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JOKYMEHTALIUSA
3a yuacmue 6 nyoauuHo cbcmesanue no peoa Ha I'nasa oeadecem u nema
om 30II ¢ npeomem:

wZlocmaeka na nexkapcmeenu npooykmu 3a Hyxucoume na /[I1b -
Kuwposcanu”.

Hacmosawama doxkymenmayus e ooobpena ¢ Pewenue Ne 444 om 18.05.20172. na /Jupexmopa na
HITb- Kvpooicanu
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1.Pemenue 3a oTkpuBaHe Ha OOIECTBEHATA TOpBYKA MO Wi. 22, a1, T.1, BbB Bpb3Ka ¢ 4. 36, al.
I, . 1 or 3akona 3a obOmectBenute nopwbuku (30I1), myOaukyBaHo B Perucrbpa Ha
ob6mmectBennte mopbuku (POIT) mox Ne 787678 na 18.05.2017 r.

2.00sBneHne 3a oOmecTBeHaTa mopbuka mo wi. 24 ot 30Il, mybmukyBano B POIl mon
No 787681 na 18.05.2017 r.

Hacrosimata nokymeHraius ce u3gaBa Ha ocHoBanue wi. 31, an.1 u ai.3 ot 3011 u chabpxa:

Pazpea |
OBIIMA YCJIOBUSI.

1.Ilpeamer Ha mopbUKaTa,
2.BB3iioxuren Ha 00MIeCTBEHATA TOPHUKA,;
3.IlpaBHO OCHOBaHME 32 Bbh3JIaraHe Ha MOPHYKATA;
4. MotuBu 3a n300p Ha MpoLIe/lypaTa 3a Bb3JaraHe Ha opbyukara,
5.000c00€eHH MO3ULINY;
6.BB3MOXKHOCT 32 TIpe/icTaBsHe Ha BapuaHTH B oepTuTe;
7.MsCTO ¥ CPOK 32 U3IIBIIHEHHE Ha JJOTOBOPA,;
8.CroiiHOCT Ha TOPHUKATA;
9.Cxema Ha mianiase;
10.Cpoxk Ha BanuaHOCT Ha odepTaTa.

Pazgean 11
TEXHUYECKHU CIIEHUDOUKAILIUMN.

1.ITporHo3HO KOJUYECTBO;
2. JIpyryl N3UCKBAHUS.

Paznen 111
N3UCKBAHUA KBM YYACTHHUIIUATE.

1.JInuHO chCTOSIHUE;
2 .Kpurepuu 3a noadop.

. Pazgea 1V
KPUTEPHUU 3A BB3JIATAHE HA ITOPBYKATA.

Pazgea V
CKJIFOUBAHE HA JTJOI'OBOP. TAPAHIUU 3A U3ITBJIHEHUE.

Pazgen VI
MNMPOBEXIAHE HA ITPOLUELYPATA.

1.IlpenocraBsine Ha pa3siCHEHMUS;
2. KonpuneHnuamHocT;
3.IlonaBane Ha odepTa HAa XapTHEH HOCHUTET.
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Pasznea VII
OBPA3II HA TOKYMEHTHU U YKA3AHHUE 3A ITIOAI'OTOBKATA UM.

Pa3zgen VIII
SAKJIOUYUTEJHU YCJOBUAI.
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I. OBIIH YCJIOBUS

1.1. O0eKT U IpeaMeT HA NOPHLUYKATA

OO6exkT Ha MopbUKaTa € JocTaBka mo wi.3, ain.1,t.2 ot 30I1.

[Ipenmer Ha mopbukara:“/locTaBka Ha JIEKapCTBEHU MNPOAYKTH 3a Hyxaute Ha [IIb —
Kbpmxanu®.

Onucanue Ha nopbukara: [lepruoAMYHO MOBTAPSIIM CE€ JOCTABKU Ha JIEKAPCTBEHU MPOJYKTH
3a wyxaute Ha [IIb - Kepmxkamu — BB3JIOXUTEJL, ckriaacHo mnpuioxeHaTta KOJIMYECTBEHA
crienguKaIys ¢ e u300p Ha TOCTABUMK HA MIOCOYSCHUTE HOMEHKIIATYPH OT 000COOCHUTE TTO3UIU U
CKJIFOUBAHE Ha JIOTOBOP 3a JA0CTaBKa MpH Hail-Omaronpustau 3a JI1b - Kepmkanu ycnoBusi.

1.2. Bb3j1o:kuTe] HA 00LIECTBEHATA NOPBLYKA.
e Bu3noxuren Ha HacTosAwaTa oOmecTBeHa nopbuka € Jupexropa Ha [AIIb — Kupxxann —
J-p beann WiaueB. upextopbT € Bbh3noxuten no cMuchia Ha ui. 5, ain. 2, .14 BbB Bpb3ka
c § 2, 1.43 or AP na 30I1.
e Anpec Ha Bw3noxurens: rp.Kepmkamy, yi.,, Jloopua™ Ned4, 0361 62694, dakc: 0361 62694,
e-mail: dpb_kardjali@abv.bg
e Uurepuer aapec: www.dpb-kardjali.bg
e Ajnpec Ha ,IIpodun Ha kymyBaua”: http://zop.dpb-kardjali.bg/
e Jlune 3a konrakT: Tarsna Tomopoma, Ten.: 036162694, dakc: 0361 62694, e-mail:
dpb_kardjali@abv.bg

1.3. IIpaBHO OCHOBaHME 32 Bh3JaraHe Ha MOPBLYKATA.

e Bu3noxurensaT o6sBsSBa HacToOsIIATa MPOIEypa 3a Bb3jIaraHe Ha OOIIECTBEHA MOPbYKa Ha
ocHoBaHue wi. 18, an. 1, T. 12 BbB Bpb3Ka ¢ wi. 20, an. 2, 1. 2 ot 30I1.

e 3a HeperjaMeHTHPAHWUTE B HACTOsIIaTa JOKYMEHTAIMS YCJIOBHS IO MPOBEXKIAHETO U
BB3JIATAaHETO Ha MpOIeAypaTa, C€ Mpujarat pasnopenduTe Ha 3akoHa 3a OOIIECTBEHUTE
nopbuku (30I1), [IpaBunuuka 3a mpunarase Ha 3akoHa 3a obmiectBenute nopwruku (I1I1301T)
U TPWIOKUMHUTE TOJ3aKOHOBH, HAIMOHATHU U MEXIYHAPOJAHH HOPMATUBHU aKTOBE
ChOOpa3HO MpeaMeTa Ha MophYKaTa.

1.4. MoTuBH 32 H300p HA NPOLEAYPATA 32 Bh3JaraHe Ha NOPBLYKATA.

e [lpenBun muiaHMpaHaTa CTOMHOCT Ha JIOCTaBKaTa M ClleJ] CbOOpa3siBaHE Ha
00CTOSITENICTBOTO 32 IVIAHUPAHU OOIECTBEHH MOPHUYKU CHC CHIIHS WU CXOJEH NMPEAMET
B paMKHTE Ha ChllaTa KaJeHJapHa rOJUHAa U B paMKHUTE Ha IpeaxoaHure 12 meceuna,
chriacHo pasmnopeadbure Ha wi.l8 BBB Bpwb3ka ¢ wi. 20 u uwi. 21 or 30Il u B
n3nbiaHeHue Ha 4il. 17, an.1 ot 3011, Bp310xutensaT npoBex/1a HAKOS OT IPEIBUICHUTE
B 30I1 mpouienypu u nmpuiara npeBUICHNS B 3aKOHA pPeJl 3a Bh3JlaraHe.

e [lpu croOpa3siBaHe Ha U3UCKBAaHUATA Ha pasnopendata Ha ui. 27 ot 13011 u npensun
0OCTOSITENICTBOTO, Y€ €CTECTBOTO HA JIOCTABKUTE IMO3BOJISABA JOCTATHYHO TOYHO Jla ce
OTIpeIeNAT TEXHUYECKUTE CHenu(HUKAN, KaKTO M HE ca HalMIE YCJIOBHATAa 3a
IIPOBEXKIAHE Ha HAKOA OT Jpyrure npouenypu no uwi. 18 or 3O0II, HacTtosdmara
oOIecTBeHa MophYKa CaeABa aa Ob/Ie BH3JI0KEeHA 10 TpeaBuaeHus mo wi.18, am. 1, 1.12
ot 3OII pen u Bux npouenypa — [lydauuno cberezanue.

e [IpoBexnaHero Ha ropemnocodeHara Mpoleaypa TapaHTHpa B Hail-royisiMa CTeleH
nyOJIMYHOCTTa Ha Bb3JaraHe Ha HacTosAllaTa OOIIECTBEHA IOPbHYKA, PECTIEKTHBHO
MPO3pPayHOCTTA MPHU PA3XOJIBAHETO HA MOJIMYHUTE CPECTBA, LIEJITA HA 3aKOHA, KaTo ce

3alIUTH OOILECTBEHUs MHTEPEC M E€JHOBPEMEHHO C TOBa — Ja C€ HachpyH
KOHKYPEHLIUATA, KaTo C€ Ch34aAaT PaBHU YCJIOBHUSA U IIPO3PAYHOCT IIPU BB3JIAraHETO HA
IopbUKara.
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1.5. O00co0eHH MO3UIIMH

ITopbukarta e pasmeneHa Ha 7 (CeaeM) CaMOCTOSATEIHO 000COOEHH MO3HMIUU ChC CICIHUTE
MPOrHO3HU cToMHOCTH 0e3 BKItoueH [JIC:

e OII Nel XpanocmunaTensa cuctema 1 Merabonuszsm — 7 475,0518.;

e OII No2 Kp®bB u kpbBOTBOpHU Opranu — 2 630,8818.;

¢ OIT Ne3 Cwpaeuno cboBa cucrema — 3 628,2218.;

e OII No4 AHTUMH(EKIIMOHHH MTPOAYKTH 32 CUCTEMHO NpHiioxkeHue — 3 846,8618.;
e OIT Ne5 Hepena cuctema — 203 960,1318.;

e OIT Ne6 Tuxatenna cucrema — 2 452,6318.;

oIl Ne7 Paszuu menukamentu — 1805,73miB.

Beska o6ocobOena mo3unus ChIbp’ka HOMEHKIATYPH, BCSKA OT KOHTO € OO0O3HA4Ye€Ha CbC
COOCTBEH MOpPE/ICH HOMEP B KOJIMYSCTBEHATA CIICIIU(UKAITHIS.

Bceeku yuacTHUK MOXe Ja Mojaje MPeAoKEeHUE 3a ydyacTHe B €Ha WIM TMoBeue 000co0eHu
MTO3UIUH WJIM HOMEHKJIATYPH OT TEXHUYECKaTa Crieli(DUKaIHsl.

1.6. Bb3MOKHOCT 32 IpeACTABAHE HA BAPDHAHTH B odepTHuTe
He ce nonyckar BapuanTu B oepTHTe.

1.7. MsICTO M CPOK 33 M3NbJHEHHE HA MOPHYKATA

e MscTo Ha 10CTAaBKa

Ms1cTOTO 32 M3ITBJIHEHHE HA OpbUKaTa - OOJHUYHA aNTeKa/CKial 3a MeAULMHCKI U3/1eIHs B
JIIb — Kbpmxanu, yiu. ,,Jloopuu™ Ned4, rp. Keprxanm.

e CpokbT 32 M3'bJIHEHHE HA IOPBYKATA

CpoKbT 3a H3MIBJIHEHNE HA JOTOBOpa € 3a repuos ot 12 (aBaHameceT) Mecela 1 BiK3a B CHja
OT JlaTaTa Ha MOJMKUCBAHETO MY.

[IpeaBuaeHa e onius B cllydaii, ue KbM JaTara Ha U3TUYaHE HAa CpPOKa Ha JI0OTOBOpA € OTKPUTA
HOBa IMpolle/lypa 3a Bb3jJaraHe Ha OOIIECTBEHa IOpPbUYKA CHC ChHIIUSA HPEIMET, KOATO HE €
MPUKIIIOYNIIA, JOTOBOPHT 3ala3Ba JEUCTBUETO CH IMPHU CHIIUTE YCIOBHUS /10 NMPUKIOYBAHETO U U
CKJIIOYBAHETO Ha HOB JIOTOBOP.

[IpenBunena e omuus, 4ye MpoleaypaTa e ObJe MpekpaTeHa ako B XOoJa Ha HEWHOTO
MpoBeXJaHe Ob/E CKIIOUEHO PAaMKOBO CIIOpPa3yMEHHE 33 ChOTBETHUTE JIEKAPCTBEHU MPOIYKTH OT
cTpaHa Ha [{eHTpasieH opras 3a Bb3Jlarane Ha OOIIIECTBEHU MOPBHYKU B CEKTOP ,,3/IpaBeoria3BaHe’” .

1.8. CToiiHOCT HA MOPBYKATA.
CroiiHocTTa Ha ToOphYKaTa ce m3uuciasBa B jeBa 0e3 JIJIC (manbpk BBpXy nobOaBeHaTa
CTOMHOCT) U Ce Mpeaiara oT yuacTHuka B L{eHOBOTO mpeiokeHue.

JloroBopbT € 00eKT Ha oOnaraHe ¢ JaHbBIM U TakcH, BkatouutenHo JJIC, cermacno Obmata
CTOMHOCT Ha MOPBYKATA CE OMPEJIENs B JIEBA, CbIJIACHO CTOWHOCTTA HA KIIACHPAHUTE HA ITBPBO MACTO
MpeIIokKeHus o 000cobenn mo3unuu. [TocoueHnTe Koau4ecTBa 1Mo KOJIMYecTBeHaTa CrieluuKaIus
ca OpPHEHTUPOBBYHM U HE mopaxnar 3aabibkenuwe 3a [I1b - Kepmxanu ga rv 3akynu B UETUA
MporHo3eH obem. PaKkTUYECKOTO HM3IIBJIHEHHE Ha OO0IIecTBeHATa MOpbhUKa ce Ompesens Ha Oa3aTta
MpUeM Ha TaIMeHTH U (PUHAHCOBA 00E3MEeUeHOCT Ha U3ITBITHEHUETO HA MTOPhUKAaTa.
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[Mporno3na croitHocT Ha mopbuykata ¢ 22579950 (/IBecta naBajgeceTr W MHET XWISAIH
CEJICMCTOTHH JICBEIECET U JICBET JIeBa U METAECeT CTOTUHKM) JieBa, 0e3 B JIJIC

B nporno3nara ctoiHOCT Ha mopbhukara ot 225 799,50 1nB. ca BKIIOYEHU M IUIAIIAHUS KbM
owpaeuus w3nbiaauTeN A0 70 000,00 (Cenemaecer xumsau) jesa, 6e3 Bki. JIJIC mo npenBuaeHaTa
OINIIMS 32 YABDKaBEHE CPOKa Ha J0rOBOpA.

1.9. Cxema Ha nJjaniaHe
Hacrosimmata mopbuka ce (uUHAHCHpPA CbC COOCTBEHH cpeaAcTBa Ha Bb3joxkuressi, KarTo
CpeACTBATA 1€ Ce U3IJIAIAT MO CJAeHUS HAYMH:

[Inamanero ce W3BBPIIBA OTCPOYCHO, uYpe3 OAHKOB IPEBOJ B JIGBOBE, B CPOK OT
60(mectaecer) THU ciel MpeAcTaBsHe Ha (aKTypara.

Babenesicka: Yuacmnuuume, Koumo ca npeécmaeuﬂu CpOK 3a pasniaujane no- MaivK om MUHUMATHO
USUCKYEMUSL OM 6B3NI0JCUMENISL ce Omcmpansieam on ydacmue 6 npouedypama.

1.10. Cpok Ha BajaujJaHOCT Ha oepraTra — 4(ueTupu) Mecera.

II. TEXHUYECKHU CIIEHU®UKALIUHN.

2.1. Texunueckn cnenuduKanysa, NPOrHO3HM KOJUYECTBA M TNPOTrHO3HA CTOMHOCT Ha
JCKAPCTBECHUTE IIPOAVKTH.

Besika ob6ocoOeHa mo3unus ChAbpKAa HOMEHKIATypH, BCAKAa OT KOUTO € 00O03HauyeHa ChC
COOCTBEH MOpE/IEH HOMEP B KOJIMYECTBEHATa creU(UKaLIS.

Bcekn ydacTHHK MoOKe Jja ToJazie Mpe/UloKeHUE 3a yd4acTHe B €Ha WM MoBeue 000coOeHU
MO3UIUHU WJIM HOMEHKJIATYpH OT TEXHUYecKaTa crieluduKams.

Bcesika HOMeHKIaTypa € o603HadueHa cbC coOcTBeH nopeneH Homep, ATC kop, omucanue 1o
reHepUYHO HAUMEHOBaHMeE, JIEKapCTBEHA (popMa U KOJIMYECTBO aKTUBHO BEILLIECTBO, €AUHUYHA MAPKA,
OKOHYAHTEIIHA OIAaKOBKA U MPOTHO3HO I'OJUIIHO KOJIUYECTBO.

[IpennoxkeHuTe OT y4YacTHHMKA JIEKapCTBEHU IPOAYKTH TpsiOBa Ja OTroBapsT H3LAJIO Ha
M3HCKBAaHUATA IMOCOYEHU B TexHuyeckara crneuupuKanus KbM JOKYMEHTalUsATa 3a y4yacThe B
npouenypara no otHomienne Ha ATC koj, reHEpMYHO HaMMEHOBaHUE, JieKapcTBeHa (opma u
KOJIMYECTBO aKTUBHO BELIECTBO, €AMHUYHA MspKa M OKOHYATEJIHa OMAKOBKAa. BCAKO KOHCTaTHpaHO
HEChOTBETCTBUE 1II€ ObJIe OCHOBAHUE 3a OTCTPAHSABAHE HA yYAaCTHUKA OT IIPOLEypaTa.

Kommuecr
AHaTOMO-Tepal’[eBTl/l‘IEH Me)w]yuapom-m KonnyecTBo Ha AKTUBHOTO OxoHvaTeHA BO

Ne HENaTeHTHO JlekapcTBena gopma Mspka | omaKoBK

Koz /ATC-kon/ JIEKAPCTBEHO BellecTBO ONaKOBKAa
HaunmeHoBanue /INN/ u3al
roguHa
I. XpanocmuiaTeiHa cHCTEMa H MeTa00JIu3bM

1 A02BA02 Ranitidine tab 300 mg 30 omn 20
2 A02BA02 Ranitidine tab 150 mg 30 o 50
3 A02BA02 Ranitidine tab 150 mg 20 or 10




[Ty6muyHO chCTE3aHHUE C IPEAMET:
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Powder and solvent for

4 A02BA03 Famotidine - P 20 mg 5 omn 20
solution for injection
5 A02BCOL Omeprazole Gastro resant capsule, 20 mg 30 o 10
6 A02BCOL Omeprazole Gastro reshant capsule, 40 mg 14 on 10
7 A02BCO1 Omeprazole Powder for solution for 40 mg 5 on 10
infusion
8 A02BC02 Pantoprazole Powder for solution for 40 mg 1 on 5
injection
9 A02BC02 Pantoprazole Powder for solution for 40 mg/10 ml mg 10 om 1
injection
JlekapcTBa npH GYHKUMOHAJIHM IACTPOMHTECTHHAIHM Pa3cTpoiicTBa
10 A03ADO01 Papaverine Solution for injection 20 mg/ml - 1 ml mg 10 on 20
11 A03ADO01 Papaverine Tablet 50 mg 40 on 10
12 A03ADO02 Drotaverine Solution for injection 40 mg 25 on 20
13 A03BA01 Atropine Solution for injection 1 mg 10 on 10
14 A03BB01 Butylscopolamine Solution for injection 20 mg 10 on 10
15 AO03FA01 Metoclopramide Solution for injection 10mg/2ml mg 25 om 10
16 A05BA03 Silymarin Capsule, hard 90 mg 30 on 10
17 A05BA03 Silymarin Capsule, hard 110 mg 30 om 10
18 A05BA03 Silymarin Capsule, hard 90 mg 40 on 10
19 AQ7EC01 Sulfasalazine Gastro resistant tablet 500 mg 50 oI 5
20 A07EC02 Mesalazine Gastro resistant tablet 250 mg 50 on 5
21 A07EC02 Mesalazine Gastro resistant tablet 500 mg 100 on 2
2 AO9IAAD2 Multienzymes (lipase, Gastro resistant capsule, 300 mg 20 on 5
protease etc.) hard
23 AO9IAAD2 Multienzymes (lipase, Gastro resistant capsule, 25 000 U U 20 o 5
protease etc.) hard
JlekapcTBa npH JiedeHHe Ha quader
24 A10AB01 Insulin (human) Solution for injection 300 U 5 om 2
25 A10BA02 Metformin Film coated tablet 850 mg 30 o 10
26 A10BA02 Metformin Film coated tablet 1000 mg 60 o 5
27 A10BA02 Metformin Film coated tablet 1000 mg 30 o 5
28 A10BA02 Metformin Film coated tablet 500 mg 100 o 10
Butamunn
29 Al11DA01 Thiamine Solution for injection 40 mg 10 om 100
30 Al1GA01 Ascorbic acid Solution for injection 500 mg 10 o 20
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31 Al1HAO02 Pyridoxine Solution for injection 100 mg 10 o 20
32 Al1HA04 Riboflavin Solution for injection 5 mg/ml -2 ml mg 10 omn 10
33 A12AA03 Calcium gluconate, Solution for injection | 8.94mg /ml-10 ml mg 50 on 20
Calcium levulinate
Potassium DL-aspartate,
34 Al12BA30 Magnesium DL- Film coated tablet 176 mg/166 mg mg 50 omn 10
aspartate
35 A12CC02 Magnesium sulfate Solution for injection 403 mg/ 10 mi mg 10 om 5
AMHHOKHMCEJITMHH U JAepuBaTHU
36 A16AA02 Ademetionine Powder and solvent for 500 mg 5 on 50
solution for injection
37 Al6AA02 Ademetionine Gastro resistant tablet 500 mg 10 oI 50
38 Al16AX01 Thioctic acid Solution for injection 600 mg/24 ml 5 om 2
39 Al6AX01 Thioctic acid Solution for injection 600 mg/50 ml 5 on 2
II. KpbB H KPbBOTBOPHHM OPraHu
40 BO1AA07 Acenocoumarol Tablet 4 mg 20 on 10
41 B01ABO1 Heparin Solution for Inj 25000 1U U 1 o1 2
PastrBopu 3a nnpy3us
42 BO3BA01 Cyanocobalamin Solution for injection 0.5 mg 10 on 50
43 BO3BAO1 Cyanocobalamin Solution for injection 1 mg 10 om 50
44 V06DCO01 Glucose Solution for infusion 100 g/I - 500 ml g 20 om 1
45 BO5BA03 Glucose Solution for infusion 500 ml 1 om 10
46 B05BB01 Sodium chloride Solution for infusion 100 ml (0.9%) ml 1 on 50
47 B05XA03 Sodium chloride Solution for infusion 9g/I - 100 ml ml 50 on 1
48 B05CB01 Sodium chloride Solution for infusion Sodium Chloride 9 ml 1 om 20
g/l- 100 ml
49 B05BB01 Sodium chloride Solution for infusion 0,9% - 500 ml ml 1 om 50
50 B0O5XA03 Sodium chloride Solution for infusion 9g/1 - 500 ml ml 20 oI 1
51 B05BB01 Sodium chloride Solution for infusion 0,9% - 1000 ml ml 1 om 20
52 B05XA03 Sodium chloride Solution for infusion 9g/1 - 1000 ml ml 12 o 1
53 B05XA03 Sodium chloride Solution for infusion 9g/1 - 1000 ml ml 10 o 2
54 B05BB01 Electrolytes Solution for infusion 500 ml 1 o 50
55 B05BB01 Electrolytes Solution for infusion 1000 ml 10 o 2
56 B05BCO1 Mannitol Solution for infusion 100g/1-250 ml mg 30 om 5
57 B05BCO1 Mannitol Solution for infusion 100g/1-500 ml mg 20 om 5




Hy6J'H/ILIHO CbhCTE3aHUEC C NPEAMET: ,,/[Jocmaexa na nekapcmeenu npodykmu 3a nyyxcoume na /JI15 — Kvpoxcanu®.

58 B05BC01 Mannitol Solution for infusion 1509/1-500 ml mg 1 o 20
59 B0O5CX01 Glucose Solution for infusion 500 ml 1 omn 20
60 B0O5CX01 Glucose Solution for injection 10 % - 10 ml ml 50 om 10
61 BO5CX01 Glucose Solution for injection 10 % - 10 ml ml 5 om 10
62 B05CX01 Glucose Solution for injection 25%-10 ml ml 5 on 5
63 BO5XA01 Potassium chloride | Concentrate for solution 1y 5o e 10 my mg 50 on 1
for infusion
64 BOSXAO1 Potassium chloride | Concentrate forsolution | 55 oy 10 mi mg 5 on 10
for infusion
65 BOSXAO0L Potassium chloride | Concentrate forsolution | 455 oy 10 my mg 20 on 5
for infusion
66 BO5XA02 Sodium hydrogen Concentra_te for solution 8.4 g/100 ml - 20 ml mg 5 on 1
carbonate for infusion
II1. Chbpae4Ho cb10Ba cHCTeMa
I[l/[l"l/lTa.]'ll/lCOBl/l TIIOKO3HIN
67 CO01AAQ5 Digoxin Tablet 0.25 mg 50 on 10
68 C01AA05 Digoxin Tablet 0.25 mg 20 o 10
69 CO01AAQ5 Digoxin . _Sol_utlo_n for_ 0.5 mg/2ml mg 10 on 10
injection/infusion
70 CO01AAQ8 Metildigoxin Tablet 0,1 mg mg 30 on 10
AHTHAPDATMHMYHH NPOAYKTH Kaac 1C
71 N01BB02 Lidocaine Solution for injection 10 mg/ml-10 ml mg 10 om 10
72 N01BB02 Lidocaine Solution for injection 20 mg/ml-10 ml mg 10 om 10
73 N01BB02 Lidocaine Solution for injection 20 mg/ml-20 mi mg 10 on 1
74 C01BB01,N01BB02 Lidocaine Solution for injection 20mg/ml-10ml mg 50 on 1
AHTHAPUTMUYHHU NPOJYKTH KJiac 3
75 C01BDO01 Amiodarone Solution for infusion 50 mg/ml-3 ml mg 6 o 10
76 C01BD01 Amiodarone Tablet 200 mg 30 o 10
77 C01DAO05 Pentaerithrityl Tablet 10 mg 50 om 10
Ba3zoauiiaTaTopu U3N0JI3BaHU NPH ChPIeYHUTE 3200.15IBAaHUS
78 CO01DA08 Isosorbide dinitrate Prolonged release tablet 20 mg 30 o 20
79 CO01DA08 Isosorbide dinitrate Tablet 5 mg 60 o 10
80 C02AC01 Clonidine Tablet 0.15 mg 50 om 20
81 C02AC01 Clonidine Solution for injection 0.15 mg 10 o 10
82 C02CA01 Prazosin Tablet 2 mg 50 o 30
83 CO03AA03 Hydrochlorothiazide Tablet 25 mg 20 om 100
84 CO03BA11 Indapamide Film coated tablet 25 mg 30 o 50
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85 CO03BA11 Indapamide Prolonged release tablet 15 mg 30 o 30
Juypernuu
86 CO3CA01 Furosemide Solution for injection 10 mg/ml - 2 ml mg 10 omn 10
87 CO03CA01 Furosemide Tablet 40 mg 12 omn 10
88 C03CAO01 Furosemide Tablet 40 mg 20 om 10
89 CO3CA04 Torasemide Solution for injection 10 mg/2 ml mg 5 omn 10
90 C03CA04 Torasemide Solution for injection 20 mg/4 mi mg 5 om 10
91 CO03DA01 Spironolactone Coated tablet 25 mg 30 omn 10
92 C03DA01 Spironolactone Film coated tablet 50 mg 30 om 10
Triamterene,
93 CO3EA01 Hydrochlorothiazide Tablet 25mg/12.5mg mg 50 omn 50
Ilepudepnu BazoauaaTaTopu
94 C04AD03 Pentoxifylline . _So!utlo_n for_ 20 mg/ml - 5 ml mg 5 on 50
injection/infusion
95 C04AD03 Pentoxifylline Solution for injection 20 mg/ ml - 5ml mg 10 on 20
96 C04ADO03 Pentoxifylline Prolonged release tablet 400 mg 60 oI 20
97 C04ADO03 Pentoxifylline Prolonged release tablet 400 mg 20 oI 20
98 C04ADO03 Pentoxifylline Prolonged release tablet 600 mg 20 oI 20
Epro anxanonnu
99 CO4AEQ2 Nicergoline Coated tablet 10 mg 90 om 20
100 CO4AEOQ2 Nicergoline Coated tablet 10 mg 30 on 20
101 CO4AEQ2 Nicergoline Film coated tablet 30 mg 30 om 10
102 C04AX21 Naftidrofuryl Capsule, hard 100 mg 50 oI 10
103 C04AX21 Naftidrofuryl Film coated tablet 50 mg 30 on 5
Bera 0;10kepu
104 CO07AA05 Propranolol Tablet 20 mg 50 om 10
105 CO07AAQ5 Propranolol Tablet 40 mg 50 on 10
106 C07AB02 Metoprolol Prolonged release tablet 50 mg 30 oI 10
107 C07AB02 Metoprolol Prolonged release tablet 100 mg 28 on 10
108 C07AB02 Metoprolol Prolonged release tablet 50 mg 28 o 10
109 C07AB03 Atenolol Film coated tablet 25 mg 30 om 20
110 C07ABO03 Atenolol Film coated tablet 50 mg 30 o 20
111 C07ABO7 Bisoprolol Film coated tablet 10 mg 30 om 10
112 CO07ABO7 Bisoprolol Film coated tablet 5 mg 50 o 10
113 C07AB12 Nebivolol Tablet 5 mg 30 om 20
114 C08CA01 Amlodipine Tablet 10 mg 30 o 10
115 CO08CA05 Nifedipine Prolonged release tablet 20 mg 60 o 20
116 C08DB01 Diltiazem Prolonged release tablet 90 mg 30 o 10
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117 C08DB01 Diltiazem Prolonged release tablet 60 mg 30 o 20
ACE-unxuéuropu. Komounanun
118 C09AA02 Enalapril Tablet 5 mg 30 omn 20
119 C09AA02 Enalapril Tablet 10 mg 30 omn 20
120 C09AAQ2 Enalapril Tablet 20 mg 30 om 20
121 C09AA03 Lisinopril Tablet 10 mg 30 omn 10
122 C09AA03 Lisinopril Tablet 20 mg 30 on 10
123 C09AA03 Lisinopril Tablet 5 mg 28 omn 10
124 C09CAO01 Losartan Film coated tablet 100 mg 28 om 5
125 C09CA01 Losartan Film coated tablet 50 mg 28 on 10
Valsartan, .
126 C09DA03 Hydrochlorothiazide Film coated tablet 320 mg/25 mg mg 28 omn 5
Valsartan, -
127 C09DA03 Hydrochlorothiazide Film coated tablet 160 mg/ 12,5 mg mg 28 on 5
Valsartan, -
128 C09DA03 Hydrochlorothiazide Film coated tablet 160 mg/ 25 mg mg 28 on 5
HNuxuduropn na HGMoA penykra3sara
129 C10AA05 Atorvastatin Film coated tablet 10 mg 30 oI 5
130 C10AA05 Atorvastatin Film coated tablet 20 mg 30 om 5
IV. AHTHHH(EKIIMOHHH NPOAYKTH 32 CHCTEMHO NPHJI0KEHHEe
131 JO1BAO1 Chloramphenicol Capsule, hard 250 mg 20 on 20
132 J01CRO2 Amoxmlllmg, clavulanic Powder_f(_Jr st_)lutlon for 1000 mg/200 mg mg 5 o 10
acid injection
Amoxicilline, clavulanic | Powder for solution for
133 JO1CRO02 acid injection/infusion 1000 mg/200 mg 25 on 5
134 J01DB04 Cefazolin Powder for solution for 1000 mg 10 o 5
injection
135 J01DB04 Cefazolin Powder for solution for 2000 mg 10 om 5
injection/infusion
- Powder for solution for
136 JO01DCO02 Cefuroxime injection 1500 mg 5 o 5
137 J01DCO02 Cefuroxime Powder_ f(_)r st_)lut|on for 1500 mg 10 om 5
injection
138 J01DD01 Cefotaxime Powder for solution for 1 g 1 on 5
injection
- Powder for solution for
139 J01DDO01 Cefotaxime injection/infusion 2 g 10 om 1
. Powder for solution for
140 Jo1DD01 Cefotaxime injection/infusion 1 g 10 om 5
141 J01DD02 Ceftazidime Powder for solution for 1000 mg 10 on 1
injection/infusion
142 J01DD02 Ceftazidime Powder for solution for 1000 mg 5 on 1

injection
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143 J01DD04 Ceftriaxone Powder for solution for 1 g 100 on 1
injection
144 J01DD04 Ceftriaxone Powder for solution for 2 g 50 om 1
injection
145 J01DD04 Ceftriaxone Powder for solution for 2 g 5 om 1
injection
146 J01DD04 Ceftriaxone Powder for solution for 1 g 5 on 1
injection
147 JO1FA09 Clarithromycin Film coated tablet 500 mg 14 omn 10
148 JO1FAQ9 Clarithromycin Prolonged release tablet 500 mg 7 om 10
149 JOLFA09 Clarithromycin Granules for oral 125 mg/ 5 ml - 60 ml mg 1 on 20
suspension
: - Granules for oral
150 JO1FA09 Clarithromycin suspension 250 mg/5 ml - 60 ml mg 1 omn 10
151 JOLFAL0 Azithromycin Powder for solution for 500 mg 5 on 10
infusion
152 J01GBO06 Amikacin . _So!utlo_n for_ 125 mg/ml - 2 ml mg 10 on 10
injection/infusion
153 J01GBO06 Amikacin . _Sol_uthn for_ 250 mg/ml - 2 mi mg 10 on 10
injection/infusion
154 JO1IMAO02 Ciprofloxacin Concentra_te fof solution 100 mg/10 ml ml 5 on 10
for infusion
155 JOIMAO2 Ciprofloxacin Solution for infusion 200 mg/lrg(l)ml -100 ml 1 omn 10
156 JOIMAO2 Ciprofloxacin Solution for infusion 400 mg/221(|) mi - 200 ml 1 om 10
157 JOIMAO02 Ciprofloxacin Film coated tablet 500 mg 10 om 10
158 JO1IMA12 Levofloxacin Film coated tablet 500 mg 7 on 10
159 J01XDO01 Metronidazole Solution for infusion | 200 M9100mI-100 ), 10 on 10
160 J01XD01 Metronidazole Solution for infusion 500mg/121(|)ml -100 mg 1 om 10
161 J01XD01 Metronidazole Solution for infusion 500 mg/lr?ﬁ ml - 100 mg 10 on 10
V. HepBHa cucrema
162 NO1AHO1 Fentanyl Solution for injection 0,05 mg/ml -5 ml ml 50 o 1
163 NO1AHO01 Fentanyl Solution for injection 0,05 mg/ml -2 ml ml 10 on 1
164 NO1AX10 Propofol . 'Em_ulsu')n fog’ 10 mg/ml - 20 ml ml 5 ampoules om 2
injection/infusion
165 NO1AX10 Propofol Emulsion for infusion 10 mg/ml - 50 ml ml 1 o 2
166 NO1AX10 Propofol Emulsion for infusion 200 ml 5 om 2
Emulsion for
167 NO1AX10 Propofol injection/infusion 20 mg/ml - 50 mi ml 1 om 2
Emulsion for
168 NO1AX10 Propofol injection/infusion 20 mg/ml - 50 mi ml 1 om 2
169 N01BBO01 Bupivacaine Solution for injection 5mg/ml - 4 ml ml 5 ampoules o 2

TIpupoaHU oNMEeBH ATKAJTOUAH
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170 NO02AA01 Morphine Solution for injection 10 mg/ml-1ml 10 o 20
171 NO02AA01 Morphine Solution for injection 10 mg/ml-1ml 100 omn 1
172 N02AA01 Morphine Solution for injection 20 mg/mi-1ml 10 om 1
173 N02AA01 Morphine Solution for injection 20 mg/mi-1ml 100 om 1
174 N02AA01 Morphine Prolonged release tablet 30 mg 100 on 2
175 NO2AAOL Morphine pm'onged'f;fjse capsule, 120 mg 30 om 2
176 N02AA0L Morphine pro'onged'f;fgse capsule, 200 mg 30 om 2
(I)e]-ll/lJ]l'll/ll'lepHHl/lHOBl/l NMPOU3BOJIHH
177 NO02AB02 Pethidine Solution for injection 100 mg/2ml 10 omn 2
178 N02AB02 Pethidine Solution for injection 100 mg/2ml 50 on 1
JIpyra HADKOTUYHH aHAJITeTHLH
179 N02AX02 Tramadol Capsule, hard 50 mg 30 oI 10
180 N02AX02 Tramadol Capsule, hard 50 mg 20 on 10
181 NO2AX52 Tramadol, Paracetamol Film coated tablet 37,5 mg/ 325 mg mg 10 on 10
TIupazosionn
182 N02BB02 Metamizole sodium Solution for injection 1000 mg/2ml 10 on 20
183 N02BB02 Metamizole sodium Solution for injection 500 mg/ml- 2 ml ml 10 on 50
184 N02BB02 Metamizole sodium Solution for injection 500 mg/ml - 2 mi ml 10 om 20
AHWJInau
185 NO02BEO1 Paracetamol Solution for infusion 1000 mg/ 6.7 ml mg 3 om 10
186 NO02BEO1 Paracetamol Solution for infusion 10mg/ml - 100 ml ml E(lzgftl);)cft::ﬁlsjs om 10
187 NO2BEO1 Paracetamol Solution for infusion 10 mg/ml - 50 ml mg 10 on 5
BapOuTtypaTn ¥ npou3BoIHI
188 NO3AA02 Phenobarbital Solution for injection 200 mg/ 2ml 10 on 100
189 NO3AF01 Carbamazepine Tablet 200 mg 50 o 50
190 NO3AF01 Carbamazepine Tablet 600 mg 50 o 20
191 NO3AF01 Carbamazepine Tablet 300 mg 50 o 20
192 NO3AF02 Oxcarbazepine Oral suspension 60 mg/ 1 ml 250 o 10
193 NO3AF02 Oxcarbazepine Film coated tablet 600 mg 50 o 5
194 NO3AF02 Oxcarbazepine Film coated tablet 300 mg 50 o 10
195 NO3AGOL Valproic acid gastro-resistant capsule, 500 mg 100 on 1000
196 NO3AGO1 Valproic acid gastro-fesistant capsile, 300 mg 100 on 1000
197 NO3AGO01 Valproic acid Prolonged release tablet 500 mg 30 o 500
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198 NO3AGO01 Valproic acid Prolonged release tablet 300 mg 100 o 500
199 NO3AGO01 Valproic acid Gastro resistant tablet 500 mg 40 omn 500
200 NO3AGO01 Valproic acid Syrup 50 mg/ml - 100 ml ml 1 om 20
201 NO3AGO1 Valproic acid Syrup 57.64 mﬁﬁ’ln' - 150 ml 1 on 20
202 NO3AGOL Valproic acid Imfc"t'llc’fr:zz fEfs'ion 100 mg/ml-5 ml mg 5 on 10
203 NO3AGO1 Valproic acid Psg;lt?t?gr?r:‘grsf)r:]\ggt)f:r 400 mg 4 vial om 10
204 NO3AG06 Tiagabine Film coated tablet 5 mg 50 omn 10
205 NO3AX09 Lamotrigine Tablet 100 mg 30 om 50
206 NO3AX09 Lamotrigine Tablet 50 mg 30 om 30
207 NO3AX09 Lamotrigine Tablet 50 mg 28 om 30
208 NO3AX09 Lamotrigine Tablet 100 mg 28 on 20
209 NO3AX11 Topiramate Film coated tablet 50 mg 30 oI 20
210 NO3AX11 Topiramate Film coated tablet 25 mg 30 on 20
211 NO3AX11 Topiramate Film coated tablet 100 mg 30 om 20
212 NO3AX11 Topiramate Film coated tablet 50 mg 30 on 20
213 NO3AX11 Topiramate Film coated tablet 100 mg 30 on 20
214 NO3AX12 Gabapentin Film coated tablet 600 mg 20 om 20
215 NO3AX12 Gabapentin Capsule, hard 300 mg 100 on 20
216 NO3AX12 Gabapentin Capsule, hard 400 mg 100 oI 2
217 NO3AX12 Gabapentin Capsule, hard 100 mg 100 on 10
218 NO3AX14 Levetiracetam Film coated tablet 1000 mg 30 oI 20
219 NO3AX14 Levetiracetam Film coated tablet 250 mg 30 oI 20
220 NO3AX14 Levetiracetam Film coated tablet 500 mg 30 on 10
221 NO3AX14 Levetiracetam Oral solution 100 mg/ml - 300 ml mg 1 om 2
222 NO3AX14 Levetiracetam Oral solution 100 mg/ml - 300 ml mg 1 on 2
223 NO03AX14 Levetiracetam Conceptra_te fof solution 100 mg/ml- 5 ml mg 10 om 1
or infusion
224 NO03AX16 Pregabalin Capsule, hard 300 mg 60 o 20
225 NO3AX16 Pregabalin Capsule, hard 75 mg 60 oI 20
226 NO3AX16 Pregabalin Capsule, hard 150 mg 30 o 20
227 NO3AX18 Lacosamide Film coated tablet 100 mg 56 o 1
228 NO3AX18 Lacosamide Film coated tablet 150 mg 56 o 1
229 NO3AX18 Lacosamide Film coated tablet 200 mg 56 o 1
230 NO3AX18 Lacosamide Film coated tablet 50 mg 14 om 2
231 NO3AX21 Retigabine Film coated tablet 300 mg 84 o 1
232 NO3AX21 Retigabine Film coated tablet 200 mg 84 om 1
233 NO3AX21 Retigabine Film coated tablet 100 mg 84 o 1
234 NO3AX21 Retigabine Film coated tablet 50 mg 84 om 1
21 tablets (50
235 NO3AX21 Retigabine Film coated tablet 50 mg/100 mg mg mg) + 42 o 1
tablemtsgg 100
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236 NO4AA02 Biperiden Tablet 2 mg 50 on 1000
237 N04BA02 Carbidopa, Levodopa Tablet 25mg/250 mg 98 omn 5
238 NO04BA02 Levodopa, Carbidopa Prolonged release tablet 200 mg/50 mg mg 100 omn 5
239 N04BA02 Levodopa, Benserazide Dispersible tablet 100 mg/25 mg mg 100 on 1
240 N04BA02 Levodopa, Benserazide Tablet 200 mg/50 mg mg 100 omn 1
241 NO4BAO2 Levodopa, Benserazide | F"010n9ed Le;fgse capsule, | 100 mg/25 mg mg 100 on 1
242 NO4BA02 Levodopa, Benserazide Tablet 100 mg 50 om 1
levodopa
243 NO4BAO2 Levodopa, Benserazide Tablet 200 mg 50 on 1
levodopa
244 NO4BAO3 Levodopa, Carbidopa, Film coated tablet | 120 MY/ 37.5mg/200 | 30 o 1
Entacapone mg
245 NO4BA03 Levodopa, Carbidopa, Film coated tablet 100 mg/ 25 mg/ 200 mg 30 om 1
Entacapone mg
Levodopa, Carbidopa, - 200mg/ 50 mg/ 200
246 NO04BA03 Entacapone Film coated tablet mg mg 30 1
247 N04BB01 Amantadine Solution for infusion 0,4 mg/ml - 500 ml ml 1 or 2
248 N04BC04 Ropinirole Prolonged release tablet 8 mg 30 on 2
249 N04BC04 Ropinirole Prolonged release tablet 4 mg 30 on 2
250 N04BC04 Ropinirole Prolonged release tablet 2 mg 30 on 2
251 N04BCO05 Pramipexole Prolonged release tablet 2.1(3.00) mg 30 oI 1
252 N04BC05 Pramipexole Tablet 1 mg 30 on 1
253 N04BC05 Pramipexole Tablet 0.25 mg 30 om 1
254 N04BC05 Pramipexole Tablet 0.7 (1.00) mg 30 on 1
255 N04BC05 Pramipexole Tablet 0.18 (0.25) mg 30 om 1
256 N04BC05 Pramipexole Tablet 0.7 (1.00) mg 30 om 1
257 N04BC05 Pramipexole Tablet 0,18 (0,25) mg 30 on 1
258 N04BC05 Pramipexole Tablet 0.7 (1.00) mg 30 om 1
259 N04BC05 Pramipexole Tablet 0.18 (0.25) mg 30 on 1
260 N04BC05 Pramipexole Tablet 0,18 (0,25) mg 30 om 1
261 N04BC05 Pramipexole Tablet 0.7 (1.00) mg 30 on 1
- Solution for
262 N04BCO07 Apomorphine injection/infusion 10 mg/ml-5 ml mg 10 om 1
263 N04BDO01 Selegiline Tablet 5 mg 50 om 10
264 N04BDO01 Selegiline Tablet 5 mg 30 on 5
265 N04BD02 Rasagiline Tablet 1 mg 30 o 1
266 NO5AA01 Chlorpromazine Solution for injection 5mg/ml-5 ml ml 10 o 150
267 NO5AA01 Chlorpromazine Solution for injection 10mg/ml-5 ml ml 10 o 100
268 NO5AA01 Chlorpromazine Solution for injection 25 mg/ml-2 mi ml 10 om 50
269 NO5AB02 Fluphenazine Solution for injection 25 mg/ml -1 ml mg 5 om 500
ByTupogenonoBu npousBoaHu
270 NO5ADO01 Haloperidol Tablet 15 mg 50 omn 1500
271 NO5ADO01 Haloperidol Solution for injection 5 mg/ mi 10 o 1500
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272 NO5AEO03 Sertindole Film coated tablet 4 mg 30 o 2
273 NO5AEOQ3 Sertindole Film coated tablet 12 mg 28 omn 1
274 NO5AEQ3 Sertindole Film coated tablet 16 mg 28 om 1
275 NO5AF01 Flupentixol Film coated tablet 0.5 mg 100 omn 1000
276 NO5AF01 Flupentixol Solution for injection 20 mg/ml 10 on 20
277 NO5AF05 Zuclopenthixol Film coated tablet 10 mg 100 om 100
278 NO5AF05 Zuclopenthixol Solution for injection 50 mg/ml - 1 ml ml 5 om 10
279 NO5AH02 Clozapine Tablet 100 mg 50 omn 1000
280 NO5AH02 Clozapine Tablet 25 mg 50 om 500
281 NO5AH03 Olanzapine Film coated tablet 10 mg 28 omn 600
282 NO5AH03 Olanzapine Film coated tablet 5 mg 28 om 600
283 NO5AH03 Olanzapine Orodispersible tablet 15 mg 30 oI 600
284 NO5AH03 Olanzapine Orodispersible tablet 20 mg 30 o 600
1 vial + 1 vial
Powder and solvent for +wli tshyrlrr;g]e
285 NO5AH03 Olanzapine prolonged release 405 mg attache dpsafet oI 1
suspension for injection needle+2 Y
safety needles
1 vial + 1 vial
Powder and solvent for +vvli t;yr':]e?e
286 NO5AH03 Olanzapine prolonged release 300 mg attache dpsafet on 1
suspension for injection needle+2 Y
safety needles
Powder and solvent for
287 NO5AH03 Olanzapine prolonged release 405 mg 1 on 1
suspension for injection
Powder and solvent for
288 NO5AH03 Olanzapine prolonged release 300 mg 1 oI 1
suspension for injection
289 NO5AH04 Quetiapine Film coated tablet 200 mg 30 om 500
290 NO5AH04 Quetiapine Film coated tablet 100 mg 30 on 500
291 NO5AH05 Asenapine Sublingual tablet 5 mg 60 oI 1
292 NO5AH05 Asenapine Sublingual tablet 10 mg 60 on 1
293 NO5ALO05 Amisulpride Film coated tablet 400 mg 30 oI 500
294 NO5AX08 Risperidone Film coated tablet 2 mg 20 o 500
295 NO5AX08 Risperidone Film coated tablet 1 mg 20 om 500
296 NO5AX08 Risperidone Film coated tablet 4 mg 30 om 500
297 NO5AX08 Risperidone Film coated tablet 3 mg 60 o 100
298 NO5AX08 Risperidone Film coated tablet 4 mg 30 om 100
299 NO5AX08 Risperidone Film coated tablet 3 mg 30 o 50
300 NO5AX08 Risperidone Film coated tablet 2 mg 30 om 200
301 NO5AX08 Risperidone Film coated tablet 1 mg 30 o 100
302 NO5AX08 Risperidone Oral solution 1mg/ml - 100 ml 1 o 2
303 NO5AX12 Aripiprazole Tablet 15 mg 28 or 200
304 NO5AX12 Avripiprazole Tablet 30 mg 28 o 20
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305 NO5AX12 Avripiprazole Solution for injection 7.5 mg/ml-1.3 ml mg 1 vial o 5

Powder and solvent for
306 NO5AX12 Aripiprazole prolonged release 400 mg 1 omn 1
suspension for injection

307 NO5AX12 Aripiprazole Oral solution 1 mg/ml - 150 ml mg 1 om 1
308 NO5AX13 Paliperidone Prolonged release tablet 6 mg 30 omn 1
309 NO5AX13 Paliperidone Prolonged release tablet 3 mg 30 om 1

Ben3oanazennHoBU MPOU3BOAHHU

310 NO5BA01 Diazepam Solution for injection 5 mg/ml -2 ml ml 10 on 100
311 NO5BA12 Alprazolam Tablet 0.5 mg 30 omn 100
312 NO5BA12 Alprazolam Tablet 0.25 mg 30 on 100
313 NO5BA12 Alprazolam Tablet 0.25 mg 100 omn 100

JupeHnIMeTaHOBH TPOU3BOAHH

314 NO05BB01 Hydroxyzine Film coated tablet 25 ‘ mg ‘ 25 ‘ on ‘ 300

Ben3oauazenunoBu MPOU3BOAHHU

315 NO5CD08 Midazolam Solution for injection 5mg/ml - 3 ml ml 5 om 20
316 NO5CD08 Midazolam Solution for injection 1 mg/ml-5ml mg 10 on 20
317 NO5CD08 Midazolam Solution for injection 5 mg/ml - 3 ml mg 10 on 20
318 NO6AB03 Fluoxetine Capsule, hard 20 mg 28 oI 500
319 NO6AB04 Citalopram Film coated tablet 20 mg 30 on 300
320 NO6ABO05 Paroxetine Tablet 40 mg 30 oI 500
321 NO6ABO5 Paroxetine Tablet 20 mg 30 on 500
322 NO6ABO06 Sertraline Film coated tablet 50 mg 28 om 200
323 NO6ABO06 Sertraline Film coated tablet 100 mg 28 on 100
324 NO6ABO06 Sertraline Film coated tablet 50 mg 30 on 200
325 NO6AB08 Fluvoxamine Film coated tablet 100 mg 30 oI 100
326 NO6AB10 Escitalopram Film coated tablet 10 mg 28 on 200
327 NO6AB10 Escitalopram Film coated tablet 20 mg 30 om 100
328 NO6AB10 Escitalopram Film coated tablet 10 mg 30 on 200
329 NO6AX05 Trazodone Prolonged release tablet 150 mg 20 o 300
330 NO6AX05 Trazodone Prolonged release tablet 300 mg 30 o 300
331 NO6AX05 Trazodone Prolonged release tablet 150 mg 30 o 100
332 NO6AX11 Mirtazapine Film coated tablet 30 mg 30 o 50
333 NO6AX14 Tianeptine Film coated tablet 12.5 mg 30 o 20
334 NOGAX16 Venlafaxine Prolonged elease capsule, 150 mg 28 o 100
335 NOBAX16 Venlafaxine Prolonged Le;fgse capsule, 75 mg 28 on 100
336 NOBAX16 Venlafaxine Prolonged Le;fgse capsule, 75 mg 30 o 200
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337 NO6AX17 Milnacipran Capsule, hard 50 mg 56 on 20
338 NO6AX17 Milnacipran Capsule, hard 25 mg 28 omn 20
339 NO6AX18 Reboxetine Tablet 4 mg 60 om 10
340 NOBAX21 Duloxetine Gastro resant capsule, 30 mg 28 o 20
341 NOBAX21 Duloxetine Gastro reststanit capsule, 60 mg 28 on 10
342 NOBAX21 Duloxetine Gastro reshant capsule, 30 mg 30 on 10
343 NOBAX21 Duloxetine Gastro resr'f;fd”t capsule, 60 mg 30 om 10
344 NO6AX22 Agomelatine Film coated tablet 25 mg 28 om 10
345 N06BCO01 Caffeine citrate Solution for |nfL_13|on and 20 mg/ml - 1 ml ml 10 ampoules omn 1
oral solution
Icnxoctumysiantu. Hoorponuu
346 N06BX03 Piracetam Film coated tablet 1200 mg 60 oI 50
347 NOBDAO4 Galantamine Prolonged Le;fgse capsule, 8 mg 28 om 20
348 NO6DA04 Galantamine Tablet 5 mg 60 om 20
349 NO6DA04 Galantamine Tablet 10 mg 20 om 10
350 NO6DA04 Galantamine Solution for injection 10 mg/ml 10 om 20
351 NO6DA04 Galantamine Solution for injection 25 mg/ml 10 om 20
352 NO6DA04 Galantamine Solution for injection 5 mg/ml 10 on 10
353 N06DX01 Memantine Film coated tablet 10 mg 28 om 20
354 N06DX01 Memantine Film coated tablet 20 mg 28 on 20
355 N06DX01 Memantine Film coated tablet 10 mg 14 om 10
28
(4 6nuctepa 7)

. . 5 mg, 10 mg, 15 mg, 5mg7,
356 N06DX01 Memantine Film coated tablet 20 mg mg 10mg7, om 1

15mg 7,

20mg7
357 N06DX01 Memantine Oral solution 5 m_g/pump mg 1 on 1

actuation/- 50ml
VI. luxartejiHa cucremMa
Pressurised inhalation, 100 mcg/metered

38 RO3AC02 Salbutamol suspension actuation - 200 doses m9 1 o S
359 R0O3CB02 Bromhexine Syrup 4 mg/5 ml - 125 ml mg 1 o 50
360 R0O5CB02 Bromhexine Solution for injection 2mg/ml-2ml mg 10 o 10
361 R0O5CB02 Bromhexine Tablet 8 mg mg 20 o 50
362 RO3DA04 Theophylline Prolonged release tablet 300 mg mg 50 o 20
363 RO3DA05 Aminophylline Solution for injection 24 mg/ml - 10 ml mg 50 o 1
364 RO3DA05 Aminophylline Solution for injection 24 mg/ml - 10 ml mg 5 o 1

AHTHXHCTAMHHOBH npenapaTtu 3a CHCTeMHO IPpUJIOKEHHE
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365 RO6ACO03 Chloropyramine Solution for injection 10 mg/ ml -2 ml mg 10 o 10
366 RO6AD02 Promethazine Solution for injection 25mg/ml -1 ml mg 10 omn 200
367 RO6AE09 Levocetirizine Oral drops, solution 5 mg/ml - 20 mi mg 1 om 5

VII. Pa3Hu MequKaMeHTH

JlepMaToJIOTHYHH MPOAYKTH

I7[0)]]-ll/l npemnaparu
368 D08AG02 Povidone- iodine Ointment 10%- 2509 sol. 1 on 2
369 D08AG02 Povidone- iodine Ointment 10%- 1009 sol. 1 omn 2
370 D08AG02 Povidone- iodine Ointment 10%- 20g sol. 1 om 2
371 D08AG02 Povidone- iodine Ointment 10% -90g sol. 1 on 2
. L . 10 % available iodine
372 D09AA09 Povidone- iodine Impregnated dressing =288, 10120 cm br. 10 6post oI 1
IInko4o0-mo10Ba cCTEMA U MOJIOBH XOPMOHH
373 G02AD04 Carboprost Solution for injection 0.25 mg/ml -1 ml ml 1 omn 1
374 G02CB01 Bromocriptine Tablet 25 mg 30 om 10
XOpMOHa.]'lHM nmpemapaTy 3a CHCTEMHO NMPHJIOKEHHE, ¢ U3KTIOYCHHE HA MOJTOBH XOPMOHH U MHCYJIHH
KOpTl/lKOCTepol/l,ﬂﬂ 3a CUCTEMHO IIPUJIO’KEHUE
375 HO02ABO01 Betamethasone Suspension for injection 7 mg/ml-1ml mg 5 omn 10
376 H02AB02 Dexamethasone Solution for injection 4 mg/ml-1ml mg 10 on 10
377 H02AB02 Dexamethasone Solution for injection 4 mg/ml -2 ml mg 10 on 10
378 H02AB04 Methylprednisolone Powdgr and s_olyen; for 15.78 mg 5 on 10
solution for injection
. Powder and solvent for
379 HO02AB04 Methylprednisolone solution for injection 15.78 mg 10 om 1
380 H02AB04 Methylprednisolone Powdgr and S0 Iyen? for 250 mg 5 on 1
solution for injection
381 HO02AB04 Methylprednisolone Suspension for injection 40 mg/ml -2 ml mg 1 om 10
382 H02AB04 Methylprednisolone Tablet 4 mg 100 o 1
383 H02AB06 Prednisolone Tablet 5 mg 20 om 10
384 H02ABO07 Prednisone Film coated tablet 5 mg 60 o 1
MycKkyJIHO-CKe/leTHA cucTeMa
“pOTI/IBO BB3NMAJIUTECITHH (aHTMpeBMaTM'IHM l'[pOllyKTPl)
385 MO01AB05 Diclofenac Solution for injection 75 mg/3 ml mg 5 o 10
386 MO1AB05 Diclofenac Solution for injection 25 mg/ml- 3ml mg 10 om 10
387 MO1AB05 Diclofenac Solution for injection 75 mg/3 mi mg 5 om 20
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388 MO01AB05 Diclofenac Gastro resistant tablet 50 mg 30 o 20
389 MO01AC06 Meloxicam Solution for injection 15mg/ 1,5 ml mg 5 omn 20
390 MO1AC06 Meloxicam Solution for injection 15mg/1,5 ml mg 3 om 20
391 MO1AE17 Dexketoprofen Solution for injection 50mg/2 ml mg 5 om 20
392 MO03BX02 Tizanidine Tablet 4 mg 30 om 10
393 MO03BX02 Tizanidine Tablet 2 mg 30 omn 10
CeH30pHHU OpraHu
394 S01AA13 Fusidic acid Eye drops, emulsion 10mg/g-5g mg 1 omn 5
Tobramycin, .
395 S01CA01 Dexamethasone Eye drops, suspension 5 ml 1 omn 10
Pazun MEJIHKAMEHTH
396 V06DCO01 Glucose Solution for infusion 100 g/l - 250 ml g 30 on 5
397 \V06DCO1 G'“Ccorf‘lzrisgg'”m Solution for infusion | 50 g/9 g/l - 250 ml g 30 on 1
398 BO5BBO2 Gluc(?rﬂ%risgglum Solution for infusion 5%6+0,9%-500m| ml 1 om 20
Glucose, sodium . P
399 C05BB56 chloride Solution for infusion 500 ml 1 om 20
400 V06DCO01 Gluc&slfz,risgglum Solution for infusion 50 g/9 g/l - 1000 ml g 10 on 1
401 VV07AB00 Water for injection solvent for parenteral use 10 ml 20 (ampoules) on 20
10
402 V07AB00 Water for injection solvent for parenteral use 500 ml (polyethylene om 1
bottles)
403 V06DCO01 Glucose Solution for infusion 50 g/l - 250 ml g 30 on 2
404 VO7AB00 Glucose _Solution for 250 ml 10 on 5
injection/infusion
Solution for
405 V07ABO00 Glucose injection/infusion 1000 ml 10 on 2
406 V06DCO01 Glucose Solution for infusion 50 g/l - 100 ml g 50 om 1
PeHTFeHOKOHTpaCTHl/l CpeacTBa ¢ HUCBK OCMOJIAPUTET
407 VVO8AB04 lopamidol Solution for injection 370 mg I/ml -100ml mg 1 on 1
408 VVO8AB04 lopamidol Solution for injection 370 mg I/ml - 50ml mg 1 om 1

2.2.Cpok Ha gocraBKa. J[0CTaBKUTE IE CE€ M3MBJIHSABAT OT U3MBIHUTEIS B CPOK, MPEIUIOKEH OT
coiust (B yacose), 10 24 (mBazeceT u YyeTHpPH) wYaca, Cliei MOJIydaBaHE HA MHCMEHA 3asBKa OT
Bw3noxwurtens mo ¢axc, eleKTpoHHA MOl WU APYT HAYWH, a 3a CICUIHUTE ciiy4au 10 6 (irect)
gaca ciej 00axJaHeTo.

2.3 OcraTrbueH CpPoOK Ha roAHOCT. OCTaTHUHHUAT CPOK HA TOJAHOCT HA JICKAPCTBEHHUTE MTPOYKTH KbM
JaTaTta Ha JIOCTaBKa He TpsiOBa Aa Obae mo-manbk oT 60 (mectaecetr) % OT OOSBEHUS BBPXY

OINIaKOBKaTa CPOK Ha IMMPOU3BOAUTECIIA.

2.4. I3ucKkBaHUs KBbM JIEKAPCTBEHUTE MPOAYKTH
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e [IpemnaranuTe NTEeKapcTBEHU MPOAYKTH TPsiOBa /1a OTTOBAPAT HA M3MCKBAHMITA HAa 3aKOHA 3a
JIEKApCTBEHHUTE MPOJIYKTH B XymaHHaTa MemuimHa /3JIIIXM/ - tpsOBa ma mpurexasar
BaJIMJTHO pa3pellieHure 3a yrnotpeda B crpanara uzaaaeHo mo pena Ha 3JIIIXM wunu Pernament
(EO) Ne 726/2004 r. na EBponeiickus nmapiamenT u ChBera/un.23, an.1 Ha 3JIIIXM.

B cnyuail Ha u3THYaHe Ha CpoKa Ha pa3pelieHUeTo 3a yrnoTpeda Ha JIEKapCTBEH MPOIYKT
npe3 ChOTBETHATA T'OJMHA, 32 KOSTO CE€ MPOBEXkJa OOIIECTBEHATa MOPBHUYKA, YYACTHUKBT
JIeKIapupa B CbOTBETCTBUE ¢ Wwi.55, an.6 ot 3JIIIXM, ye kosuuecTBaTa Ha JEKApPCTBEHUST
MPOJIYKT Ca HAJIMYHH.

e JlekapcTBEHUTE MPOAYKTH Clie[Ba Ja OBJAT C IBPKABHO peryjivpaHa IIeHa CBIIACHO
1.261a ot 3JITIXM.

Axo CJIC CKJIKOYBAHC Ha AJOTOBOp 3a BbB3JaraHc¢ Ha 06L[I€CTB€H21 MopbUKa, AbpPKABHO
peryiupaHara nc€Ha C€ HaMaJd B I10JI3a Ha BL3J’IO}KI/IT€H${, 10 M3mpaHuTemaT e JIIBXCH
ABTOMATHYHO Ja NPOMCHHU ILICHATA, HA KOATO JOCTAaBA JICKAPCTBCHUTC MMPOAYKTH U C KOATO €
KJIaCUpaH U OIIPCACIICH 3a U3IIBJIHUTCII, CYUTAHO OT JaTaTa Ha IIPOMsHA Ha IMOCJICHATaA.

e IlpemioxkeHutre OT y4acTHHUKA JIEKAPCTBEHHM MPOIYKTH clieABa Ja ObJaT BKIIOYCHHU B
[Ipunoxenue Ne2 ot Ilo3utuBHMS JekapcTBeH cnuChbK no ui.262 ot 3JIIIXM, akryaneH
KBM JlaTaTa Ha OTBapsiHEe Ha odeprutre. JIeKapCcTBEHU MPOIYKTH, KOMTO HE ca BKIFOUCHU B
[To3uTUBHUS NEKapCTBEH CHHUCHK aKTyalleH KbM JlaTaTa Ha OTBapsiHEe Ha opepTUTe ce cuurta
3a HapylIeHUE, KOETO e Ob/Ie OCHOBAaHME 32 OTCTPAHSIBAHE HA YYaCTHHKA OT MPOLEAypaTa
M0 ChOTBETHATa HOMEHKIIATypa.

e IlpemioxkeHara 1eHa 3a OMAaKOBKAa Ha JIEKAPCTBEHMs MPOAYKT HE TpsOBa J1a MpeBHIlaBa
J'bP’KaBHO PETyJIMpaHATa LieHa 1o peaa Ha wi.259 ot 3JIIIXM.

[Ipennoxxenata 1eHa He TpsAOBa J1a MpeBUIIaBa NMPEU3YHCIEHaTa CTOMHOCT 3a OMAaKOBKa, Ha
0a3a pedepeHTHaTa CTOMHOCT MocoudeHaTa B KoyoHa ,,M“ — , Cmotinocm Ha 0Onakoska,
usuucnena Ha 6aza pegpepenmna cmoinocm’ B Ilpunoxenue Ne2 ot  [lozuTuBHUSA
JIEKapCTBEH CITUCHK.

B cnyuail 4ye mpenjoeHaT 1I€Ha 3a ONAKOBKa € IO0-BHCOKa OT INpeu3uuciieHaTa Ha 0aza
pedepeHTHa CTOMHOCT B KOJIOHA ,,M *“ ce cunTa 3a HapylleHHe, KOeTo 11e 0bJie OCHOBAaHUE 3a
OTCTpaHsBaHE Ha yYaCTHUKA OT MpoLieypaTa [0 CbOTBETHATa HOMEHKJIATypa.

1. U3SUCBAHUA KbBM YYHACTHUILUTE

CernacHo un. 101, an. 8-11 or 3OIl, Bceku ydacTHUK B MpoIlelypa 3a Bb3jlaraHe Ha
o0IIecTBEHa MOpbUYKAa MMa NpaBO Ja MpeacTaBM camo enHa odepra. Jlume, koero ydyacTBa B
o0eMHEHNE WM € JaJIo ChIilacue Ja ObAe MOAM3IBIHUTEN Ha APYT YYacTHHUK, HE MOXeE /1a 10J1aBa
camocTosTenHO odepTa. B mpouenypa 3a Bb3inaraHe Ha OOLIECTBEHA MOPBYKA €AHO (PU3UUECKO WM
IOPUMYECKO JIMIIE MOJKE Jla ydacTBa caMo B efHO oOenuHeHue. CBbp3aHM JUIa HE MOTaT Aa ObaaT
CaMOCTOSITENTHN YYaCTHHIIM B €/1HA U ChILA MPOLIEAYPA.

B mpouenypata 3a Bb3iaraHe Ha OOIIECTBEHa MOpPBYKA MOTaT Ja ydyacTBaT OBITApCKH HIIH
JyXKACCTpaHHU (1)I/ISI/IV-IGCKI/I HWIIN IOPpUIWYCCKU JIMa W TEXHH O6€)II/IH€HI/I$[, KaKTO U BCAKO OpPYro
oOpa3yBaHHe, KOETO HMa INpaBO Ja U3MBJIHSABA JOCTaBKM CBIJIACHO 3aKOHOJATENICTBOTO Ha
IbpKaBaTa, B KOSITO TO € YCTAHOBEHO.

3.1.JIn4HO CHCTOSIHUE HA YYACTHHUIIMTE
VY4acTHUKBT JeKIapupa JIMIIcaTa Ha OCHOBAHUATA 32 OTCTPAHSBAHE U CHOTBETCTBHE C KPUTEPUUTE 3a
nonbop upe3 npencrassine Ha EEJIOII. B Hero ce npenoctaBst cboTBeTHaTa HHGOpPMAIUsS H3UCKBaHA
oT Bw3noxurens, u ce mocoyBaT HAMOHAIHUTE 0a3M JaHHU WIM MYyOJIUYHH PETUCTPHU, B KOUTO Ce
ChIbpka HH(OpMalMs 3a JeKJIapupaHUTe OOCTOSTENCTBA WM KOMIIETEHTHH OPIraHH, KOUTO
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CBIJIACHO 3aKOHOJATEJICTBOTO Ha JIbp)KaBaTa, B KOSTO YYACTHUKBT € YCTAHOBEH, ca JTHXHHU Ja
MPeIOCTaBAT UHPOPMALIHSL.

3.1.1. Ha ocnoBanue 4i. 54 30II, Bb310KUTENAT OTCTPaHsABa OT y4acTHE B MpoOLEaypaTa 3a
BB3JIaraHe Ha OOIIECTBEHATA MOPHUKA YIACTHUK, KOTATO:

1. e ochaeH ¢ Bis3Na B CHJIA MPUCHAA, OCBEH aKO € peabUIIUTUpaH, 3a MPECThILICHUE
mo wi. 108a, wi. 159a - 159r, win. 172, yn. 192a, wi. 194 - 217, un. 219 - 252, 4. 253 -
260, g. 301 - 307, 9. 321, 321a mw un. 352 - 353e ot Haka3zarenHus Kojuekc;
2. € OCBHJICH C BIIsI3/1a B CHJIA MPUCHA, OCBEH aKO € peabUIIUTHPaH, 3a MPECTHIUICHHE,
aHasiornyHo Ha Te3u no T. 1.1.1, B 1pyra abprkaBa WieHKa WM TPETa CTPaHa;
3. UMa 3aJIBJDKEHUS 33 JaHBIU U 33bJDKUTEITHU OCUTYPUTEIHU BHOCKU IO CMHCHIA
Ha wi. 162, an. 2, T. 1 o JlaHbYHO-OCUTYPUTEIIHHS TIPOLIECYAJIEH KOJEKC U JIMXBUTE 10
TAX, KbM JbpKaBaTa WIM KbM OOIIMHATA IO CEAATUIIETO HAa BB3JIOXKUTEIS U Ha
Y4acTHUKA, WM aHAJIOTUYHU 3a/IbJKEHUS, YCTAHOBEHU C aKT Ha KOMIIETEHTEH OpraH,
CBIIACHO 3aKOHOJIATEJICTBOTO HA JbPrKaBaTa, B KOATO YUYaCTHUKBT € YCTAHOBEH, OCBEH
aKo € JIOMYCHATO pa3CcpoyBaHe, OTCPOUBAHE WIIM OOE3MEYCHHE Ha 3aBbJDKCHUSATA WU
3aIbJDKEHUETO € IO aKT, KOWUTO HE € BIIA3BJ B CHJIa, OCBEH KOraTO C€ Hajara Ja ce
3alUTAT 0COOCHO BaYKHU IbpKABHU WM OOIIECTBEHUW MHTEPECHU W/WIM pa3MepbT Ha
HEIJIATEHUTE ABJDKUMHU JAHBIM WK COLMAITHOOCUTYPHUTEIIHM BHOCKH € HE MOBEYE OT
1 Ha cTO OT CcymMara Ha TOAMIIHHUSA OO0l OOOpPOT 3a mMOcJienHaTa MPUKIOYEHA
(¢uHAHCOBA rOJMHA;
4. e HaNMIIe HEPABHOIMIOCTABEHOCT B ciydyauTe 1o 4i. 44, an. 5 ot 3011,
5. € YCTaHOBEHO, Ye:

a) € TpencTaBuil JOKYMEHT C HEBSIPHO ChAbP)KAHHUE, CBBpP3aH C
YAOCTOBEPsIBAHE JIMIICATa HA OCHOBAHUS 3a OTCTPaHSABAHE WJIM HW3MBJIHEHHUETO Ha
KpUTEpUUTE 32 T0100P;

0) He e MpeoCTaBIII M3KCKBAIa ce HHPpOopMalusl, CBbp3aHa C yJOCTOBEpSIBAaHE
JUIIcCaTa Ha OCHOBaHUS 3a OTCTPAHSABAHE WJIM M3INBIHEHUETO HAa KPUTEPUUTE 3a
noaoop;

6. € yCTaHOBEHO C BJIS3JI0 B CHJIa HAKA3aTEIHO MOCTAHOBIEHUE WU ChICOHO pellleHue,
Ye TP U3IBJIHEHNE Ha JIOTOBOP 3a 00IecTBeHa Mopbhyka € Hapymt wi. 118, wi. 128,
yn. 245 u un. 301 - 305 or Kogekca Ha Tpyna WM aHAJIOTHYHU 3aJbJKCHUS,
YCTAaHOBEHW C AaKT Ha KOMIIETEHTEH OpraH, CBIJIACHO 3aKOHOJATEJICTBOTO Ha
JbpPKaBaTa, B KOSITO YYACTHUKBT € YCTAHOBEH;

7. e Hanmu1e KOH(UIMKT Ha UHTEPECH, KOMTO He MOXKe Jja ObJe OTCTPaHEH.

OcHoBanusiTa mo T. 1, 2 u 7 ce oTHacaAT 3a jMIaTa, KOUTO IPEACTaBISABAT y4acCTHHKA,
YJIIEHOBETE Ha YNPABUTEIHU M HAJA30PHU OPTaHU WM 3a JIPYrd JHIA, KOUTO MMAT MPaBOMOLIUS Ja
yIpaXXHsABAaT KOHTPOJI IPU B3EMAHETO Ha PEIICHUs OT T€3H OpraHu.

3a yJgocTtoBepsiBaHE Ha JIMIICaTa HAa OCHOBaHMS 3a orcrpaHsBane no 3.1.1. Touka 1 ydacTHuULIUTE
cieqBa Ja MombJHAT EnuHen eBpormeiicku aokymeHT 3a obmectBeHu nopbuku (EEJIOIT) kakTo
clIeBa:

B Yacr 111, Pazgen A y4acTHUKBT clie[iBa a IpeaoCcTaBy WH(POpPMAIIUsS OTHOCHO MPUCHAH 32

CIIEIHUTE NPECTHILICHUS:

1.Vuacmue 6 npecmvnna opeanuzayus — o 4n.321 u 321a ot HK;

2.Kopynyus — o un.301 — 307 ot HK;

3.Usmama — o un.209 — 213 ot HK;

4.Tepopucmuunu npecmvnieHus Ul NPecmviIeHUs, KOUMo ca C8bP3aHU C MepoOPUCMUYHU

Oetinocmu — 1o 4i1.108a, an.1 or HK;
S.H3nupane na napu unu gpunancupane Ha mepopuzvm — 1o 4253, 253a, unu 2536 ot HK u
o 4n.108a, an.2 ot HK;
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6.[emcku mpyo u opyeu ¢popmu na mpaghux na xopa — no 4n.192a wim 159a — 159r or HK

B gact III, Paznen I' yuacTHUKBT cliefiBa J1a mpeaocTaBu WH(OpPMAIMS OTHOCHO MPUCHIN 32
npectbiuieHus mo wi. 194 — 208, wn.213 — 217, un.219 — 252 n un.254a — 260 ot HK.

YyacTHUIIUTE TOCOYBAT MHGOpPMAIUS 3a MPECTHIUICHUS, AHAJIOTUYHH HA IMOCOYEHUTE IIO0
3.1.1. Touka 1 ipu HaTMYWe HA MPUCHIA B Apyra AbpKaBa WICHKA WJIK TPETa CTPaHA.

Wudopmanus 0THOCHO JIMTICaTa WK HAIMYMETO HA Ha obcrostencTsa o 3.1.1. Touka 3 ce nmombiiBa
B Yacrt III, Pazaen B or EEJZIOII.

Wudopmanus OTHOCHO JHIICaTa WIM HAIMYMETO Ha Ha oOcrosTencTtBa mo 3.1.1. Touka 4 — 7 ce
nonswiaBa B Yacr III, Pazgen b ot EE/IOI1.

WNudopmanus OTHOCHO JIMIICaTa WIM HAIMYMETO HA Ha obcrosrenctsa mo 3.1.1. Touka 1 3a
npectbiuieHus o wi.172 u 4n.352 — 353e ot HK ce nonswnsa B Yact I, Pazgen B, none 1 or
EEJIOII. Ilpu otrosop ,,J1a* y4aCTHUKBT 1OCOYBA!

e Jlara Ha BIM3aHE B CWJIa Ha MPHUCHIATAa U (PAKTUYECKOTO U MPABHOTO OCHOBAHHE 32
MOCTaHOBSIBAHETO I
e (Cpoxa Ha HaJOKEHOTO HaKa3aHUeE.

Koraro m3uckBanusara 1mo 3.1.1. Touka 1 m 7 ce oTHACAT 3a IOBEYE OT €IHO JIMIIC, BCHUKHU

muna noanucear eauH U cbil EEJIOIL. Korato ¢ Hamuile HCOOXOIMMOCT OT 3allldTa Ha JIMYHUTE
JaHHW WM TPH pa3jndde B OOCTOSTENICTBATa CBBP3aHH C JMYHOTO CBHCTOSHUE, MHQPOpMAIUsITa
OTHOCHO M3uckBaHuATa 1o 3.1.1. Touka 1 u 7 ce nonsiBa B otaeincH EEJIOII 3a Bcako nuie uau 3a
Hakon ot Jyumara. Koraro ce momaBa moseue ot enuH EEJIOII, oOcrositencTBata, CBBpP3aHH C
Kputepuiiite 3a momaoop, ce cbabpkar camo B EEJIOIl, moamucan oT juie, KOETO MOXKe
CaMOCTOSATEITHO J1a MPEJCTaBIsIBa ChOTBETHHUS CTOMAHCKH CYOCKT.
[Ipu mouckBaHe OT cTpaHa Ha Bb3noXkHUTENs yYaCTHUIMTE ca AJIBXKHH J1a IPEACTaBAT HHPOPMAIH
OTHOCHO TMPaBHO-OpraHu3allMoHHaTa (opma, IMOJ KOSTO OCBHIIECTBSIBAT JEWHOCTTA CH, KAKTO W
CIIMCHK Ha BCHYKHM 3adb/DKEHHM JMIIa 1o cMmuchkiaa Ha wi54, an.2 or 30II, He3aBHCMMO OT
HaWMEHOBAHHETO Ha OPTraHUTE, B KOUTO YJacTBaT, WIH JITHKHOCTUTE, KOUTO 3aeMa.

3.1.2. JIpyru ocHOBaHHUs 32 OTCTPaHsIBaHe OT y4acTHe
CrpriacHo un. 107 3011 ocBeH Ha ocHoBaHMsATa MO Wi. 54 0T 30I1 BB3I0XKUTENAT OTCTpaHIBA
OT IpoLeaypara:
1. YyacTHHMK, KONTO HE OTroBapsi Ha MOCTAaBEHUTE KPUTEPUHU 3a MOAOOp WM HE W3IBIHHU JAPYro
yCJIOBHE, IOCOYEHO B 0OSBICHHETO 3a 00II[eCTBEHATa MOPbUKA WIN B IOKYMEHTAIIUATA,;
2. Y4acTHUK, KOUTO € TipeicTaBmil odepTa, KOSITO HE OTroBaps Ha:
® [IpeIBApUTEIIHO OOSBEHUTE YCIOBUS Ha MOPBHUKATA;
e MpaBWia M U3HUCKBaHMS, CBbP3aHU ChC COLMAIIHOTO U TPYJOBOTO IPABO, MPHIOKUMHU
KOJIEKTUBHU CIIOpPa3yMEHUs W/WIK pPa3noperdu Ha MEXIyHApOJIHOTO €KOJOTUYHO,
COLIMAJIHO U TPYJIOBO MpaBo, KOUTO ca n30poeHu B npuiiokeHue NelO ot 3011
3. YuacTHHUK, KOWTO HE € MpeiCTaBui B CPOK 00OCHOBKaTa 1Mo wi. 72, an. 1 wiu yusto odepTa He €
npueTa cbriaacHo ui. 72, an. 3 - 5 3011
4. Yd4acTHHK, KOMTO Clie]l TOKaHa OT BB3JI0KUTENS U B ONPEJEIICHUS B HESI CPOK HE YABIDKU CPOKA
Ha BAJIMIHOCT Ha odepraTa CH;
5. YdacTHUIIM, KOUTO Ca CBBbP3aHH JIIIA.

3.1.3.0cHoBaHusI 32 OTCTPAHSIBAHE, CBbP3aHU ¢ HAIIHOHAJTHOTO 3AKOHOJATEJICTBO

1. Bb3noxuTensar OTCTpaHsBa OT NpoLeAypara YYacTHHK, 3a KOTOTO ca Hajule
obcrosiTencTBara Mo 4i. 3, T. 8§ oT 3akoHa 32 MKOHOMMYECKHTE M (PUHAHCOBUTE OTHOIICHHUS C
Ipy’KecTBaTa, perUCTPUPAHU B IOPUCAMKIUY C MpeQepeHInaleH JaHbUeH PeXUM, KOHTPOJIUPAHUTE
OT TSX JIMIAa U TEXHUTE JIEHCTBUTEIHU COOCTBEHHUIM. 3a yJOCTOBEpsBAaHE HAa TOBa OOCTOATENICTBO
YY9acTHUKBT cienBa aa nonwiaau vact I, Pazgen ,,I™ or EEJIOII.
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2. BB3MOXKUTENAT OTCTpaHsIBa OT MpoLieypaTa YIaCTHHUIIM, KOUTO Ca CBbP3aHU JInla. 3a
YAOCTOBEPsIBAaHE Ha TOBA 0OCTOATENICTBO YUYACTHUKBT clie/iBa Aa nombianu vact I, Pazmen ,,[™ ot

EEJIOIL

3.2.Kputepuu 32 moa0oop HA VIYACTHUIUTE

C mocouenure IIO-0JIy KPHUTCPHUU 3a l'IOI[60p BB3JIOXKUTCIIAT € OIIPEACINI MHUHHUMAJIHUTC
HU3UCKBAHHUA 3a JOIMMYCTUMOCT IO OTHOIICHUEC HA YYaCTHHLUTC B HIponeaypara € 1ejl yCTaHOBABAHC
Ha Bb3MOXHOCTTA UM 3a U3IIBJIHCHHUE Ha IIOPHUKATA.

3.2.1.'ogHocT (MPaBOCMOCOOHOCT) 32 YNIPaKHSIBaHe HA PO eCHOHAIHA IeHHOCT

e  VY4YacTHUKBT Clie[IBa J1a IPUTEKABA BAJIMIHO pa3pelieHue 3a ThProBUs Ha €Ipo C
JIEKapCTBeHH cpencta, uznageHo or HWMAJI Ha wumeTo Ha ydYacTHMKA WU
Pazpemienne 3a mpousBoacTBo, m3gaacHo mo pexaa Ha 3JIIIXM (B cimydaute 1o
wi.196, an.1 ot 3JIIIXM), unu apyr AOKyMEHT, YAOCTOBEpsABAI IIPaBOTO My Ja
THPryBa C JICKAPCTBEHU MPOIYKTH, U3Ja/IeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA
JIbpIKaBa.

e VY4acTHUKBT clieiBa Jna npurexaBa JureH3us no 4wi.32 ot 3KHBII, ako ce
odepupar HAPKOTHYHU BEIIIECTBA WIJIA IPEKYPCOPH.

Y4acTHUKBT cie/Ba aa npeaocraBu uHdopmarus B Yact IV, Pazgen ,, A%, Touka 1 ot EEJIOII
YyXIeCTpaHHUTE YYaCTHHUIIM MOTaT Jla JOKaXKaT pEerucTrpauusTta Cd B HAKOM OT
npodecroHaHUTE WM ThPTOBCKU PETUCTPH HA JbpKaBaTa, B KOSATO Ca yCTAHOBEHHU.

3.2.2.AxkoHOMUYECKO ¥ (UHAHCOBO CHCTOSIHHE
Bb3noxuTensT HsAMa IOCTaBEHW W3UCBAHUS 110 OTHOIICHHE HAa HMKOHOMHYECKOTO U
(MHAHCOBOTO CHCTOSTHUE HA YUYACTHHUIIUTE.

3.2.3. Texunyecku U NpoecuoOHATHH CIOCOOHOCTH
e [Ipe3 mocrmeqHUTe TpPWU TOMWHHU, CYATAHO OT JlaTaTa Ha TOJaBaHe Ha odeprara

YYaCTHUKBT CJIe/IBA J1a € M3IMBIHWI JEHHOCTU C MpPEAMET, WISHTHUYEH WU CXOJACH C
IperMeTa Ha HacTosiata oOliecTBeHa mopbuka. Ha ocHoBanue un. 67, an. 5 BbB
BpB3Ka ¢ wi. 64, an. 1, T. 2 mw wr. 63, an. 1, 1. 1, 6yksa ,,6” ot 30Il, ¢ HEoOX0OAMMO
YYaCTHUKBT Ja TPEACTaBH CIHCHK Ha JIOCTAaBKUTE, C TMOCOYBAHE Ha CTOWHOCTHTE,
JaTUTE W Tody4yaTeauTe. MUHUMAIHOTO WM3UCKBAaHE, MOCTaBEHO OT BB3JIOXKHUTENS, €
YYaCTHUKBT Ja € HM3BBPIIMI MUHMUMYM | (€IHa) JOCTaBKa, CXOJHA C MpeaMeTa Ha
HacTofIaTa OOLIECTBEHA MOPBHYKA, KAKTO € MOCOYEHO IMO-TOpe, Mpe3 MOCIeAHUTE 3
(Tpu) roaMHU, CYUTAHO OT JaTaTa Ha MojaBaHe Ha odepraTta. AKO YJaCTHUKBT y4acTBa
3a MoBeYe OT ¢aHa 000coOeHa IMO3UIMS M3WCKBAHETO 3a M3ITBIHCHH JICHHOCTH IIE Ce
npujiara KyMyJIaTUBHO IO OTHOIIEHHE 000COOEHUTE MO3UILIMH, 332 KOMTO € Mojall
MpeAJIOKEHHE.

WM3uckBanusta 0o OTAEIHUTE 000COOEHM MO3WIIMM MOrar Ja ce€ ITOKakar ¢
M3IIBIHEHUETO Ha €IMH WM TIOBEYE JOTOBOPH.

VYyacTHUKBT cienBa fa npenoctaBu uHbopmarmsa B Yact IV, Pazpen ,,.B“, Touka 16 ot
EEJIOIT 3a peitHocTHTE € MpeaMeT, UACHTUYHM WM CXOJHU C TE€3W Ha MOpbyYKaTa
/060co0eHnTe TO3UIMH, C IOCOYBAHE HA CTOWHOCTUTE, JATUTE W TIONydaTesuTe,
M3I'BJIHEHU TIpe3 TMOCIAEIHUTE TPU TOJWHU, CYMUTAHO OT JaraTa Ha IOJaBaHE Ha
odeprara. [log uACHTUYHN WK CXOIHHU C TIPEAMETA HA TIOPBHYKATA CE B3€MaT B MPEBU]T
M3BBPIICHU TIOCTABKH HA JIEKAPCTBEHU MPOTYKTH.

Y4acTHUKBT B TIpolIelypaTa clie/[Ba UMa M3rpaJieHa CKJIaioBa 0a3a Ha TEPUTOPHUSATA Ha
CTpaHaTa, TPAaHCIIOPTHU CpPEACTBA M TMEPCOHAN 3a KAYECTBEHOTO H3MbJIHEHUE Ha
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noppUKaTa — HHGoOpMaImsTa ciensa na ce npeaocrasu B Yact IV, Paznmen ,,B“, Toukn
6 u 9 ot EEJIOIL.

e VYyacTHUKBT B Mpoleaypara cieiBa Ja rapaHTupa H3I'bIHEHHUETO Ha MOpbhUYKaTa IO
OTHONIEHHWE Ha KOJHUYECTBO, LIeHa W choTBeTCcTBHE CcbCc 3JIIIXM Ha mpemiaranute
JIEKapCTBEHH MPOAYKTH - TOBA 00CTOSATEICTBO CE JI0Ka3Ba C:

» Jlexnapanusi, 4ye opepupaHuTe JIEKAPCTBEHU MPOIYKTH Ca PETUCTPUPAHU 32
ynorpeba B cTpaHaTa W MPUTEKaBaT Pa3pelIUTENHU 3a ynorpeda, ChIIacHO
3JIIIXM, mpurexaBar cepTUPUKATH YAOCTOBEPSBALM KAavyeCTBOTO Ha
MPOJAYKTUTE, JUICBAT OGUIMAIHUA CHOOLIECHUS WM APYTHM OTPAaHUYUTEIIHU
MEpKH 3a yroTpe0a Ha jJekapcTBeH nmpoaykT — Oopazery Ne9;

» Jlexnapamnusi, 4e B clydail Ha W3THYaHE Ha CPOKA Ha pa3pelIieHUETO 3a
yrnoTtpeba Ha JIeKapCTBEHUS MIPOAYKT Ipe3 choTBeTHATa roauHa (2017 - 2018),
3a KOATO C€ IIPOBEXka 00IecTBEHaTa IOpbhUKa (CaMO B IPUIIOKHUTE Cllydan) B
CbOTBETCTBHUE C WI.55, an.6 ot 3JIIIXM, konuyecTBaTa JIEKapCTBEHU MTPOIYKTH
ca HaymuHU - O6pazer NelO;

» Jlexkmapamusi CBOOOZCH TEKCT, 4e TMpeIoKeHaTa OT YYacTHUKA IIeHa €
OKOHYAaTellHa M IIeHOOOpa3yBaHETO € ChOOpa3eHO C M3UCKBAHUATA Ha
Hapenbara 3a ycinoBusita, IpaBujiaTa U pelia 3a peryjivpaHe U perucTpupaHe
Ha [IEHUTE Ha JICKapCTBEHHUTE TMPOJIYKTH U JEIHCTBAIlOTO B CTpaHaTa
3aKOHOAATEJICTBO.

3.3.M3uckBanus KbM YYaCTHHIIM 00eANHEHUS

B cnyuyaif, ye y4acTHUKBT ydacTBa Karo OO€AMHEHHE, KOETO HE € PErUCTPUpPaHO Karo
CaMOCTOSITEJTHO FOPUJIMYECKO JIUIE, CHOTBETCTBHETO C KPUTEPUUTE 3a MOAOOp ce J0Ka3Ba OT
00e/IMHEHNETO YYacTHUK, a HE OT BCAKO OT JIMLATa, BKIIOUYEHU B HETO, C U3KJIIOUYEHUE Ha ChOTBETHA
perucrpanusi, NpeAcTaBsiHe Ha cepTU(UKAT WU JPYro yCJIOBUE, HEOOXOAMMO 3a M3IBJIHEHHE Ha
NOpbUKaTa, CHIVIACHO H3UCKBAHUATA HAa HOPMATHBEH WIM aJMHUHHUCTPATHUBEH aKT M CHOOpPA3HO
pasNpeeeHueT0 Ha Y4YacTHMEeTO Ha JMIAaTa MpU M3IBIHEHUWE Ha JEWHOCTHUTE, NPEIBHJICHO B
JI0TOBOpA 3a Ch3JaBaHe Ha 00ETMHEHUETO.

Bb3noxurensT He NocTaBs KAKBUTO U J1a € U3UCKBAaHUS OTHOCHO NpaBHaTa (opma, 1o KOsiTo
o0eIMHEHHETO 1IIe yJacTBa B Ipolle/lypaTa 3a Bb3j1araHe Ha nopbykara.

Koraro ydacTHUKBT € 00equHEHHE, KOETO HE € PEruCTPUPAHO KaTo CaMOCTOSITENIHO
IOPUINYECKO JIMIe, C€ TMpPEeJCTaBs YUYPEAUTEIHMUS aKT, CIOpasyMeHHE W/WIM JApPYr TPHIOKUM
JIOKYMEHT, OT KOWTO Jla € BUIHO IPaBHOTO OCHOBaHHE 3a Ch3JaBaHe HA OOEIMHEHUETO, KaKTO U
cieaHaTa MH(opMaIys BB Bpb3Ka ¢ KOHKpETHaTa 00IeCTBeHa OPbUKa!

3.3.1. mpaBara u 3aIbJDKCHHATA HA YYACTHUIIUTE B 00€IMHEHHUETO;

3.3.2. IeMHOCTHUTE, KOUTO III€ U3IIBIHIBA BCEKH WIEH Ha 00€IMHEHUETO;

3.3.3. yroBapsiHe Ha COJIMJIapHA OTTOBOPHOCT MEXY YIACTHHUITUTE B 00 TMHEHUETO.

Koraro yyacTHUKBT € 0OeIuHEeHNEe, KOETO HE € IOPUANYECKO JIUIe, clieBa Aa Ob/Je ONpeiesieH U
MIOCOYEH MapTHHOP, KOMTO J1a Mpe/cTaBisiBa 00E€JEHEHUETO 3a IeJINTE Ha HacToslaTa O0llecTBeHa
MOPBYKA.

B cnyuait ye obeaunenuero e peructpupano no BYJICTAT mpenu natata Ha mojaBaHEe Ha
oeprara 3a Hacrosmara oOmecTBeHa TMopbuka, ce mnocouBa BYJICTAT w/mwnmm apyra
uaeHTuuuMpama uHGopMalus B ChbOTBETCTBUE ChC 3aKOHOJATEICTBOTO Ha AbpiKaBaTa, B KOSTO
YYACTHUKBT € YCTAHOBEH, KaKTO W aJpec, BKIIOUMUTEIHO EJIEKTPOHEH, 3a KOPECHOHJCHIHS IpPH
NPOBEXJIAHETO Ha mpouenypata. B ciydail, ye obeaunenuero He e peructpupano no bBYJICTAT,
IpU Bb3JaraHe W3MbIHEHHETO Ha JEHHOCTUTE, MpeAMET Ha HacTosmiara oOLIeCTBEHAa MOPbHUKa,
yY4acTHUKBT ciefsa Aa u3eepmin peructpauusara no BYJICTAT, cnen yBemomsiBanero My 3a
M3BBPIICHOTO KJIACUPAHE U MIPEAU MOANMCBAHE HA JOTOBOPA 3a Bb3JIaraHe Ha MOPbYKaTa.
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3.4.M3n0/13BaHe KANANMTETA HA TPETHU JIMIA M HA NMOAN3NbJIHUTEIH

3.4.1. Ha ocHoBanue ui. 65, an. 1 or 3011 yuacTHUKBT MOKE Jia c€ 11030BaBa Ha KaraluTeTa
HAa TPETH JIMIa TI0 OTHOIICHHE Ha KPUTEPUUTE, CBBP3aHU C TEXHUYECKUTE CIOCOOHOCTH U
npodeCuoHaIHA KOMIIETEHTHOCT - TOBa 00cTosATencTBo ce nmocousa B Yacr 11, Paznen B ot EEJIOII.
CoraacHo ui. 65, an 4 ot 30I1 Tperure numa TpsOBa Aa OTrOBapAT HA MOCOYCHHUTE KPUTEPUH 3a
moadop, 3a JOKa3BaHETO Ha KOUTO YYAaCTHHUKBT C€ [030BaBa HA TEXHHUS KalalUTET, KaKTO U 3a TAX
TpsOBa J1la HE ca HAJIWIE OCHOBAaHUATA 3a OTCTpaHsBaHE OT mporenypata. CHOTBETCTBUETO C
KpUTEpPUHUTE 3a Mo00p ce AokasBa ¢ npencrapsHe Ha otaeneH EEJIOII 3a tperoTo nune (wi 67, amn. 2
ot 30II). B ciry4aii ye y4acCTHUKBT III€ M3MOJI3Ba KAalMalUTeTa Ha TPETH JIMIA, TOW TPSOBa Ja TOKaKe,
ye Ie pasmoJiara ¢ TeXHUTE PECypcH, KaTo MPelICTaBU JOKYMEHTH 3a MOETUTEe OT TPETUTE JIMIa
3aIbJKCHUS;

3.4.2. Ha ocHoBanme wi. 66, ai. 1 ot 3011 yuacTHUKBT MOKE J1a M3I10JI3Ba IMOU3ITHIHUTEN/H,
KaTo Clie[Ba Jla yIOCTOBEpPH TOBa B odeprara CH, KaKTO M Jejia OT MOphUKaTa, KOUTO IIe MYy/HUM
BB3JIOXKH — ChOTBeTHaTa MHpopManus ce nonwisa B Yact IV, Pazgen B, 1.10 ot EEJIOIL. B T031M
ciydaid Toi TpsiOBa Ja MpeACTaBH JOKA3aTEIICTBO 3 MOSTUTE OT MOA3UIIBIHUTEIS/UTE 33 IbJKSHUS.
CeriacHo ui. 66, an. 2 ot 3011 nogu3nbiaHUTENUTE TPAOBA 1a OTTOBAPAT HA CHOTBETHUTE KPUTEPUU
3a moAOOp ch0Opa3HO BHUA U Jie]a OT MOPHYUKATa, KOMTO 1€ M3MBJIHSIBAT, U 32 TAX J1a HE Ca HAJIUIIC
OCHOBaHUS 32 OTCTpaHsBaHe OT mpoueaypara. ChbOTBETCTBUETO C KPUTEPUUTE 3a MOI00p ce TI0Ka3Ba
¢ mpencrasue Ha otaeneH EEJIOII 3a mogusneimauTens/ute (w1 67, an. 2 or 30I1). HezaBucumo ot
BB3MOKHOCTTA 32 M3MOJ3BaHE HA MOAM3MBIHUTEIN OTTOBOPHOCTTA 3a M3I'BJIHEHUE Ha JIOTOBOpaA 3a
00IIeCTBeHA MOPBHYKA € HA U3ITBITHUTEIIS.

IV. KPUTEPUH 3A BH3JIAT'AHE HA IIOPBYKATA

4.1.CoriacHo un. 70, an. 1 ot 30Il, obmecTBeHUTEe MOPHUYKU CE€ Bb3jaraT Bb3 OCHOBA Ha
,,AKOHOMUYECKH Hall — u3roanara odepra”’. Ha ocnoBanue un. 70, an. 2, 1. 1 ot 30I1, kpurepusar 3a
Bb3JIaraHe 3a ONpe/esiHe Ha UKOHOMUYECKM Hall — M3rojHata odepra B HacTosllaTa oOLIecTBEHA
MopbhUKa € ,,Hall — HUCKA LeHa”.

BB3noxkuTensaT He pasriexaa TEeXHUYECKUTE NPEeAJIOKEHHs Ha YJYaCTHUIUTE, 33 KOUTO €
YCTaHOBEHO, Y€ HE OTTOBApAT HAa M3MCKBAaHMATA 32 JMYHO CHCTOSHHE W HA KPUTEPUHUTE 3a MOAOOpP.
IleHOBOTO mNpeAsioKEHHE Ha YYacTHUK, 4YMUATO odepra HE OTroBaps Ha M3HCKBaHMATA Ha
BB3JIOKUTEINS], HE CE OTBapsL.

Bcesiko mpezioskeHue, JOMyCHATO 10 OLEHKA, OTroBapsmo Ha u3uckBaHusaTa Ha 30I1 u
MIOCTaBEHUTE OT BB3JIOKUTENSI YCIIOBUS, 11I€ C€ Klacupa Bb3 OCHOBA HAa KPUTEpUI HAW-HMCKA 1leHa.

Ha mppBO MSCTO ce Kiacupa y4yaCTHUKBT, NMPEJUIOKUI Hali-HHUCKa II€Ha 3a €AMHHUIA MspKa
(dnaxon, TabneTKka, Karcysa, aMIyjia U T.H) JEKapCTBEH MPOAYKT IO HOMEHKJIaTypa B 00ocobeHaTa
no3unus. OcraHanuTe opepTH 3aeMaT MeCTa B KJIIACUPAHETO 110 HU3XOJIAII Pel.

Cepriacno wi. 72, an. 1 ot 3011, xoraro npeanoxkeHue B opeprara Ha y4aCTHUK, CBBP3aHO C
IIeHa 10 HOMEHKJIaTypa, KOSTO TOJISKU Ha OleHsBaHe, ¢ ¢ moBeue or 20 (mBamecer) Ha CTO mmO-
OJIaronpusITHO OT CpeAHaTa CTOMHOCT Ha MPEUIOKEHUSTa Ha OCTAHAJIUTE YYAaCTHUIM IO CHUIMS
MoKa3aTe 3a OLEHKA, BB3JI0KHUTENAT U3MCKBA MOIPOOHA MUCMEHA 00OCHOBKA 32 HAYMHA HAa HETOBOTO
oOpa3yBaHe, KOSITO Cce IIPEJICTaBsl B S-THEBEH CPOK OT IOJIyuaBaHE Ha UCKaHETO.

V. CKIIOYBAHE HA IOT'OBOP. T'APAHIIUU 3A U3ITBJIHEHHUE.

Crnen BnM3aHe Ha PEUICHUETO 3a ONpPEACNIIHE Ha U3MbIHUTEN, Bb3I0KUTENAT OTIIpaBs MOKaHA
710 YYaCTHHUKA, OTIPEIeICH 3a U3ITBJIHUTEI, 3a yroBapsHE Ha JaTara 3a CKIIOYBAaHE Ha JOTOBOPA.
5.1. Ilpeau ckiouBaHe Ha JOrOBOpa, Bb30XKWTENs H3UCKBA OT YYacTHUKA, OINPEIEIeH 3a
H3ITBJIHUTE J1a:
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5.1.1 m3neaHM 3aabmkeHueTo cu no wi.67, an.6 or 30I1 karo mpencTaBu akTyaldHU AOKYMEHTH,
YIOCTOBEpsBALM JIMIICAaTa HAa OCHOBaHUSATAa 3a OTCTpaHsABAaHE OT IMpolLeaypara, KakTo U
CBHOTBETCTBUETO C IMOCTABEHUTE KPUTEPHH 33 000D, KAKTO CIIEBA!

a) 3a obcrosTencTrara mo 4wi.54, ai.1, 1.1 or 30II - - cBUAETENCTBO/a 32 CHIUMOCT;

0) 3a obcToATencTBOTO MO Wi. 54, ain. 1, T. 3 - yIOCTOBEPEHHE OT OPTaHUTE MO MPUXOIUTE U
YIOCTOBEpEHUE OT OOIIMHATA MO CEJAMIIETO Ha BB3JIOKUTEIA U Ha YUaCTHHUKA,

B) 32 OOCTOSATENICTBOTO 1O 4. 54, an. 1, T. 6 - ynocroBepeHue ot opranute Ha M3nbaaurenHa
arenuus "['maBHa uHCHIEKMA Mo Tpyaa";

r) JoKa3aTeicTBa 3a M3MBJIHEHU ICHHOCTH C MpeaMeT W 00eM, MISHTHUYHU WM CXOIHH C
npeaMera Ha OOIIeCTBEHATa MOPbHYKA, 32 MOCICTHUTE TPU FOJUHH, CYUTAHO OT JaTrara Ha IOJaBaHe
Ha odepraTa — mox ¢opMarta Ha YAOCTOBEpEHHUs, U3JaJCHU OT IOJIydaTesds Ha JOocTaBKaTa W/MIU
CIUCBHK C TIOCOYBAaHE HA IYOJWYHHTE PETHCTPH, B KOUTO € MyOIuKyBaHa WHOpMAIUs 3a
U3IBJIHEHUTE JCHHOCTH;

1) 3aBEpEHO KOIIME Ha BaJMJHO pa3pellieHue 3a ThProBUs HA €ApO C JIEKAPCTBEHU CPEACTBA,
uznageno ot MAJI Ha umeTo Ha yyacTHHKa win Pa3pelieHue 3a mpou3BOJICTBO, U3/1aJICHO 0 peaa Ha
3JIIIXM (B cnywauTte no wi.196, an.1 ot 3JIIIXM);

€) 3aBepeHo Komue Ha BanuaHa junensus no wi.32 ot 3KHBII, ako ce odepupat HapKOTUUHU
BELIECTBA UM IPEKYPCOPH — B IPUIIOKUMUTE CIIy4au,

%) CIIpaBKa - JIEKJIapalis 3a CKjaaoBaTa 0a3a Ha TEPUTOPUATA HA CTpaHATa, TPAHCIIOPTHU
CPEICTBA U MEPCOHAN 3a KAYECTBEHOTO U3IIbJIHEHUE HA IIOPbUKAaTa. ;

JIOKyMEHTHUTE ce MPEJICTABAT U 32 NOJU3IIBIHUTEINTE U TPETUTE JIUIA, aKO UMa TaKUBA.

5.1.2. mpeacraBu onpeeneHara rapatiiys 3a U3MbJIHEHUE Ha JOTOBOPA;
lMapannusTa 3a u3MbJIHEHKE ClIe/iBa J1a € B pa3Mep Ha 3 (Tpu) % OT CTOHHOCTTa Ha I0roBOpa
3a obmecTBeHa nopwruka 6e3 J1J1C.
Ceraacao ui. 111, an. 5 ot 3011 rapanumute ce NpeAOCTaBIT B €HA OT CIECAHUTE POPMH:
a) Mapu4Ha Cyma;
0) OaHkoBa rapaHius;
B) 3aCTpPaxoBKa, KOATO o0e3leyaBa M3MBIHEHUETO Ype3 MOKPUTHE Ha OTTOBOPHOCTTA
Ha U3ITBJIHUATETIS.
["apannusTa o T. ,,0° U T.“B“ MOXe Jia ce MPEeIOCTaBH OT UMETO Ha U3MBIHUTENS 32 CMETKa
Ha TPETO JIUIIE - TapaHT.
OpeneneHuaT U3MBIHUTEN U30Hpa caMm opmara Ha TapaHIUATa 3a U3IbIHEHHE.
KoraTo m3mbaHuTensIT U30epe rapaHiMsITa 3a ydyacTue Ja Obje OaHKOBa TapaHIIUs, TOTaBa
ToBa TpsiOBa da Obae Oe3yclioBHA M HEOTMEHMMa OaHKOBA TapaHIUi ChC CPOK HAa BaJIHMIHOCT
YETUPHUHAIECET Mecelia.
Koraro xanauaaThT WM YYacCTHUKBT M30epe Ja BHEce TapaHIMsaTa 3a ydacTue Mo OaHKOB
IIBT, TOBA CJIEJ[BA J]a CTAHE 10 CIAeAHaTa CMETKa:
AIIB - Kvposrcanu
banka: Obeounena o6vnzapcka 6anka knon Kwpoocanu
bankos koo (BIC): UBBSBGSF
Bankosa cmemrka (IBAN): BG97UBBS80023300154337
[Ipu npeacTaBsiHe Ha TapaHIIKS B MIATEKHOTO HAPEXKAaHE WM B OaHKOBATa TapaHIIUs U3PUIHO
Ce TI0COYBa JOTOBOPHT, 32 KOUTO CE€ MPEICTABS TapaHIUsATA.
YcnoBusATa M CPOKOBETE 3a 3aIbp)KaHE WM yCBOSBAHE HA TapaHIMITa 332 U3MBIHCHHE CE
MTOCOYCHH B MPOEKTA Ha JOTOBOP IO HACTOSIIATa OOIIECTBEHA MOPHUKA.

5.2. Koraro y4acTHUKBT, U30paH 3a U3MBJIHUTEN € YYXKAECTPaHHO JIMIE, TOM MPeCTaBs ChOTBETHHS
JOKYMEHT mo T.5.1. ,,a*“ — ,r*, u3ganeH oT KOMIETEHTEH OpraH, ChIJIaCHO 3aKOHOAATEICTBOTO Ha
IbpXkKaBaTa, B KOSATO YYAaCTHUKBT € ycTaHOBeH. Koraro B chOTBETHaTa AbpKaBa HE c€ H3JaBaT

AOKYMCHTHU 3a IIOCOYCHUTC 00CTOSTEIICTBA WM KOIaTo AOKYMCHTUTC HC BKIIIOYBAT BCHUYKHU
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00CTOSITENICTBA, YUACTHUKBT MPEACTaBs O(UIINAIHO 3asBJICHUE, HAIIPABEHO NP KOMIIETEHTEH OpraH
B CbOTBETHATA IbPKABA.

5.3. BB3/10XXUTENAT HE CKIIOUBA JOIOBOP, KOIaTO YYaCTHUKBT KJIACUPAH HA IIbPBO MSCTO:

5.3.1. oTKaxe Ja CKJIF0YU JOTOBOpP;

5.3.2. He U3MBJIHU HIAKOE OT YCJIOBUATA 1O T.5.1., niu

5.3.3. He 10KaXKe, Ye He ca HaJIMLEe OCHOBAHUS 3a OTCTPaHsBaHE OT MpoLeLypara.

5.4. B ciydaute no T1.5.3. Bp310XKUTENAT NpeKpaTsBa NpoLeaypaTa WM U3MEHS BIISA3JIOTO B CUiIa
pellieHre B YacTTa 3a ONpeAessHe Ha M3NBIHUTEN U C MOTHBHUPAHO DPELICHUE ONpeAess BTOpHS
KJIACUPAH YYaCTHHK, aKO UMA TaKbB 3a U3IIbIHUTEI.

5.5. JloroBopbT TpsiOBa sa ChOTBETCTBA Ha IPOEKTa Ha JOrOBOP IMPHIOKEH B JIOKyMEHTALUATA,
JOMBJIHEH C BCUYKHU MPEATIOKEHHUS OT oepTraTta Ha Y4acTHHKA, Bb3 OCHOBA Ha KOUTO TOCIEIHHSAT €
OIIpeJIeJIEH 3a U3IbIHUTEI Ha TOPBUKATA.

VI. TIPOBEXJIAHE HA ITPOLHEIYPATA.

1.IlpenocraBsine HA pa3siCHEHUS
Cepriacno ui. 180, an. 1 ot 30Il, npy mucMeHO MCKaHE 3a pa3sCHEHUS IO YCJIOBHTA Ha
o0lIecTBeHaTa MOpbYKA, HANpPaBeHO A0 S5 JTHHM, NPeAu W3TUYaHETO Ha CpoKa 3a IOoJy4yaBaHE Ha
ohepTH, BB3IOKUTENIAT MYOIUKYBa B PO uiIa Ha KyIlyBada MICMEHH Pa3siCHEHHS B CPOK JI0 TPH THU
OT IOJIy4aBaHe Ha UCKAHETO.
PazsicHenus mo uckanusi, mocThImwIn ciea cpoka mo wi. 180, an. 1 ot 3011, Hsama ga oObaaT
nyoukyBanu Ha [Ipoduna Ha kynyBaua.

2. KonpnieHIHaJIHOCT

Cermacao un. 102, an. 1 or 30Il ywactHummre Morat Jga mocoyBaT B odepTrure cu
nH(popMaIus, KOSATO cMATaT 3a KOH(UJEHIIMATHA BbB BpPb3Ka C HAJIMYMETO HA THPrOBCKA TaiHa.
Korato ywacTHuiuTe ca ce mo3oBajiM Ha KOH(MUIECHIHUATHOCT, ChOTBETHaTa HHGOpPMAIUS HE Ce
pa3KpUBa OT BB3JIOKUTETIS.

VuacTHUIIUTE HE MOraT Jia C€ I1030BaBaT Ha KOH(MUICHIMAIHOCT IO OTHOIIEHHE Ha
IpeIoXKeHusATa OT 0depTUTE UM, KOUTO TOJUIeKAT Ha OlleHKa. Thi KaTo KPUTEPUST 3a Bh3llaraHe Ha
HacrosaTa oOIeCTBeHa MOpbhYKA € HaW-HHCKa 1IeHa, YYaCTHUIIMTE HE MOraT Jla ce€ MO030BaT Ha
KOH(MUIEHIMATHOCT M0 OTHOIIIEHUE Ha MpejJiaraHaTta oT TsX IleHa 3a U3IIbIHeHHE Ha ophUKaTa U Ja
M3HUCKBAT OT BB3JIOKUTEIS Ja HE S Pa3KpHUBa.

3.IlonaBane Ha odepTa HA XaPTHEH HOCUTE]

CernacHo wi. 47, an. 1 or IIII30Il nokymeHnTuTe, CBHP3aHU C y4acTUETO B MpOIEaypara, ce
MPEJCTaBAT OT Yy4YaCcTHUKA, WJIM OT YIIBIHOMOIIEH OT HEro MpeACTaBUTEN - JUYHO WK 4Ype3
MOIIIEHCKA WIIH JIpyra Kypuepcka yciayra ¢ mpernopbyaHa MpaTka ¢ oOpaTHa pas3mucka, Ha ajpeca,
MMOCOYEH OT BB3IOKHUTEIS.

3.1. Onucanue Ha oeprata
CobriacHo wi. 47, an. 2 ot IIII30I1 nokymeHTHTE ce MpeACcTaBAT B 3aleyaTaHa HEMpPO3pavyHa

OMAaKOBKa, BbPXY KOSITO C€ TOCOYBAT:

3.1.1. HaMMEHOBAHNETO HA YYaCTHUKA, BKIIOYUTEIIHO YYAaCTHHIIUTE B OOCIMHEHUETO, KOTaTo €
MIPUIIOKUMO;

3.1.2. axgpec 3a KOpEeCOHCHIINS, TeTeOH H MO0 Bh3MOKHOCT - (PaKc U eNEKTPOHEH a/Ipec;

3.1.3. HaMMEHOBaHMETO Ha MOPBHUKATA.

OmnakoBkaTa BKJIKOYBA JTOKYMEHTHUTEe 1o 4wi. 39, am. 2 m an. 3, 1. 1 or III30Il, onuc nHa
MpPEACTAaBEHUTE IOKYMEHTH, KaKTO U OTJENIEH 3aredyaTral Hempo3paueH UMK ¢ Haanuc ,IIpennaranu
[IEHOBU MapaMeTpu‘‘, KOUTO ChAbPrKa LIEHOBOTO MPEJIOKEHNE HAa YHaCTHUKA.
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3.2. HoxymenTtu o wi. 39, an. 2 m an. 3, 1. 1 or III30IL:

3.2.1. enuHEeH eBporneicku MoKkyMeHT 3a obmectBeHn nopbuku (EEJIOIT) 3a yuacTHuka B
CHOTBETCTBUE C M3MCKBAHMITA HA 3aKOHA W YCJIIOBUATA HA BBH3IIOKUTENS, a KOTaTo € MPHIOKAMO-
EEJIOIT 3a Bceku OT ydacTHUIIMTE B OOCIWHEHHMETO, KOETO HE € IOPUIAMYECKO JIUIE, 32 BCEKH
MOJM3IBIHUTENl W 33 BCAKO JIUIE, YAUTO PECYPCH IIe ObJAT aHTaXUPaHU B W3IMBIHCHHETO HA
MOpHUKATa;

3.2.2. mpu y4acTHUK- OOEIMHEHHE- KONHE OT JOKYMEHT, OT KOWTO Ja € BUAHO IPaBHOTO
OCHOBaHUE 3a Ch3/1aBaHe Ha 00EAMHEHHUETO, KOTaTo € MPUII0KUMO;

3.2.3. NIOKyMEHTH 3a JOKa3BaHE Ha MPEANPHUETHTE MEPKU 3a HAICKIHOCT, KOraro e
MIPHIIOKHUMO;

3.2.4. TeXHUYECKO MPEATIOKEHNUE, ChABPIKAIIIO:

a) JOKYMEHT 3a YIbJIHOMOIIaBaHe, KOTraTo JHIETO, KOeTOo mojaBa odepraTa, HEe €
3aKOHHHUST MPEICTABUTEN HA yUYACTHUKA;

0) mpemsioKeHHE 3a U3MBIHEHHE Ha MOPbUYKATa B CHOTBETCTBHUE C TEXHUUYECKUTE
crenupUKay U H3UCKBAHUATA HA BH3JIOKHUTEIIS;

B) JIeKJIapallys 3a ChIJIacHe C KJIay3UTe Ha MPUIIOKEHHsI IPOEKT Ha JJOTOBOP;

T') JeKJIapalys 3a Cpoka Ha BATHIHOCT Ha odepraTa,

1) IeKIapalus, 4e Mpu U3roTBAIHEe Ha odepTaTa ca cra3eHu 3aJbJDKECHUATA, CBbP3aHH C
JaHBIIM W OCHTYPOBKH, Ola3BaHE Ha OKOJHATA Cpela, 3akpuia Ha 3aeTOCTTa U
YCIIOBUSATA HA TPY[, KOTATO € MPHIIOKUMO;

e) apyra uHbopMaIus U/WIi JOKYMEHTH, U3UCKAaHH OT BBH3JIOKHUTEIS, KOTaToO TOBA Ce
Hayara oT IpeaMeTa Ha MophUKaTa;

3.3. [Ipuemane Ha odepru:

Odeptu ce mpuemar Bceku padboreH aeH oT 8:00 mo 15:00 waca B memoBoactBoTo B Ha [IIb -
Kbpmxanu na anpec: rp. Kepmxanu, n.x. 6600, yi. ,,Jlo6puu* Ne 44,

3a monydenute oepTu npu Br3noxxuTens ce BOAU PETUCTHD.

CernacHo wi. 48, an. 2 ot IIII30Il nmpu monyuaBane Ha odepTaTa BBPXY OINAKOBKaTa Ce
oTOeNsI3BaT MOPETHUSAT HOMEp, JaTaTa M 4achT Ha MOJTY4YaBaHETO, 32 KOETO Ha MPUHOCHUTENS Ce
M3J1aBa JOKYMEHT.

He ce mpuemar odeptu, KOUTO ca MpeICTaBEeHU Clie] U3THUYaHEe Ha KpalHUsS CPOK 3a MOoNydyaBaHE
WIM ca B He3aleyaTaHa OIAKOBKAa WJIM B OMAKOBKA C HapylleHa IsiocT. Te3u odepTu ce BphINAT
He3a0aBHO HA YYAaCTHUIIUTE, KaTO Te3M OOCTOATENCTBAa c€ OTOENSA3BaT B PETUCTHbpPA HA BBHPHATUTE
odeptH.

Koraro kM 15,00 yaca Ha naTara, ompeeneHa KaTo KpaeH CpOK 3a moixydaBaHe Ha odepTu mpes
nenoBojictBoTo Ha JII1b - Kbepmkanu Ha agpec: rp. Kepmxkanu, m.k. 6600, yi. ,,Jloopua“ Ne 44 Bce
Ollle MMa YaKallld JUIa, T€ Ce BKIIYBAT B CHHCHK, KOWTO Ce€ TOJMKCBA OT MPEACTaBUTEN Ha
Bu3noxkurens u ot mpuchcTBamuTe Jmna. OdepThre Ha JMIaTa OT CHUCHKA CE 3aBSXKIAT B
pErucThbpa, KaTo He ce JI0MycKa MprueMane Ha oepTH OT JIMIIaTa, KOUTO He ca BKIIOUEHH B CIIMCHKA.

3.4. OTBapsiHe Ha odepTH

[Toyuenure odepTn ce OTBapAT Ha MyONWYHO 3aceaHWE, Ha KOETO MOTaT Ja MPUCHCTBAT
YYaCTHHUIIUTE B MPOLEAypaTa UM TEXHU YIIBIHOMOIIEHH MPEeACTaBUTENH, KAKTO U MPEICTaBUTEIN Ha
CpeincTBaTa 3a MacoBO oOcBeqoMsBaHe. [Ipemn oTBapsiHe Ha OdepTHTE YITBIHOMOIICHHTE JHIA
NPEJCTaBAT Ha KOMUCHSITA MUCMEHO IIBJIHOMOIIHO OT 3aKOHHMSI/Te MPEJICTABUTEN/M Ha yYacTHHUKA (B
OpHUTHHAJI) C TTIOCOYBAaHE HA U3PHUYHUTE JIEHCTBHS, KOUTO JIMIIETO MMa MPaBo Ja u3BbpmBa. Komwme ot
II'BJIHOMOIIHOTO OCTaBa KbM JIOCHETO Ha 00IIecTBeHaTa MOPbUKa.

[TpuchcTBammTEe TPEACTABUTENNM BIHCBAT MMEHAaTa CH M C€ TOJIMKMCBAT B HM3TOTBEH OT
KOMHCHATA MPUCHCTBEH JIUCT, YAOCTOBEPSIBAILl TIXHOTO MPUCHCTBUE.

3.5. JlelicTBUS Ha KOMHCHUSATA IIPH OTBapsiHe Ha oepTute
Kommcusita oTBaps 1Mo pea Ha TAXHOTO MOCTHIIBAHE 3alleYaTaHUTE HEMPO3PAaYHH OTIAKOBKH U
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OMOBECTSIBA TAXHOTO ChIbP)KaHME, KATO MPOBEPSBA 32 HAJUYUETO HA OTACJICH 3aleyaTaH IUIMK C
Haanuc Jllpennaranu neHoBu mnapamerpu’. Hail-manko Tpuma OT WICHOBETE Ha KOMMCHUATA
MOAMKUCBAT TEXHUYECKOTO MPEAIOKEHHUE U IUIMKA ¢ HAaaMuC ,,[Ipeuiarany neHoBy napameTpu’.
KomucusiTa npeasiara 1o eIvH OT MPUCHCTBAIINUTE MPEICTABUTENIN HA IPYTUTE YIACTHHUIIM Ja
MOAMHUIIE TEXHUYECKOTO MPEUIOKEHUE U TUTMKA ¢ HaAmuc ,,I[pennaranu eHoBU napameTpu’.
C ToBa myOJMYHAaTa YacT OT 3aceJaHUETO Ha KOMHCHATA IPHUKIOYBA M KOMHCHSATA
MPOIBJDKABA CBOSATA PabOTa B 3aKPHUTO 3acCeIaHHUE.

3.6. [Togbop Ha yuacTHHIHTE. Pasriexaane Ha TEXHUYECKUTE MPETIOKECHUS.

Komucusra pasrinexnaa gokymentute mo T.3.2.1 — 1.3.2.3 3a CbOTBETCTBUE C M3MCKBAHUSATA
KbM JIMYHOTO CHCTOSHUE U KPUTEPHUHUTE 32 MOA0OP M ChCTaBsl MPOTOKoJ. KoraTo ycTaHoBU IuIICa,
HEITBJIHOTA WJIM HECHOTBETCTBHE Ha MH(OOPMAIUATA, BKIFOYUTEIHO HEPEIOBHOCT WM (pakTHUecKa
Ipelika, Wik HEChbOTBETCTBUE C M3MCKBAHUATA KbM JTMYHOTO ChCTOSIHUE WIIM KPUTEPUHUTE 32 MOA00p,
KOMHCHATa TH IOCOYBA B NMPOTOKOJA M HM3Ipalla MPOTOKOJAa HAa BCUYKH YYaCTHUIIM B JICHS Ha
nyOJIMKyBaHETO My B npoduia Ha KyIyBaya.

B cpok 10 met paGoTHU JHU OT MOJydyaBaHE HAa MPOTOKOJIA YYACTHULIUTE, MO OTHOILICHUE Ha
KOUTO € KOHCTAaTUPAHO HECHOTBETCTBHE WIIM JIMIICA HAa WH(OpMAIHS, MOTaT Ja TMPEACTABIT Ha
komucusita HoB EEJIOIl w/unu npyru JOKyMEHTH, KOUTO ChIbpXKAT MPOMEHEHa W/WIHM JOIMbIIHEHA
nHpopmanus. JlombaHUTETHO mpeAocTaBeHaTa WHGOpPMAIUs MOXe Ja oOxBam@a u (GakTd u
00CTOSITENICTBA, KOUTO Ca HACTBIWIM CIlie[] KpallHus CpOK 3a moiydyaBaHe Ha odeptu. Tazum
BB3MOXXHOCT C€ TMpujara M 3a MOJU3IBIHUTEINTE M TPETUTE JIMIAa IMOCOYEHH OT YYacTHHUKA.
Y4acTHUKBT MOXKE Ja 3aMEHH MOAM3MBIHUTEN WM TPETO JHIEe, KOraTo € YCTaHOBEHO, Ye
MOAN3ITBIHUTEINSI WJIM TPETOTO JIMIE HE OTTOBApAT Ha yCIOBUsATAa Ha Bb3jokuTtens, Korato ToBa He
BOJIY /IO TIPOMSHA HAa TEXHUYECKOTO MPEITI0KCHHE.

Crnen W3TUYAHETO HA CpPOKa 3a MPEJCTaBSHE Ha JOIBIHUTEIHO M3WCKBAaHATA WHQOpPMAIIUSI
KOMHUCHSITA MPHUCTHIIBA KbM pa3riekJaHe Ha JOMBIHUTEIHO MPEICTAaBEHUTE JTOKYMEHTH OTHOCHO
CHOTBETCTBUETO HA YYACTHUIIUTE C M3UCKBAHUATA KbM JINYHOTO CHCTOSTHUE M KPUTEPUHTE 3a TIOI00p.

Ha Bceku eram oT mporeaypara KOMHCHATA MOKE TP HEOOXOIMMOCT J1a UCKa Pa3siCHEHUS 3a
JAaHHUW, 3agBEHU OT YYACTHHUIIUTE, W/WJIM Ja TPOBEpsiBa 3asBEHUTE IaHHU, BKIIOUUTEITHO YpE3
M3HUCKBaHE Ha MH(OpPMALIKS OT IPYTU OpTaHH U JIHIIA.

Komucusita He pasriaexaa TEXHUYECKUTE TMPEAJIONKEHUS Ha YYaCTHUIIMTE, 3a KOWTO €
YCTaHOBEHO, Y€ HE OTTOBAPAT HA M3MCKBAHUATA 33 JTMYHO CHCTOSIHUE U HA KPUTEPUUTE 3a MOJ00D.

Komucusita pasriexiaa TEXHHUYECKUTE TPEMIOKEHUS Ha JOMYCHATUTE YYACTHUIUM U
MpOBepsiBa CHOTBETCTBUETO Ha TMPEAJIOKEHHUATA C TMPEIBAPUTEIHO OOSIBEHUTE YCIOBUS Ha
Bru3moxwurens.

3.7. OTBapsiHe HA IIECHOBUTE OpepTH
Jlararta, 9achT U MICTOTO Ha OTBapsiHE Ha IIEHOBUTE MPEATIOKEHUSI ce 00sBABA Upe3 ChOOIICHHE B

npoduna Ha kynyBada Ha JI1b - Kepmxanu va agpec: rp. Kepmxamu, m.x. 6600, yiu. ,,Jloopua® Ne
44 He MO KBCHO OT JABa pabOTHMU [HU TMpEAM JataTa Ha oTBapsHe. Ha oTBapsiHeTo MmoraT na
MPUCHCTBAT JUIATa 10 T. 3.4.

Komucusita 00sBsiBa pe3ynTaTUTe OT OLIEHSBAHETO Ha OQepTUTE MO IPYTHTE MOKa3aTelu,
OTBapsi IEHOBUTE MPEIJIOKECHHUS U TH OIIOBECTSIBA.

Komucusita He oTBaps [EHOBOTO TMPEAJOKEHHE Ha YYaCTHHUK, YHETO TEXHHYECKO
MPEUIO’KEHUE He OTroBaps Ha MPEIBAPUTEITHO OOSIBEHUTE YCIIOBHSL.

3.8. Onenka Ha oepTHTE U KJIaCHpaHe Ha YYaCTHHUIIUTE

Komucwusita mpuara MeToamMKara 3a oleHka Ha opepTuTe, KOUTO ca JOIyCHATH JI0 KJIaCHpaHe
U onpeaciisi TCXHUTC OLCHKU II0 KPUTCPUIA Hali-HHUCKA HeHa IMPCAJIOKEHA 3a CAWHUIA MApPKa
(pnaxon, TabneTka, Karcysia, aMysia | T.H) JIEKapCTBEH MPOIYKT 110 HOMEHKJIAaTypa B 000coOeHaTa
nosunwsi. OcrananuTe odepTH 3aeMar MecTa B KJIACHPAHETO 10 HU3XOJIAII Pel.
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VII. OBPA31IM HA JOKYMEHTHU U YKA3AHMUE 3A IOATI'OTOBKATA UM.

7.1. Bcuuku cTpaHunid OT oepraTa Ha yJaCTHHKA CJIE/BA Jla Ca HOMEPUPAHH TOCIECIOBATEIIHO,
0e3 3HayeHHe Jajdu Ha pbKa WIM MalIMHHO, KaTO HOMEpalusTa 3amoyBa OT MBPBHUS JOKYMEHT U
3aBBPIIBA C LIEHOBOTO INPEUIOKEHUE, HAIMYHO B IUIMK ,,[Ipennaranu neHoBu napamerpu’’. Beuuku
Ipe/iCTaBeHu B odepraTa JOKyMEHTU TpsAOBa J1a ca BOUCaHH B ,,OMKUC HA JOKYMEHTHUTE, ChABPIKALII
ce B oepTara’.
7.2. Bcuuku TOKYMEHTH, IIPEICTaBEeHU BBB BHUJ Ha Komus TpsOBa na ObaaT 3aBepeHH ,,BsapHo c
opurnHana“, uMe QamMuiIds U TMOAIMKMC HA MPEACTaBISABANIMS y4aCTHHKA. JIOKYMEHTH, KOUTO cCe
M3HCKBA J1a ObJIaT MPEJCTAaBEeHU B OPUTHHAI, HE CE MPEJICTaBAT KaTO KOIHS.
7.3. Bcuuku TOKyMEHTH TpsiOBa Jla ca BaJWJIHU KbM JaTaTta Ha TSXHOTO MPECTaBsHE.
7.4. Bcuuky TOKYMEHTH, CBbP3aHU C y4acTHETO B IpolieaypaTa cliefiBa Aa ObAaT Ha ObJIrapcKu
€3WK. AKO ca TIPWJIOKECHU JOKYMEHTH Ha Yy €3WK, Te Clie[Ba Jla ca MPHUAPYXKEHH C MPEBOJ HA
OBJITAPCKHU €3HK.
7.5. Ilo moOKyMEHTUTE HE C€ NOIYyCKaT HUKAKaBU BIIMCBAaHUSA MEXIY PEIOBETE, U3TPUBAHUS WIIU
KOPEKIUH.
Odeprara cireqBa 1a ChabpKA CIACITHATE JOKYMEHTH:
1.0nuc Ha npeAcTABeHUTE JOKYMeHTH 110 wi. 47, an. 3 ot [III30II - O6pasen Nel;
2.EnuHeH eBpomneiickn 10KyMeHT 3a oomecTBeHd nopbuku (EEJOII) - O6pa3zen Ne2;
2.1. Kocamo usuckeanusma no un. 54, an. 1, m. 1, 2 u 7 om 30I1 ce omuacsam 3a nogeue om
eo0Ho nuye, scuuxu auya noonuceam eoun u covwi EEJ[OIl Kocamo e nmanuye neobxooumocm om
3awuma Ha JIuYHUmMe OAHHU UIU NPU pasiudue 6 00CMOAMenIcmeamd, C8bpP3aHU C JTUYHOMO
cvemositue, UHGOpMayusma OMmHOCHO uzuckeanusma no yi. 54, an. 1, m. 1, 2 u 7 om 30II ce
nonviea 6 omoenen EEJ[OII 3a 6csako nuye unu 3a Hakou om auyama. B nocreonama xunomesa- npu
nooasane Ha nogeue om eoun EEJ[OII, obcmosmencmeama, cévp3anu ¢ kpumepuume 3a noooop, ce
cvovporcam camo 6 EEJ[OII, noonucan om nuye, Koemo modice camocmosmenio 0a npeocmasiiea
CbOMEEMHU CMONAHCKU CYOeKm.
2.2. Koeamo yuacmuuxvm e nocouun, ye we U3Noi36a Kanayumema HA mpemu Juya 3a
dokazeare Ha CbOMEEMCMBUENo ¢ Kpumepuume 3a noo0bop uiu ye we u3non3ea noOUNvIHUmenu, 3a
gcaxko om mesu auya ce npeocmass omoener EEJ[OI.
2.3. Ilpeocmasses ce omoenen EEJ[OII 3a ecexu om yuacmuuyume 6 obeduHenuemo, KOemo
He e opuduyecKo uye, 3a 6CeKu NOOUSNBIHUMEN U 3d 8CAKO Juye, YUUMO pecypcu ue O6voam
AH2ANCUPAHU 8 USNBIIHEHUEMO HA NOPBLYKAMA,
3.Ilpu ydacTHUK-OOETUHEHHE - KONHME HA J0rOBOpa 3a o0eAMHEHHE, a KOTaTo B JIOTOBOpa HE €
MOCOYCHO JIUIETO, KOCTO MPEICTABIISIBA YIACTHUIIUTE B OOCAMHEHHUETO - M JJOKYMEHT, TIOJIITHCaH
OT JUIIaTa B 00€TUHEHNETO, B KOWTO CE MOCOYBa MPEICTABISIBAILIUAT;

4.ITpn ygacTHUK-0OCTUHEHHE, KOCTO HE € IOPUINIECCKO JIUIC - KOMHe OT JOKYMEHT, OT KOWTO J1a €
BUJTHO MTPAaBHOTO OCHOBAHHME 3a Ch3/laBaHe Ha 00EIMHEHUETO, ChriaacHo 4. 37, an. 4 ot [IT130I1;

5.JlokymeHT 3a ynbjaHomomaBane (wi. 39, an. 3, 1. 1, 6yksa ,,a* ot [III30II), xoraro nuuero,
KoeTo mojaBa odepTrara, HEe € 3aKOHHUAT MpEACTaBUTEN Ha ydacTHuka. [IpeacraBs ce
HOTAPUAIHO 3aBEPCHO MbJIHOMOIIHO, KOETO CIie[iBa J1a CHAbPKA H3PUYHO H3SBIICHUE, Ye
YITBITHOMOIIIEHOTO JIMIIe MMa MpaBo Ja monnumie odeprara W Jla MpeJCcTaBisaBa y4acTHHUKA B
opoleaypara;

6.IlpenJioskenne 3a U3NMbJIHEHHE HA MOPHYKATA B CHOTBETCTBHE C TEXHUUECKUTE CTIeU(DUKAIIIH U
W3HCKBaHUATA HA BBIIOKHUTENA 1o wi. 39, am. 3, 1. 1, Oyksa ,,6 ot III130I1 - O6pa3zen Ne3 u
IIpnioxenne Nel /Ha e1eKTPOHEH U XapTHEH HOCHTEJ/ KbM Hero;

7. /lexapanus 3a cbrjiacue ¢ KJay3uTe HA NPUJIOKEeHHUs MPOEKT Ha J0rosop 1o 4wi. 39, an. 3, T.
1, 6yksa ,,B“ oT [II130I1 - O6pazen Ned;

8./lexyiapainus 3a CpOKa Ha BaJMIHOCT Ha oeprara mo 4wt 39, an. 3, 1. 1, Oyksa ,,r* ot I1I130IT -
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Oo0pa3zen Ne5;

9./lex1apanusi, 4e Npu U3roTBsIHE Ha oepTaTa ca Cra3eHH 3aAbJIKeHUATA, CBbP3aHH € JaHbIHU H
OCHT'YPOBKH, OIIa3BaHE HA OKOJHATa CpeJa, 3aKpuja Ha 3a€TOCTTa U YCJIOBUATA Ha TPYA, MO 4Jl.
39, am 3, 1. 1, 6ykBa ,,n o1 TIII30I1 - O6pa3zen Neo;

10.lexaapanus no wi. 101, an. 11, BsB Bpb3ka ¢ wi. 107, T. 4 ot 30I1 3a Jimnca Ha cBbP3aHOCT C
APYT y4acTHHUK - O0pa3zen Ne7,;

11./lekaapanus 3a KoHpuaeHHHaaHocT o wi. 102, an. 1 ot 3011 - O6pa3zen Ne8;

12./lexknapanus, 4e oQepupaHUTe JIEKApCTBEHU MPOJAYKTH Ca PErUCTpPUpaHU 3a yrnoTpeda B
CTpaHaTa W TPHUTEKABAT pPa3peIIUTENIHA 3a ynorpeda, cwrimacHo 3JIIIXM, mnpurexasar
cepTu(uKaTH yAOCTOBEpSABAIM KAYeCTBOTO Ha MPOAYKTUTE, JIUIICBAT OPHUIHAIHU CHOOIICHUS
WIN APYT'H OTPAHUYUTEIHU MEPKH 32 yrnoTpeOa Ha JeKapCTBeH MPOAYKT — o0pasen Ne9;

13./leknapanus, 4ye B ciydyall Ha HM3THYaHE Ha CpOKa Ha pa3pelieHHeTo 3a yrnoTpeda Ha
JIEKapCTBEHUsI TPOAYKT Ipe3 cbhoTBeTHUTE roauHu (2017-2018), 3a kouto ce mnposexia
oO1ecTBeHaTa Moppyka (caMo B IPHIIOKHUTE CIIy4an) B ChOTBETCTBHUE ¢ WI.55, an.6 ot 3JIIIXM,
KOJIMYECTBAaTa JIEKAPCTBEHH MPOJIYKTH Ca HAIU4YHU - oOpa3zen Nell;

14./leknapanusi cBOOOJAeH TEKCT, Y€ TMpeJIOKeHAaTa OT YYacTHHKA LleHA € OKOHYaTelHa U
1IeHo00pa3yBaHEeTo € choOpa3eHo ¢ M3McKBaHWsATa Ha Hapenbarta 3a ycioBusTa, mpaBuiata M
pena 3a peryiaupaHe U perucTpupaHe Ha IEHUTE Ha JIEKAPCTBEHUTE MPOAYKTU U JIEHCTBAIIOTO B
CTpaHaTa 3aKOHOJIaTEJICTBO

15.1lenoBo mpeniioxkenue - Oopaszen Nell u Ipusokenue Ne2 (Ha enexkrponen /CD — dopmar
Excel/ u xapTHeH HOCHTE) KbM HETO.
[Ipennoxenata neHa B ,,lleHoBO mpeanokeHne™ 3abHDKUTEIHO BKIIOYBA BCHUKH Pa3XOJd 3a
U3IIBbJIHEHHUE Ha TIOpbUKara.
IleHoBOTO mpeIOKEHHE C€ IMOCTaBs B OTIEICH 3aledyaTaH HEeMpo3padyeH IUTUK C HaJIIHC
»lIpeayiarany NeHOBY apamMeTpu ‘.

16.Apyru.

B cnyuaii Ha mpencTtaBsHe Ha KOMUS Ha JOKYMEHTH, Te TpsgOBa na ObAaT 3aBepeHH C Tpud
,»BSIPHO C OpUTMHAJIA", MOJMUCAHU U TTOANICYATaHH.

Koraro yuyacTHuk nojaBa odepra 3a moBeue OoT €JHa 000coOeHa MO3MIIMA, B OMaKOBKaTa IO
y1.47, an.2 or IIII30Il 3a Bcska OT MO3MLMUTE C€ MPEICTABAT MOOTAECTHO KOMIUIEKTOBAHU
nokymMeHTH 110 4139, an.3, 1.1 ot IIII30I1 u otnenHn HEMpO3payHu TIMKOBE ¢ HAAmuC ,,[lpeanaranu
[ICHOBU MapaMeTpH™, C MOCOYBAHE HA MO3MUIMATA, 32 KOSATO CE OTHACAT.

KBM 116HOBOTO MpeisioxKeHne 3a N3ITbIHEHUE Ha MTOPhUKATa YIACTHUKBT 3aIBJDKUTEITHO TIpuiara
[Mpunoxenne Ne2 KbM IIEHOBOTO TpEUIOKEHHE — Ha XxapTueH u enekTpoHeH (CD — ¢opmar Excel)
HOCHUTEI

VYyactHuuure nonbaBar [Ipunoxenune Nel kbM IlpeanokeHuero 3a U3MBIHEHHE Ha
nmopbuKaTa Mo yTBBPJACHHUS OT BB3mokuTens maker 0e3 Ja MPOMEHSAT UMETO W CTPYKTypara Ha
¢aiina, kaTo npemMaxBaT WK JO0OABIT HOBU KOJIOHH.

Bcekn ygacTHHK TOMTBJIBa HHGOPMANHATA BB BCHYKH KOJIOHH 32 HOMEHKJIATYPHUTE, 32 KOUTO
y4yacTBa.

[TorreiHeHMAT (aiin ce pa3medaTBa Ha XapTHEH HOCUTEN /ChOTBETCTBAml Ha (hailia Ha
€JIEKTPOHHMS HOCUTEN/ caMO CTPAaHUIIUTE, B KOMTO MMa MOIMBIHEHH JIaHHH, MOJIUCAH U MOJIeyaTaH
Ha BCSIKA CTPAHMIIA, M 3a€JTHO C €NEKTPOHHUS HocuTen ce npuiarat kbM OOpaszen Ne3 Ilpemnoxenue
3a U3IIBJIHEHHUE Ha NMOPBUKATA 32 BCIKa 000CO0EHA MO3UIIHAL.

Y4acTHUIIUTE IOIIBJIBAT HpI/IJ'IO)KCHI/IC Ne2 xbpM HGHOBOTO MNPEAJIOKCHUC 34 U3IIBJIHCHHUC Ha

mopbuKaTa Mo YTBBPACHUS OT Bb3joxkurenss maker 0e3 Aa MPOMEHSAT MMETO U CTPYKTypaTa Ha
¢aiina, kKaTo mpeMaxBaT WU 100aBIT HOBU KOJIOHH.
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Bceku yuacTHUK mombiiBa HHPOpMAIIUATa BbB BCHUKH KOJIOHH 32 HOMEHKJIATYPHTE, 32 KOUTO
y4acTBa.

LlenuTe 3a eawHMIA MspKa /Ta0iera, Kamncyna, GJIakoH U T.H./ ce MOCOYBaT HE IMO-BEYE OT
YeTUpHU 3HaKa Cle] JieceTUYHaTa 3ameTas, a IleHa Ha OINaKOBKa J0 JBa 3HaKa cjel JeceTHYHaTa
3arerasl.

[TombnHeHUAT Qaiin ce pasmeyaTBa Ha XapTUEH HOCHUTEN /ChOTBETCTBAll Ha (ailia Ha
EJIEKTPOHHUS HOCUTEN/ CaMO CTPAHMIINTE, B KOWTO MMa MOMBIHCHH JaHHH, TMOMANUCAH U MOJIedaTaH
Ha BCSKa CTpPaHUIA, M 3a€HO C CJIIGKTPOHHUS HocuTen ce mpwiaraT kbM OOpaserm Nell IleHoro
NPEUIOKEHUE B OTJCITHHM HEMPO3payHH IITMKOBE ¢ HaAmuc ,llpennmaraHu 1eHOBH MmapameTpu’, ¢
MIOCOYBAHE Ha MO3UIUATA, 32 KOATO CE€ OTHACAT.

3a Bcsika 000co0OeHa Mo3uIKs ce MojaBa OT/AeNeH K , I Ipeanaranu neHoBu napameTpu*.
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Oobpaszey Nel

Onuc Ha npeacTaBeHUTE JOKYMEHTH 10 4i. 47, au. 3 ot III30II,

CHIIBPIKAIIHA CE B OPEPTATA HA ..evveenrreereenrrernreeieenereeseenseeenseenens

YUYaCTHHK B IIpOLE/lypa 110 Bb3JIaraHe Ha oOlIecTBEeHa OpbUKa C MPeAMET:
»/10CTaBKa Ha JIeKapCTBeHHU NPOAYKTH 3a Hy:kauTe Ha [IIIb — Kbpmkaman®

Opurunan/ | CrpaHunu
Ne Onncanyne Ha JOKyMEHTa KOIHe OT... 10 .....
1. | Onuc Ha pencTaBeHUTE AOKYMEHTH - 0Opa3zen Nel; OpUTrHHAI
2. | Enunen eBporneiicku JOKyMeHT 3a obmiectBenu nopsuku (EEJOI) - OpUTrHHAI
oOpasen Ne2;
*3. | [Ipu yyacTHUK-0OeIMHEHE - AOTOBOP 332 00CIMHECHUE KOIue
*4. | Ilpu yyacTHUK-0OCIMHEHHNE, KOETO HE € IOPUAMYECKO JTUIIE - AOKYMEHT, OT KOIue
KOMTO [1a € BUIHO NPAaBHOTO OCHOBAHUE 3a Ch3/1aBaHE HAa 00CANHEHHUETO,
cerimacHo wi. 37, an. 4 ot ITI30T1T;
5*. | JlokymMeHT 3a ymbJIHOMOIIABaHe, chriiacHo wi. 39, ai. 3, 1. 1, Oyksa ,,a“ KOIIHe
ot [III30I1
6. | lIpenioxkeHue 3a U3NBJIHEHHE HA MOPBbUYKATA - 00pa3zern No3 u OpUTHHA
[Ipunosxxenue Nel kbM Hero;
7. | Jexaapauus 3a chriiacue ¢ KIay3uTe Ha MPUIOKEHUs MPOEKT HA I0TOBOP | OpUTHHAI
o wi. 39, an. 3, 1. 1, Oyksa ,,B* ot [III30II - o6pazen Ned;
8. | Jexkaapanus 3a cpoka Ha BaJHIHOCT Ha odepTaTa 1o wi. 39, an. 3, 1. 1, OpUTHHAI
oyksa ,,r* ot [III30II - oOpazen Ne5;
9. | Jdexaapauus 3a konpuaenuunaanoct no 102, an. 1 ot 3011 - oopazen Ne6, | opuruHan
KOI'aTo e NPUJIOKUMO;
12. | Jexaapanus, 9e opepupanuTe JEKapCTBEHU MPOMYKTH Ca PETUCTPUPAHU 3a | OpHUTHHAI
yrnoTpeba B cTpaHaTa W MPHUTEKABAT Pa3pEUIMTENHU 3a yIoTpeda, ChriacHO
3JIIIXM, mnputexaBar cepTUGHUKATH yIOCTOBEPSIBALIM KAadyeCTBOTO Ha
NPOAYKTHUTE, JUIICBAT OQHULUUAIHU CHOOIIECHUS WJIN IPYT'd OIpPaHHUYUTEIHU
MEpKH 32 ynorpeda Ha JIeKapCTBEeH NMPOAYKT — obpazerr Ne7;
13. | Jexnapanms, 4e B cydail Ha M3THYAHE HA CPOKA HA Pa3perieHHeTo 3a OpUTHHAI
ynorpeba Ha JeKapCTBEHUS MPOIYKT Mpe3 ChOTBeTHUTE Tofnan (2017-
2018), 3a KOUTO Ce MPOBEXKIA OOIIECTBEHATa TOPHYKA (CaMO B MPUIIOKHATE
CiIy4yau) B CbOTBETCTBHUE ¢ WI.55, ain.6 ot 3JIIIXM, xonuuecTBara
JIEKapCTBEHU NMPOJYKTH A HAJIMYHHM - 00paselr Ne§;
14. | Jexsapanusi cBo0OIEH TEKCT, Y€ NPEATIOKEeHaTa OT y4aCTHHUKA LIEHA € OpHUTHHAI
OKOHYATeNIHa U IEHO0Opa3yBaHETO € ChOOPa3eHO C M3UCKBAHUITA Ha
Hapenbara 3a ycioBusTa, mpaBuiiaTa u pejia 3a peryJiupaHe U perucTpupaHe
Ha LIEHUTE Ha JIEKapCTBEHUTE MPOAYKTH U ACHCTBALIOTO B CTpaHaTa
3aKOHOJATEJICTBO
15. | IlenoBo npenJoxkenue - oopaszen Ne9 u [lpuiokenne Ne2 KbM Hero; OpUTHHAI
16. | ipyrn
......................... L el e e
Harallme u dpamrmus IMonnwc Ha awmeTo (¥ meyar)

*[okymenmume u dannume 8 ogpepmama ce NOONUCEAM CAMO O TUYEMo/ma, Koemo/Koumo npeocmasiasa/m yuacnmuuka, noco4eHo 8 cvboebnama
peaucmpayus u yOocmosepeHuemo 3a aknyaito CoCMOosHUe U/uii YnoIHOMOWeHU 3d Mo8d Iuyd.
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Oopazey Ne2

CrangapreH oopasen 32 eIMHHUS eBPONEHCKH JOKYMEHT 3a oomecTBeHy nopnuku (EEJ/1OII)

Yacr I: Undopmauus 3a npoueaypara 3a Bb3Jarale Ha o01iecTBeHA MOPbYKA U 32
Bb3JIaralms OPraH Wid Bb3J10KUTeEJIs

B cayuaii, ye He ce H3MCKBA My0JIUKYBaHETO Ha 00siBiIeHUe B Opuiuaned BecTHuk Ha EBponeiickus cb103, MoJis,
nocoyere Apyra nHpopMaunus, KosiTO M03B0JIsIBa NMPOLEYyPAaTa 32 Bh3JIaraHe HA 001IeCTBEHA MOPbYKa J1a 0ble
HeJABYCMHCJICHO HACHTU(GHIMPAaHa (HANIP. NPenpaTKa KbM My0JIUKANMS HA HAIMOHATHO paBHUIIE): [...... 1

NH®OPMALINSA 3A ITPOIEJTYPATA 3A BB3JATAHE HA OBIIECTBEHA ITOPHUKA

Hugopmauyuama, uzuckeana cvenacuo uacm I, we 6v0e uzeneuena asmomamuuno, npu_yciogue ue
EEJIOII e cwb30a0en_u_ nonvinen_upe3 nocouenama no-2ope enekmponna cucmema 3a_ EEJIOII. B
npomueeH _cayuai masu undopmayus mpaoea 0a 0v0e nonviAHEeHa ont NKOHOMUYECKHS ONEPaTop.

Hoenmugpuyupane na evznoncumens* Omezosop:
Nwme: ANBb-Kbpaxanu
3a kosa obuecmeena nopvuku ce omuaca? Omezoeop:
HasBanue WITH KPATKO OTTHCAHNE HA »/l0CTAaBKAa HA JIEKAPCTBEHU NMPOAYKTH 32 HYKIUTE
HopbUKaTa . Ha JII1b — Kepaxanu®
Pedepenten Homep Ha JOCHETO, ONIPENENIEH OT
-2017-0002
BB3JIaraiysl OpraH Wi BB3IOKUTENs (ako e 00556-2017-000
npunodHcUMo)’:

Ocmananama ungopmayus 6v6 ecuuxu pazoenu na EEJ]OII ciedsa 0a 6v0e nonvinena om UKOHOMUYECKU
onepamop

Yacr II: Uupopmanus 32 HKOHOMHYECKHUS ONEPaTop
A: THOPOPMAILIMA 3A UKOHOMUYECKHUSA OITEPATOP

Hoenmugpurxayusn: Omezosop:

Nwme: ]

[
Wnentnduxammonen nomep 1o J1JIC, ako e mpunoxkumo: | [ ]
AKO He € IPUIOKKMO, MOJIS TocoYeTe Apyr HarmoHameH | [ ]
UACHTHU(QHUKALMOHEH HOMEP, aKO € He00X0IUMO H
MPUI0KHUMO

[Tomencku aapec: [...... ]

lHH(j)opMauu}zma da ce konupa om pazoen I, mouxa I.1 om cvomeemuomo obsenenue. B ciydait Ha ChBMECTHA
MpolLie/iypa 3a Bb3JlaraHe Ha 00LIeCTBeHA MOPBYKA, MOJIS, I0OCOYETE MMEHATa Ha BCHUKH 3aMHTEPECOBAHN Bb3JIOKHUTEIN
Ha 0OIIECTBEHH MOPBHYUKH.

2Bowc. mourcu I1. 1.1 u I1.1.3 om cvomeemnomo obsenenue

Borc. moura II. 1.1 om cvomeemnomo obsenenue
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JInIe MM JIMIA 33 KOHTAKT .

Tenedon:

En. noma:

Hutepuer aapec (yeb aapec) (ako e npunoxcumo):

Oowa unghopmayusn: Omezosop:
HNxoHoMuyeckuaT omnepaTop MHUKpPO-, Manko unu cpeano | [] Ha[] He
TIPEIPHUSTHE JIH €7
Camo B ci1vuaii ye MOPLYKATA e 3amazena’

[1 Ma[] He

MKOHOMHUYECKHUAT OTICPATOP 3aITUTEHO MPEATIPUITHE JTH €
WJIU COLIUATTHO MPEANPUITHE , WU IIIE OCUTYPH
M3OBIHEHUETO HA MOPhUYKATa B KOHTEKCTA Ha MIPOrpaMu
3a Ch3/1aBaHe HA 3aIlIUTCHH PabOTHH MecTa?

AKO ,,1a%, KaKbB € ChOTBETHUSAT MPOIICHT PAOOTHUIH C
YBPEXKIaHUS WU B HEPABHOCTOIHO MOJIOKEHUE?

AKO ce M3UCKBa, MOJISI, TOCOYETE BHIIPOCHUTE CITYKUTEITH
KBM KOS KATeTOpHs WM KaTerOpruu paOOTHHUIIH C
YBPEXKIAHUS WU B HEPABHOCTOIHO MOJIOKEHUE
MIPUHA]IeKAT.

AKO € IPIIOKUMO, TTOCOYETE AT HKOHOMUYECKHST
OIIEpaTop € PErHCTPUPaH B OQHUIUAIHUS CITUCHK HA
0J100pEeHNTE NKOHOMUYECKH ONepaTOPH WK JaJId HMa
€KBHUBAJICHTEH cepTU(UKAT (HAIp. ChIIIACHO HAIIMOHAITHA
KBaIM(HUKAMMOHHA CUCTEMa (CUCTEMa 32 MTPEABAPUTETHO
KJIacupaue)?

[] Ha [] He [x] He ce npuiara

Axo ,,ma‘:

Mornst, OTTOBOpETE Ha BBIIPOCHTE B OCTAHAIUTE YaCTH OT
TO3W paznedn, pa3ien b u, koraro e 1enechoopasHo,
pa3zaen B oT Ta3u yacT, nonbJIHETE YacT V, KOTaTo €
MIPIIIOKUMO, Y TIPY BCUYKH CITy4ad MOITBIHETE U
noamnumiere yact VI

a) MoJis mocouere HAUMEHOBAHUETO Ha CIMCHKA WUITH
cepTudrKaTa ¥ ChOTBETHUS PETHCTPAIIMOHEH WITH
cepTu(hUKaIMOHEH HOMEP, aKO € MPIIIOKUMO:

0) Ako cepTH(UKATHT 32 pETUCTPAIMATA WIH 32
cepTHU(HIUPAHETO € HATTMUYECH B EIEKTPOHEH opMar,
MOJISI, IOCOYETE:

B) Mouis, mocovere npenparku KbM JOKYMEHTUTE, OT
KOHUTO CTaBa sICHO Ha KaKBO C€ OCHOBABa PETUCTpaIUsITa
WK CepTU(HUIIMPAHETO U, aKO € TPUII0KHIMO,
KJIACU(UKAIUATA B OUIHATHSI CITUCHKS:

‘5‘ Momns moBTOpeTe HHMOPMAIHATA OTHOCHO JIMIATa 32 KOHTAKT TOJIKOBA ITbTH, KOJIKOTO € HEOOXOIUMO.

Bx. [Ipenopbska Ha KomucusTa ot 6 mait 2003 r. OTHOCHO ONIPENETICHUETO 38 MUKPO-, MAJIKH M CPETHU TIPE P THS
(OB L 124, 20.5.2003 r., ctp. 36). Ta3u ungpopmanus ce uzuckea camo 3a CIHAMUCMUYecKu yeu.
Mukponpeonpuamus: .npeonpusamue, 6 Koemo ca 3aemu no-manko om 10 ruya u wuiitmo 200unien 060pom u/unu
200UUICH CYUEM0600eH DANIAHC He HA0X8BPAA 2 MIIH. e8po.

Manku npeonpusamus .npeonpusamue, 8 KOEmo ca 3aemu no-maako om 50 auya u Yuitmo 2o0uuien 060pom u/unu
200UUIeH CUem0600en bananc ne naoxevpasn 10 man. eepo.

Cpeonu npednpusimus, npeonpusmusl, KOUMo He Ca HUMO MUKDPO-, HUNO MAIKU HPEOnPUsIMUs U B KOUTO Ca 3aeTH
MO-MaJIKo oT 250 JIMa ¥ YUHTO roJUIEeH 000POT He HAAXBBPJIsi S0 MJIH. €BPO, 1/uly TONUINHUAT HM CYETOBO/IEH
0aJIaHC He HAAXBBPJIS 43 MUJIHOHA €BPO.

® Bx. Touka I11.1.5 o 0GsBICHHETO 32 MOpBHYKA

" T.e. 0OCHOBHATA MY IeJI € COLMAHATA 1 PO(ECHOHAHA HHTEIPALIUS HA XOPa C yBPEKIAHHS HIIA B HEPABHOCTOMHO
MOJIOXKEHHE.

® NosoBaBanmsTa ¥ KIACH(HKAIKATA, AKO HMA TAKHBA, CA ONPESICICHH B CePTHMMKALHITA.
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r) Perucrpanumsra wim ceprudunmpaneTo ooOXpara Jin
BCHYKH 3aIbJKUTEITHA KPUTEPHUH 3a TI0100p?

Axo ,He®:

B nonmbnHeHne Mo, MOMBIIHETE JIUTICBAILATA
nHpopmarus B gact IV, pazmenu A, b, B wmm I' ciopen
ciydass CAMO axo mosa ce u3uck8a cvbelacHo
CbOMBEMHOMO 00s181eHUe UL OOKYMEHMayusma 3a
obuecmeeHama nopvLuKa:

1) IKOHOMHYECKHUSAT OnepaTop MOXKe JI J1a TIPEACTaBU
Y0CTOBepPeHNe 32 IUTAIAHETO Ha
COLMATHOOCUTYPUTEITHH BHOCKH U TaHBIU WJIH
nH(pOpMAITUs, KOATO I TI03BOJIM Ha BB3JIAralus Opral
WM BB3JIOKUTENS 12 TOMYYH yIOCTOBEPEHUETO Upe3
NpsK Oe3MIaTeH AOCTHII JO HallMOHAIHA 0a3a TaHHU BHB
BCsIKa JbprKaBa WICHKA?

Axo cvomeemHume 0OKyMenmu ca Ha pa3noioxiceHue 8
eleKmpoHnen hopmam, Mo, nocoveme:

m) [1 Ma[] He

(yeb adpec, opean unu cayscoa, uzoasauju
00KyMenma, MmoyHo no308a6ane Ha
O0OKyMeHma):

(DOthl Ha yuacmue:

Omezosop:

VIKOHOMHMYECKHAT OIepaTop ydacTBa JIM B IPOIEAypaTa
3a BB3JaraHe Ha OOIIECTBEHA MOPBYKA 3aeIHO C JPYTH
MKOHOMHYECKH OIIepaTopH°?

[] Aa [] He

AKo ,,0a% mons, yeepeme ce, e ocmanaiume yuacmeawu onepamopu npedcmassm omoenen EEJ[OII

AKo ,,1a%:

a) MOJISI, TOCOYETE POJISITa Ha HKOHOMHYECKHSI OTIepaTop
B rpymnara (pbKOBOJUTEN HA Ipynara, OTTOBOPHUK 32
KOHKPETHH 33J[a4H...):

0) MOJIsI, TOCOYETE NPYTUTE HKOHOMHYECKH OTIEPATOPH,
KOHUTO Y4acTBaT 3aeIHO B TIPOLIEAypaTa 3a Bh3JIarane Ha
00IIIeCTBEHA IOPBYKA:

B) KOTaTO € MPHI0KUMO, TOCOYETe UMETO Ha
ydacTBaliara rpyna:

Ob6ocobenu no3uyuu

Omezosop:

Korato e mpunoxxumo, o3HadeHue Ha obOocoOeHarta/wte
HO3ULHUS/U, 32 KOUTO MKOHOMHYECKHSAT ONEepaTop XKenae
Jla HaIpaBH odepra:

b: ”TH®OPMAILIUA 3A TIPEACTABUTEJIUTE HA UKOHOMUYECKUSA OIIEPATOP

0611466‘”’16’67—[(1 nopv4ka.

Axo e npunodcumo, Mo, HOcoYeme umMemo/Hama u aopeca/ume HA IUYEmo/amad, YNbIHOMOWEHO/U 0d
npeoCcmasnsA8am UKOHOMUHECKUs. ONepamop 3d yeiume HA HACMOoAwWama npoyeoypa 34 6b3ldzane HA

Hpedcmasumeﬂcmeo, aKo uma maxkuea:

Omezoeop:

[TBIHOTO UME 3a€/IHO C J1aTaTa ¥ MACTOTO Ha paxIaHe,
aKo € HEOOXOJUMO:

JrexHocT/JleficTBalll B Ka4eCTBOTO CH Ha:

[Tomencku aapec:

Tenedon:

En. moma:

AKoO ¢ He0OX0IMMO, MOJIS Ja MPEA0CTaBUTE MOAPOOHA
WHpOpMAITUS 3a MPEACTaBUTENCTBOTO ((hopMu, 00XBaT,

9
| [To-crermanHo KaTo 4acT OT Ipyma, KOHCOPILIYM, CbBMECTHO MPEAIPHUITHE WU JPYTH HOA00HH.
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nenl...): | |

B: UH®OPMAILIUA OTHOCHO U3ITIOJI3BBAHETO HA KAITAHUTETA HA IPYI'
CYBEKTH

H3nonszeane na uyxnco kanayumem: Omezoeop:

HMKoHOMUYECKHAT omepatop e u3moissa i kanarurera | []da [JHe
Ha JIPYTH CYOEKTH, 3a 1a U3ITBJIHA KPUTEPUHUTE 32
mo0op, MOco4YeHH B yacT [V, u kpurepuute U npaBuiiaTa
(axo mma TakuBa), MOCOYEHHU B YacT V mo-aony?

AKo ,,0a*, moas, npedcmagenme OmMOenHO 3a 6CEKU 0N CbOMEemHume cyOeKmu HA0NeNCHO NONBAHEH U NOONUCAH O MISX
EEJIOII, 6 xouimo ce nocousa ungopmayusama, usuckéana cveracho pazoenu A u b om nacmoawiama uacm u om yacm
11.

Obpvwame Bu enumanue, ve ciedga oa 6v0am BKIIOUEHU U MeXHUYecKume 1uya Uil opeanu, KOUmo He ca C8bp3aHu
NPAKO ¢ NPEOnpUAMUEno Ha UKOHOMUYECKUsL ONepamop, U 0COOeHO me3u, KOUmo omeosapsam 3a KOHMpPOoad Ha
Kauecmeomo, a npu ooujecmeeHume NoOpbLYKU 3a CMPOUMENCME0 - me3u, KOUmo npeonpuemMaivim modxce 0a usnoi3ed 3a
U36bPUIBAHE HA CIPOUMETICINGOMO.

Hocoueme unpopmayusma cvenacno wacmu IV u V 3a écexu om cvomeemuume cybexmu™, dokoaxomo ms uma
OMHOWEHUe KbM CReYupuyHUa Kanayumem, Koumo UKOHOMUYECKUAM ONepamop uje usnon3eq.

I: HH(])OpMaIII/IH 3a NOAM3ITBJIHUTEC/IN, YUHATO KaNaluTeT HKOHOMHYEeCKUAT oneparTrop HsimMa ia
H3I10J13Ba

(paszensT ce momb/Ba caMo aKo Ta3u HHGOPMANHKS ce H3MCKBA H3PHYHO OT Bh3JATaIlUs OPraH WIH
Bb3JI0KUTEJIA)

Buw3nazane na noousnvianumenu: Omzoeop:

HKOoHOMHYECKUAT orepaTop Bh3HaMmepsiBa au aa | [ [da [ ]He Ako 1a u 10KOJIKOTO € H3BECTHO, MOJIS,
BB3JIOKH Ha TPETH CTPAHU M3ITBIHEHUETO HA YaCT | MPUIIOKETE CIUCHK HA MPEIIaraHuTe TTOAN3ITbIHUTEIIH
OT MmopbhUKara? [.o.... ]

AKo__ev3nazauwiuam _OpeaH Uil 6b3NOHCUMENAN _UDUYHO U3UCKEA Mma3u uHdopmauus 6 OOnviHeHUe KbM
UHoOpMayUAMA CH2NACHO HACMOAWUA Pa30el, MOAA_0a_Npedocmasune UH@opMayuama, U3UCKEAHA Cb2lACHO
pazoenu A u b om nacmosawama yacm u yacm I11 3a 6caka (kamezopus) cbomeemHu HOOU3NbIHUMEIU.

Yact III: OcHOBaHNA 32 H3KJIIOYBaHE
A: OCHOBAHWS, CBbP3AHU C HAKA3BATEJHU MPUCHAUN

Ynen 57, napaepagp 1 om Jlupexmuea 2014/24/EC cvOvpoica creonume 0CHOBAHUSL 34 USKTIOUEAHE.

11.
1. Yuacmue ¢ npecmvnna opeanuzayus .
12.
2. Kopynuus:
13.
3. Himama®™:

10 Hanpumep 3a TeXHUYECKH OpraHy, YIaCTBAIM B KOHTPOJIAa Ha KauecTBOTO: yacT IV, pazmen B, Touka 3:

! Cprimacuo ompezeneHreTo B wieH 2 oT PamkoBo pemrenne 2008/841/TIBP na CoBera ot 24 oktomBpu 2008 r. 0oTHOCHO
Oopbara ¢ oprann3upanara npecrbiaocT (OB L 300, 11.11.2008 r., cTp. 42).

12 CorimacHo onpezenenueTo B wien 3 ot KonBeHIusTa 32 60p6a ¢ KOPYIIUATA, B KOSTO YUACTBAT JUTHKHOCTHH JTHIA HA
EBpormetickure 00NTHOCTH WK JIIHKHOCTHH JIUIA HA Ibp)KaBUTe — dieHKU Ha EBpomeiickus cpro3, OB C 195,
25.6.1997 r., cTp. 1, u Busen 2, maparpad 1 ot Pamxoso pemenne 2003/568/TIBP rHa Creeta ot 22 oy 2003 r. OTHOCHO
6opbara ¢ kopynuusita B yactHus cekrop (OB L 192, 31.7.2003 r., ctp. 54). ToBa ocHOBaHHE 32 M3KIIIOUBaHE 00XBAIA U
KOPYIIHATA CHIIACHO OIPEAETICHUETO B HAIMOHATHOTO 3aKOHOIATEJICTBO HA Bh3Jaramius Oprad (B3I0XKUTENS) HIH Ha
HKOHOMHYECKHS OIepaTop.

3 o cmuchbia Ha wien 1 or KoHBeHUMsTA 3a 3a1IATa HA (unancoBuTe MHTEpecH Ha EBponeiickute oomuocTr (OB
C 316, 27.11.1995 r., ctp. 48).
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4. Tepopucmuunu npecmuvnieHUs UIU RPECHIBNICHUA, KOUMO €A CEbP3AHU C MEPOPUCMUYUHU
oeiinocmu™:
15
5. H3nupane na napu unu punancupane Ha mepopu3vm
6. Jemcku mpyo u opyeu gopmu na mpagux na xopa*®
Ocnoganus, cévp3aHU ¢ HAKA3AMEIHU NPUCHOU Cb2IACHO Omeosop:

HAYUOHATIHUME PA3NOPeOdU 3a nPUIAZane Ha
OCHO6aHuama, nocouenu 6 uinen 57, napazpag 1 om
Hupexmueama:

W3nanena nu e mo oTHOIICHHE Ha UKOHOMMUYeckus onepatop | [] Ja [] He

WJIM Ha JIMIe, KOSTO € WICH Ha HETOBHSI a]MUHHCTPATHUBCH, Axo cvomeemuume OOKyMeHMU Ca HA
YIpaBUTENCH WU HAJA30PEH OpraH WiIH KOeTO uMa PA3NON0NCEHUE 6 eNeKMPOHEH hopmam,
MPaBOMOILIMS J1a TO MIPEACTAaBISABA, /1a B3eMa PEUICHUS WIH Aa | MO/, nocodeme: (yeb adpec, opean unu
yIpaXkKHsiBa KOHTPOJI B PAMKHUTE Ha T€3U OpraHH, cnyarcoba, uzoasauu OOKyMeHma, mouHo
OKOHYATEJIHA MPHUCHIA BHB BPH3Ka C THO OT U30POCHUTE no306asane Ha OOKYyMeHnma):

MO-TOpPe OCHOBAHUS, KOSITO € MTPON3HECeHa Hali-MHOTO TIPETH [...... 1I...... 1[...... 1[...... 1

IET rOAWHH, WIH CBITIACHO KOATO MPOAbJ/KaBa 1a C€ mpujiara
NeproJ Ha M3KJIKOYBAHEC, ITPAKO ONPCACIICH B HpI/IC'bIlaTa?

AKO ,,12%, MOJISL [IOCOYeTE™; a) mata:[ |, 6ykBa(n): [ |, mpuumnHa(a):[ |
a) laTa Ha MPUCHIATA, IOCOYETE 3a KOS OT TOUKH 1 - 6 ce 0)[...... ]

OTHACS ¥ OCHOBAaHHUETO(5Ta) 32 Hesl; B) IPOJBIDKUATEIIHOCTTA Ha CPOKA Ha

0) ImocoYeTe JINIETO, KOETO € OCHICHO [ |; M3KJIIOYBAHE |...... ] u croTBeTHATA(HTE)

B) TOKOJIKOTO € MPSKO YKa3aHO B MPHCHAATA: Touka(u) [ |

Axo cvomeemHume 0OKyMenmu ca Ha
PA3noNoNCeHUe 8 eNeKMPOHeH popmam,
Moas, nocoweme: (yeb adpec, opeaH uiu
cayacoa, uzoasawyu OOKyMeHma, moyHo
no3zoeasane Ha OOKyMeHmal)g:

VT [ P PP [

B ciyuaii Ha mpuchia, UKOHOMUYECKUST OIEpaTop B3€J JIU € [] da[] He
MEpKH, C KOUTO J1a JOKaXXe CBOSATA HAJIEKTHOCT BBIIPEKU
HAJINYHETO HA CHOTBETHUTE OCHOBAHMS 33 M3KIIOUBAHE
(,,peabunuTHpaHe MO CBOSI MHUIIMATHBA ")?

21
AKO ,,1a“, MOJIsl OUILIETE NPEINPUETUTE MEPKH - [..o... ]

b: OCHOBAHUS, CBbP3AHU C IIVIAIIAHETO HA TAHBIIU
NI COOUATHOOCHUT'YPUTEJIHHN BHOCKH

“ Cormacuo omnpezeneHreTo B wieHoBe 1 u 3 ot PamkoBo pemenne Ha CpBera ot 13 ronu 2002 r. oTHOCHO OopOara
cpenty Tepopmsma (OB L 164, 22.6.2002 r., ctp. 3). ToBa ocHOBaHKE 32 H3KJIFOYBAHE CHIO 00OXBAIIA MOI0YAUTEICTBO,
MTOMaradecTBO WM ChyJacTHE WM OIUT 32 U3BBPIIBAHE HA MPECTHIUICHHE, KAKTO € IIOCOYECHO B WieH 4 OT CHIIOTO
PaMKOBO peIIeHHe.

' Cormacuo omnpezenenuero B wieH 1 ot Aupekrusa 2005/60/EO na EBponetickust napiamenT u Ha CbBera ot 26
okxromBpH 2005 T. 32 MpeAOTBpaTABaHE M3MOJI3BAHETO HA (PMHAHCOBATA CUCTEMA 32 LIEJINTE Ha M3MHUPAHETO HA Mapu U
¢uHaHCHpaHeTo Ha TepopusbM (OB L 309, 25.11.2005 <., cmp. 15).

1 Cvenacno onpeoenenuemo 6 ynen 2 om Jupekmuesa 2011/36/EC na Eeponeiickusa napnamenm u na Cveema om 5
anpun 2011 2. omnocno npedomepamsasanemo u 60poama ¢c mpaguka Ha Xopa u 3auumama Ha JHcepmeume om Hez2o
u 3a 3amana na Pamxoeo pewwenue 2002/629/TIIBP na Cvéema (OB L 101, 15.4.2011 2., cmp. 1).

Y Moust 1a ce TOBTOPH TOJIKOBA IBTH, KOJIKOTO € HEOOXOIMMO.

'8 Moust 1a ce IOBTOPH TOJIKOBA ITBTH, KOJKOTO & HEOOXOIMMO.

19 Monst 1a ce IOBTOPH TOJIKOBA ITBTH, KOJKOTO € HEOOXOIMMO.

20 B ¢hOTBETCTBHE ¢ HALMOHAIHHUTE Pa3opeadH 3a IpHIarase Ha wieH 57, maparpad 6 ot Jupextusa 2014/24/EC.

21 Kato ce MMa IPE/IBHJ] €CTECTBOTO HA H3BBPUICHATE NPECTBIUICHHS (€AHOKPATHH, IOBTAPSIIN CE, CHCTEMHH...),
00siCHEeHHETO TPsIOBa Jja MOKaXe aJleKBATHOCTTA HA MEPKHUTE, KOUTO 1€ ObAAT MPEIAIPHETH.
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ITnawane na danvyu unu cOYUATHOOCUYPUMETTHU BHOCKUL: Omeosop:
HMKOHOMUYECKHAT ONEpaToOp U3MBIHWI JIX € BCHIKHA CBOU [] da[] He
3aIbJIKeHHs1, CBbP3aHU € IVIALAHETO HA AaHBIM WU
COLMATHOOCUTYPHUTETHU BHOCKH, KaKTO B CTPaHaTa, B KOSATO TOH €
YCTaHOBEH, TaKa U B AbPKaBaTa WICHKA HAa Bb3JIarays OpraH uik
BB3JI0KUTEIIS, aKO € Pa3IMyHa OT CTpaHaTa Ha yCTaHOBsIBaHE?
Janbpuu Conannoocury-
AKO ,,He*, MO IOCOYeTe: PUTEIHH BHOCKH
a) CbOTBETHATA CTpaHa WM IhpKaBa YWICHKA; a)[...... ] a)[...... 16)
0) pa3mepa Ha ChOTBETHAaTa CyMa; 0)[...... ] [-..... ]
B) KaK € yCTAHOBEHO HApYUIEHUETO Ha 33bJDKEHUATA! Bl) [] da[] He
1) upe3 cp1eOHO pelleHne WM aIMUHICTPATHBEH aKT: [1da[] He Bl) [] da[] He
- Pemennero uimm akThT C OKOHYATENIEH M OOBBP3BAII] XapaKTep U [cennn. ] [1 da[] He
e? [-..... ]
- Mosst, mocoyerte gatara Ha IpUCHIaTa WM PEIICHUETO/aKTa. [cenne. ]
- B ciiyuaii Ha mpuchaa- CPOKBT HA U3KIIOYBAHE, AKO € OIpeaeIeH [-..... ]
NPSKO B IPUCHAATA:
2) mo Apyr HauMH? Mo, yTouHeTe: B2)[ ...]
r) UKOHOMHYECKUAT onepaTop M3MTBIHUII JIH € 33bJDKEHUATA CH, r)[] Ja[] He B2)[...]
KaTo M3IUIATH WU TIoeMe 0OBBP3BaIl] aHTRXKUMEHT J1a H3ILIaTH AKko ,,1a%, r)[] da [] He
IBIDKUMUTE TaHBIW WM COUUATHOOCUTYPUTETHN BHOCKH, MOJISl, oTUIIeTe | AKO ,,/4a%, MOJIA,
BKJIFOUMTENIHO, KOTaTo € MPHUI0KUMO, BCHUKH HAYMCIECHH JINXBU WIH | OAPOOHO: onuIiere
rIoou? [...... ] MOAPOOHO: [...... ]
Axo cvomeemuume 0OKyMeHmu O OMHOUleHUe Ha NAAUAHemo Ha (veb adpec, opean unu cuyxicoa,
O0aHbYU UNU COYUATHOOCUSYPUMETHU 6HOCKU € HA PA3NOL0CEHUE 8 uzoasawu OOKyMeHma, mou4Ho
eleKmponen hopmam, MoJA, nocoueme: nosoeasane na 0okymenma):
[o... 1[...... 1I...... 1[...... ]

B: OCHOBAHUSA, CBbP3AHU C HECBCTOATEJIHOCT, KOH®JINKTH HA
WHTEPECH WJIA NPOPECUOHAJHO HAPYIIIEHUE?

Monsa, umaiime npedsuo, ue 3a yeaume HA HACHMOAWAMA RPOUEOYPA 34 6b31aAzaHe HA O00UleCMEeHa
HOPBLYKA HAKOW OmM ClEOHUmeE OCHOGAHUA 3a U3KIIOUEAHE MOJce 04 CA (OPMYIUPAHU NO-MOYHO 6
HAUUOHATIHOMO NPA6o, 6 00A6NEHUEMO UNU 6 OOKyMenmayusma 3a nopvuxkama. Taka nanpumep 6
HAUUOHATIHOMO NPABO MOIICe 0 € NPEe0BUOEHO HOHAMUEMO ,,CEPUOIHO NPOPECUOHATIHO HapyuleHue“ oa
00x6auia HAKOIKO PA3TUYHU (hopMu HA nosedeHue.

Hughopmayus omuocno esenmyanna Omzogop:
HeCbCMOsAmeHOCH, KOHQIUKM HA UHMEPeCU Ul
npoghecuonanno napyuienue

HNxoHOMUYECKHST OTIepaTop HapymIwi Jiv €, fokoinkoTo my | [] Ha [] He
€ U3BECTHO, 3abJDKCHUATA CH B 00J1aCTTa Ha
eKOJIOTHYHOTO, COIMATHOTO HITH TPYIOBOTO IIPaBo’"?

Ako ,,1a%, ”KOHOMHYECKUSAT OIepaTop B3e JIh
€ MEpKH, C KOUTO Ja JIOKaxe CBOsITa
HaJEKTHOCT BBIIPEKN HATMIUETO HA
OCHOBAHMETO 3a U3KJIIOYBAHE
(,,peabunuTHpaHe MO CBOS HHUIIMATHBA )?

[] Ma[] He

AKo ma“, MOJS ONHUIIEeTe NPEINPUETUTE

%2 Moursi 1a ce TIOBTOPH TOJIKOBA IIETH, KOJKOTO € HEOOXOIMMO.

28 By. wien 57, maparpad 4 ot upextusa 2014/24/EC

% Kakmo e nocoueno 3a yenume Ha HACMOAWAMaA npoyedypa 3a 6b3/1a2aHe HA 0OU(ECMEENa NOPBLUKA 6
HAUUOHATIHOMO NPAGO, 8 0056/1CHUEMO WU OOKYMEHMAYUAMA 3d 00uecmeeHama nopvuyKama unu 6 4iex 18,
napazpagh 2 om Jlupexkmuea 2014/24/EC
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HNkoHOMHYECKHUSAT ONepaTop B €IHA OT CIEAHUTE CUTYaIHH
I €:

a) 00sIBEH B HECHCTOSITEJTHOCT, HITH

0) mpeaMeT HA MPOU3BOJACTBO MO HECHCTOSITETHOCT HITH
JIUKBUJIAIYS, WITH

B) CIIOpa3yMeHHe ¢ KPeTUuTOPUTE, WIH

T') BCAKAKBa aHAJIOTHYHA CUTYyalHs, Bb3HUKBAIA OT CXOIHA
MPOLeAYPa ChIIIACHO HAIIMOHATHUTE 3aKOHOBH U
MO/I3aKOHOBU aKTOBE ™, HITU

1) HETOBUTE aKTHBH C€ aJIMUHUCTPUPAT OT JTUKBUAATOP
WJIH OT ChJIa, WIN

€) CTOMaHCKaTa My JICHHOCT € IpeKpaTeHa?

AKko ,,ga%:

- Momns npencraBere NOAPOOHOCTH:

- Mouts1, mocouere NpUUUHUTE, IOPAAU KOUTO
WKOHOMUYECKUSAT OnepaTop e ObjIe B ChCTOSHUE Ja
V3ITBJIHA TTOPBUKATA, KATO Ce B3eMAaT MPEBU]]
MPUIOKUMUTEC HALTMOHAJIHU HOPMHU U MCPKHU 3a
MPOJIbJDKaBaHe Ha CTOMAHCKATA JACUHOCT IIPH TE3U
o6crosTencrpa’®?

Axo cvomeemHume 0OKyMenmu ca Ha pa3noioxiceHue 8
eeKmponen hopmam, MoJis, nocoveme:

(veb adpec, opean unu ciysxcoba, usoasawju
00KyMeHma, Mmo4HO N0306asaHe Ha

doxymenma): |...... 1[...... 1...... 1I...... ]

HKOHOMHYECKHST OMEPaTOp U3BBPIIHI JIH € TEHKKO
npodecHoHATHO HApYIIeHne’ ?
AKO ,,1a%, MOJIS, ONHUIIECTE TIOIPOOHO:

[ da[He, [......]

AKO ,,1a%, IKOHOMHYECKUSIT OTIEPATOP
MIpeIpHeN IU € MEePKH 32 peabuIuTHPaHE 10
CBOS MHULIMATUBA?

[] Ha [] He

AKO ,,1a%, MOJISI OTIMIIIETE TIPETTPUCTUTE

HKOHOMHYECKHUAT OTEPATOP CKIFOUMII JIK € CIIopa3yMeHHust
C IPYTH MKOHOMHYECKH OTIepaTopH, HACOUEHH KbM
HapylIaBaHe Ha KOHKYpPeHIUsATa?

AKo ,,1a%, MOJIS, OIHUIIETE TOAPOOHO:

[...]

AKO ,,1a%, IKOHOMHYECKHSIT OTIEPATOP
MIpEAIpUET JIK € MEPKH 3a peabUITuTUPAHE 110
cpost uaunmatua? [ | da [ ] He

AKO ,,1a%, MOJISl ONUILIETE NPEATIPUETUTE

HNkoHOMHYECKUAT oOmepatop uMa Jid uHbOpMaIuUs 3a
KOH(IMKT HA MHTEPeCH™, CBbP3aH C YYACTHETO My B
mpoleAypara 3a Bb3jaraHe Ha oOOIIeCTBEHA IMOpbuKa?
AKo ,,1a%, MOJIs, OTUITIIETE MTOAPOOHO:

[] Ha [] He

25
Boxe. HAUUOHATTHOMO 3a1<0u00ame11cmeo, CbOMEEeMHOMO 00a6/1eHUe UU 00Kymenmauu}1ma 3a 06mecm8euama

nopvuka.

% Tasu urpopManms He TPGBA 1a Ce 1aBa, AKO MKIIOYBAHETO HA HKOHOMIYECKH OIIEPATOPH B EIMH OT CIIydanTe,
n30poeHn B OYKBH ) - €), € 32 IBJKUTETHO CHIIIACHO MPUIIOKMMOTO HAIIMOHAIHO MPAaBO 0€3 KAaKBaToO H /1A e
Bb3MOKHOCT 32 [I€POTralusi, JOPH aKO HKOHOMHYECKHSAT OTIEPATOP € B ChCTOSHHE JIa M3IIBJIHH IOPBHUKATA.

T Ako e npunoscumo, 6ic. ONPedeNeHUsMa 8 HAYUOHATHOMO 3AKOHOOAMEICMEO, CLOMEEMHOMO OOAGIEHUE UNIL 8

OOKyMeHmauuﬂma 3a o6mecmeeHama nopwvuka.

28
Kakmo e nocoueno 6 HAYUOHAJIHOMO 3aKOH00(lm€]lCWl60, CbOMBEMHOMO 00AGNEHUE UL 8 OOKyMeHmauuﬂma 3a

o6u;ecmeeﬁama nopwvuka.
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HNxoHOMUYECKHUSAT OMEPATOP WM CBBP3aHO C HETO
MPENPHUSITHE, TPETOCTABSII T € KOHCYJITAHTCKH YCIyTH
Ha Bb3JIarallys OPraH WIHK Ha BB3JIOKUTES UIH YIACTBAJ
JIM € 1O APYT HAYHH B MOATOTOBKATA Ha IpoIleIypaTa 3a
BB3JIaraHe Ha OOIIecTBeHa MOPhUKa? [...]
AKo ,,1a%, MOJIs, OTUIIETE TOAPOOHO:

[] Ha [] He

CrnyuBasio v ce € B MUHAJIOTO IOTOBOP 32 O0IIecTBEeHa
MOPBYKa, JOTOBOP 32 MOPBUKA C BH3JIOKHUTEI HITU JTIOTOBOP
3a KOHIIECHSI HA UKOHOMUYECKHSI OTIepaTop Jia € Oui
MpeICPOYHO MPEKPATEH K J]a ca My OWIIM HaJaraHu
00€3IIeTeHNS WITH JPYTH MOI00OHY CaHKIIMY BB BPB3Ka €
Takapa MophYKa B MUHAJIOTO?

AKO ,,1a%, MOJISI, OIIUIIETE MOAPOOHO: [...]

[] Ma[] He

AKO ,,4a%, UKOHOMHUYECKHUST ONepaTop
MIpeIpreN IU € MEePKH 32 peabuIuTHpaHe Mo
cBos ununmatuBa? [ | Ha[ ] He

AKO ,,1a%, MOJISl ONUILIETE NPEAIPUETUTE
MEpKH: [

Moxe 11 UKOHOMUYECKHUSAT ONIepaTop /a MOTBBP/IH, Ye:

a) HE ¢ BUHOBEH 32 NI0JlaBaHe Ha HeBePHHU JaHHU TIPU
MPeIOCTaBsIHETO HAa MHPOpPMANHATa, HE0OX0IuMa 3a
IpOBEpKaTa 3a JIMICA Ha OCHOBAHMS 32 N3KJIFOUBAHE WX 32
W3IIBITHEHUETO Ha KPUTEPUUTE 3a TIoA00p;

0) He e YKPHUJ TakaBa NHPOPMAIIHS;

B) MoKe 0e3 3a0aBsiHe /1a IPeJ0CTaB! PUAPYKABaIIUTES
OOKYMCHTH, U3UCKBAHW OT Bb3JIaralusa opraH Wjin
BB3JIOXKUTCIIA, 1

T) HE ce € OIUTAJ JIa YIIPaKHHU HEMO3BOJICHO BIIMSHHE
BBPXY IpOLiEca Ha B3EMAHE Ha PELICHUS OT Bb3JIaralus
Oprad W BB3JIOKUTEIIA, Ja OJTYUN TOBEPUTECIIHA
nH(popManus, KOATO MOXKE J]a My J1a/ie HEONpaBIaHH
IpeIMMCTBA B TIPOLEypaTa 3a Bb3jarane Ha oOIIecTBeHa
MOpBYKA, WK J1a TIPEJOCTABHU MOPAJIN HEOPEKHOCT
nojBeXana nHGopMaIys, KOSATO MOXKE J]a OKaxe
CBIIIECTBEHO BIMSIHUE BBPXY PEIICHUATA TI0 OTHOLICHHE Ha
U3KJII0OYBAHETO, IO00pa MIIM BH3JIaraHeTo?

[] Ha [] He

I': A”PYT'U OCHOBAHMUA 3A U3KJIIIOYBAHE, KOUTO MOXE JJA BBJIAT
HNPEABUJAEHU B HAIIMOHAJIHOTO 3AKOHOJATEJICTBO HA BB3JIAT' AIIIUA
OPI'AH MJIM BB3JIOKHUTEJIA HA 1P KABA YWIEHKA

Cneumﬁulmu HAUUOHA/IHU OCHO6AHUA 34 U3KIIOUeaHe

Omzosop:

[punarar nu ce cnenquUIHATE HAIIMOHAIHN OCHOBAHUS 32
H3KJIIOYBaHe, KOUTO Ca IIOCOYEHU B ChOTBETHOTO OOSIBJICHUE UJIA B
JIOKYMEHTAIMsTa 3a 00IIeCTBEHATA MOPbhYKa?

Axo 0okymenmayusama, U3UCK8AHA 8 CbOMBEMHOMO 00s6IeHUe UIU 8
O0OKYMeHmayusama 3a HOpvLUKama ca 00CMBbIHU NO e1eKMPOHEH Nbi,
MOJISL, nocoyeme:

[...]1[]1 Aa[] He

(veb aopec, opean umu cnyacoa,
uzoasauyu OOKyMeHmad, mo4Ho
1n0308a8ane Ha OOKYMEHMA).

[FUUTTN | PN | TR | P

B cay4aii ye ce npuiiara HaKoe cenM(pUUHO HAIHOHAJIHO
OCHOBaHHeE 32 N3K/II0YBAHE, MKOHOMUYECKHAT ONEpaTop
MIPEIPHUEN JTH € MEPKH 32 PeaOIITUTHPAHE 110 CBOSI HHUIIUATHBA?
AKO ,,1a%, MOJISI OIMIIIETE MTPETPUETUTE MEPKHU:

PMouns na ce ITOBTOPH TOJIKOBA IIBTH, KOJIKOTO € HEOOXOAMMO.
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Yacr IV: Kputepuu 3a noadop
Ommnochno Kpumepuume 3a noooop (pazoena unupazoeau A—I" om nacmoawama yacm)
UKOHOMUYECKUAN Onepamop 3a:16:64a, ue
o. OBIIO YKA3SAHUE 3A BCUUKU KPUTEPHHU 3A ITIOJIBOP

Hxonomuueckuam onepamop ciedga 0a NONBIAHU MA3u UHPOPMAUUA CAMO AKO 6b3NALAUWUAM OP2AH WU
6B310)CUMENIAM € HOCOUUl 6 CHLOMEEMHOMO 00s61€HUe UMW 6 OOKyMEHmauusama 3a HopvUKamd,
nocoueHna é 00a61eHUEMO, Ue UKOHOMUYECKUAM ONEPAMOp Moice 0a ce 0ZPAHUYU 00 NONBIGAHEMO Ul 6
pazoen com uacm 1V, 6e3 0a mpaodea oa a nonwviaea é opye pazoen na wacm IV:

Cna3zeane Ha 6CUYUKU U3UCKEAHU KPUMEPUU 3d NOOOOD Omezoeop:
Toit oTroBaps Ha U3MCKBAHUTE KPUTEPHH 32 TOAO0D: [1 Ha[] He
A:TOOHOCT

UKoHoMuYeckuam onepamop cnedea 0a npedocmasu UHGOpMayusa camo Ko2amo Kpumepuume 3d
nodbop ca 6unu U3UCKEAHU OM 8b37a2aWiUs Op2aH UAU 6b3soXumensa 6 obasneHuemo unu e
doKymeHmMayuama 3a nopv4ykama, nocovyeHa e obsassneHuemo.

T'oonocm Omezosop:

1) Toii e BiMcaH B ChOTBETHHS [...]

npogdecuoHaeH WIN ThPrOBCKH PErHCTHP B e adpec, opean unu cayxcoa, uzoasauy OOKyMeHma,
JIbPIKABATA UICHKA, B KOSITO € YCTAHOBEH  : MOYHO N0306a6aHe HA OOKYMEHMA).

Axo cvomeemHume 0OKyMeHmu ca Ha [...... 1...... 1I.-.... 1[...... ]
pasnonodicenue 8 eleKmponer hopmam, Mo,

nocoveme: (veb adpec, opean unu cysxcoa, uzoasawu OOKymenma,

MOYHO no3oeasaHe Ha éOKyMeHma):

2) Ilpu nopbYKHM 32 YCJIYIH:

Heob6xoammo u e criennanHo pa3penieHue uin [1 Ha [] He Axo na, MoJis mocoUYeTe KaKBO U JaJIH
YJIEHCTBO B OTIpeJielieHa OpraHu3aIys, 3a 1a MKOHOMHYECKHSAT OTIepaTop TO MpUTEexKana: |...]
MO’K€ HKOHOMUYECKHSIT OTIepaTop J1a H3IBbITHU (veb adpec, opean unu cysxcoa, uzoasawu OOKymenma,
CHOTBETHATa yCIIyra B JbpKaBarta Ha MOYHO NO306A6AHE HA OOKYMEHMA):
ycTaHOBsIBaHE? [...... 1...... 1I...... 1[...... ]

Axo cvomeemuume 0OKyMeHmMu ca Ha
DPA3noN0dNCEHUE  eNIEKMPOHEH POopMam, MO,
nocoueme:

b: IKOHOMMWYECKO U ®PUHAHCOBO CBbCTOSAHHUE

Hronomuueckuam onepamop ciedsa 0a npedocmasu UHGOpMayUus camo Ko2amo Kpumepuume 3a noooop
ca Ounu U3UCKEAHU OM 6b3NAZAWUA OP2AH UTIU 6B3NONCUMENS 6 00A6IEHUEMO, U 6 0OKYMEHMAUUAMA
3a nOpv YKama, NOCO4UeHA 8 00A6IEHUEHO.

Hxonomuuecko u punancogo cvcmosnnue Omzosop:

la) HeroBusr (,,0011°) roguimeH 06opoT 3a Opos roauHa: [...... ] o6oport:[...... 1[...]BanyTa
(hMHAHCOBU TOAMHHU, U3UCKBAHU B CHOTBETHOTO roiuHa: [...... ] o6oport:[...... 1[...]BanyTa
0OSIBJICHHME WU B JJOKYMEHTAIIMATA 33 MOPhUKATa, € KAaKTO | TOAWHA: [...... ] obopoT:[...... ][...]BamyTa

%0 Kakro e ormcato B npwioxenne X1 kpm dupextusa 2014/24/EC; 6b3m02icHo e no omHuouienue Ha UKOHOMUYECKUme
onepamopu om HAKOU 0bPIHCABU YIIEHKU O0d ce npuiazam Opyzu U3UCKEAHUsl, HOCOUEHU 6 CHU{OMO NPUNLOIICEHUE
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cieBa:
u/uam 16) HeroBusT cpeaen roauiicH o00poT 3a Opost
TOJUHY, N3MCKBAHN B CHOTBETHOTO 00SIBJICHHE WJIH B
JIOKYMEHTAIHATA 32 MOPBYKATA, € KAKTO CJIeIBa’ :
Axo cvomeemuume OOKYMeHMU CA HA PA3NOTONCEHUE 6
eleKmponen hopmam, MoJis, nocoyeme:

(6poit roguHM, cpeaeH 000poT):

[...... 1.[...... 1[...]pamyTa

(yeb adpec, opearn unu cayscoa, uzodasauju
OOKyMeHma, mo4Ho No3068a6aHe Ha

dokymernma): [...... 1[...... 1[...... 1I...... ]

2a) HeroBusT (,,KOHKPETEH ‘) TOTUIIICH 000OPOT B
CTOMaHCKAaTa 00J1acT, 00XBaHATA OT MOPBYKATA U
MTOCOYEHA B CHOTBETHOTO OOSBIICHUE, WIH B
JOKYMEHTAIMATA 3a MOPbUYKATa, 32 M3UCKBAaHUS OpOit
(MHAHCOBH TOIWHM, € KaKTO CJIe/Ba!

u/unu 26) HeroBusr cpeaeH rogumicH 000poT B
o0JiacTTa M 32 Opost rOAMHH, H3HCKBAHH B
CHOTBETHOTO 00SIBJI€EHHE WJIN IOKYMEHTAIUATA 32
MOPHYKATA, € KAKTO CIIeBa°;

Axo cvomeemHume 0OKyMenmu ca Ha pa3noioxiceHue 8
eleKmpoHnen hopmam, Mo, nocoveme:

roauHa: [...... ] oGoport:]...... 1[...]BanyTa
roauHa: [...... ] o6oport:[...... 1[...]BanyTa
romuHa: [...... ] obopoTi[...... 1[...]BamyTa

(6poit roguHM, cpeaeH 000poT):

[...... 1.[...... 1[...]BanyTa

(veb adpec, opean unu cayxcoa, uzoasauju
O0OKyMeHma, MmoyHO N030846aHe Ha
Ookymenmayusma): |...... 1[...... 1I...... 1...... ]

3) B cnyyaii de nunicBa nHQOpMAIs OTHOCHO 000poTa
(oOMmIMs MM KOHKPETHUS) 32 HEJHs H3UCKYeM TIepHo],
MOJIA, IIOCOYETE NaTaTa, Ha KOSITO HKOHOMHYECKHUAT
oIepaTop € yUpeJeH WK € 3allouHal JSHHOCTTa CH:

4) 1o ce oTHACSH 10 PUHAHCOBHTE CHOTHOMICHUS >,

IIOCOYCHU B CHOTBETHOTO OOSIBJICHUE, UITH B
JIOKYMEHTAIIMATa 33 00IIeCTBEHATA MTOPHYKa,
WKOHOMUYECKHUAT OTIEPATOp 3asIBSIBA, UE peaHaTa UM
CTOMHOCT €, KaKTO CJICJBa:

Axo cvomeemHume 0OKyMenmu ca Ha pa3noioxiceHue 8
eNeKmpOoHer popmam, MOJis, Hocoueme:

(HOCO‘IBaHC Ha N3HCKBAHOTO CbOTHOIICHUC —

CHOTHOIICHHE MEKIY X H y>' — H CTOHHOCTTa):

.1 [....T"

(veb aopec, opean unu cysicoa, uzoasauu
OOKyMeHma, Mmo4Ho No308asaHe Hd

ookymenma): [...... I...... 1IL...... 1[...... ]

5) 3acTpaxoBaTellHaTa CyMa 1o Heropara
3aCTpaxoBaTeHa MOJUIA 332 PUCKA ,,PodeCHOHATTHA
OTTOBOPHOCT" BB3JIM3a Ha:

AXO chOTBETHATa MHPOPMAITHS € Ha PA3IIOJIOKEHHE B
CJICKTPOHEH (OPMAT, MOJIsI, TOCOUETE:

(ye0 axpec, opran wiu city>x0a, U31aBaIiu

JIOKyMEHTa, TOYHO MTO30BaBaHEe HA JOKYMEHTA):

6) o ce oTHacs 1O IPYrUTe UKOHOMUYECKH MU
(hPMHAHCOBU U3MCKBAHUS, aKO MMa TaKHBa, KOUTO MOXKE J1a
ca [IOCOYEHU B CHOTBETHOTO OOSIBIIEHUE UJIH B
JIOKYMEHTAIHATa 3a 00IIecCTBEHATa IMOPHYIKa,
WKOHOMHYECKUST OTIepaTop 3asBsBa, Ue:

AKO ChOTBETHATA JIOKYMEHTAIIUs, KOSITO MOXeE Jia € Ouiia
I10COY€Ha B CbOTBETHOTO OOSBJIECHHUE UJIN B
JIOKYMEHTAIMATa 3a O0IIecTBEHaTa MOPBUKa, € IOCTHITHA
10 €JICKTPOHEH BT, MOJIS, TOCOYETE:

(ye0 ampec, opran mim ciry>x0a, U3/1aBaIin
JOKyMEHTa, TOYHO TI030BaBaHE Ha
JMOKYMEHTAIMATA): [...... 1[...... 1I...... 1[...... ]

B: TEXHUYECKHU U ITIPOPECHOHAJIHU CIIOCOBHOCTH

Hxonomuueckuam onepamop cneoéa 0a npedocmagu UHGOpMayus camo Ko2amo Kpumepuume 3a noooop
Ca Ounu U3UCKE6AHU OM 6b3NAZAUUA OP2AH UL 6B3NONCUMENA 6 00AGNCHUECMO, UL 6 OOKYMEHmayuama

3a nopvuKkama, nocouena 6 00sa61eHUemo.

31

Camo aKo e pa3peLleHo B CbOTBETHOTO obaBneHe nnun B AOKYMEHTaLUUATa 3a O6LI.I,ECTBeHaTa NnopbYKa.
32

Camo aKo e pa3spelleHo B CbOTBETHOTO obsABneHe nnun B AOKYMEHTaUUATa 3a O6LI.I,ECTBEHaTa nopbYKa.

58]
Hanprvmep CbOTHOLIEHNETO MEXKAY aKTUBUTE U NacusuTe.
34
Hanprvmep CbOTHOLIEHNETO MeXKAY aKTUBUTE U NacusuTe.
35
Monsa ga ce NnOBTOPM TOIKOBA MbTU, KOMKOTO € HEOGXO,D,MMO.
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Texnuuecku u npoghecuonannu cnocoonocmu

Omezosop:

la) Camo 3a oouecmeenume nopvuKu 3a
cmpoumencmaeo:

IIpe3 ped)epeHTHHS MePHOL HKOHOMUUYECKHST
OIepaTop € U3BBHPILINJ CJIeTHUTE CTPOUTETHU
AeifHOCTH OT KOHKPeTHHUS BU/:

Axo cvomeemnume OOKyMeHmu OMHOCHO
000pOmMO U3NBIHEHUE U pe3yIMam om Hali-
8avicHUme cmpoumennu pabomu ca Ha
pasnonodicerue 6 eleKmponer hopmam, Mo,
nocoueme:

Bpoit roguam (TO3M TIEpHO € oTpeaeicH B 00SBICHHETO
WM JOKYMEHTAIHTa 332 00IIeCTBEHATA TOPHIKA):

(yeb adpec, opearn unu cayscoa, uz0asauyu OOKyMeHmd,
MOYHO NO3068A6AHE HA OOKYMEHMA):

U | OO OO | RO

10) Camo 3a o6uecmeenu nopvuKu 3a
00CmasKu u 0ouiecmeenu NOPLYKU 34 YCIy2u.
IIpe3 ped)epeHTHIS MePHO . HKOHOMUUYECKHST
OIepaTop € U3BbPLINI C/IeAHUTE OCHOBHH
AOCTABKHU WJIH € MPeI0CTABUJI CJIeTHUTE
OCHOBHHU YCJIyTH OT nocouenusi Bua: [Ipu
W3TOTBSIHE HA CITUCHKA, MOJISI, IOCOUETE CYMUTE,
JaTUTE U TOJTy4aTeNIuTe, He3aBUCHMO JaJH Ca

3r.
MyOJIMYHU WITH YaCTHH CyOeKTH

Onmcanne [Tosrygarenu

2) Toit MOKe Ja U3MO0JI3BA CICTHUTE TEXHHYECKH
JIMIA WIH 0praHH38, 0COOCHO TE3H, OTIOBAPSIIU
3a KOHTPOJIA Ha KAYeCTBOTO:

3) Toit m3m0I3Ba CIICTHUTE TEXHUICCKU
CHOPHKCHUS M MEPKH 3a TapaHTHUPAHE Ha
KadecTBO, & ChOPHKEHUATA 32 POYIBAHE U
M3CIIeIBaHe ca KaKTO CIe/Ba:

4) [Ipu M3mbIHEHNE HA TIOPHUKATA TOM 1Ie ObJC B
CbCTOSHUE Ja Ipuiara CIECIHUTE CHCTEMH 3a
yIpaBjieHHe U 3a npocjelsiBaHe Ha Bepurara
Ha 10CTaBKa!

5) 3a komnnexcHu cmoxu uu ycayau uiu, no
U3KIIOYEeHUe, 3a CIMOKYU WU YCILyeU, KOUMo cd CbC
CneyuatHo npedHa3Haverue:

NKOHOMUYECKHAT OTIepaTop e TO3BOJIU JTU
M3BBPIIBAHETO HA IIPOBEPKH HA HErOBHS
MTPOM3BOCTBEH WIIM TEXHUYECKH KAIalUTET H,
KOTaTo € HeoOXOMMO, Ha CPEICTBATA 32
MpOy4YBaHe U U3CIeABaHe, C KOUTO pa3Iosara,
KaKTO U Ha MEPKHUTE 32 KOHTPOI Ha Ka4eCTBOTO?

6) Cnegnata o6pa3oBaTtesiHa U nNpodecuoHaIHa
KBaTU(UKANMSA ce TPUTEXaBa OT:

a) TOCTAaBYMKA HA yCIyTa WU CAMHS W3ITBJIHATEI,
u/unu (B 3aBUCHMOCT OT M3MCKBaHUSITA,
MOCOYEHH B OOSIBIIGHUETO, HITH B
JTOKYMEHTAIMATA 32 O0IIECTBEHATa OPHYKA)

0) HeroBuUsi pHKOBOJICH ChCTAB!

36
B’B3J’Ial"aH.[I/ITe OpraHyv Morat a H3UCKAT HATMIMETO HAa ONUT 0 TP TOAWHHU U 1a MPHEMAT OIUT OTIIPEAN IMOBEY€ OT

TPH TOJAVHHU.

¥¢c JpYrd AyMH, BCHYKH MOJIy4YaTeln clieBa qa 0baaT n30pOoeHH U CIUCHKBT ClIe/(Ba Ja BKIIOYBA ITyOIMYHUTE U
YaCTHUTE KJIMEHTH 32 ChOTBETHUTE TOCTABKU MIIN YCIIYTH.

% 3a TexHMUECKUTE NI WA OpraHu, KOUTO HE Ca CBBP3AHH MPIKO C MPEANPHUATHETO HA UKOHOMHYECKHS OTIepaTop, HO
YUHTO KamaluTeT TOM M3M0I3Ba ChIrilacHO mocovdeHoTo B yacT II, pazaen B, cinensa ga ce mombinst otaenaun EEJIOIL.

% IIpoBepkara ce U3BLPINBA OT Bh3JIAralllysl OPTaH Wi, IPH ChIVIACKHE OT HETOBA CTPaHa, OT HETOBO UME OT KOMIIETEHTEH
oduIMaIeH OpraH Ha Ibp)KaBaTa, B KOSITO € YCTAHOBEH JOCTaBUMKBT HAa CTOKH WIIU YCIYTH;

45




HyﬁﬂI/I‘{HO CbhCTE3aHUEC C NPEAMET: ,,/[Jocmaexa na nekapcmeenu npodykmu 3a nyyxcoume na /JI15 — Kvpoxcanu®.

7) Ilpn u3mrbyiHEeHHE HAa IOPBUYKATa
NKOHOMHMYECKHUST OIIEpaTop I1e MOXKeE Ja
MIPWIOKH CIIETHUTE MEPKH 3a yIpaBJeHHe Ha
OKOJIHATA cpeja!

8) CpemnaTa roauIHa YMCISHOCT HA ChCTaBa Ha
WKOHOMHYECKHSI OTIepaTop U OPOAT Ha
PBHKOBOIHUS IEPCOHA MIPE3 MOCICTHUTE TPU
TOJIMHU Ca, KAKTO CJIC]Ba!

9) CnenHruTe MHCTPYMEHTH, ChOPbBKEHUSI HJIU
TeXHUYeCcKO 000pyABaHe 1mie ObIAT HA HErOBO
pa3nonokeHue 3a U3MBIHEHUE Ha IOTOBOpa!

10) HMxoHOMHYECKHAT OmepaTop Bb3HAMEPSBa
eBEHTYAJIHO /Ia Bb3JI0KH HA MOAH3IbIHUTE
W3ITBIHEHUETO Ha CcJIeJHATa 4YacT (NMPOLEHTHO

U3paxeHune) OT NophUKaTa:

11) 3a obwecmeenu nopvuku 3a 00cmasKu:
HKOHOMHYECKHST OTepaTop e JOCTaBU
M3UCKBAaHUTE MOCTPH, ONIMCAHUS WU CHUMKH Ha
MPOJYKTHUTE, KOUTO HE TPSOBA J1a ca MPUAPYIKEHH
OT cepTH(UKATH 32 aBTCHTHYHOCT.

AKO € MPUIOKUMO, UKOHOMUYECKHUSAT OIIePaTop
JIEKJIapupa, Ye M€ OCUT'YPU U3UCKBAHUTE
cepTU(HUKATH 32 ABTCHTUYHOCT.

Axo cvomeemuume OOKyMeHmuU ca HA
PA3nonodicenue 8 eleKmpoHer opmam, Mois,
nocoueme:

12) 3a obwecmeenu nopwvuku 3a 0ocmasku:
HNxoHOMUYECKHUAT OIIepaTop MOXKe JIU Ja
MpEACTaBU U3UCKBAaHUTE CePTH(PUKATH,
M3TOTBEHU OT O(UIMATHO PU3HATH
HHCTUTYIMH WM areHIINH M0 KOHTPOJ HA
Ka4eCcTBOTO, TOKA3BAIlH CHOTBETCTBUETO HA
MPOJYKTHUTE, KOUTO MOTAT J1a ObJaT SICHO
UAeHTU(UIIMPAHN Ype3 TT030BaBaHEe HA
TEXHUYECKHU CreNU(DUKALNN WU CTaHIapTH,
MMOCOYCHHU B OOSBICHUETO UM B JOKYMEHTAIIUSTA
3a nopbyukara?

AKxo ,,He*, MOJIsI, OOSICHETE 3alIll0 U IIOCOYETE
KaKBH JIPYTH JI0OKA3aTeJICTBA MOrar ja ObaaT
TIPEJICTABEHH:

I': CTAHJAPTHU 3A OCUT'YPSABAHE HA KAYECTBOTO
N CTAHIAPTHU 3A EKOJIOI'MYHO YIIPABJIEHUE

Hxonomuueckuam onepamop ciedea 0a npeoocmasy UHPOPMayus camo Ko2amo cmanoapmume 3a
ocuzypsaeane Ha Ka4ecmeomo u/unu CmaHoapmume 3a eKOJ102UYHO YRPAGIeHUEe CA DU USUCKAHU Om
6B31aA2AWUA OP2AH WU 8D3NIOHCUMETS 6 00A6TEHUEMO UIU 8 0OKYMEHMAUUAMA 34 00Wecmeenama

nopv4Ka, nocovena 6 o00saeneHUemo.

40 AKO MKOHOMHYECKUST OrepaTop_€ peInJa 1a Bb3JI0XKHU IMMOJU3IIBJIHCHUETO HAa YaCT OT JOTrOBOpa M 1€ U3II0JI3Ba
KarnanuTeTa Ha IMOAU3IIbJIHUTCIIA, 3a Aa U3IIBJIHU Ta3W 4acCT, MOJIA, NOIIBJIHETEC OTACIICH EEI[OH 3a NOAU3IIbJIHUTCIIUTC,

BXK. yacT I, paznen B mo-rope.

46




HyﬁHI/MHO CbhCTE3aHUEC C NPEAMET: ,,/[Jocmaexa na nekapcmeenu npodykmu 3a nyyxcoume na /JI15 — Kvpoxcanu®.

CTaH4apTH 33 OCUTypABAHE Ha KAYeCTBOTO M CTAHAAPTM 3@ €KOJIOTMYHO OTrosop:
ynpasfieHue

NKOHOMMYECKUAT ONEPaTop e MOXKe /IM Aa NPeAcTaBu cepTudmKaty,
N3roTeeHu" OT He3aBUCUMU OPraHn N AOKa3Baln, 4He MKOHOMUYECKUAT
onepaTop OTroBaps Ha CTaHAAPTUTE 33 OCUMIYPABAHE HA KayecTBOTO,
BK/IIOYMTENIHO TE€3M 33 AOCTbMHOCT 33 XOpa C yBpeXKaaHuA.

AKo ,He", mons, obacHeTe 3all0 M NOcoYeTe KakBU APYrX A0Ka3aTescTBa
OTHOCHO CxemaTa 3a rapaHTMpaHe Ha KayecTBOTO MoraT Aa 6vaat
npeacraBeHu: AKO cboTBETHUTE AOOKYMEHTU Ca Ha pa3nosioXeHune B
eneKkTpoHeH dopmaT, MoNs, nocoyeTe:

MKOHOMMYECKMAT OnepaTop LLLe MOXKe /N Aa NpeacTaBu cepTudmKaTi,
W3roTBEHW OT HE3aBUCMMM OPraHn, A0Ka3Balln, Ye MKOHOMUYECKUAT
onepaTop OTroBapsA Ha 3a4b/IXKUTENHUTE CTaHAAPTMU UAN CUCTEMU 33
€KO0/I0rMYHo ynpasneHue? AKo ,He", Monsa, obacHeTe 3alllo U NocoYeTe KakBu
APpYrn AOKa3aTencTBa OTHOCHO CTaHAapPTUTE UAKU CUCTEMUTE 38 €KOJI0TUUYHO
ynpasaeHue moraT Aa 6baaT npeacTaBeHu:

AKO CbOTBETHUTE AOKYMEHTM Ca Ha Pa3Mo/oXKeHME B e/1eKTPOHeH dpopmar,
MO/A, NocoyeTe:

Yacrt V: HamaasiBade Ha Oposi HA KBAJIH(PUIIUPAHUTE KAHAUAATH

Hxonomuueckuam onepamop ciedsa 0a nPedoCmasu UHGOPMayus camo KO2amo 6b31a2aujusm opean
UTTU 6D3NOHCUMEIAM € NOCOYUTI 00eKMUGHUME U HEOUCKPUMUHAYUOHHU KPUMEPUU UlU NPAGUld, KOUMO
mpa6ea 0a 6v0am NPUNOHCEHU C Uell 02PAHUYABAHe OPOA HA KaHOuOdamume, KOUmo uie 6v0am noKaHeHu
3a npedcmagsane na oghepmu unu 3a nposexncoane na ouanoz. Tazu ungopmayus, Koamo mosice oa 6voe
CBbHPOBOOEHA OM U3UCKEAHUS OMHOCHO GUO0BEmE CePMUPUKAmU Uiy Yopmu na 0OKyMeHmaanu
O0oKazameicmea, aK0 UMa TAKUBA, KOUNO mpadea 0a 6v0am nPeocmageHu, ce CbObPIHCA 6 CLOMEEHHOMO
005671€HUe UL 6 OOKYMEHMAYUAMA 30 00ulecmeeHama nopvuKa, nocouena é 0osaenenuemo.Camo npu
0Zpanuyenu npoyeoypu, CbCHe3amennu npoyeoypu ¢ 00206apane, npoueoypu 3a Cbcme3aneen Ouanoz u
RAPMHBOPCMEA 3a UHOBAUUU:

HMxoHOMUYECKUAT oneparop ACKyapupa, 4e:

HawmansiBane Ha 6pos OTtroBop:

Tol 3NBJIHABA LIEJIUTE U HEIUCKPUMHUHAITMOHHUTE KPUTEPUU WIIH [...... ]

42
MpaBuiia, KOUTO TPsIOBa Jia ObIAT MPUIIOKEHH, 3a JIa CE OTPaHUYHU OpOST [...][]1 Ha[] He
Ha KaHAMJATUTE 110 CIICIHUSI HAYKMH:

B ciyudaii, ye ce U3MCKBAT HIKOU CepTHHUKATH WK APYTH GOPMH Ha (ye0 anmpec, opra win ciyxoa,
JIOKYMEHTAJTHU JIOKA3aTeJICTBA, MOJIsI, TOCOYETE 33 BCEKHU OT TSIX, JNaJIH M3JIaBally JOKYMEHTa, TOYHO
WKOHOMHYECKHST OMEPATOpP Pasroliara ¢ U3UCKBaHUTE TOKYMEHTH: [1030BaBaHe Ha

AKO HSKOU OT Te3u cepTUhHUKATH WU POPMHU HA IOKYMEHTATHU JIOKYMCHTAIHSTA):
JI0Ka3aTeJICTBA ca Ha Pa3IoIOKEHUE B eJeKTpoHeH hopMmat 41, Mos, [...... 1[...... 1I0...... 1...... 1%

IIOCOYECTE 3a BCUYKH OT TAX:

Yact VI: 3aKk/110YUTEIHH MOJI0KEHUSA

Honynoonucanusm oexnapupa, ue ungopmayusma, nocowena 6 yacmu Il — V no-eope, e sspna u
MOYHA, U Ye e NPe0CmaBena ¢ ICHOMO pazdupane Ha nocieOCmeUsma npu NPeoCmassHe Ha HeGepHU
OaHHU.

4 MOJ'ISI, IIOCOYETE SICHO KbM KOM JAOKYMEHT C€ OTHAcCsd OTTOBOPBT.

“2 Mons na ce ITOBTOPH TOJIKOBA ITETH, KOJIKOTO € HEOOXOIMMO.
*3 Mons na ce ITOBTOPH TOJIKOBA ITHTH, KOJIKOTO € HEOOXOAUMO.
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Honynoonucanusm oguyuanino oekiapupa, ue e 6 CbCMmosAHUe Npu Nouckeawe u 6e3 3abasa oa
npeocmasu ykazanume cepmuguxkamu u opyeu Gopmu Ha OOKYMEeHMAIHU 00KA3aAMenicmaed, 0C8eH 8
cryyaume, KO2amo:

a) 8v3naLAWUAM OP2AaH UNU 8B3NIOACUMETISIN MOXdCe 0d NOYYU NPUOpyHcasaujume OOKYMeHMU upe3
npsaK 00CMbN 00 CbOMBEMHAMA HAYUOHATHA 0A3ad OAHHU 6b8 BCAKA ObpHCABA UNEHKA, KOAMO e

44
00CMBIHA be3naamuo”; il

Honynoonucanusm oasa oguyuaino cveracue [nocoueme 6vb3nazauwjusi OpP2aH UIU 6b3LONCUMENs
cvenacro wacm I, pazoen A] 0a nonyuu docmvn 00 OoKymMeHmume, NOOKpensuu uHgpopmayusma,
KOAIMoO e npedocmagena 6 [nocoveme cvomeemuama dacm, pazoen/ mouka/u] om HacmMoAWUsl
Eounen eeponeiicku 0okymenm 3a obwecmeeru nopvuku 3a yeiume Ha [ocodere mporeaypara 3a
BB3JIaraHe Ha OOIeCTBeHAa MOpBhYKa: (KpPaTKo OMHCAHHWE, MpernpaTka KbM MyOJHKausaTa B
Oguyuanen secmuux na Eeponetickus cvro3, pedepeHTeH HOMED)].

Hara, msicto u nognuc(u): [...... ]

4 Mpwu ycnosue, Ye MKOHOMUYECKUAT ONepaTop e npeaocTaBmn Heobxoanmata nHdbopmauus (yeb adpec, opeaH uau
cnyncba, uzdasawu O0KyMeHma, moyHo 0308a8aHE HA OOKYMEHMAyuAama), KoAamo rno3e0/1a84a Ha 8b3/1020WUA OpP2aH
unu Ha 8b3noxcumess 0a 2o Hanpasu. Kozamo ce usuckea, moea mpsabea a bvoe cbpoB8oOEeHO 0M CbOMBEMHOMO
cvenacue 3a 0ocmduil.
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Oopazey Ne3

NPEIJOKEHUE 3a u3anb/jiHeHHE HA IOPbYKATA
B ChOTBETCTBUE C TEXHUYECKHUTE CIICITU(PUKAIINN U H3UCKBAHUATA HA BH3IOKHUTEIS
mo ui. 39, an. 1, 1. 1, 6yksa ,,0° ot I[ITI30I1

JonynoanucanusT/vara
....................................................................................................................... ¢ JmuyHa Kapra Ne

........................ , I3JAJICHA HA .......evvvvvvvvnens OT cevevvvvvvevenennnnnnn, C ETH L.......,, B KAUECTBOTO
MU HA .oooveeeniienieenireeieenene (nocousa ce cvomeemHomo Kauecmeo Ha auyemo no uun. 47, an. 4 om
30I1), npencraBisBall ............ e rerterteeriieenea... (MOCOYBA ce  HOPUOUUECKO

Juye, eOHONUYeH Mbp2osely, 06ec)uHeHue 6 m. u. o6e0uHeHue KOemo HAMA npasHa ¢hopma, y4acmuux
6 obedunenue), y4aCTHUK B Ipouenypa no pena Ha 30II 3a Bp3naraHe Ha OOIIECTBEHA MOPBUKA C
IIpEAMET: ,,JlocTaBKa Ha JiekapcTBeHH NPOAYKTH 3a HykauTe Ha JIIb — Kbpakaan®

O00C00CHA MOZHUIHMSIA Nluuoooueerrruenssenssaenssnnssanssnesssesssnessansssnssssasssssssassssassssssssssssaess

YBAKAEMMU I'OCIIOJIA,
Bu npesncraBsaM HacTOSIIOTO IPEVIOKEHUE BBB Bpb3Ka ¢ 00sBeHarTa oT Bac mpouenypa.

1.3ano3HaTH cMe ¢ NpeMeTa HA MOPbYKATA U YCJIOBHUSATA, 32J105K€HH B JOKYMEHTAIIUATA 32
ydyacTue B IpOLeAypaTa U ' npuemMame 6e3 Bb3paskeHHsl.
2.Iloemame aHTra’KUMEHT 12 U3BBPIIUM CJIETHUTE JIH{HOCTH, CBBP3aHU ¢ U3MBJIHEHHETO HA
NOPBHYKATA N0 O00CO0EHA MOBUITHA NC...ouereerierssraneecssssssscsssssssasssssnsseces
- 0a u3évpuigame nepuOOUYHU OO0CMAEKU HA JEKAPCMEeHU NPOOYKmu Nno mexnHuuecka
cneyugpukayus noopoono onucanu 6 Ilpunoxncenue Nel kvm Texnuueckomo npeonosrcenue
cl1ed0 nocmynuau 3a4a6Ku om cmpana na Bvznoscumenn no Obocooena nozuyua M.................;
- Odocmaskama Ha 3aseenume neKkapcmeenu  npodykmu no Obocobena  no3zuyus

Nowoueoesueessuenssc i u36BPUIGAME 6 CPOK OM  .eseeesei/ewnee./ OHU, @ NPU CHEWIHU CAYYAU
O0.uuuueeeeeeneennesssssssssvssssssssssernnnniins /;

- Oocmasekama Ha 3ad8eHume JjexapcmeeHu npodykmu no Qbéocobena nozuyusn
Noy..ueiessreeesnens W€ U3BBPUIBAME 00 DOJTHUUHA ANMEKA/CKNA0 3a MeOuuuncku uzoenus ¢ /[I1b -
Kvpoosrcanu;

- 0ocmagenume nexapcmeenu npooykmu no Qoocooena no3uyua Ne........................KoM oamama

Ha 0ocmaeka wie 6vOam ¢ OoCMamvyeH CPOK HA 200HOCM He no-manvk om 60% om oouwusn
CPOK Ha 200HOCH.

3. U3BecTHO HHU e, Ye MOCOYEHUTE B MPeAMeTa Ha MOPbYKATA JIEKAPCTBEHH NMPOAYKTH ca
NPOTrHO3HU KOJHMYECTBA M Bb3JI0KUTEJISIT He Ce AHTAKUPA € MBJIHOTO UM 3aKylyBaHe.
4. ITpuemaMe 1a ce cunTaMe 0OBbP3aHU OT 3aAbJKEHUSITA M YCJIOBUSATA, N10eTH ¢ opepTaTa HH
0 u3THYaHe Ha 4 (YeTHpPH) Mecela BKJIIOYUTEIHO OT JaTaTa HA OTBapsiHe Ha oepTuTe

JIpyru npeaJiosKeHus

Ipunoscenue:
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»Ipunoxenne Nel KbM TEXHHUYECKOTO TpEATIOKEeHUE M0 000coOeHa mo3uust Ne................ -
Ha enekTponer /CD/ u xapTueH HOCHTEIT;

N3BecTHa Mu e oTroBopHOCTTA 1O 4. 313 oT HK 32 mocouBane Ha HeBepHU JaHHM.

........................ L e ]

Jata Nwme n pammmms IMoamuc Ha nutieTo (U mevar)

*,HOKymeHmume u daHHUMe 8 od)epmama ce noonuceam camo om ﬂuuemo/ma, Koemo/Koumo npedcmaeﬂﬂea/m y4yacmHukKa, noco4YyeHo e
cvoebHama peaucmpayua u ydocmoeepeHuemo 30 aKMyasiHoO CbCMosAHuUe U/U/ILI ynvs/iIHOMOWeHU 3a moea auya.

3abenexncka: Yuacmuuyume 3a0wadicumento mpsaoea 0a npeocmasiam MmMeXHU4eckomo cu npeonodceHue no
ymewpoenusi om Bvziooicumens makem Ha cneyupuxayusma Ha neobxooumume xpanumennu npooykmu, /Ipunoosicenue
Nel — nonvrsam pabommuus 1ucm 3a ROZUYUAMA, 3d KOAMO We y4acmeam /, 6e3 0a npoMeHsam UMemo u Cmpykmypama Ha
¢atina, kamo npemaxeam unu 000a6aM HOBU KOIOHU U pedose.

IIpu nooasane na npeonosxncenue no oadena 060codena no3uyusa, yLACMHUKLM ohepupa/nonviea/ 6cuuKku
peoose u Konouu 6 06ocodenama no3uyus.
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Oopazey Ned

JNEKJAPALIUASI
3a chIVIacHe ¢ KJay3uTe Ha MPHJIOKEHHUS MPOEKT HA J0roBop,
mo wi. 39, an. 3, 1. 1, 6yksa ,,B* ot [1T130I1

Jonynoanucanust/vara
....................................................................................................................... ¢ JmuyHa Kapra Ne

........................ , I3JAJICHA HA .......evvvvvvevnnns OT covevvvvvvvnnnennnnnnn, C ETH ..., B KAUECTBOTO
MU H2 .ooovevennienieenireeieenene (nocousa ce cvomeemnomo kavecmeo Ha auyemo no un. 40, an. 2 om
1I1130I11), npencrapisBan . . vieeee... (mocousa ce puouuecko

Juye, eOHOIUYEeH Mmbpeosely, o6eduHeHue 6 m. u. o6eduHeHue KOemo HAMA NpaeHa gopma, yuacmHux

8 obeduneHue), y9acTHUK B mpouenypa no pena Ha 30I1 3a Bp3iarane Ha oOIIeCTBEHA MOPBHYKA C
MpEeAMET:

»JocTaBKa Ha JlekapcTBeHH NPOAYKTH 3a Hy:kauTe Ha {IIb — Kpprxanu®,

JAEKJIAPUPAM, ye:

CpM chIiTaceH ¢ KIAy3UTE€ Ha TPWIOKEHHUS MPOEKT Ha JIOTOBOP 3a M3ITBIHEHHE Ha HACTOsIIATa
oOrmiecTBeHa MOPBHUKA IO OO0COOCHA TOBUITHIST NO........uviiiieiiiieiie i eiee sttt ene e

H3BecTHa Mu e otroBopHocTTa 10 Wi. 313 oT HK 32 nocouBaHe HAa HeBepHM JAHHM.

......................... Lot e

nmatallme u pamumus [Moxanwc Ha muneTo (U mevar)

*Jloxymenmume u Oannume 6 ogepmama ce NOONUCEAM CAMO OM JUYemo/md, KOemo/Koumo npeocmasisisa/m
VUACMHUKA, NOCOYEHO 8 CbOCOHAMA pecucmpayus i yOoCmogepeHuemo 3a aKmyaiHo CbCmoaHue u/uiu ynviHOMOWeHU
3a mosa uya.
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Oopazey Ne5

JNEKJIAPALIUSA
3a CPOKA Ha BAJIUIHOCT Ha odepTaTa no wi. 39, an. 1, 1. 1, 6yksa ,,r* ot [MI130I1

Jonynoanucanusar/nara
....................................................................................................................... ¢ JuyHa kapra Ne
........................ , I3JAJICHA HA .......evvvvvvvvnens OT cevevvvvvvevenennnnnnn, C ETH L.......,, B KAUECTBOTO
MU H2 ooerveeieenieeieenieenne (nocousa ce cvbomeemHOmMoO Kauecmeo Ha Juyemo), TPEACTaBIsABaLL
(nocousa ce
IOpuoUYecKo auye, eOHONUYeH muvpeosey, obeduHeHue, 8 m. 4. 0OeOUHeHue, KOemo HAMA NPAasHA
¢opma, yuacmuux 6 obedunenue), ydactHuk B nporeaypa nmo 30II 3a Bp3marane Ha oOlecTBeHa
MOpPBYKA C MPEIMET:

»JocTaBKa Ha JlekapcTBeHH NPoAYKTH 3a Hy:kauTe Ha [{I1b — Kppmrxanun®,

JAEKJIAPUPAM, ye:

[IpemiaranusaT CcpoK Ha BaUJAHOCT Ha odeprara Ha MPEICTABISBAHUS OT MEH YYacTHHK B
nporeaypara o O6ocodeHa mo3umus Ne e .................. (R ) Mecena, CYUTaHO OT KpalHHS CPOK
3a TI0JIy4aBaHe Ha OEPTH OT BB3IIOKHUTEIIS.

* [Ipeonazanusim om y4acmuuka cpox He modice 0a 6woe no-kpamovk om 4 [uemupul meceya.

H3BecTHa Mu e otroBopHocTTa 10 Wi. 313 oT HK 32 nocouBaHe HAa HeBEepHM JAHHM.

......................... Lo e

nmatallme u pamumus [Moxamnuc Ha muneTo (U mevar)

*Jloxymenmume u Oannume 6 ogepmama ce NOONUCEAM CAMO OM JuUYemo/md, KOemo/Koumo npeocmasisisa/m
VUACMHUKA, NOCOYEHO 8 CbOCOHAMA pe2ucmpayus u yOOCmo8epeHuemo 3a akmyaiHo CbCmosHue u/uil YnviHoMOueHu
3a mosa uya.
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Oopazey Ne6
JEKJIAPAIIUSA
3a koHGuAeHuHaaHocT 1o wi. 102, an. 1 u an. 2 ot 3011

Jonynoanucanusr/Harta
....................................................................................................................... ¢ JuyHa kapta Ne

........................ , I3IAJCHA HA .......cvvveeeeeeee. OT weveeneeeeevvevnnnennee, C ETH oo, B KQUECTBOTO
1907 00 O E (nocousa ce cbomeemHOMO Kawecmeo Ha auyemo no 4i. 47, ar. 4 om
30Il), npencraBisBall ........... .. veeeee.. (nocousa ce rpuouuecko

Juye, eOHONUYEH Mbpeosel, o6eauHeHue 8 m. u. 06eduHeHue KOemo HAMA NPasua gopma, y4acmHux
8 obedunenue), yaacTHUK B oTKpuTa mporenypa mo 3011 3a Bp3maraHe Ha OOILIECTBEHA MOPHUKA C
peIMeT:

»/10CTaBKa Ha JIeKapCTBEHH NPOAYKTH 3a Hy:kauTe Ha [{IIb — Kbpaxanu®,

JAEKJIAPUPAM:

1. UudopmanusTa, chabpKalia ce B

(l’lOCOUGClWl Cce KOHKpemHa yacm/yacmu om mexHuvyeckomo npedﬂoofceﬁue)

OT TEXHMUYECKOTO HHU npemioxkeHue mno OOocobena mnosumuss Ne................ , Jla ce cuuTa 3a
KOH(UICHIMATHA, TbH KaTO CBABPXKA TEXHUYECKH W/MIM TBPrOBCKM TalHU (BIPHOTO Ce
MoJ4epTaBa).

2. He 6uxme xenanu uHpopmanusaTa mo T.1 na 6bvae pakpusana ot Bb3JIOXKUTEJIA, ocBen B
IPEJBUICHUTE OT 3aKOHA CIy4aH.

H3BecTtHa mu e orroBopHocTTa 10 Wi. 313 o HK 32 mocouBaHe Ha HeBepHH TaHHU.

............................. L ] e

Jara Nme u bamuius IMonnuc Ha munero (U nevar)

Cvenacrno un. 102, an. 1 om 3011 yyacmuuyume moeam oa nocousam 6 ogpepmume cu UHGOPMAayus, KOAMO CMAMAM 3d
KOHPUOEHYUATHA 866 BPB3KA C HATUYUENO HA MbP2OBCKA MAlHA. Yuacmuuyume ne mo2am 0a ce no308a6am Hd
KOHPUOEHYUATHOCI NO OMHOUEHUE HA NPEOTOACCHUAMA OM Opepmume um, KOUMo NOONENCAM HA OYEHKA, Cb2LACHO YilL.

102, an. 2 om 3011 .

*Jloxymenmume u OanHume 6 ogepmama ce NOONUCBAM CAMO OM JIUYEmMo/ma, KOemo/Koumo npeocmaesnssa/m
VUACMHUKA, NOCOYEHO 8 CbOeOHAMA pecucmpayus u yOOCmMo8ePeHuemo 3a akmyaiHo CobCmosiHue Uu/uiu YuviHOMOWeHU
3a moga auya.
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Oopazey Ne7

TEKJIAPALUSA

JIOTYTIOMITHCAHUSIT/ “HATA: ...uveevveeureeereereenseeaseenseessseeseessseesseesssessseessseeseessseenseessseesseesssesnseessseensesnsees

D2 1 (O 02T 0 T 1 0 -
(nocousa ce ONBIUCHOCIMMA U KAYECTNBOMO, 8 KOEMO IUYEMO UMA NPABo 0a NPedCmasisiéd U Ynpaeised - Hanp.
U3NBAHUMENeH OUPeKmop, ynpasumen u op.)

H 1.vevtettestestentesseseeseeseeseessestess et et e sees e et e eseeseeseensensea s et e eseeseen s e R e e b e EeAEe AR e AR Lo R e e R e e R e e e e b e b be bt b e Rt e ne s :
(HauMmeHOBaHUE HA YUACTNHUKA 8 HACOAWAMA Npoyeoypa)

PETUCTPHPAH/O .vvvenereenrieniieeireeieenireereeneneennees T OTuueeutieeereeeeeenteeseenseeenseessseenseessseenseensseessseenseesanaannes :

¢ uneHrupukamuoneH HoMmep (EMK) .....cccooooviviiviniiiiiicieee, , CbC CeNAlMINE W aapec Ha

VIIPABIICHIIE  .vuveuveeueeseessentesesseestessentensensassesseaseeseestassensensensessesseeseeseensensensensenseesesseeneeneesbeabeabeaseaneensenses -

Y4aCTHHUK B OOIIECTBEHA MOPBUKA C MPEIMET: ,,JlocTaBKa HA JeKapcTBEeHU MPOAYKTH 32 HY:KIHUTe
Ha [AIIb — Kppxxaau®,

JEKJIAPUPAM, YE:

Bcuuku ekapcTBeHM TPOAYKTH, TNPEIJIOKeHH ¢ Hacrosimara odepra mo Ob6ocobeHa
100637115 6 ) (TN , OTTOBApSAT HA U3MCKBAaHUATA Ha 3aKOHA 3a JICKAPCTBCHUTE TIPOITYKTH
B XyMaHHaTa MeauuuHa (3JIIIXM)

[IpuTexaBaT BaJIUIHU pa3pelIMTEIHU 3a yrnoTpeda B cTpaHaTa u3naaeHo mo pena Ha 3JINIXM wmm
Pernament (EO) Ne726/2004r. na Eppomelickusi mapiaameHT W CbhbBeTa, pPECHEKTHBHO ca
peructpupanu 3a npogaxoa B Pemy6nuka bonrapus

[TputexxaBat cepTuuKaTi, yI0CTOBEPSIBAIINA KAYECTBOTO HA MPOTYKTUTE

3a BCUYKU Bb3HUKHAIIM ITPOMEHH 110 BPEME WJIU CJIe]T pa3pelIaBaHeTo 3a yrnoTpeda Ha IEeKapCTBEHUS
npoaykT ce yBenomsia MAJI (kato ce mpenocTaBsi CbOTBETHATA JOKYMEHTAIUS 32 IPOTYKTHTE)
JlunicBar odunmanHu CHOOUIEHUS WM OTPAHMYMTETTHH MEPKU 3a yrmoTpedaTa Ha JIEKApCTBEHHTE
MPOJIYKTH

H3BecTHa Mu e otroBopHocTTa 110 Wwi. 313 oT HK 32 nocouBane Ha HeBepHH JaHHU.

............................. L ]

Jara Nwme u pamumust [oxmuc Ha murero (U mevar)

*Jloxymenmume u OanHume 6 ogepmama ce NOONUCBAM CAMO OM JIUYEmMo/ma, KOemo/Koumo npeocmaesnssa/m
VUACMHUKA, NOCOYEHO 8 CbOeOHAmMA pecucmpayusi u yOOCmMoBePEeHUemo 3a AKMyaiHo CbCMOsIHUe U/UIu YNbIHOMOWEHU
3a moga auya.

54



HyﬁHI/I‘{HO CbhCTE3aHUEC C NPEAMET: ,,/[Jocmaexa na nekapcmeenu npodykmu 3a nyyxcoume na /JI15 — Kvpoxcanu®.

Oopazey Ne8

TEKJIAPANUSMA

,HOJ'IyrIO,Z[HPIC&HI/IHT/ . £ e

D2 e (00 1021 5 B 5 O
(nocousa ce ONLIAHCHOCMMA U KAYECMBEOMO, 8 KOEMO IUYemo uma npago 0a npeocmagiied u ynpaeisiea - Hanp.
UNBAHUMENeH OupeKmop, ynpasume u 0p.)

5 RO TP TSP TP PSP PP PRPPRPTS ,
(HauMeHO8aHUe HA YYACHUKA 8 HACMOAWAma npoyeoypa)

PETUCTPUPAH/O ..eveenavieneeeeeenieeneeseeeneeeneeneeens 0 TSP P PR ,

¢ unentudukanmonen HoMep (EUK) ..., , CbC CelaluIIe M aJpec Ha

YIIPABIICHIIC  ...euvveuveenseesreaseesseensesssenseenseaseesseensesssenseasseessenseansesssenseassesssensesssesssenseessenseensesssesnsessesssesnsenses -

YYacTHUK B OOIIECTBEHA MOPBHYKA C MPEAMET: ,,JlocTaBKa HA JieKapCTBEHH MPOAYKTH 32 HYKIAUTE
Ha JII1b — Kupaxaau®,

JEKJIAPUPAM, YE:

MpeUIaraHuTe JIEKapCTBEHH MPOAYKTH 1o O60co6eHa MO3UIHs Ne.........c.eeveeneene. NIpUTEKABaT BAJIUIHO
paspetenue 3a yrnorpeda B Penybnuka brirapus, usaaneso no peaa va 3JIIIXM wunu Pernament (EO)
Ne 726/2004 r. na EBponeiickust mapinameHT u ChBeTa, pECIIEKTHBHO ca PETUCTPUPAHH 33 TPoaax0a B
PenyOnuka bbarapus u ue 1o u3TMuaHe Ha CpoKa Ha JOTOBOpa Iie ObJAT OCUTYPEHU JOCTaBKUTE Ha
JIEKapTBEHUTE MIPOYKTH IIPU Cla3BaHE Ha U3UCKBAaHETO Ha uil. 55, an. 6 ot 3JIIIXM.

H3BecTHa Mu e oTroBOpHOCTTA 1O Wi. 313 oT HK 32 mocouBaHe Ha HeBepHH JaHHU.

............................. L ]

Hata Nwme u pamumus IToamuc Ha nuero (1 nevar)

*Jloxymenmume u Oannume 6 ogepmama ce NOONUCEAM CAMO OM JuYemo/md, KOemo/Koumo npeocmasisisa/m
VUACMHUKA, NOCOYEHO 8 CbOeOHAMA pecucmpayusi u YOOCMo8epenuemo 3a akmyaiHo CobCmoanue u/unu YnbiHOMOWEHU
3a mosa uya.
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Oépasey N9
HEHOBO NPEJAJIOKEHUE
Jonynoanucanusar/nara
....................................................................................................................... ¢ JuyHa kapra Ne
........................ , I3IaJICHA HA ........ceeevveeeee. OT ooeeeeeveeeeeneeeee., C EI'H ............................, B KAUECTBOTO
MU H2 .oooveeeniienieenireeieenene (nocousa ce cvomeemHomo Kavecmeo Ha auyemo no uin. 47, an. 4 om
30I1), npeacraBisBall ............ .. veeeee.. (nocousa ce tpuouuecko

nuye, eOHOIUYEH MbpP2osely, 06e0uHeHue 6 m. u. o6e()uHeHue KOemo HAMA NpaeHa gopma, yuacmHux
8 obeduneHue), y9acTHUK B mpouenypa mno pena Ha 30I1 3a Bp3iarane Ha oOIIeCTBEHA MOPbHUKA C
MpEeMET:

»Jl0CTaBKAa HA JIeKAPpCTBeHU NPOAYKTH 3a HyxauTe Ha [IIb — Kbppmaxkaan“,

O00CO0ECHA IOBHIIMI NNU...veeeuueereeeeeereeeecereseeecesessessersssesssssssssssssssssssssssessossssssssssses
YBAXKAEMU JAMUA U T'OCITIOJA,

C HacTOSIIOTO TOTBBPXKIABaMe, Y€ IMOeMaMe aHTAXKUMEHT Jla M3IBJIHUM O00CKTa Ha MOphYKaTa B
CbOTBETCTBUE C M3UCKBaHUATA Bu, 3amokeHu B crenuuKanusITa 1 TEXHUYECKUTE U3UCKBAHUS IO
HacTofAIaTa 00I1eCTBEHA TOPbUKA.

1. M3nbaHeHHETO Ha MOpbUKATa II€ HU3BBPIIMM CHIIACHO MPEUIOKCHHUTE IIEHH B
[Ipunoxxenne Ne 2 KbM LIEHOBOTO IPENJIOKEHUE 3a JOCTaBKa Ha JIEKapCTBEHU
MPOJIYKTH, IO 000COOCHA TOBUITH. .....veenveeeeeeneeesieeeneeeeeenaeens

2. llpemnoxeHnata IieHa € OmpeeNieHa NPU IBIHO CHOTBETCTBHE C YCJIOBUATA OT
OOSIBIEHUETO U JTOKYMEHTALUSATA 33 Y4acTHE B MPOIlelypaTa.

3. TlpemrokeHuTe 1IEHU ca B OBJITAPCKH JIeBa, C BKIFOUCHH pa3xoau 3a jgocraska, JJJIC u
BCUYKU JPYTH IBDKAMU JaHbLIM U TaKCH MpH ycioBue Ha noctaBka go [I1b
Kbpmxanu, 6onHMYHA anTeka B CPOK MO ........../......../ JHU CJeA TOJlydaBaHE Ha
3asiBKaTa, a MNPU CIHEHIHU CIYYaUd [0.........../........ / daca cien TMOJy4YaBaHe Ha
TenedoHHO O0aXaaHe WIIH 3asBKa.

4. Axo Owpmem u30OpaHM 3a M3MBIHUTEN U3pa3sBaMe ChIVacHe, BB3NOXUTENIT 1a
3ariama JOCTaBEHUTE JICKAPCTBEHM IMPOIYKTH, B JieBa, MO0 OaHKOB IbT, mo Hamra
cMeTKa chriaacHo odepupanute B [Ipunoxenne No2 kvMm lleHoBa odepra eHa Ha
JIEKapCTBEHH MPOAYKTH B Cpok A0 60 (mIectaeceT) KaJeHAapHU JTHU, TIPU TIPEICTaBsIHE
Ha CbOTBETHUTE JOKYMEHTH, IIOCOUEHHU B IIPOEKTa Ha JOTOBOP.

5. Tlpwm Taka mpeuIoKeHUTE YCIOBHS OT Hac, B LleHOBaTa odepra cMe BKIIFOUYMIIN BCUYKH
pa3xoiu, CBbP3aHU C KAUYeCTBEHOTO H3IIBIHEHHWE HA MOpPHUKATa B OMUCAHUS BUJA U
00XxBart.

6. Ilpuemame, B ciy4aii ue Ob/eM u30panu 3a M3mbiHUTEN, 1IeHATa 13 HE ce TPOMEHS 3a
CpOKa Ha JIeHCTBHE Ha JIOTOBOPA, OCBEH B CIIy4auTe, IPEIBUIECHHU ChC 3aKOH.

7. Hue ce 3agpmkaBame, ako Hamiata odepra Oblie MpUeTa, 1a U3MBIHUM JOTOBOPEHUTE
JEMHOCTH, CHIVIACHO CPOKOBETE U YCIIOBUSATA, 3aJIETHAIIU B I0IOBOPA.

8. 3asBsBame, ue ako MoOpbUKaTa ObJIE CrieUeNieHa OT Hac, HacTosmeTo [Ipemioxenne e
Ce CyMTa 3a CropazyMeHue MeXIy Hac U Bb3nmoxkurens, 10 MOANMCBAaHE U BIM3aHE B
cuna Ha Jlorosop.

Ipunoycenue:
»>lpunoxenne Ne2 KbM IICHOBOTO MPEUIOKEHUE MO 000coOeHa mo3umms No................ - Ha
enextponer /CD/ u xapTueH HoCHTET,
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......................... L

Jarta Nwme u dpamunust [Moanuc Ha nuueTo (1 neyar)

Cvenacrno un. 712, an. 1 om 3011 kocamo npeonodicenue 8 opepmama Ha y4acmHuUK, CEbP3AHO C YeHa Ul PaA3X00U,KOemo
noozedcu Ha oyensasamne, e ¢ nogeve om20 Ha cmo No-61A2ONPUAMHO OM CPEOHAMA CIMOUHOCH HA NPeOdNOdCEHUAMA Ha
ocmaHanume y4acmHuyyu no Cvbyus NoKA3amen 3d OYeHKA, 8b3N0HCUMENAM USUCKEA NOOPOOHA NUCMEHA 0DOCHO8KA 3d
HA4UHA Ha He2080Mo 06pa3y8aHe, KOAMO ce Npedcmass 8 5-OHe6eH CPOK Om NOYHA8aHe Ha UCKAHEemO.

*Jlokymenmume u OaHHume 6 oghepmama ce NOONUCBAM CAMO OM JIUYEMO/mda, Koemo/KOUmo npeocmasiisa/m
VYACMHUKA, NOCOYEHO 8 CbOeOHAMA peucmpayus U YyOOCHO8epeHuemo 3a aKkmyaiHo CobCmosaHue u/uni ynviHomMoujeHu

3a moea uya.
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Oépasey Nel0

TOTOBOP - IMPOEKT
Ne ...........
3a U3M'bJIHEHHE 001eCTBEHA MOPbYKA

JHEC, woovvieenn roa., B rp.Kepmxanu, mexny:

1.Ibp:xaBHa ncuxuaTpuyHa 0oHnua-Kbpakanu, ¢ agpec: Kepmkanu, yin.”Jloopua” Ned4, ¢
BYJICTAT: 000234067 YO, npeacraBnsaBana ot A-p benun I'eoprueB NnueB - dQupekrop u Tarana
TonopoBa — riaBeH cUeTOBOIUTEIN, HAPUUAHO [10-HATATHK B A0oroBopa Bb3noxkuren, OoT e1Ha cTpaHa,

2. e e IR 1 o T PP '4) SRS
BGNe BVIJICTAT/EUK i, , MIPEACTABIISIBAHO oT
ettt ——————teteea i ———tttesssesr i —bttaeesssensraan , HapH4YaHO TO-HATaTHK B

BbB Bpb3ka ¢ Pemenue Ne ...... [oviiininn. r. Ha [upekrtopa Ha [IIb - Kepmxanu 3a
OlpelesIsHE HAa  M3OBJIHUTEN Ha  OOLIecTBEHaTa MOpbBYKA C  MPEAMET:  “icccecennen.
” W Ha ocHOBaHue wi. 68, am.l or
[ITI30I1 u ce ckiatoun HacToSIIUAT J[oroBop 3a ClIeAHOTO:

I. IPEAMET HA JOI'OBOPA

1.1. BB3JIOXKUTEJIAT Bw3nara, a USITBJIHUTEJIAT usnbinsaBa CIegHOTO:

- JIOCTaBKa Ha JIEKapCTBEHU INPOIYKTH, KOHKpeTusupanu no Bua, ATC koxa, reHepuyHO U
THPrOBCKO HAMMEHOBAHUE U €AUHUYHHU LIEHU B IPUIIOKEHUETO KbM JI0IOBODA.

1.2. BB3JIOXUTEJIAT He e 00BBp3aH ChC 3aKYIMyBAaHETO Ha ISJIATO 3aABEHO KOJIHYECTBO
JIEKAPCTBEHU IMPOAYKTH, IOCOYEHO B JOKYMEHTALMATA 3a Y4aCTHE M IEHOBO IIPEIUIOKEHUE HaA
N3ITBJIHUTEJIA. ToyHOTO KONMMYECTBO MO BHUJ Ha JOCTABSHUTE JIEKAPCTBEHH TMPOAYKTH C€
orpeJiesis ¢ MePUOANYHH 3asBKH, choOpazHo notpedbHoctute Ha BB3JIOXKUTEJIA.

1.3. BB3JIOXKUTEJIAT 3amaimma ropeonucaHoTo U3ITBJIHEHHE MO PeJla, ONMCAaH B HACTOSIIUS
ZOTOBOP.

1.4. Hepa3znenHna yacT oT Hactosuus 10roBop € Ilpunoxxenue Ne 2 KbM 1IEHOBO NPEASIOKEHUE
Ha U3ITBJIHUTEJIA B oTkpuTaTa npoueaypa 3a Bb3jaaraHe Ha OOIeCTBeHaTa MOphUKa.

II. CPOK HA TOT'OBOPA
2.1. HacrosmusT 10roBop € ¢be Cpok oT 12 / naHagecer/ mecena.

2.2. JIOTOBOPBT BIU3A B CHIIA OT .eeevvveernereeennveennnnens W € BATHIEH 1O oevvvveenneeeeeeeeens

2.3. B cnyyaii, ye KbM JaTaTa Ha M3TUYAHE HA CPOKA HA JIOTOBOpA € OTKPUTA HOBA MPOIEAypa
3a BB3JIaraHe Ha OOIIECTBEHA MOPHUKA ChC CHIIUS MPEIMET, KOSATO HE € MPUKIIOYIIIA, TIOTOBOPHT
3arasBa JIeWCTBUETO CH MIPU CHIIUTE YCIOBHSI IO MPUKIIOYBAHETO i M CKIIFOUBAHETO HA HOB JIOTOBOP.

III. HEHA 1 HAYUH HA IIVTAIIIAHE
3.1. Ilenara Ha JIoroBOpa € B PA3MEP HA .....cceeevvveeennnenn. JCBA /CTIOBOM: ...eeveenianneaneannnn.
...................................... / 6e3 IJIC, onpenenen Ha 6aza eIMHUYHM IIEHH OT MPEIJIOKEHUETO HA
WN3ITBJIHUTEJIA, BrmtouBamu Beuuku paszxonu Ha W3ITBJIHUTEJIA 3a wusnbianeHuero Ha
MOphUKaTa U OPHEHTUPOBBUHUTE KOJMYECTBA HA CHIIHTE 3a CpoK oT 12 Mecema. Ha 6a3a nmocoueHara
LIEHA CE M3UMCIIsIBA TapaHIUsTa 3a U3TbIIHEHUE Ha JOrOBOpa .
3.2. KpaiiHata CTOMHOCT Ha JOroBopa mo T. 3.1. ce ompenens npu ycIOBUE Ha JIOCTaBKa Ha
JekapcTBeHH MpoAyktu mo 3asBka Ha BDB3JIOXKUTEJIA no OomnuunaTa amnTeka/ckian 3a
meaunuHcku m3genus Ha JIIIb - Kwpmxamm, rp.Kepmxamm, ym. "{oopua" Nedd, 3a cpok ot 12
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Mecella, CYMTaHO OT JaraTa Ha CKJIFOYBAaHE HAa JOTOBOpA, Ha 0a3a eAMHUYHU LIEHU OT MPEIJI0KEHUETO
Ha W3ITBJIHUTEJISA, BrkmtouBamm Bcuuku pasxonu Ha M3ITBJIHUTEJIA 3a usnbiaHeHueTro Ha
MopbhUKaTa.
3.3. B cyuaid, 4e mpe3 BpeMETOo Ha ICUCTBUE HA JOTOBOPA IbPKaBHO peryjIMpaHara eHa ce HaMaJu
B 1moj3a Ha Be3noxkurens, To V3IBIHUTENAT € JIHKEH aBTOMAaTUYHO Jia TIPOMEHH IIeHaTa, Ha KOSITO
JIOCTaBs JICKAPCTBEHUTE MPOAYKTH U C KOATO € KJIaCHpaH M OMPEJENICH 3a U3IBJIHUTEIN, CYUTAHO OT
JaTaTa Ha MPOMsIHA Ha MOCJIeIHATA.

IV. HAYUH HA IIUIAIIIAHE.

4.1. BB3JIOXKUTEJIAT 3amnaia nenara no T. 3.1., KakTo ciieasa:

4.1.1. [Inama”eTo Mo HACTOSIIUS JOTOBOP CE€ OCHIIECTBsIBA, Ype3 OAHKOB MPEBO OT CTpaHa
Ha BB3JIOXKUTEJLS no nocouenara 6ankosa cMetka Ha V3ITBJIHUTEJLS.

4.1.2. bankoBuTe pa3xoau 1o npeBoja ca 3a cmetrka Ha Bb3JIOXKUTEJIS.

4.1.3.ABaHCOBO IUIAIIIAHE HE C€ MPEABMK/IA.

4.1.4. 3amnamaHeTo Ha JOCTaBEHUTE CTOKHU CE M3BBPIIBA Pa3CPOUYCHO B CPOK IO .........
[ oteeeeeieeeeenee e e e / KaJeHTapHU JTHU CJIe]] IPECTaBsSHE HA CICIHUTE JOKYMEHTH:

a/ ¢pakTypa — opuruHai u 2 Oposi 3aBEPEeHH KOIIHUS;

0/ mpuemMaTeIHO-TIpeAaBaTelIeH MPOTOKOT,

V. KAYECTBO U OITAKOBKA

5.1. KauecTBOTO Ha JEKapCTBEHUTE NPOAYKTH, IMPEAMET HAa HACTOSIIMS JIOTOBOp, Ja
ChOTBETCTBA HA TEXHUYECKHUTE CTAaHJIAPTH HA NPOU3ZBOAMUTENS W TEXHHUUYECKUTE H3MCKBAHUSA Ha
JIOTOBOpa, KOETO C€ yJIOCTOBEPSiBA ChC CePTH(PHUKAT 3a Ka4ecTBO, U3/aICH OT KOMIIETEHTEH OpraH B
CTpaHara.

5.2. 3a paspemnieHuTe 3a ynorpeda 3a IbpPBU II'BT JICKAPCTBEHU MPOJYKTH, 32 KOUTO HE €
npeactaBsH B MAJI nepuonuueH nokiaz 3a 0€30MacHOCT, CE MPEACTaBs AeKIapalus ¢ KOJIMYECTBOTO
BHECEHU JICKAPCTBEHH MPOIYKTH OT MOMEHTA Ha pa3peliaBaHe 3a ynorpeda u uaHdopmarus 3a Opoi
JIEKYBaHM TMAIMEHTH, KaKTO W JaHHU 3a WHIWBUIAYATHUTE CIIydad Ha HEXKEJaHU JIEKapCTBEHU
peaxkiuu 1 HHGOpMAIUs OTHOCHO PETUCTpALMTa /pa3pelleHusTa 3a ynorpedba/ u peuMOoypcupaHeTo
Ha CBHOTBETHUTE JIEKAPCTBEHUW TIPOJAYKTH B JAPYyrH cTpaHd. Paszpemenue 3a ymoTpeba Ha
JIEKApCTBEHHUTE MPOAYKTH C 0J00peHa KpaTKa XapaKTepUCTUKA.

5.3. OmakoBkara ciesiBa Ja mnpearna3Ba JICKapCTBEHUTE MPOAYKTH OT MOBPEIU 10 BpeMe Ha
TPAHCIIOPTUPAHETO UM, KaKTO U Jja oOe3nedaBa 6e3aBapuilHOTO UM HATOBapBaHE U pa3TOBapBaHe.

VI. MSAACTO U CPOK HA JOCTABKA. PUCK.

6.1. Msctoro Ha JnocTtaBka mo cMuchia Ha JloroBopa e OomHuuyHaTta anteka Ha [IIb -
Kbpmxanu, rp.Kepmxanu, yiu." {oOpuu" Ned4.

6.2. Beska ornenHa 3asBKa 3a JOCTaBKa Ha JICKAPCTBEHUTE MPOJIYKTH W IpEeAaBaHE Ha

JOTOBOPEHATA NOKYMEHTALMS € 1O ............ [ociiiiiiiiiiiiin, / 4aca ciiesi Iody4aBaHe Ha 3asBKa IO
Teneke, (akc, eNeKTPOHHA Molla Ui pyra nucMmena 3asska oT Bb3JIOXXKUTEJIA. Ilpu usnbiaHenue
Ha CHEIIHW MNOPBYKH, CPOKHT 3@ M3MNBIHEHHUE € JI0 ............ [oviiiiiiiiiiiiin, / dJaca cien

noJlyyaBaHe Ha MMCMEHa 3asBKa WM 3asBKa 10 TenedoH.

6.3. [IpenaBaHeTo M MPUEMAHETO Ha JIEKAPCTBEHUTE MPOJIYKTH B MSICTOTO Ha JIOCTABKAaTa,
KaKTO ¥ Ha U3BBPIICHUTE JEHHOCTH OT NPEIMETa Ha HACTOSALIMS JIOTOBOp CE€ W3BbpIIBA U
YAOCTOBEPsIBA C IPUEMATETHO-TIPEIABATEIEH TPOTOKOI.

6.4. U3ITBJIHUTEJIAT ce 3aapmkaBa Aa yBEIOMH NHCMEHO, MO TeNeKc, (akc WiH
enexkrponHa noma BB3JIOXUTEJIS 3a npencrosiara ekcneanuys, KakTo U J1a YBEIOMU MHUCMEHO
BB3JIOKUTEJIA B cpok 10 24 yaca OT U3MBbIHEHUETO Ha 3asBKATA.

6.5. 3a xonuyecTBa U JekapcTBeHU NpoaykTH, aoctaBeHu oT U3IIBJIHUTEJIA u3BbH /6e3
3asBKa 110 T.6.2. ot JloroBopa BB3JIOXUTEJIA Hama 3axbikeHne 3a Iuianiase.

6.6. PUCKBT OT ciyyaiiHO MOruBaHe WM MOBPEK/JaHe Ha JIGKAPCTBEHUTE MPOIYKTH 1€ Obje
npexsbpiieH Ha BB3JIOJKUTEJIA B MAcTOTO Ha AOCTaBKaTa ciell MpeAaBaHeTo UM 10 pea Ha T.6.3.
OT JJOTOBOpA.
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VII. IPABA U BAABJ/KEHUS HA CTPAHUTE.

7.1. USITBJIIHUTEJIAT ce 3anpixkaBa:

a/ la M3UBJIHU 3aJBDKCHUATA CH IO HACTOSIIUS JOTOBOP, KAYECTBEHO B OIPEICICHUTE
CPOKOBE;

6/ nma mpenocraBu Ha BB3JIOXKUTEJIS nekapcTBeHMTE NPOAYKTH M JOrOBOpEHATa
JOKYMEHTAIUATa ¢ HEOOXOIMMOTO ChIIbPKaHUE 3 H3IOJI3BAHETO U 110 MPeJHA3HAYCHUE;

B/ J]a TOCTaBU JICKAPCTBEHUTE MPOAYKTH B JIOTOBOPEHUS BUJ, KOJTUYECTBO M KAYECTBO U Jia
U3BBPIIN JOTOBOPEHUTE JEHHOCTH.

r/ cleA MOCTaBKa Ha JIEKAPCTBEHHUTE MPOIYKTH 10 KPAaHUS MOJIydaTeN Ja MPEJCTaBH Ha
BB3JIOXKUTEJIA nokymenture, u3d0poenu B 1.4.1.4. OT HACTOSIIIMS JOTOBOP.

7.2. BB3JIOKUTEJIAT ce 3anbnxkasa:

a/ na npueme usmbaHeHueTo ot U3ITBJIHUTEJIA o pexa u npu ycioBusiTa Ha HACTOSIIUS
JIOTOBOD;

0/ na 3amnaTH 1leHaTa Ha JIeKapCTBEHUTE MPOAYKTHU I10 pea U MPHU yCIOBHUATa HA HACTOSIINS
JI0TOBOP.

B/ clie[l U3TUYaHEe CPOKa Ha HACTOALIUS JOTOBOD, 0e3 3a0eNek KU U MPETeHIIMH OT CTpaHa Ha
BB3JIOXKUTEJISA, na ocBoboau rapannusara va U3ITBJIHUTEJIS 3a u3nbiaHeHne Ha JOroBOpa.

VIII. PEKJIAMALIUMN.

8.1. OCcTaTp4YHUAT CPOK HAa FOJHOCT Ha JIEKapCTBEHUTE MPOLYKTH KbM JI€HS Ha JOCTaBKaTa €
He To-Marbk oT 60% OT cpoka Ha TOJHOCT, OOSIBEH OT TPOU3BOAUTEIIS.

8.2. BB3JIOXKUTEJIAT mMoxe na oTKaxke NMpUEMaHe Ha JIEKAPCTBEHUTE NPOJIYKTH, aKO B
JIEHs] Ha JOCTaBKaTa HE MOXKE Ja ObJie YCTAHOBEH OCTAThYHMST CPOK HA TOJHOCT Ha JIEKAPCTBEHUTE
IIPOLYKTH MUJIM aKO TO3U CPOK € IO-MaJIbK OT ocoueHus B T.8.1. Ha 1orosopa.

8.3. Pexnamanuu 3a SIBHM HEIOCTAThIM HA JIEKAPCTBEHUTE MPOAYKTH c€ NIpaBiT B 14
/yeTupHHaeceT/ JHEBEH CPOK OT JaTara Ha JOCTaBSIHE C IPOTOKOI.

8.4. Pexnamanuu 3a CKpUTH HEAOCTaThbLUU C€ NPAaBIT Mpe3 LEIUs CPOK Ha TOJHOCT Ha
JIOCTaBEHUTE JIEKAPCTBEHU IPOLYKTH, KAaTO peKjIamMalusITa c€ MNPUAPYKaBa 3aJbJDKUTEIHO OT
KOHCTaTHBEH MPOTOKOJI, U3a/IeH OT V3bJIHUTEIHATa areHIus 3a JIeKapCcTBarTa.

8.5. BDB3JIOKUTEIAT e pabxen pna ysemomu nucmeno W3ITBJIIHUTEILA 3a
ycTaHoBeHuUTe aedexTH B 15 /meTHageceT/ JHEBEH CPOK OT KOHCTATUPAHETO UM.

8.6. B pexsamanuuTe ce MoOcoYBa HOMEPBT HA JOrOBOpa, TOYHOTO KOJMYECTBO Ha
MOJIyYEHUTE MEAUKAMEHTH C TeXHUsI (aOpuiyeH HOMEpP, OCHOBAHHUETO 3a peKJiaMalusl U KOHKPETHOTO
uckane Ha BB3JIOXKUTEJIA. KeM peknamanuute ce mpujara Komnue oT cepTuukarta 3a KadecTBo,
MTOJIYYE€HO 3a€HO C APYIUTE IBIDKUMHU JOKYMEHTH 110 JOTOBOPA.

8.7. B 5 /met/ nHeBeH cpok oT noiyvasane Ha pekinamanusrta, U3ITBJIHUTEIIAT cnensa na
otrroBopu Ha BB3JIOKUTEJIS nucmeHo u KOHKPETHO Jajiy pueMa pekjaamMaiusaTa Ui s OTXBbPIIsl.

8.8. CpoKbT 3a OTCTpaHsBaHE Ha KOHCTaTUpaH JiedekT € 10 10 paboTHH JHU OT MojyyaBaHe
Ha peknamanus ot Bbh3JIOXUTEJIISA.

8.9. UBITBJIHUTEJIAT oTcTpaHsiBa KOHCTaTUPAaHUTE SBHU WM CKPUTU HECHOTBETCTBHS 3a
CBOS CMETKA, KaTO Pa3XOoAUTEe U PUCKOBETE M0 HOBOTO J0CTaBsiHe ca 3a cMeTka Ha U3IThJIHUTEJLA.

IX. TAPAHIUA 3A UBII'BJIHEHUE

9.1. [Ipu moanucBaHe HA IOTOBOPA, KaTO TapaHIMs 32 TOYHO U3II'BIIHEHHE HA 3aIbJDKCHUATA
no Hero, U3ITBJIHUTEJIAT npencrass nHa BB3JIOKUTEJIA nokymeHT 3a BHECEHaA rapaHius 3a
U3IBJIHEHUE HA 3aJBIDKCHUATA CU I10 JOTOBOPA HA B PAZMED HA .eovveeveireeiiieeiieeeiieeniieenane / ¢ nymu
/B, mpeactasisBama 3 % (Tpu Ha cto) ot nenara mo T1.3.1. 6e3 JJJIC B exna ot ciaeaaute Gopmu:
OpUTMHAJl Ha TUIATE&KHO HapeXJaHe 3a MapuyHa cyMma, rpeBejeHa 1o OaHkoBa cmetka Ha /II1b —
Kbpmxanu, opurmHan Ha Oe3yclIOBHA M HEOTMEHseMa OaHkoBa rapanuus, B nomsa Ha [IIb -
K®prxanu uimm 3acTpaxoBKa, KOATO obe3rneyaBa U3IbIHEHUETO Ype3 MOKPUTHE Ha OTTOBOPHOCTTA Ha
W3ITBIHUTES.
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9.2.BB3JIOXKUTEJIAT ocBobokIaBa rapaHiusTa 3a U3IMBIHCHHE HAa JOTOBOPa B CPOK 10
60 (mecTaeceT) AHM Ciea U3TUYAHE HAa Cpoka Ha oroBopa, ocBeH ako BB3JIOXKUTEJIAT e ycpon
chlaTa.

9.3. BB3JIOXKUTEJIAT He nbku JIMXBU BbPXY CyMaTa IO rapaHIUsTa.

9.4. BB3JIOXKUTEJISAT uma mpaBo na ce yOOBIETBOPH OT TrapaHIMATA, HE3aBHUCUMO OT
dbopmara, oJ1 KOSITO € MpeJCTaBeHa, MPU BUHOBHO HEU3MbIHEHHE Ha 3aBbJDKEHUS [0 JOTOBOP OT
ctpana Ha U3ITBJIHUTEJIA.

9.5. BB3JIOXKUTEJIAT uma npaBo 1a yCBOM TakaBa 4acT OT TapaHIMsTA, KOATO TMOKPHBA
orroBopHoctta Ha U3ITBJIHUTEJIA 3a HeusnbIHEeHHETO.

9.6. IIpu emnokpatHO mpekpaTsiBane Ha noroBopa oT BB3JIOXKUTEJISA nmopanu BUHOBHO
HeusnbJHeHHEe Ha 3aabmkenusta Ha M3IIBJIHUTEJIA mo moroBopa, cymara Ha rapaHuusara ce
YCBOsIBa M3ISJI0 KaTo OOelleTeHe 3a MpeKpaTsiBaHe Ha JOTOBOpa.

X. HEIPEOJOJIUMA CUJIA

10.1. Ctpanute ce 0CBOOOXaBaT OT OTTOBOPHOCT 32 HEM3IIBJIHCHHE HA 3abJIKCHUSTA CH,
KOT'aTO HEBH3MOXKHOCTTA 32 M3IBJIHCHUE CE JABJDKU Ha HEmpeooinMa cuiia. HUKost oT cTpaHuTe He
MOJKE J1a ce M030BaBa Ha HEMPEOoJoJMMa CHIa, ako € Omia B 3a0aBa W He € WH(pOpMHUpana apyrata
CTpaHa 3a Bb3HUKBAHETO Ha HENPEOI0JIuMa CUIIA.

XI. HEYCTOUKH

11.1. IIpu HeBB3MOXKHOCT Ja u3nbiaHM 3asiBkaTa Ha BB3JIOXUTEJLA, U3ITBJIHUTEJIAT e
JUTBKEH J1a U3MpaTu He3abaBHO MHCMEH 0TKa3. B cmyuaute Ha oTkas, Bb3JIOXKUTEJISA uma npaso
J1a 3aKyIIA OTKA3aHUTE JIEKAPCTBEHU IIPOJYKTH OT IPYT JOCTABYHK.

11.2. Koraro npu Hasmuue Ha pekinamanuu, U3ITBJIHUTEJIAT He u3nmbianu 3aabiKeHUsATa
cu no paszaen VIII ot HacTosus 10roBop B cpok, cbuuaT 1bku Ha BB3JIOXKUTEJIIA neycToiika B
pa3Mep Ha 2 % OT 1ieHaTa Ha CTOKUTE, 32 KOUTO Ca HAIlpaBEHU PEKJIaMalluuTe.

11.3. Korato U3ITBJIHUTEJIAT npocpoun ¢ moBede oT 24 yaca U3IMIBIHEHUETO Ha 3asBKaTa
3a jekapctBeHu mnpoayktd, BB3JIOKUTEJIAT moxe ma 3akynu HEOOXOIUMMTE JIEKAPCTBEHU
MPOJAYKTH WJIM 4YacT OT JIEKAPCTBEHUTE MPOAYKTH, KOUTO ca HEOOXOAMMHM MO CIEUIHOCT OT APYT
JIOCTaBYMK, a HallpaBEHUTE pa3xou ca 3a cMeTka Ha U3ITBJIHUTEJIA.

11.4. BB3JIOXKUTEJIAT ynosnerBopsiBa MPETEHIMUTE CH OTHOCHO HEU3ITBIHEHHETO Ha
JIOTOBOpa, KaKTO W 3a 3aIuaiiane Ha HeycTolkute oT crpa”a Ha M3ITBJIHUTEJIA wnn 3annamane
Ha 3aKylleHU OT JPYTU JOCTABUYHUIM JIEKAPCTBEHU MPOAYKTH, IpU ycioBusATa Ha T.11.3, mo ciennus
pen: MbpPBO Ype3 NPUXBAILAHE OT IBJDKUMU CYMU: IIPH JIMIICA HA TAKUBA CYyMH — OT rapaHLUATA 110 T.
9.1. ot norosopa.

11.5. Ilpu BuHOBHa 3abaBa Ha e€gHA OT CTpPAaHUTE, MPOABIDKWIA IOBEYE OT CpOKa 3a
U3IIBJIHEHHE Ha ChOTBETHOTO 33JbKEHUE, WIIM TOBTAPSIIO CE MOBeYE OT 3 MbTU HEU3IIbIHEHHUE Ha
KJIay3UTe OT HACTOSALIMS JI0TOBOP, 32 KOETO BUHOBHATA CTpaHa € Oujia yBeJoMeHa IMHUCMEHO, apyraTa
CTpaHa MMa MpaBo Jia pa3Bajld JOroBopa eIHOoCTpaHHO ¢ 30-1HEBHO PEIU3BECTHE.

XII. CITOPOBE

12.1. Bb3HUKHAIUTE Mpe3 BPEMETPACHETO HA JIOTOBOpPA CIIOPOBE M PA3HOITIACHS MEXAY
CTpaHUTE Ce pellaBaT 4ype3 MperoBopu Mexay Tax. [locturnature noroBopeHocTH ce 0(QOpMST B
nucMeHa popMa U ce IPeBPbIIAT B HEpa3/ielIHa YacT OT JJOrOBOpA.

12.2. B cny4aii Ha He MMOCTUTaHE HA JOTOBOPEHOCT MO MPEAXOAHUS YJIEH, BCUYKH CIIOPOBE,
IIOPOJIEHU OT TO3M JOTOBOP MJIM OTHACAILM CE J0 HETO, BKIIOUUTEIHO CIIOPOBETE, IOPOJIEHU OT MIIU
OTHACSAILIN CE JI0 HEroBOTO THJIKYBAaHE, HEACHCTBUTEIHOCT, HEU3IIbIHEHHE WM MpPEeKpaTsBaHe IIe
ObIaT pa3peliaBaHy cropes ObJIrapcKUTe MaTepHaIHU U MPOLECYaTHU 3aKOHU OT KOMIETEHTHHS ChJl
o pena Ha ['TIK.

XIII. CbOBIIEHU A
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13.1. Bcuuku choOIICHUST MKy CTPAHHUTE, CBBP3aHU C M3ITBIHEHUETO HA TO3H JIOTOBOP ca
BaJIM/IHU, aKO Ca HAIlPaBeHH B MUcMeHa ¢popMa U ca MOANUCAHU OT YITbIHOMOILEHUTE MPECTaBUTEIN
Ha UBITbJIHUTEJIA nnu BB3JIOKUTEIIA.

13.2. 3a mara Ha CHOOIIEHUETO CE CMSITA:

- laTaTa Ha MPeaBaHeTO — IPHU PHYHO MpeIaBaHe Ha ChOOLICHUETO;

- JaTaTa Ha MOLIEHCKOTO KJIeiiMo Ha oOpaTHaTa pas3nucka — Ipy U3MpaliaHe mo rnomara;

- JaTaTa Ha MPUEMAHETO — MPH U3MpaliaHe Mo Tesnedakc Win TEIeKC;

- JaTaTa Ha u3IpallaHe — [MpH npeJaBaHe Ha ChbOOIIEHUETO M0 eIEKTPOHHA TOoIIA.

13.3. 3a BanuaHM aJpecu 3a MpHEMaHe Ha CHOOIICHUS M OAHKOBH CMETKH, CBBP3aHU C
HACTOAIIUS JOTOBOP CE CMSATAT:

3A U3IN'BJIHUTEJIA: 3A BB3JIOKUTEJIA:

Opranuszanus JbpxaBHa TMcUXUaTpuyHa OoNHUIA -
Kbpmxanm

Anpec: Anpec: yn." JIo6puu" Nod4

I'pan I'pag Kepmxanu

ITomencku xon: TTomencku xon: 6600

JbpxaBa Hbpxasa BBJII'APUA

®dakc: ®dakc: 0361/ 6-26-94

Enextponna normia Enextponna nomia:
dpb_kardjali@abv.bg

WurepHer aapec: Wurepuer aapec: www.dpb-kardjali.bg

bankoBa cmeTka bankoBa cMeTka
Obedunena Ovwreapcka 6amka KIOH
Kwvpoorcanu

b.cmerka u b.xox: IBAN:BG97UBBS80023300154337,
BIC: UBBSBGSF

13.4. Ilpu nmpoMsHa Ha JaHHUTE MO 4i.13.3. chbOTBETHAaTa CTpaHa € JIbKHA Ja YBEAOMHU
Jpyrara B TPUJHEBEH CPOK OT ITPOMSHATA.

XIV. NOAU3ITBJHUTEJIN

14.1. I[lpeaBuaeHUAT  TOAUBMBIHUTET B OPEPTATA  c.ovvrririnreeneennneeneennnennn
(HaMMeHOBaHWE ¥ TPaBHOOPTaHM3AllMOHHA QopMa M WHIUBUAyalIH3upama HHPopMAaIus)
W3BBPIIBA:

L (mocoyBar ce BUAOBETE PabOTH OT MpeaMera Ha
IMopbpYKaTa, KOUTO IIC CC IMPECII0KAT HAa KOHKPETHUSA HOJII/I?,H'BJ'IHI/ITGJ'I);
2 % (mocouBa ce ChbOTBETCTBAILIMAT Ha T€3H pabOTH s

B MPOIIEHTH OT CTOMHOCTTA Ha OOIIECTBEHATA MTOPHYUKA).

14.2. CkmouBaHMAT JOTOBOpP 3a nojausmbiHeHue He ocBoboxaaBa W3ITBJIHUTEJIAT ot
OTTOBOPHOCTTA MY 3a M3ITBJIIHEHHUE Ha TpeIMEeTa Ha HACTOSIIIHUS IOTOBOP.

14.3. UBITBJIHUTEJIAT Hsama npaso na:
1. CxirouBa TOTOBOP 32 MOAM3ITEIHEHUE C JIUIE, KOETO HE OTrOBapsi Ha ChOTBETHUTE KPUTEPUH 32
noxoop choOpa3sHO BHJA W Jella OT MOpbUYKaTa, KOWTO 1€ M3MBJIHSABA, W 3a HEro ca Halulle
obctosTencTBo 1o wi.54, aim.1 ot 30I1;
2. Bp3nara M3NBIHEHMETO Ha €HA WIM IOBeYe OT ACWHOCTUTE, BKJIIOYEHHM B IpeiMeTa Ha
oOIIecTBeHaTa MopbhYKa, Ha JIUIA, KOUTO HE Ca IMOAU3ITBIHUTEIH;
3. 3ameHst mocoveH B oepTara MoAU3IMBIHUTEN, OCBEH KOrarTo:
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3a MPEUIOKEHUS MOAUBITBIHUTEINl € HAJIUIE WIM Bb3HUKHE 00CTOATENCTBO MO Wi. 54, am. 1 oT
3011,

6) Hpe[[JIO)KCHI/ISIT MNOAU3IIBJIHUTCII IPCCTAHC Aa OTrOBaps Ha HOPMATUBHO M3HMCKBAHC 3a U3II'BJIHCHUC

B)

Ha eJ{Ha WJIM TTOBEYe OT JIEHHOCTUTE, BKIFOUCHHU B IPEMETA Ha JIOTOBOPA 3a MOAU3ITBIHEHUE;
JloroBopbT 3a MOAU3MBIHEHUE € NPEKpaTeH MO BHUHA Ha MOAM3INBJIHUTENS, BKIIOUYUTEIHO B
CITy4auTe 10 Wi. 27 OT HACTOSIIIHS JOTOBOP.

144, B cpox 10 Tpu IHHM OT CKIIOYBAHETO Ha JOIOBOP 3a MOJU3IIBIHEHHWE WM Ha
JOMBJIIHUTETHO CIOpPAa3yMEHHE 3a 3aMsHa Ha TO0COYeH B odeprara OAU3IBIHHUTEN
MN3ITBJIHUTEJIAT wu3mpamia Komwe Ha JOTOBOpAa WM JOMBIHUTEIHOTO CIIOpa3yMEHUE Ha
BB3JIOXKUTEJIA 3aeqHo ¢ mokazaTesicTBa, Y€ ca U3IMBJIHEHH YCIOBUsATA 1O Wi.66, ain.2 u an.l1
ot 30I1.

14.5. TMogu3mbaHUTENNTE HAMAT MPaBO Ja MpEeBb3jarar eaHa WiId MOBEYE OT JACHHOCTHTE,
KOUTO Ca BKJIFOUEHHU B MPEMETA Ha JIOTOBOpA 32 MOAU3ITbIHEHHUE.

14.6. He e napymenue Ha 3a0paHata mo wi. 23. T. 2. ¥ MO WI.25 OT HACTOSAIIUS JOTOBOP
JOCTaBKaTa Ha CTOKH, MaTepuaid Wi OoOOpy/IBaHe, HEOOXOIUMH 3a W3IBIHCHHETO Ha
oOlecTBeHaTa MOpbhYKa, KOraTo TaKaBa JOCTAaBKa HE BKJIFOYBA MOHTAXK, KAKTO M CKIIFOYBAHETO Ha
JIOTOBOPH 32 YCIIYTH, KOUTO HE ¢ca 4acT OT JOroBOpa 3a OOIIECTBEHATa MOPhUYKa, ChOTBETHO — OT
JIOTOBOPA 32 MOIU3ITBIHCHHE.

14.7. UBITBJIHUTEJIAT e nnbkeH Aa npeKkpaTu T0roBOp 3a MOJU3IIBIHEHUE, aKO 110 BpeEMe
Ha U3MBIHEHUETO MY BB3HHMKHE oOcToATenctBo mo ui. 54, am. 1 ot 3O0Il, kakto U mpH
HapylllaBaHe Ha 3a0paHaTa o 4wi.25 OT HACTOAIIXS AOTOBOp B 14-AHEBEH CPOK OT y3HaBaHeTO. B
te3u ciaydau WU3ITBIIHUTEJIAT cknrouBa HOB JOTrOBOp 3a MOAM3IIBIHEHUE IPU CHa3BaHE Ha
YCJIOBHSITA M U3UCKBAHUATA HA WI.22-25 OT HACTOSIIMS JOTOBOP.

14.8. BB3JIOXKUTEJIAT npuema M3MbIHEHUETO HA JEHHOCT IO JOrOBOpa 3a OOIIEeCTBEHA
MOPBUKA, 32 KOSTO M3IIBIHUTEISIT € CKIIOUKI JIOTOBOP 32 MOJU3IBJIHEHHE, B IPUCHCTBUETO Ha
WUBITBJIHUTEJIA u na I[IOAU3ITBJIHUTEJLA.

XV.IPEKPATABAHE HA JIOI'OBOPA:

15.1. [Ipu uzTuaHe Ha CpoOKa Ha IOrOBOpa.

15.2. Ilo B3auMHO chIiacue, U3pa3eHo B MUCMeHa Gopma.

15.3. C noanucBaHe Ha HOB IOTOBOP ChC CHUIMS MPEAMET 110 pefa U npu yciosusra Ha 3011
15.4. Ako W3NBIHEHHUETO Ha JOroBOpa CTaHE  HEBB3MOXKHO TIOPagd He3aBHCEUIH OT

CTPAHUTEC TMPUYNHHU.

15.5.C egHOCTpaHHO €IHOMECEUHO MUCMEHO MPEAN3BECTHE 10 OTCTPEIIHATA CTPaHa.
15.6. Korato ca HAacTBIWIM CHINECTBEHU TPOMEHH BHB (DMHAHCHPAHETO HA OOIIECTBEHATA

MopbUKa — NpCAMET HA I[OFOBOpa, HU3BBH IIPaBOMOIIUATA Ha B’bBJ’IO)I(I/ITeJ'IH, KOHUTO TOM HE € MOI'BI
WK He ¢ Oun ATBXKEH Ia NpCABUAN WKW Ja NPEAOTBPATH — C MMCMEHO YBCIOMIICHUEC, BE€AHAra CJIC/q
HaCTBhIIBAHC HA O6CTOHT€J’ICTBaTa;

15.7. [Ipeaun n3Tuane Ha CPoKa, ACHUCTBUETO HA JIOTOBOPA C€ NPEKPAmA6a Om MOMEHMA Ha

CKJ1I046aHe HA PAMKOBO CROPA3YMeEHUeE 34 CbOMmEemHume 1eKapcmeeHu npooyKmu om cmpana
Ha Ilenmpanen opzan 3a év3nazane na oduecmeeHu NOPLUKU 8 CEKMOp ,,30paseonazeane .

15.8. BB3noXUTENAT MOKE J1a TIPEKPaTH €IHOCTPAHHO HacTosHs Jlorosop:

v/ [pHW CHCTEMHH (TPHU WK MOBEYE IHTH) B PAMKHTE Ha €UH MECeIl:
a) 3a0aBsiHE Ha JIOCTaBKa Ha JIEKEPACTBEHH MPOIYKTH;
0) w/wm 3abaBsiHE WIM OTKa3 3a OTCTPAHSIBaHE HA HECHOTBETCTBUS HA JIEKAPCTBEHUTE
MIPOYKTH, KOHCTaTHUPAHU IO pena Ha Jlorosopa;
B) M/MJIM OTKa3 3a U3BBPILIBAHE HA JOCTABKA,
T') W/WIM JOCTaBKH Ha JIGKAPCTBEHU MPOJYKTH C HECHOTBETCTBUS C M3WCKBAHMATA HA
JloroBopa, KOHCTaTUpaHU 1o peaa Ha Jlorosopa,

v B ciyu4ail, ye V3IBbIHUTENAT M3MOJ3BA MOAU3IBIHUTEN, 03 a € JeKiIapupal TOBa B
JOKYMEHTHUTE 3a y4acTue, WM U3IO0J3Ba MOJU3IIBIHUTEN, KOWUTO € pa3iIvyeH OT TO3H,
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KOITO € MOCOuYeH, OCBEH B CIIy4auTe, B KOUTO 3aMsHATa, CbOTBETHO BKJIIOYBAHETO HA
HOJM3ITBIHUTEN € U3BBPIICHO ChC ChITIACHETO HAa BB37I0KNTENS U B CHOTBETCTBUE CHC
30I1 u HacTosmus Jlorosop.

XVI. BAKJIIOYUTEJHUA PA3IIOPEABUA
16.1. Huro emna or cTpaHuTe HsSMa MNpaBO Ja MPEXBBPJA MpaBaTa U 3adbJKCHUSTA,
MPOU3THYAIIH OT TO3H JIOTOBOP.

16.2. Ctpanute o JOroBOpa HE MOTaT J1a TO IPOMEHST WX AOIBJIBAT.

16.3. Ilpenu w3THyaHe HA CpPOKa, JACWCTBHETO HA JOTOBOpPA MOXE Ja C€ MPEKpaTH IO
JIOTOBOPEHHUS PEJl U C OTHPABSIHETO HA MUCMEHO MPEAU3BECTHE OT BCSIKA CTPAaHA B TPUIECET THEBEH
CPOK.

16.4. 3a ciyuyau, HEypeACHH C pa3MopenaOuTe Ha HACTOSIIUS JIOTOBOp, C€ IpHiiaraT
aktyamaute OOmu ycnoBus Ha JloroBopa 3a Bb3jIaraHe Ha OOMIECTBEHA MOpPBYKA OT
BB3JIOXKUTEJIA, 3akona 3a 001mecTBeHH MOPbYKHA, THProOBCKUS 3aKOH U JIPYTrUTE JEHCTBAIU B
o0acTTa HOpMaTHUBHU aKTOBE.

16.5. Hacrosmusat noroBop u IlpunokeHusara KbM HEro ce CKJIOYH B TpU €JHOOOpa3HU
ex3eMIuIsapa Ha Obnrapcku e3uk — eaud 3a USITbJIHUTEJIA u nea 3a Bh3JIOXKUTEJIA.

BB3J10OKUTEJI: N3ITbJIHUTEJIL:

JAUPEKTOP YIIPABUTEJI
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