BCEKU IUIMK JOITBIHUTEIHO ce U3MUCBa U HoMepa (Ne)
M HAMMEHOBAaHUETO Ha 000ocoOeHaTa MO3MWIUs, 32 KOSATO C€ OTHACS, KaKTO M HAaMMEHOBAHHETO Ha
VYyacTHuka.

3a Bcaka 000coOeHa MO3UIMS, 32 KOATO C€ ydyacTBa, CieBa Ja ObJie NpPEeACTaBeH OTACICH
3anevyatan Hempo3padeH I[IJIMK Ne 1, karo mombiHMTENHO ce wu3nucBaT u Homepa (Ne) wu
HaMEHOBAHHETO Ha 00OcoOeHaTa MO3UIIMs, 32 KOATO CE€ OTHACSA, KaKTO W HAaMMEHOBAaHHUETO Ha
YyacTHHKA.

Koraro moxymentu u wH(OpMarms, chabpxanm ce B [IJIMK No 1, ca egHakBu 3a JBE WM
noBede 000cO0EHU MO3UINH, 110 KOUTO YYACTHUKBT y4acTBa, CHUIUTE CE MOCTABAT CaMO B ILTUKA IO
MO3UIIMATA C HA-MaJIbK MOPEJIEH HOMEP, KATO TOBA 00CTOSITEJICTBO ce 0TOe/sA3Ba B CNIUCHbKA HA
AOKYMEHTHUTE, ChABbP KAl ce B ININKOBETE HA OCTAHAJIMTE MO3HIIHH.

3A BCUYKHN OGOCOBEHU IO3UIIMMU - ITouk Ne 1 ¢ maamuc ,,ITouk Ne 1 - JOKYMEHTHU 3A
[TOABOP” TpabBa na chabpxa CISAHUTE JOKYMEHTH:

1. IlpencraBsiHe Ha yYaCTHHMKA, KOETO BKJIIOUBA: IIOCOYBAHE HA €IMHEH MJICHTU()UKALMOHEH KO/ IO YJI.
23 ot 3akoHa 3a TbproBckus peructsp, BYJICTAT w/wmm npyra uneHtudunupana uaGpopManus B
CbOTBETCTBUE CBhC 3aKOHOAATEICTBOTO Ha Jbp)KaBaTa, B KOATO KAHAUIATHT WIM YYaCTHUKBT €
YCTaHOBEH, KaKTO W aJpec, BKIOUUTEITHO €JEKTPOHEH, 32 KOPECTIOHACHIUS MPH MPOBEXKIAHETO Ha
nporenypara;

1.2. Koraro y4acTHHKBT € 00€TMHEHNE, KOETO HE € FOPUAMYECKO JINIIE, CE MPECTaBs KOMUEe Ha
JI0TOBOpa 3a 00eIMHEHNE, B ChOTBETCTBHE ¢ M3KCKkBaHeTo Ha Pa3iean |, 6ykBa ,,A”, 1. 1.2. (cTp.3)

1.3. Korato y4acTHHKBT B TPOILEAYpa € UyKAECTPAHHO (DPU3MUYECKO WM FOPUAMYECKO JIHIE
WA TeXHU 0O€IMHEHUs, IPEeCTaBs CbOTBETEH €KBUBAJICHTEH JOKYMEHT 3a PETUCTpalys, U3aeH OT
cbaeOeH WM aMUHUCTPATHBEH OpPTaH B JIbpXKaBaTa, B KOSTO € YCTAaHOBEH B OQHIMAICH MPEBOJ HA
OBJIrapCKy €3UK.

2. JIoKyMeHT/H, ¢ KOUTO ce JJ0Ka3Ba, Y€ YYaCTHHUK, KOMTO HE € MPOM3BOIUTEN HA CTOKUTE-IIPEIMET Ha
oO1iecTBeHara NopbuKa, MMa MpaBo Jia Mpeajara CTOKM Ha MPOU3BOANUTENS (OTOPU3ALMOHHU ITHCMa OT
IIPUTEKATEINTE Ha BAJUIHU pa3pelleHus 3a yrnoTpeda 3a ydacTue B Ipolenypara, JUCTpUOyTOpCKU
JIOTOBOPH, 3aBEpEeHa Crelr(UKaLus 3a CbOTBETHATA FOJJMHA WM ITBIHOMOIIHO 32 OCBHIIECTBSBAHE HA
MIOCPEAHNYECKA THPrOBCKa IEHHOCT U Jp.) - B OPUTMHAJI WJIN 3aBEPEHO KOIIUE;

3. OpuruHajeH JOKYMEHT 32 BHeceHa 0aHKOBA rapaHius 3a y4acTHe B OTKPHTATa MPOLEAYPa UIH
KOIMe OT JIOKyMEHTa 3a BHECeHa rapanuus noja ¢opmara Ha napuyHa cyma. (IIpm monmaBane Ha
oeprara y4yacTHUKBT NpPEACTaBs OTAEICH JOKYMEHT - rapaHIMs 3a ydacTHe, 32 Bcsika 000coOeHa
MO3MIIMA, 32 KOSATO ydYacTBa, Karo B JIOKYMEHTa ca II0COYBa HOMEpa M HAMMEHOBAHHUETO Ha
o0ocobeHara mo3uuusi.)

4. Nexnapauus mo 4i. 47, an. 9 ot 30II (mo obpazer Ha [Ipunoxxenue Ne 8 oT JOKyMeHTanusATa 3a
y4JacTue) 3a OTChCTBUETO Ha oOcTosTescTBara o pasnen I, 6yksa” A”, 1. 3 (cTp. 4)

5. Jloka3aTejicTBAa 32 TEXHHYECKATa Bb3MOKHOCT 32 M3MbJHEHHE HA MOpPbYKaTa mo wi. 51 or
30II - npeacTaBAT ce Mo CIEeIHUS HAUYNH:
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1.1. Mexnapamusi, CbabpKalla CIUChK Ha JOCTABKUTE WM yCIYTUTE, KOUTO Ca €IHAKBH MU
CXOJHH C TIpeIMeTa Ha 00IIecTBeHATa MOPhUKA, U3ITBIHEHH MPE3 MOCIEAHUTE TPH TOIUHU, CYUTAHO OT
JaTaTta Ha mojaBaHe Ha odepraTa, ¢ MOCOUBAHE HAa CTOMHOCTUTE, JATUTE U MOJy4aTeNIUTE, 3a€HO C
JI0KA3aTeJICTBO 3a M3BBPIICHATA JOCTaBKAa W yciayra moj (opmara Ha yAOCTOBEpEHUS, U3aJCHU OT
MOJIydaTessi Wi OT KOMIIETEHTEH OpraH, WM 4pe3 MOCOYBaHE HA MyOJIMYEH PEerucTbp, B KOWTO ca
nyOIMKyBaHU HHQOPMAIIMH 32 TOCTABKUTE.

1.2. Jexnapanusi, CbabpiKallla OMNHCAHME HAa TEXHUYECKOTO oOOpyABaHE M MEpKUTE 3a
OCUTYpsIBaHE Ha KaYeCTBOTO, KAKTO ¥ Ha 00OPYABAHETO 3a M3MUTBAHE U M3CJIEABAHE (aKO MMa TaKOBA).

1.3. BanuaHo paspernieHue 3a ThProBHs Ha €Ipo C JIKAPCTBEHU MPOAYKTH, U3JAJCHO M0 peaa
Ha 3aKOH 3a JIeKapCTBEHUTE MNPOAYKTH B XyMaHHata wmeaunuHa (3JIIIXM) (B 3aBuCHMOCT OT
o0ocobeHara mo3uius, 3a KOsiITO Ce y4acTBa) - 3aBEPEHO KOIHUE;

1.4. BanuaHo pa3pelieHue 3a MpoU3BOJACTBO, U3/1aJI€HO 10 pefa Ha 3aKoHa 3a JIEKAPCTBEHUTE
npoaykTu B XyManHata meaunuHa (3JIIIXM) - koraTo JiekapCTBEHUTE MPOJIYKTH C€ IpejyiaraT OT
MIPOU3BOAUTEN (B 3aBHCUMOCT OT 000CO0EHATa MO3UIIHS, 32 KOSTO Ce yJacTBa) - 3aBEPEHO KOIHE;

1.5. BamugHo paspemieHue 3a BHOC, u3aaaeHo mo peaa Ha 3JIIIXM — camo korarto
JICKaQpCTBEHUTE MPOAYKTH C€ IpeyiaraT OT BHOCHTEN (B 3aBUCHMOCT OT 00OcoOeHara MO3MLus, 3a
KOSITO C€ y4acTBa) - 3aBEPEHO KOIIUE;

1.6. Ceptudurar (3aBepeHO KOIKE), YAOCTOBEPSBAIl, Y€ CHUCTEeMara 3a YyIpaBlieHHEe Ha
KauecTBOTO Ha y4yacTHHKa € B choTBeTcTBUE ¢ SO 9001:2008 ¢ o0xBaT Ha cepTU(UKaIUs TOCTaBKa
Ha JICKAPCTBEHU MPOAYKTH WM CKBUBAJICHTHO (KOraTO YYaCTHUKBT € MPOU3BOIUTE);

1.7. Ceptuduxar (3aBepeHO KOIHUE), yAOCTOBEpsBAIll, Y€ CHCTeMara 3a YIpaBJICHUE Ha
KauecTBOTO Ha npousBoautens € B cboTBeTcTBHE ¢ 1SO 9001:2008 ¢ 06xBaT Ha cepTuduKanms H0CTABKa
Ha JICKAPCTBEHHU MPOAYKTH WU €KBUBAJICHTHO. [IpefcTaBs ce KOraro y4acTHUKBT He € NPOU3BOAUTEN
Ha CBHOTBETHHSI JICKAPCTBEH TMPOAYKT, HO HMMa MPaBO Ja Mpeajara JIGKapCTBEHUTE IMPOIYKTH Ha
MPOU3BOUTENA (B 3aBUCUMOCT OT 000cOO€HaTa MO3UIIHS, 32 KOSTO CE y4acTBa);

1.8. Ceprtuduxar 3a KauecTBO (aHAIUTHYEH CEPTHU(HUKAT) U MMPOU3XO] HA MPEATaraHUTe CTOKH
WJIM €KBUBAJICHTHO (B 3aBUCUMOCT OT 000co0eHaTa MO3HUIIKs, 33 KOSITO Ce Y4acTBa);

1.9. [lokaszarencTBa, 4Ye YYaCTHHKBT IIE pasnojara C PECcypcHTe Ha TPETO JIMIE Karo
MpeIBapUTeIeH JOrOBOP WUJIH JIEKJIapalus OT TPETOTO JUIIE (KOraTo € MPUJIOKUMO).

6. [lexnaparus OT y4aCTHHKA, Y€ BCHYKH JICKAPCTBEHU MPOIYKTH, C KOUTO ydacTBa B MpOLEAypara, ca
paszperienu 3a ynorpebda B Penybnuka bearapus, kato B Iekiapanusra cie/iBa a ce ocoud U HoMmepa
U JaTaTta Ha pa3pelieHueTo 3a ynorpeoa;

7. Jexnapanusi, 4e OCTaThYHUSAT CPOK HA TOJHOCT HA MbPBOHAYATHO JOCTABEHUTE, TOCTABSIHUTE IIPH
OOHOBSIBaHE, KaKTO M TOCJEIHO OOHOBEHHTE B CpOKa Ha JEHCTBHE Ha JOroBOpa JIEKapCTBEHU
npoayktu 1me Opae He mo - Maabk OT 90 % oT o0O0sBEeHHS OT MPOW3BOAMTENS KbM JaraTa Ha
CbOTBETHATa JI0CTAaBKaTa;

8. Jlexmapamus OT yYacTHHKa, Y€ TpPH H3BBPIIBAHE Ha BCSAKAa JOCTaBKa (II'bpBOHAYAlHA WU TIPH
OOHOBSIBaHE), CTOKaTa uie ObJAe NpulpykaBaHa OT JOKYMEHTH 3a NPOU3XOJ M KauecTBoO,
cepTu(UKAT/IOKYMEHT 3a 0OCBOOOX/IaBaHe Ha BCSIKa MapTUA OT CTOKATa, KAaKTO U JOKYMEHT, Ha KOWTO
€ 0003Hau€HO HaUMEHOBAHUETO, ChABPKAHUETO U CPOKBT HAa TOJHOCT Ha CTOKATa;

9. Jlexnapanus OT y4acTHHKA, C KOSATO IpUeMa M JACKJIapupa, ue B CPOKa Ha JACWCTBHE Ha JOTOBOpa 3a
oOIIIecTBeHA MOPbhUKA 3aBJDKUTEITHO 1€ OOHOBSIBA JIEKAPCTBEHUTE MPOAYKTH Tpu MUHUMYM 70 %
OCTaThU4€H CPOK Ha TOJHOCT, 0€3 Ja TMOoJiyuaBa JOMBIHUTEIHO Bb3HATPAKICHHE, PA3TUYHO OT
MpeIoKeHaTa 1ieHa B IIEHOBOTO MY MPEAIOKEHNUE;

10. B cnyuait 4e y4aCTHUKBT € MPOU3BOJIUTEN, MPEICTaBs JACKIapallys, ye 3a CpoKa Ha JIOTOBOpa IIIe
OCHTYpPsIBa HOBH MAPTH]IU JICKAPCTBEHU MPOJIYKTH 32 OCHIIECTBABAHE HA OOHOBSBAHETO (B 3aBHCHMOCT
oT obOocoOeHaTa MO3UIMS 32 KOSTO KAaHAMIATCTBA) WM JEKIapanus OT MPOU3BOJUTENS — KOraTto
YYaCTHUKBT € ThPTOBell;

11. Tonnucan u/unu noaneyatad [Ipoekt Ha JOTOBOp, HO HenmombJaHeH! - o obpaser ([Ipunoxenue
Ne 6 oT moxymMeHTanusATa 3a y4acTue);

12. TTompriHeHa odepTa - o 0Opaselr, KaTo 4yacT OT JoKyMeHTanusTa 3a yaactue ([Ipunoxenne Ne 4 ot
JOKYMEHTAITUATA 32 YIaCTHE),

13. Jlexmapamus OT ydacTHUKA, 3a MOAM3MBIHUTenuTe (mo oOpaszern; Ha [lpunoxenwme Ne 11 or
JOKYMEHTAIUsATa 3a ydYacTHe), KOUTO IIe ydJacTBaT IPH HW3IBIHCHHETO HA TOpHUYKATa, BHAA Ha
paboTuTe, KOWUTO I W3BBPIIBAT, M Jela Ha TIXHOTO Yy4yacTHE, aKO YYaCTHUKBT MNPEABHKIA
nmoaM3MbIHUTENM; Koraro yJacTHHKBT HE TpEABMKIa B OOIECTBeHAaTa IOpHYKA J1a ydacTBaT
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MOAU3ITBIIHUTEINH, TOM 0TOENA3Ba TOBA 0OCTOSTENICTBO B T.1 OT AekiapanusiTa, KaTo B TO3M Cllydail He
MOII'BJIBA TOYKH 2, 3 1 4.

14. YyactHukbT npeactass Jekmaparus ot [logusmbaauTenuTe cu (aKo Ma TaKMBa) 3a OTCHCTBHE Ha
obcrositencTBa mo wi. ui. 47, an. 1 m an. 5 ot 30I1, mo ob6pazeny Ha [TPMJIOKEHUE Ne 13 ot
JOKYMEHTAIMATa Ha OphUKaTa.

15. VuactHukst npezacrass Jexmnapanus ot [loausnbianuTenure cu (ako MMa TakMBa), 3a ChIJIacUE 3a
ydacTue KaTo MoAu3IbJIHUTEN, 1o oOpasen Ha [Ipunoxenue Ne 12 ot JokyMeHTaIMsATa HAa TOPBHUKATA.
16. Jexnaparmus mo 4i. 56, an. 1, T. 6 ot 30Il, 3a nunca Ha CBBP3aHOCT € APYT yYaCTHUK/KaHIUAAT -
no oopasen Ha [IPUJIOXKEHUE Ne 10 ot nokyMeHTaIusATa Ha HOphYKaTa.

17. Cnuchbk Ha TOKYMEHTHUTE, ChABPXKAIIU ce B ohepTara, MOAMUCaH OT yIYaCTHHKA.

Jluyama, xoumo we npedcmagnaéam yuacmuuyume 6 npoyeoypama u He ca MmexHU
npeocmasumenu no 3aKOH, mpsabea 0a npeocmassam u 0a NOCmMassm 6 mo3u NIUK HOMAPUATIHO
3a6epeHo  NBIHOMOWHO, NOONUCAHO Om Juyemo (1uyama), OMOPUUPAHO/U NO 3AKOH Od
npeocmasnasa/m yyacmuuka. IlvaiHoMOWHOMO Ha uyxicoecmpaHHume Jauya ciedéa oa 60voe
Jle2anu3upano u npeeeoeHo Ha Ovaeapcku esux!

4.2 Iaug Ne 2 ¢ vagnuc .Jlaug Ne 2 - NPEAJOXEHHUE 3A U3IBJHEHUE HA
IHHOPBUYKATA” TpsioBa 12 CLABPIKA '

1. Texnudecko MpeasiOKEHUE 3a M3MBIHEHHE Ha MOpbUKaTa - MPEICTABEHO B OT/AENEH 3aredaTaH
Herpo3paueH 1Mk ¢ Haanuc L Ilmuk Ne 2 - TIPEJJIOXKEHUE 3A WU3ITBJIHEHUE HA
I[TOPBYKATA” - mo obpazen Ha [Ipunoxenue Ne 7 oT qoKkyMeHTausTa 3a y4acTHe;
B cmydaii, 4e eqMH y4aCTHHK ydacTBa 3a JIBE WJIM TOBeYe 000COOCHU MO3UINH, 33 BCSKA OT TIX CE
npencTaBs oTAenHO TexHudyecko npepioxenue no oopasen [lpunoxxenue Ne 7 ot nokymeHTanusTa 3a
ydqacTue B IMpoleaypaTa, B OTACIICH 3aledaTeH Hemnpo3padeH IUMK ¢ Haamue ,Ilmmk Ne 2 -
IMPEJJIOXKEHUE 3A WU3ITBJIHEHUE HA TIOPBUYKATA”, u obGo3naueHue 3a kos oOocoOeHa
MTO3UIIMS CE OTHACH);
2.  Jlexmapauusi 3a KOH(UIEHIIMAIHOCT, MOMbIHEHa Mo obOpazen - Ilpunoxkenuss Ne 9 ot
JOKYMEHTAIUATa Ha TTOPhYKaTa.

3ABEJIEJKKA: Ilpu nooasane na ogepmama yuacmuukvm modce 0a NOCOYU KOs YaAcm Om
Hesl uMa KonguoeHyuanier xapakmep u 0a UsUCKea om 8b310J4cumelis 0a He 5 pa3Kpued, Kamo 3a moed
ce nooasa Jlexnapayus 3a KOHQUOEHYUATHOCM Om Y4acmHuKa. /eknapayuama 3a KOHQUOeHyuaiHocm
(ako uma makasea) ce nocmaes 6eoHo ¢ Texnuueckomo npednodcenue Ha yyacmuuka ¢ IIJIUK Ne 2
LIPEJJJIOXKEHUE 3A U3IIBJIHEHUE HA IIOPBUKATA” u ne moowce 0a uma 3a npeomem
npeonazanama om y4acmHuKa yeHd.

4.3 IIauk Ne 3 ¢ gagnuc ,,Ilauk Ne 3 - IPEJJJIATAHA IIEHA” TpsioBa 1a CLABPIKA:

1. lenoBo mpeasiokeHue - MpeACTaBeHO B OTIEINEH, 3ale4yaTal, Hempo3paydeH UMK ¢ Hajanuc ,, [k Ne
3 - [Ipennarana nena” no obpasen Ha [lpunoxenne Ne 5 or fokymeHTanusATa 3a yyactue. B nenoBoro
npenioXKeHne TpsOoBa na ObJAaT BKIOYEHH BCHYKM HEOOXOIMMH pa3XOoAM 3a H3MbIHEHUETO Ha
o0IIecTBeHaTa MOPbUKA, BKIIOUUTETHO 32 OOHOBSIBAHETO HA JIEKAPCTBEHUTE MPOAYKTH, 32 CpPOKa Ha
JI0TOBOpA.

B cnyuaii, ye eMH y4acTHHK y4acTBa 3a JIBE HJIM MOBeYe 000COOCHHU MO3UIIMH, 32 BCSAKA OT TAX Ce
MpeACTaBs OT/eJHA HeHoBa odepTta 1o obpazen [Ipunoxerue Ne 5 oT tokyMeHTanmsITa 32 y4acTHE B
Ipoueaypara B OTIEJIEH 3aledyaTeH Hempo3padeH IUMK ¢ Haamuc ,Ilmuk Ne 3 - TIPEJIJIAI'AHA
IHEHA”, u o603HadeHue 3a Kost 000cO0eHa IMO3UINS C& OTHACH;

Bopxy mimka cineaBa ga ce oTOENe)KH HaMMEHOBaHHMETO Ha (upmara Ha ydactHuka. OdepraTta u
BCHUYKU MPUIIOKECHUS KbM Hesl, U3TOTBEHH OT yYaCTHHKA TPsiOBa Ja ca MOMMCAHM OT JIUIETO (JIUIaTa),
KOETO/KOUTO TO TMPEJICTaBIsABA(T) B MPOIIEIyparTa, Mo CHjiaTa Ha ChJACOHOTO PEIICHUE 3a PETUCTpAIUs
WIM 3a BIMCBaHE HA TMOCIEABAIIM TPOMEHH B OOCTOSITENCTBATa, MOJJIEKAIIM Ha BIUCBAaHE B
TBproBekus perucTbp U TpsiOBa 1a ObJaT MoArneyaTaHHu.
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B. IlpeacraBsine u npueMaHe Ha odepTuTe:

1. Odeprute ce mogxaBar ot 9.00 waca mo 17.00 waca, Bceku paboren nen mao 12.05.2016r.
BKJIIOUMTEJHO, B aenoBoacTBoTo Ha JIA JIPBB3, rp. Codus, 1000, yn. ,,MockoBcka” Ne 3 wnu mo
moImiara ¢ MpenopbyaHO MUCMO C OOpaTHAa pa3mUCKa, KaTo BBPXY IUIMKA C€ IMOCOYBa MMETO Ha
y4acTHUKA, aJIpeC 3a KopecmoHAeHIMs, TenedoH, (akc U eNeKTPOHEH aapec W JIMIEC 32 KOHTAKT,
nmpeaMeTa Ha OOIIeCTBEHAaTa MOPBHYKA, KAKTO M 000cOoOEHAaTa/MTe MO3UIMSI/H, 32 KOATO/KOMTO CE
ydacTBa.

2. Odeprara ce nmpencTaBsi OT yYaCTHHUKA WM HETOB HA/JICKHO YITBTHOMOIIEH MPECTABUTEN - JIMYHO
WM 110 TIoIaTa ¢ MPEenopbuaHo MUCMO ¢ oOpaTHa pasmmcka. [Ipu mpencraBsHe Ha odeprara JTUIETO
cienBa Jia ce JEruTUMHUpA ¢ JIMYHA KapTa U KOMHUE OT ChICOHO pelIeHHe 3a PErucTpalus Wik eIuHeH
UICHTH(UKAIIMOHEH KOJ, aKO € 3aKOHEH IPEJCTAaBUTEN, WU C JIMYHA KapTa, ako € YITbJIHOMOIICH
MPEACTaBUTEN, KaTO B TO3M CIIy4aid TpsOBa J1a ce ICTO3MPa U3PUIHO ITBJIHOMOIITHO.

3. [lpu mpuemane Ha odeprara B JEIOBOJCTBOTO BBHPXY IUIMKA CE€ OTOENISI3BAT MOPEAHHS HOMED,
JaTaTa ¥ TOYHHUS 4ac Ha nosrydaBaHe. [TocoueHnTe qaHHU ce 3amucBaT BB BXOISAII PETUCTH, 32 KOETO
Ha TIPUHOCHTEIIS CE M3/1aBa JOKYMEHT.

Bcewuku odeptu, mpeactaBeHH ciiel] M3THUYaHE Ha OmpeaelieHus B T. 1 CpPok, HE ce mpuemar OT
BB3NOKUTENA. He ce mpuemar odeptu, KOUTO ca B He3areuaTaH UMK WM B IUTUK C HAPYIICHA [SUIOCT.
TaxaBa oepra He3ab6aBHO ce BpbIIla HA yYaCTHUKA M TOBA Ce OTOENSA3BA B PETUCTHPA.

V. PASI'VIEXKJAHE, OHEHKA U KJIACUPAHE HA O®EPTUTE

A. OTBapsiHe U pa3rje;kiaHe Ha oeprure:

1. OtBapsinero Ha odeprture ce m3pbpmBa Ha 17.05.2016r. ot 11.00 4., B 3acenarennara 3ajna Ha
JIbp:xaBHa areHuus ,,J{bp>kaBeH pe3epB U BoeHHOBpeMeHHU 3anacu’, rp. Codus, yi. ,,MockoBcka” Ne
3,er. 1.

2. OTBapsaHeTO Ha odepTUTEe ce U3BBHPILIBA OT KOMHCHS, KOSTO C€ Ha3HAUYaBa OT BB3JOKUTEINA MO peaa
Ha 4i1. 34 ot 30Il, cinex u3THUaHe Ha CpoKa 3a MprUeMaHe Ha oepTUTE.

3. OTBapsHeTO Ha opepTUTE € MyOIMYHO M HA HErO MOTaT J1a MPUCHCTBAT YYaCTHUIIUTE B MPOIIeypaTa
WIA TEXHH YII'BIHOMOIIEHU IPEJICTABUTENN, KAaKTO M TPEACTAaBUTENIM HA CPEICTBaTa 3a MacoBO
OCBEZIOMSIBAHE U JIPYTH JIUIa [IPH ClIa3BaHEe Ha YCTAHOBEHUS PEXXUM 3a JIOCTBII JI0 CIpajiara, B KOSATO ce
M3BBHPIIBA OTBAPSHETO.

b. OuensiBane, pasrjiexaane U KJacupaHe HAa NMpPeJI0KeHUATA:

1. OcdeptuTe, HOMycHATH 10 TMOCIEABALIO y4yacTHE B MpOIEAypara, ce OLEHABAT M KJIAacHUpaT OT
KOMUCHSITA Bb3 OCHOBA Ha Kputepus - ,Haii - Hucka nena”.

2. KomucusiTa Kinacupa Ha MbpBO MACTO, 3a BCsika 000coOeHa MO3MIMS, YYACTHUKBT MPEIOKNI Haii-
HUCKA 00ma 1ieHa 3a ChOTBETHATa 000Cc00EHA TO3UITHS.

3. Y4acTHUKBT TPSAOBA 3a1BJUKUTETHO 12 JOCTABH BCUYKH JIEKAPCTBEHH NMPOAYKTH BKJIIOYEHH
B 000c00€eHAaTa MO3UIMS, 32 KOATO KAHAUIAATCTBA!

4. Komucusta cbCTaBs MPOTOKOJ 3a Pa3reKAAHETO, OLEHSIBAHETO U KJIACHPAHETO HA MOJIY4YEHUTE
odepTH.

5.ITpoTOKOIBT Ha KOMHCHUSATA C€ MOANKUCBA OT BCUUKU WICHOBE U C€ MPe/1aBa Ha Bb3JIOKUTENS 3a€/IHO C
usIaTa JOKyMEHTAIusl.

6. C npuemaHeTo Ha MPOTOKOJA OT Bb30KUTENS KOMUCHUATA IPUKITIOYBA CBOSITAa padoTa.

7. Bb310xkuTenar B cpok 5 (mer) paOOTHH JAHU clie[ MPUKIIOUYBaHE paboTaTa Ha KOMHUCHATA M3/1aBa
MOTHUBHPAHO PELIEHHE, C KOETO 00sBsBa KJIACHPAHETO HA YYACTHUIMTE W YYaCTHHKA, OIpeJesieH 3a
U3ITBIHUTET.

8. BB3110kUTeNIAT U3Mpallia PeHIeHUeTO Ha YYaCTHUIIUTE B TPUIHEBEH CPOK OT U3ABAHETO MY.

9. B cnywanre, nocouenu B wi. 39 ot 30Il, BB3M0XKUTENAT ¢ MOTHBHUPAHO pEIICHUE TPEKpaTsBa
nporenypara. B TpuiHeBEeH CpOK OT B3eMaHE Ha PEIIEHHETO, BB3JIOXKUTENSAT B €AMH U ChIIU JEH
U3Mpalia peeHrueTo J0 BCUYKY KaHIUAAaTH WIM YYaCTHUIM U o MyOIMKyBa B Mpoguia Ha KyllyBaya.

13/14



VI. CKIIIOYBAHE HA JJOI'OBOP 3A OBHIECTBEHA IIOPBYKA

1. BB3IOXKUTENAT CKIIIOYBA JIOTOBOP 3a Bh3JlaraHe Ha 00IIecTBEHATa NOPbUYKA C KIIACHPAHUS HA IBPBO
MSICTO OT KOMHUCHSITA U OIpENesIeH 3a U3IIBJIHUTEN YYacTHHUK, IIPU yciaoBuATa 10 wi. 41 u un. 43 or
3011

2. JloroBop He ce CKIIOYBA C YYAaCTHHUK, ONpEAETCH 3a M3IbIHMUTEN, KOMTO IpPHU MOANHMCBAaHE Ha
JI0OTOBOpa HE IpeJcTaBu AJoKyMeHTHUTe 110 wi. 42 ot 30I1.

3. JloroBopsT 3a 00IIECTBEHA MOPBUKA BKIIOYBA 3aJbJDKUTEIHO BCUUKH MPEJIOKEHU OT odeprara
HA Y4aCTHHKA, ONIPE/EIICH 32 U3IbIHUTEIL.

VIl APYT'U YCJIOBUS

Bcenuku cpokoBe B HacTosara JOKyMEHTallKs, IOCOYSHH B JHH, ce OpOsT B KaJICHJApHU THH,
OCBEH aKO M3PHUYHO HE Ca MOCOYECHH KaTo paOOTHU JIHU, MPU CHA3BaHE M3UCKBAHUATA HA WI. 72 OT
3aKoHa 3a 3a/IbJKEHUATA U IOTOBOPUTE.

3a HeypeACHUTE B HACTOsIIATa JOKYMEHTAllMs IIOJOKEHUS C€ TMpuiaraT ChOTBETHUTE
pasnopenou Ha 3akoHa 3a o0LIeCTBEHUTE MOPBHUKHU U [[paBUTHIKA 32 HETOBOTO MpUJIaraHe.
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