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CPABPXKAHHUE

Ha JOKYMEHTAIHATA 32 YYaCTHE B IPOLEAYPA 34 Bb3JaraHe
Ha 00mIeCTBeHa MOPBYKA, chriaacHo wi. 31, ax 1 or 301

1. Pemienne 3a oTKpuBaHe Ha MpoLeaypa 3a Bh3JIaraHe Ha 00IIecTBeHa MOpbYKa —
1o obpaszerr Ha AOTI.

2. YKasaHHs 32 NOATOTOBKA HA 3asBICHHETO 3d YYACTHE W 3a IIPOBEIK/IAHE HA
IIpoIie Ty para.

3. ITpoexT Ha morosop.

4. Coucnbk Ha 060COOEHATE TTO3KUIHK W HOMEHKIATYPHTE — B OT/IC/IEH dait,

5. Obpasum Ha JOKYMEHTH — B OTAeNeH (aii:

5.1. Tlpunoxenume Ne 1 — mpumepen ofpasem: 3aseiedue 3a y4acTHE B
IpoIe1ypaTa;

5.2. llpunoxenne Ne 2 — saxsmxutencs obpasen: Jeknaparus mo i 6, a1, 2 oT
3aKoHa 3a MEPKHTE Cpelly H3IHpaHe Ha napy chriacHo [pumoxenne Ne 2 koM wi. 11, am. 2
ot [1IT3MMIT;

5.4. Cranmapren obpa3sel 3a ¢IMHHHs €BPONEHCKM JOKYMEHT 3a OOLIECTREHH
nopwuxu (EEJIOIT).
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YKA3AHUA 3A IIOAI'OTOBKA HA 3ASIBJIEHUSITA
3A YYACTHE U 3A TIPOBEIKJIAHE HA ITPOIEIYPATA

1. IToaroToBKa Ha 3aABJAEHHNTA 32 yIACTHE:

1.1. Ilpn moaroToBKaTa Ha 3afBIEHUATA 32 YUACTHE YIACTHHIHTE CA LUTBIKHA 1A
CIIA3BAT H3UCKBAHMATA Ha BB3IONKUTEL. OTIOBOPHOCITA 32 NMPABHIHOTO BL3NPHEMAHE HA
JOKYMEHTAIMSITA 32 YIACTHE C€ HOCH SIHHCTBEHO 0T YYaCTHHIIUTE.

1.2, 3agBiienusara m Opyrute JOKYMEHTH CE M3TOTBIT Ha OBArapeKu  e3HK.
JIOKYMEHTH, KOUTO Ca Ha Yyl €3HK CE [IPE/ICTABAT K B IIPEBO/I HA GBITAPCKH.

1.3. Jlo u3rtHyaneTo Ha cpoka 3a NONABaHE Ha 3asBICHHATA, BCEKH YYaCTHHK
MOXKe Jla MPOMEHH, Ja JOI'bJIHH WM Ja OTTEIIH 3asBICHHETO CH.

1.4, Beeku yd9acTHHK B IIpOIle/Aypara HWMa IIpaBo ja IIPEICTaBH CaMO EJIHO
3asBJICHHE, HE3aBUCHMO JAllH T0/aBa 3asBICHHE 3a €JHa, IOBEYEC OT €HA MM 34 BCHUKH
000co0eHHU [IO3HIIHH,

1.5. Jluue, xoeTo ydvactBa B oOe/MHEHHE WIH € Jal0 CBLIACHE ja o61ae
IOMU3IIBIIHUTEN Ha OPYT YYaCTHHK, HE MOXKE J1a 110/[aBa CaMOCTOATEITHO 3asBIICHHE.

1.6. B npouesypa 3a pp3narane Ha oGIIeCTBEHA NOPHYKA €IHO (DH3UIECKO HITH
IOPHJIMYECKO JIMIIE MO2KE JId yUacTBa caMo B €JIHO 00eIHHEHHE.

1.7. Cebpsanm juia He Morar ga OBJaT CAMOCTOATENHHM YYACTHHMIH B eIHA H
cbua npouenypa. Ilox "cebpsanu muna" cieaa ja ce UMa IIpeBUI] OTPE/IETEHHETO IO § 2,
T. 45 ot JIP ma 30I1.

1.8. VyactHuuure Morar sja ce mO30BaT Ha KamanMTeTa Ha TPETH JIMIA,
HE3aBHCHMO OT IIpABHATA BPB3KA MEXJY TAX, [0 OTHOMIEHHE HA KPUTEPUUTE, CBBP3AHH C
MKOHOMHYECKOTO M (PMHAHCOBOTO  CBCTOAHME, TEXHMUYECKHTE  CIIOCOGHOCTH |
npo(hecHOHAIHATA KOMIICTEHTHOCT, 3a TPETHTE JHIA ce IpuiIara wi. 65 ot 3011,

1.9. YuyacTHMIMTE MOTaT Ja NMOCOYBAT B 3asBICHHETO CH HHMOPMALHS, KOSITO
CMATAT 3a KOH(M/eHIManHa BLB BPb3KA C HAIHUHETO HA THProBCKa TaiiHa. Korarto
YYACTHHIIUTE Ca C€ IO30BAIH HA KOH(MIEHIMATHOCT, CHOTBETHATA HMH(OPMALHUA He Ce
pasKpuBa OT Bbh3JIOKUTEA. .

1.10. Bcuuky MOKYMEHTH ce NPECTABAT B OPHIMHAI HIIH KOITHS, 3aBEPEHHU OT
ydacTHHKa ¢ "Bspro ¢ opurunana’. Jleknaparuure u OaHKOBUTE TapaHIKs, KOTATO TAKUBA CE
H3HCKBAT, CE IIPEJICTABAT CAMO B OPHTHHAIL.

[.11. Jlumara morar na IIOMCKAT MHCMEHO OT BBL3NOMKHTENS DPassiCHEHMS [0
PEIIEHUETO, TIOKaHaTa M JIOKYMEHTAlUsATa 3a oOliecTBeHATa nopbuka no 10 gHM npenn
M3TUYAHE Ha CPOKA 3a IIOJIyd4aBaHE HA 3asiBJIEHUATA, a KOraTO CPOKBT € ChKpATeH MpH
HEOOXOMMOCT OT CIIENIHO BB3JIarae - 10 7 AHH. BE3IOKUTENST NpeocTaBs passSCHEHUITA B
4-IIHEBEH CPOK OT [OIyYaBaHe Ha MCKAHETO, HO HE MO-KBCHO OT 6 JIHM NpemH Ccpoka 3a
I0/Ty4aBaHe Ha 3adBIICHHSA, 4 KOraTo CPOKBT € ChKpaTeH I0pajyd HeoOXO0AMMOCT OT CIEIIHO
Bh3Iarase - 10 4 JHU NIPE/IM TO3H CPOK. B passcHenusiTa He ce OCOYBA JIMIIETO, HAIPABHIIO
3AIMTBAHETO. BB3IOKUTENAT He IPEIoCTaBs passiCHEHMs, aKo MCKAHETO € MOCTBIMIO Cle)
CpOKa IT0 H3PEUCHUE IEPBO. PasscHeHuMsTa ce NpejocTaBaT upes nmyGiuKkyBane Ha mpoduia
Ha KyIyBaua.

2. IlopaBane Ha 3asIBJIEHHSATA 32 y9acTHeE:

2.1. JlokyMeHTHTE, CBBP3aHH C YYAaCTHETO B MPOLEAypara, ce IPEeICTaBiT OT
YYaCTHHKA, MM OT YI'BJIHOMOIIEH OT HEro IPEeJICTABHTEN B CPOKA 3a MOJy4YaBaHe Ha
3a89BJICHUATA 38 YYaCTHE.

CpoxbT 32 MoTy4aBaHeTO Ha 3asIBJCHUATA 32 YYACTHE € JATATA M YACHT HA
HPOBEKAAHETO HA MPEroBoOpuUTe. '
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2.2. He ce npuemar 3asBIeHHUs, KOUTO Ca MPEACTABEHH Clie/l M3THYAHE HA yaca,
00sBeH 3a HAYAI0 HA IIPOBEXKIAHE HA IIPETOBOPHTE.

3. Cbbpikanie HA 3asIBJICHHETO M YKA3AHUS 32 N0I/JABAHE HA JOKYMEHTHTE
B HEro:

3.1. Onmc Ha Ipe/IcTABEHUTE IOKYMEHTH.

3.2. 3asBnenue 3a yuacTHe - IO TpUMepHHs ob6paser; IIpunodenue Ne 1 KbM
OOKYMEHTAIMATA 38 yUacTHE,

B TO3M NOKyMEHT y4acTHMKHT 3asiBsiBa YYAaCTHETO B JOTOBAPSHETO W IIOCOYBA
obocobeHaTa IO3UIKS 1 HOMEHKIIATYPHTE, 33 KOUTO Y4acTBa B IOTOBAPSIHETO.

3.3. Cranyiapren obpasel 3a eJMHHHS €BPONEHCKH TOKYMEHT 3a OOIIECTBEHH
nopvukd (EEJIOII) 3a yuacTHmKa, a KOraTo € MpHIOKHMO - 3a BCEKH OT YUACTHHULIUTE B
00€/IMHEHHUETO, KOETO HE € IOPHIMYECKO JIHIE, 33 BCEKH IOMHU3ITBIHUTE] U 33 BCSIKO JMIIE,
YHHTO PECYPCH Iiie OBJAT aHTraKUPAHHU B H3ITBIHEHUETO Ha TTOPBHUKATA.

IIpu noaroroskara na EEJIOII ciesBa j1a ce MMa IPeIBH/L CIIEIHOTO:

3.3.1. Ypes EEJOIl yuacTHHKLT JeKIapHpa JIHICaTa Ha OCHOBAHMSTA 34
OTCTPaHABAHC H CHOTBETCTBHEC C Kpurepuute 3a moabop. B Hero ce mpemocTass choTBeTHATA
MH(pOPMALHS, H3MCKBAHA OT BE3NOKHTENS, H CC IPEJICTABAT AAHHH OTHOCHO ITyGIMuHHTE
PETHCTPH, B KOHTO C€ CBAbPXKa MHMOpPMAIHI 3a JeKIapUpaHuTe OOCTOSTEICTBA WIH 33
KOMIIETCHTHHS OpraH, KOHTO CBIVIACHO 3aKOHOJATENCTBOTO HA CHOTBETHATA ILPIKABA €
JUI'BKEH Ia IIpeIocTaBst HH(QOPMAIHs 3a T3l 0OCTOATENICTRA CIYKeOHO Ha BH3JIOIKHUTENL,

3.32. B wacm II, 6yxea "A: Hugpopmayus 3a uxomomuyecxkus onepamop”, B
paspena "Hoenmucpuxayus" y49acTHHKBT CIEABA Ja OTFOBOPH B CBOTBETCTBUE ¢
PCTHCTPAKATa CH B THPTOBCKHUS PETHCTLP HITH JPYT PEHCTHD CHhOOpPa3sHO HALHOHATHOTO CU
3aKOHO/IATEJICTBO.

3.3.3. B wacm II, 6yxeéa "A: Huopmayus 3a uxonomuuecxus onepamop”, B
pasnena "@opma na yuacmue"” na EEJIOIT yyacTHEKBT CIIe/IBA JIa OTFOBOPH JIAIIH YYACTBA B
IpolenypaTa KaTo 4acT oT oOequHeHHeE.

334. B wacm I, 6yxea "b. Hugopmayus 3a npedcmasumenume wa
UKOHOMUYECKUS onepamop”, yYaCTHHKBT Clle/lBA Jila OTTOBOPH B CBHOTBETCTBHE C
PETHCTPAIMATA CH B TBPIOBCKUS PETHCTHP MM JIPYT PETHCTHP CHOOPA3HO HALMOHAIHOTO CH
3aKOHO/IATEICTBO.

33.5. B wacm II, 6yxea "B: Hucpopmayus omuocno usnonzeanemo Ha
kanayumema na Opyeu cybexmu', y4aCTHHKBT CIEIBA Jl@ OTFOBOPH M IIE H3MON3BA
KaraluTeTa Ha TPETH JIMIA [0 OTHOLIEHHE HA KPHTEPUUTE, CBBP3aHH ¢ MKOHOMHYECKOTO H
(PHHAHCOBOTO CHCTOSHUE, TEXHHUCCKHTE CIIOCOOHOCTH M MPO(ECHOHATHATA KOMIIETEHTHOCT.
3a BCAKO TpeTO JIHIe ce Mpencrass otaened EEOI].

33.6. B uacm I, 6yxea "B: Hughopmayus ommnocHo usnonzéanemo Ha
kanayumema Ha Opyeu cybexmu', y4acTHHKBT CICABA Jd OTIFOBOPH JAllH e H3II0I3Ba
KalaluTera Ha TPETH JIHIA 10 OTHOLIEHHE HAa KPUTEPUHTE, CBHP3aHH ¢ HKOHOMHYECKOTO H
(pMHAHCOBOTO CHCTOSHME, TEXHHYECKHTE CIIOCOOHOCTH M Ipo(hecHOHATHATA KOMIIETEHTHOCT.
3a BCAKO TPETo JuIle ce mpejcTass otaenen EEJIOTIN.

33.7. B wacm 1II 6ykea "I Hupopmayus 3a nodusnvinumeny, vuiimo
Kanayumem UKOHOMUHECKUAM Onepamop HAMA 04 U3noa36d", YYaCTHHKBT cClEBa Jia
OTTOBOPH KOH Ca NOAUNBIHUTEIHTE, KOUTO LIE II0JI3BAa.

3a BCEeKM NOJAM3IBIHMTEN ce mpeactas oraenen EEJIOIL [loamsmbinurenute
TpsiOBa Jla OTrOBapsAT Ha CHOTBETHHTE KPHTEPHH 3a 10AGOp ChOOPA3HO BHua W JEna OT
IIOpBYKaTa, KOWTO e U3MBIHABAT, U 34 TAX JIa HE Ca HAIUIIEC OCHOBAHHS 3a OTCTPAHABAHE OT
MPOLIEyPaTa.
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[ToAu3IBAHATENAT TOCOYBA KAYECTBOTO CH HA MOMU3IIBIHUTE] B YdCi Il 6yxea
"A: Hugopmayus 3a ukonomuueckus onepamop”, B pasgena "@opma na yuacmue" wa
EEJTOII, koiito mpenctass. B Touka a) Ha chiius pasjen IMoOH3NBIHUTEAT [I0COUBA TOSTHTE
3aIBJDKCHHA CBIVIACHO Wi, 606, all. 1, u3p. Bropo ot 3011

3.3.8. B wacm III, 6yxea "A: Ocunosanus, CELP3ANU ¢ Haxazamennu npucvou”
YHACTHUKRT NCKIApPHPa HAMYMETO Ha O0OCTOATENCTBATA 33 OTCTPAHABAHE OT YYaCTHE B
nponenypara 1o 4. 54, ai. 1, . 1 u 2 or 3011 (ockxkaaHe 3a npecThinenus mo wi. 108a, wr.
159a-159r, wi. 192a, wn. 209-213, un. 301-307, wr. 321 u un. 321a or HK mwm AHAJIOTHYHH B
Apyra Ibp:aBa WICHKa UM TPETa CTPaHa), KAKTO M NPEAIPUETHTE MEPKH 3@ HAJEHKIHOCT 110
wi. 56 or 30Il, xorato e¢ mprnoxumo. Te3u OCHOBaHHS ce OTHACAT 3a JHLara, KOUTo
TIPCACTABIIABAT y4aCTHUKA, WICHOBETC HA YIPABUTEIHA U HaJI30PHH OPraHy | 33 IPYTH JIHIla,
KOHTO MMAT IPaBOMOIIKA Ja YHPAXHIBAT KOHTPOJ NPH B3EMAHETO Ha PEIIeHHS OT Te3u
oprauu. JIuuara, 3abIDKEHH [a JeKIapupaT 00CTOSTENCTBATA [0 UJl., 54, am. 1, 1. 1u2ca
nocodend B 9. 40, ain. 2 ot IIII30I1. Korato usncksanuara mo wi. 54, a. 1, 1.1 12 ot 30II
CC OTHACAT 3a [TOBEYE OT €IHO JIMIle, BCUYKH JIHIa noanucsar exus u cpuy EEJIOIT. Korato e
HaJIH1E HEOOXOMMOCT OT 3aIlUTa Ha JIMYHUTE JAHHH MM IIPH pasnuyue B 00CTOSITENCTBATA,
CBBP3AHH C JTAYHOTO ChCTOSHUE, HH(POPMAIHATA OTHOCHO M3MCKBAHUATA 110 WI. 54, ait, 1, T. 1
1 2 or 30I1 ce mombiBa B OTHEIEH EEJIOII 3a Besiko jmie wiw 3a HSIKOM OT JiMnara. B
CIydaure, korato ce monasa mosede or eamH EEJIOI, oGcrositenictBara, cbp3anm c
KpUTEpUHTE 3a 10oAO0p, ce chabpxkar camo B EEJIOII, moamucaHn OT JIHIE, KOETO MOIKE
CaMOCTOATEIIHO A PEJICTABNABA ChOTBETHUS CTOIIAHCKH CYOEKT.

3.3.9. B uacm IlI, 6yxeéa "b: Ocnosanus, cevpsanu ¢ niawyanemo na Oanvyu u
COYUANHOOCUSYPUMENHY 6HOCKY' yIACTHUKBT JIEKIapupa HAIMYHMETO Ha 06CTOSTENCTRATA 34
OTCTpaHABaHE OT ydacTHe B mpomenypara 1o wi 54, an. 1, 1. 3 or 3011, T.e. janu uma
3a/tbJDKCHHUS 38 NaHbIH W 3a1B/DKHTeSTHH OCHTYPUTEIHN BHOCKH TI0 CMHUCHIIA Ha Wl 162, ar.
2, 1. 1 ot JOIIK, kaKkTo u mpeinpreTuTe MEPKH 3a HAJEKIAHOCT 110 4. 56 oT 3071, Korato ¢
MIPHITOKHMO.

3.3.10. B wacm IIl, 6ykea "B: OcHnosanus, CEBP3AHU C HECHLCINOSMENHOC,
KOHQIUKIM  HA  uHmepecy und npogecuonanio Hapyuienue” y9aCcTHAKBT JieKiiapupa
HATHYHETO Ha 0DCTOATENCTBATA 32 OTCTPAHsBAHE OT YYACTHE B IPOIEAYPATa 10 Wi, 54, ajl. 1,
T. 4, 5,6 u 7 or 30I1. OcropanusaTa 1no wi. 54, t. 7 ot 30I1 ce oTHacAT 3a JUIaTa, KOMUTO
IIPCACTABIISBAT yYACTHHKA, YWICHOBETE HA YIPABUTEHM W HAZ30PHH OPraHu | 3a JpYyrH JIHIA,
KOHTO HMaT PaBOMOLIMS Jia YIpPaXKHABAT KOHTPOJ IPH B3EMAaHETO Ha PELICHHS OT Te3M
opranu. Jlunara, 3aqb/DKEHH Oa IeKnapupar obcrosrencTeara mo wi. 54, am. 1, 7. 7 ca
nocouenu B uit. 40, ain. 2 ot HIT30I1. Koraro usuckBanusTa mo wi. 54, ai. 1, . 7 or 3011 ce
OTHACAT 3a [OBeYe OT €AHO JIMIE, BCHYKH JIHLA nojnucsaT equH u cwur EEJIOIT. Korato e
HaJHIE HeOOXOIMMOCT OT 3aluTa Ha THIHATE JIAHHU WK TIPU PasiniHe B oOcTosTecTBaTA,
CBLP3aHH C JIMIHOTO CLCTOSHME, HH(OPMALMATA OTHOCHO H3UCKBaHMATA [0 wi. 54, an. 1, T. 7
ot 3011 ce nonsasa B ornenen EEJIOII 3a Besko JIMIE HITH 32 HAKOM OT IHMIATa. B CIIyJaure,
Korato ce noxasa moseye ot egur EEJIOIL, ofcrosrencrsara, CBbp3aHn ¢ KPUTEPUHTE 3a
moa0op, ce cpanpixat camo B EEJIOI, moamucaH oT JIMIe, KOETO MOKE CAMOCTOSTEIHO Jia
IIPENICTAaBIABA CHOTBETHHS CTOMAHCKH CyOekT. Iloj "konbmukT Ha unTepecu" cliensa na ce
pasbupa onpejieneHneTo, aaaeHo & § 2, T. 21 ot JIP ma 3011, koraro BB3IOXKHTENSIT, HETOBH
CIIY)KHTEIId MM HAaeTH OT HEero JMNA M3BhH HETroBaTa CTPYKTYpPa, KOMTO YdYacTBaT B
[IOrOTOBKATA WM BH3JIAraHeTo Ha OOIIecTBeHATa MOPLYKA WM MOTAT Jia NOBJIHIAT HA
pesyJrara OT Hesd, MMaT HHTEPEC, KOUTO MoKe Ja BOJM JI0 obiara mo CMECHIA Ha WI. 2, ai. 3
OT 3aKOHA 3a MpPEeNOTBpaTsBaHe Ha KOHQGIMKT HA MHTEPECH M 3a KoiiTo 6H MOTIO ma ce
IpHUEME, e BIIUsIC HA TAXHATA OE3MPUCTPACTHOCT H HE3aBHCUMOCT BhB BPBL3KA C BH3JIATAHETO
Ha 0DIIIeCTBEHATa OPBYKA,
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3.3.11. B wacm I, byxea "I": [lpyeu ocnosanus 3a uskuiousaie, xoumo moice oa
0voam npedeudeny 6 HAYUOHWIHOMO 3AKOHOOAMENCMB0 HA BvINAAWYUS  Op2aH U
BB3A0VICUNENA HA ObPACAEAMA YNeHKa" yIACTHHKST JIEKIAPHIPa HATAIHETO Ha:

3.3.11.1. ObcrosTencrara 3a OTCTPAHABAHE OT YYacTHE B [poneaypara mo ui.
54, an. 1, 1. 1 u 2 ot 30I1 (ockikmane 3a IPECTHIIICHAS 110 UL, 172, un. 194-208, un. 213a-
217, win. 219-252 w wr. 253-260 u wr. 352-353e or HK wid aHATOTHYHM B JIpyra qbpskaBa
WICHKA WM TPETa CTpaHa). Te3n oCHOBaHHA ce OTHACAT 3@ JIMIATA, KOMTO [PEACTABISBAT
YHacTHHKA, IICHOBETC HA YIPABUTEIHU W HAJ30PHM OPTaHH M 3a APYIH JIHIQA, KOUTO MMAT
[IPABOMOIIHS Jla yNPAXKHABAT KOHTPOJI IIPH B3€MAHETO HA PELICHHs OT T€3H Opranu. Jlumara,
3aB/KCHH Jla JIeKIapupat odcrosrencrsara no wi. 54, ain. 1, 7. 1 u 2 ca nocouenu B wi. 40,
an. 2 or IIIT30I1L Koraro msuckBanmsita no wi. 54, an. 1, 1. 1 u 2 ot 3011 ce oTHACST 34
[OBEHE OT CIHO JIMLE, BCHYKM nuua moinucear egud u cwil EEJIOI Korato e Hammie
HEOOXOMMMOCT OT 3allUTa Ha JIMYHWTE NaHHH WO OPH DPasjiMuuMe B obcrosiTencTrara,
CBBP3aHH C JIMIHOTO ChCTOAHHME, HHPOPMAIMATA OTHOCHO M3HCKBAHMSATA 110 9il. 54, ai. 1, T. |
u 2 or 30II ce nomenea B otmenen EEJIOII 3a Besko NHLE MM 33 HIKOH OT nuiara. B
Clryqaute, Korato ce nomasa nosede or exaun EEJIOIL, obGcrosTencrsara, CBBP3aHH C
KputepuuTe 3a moabop, ce cpabpxkar camo B EEJIOT], moAmmcaH OT JHIE, KOETO MOME
CamMOCTOATEIHO /1A IPE/CTABIABA ChOTBETHHS CTOMAHCKU CYOEKT.

3.3.11.2. CBBp3aHOCT ¢ OPYT YY4CTHHK B HPOIENypaTa [0 CMHUCHIA HA § 2, 1. 44
ot JIP na 3011, BbB BpB3ka ¢ § 1, T. 13 u 14 ot JIP na 3akoua 3a IyOIHYHOTO MpeIaraHe Ha
LEHHH KHIKA.

3.3.11.3. Ilpeuku 3a yuacTHe B OOIICCTBCHU IOPBYKHU TI0 4iL. 3, T. 8 OoT 3akoHa 3a
WKOHOMHMYECKHTE ¥ ()MHAHCOBHTE OTHOIIGHHS C JIPYIKECTBATA, PETUCTPHPAHH B IOPUCIUKITHN
¢ npedepeHIMaier JAHBUCH PEXKHM, CBBP3AHHTE C TAX JHIA W TEXHHTE NeHCTBHTEIHH
COOCTBEHHMIIH, OCBEH aKO € HAJIMIE U3KTIOUEHHETO 0 Wi, 4 OT ChINKs 3aKOH.

3.3.11.4. Ilpepnpuernre MepkH 3a HajeXAHOCT 1o wi. 56 or 30T, xorato e
OPUIOKUMO HIJIH HAIHYUETO Ha H3KIIIOUEHHs 110 WI. 4 0T 3aKoHAa 32 MKOHOMHYECKHTE M
(hHHAHCOBHTE OTHONICHHMS C JPY)KECTBATA, PEFUCTPHPAHU B IOPUCIUKINH C npedepeHiuanes
JaHBYEH PEKHUM, CBBP3aHHTE C TAX JIMIA ¥ TEXHUTE ACHCTBUTEHH COOCTBEHHUITH;

3.3.12. YuacTHHIHTE Ca [UTEIKHE JIA YBEAOMST THCMEHO BH3I0KHTENS B 3-IHeBEH
CPOK OT HaCTBIIBAHE Ha 00CTOATENCTBO 110 Wi 54, an. 1 ot 3011, geknapupaHo oT TSX B yacTH
[T u [IT va EEJIOIT.

3.3.13. B wacm IV, 6yxea "A: I'oonocm" B Touka 1) Ha TabiMuaTa y4acTHHKET
[I0COYBa JIOKYMEHTa, ¢ KOHTO J(0Ka3Ba CHLOTBETCTBHETO CH II0 Toukd 5.4.1.1 m 5.4.12 or
[OKaHaTa 33 y4acTHE B Ipouenypara: PaspeleHde 3a THPTOBHS HA €APO ¢ JIEKAPCTBCHH
HPONYKTH, H3aneHo no pena Ha 3JIITXM uiu Paspemenue 3a npoussoznctso mo ui. 196, a.
I or 3JIIIXM, B ciyqanTe KOTaTo y4acTHHKBT € TPO3BOMMTEN H IIpEjuiara JIEKAPCTBEHHTE
NpOJYKTH, KOMTO HMpPOM3BEXHa Iiu Paspemenue 3a BHOC 1o wi. 196, an. 2 or 3JIIIXM, B
CITy4anuTe KOTaTO y4YaCTHUKBT € BHOCHTE] M IIpEAyara JIEKapCTBEHHTE NPOIYKTH, KOHTO
BHacs, Jlunensus no w32 or 3KHBIL, B ciiyyaure Korato YY4aCTHHUKBT IIpejpiara
JICKAPCTBEHH IIPOYKTH, ChIbPIKALIM HAPKOTHYHH BEIECTBA H TIPEKYPCOPH.

3.3.14. B wacm IV, 6yxea "B: Texuuueckd u Tpo(eCHOHATHH CIOCOOHOCTH" B
Touka 10) Ha Tabnuuara y4acTHHKBT 1OCOYBA KaKBa 9acT (IIPOLEHTHO U3paXKEeHHe) or
[IOPBYKATA € BH3JIOKH HA ITOU3ILIHUTE].

3.3.15. B wacm 1V, 6yxeéa "B": Texnuuecku u npoghpecuonantu cnocobrocmu” B
Touka 4) Ha TabnMuaTa y9acTHUKBT MOCOYBA JOKYMEHTa, ¢ KOMTO JOKA3Ba CHOTBETCTBHETO
¢ 1o Touka 5.4.3.1 OT mokanara 3a ydacTHe B Ipouesypara: CepTHGHKAT 3a IpHIATaHE H
NOAIBPIKAHE HA CHUCTeMa 3a yIpaslieHMe Ha kadectBoro EN ISO 9001 w/mmu EN ISO
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13485/13488 w/wnu exBuBaneHTHA, ¢ 00XBAT B OGIACTTA Ha IIPOU3BOJCTBOTO W/WJIH
TBPIOBHUSTA C IEKAPCTBEHH TPOIYKTH.

3.3.16. YYacTHHIIMTE MOTaT 1a H3IOoJI3BaT EEJIOI1, xoiiTo Beue e 6T U3ION3BAH
IpH TPEAXOJHA Tpoueaypa 3a OoOIeCTBeHa IOPBUKa, [PH YCIOBHE, de HNOTBBPIAT, 4Ye
ChIbpPIKAIaTa ¢ B HEr0 HHPOPMALHS BCE OIIE € aKTyalHa, MpH ycJI0BHATA Ha 4. 44, an. 2
ot [1IT30I1.

3.4. loxymentn o wi. 45, an. 2 or III30I1 3a gokassane na [IPeIIPHETUTE
MEPKH 33 HA/IEKIHOCT 110 wiI. 56 o1 3011, korarto e npunoxumo.

3.5. Ilpu y4yactHuIM 0OENMHEHUS, KOUTO HE ca OPHAWYECKH JIHIA — KOIHE OT
JIOKYMEHT, OT KOHTO [1a € BHIHO IIPABHOTO OCHOBAHHE 3a Ch3/laBaHe Ha 00eIHHEHHETO, KAKTO
H creaHara MH(pOpMallUs BB BPh3Ka C KOHKpPETHATa OOIIECTBEHA [OpBYKA: [paBaTta H
3aJB/DKCHUATA HA YYACTHHIHUTC B OOC/MHEHHETO; Pa3sNpeNeeHHETO Ha OTTOBOPHOCTTA
MEXAY WICHOBeTe Ha O0CAMHEHHMETO; ACHHOCTHTE, KOWTO IIE HM3IIBIHIBA BCEKH WICH HA
00eIHHEHHUETO.

3.6. JIOKyMEHT 3a YI'BIHOMOIIABAHE, KOTATO JIHIETO, KOETO 3asBsBa ydacTHe B
JOTOBAPSHETO, HE € 3AKOHHHAT [IPEACTABUTE/ HA YYACTHUKA.

4. Pen 3a npoBek/1ane HA NPEroBOPHTE:

4.1. IlopennocrTa Ha MPoBEXKIaHe Ha IPETOBOPHUTE CE ONPENETS OT KOMHCHSTA IO
un. 103, an. 1 or 30I1 upe3 xpebuif, Ha KOHTO MOTaT Jia NPHCHCTBAT IIpeJICTaBUTENIM Ha
[TOKaHEHUTE YUYACTHHITH,

4.2. Komucusra nposex/ia IPEroBOpH ¢ BCEKH OT YHACTHHIIHTE MOOT/IENHO, KATO
CC TpHIbPXKA TOYHO KBM IIBPBOHAYAIHO OIpPEIESCHHTE YCIOBHS M M3WCKBAHHS 34
M3II'bJIHEHHE Ha IOpBYKaTa. PesynraTuTe 0T IIPeroBOPHTE Ce OTPassABaT B IPOTOKOT, KOKTO ce
IIOJITKCBA OT KOMUCHSTA H OT YUACTHHKA.

4.3. KomucusTa He OIOBECTsBA IOCTHIHATHTE JIOTOBOPEHOCTH ¢ YYACTHHK pej
OCTaHAIUTE YYACTHHI(H OCBEH C HETOBO M3PHYHO CLIJIACHE.

4.4. KomMucusaTa IpoBesk/ia MPErOBOPHUTE € BCEKH OT YYACTHUIIUATE 110 €UH H ChII
HA4HH, BKIIOYHTEIIHO KATO UM C€ TIPEJOCTaBs eAHAKBa MHGOPMALUI M CE 3aJaBaT ¢IHH U
CBIIH BBIIPOCH.

4.5. B HauajtoTO HAa NPErOBOPUTE C BCEKM OTHEIEH YYACTHUK KOMMCHSTA
H3BBPIIBA [TPOBEPKA HA CBOTBETCTBHETO HA THYHOTO MY ChCTOSHHE U HA CHOTBETCTBHETO MY
C KpUTEPUHUTE 3a 110A00p, Kato pasrnesxia npeacrassuus EEJIOIL. Korato yeranosu nmrca,
HEM'BJIHOTA MM HEChOTBETCTBHE HA MH(OPMALMATA, BKJIIOUMTENIHO HEPEJOBHOCT HIIH
(haxkTHUECKa TpeIIKa, WIM HECBOTBETCTBHME C M3HCKBAHMSTA 38 JIMUHOTO ChCTOSHHC HIH
KPUTEpHHTE 3a 10A00p, KoMHCHATa Nipunara wI. 54, ain. 9 ot IIII30I1. ITperoBopute ¢ TO3M
YHaCTHUK 3aBbpIIBAT CIEJ IPEACTaBIHETO Ha KomucHaTa Ha HOB EEJIOIl w/mmm apyru
JOOKYMEHTH, KOUTO CBABPKAT [IPOMEHEHA H/HITH AOI'bIHEHA HH(BOPMALH.

3. JIOKyMEeHTH, KOMTO e NPEICTABAT NPH CKIIYBAHETO HA I0r0BOpa 3a
o0mecTBeHa NOPHYKA:

5.1. 3a ofctosrencrBara mo wi. 54, an. 1, T. 1 ot 30I1 - CBHIETENCTBO 3a
CBIHMOCT, H3/1a/IEHO B 6-MECCUHHMS CPOK Ha BATHIHOCT IIPEJIH PEACTABIHETO;

5.2. 3a obcrogrenctsoro no 4r 54, am 1, 1. 3 or 30II - ymocrosepemue or
OpraHuTe I10 IPUXOIUTE U YJOCTOBEPEHHE OT OOIHHATA 110 CETANUINETO HA BB3OKHTENS U
Ha y4JaCTHHKa, M3JIaJICHH CJIeJ] PEIICHHETO Ha Bb3I0xkuTensd mo wi. 108, ax. 1 ot 3011 3a
OIIpeJieJIsiHe Ha W3MIBIHHTE,
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53.3. 3a obcrosrencrBoto mo wi. 54, am. 1, . 6 or 30II - YIOCTOREPEHHE OT
opraHuTe Ha ManmbnuumrenHa arcuuus "INIaBHA HMHCIEKIMS 110 Tpy#a"', M3JaieHo cliej
PCIICHUETO Ha BH3NOKUTENA 110 wi. 108, an. 1 or 3011 3a onpe/iensiie Ha HATBIHUTEIT,

5.4. Paspemienne 3a THProBUs Ha €poO C JEKAPCTBEHH MPOJYKTH, U3aJEHO II0
pera Ha 3JIIIXM umm Ha Pasperenue 3a mpous3soacTBO 1Mo wi 196, am 1 ot 3MIXM, B
CllyHanTe KOraTO y4aCTHHKBT € NPO3BOJMUTEI M Ipejylara JeKapeTBEHHUTE MPOILYKTH, KOHTO
NPOU3BEIKIA, MM Ha Paspemenue 3a Baoc no ut. 196, am. 2 or 3JIIIXM, B ciyyanTe koraro
YHacTHHKBT € BHOCHTEN H IIpe/iara JICKapCTBEHHTE MPOJYKTH, KOUTO BHACS,

5.5. Jlunensus mo w32 or 3KHBIL, B ciydanrte KOraTo y4acTHHKET npeara
JICKAPCTBEHHU IPOAYKTH, ChABPIKALIN HAPKOTUYHH BELIIECTBA H MPEKYPCOPH.

5.6. Jlexnapanus no wi. 6, an. 2 ot 3aKoHa 3a MepKuTe Cpelly M3IHpaHe Ha Iapu
— No saugbiokureneH  obpasen Ilpuimokennme Ne 2 or ofpasuure JOKyMEeHTH Ha
JOKYMEHTAIIMSITA 38 yUacTHE.
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IIPOEKT
AOTIOBOP
HHEC....covene. 2018 roz. B rp. lo6puy, Ha ocHoBanue wi. 112 u ¢1. oT 3akoHa 3a

O6IHGCTB6HHTC TMOPBYKH, CC CKIIOYH HACTOAIIHAT JHOTOBOPD MEXKIY!

............................................................................................ » CbC cemamdine B
............................... 57 o N 1 671D (—————————— e

L O 5 IIpE/ICTABIISIBAH 1 e
....................................................... s B KAUECTBOTO MY  Hl.wooeroererrririroinnreieeisiisisrioneeneonns
OIIpe/IeIeH 3a M3IBJIHHTEN ¢ Pemenme No ................. Ha BB3JIOKUTENS Clie]l IPOBEACHA

IPOLEAYpa 3a Bh3jlaraHe Ha OOINECTBEHA NMOPLYKA THII "IOTOBapsiHe Oe3 IpeIBapHTENHO
obsiBnenne", BrucaHa B Perucrbpa Ha OOIIECTBEHHTE MOPHUKHA moj No 00083-2018-...,
Hapuyad [IPOJTABAY U

"MHOI'OITPO®PUIIHA BOJIHULA 3A AKTUBHO JIEUEHUE-TTOBPUY" AJ]
rp. JloOpud, chbe cenanuie u ajpec Ha ynpasinenue: rp. Jo6pmy, yi., “Ilasaifior XuTop" 24,
tei.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npejctapisipado ot J-p Tpudon Bramumupos Mopmanor — WsnbamuTenen Mupextop Ha
apyskectsoto, Hapuyana KYITYBAUY.

CrpanuTe ce criopazymsixa 3a ClIeHOTO:
HPEAMET HA JOI'OBOPA U LIEHU

Hren 1.(1) IlpomaBaubT HpomaBa Ha KylyBauya NEKapCTBEHHTE [POJIYKTH, 3a
KOHMTO C€ € IOTOBOPHII B IIPOLEAypaTa 3a Bh3JIaraHe Ha 00IIecTBeHa IOPBUKa:

(2) LlenoruTe npeanoeHHs Ha NpojaBaia ca MOCOYeHH B IPEIXO/HATA AMHES.

(3) TIporHosnara CTOMHOCT HAa MOCTABKATa, MOCOYEHH B MOKYMEHTAIHATA 34
OOILIECTBCHA MOPhYKA HE MOPAXKIAT 3aTbDKEHHE 3a KYIyBaYa Jia TH 3aKYIH B [OCOUCHHS
obem.

CPOKOBE UM HAUMH HA ITJIAILIAHE

Unen 2. CpoxsT Ha HacTosmms jgorosop € 10 (mecer) Mecema oT jarara Ha
MOAMUCBAHCTO MY HJIH IO CB3JABAHETO HA YCIOBMS 3a JIOCTABKA CJIEN [POBEXKIAHETO HA
LCHTPAJIM3UPaHK CNCKTPOHHM ThpProse. JlOroBOpPBET mnpoabbKaBa HAEHCTBHETO CH 10
CKIIIOYBAHETO Ha JIOTOBOP € APYT U3IIBJIHUTEN CIIE IPOBEXK/IaHe Ha OOIICCTREHA ITOPBHUKA.

Hnen 3. [locoyennrte B wi. 1 JMEKApCTBEHH NMPOAYKTH IMe OBIAT JOCTABIHH OT
Ipoj1aBada Ha KyIyBada B CpoK OT 24 (IBafieceT W YeTHPH) Yaca, CJIe]] 3asiBSIBAHETO HM.

YUnen 4. JIpokuMara Ha IIpojlaBada cyMma IO BCSKA OT/eNIHA JOCTABKA e OBIe
IJIaTeHa OT KymyBaya 110 OaHKoBaTa CMeTKa Ha MIpojaBaya B CpokK o 60 (mecteceT)
KaJleHJapHH JIHH CJIe/l JOCTaBKa H H3/1aBaHeTo Ha (akTypa OT npojasaya.

Qiien 5. CpoKBT Ha rOJIHOCT Ha JOCTABEHHTE JIEKAPCTBEHH MPOAYKTH TPsiOBa 14 ¢
He mo-kparbK oT 60 % (urecthecer mporenTa) oT 0OUIMA CPOK HA FOAHOCT KbM MOMEHTA Ha
J0CTaBKATaA.

MJACTO HA U3ITBJIHEHUE U TIPEMUHABAHE HA COBCTBEHOCTTA
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Hner 6. 3a MACTO Ha NOCTaBSHE HA JIEKAPCTBEHUTE HNPOJYKTH Ce Ompees
“MBAJI-Jlobpua™ A/l rp. JoGpud, yn. “Ilanaiior Xutos” Ne 24, 38eHo , BoTHIYHO anTeKa”.

tien 7. CobGCTBEHOCTTA BBPXY AOCTABAHUTE NEKAPCTBEHM IPOAYKTH ¥ PUCKBT OT
IBIIHOTO MM HaCTMYHOTO MM IIOTHBAHE IPEMHHABA BBPXY KyIyBaya OT MOMEHTa Ha
IIPUEMAHETO MM Ha MACTOTO Ha JOCTABSHE C IPUEMO-IPENABATENICH MPOTOKOJ MIH YT
PaBHO3HAYEH JIOKYMEHT.

[IPABA U 3BAABJDKEHMS HA TTPOJTABAYA

Ynen 8. (1) IlpojaBaubT € MILIKEH Jia CKIIOYH JIOTOBOD 3a IOJIU3IIBIHEHHE,
KOrato ¢ o0sABMII B 3asBICHHETO CH 33 YY4aCTUE I10I3BAHETO HA MOMH3IBIHATEL. B cpox 70 3
JHH OT CKIIIOUBAHETO HA JOTOBOP 3a MOJU3IIBIHCHHE MM HA TONBIHUTEIHO CIOpPAa3yMEeHHE
3a 3aMiHA Ha ITOCOYCH B 3asBICHHCTO MO/M3IBIHUTE] H3IBJIHHUTENAT M3Ipalla KOTHEe Ha
A0roBOPa MK HA JIONBIHUTEIHOTO CIIOPA3YMEHHE Ha BB3I0KUTEIISA 3a8/IHO ¢ JI0KA3aTEIICTBA,
4€ ca M3IBJIHCHH YCIOBHTA 110 WI. 66, ai. 2 1 11 ot 30I1.

(2) TloausnbIHHTEINTE HAMAT IIPABO Ja NPERB3TATAT €HA MIHM I[I0BEYE OT
JEHHOCTHTE, KOUTO Ca BKIIFOUEHH B IIPe/IMETA Ha TOT0OBOPA 32 [OIHU3IIbIHEHHE.

(3) HesaBucumMo OT BB3MOXKHOCTTAa Ja Ce M3MOM3BAT  IIOJH3IIBIHHTEH,
OTrOBOPHOCTTA 32 U3II'BJIHEHHE Ha JJOrOBOpa 3a 00IIECTBEHA IOPBYKA € Ha TIpoJaBaya.

(4) KynypausT HMa 12 H3BBpUIBA TUPEKTHH PAILIAIIAHMS C [10IH3ILITHATEIHTE

Ynen 9. TlpomasaunT e AnBAKeH Na J0CTaBA JEKAPCTBEHH MPOLYKTH, KOUTO HMAT
paspemenue 3a ynorpeda Witk yJI0CTOBEPEHHE 33 PETHCTPAIUS Ha JIEKAPCTBEHH HPOIYKTH II0
yn, 23, an. 1 ot 3JIIIXM m OTTOBapAT Ha M3MCKBAHHMATA 34 KA4YeCTBO, 0Oe30MacHOCT H
eukacHocT mo 3JITIXM;

Ynen 10. Ilenara Ha 1ekapcTBeHHTE IPOAYKTH TPSOBA M@ OTrOBAps HA CIE/IHHTE
W3HCKBAHUS:

1. Tlpennaranata meHa Ha JIEKApCTBEHWTE IIPOAYKTH, KOWTO €A BKJIIOUEHH B
[103UTHBHHUS JIEKAPCTBEH CIHUCHK U 3aIUIAl@HH ¢ MYOIHIHH CPEICTRa, A HE ¢ M0-BHCOKA OT
perymipanata nera mo llpunoxenne Ne 2 or ITJIC, mocouena B xomona M (croitHocT Ha
ONaKOBKa, U34KC/IeHa Ha 6asa pehepeHTHA CTOMHOCT 3a e UHIpaHaTa JHEBHA J1034).

2. IlpejyraranaTa LieHa Ha JIEKAPCTBEHUTE MPOAYKTH, H3BBH Te3r rmo T. 10.1 ., Ja He
€ MO-BHCOKa OT MpejenHara (MakcuMalHaTa TIPOJaXHa LeHa Ha JpebHO), MocoueHa B
Perucrepa Ha MakCUManHuTE NPOJAKHY IEHH HA JICKADCTBEHUTE NPOLYKTH, OTIYCKAHH Ge3
JICKApCKO TPEANHUCAHHE M MaKCHMaIHWTE NPONaKHH IEBH Ba JIEKAPCTBEHHTE MIPOLYKTH,
OTIIyCKaHH II0 JIEKapCKO npeanucanue (PerucTop Ha npejie/iHuTe [eHH).

Hmen 11. B ciyuaure, Korato IpoiaBaybT J0CTABS NEKAPCTBEHH MIPOIYKTH,
CBHABPIAINHM HAPKOTHYHH BEIIECTBE, TE3H JICKAPCTBEHM IIPOMYKTH TpsOBa Ja OTroBapaT Ha
u3McKBaHusTa Ha 4. 68 or 3KHBII.

Hien 12. TIpomaBaubT € [UIBXKEH [a H3Zane B CPOK (BaKTypa 3a JOCTABEHHTE
JIEKapCTBEHH TPOIYKTH,

IIPABA U 3AJIBJDKEHWS HA KYITYBAUA

Ymen 13.(1). KymyBaunT mMa mpaBo Ja IIpoBepsiBa KOJHYECTBOTO Ha BCAKA
OTHENHA NOCTaBKA, KATO IPHU YCTAHOBABAHE HA HECBOTBETCTBHE € JUIBIKEH [a YBEIOMH
[IpoJiaBava B Cpok oT 24 yaca.

(2). Ilpu ycraHOBsiBAaHE Ha HECHOTBETCTBHE B KAUECTBOTO HA JOCTABEHHTE
JIEKapCTBEHH TIPOJIYKTH KYIIyBaybT € UIBXKEH J1a YBEIOMH [1p0/aBaya B cpok oT 24 yaca.

(3). HecbOTBeTCTBMETO HA KOJHYECTBOTO M KAYECTBOTO CE YCTAHOBABA C
HPOTOKOJI, CECTABEH OT KOMMCHS, ChCTABEHA OT JUIBKHOCTHUTE JIHIld Ha KyIIyBaya.
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(4). B cayyaif, ue mpojaBausT B cpok 10 24 €aca cien YBEAOMABAHETO 10 all. |
/MM 2 OCIIOPH IUCMEHO HECHOTBETCTBUETO HA KAYCCTBOTO, TOM MOMKE 13 HCKa IpoBepKara
MYy OT yI'BJIHOMOILEH OpraH Wi J1abopaTopus.

Unen 14. KynyBaubt e [UIbikeH jia 3amiaTi yrOBOpeHaTa IleHa B pasMmepa, I10
Ha4HHa ¥ B CPOKA, OTPEJETICHH B HACTOSIIHS TOTOBOD.

HEYCTOWKHU

Hnen 15.(1) Ilpn 3abaBa ma gocraBka OT CTpaHa Ha MpoJaBada ¢ MoBede oT 24
(MBajieceT U YETHPH) Yaca, KyILyBadbT MMa TPaBO Ja MOJyYH HeycToHKa B pazmep Ha 0.1
(Hyna 1m4mo, e/jHa jeceTa) Ha CTO OT CTOMHOCTTAa Ha 3a0aBeHATa IOCTABKA 33 BCCKH 24 yaca
3abaBa.

(2) llpu ycraHOBsBaHe Ha HECHOTBETCTBHE B KOIHMYECTBOTO, NpOJABAYLT €
JUIBKCH N2 NOCTAaBH JIMIICBAIIOTO KOJMYECTBO IIPH CriejBaIlaTa AOCTABKA, a IPH [IOMCKBAHE
OT CTpaHa Ha KylyBa4a B Cpok or 24 uaca. [Ipu HeM3IBIHEHHE Ha TOBAa 3a/bIDKEHHE
KyIyBaYbT HMa IIPABO JIa MOJIYYH HEYCTOMKa B pazMmep Ha 5 (IIET) Ha CTO OT CTOMHOCTTA Ha
JIMIICBAIIOTO KOJIMYECTBO.

(3) Ilpu ycranopsBaHe Ha HECLOTBETCTBHE B KAUECTBOTO, IPOAABAYBT € JUThiKEH
Aa JTOCTABM JIEKAPCTBEHH NPOAYKTH C YrOBOPEHOTO KAUECTBO IIPH CIICABAINATA OCTABKA, 4
IIPH NOMCKBAaHE OT CTpaHa HA KylyBada B CPOK OT 24 uaca. IIpM HeW3IBIHEHWE HA TOBA
3a/[bJUKCHHE KyNyBaybT HMa IPaBO Jia MOJNYYd HEYCTOHKa B pasMep Ha 5 (IeT) Ha ¢To OT
CTOHHOCTTA HAa HEKa4eCTBEHATA JOCTABKA.

(4) B ciyvaute 1o anuuen 2 u 3, ako NMpojaBaybT HE IOCTABH JOTOBOPEHOTO,
KyIyBaYbT HMMa IIPABO 1A 3aKynd HEOOXOAMMHTE MY JIEKapCTBEHH IIPOAYKTH OT JPYTr
JOCTaBYHK, KaTO pas3jinKaTa MEXIy 1eHaTa 10 JOTOBOPa U JICHCTBHTEHO 3aMjIaTeHaTa [[eHA €
3a CMETKa Ha [pojiapaya.

Ynen 16.(1) Ilpu oTkas Ha mpojaBaya Ja JOCTABH 3asBEHHTE My JIEKapCTBEHU
TIPOJIyKTH MM TIPH 3a0aBa noseve oT 48 (4eTHPUIECET U 0CeM) Yaca, KYMyBaybT HMa IPABO
J1a 3aKyNH HeOOXOIMMUTE My JIeKapCTBEHHU HPOAYKTH OT IPYT JOCTABUHK.

(2) B ciryyante mo mpe/xo/iHaTa aTHHes PasIHKaTa MEXKLY IEHaTa 110 JOTOBOPA U
JCHCTBUTEITHO 3amIaTeHaTa IieHa € 3a CMeTKa Ha IIpoJaBaya.

Hnen 17.(1) Ilpu nocraBka Ha JTEKapcTBEHH HPOIYKTH, CPOKBT HA TONHOCT Ha
KOHTO € MO-KPAaThK OT CPOKa HA WI. S, U3IBIHHTEIAT IBIDKA HA BB3IOMKHUTEN HEYCTOHKA B
pa3mep, KakTo clie/Ba:

l. mpu mocraBKa ChC CPOK HA TOMHOCT 0T 59.99 mo 50 % or o6mus CpPOK Ha
rojHocT — 5 % (TeT NpoueHTa) BhPXY CTOMHOCTTA Ha JI0CTABKATA,

2. mpu n0cTaBKa ChC CPOK Ha rojHOCT 0T 49.99 mo 40 % ot o6mus cpok Ha
rogrocT — 10 % (zeceT mponeHTa) BbpXy CTOHHOCTTA HA JOCTABKATA,

3. mpu nocTaBKa ¢hC CpPOK Ha romHocT or 39.99 mo 30 % or obmms cpok Ha
roguocT — 30 % (TpuaeceT NpoIeHTa) BbPXY CTOWHOCTTa Ha JJOCTABKATA,

4. Ipu JocTaBKa ChC CPOK Ha rojmoct ot 29.99 mo 20 % or ofmms cpok Ha
rogaoct — 60 % (mecTaeceT mIpoIeHTa) BHPXY CTOMHOCTTA Ha JOCTABKATA,

5. Ipu JI0CTaBKa ChC CPoK Ha rofHoct rox 20 % ot obimus cpok Ha rogHocT — 90
% (ZIeBeTHIeceT MPONEHTa) BEPXY CTOMHOCTTA Ha I0CTABKATA.

(2). locraBkaTa Ha JIEKapcTBEH NPOIYKT CHC CPOK Ha TOJHOCT MO-KpaThK 0T 40 %
OT OOIIHs CPOK Ha TOJHOCT CE U3BBPIIBA CaMO CIIEA MOTHBHPAHO PEIICHHE HA PhKOBOJHTEIIS
Ha KylyBada 338 KOHKPETHOTO KOJHYECTBO. be3 M3PHYHOTO MHCMEHO ChIVIACHE HA
PBKOBOJUTENIS HA KyITyBaya JIEKApCTBEHHUTE IIPOJIYKTH He ce 3aIlIalllaT Ha npoaBava.

Qren 18. KymysaubT MMa mpaBo Ja Hcka 00e3lUeTEHHE B IbJIEH pa3Mep Ha
BPEIUTE, KOHTO € NPETHPISAN B pe3yTaT Ha 3a0aBeHaTa H/HUIIH HEKauecTBeHATa JOCTABKA,
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Unen 19. Ilpu 3abasa Ha IUTalake OT CTpaHa Ha KyIyBaya, MOCIEAHUAT IBIKH
Ha IpoJilaBaya HEYCTOMKa, B pa3Mep Ha 3aKOHHATA JIMXBA.

Hnen 20. Heycrofikute, 06e3LICTCHUATA U TEHOBHTE PasiMKy 1O UL, 16, an. 2
MoraT J1a ObAaT y/IbpiKaHH OT BCAKO JBIDKUMO Ha IPOIABaYa IJIAIIake,

ITPEKPATABAHE HA JIOTOBOPA

Hnen 21.(1) JloroBopst ce npekparssa:

1. ¢ m3TMYaHe HA CpOKa, 3a KOMTO € CKIFOYEH, OCBEH B CIIyYaHTe [0 Wi, 2, U3,
BTOPO;

2. NpM CB3JABAHETO HA YCIOBMS 3a JIOCTABKA CJIEI IPOBEKIAHETO HA
IEHTPAIM3UPAHU eJIEKTPOHHHU THPIoBe;

3. Koraro ca HacThIMIH CBIIECTBEHH [POMEHH BBHB (MHAHCHPANETO HAa
oOIecTBeHaTa MOPHYKA — IPEAMET Ha I0TOBOPA, M3BBH IMPABOMOIIUITA Ha KyIyBada, KOHTO
TOH HE € MOI'BJI MIM HE € OWJI JUIBKCH Jla MPeABUAM HIM JIa NPEIOTBPATH — C MHCMEHO
YBCIOMIIEHHE OT KYITyBaua, BeJlHara cJie]{ HacThIIBaHe HA 0DCTOATEICTBATA,

4. UpH HACTBIIBAHE HA HEBHHOBHA HEBH3MOXKHOCT 34 M3IIBIHCHHE B PE3yNTar HA
HETIPSABU/IEHO MM HENPENOTBPATHMO CHOMTHE OT H3BBHPE/ICH XapaKTep, Bh3HUKHAIO ClIe)|
CKITIOYBAHETO Ha JOTOBOPA (,,HEIPEOJ0INMA CHIIA™) 3@ CPOK II0-ABIBT OT 30 JHH.

(2) KymysaubT Moxe /la ipeKkpaTH LOr0BOpa 6e3 Npelu3BecTHe, ¢ yBEAOMIICHHE,
U3IIPATEHO JI0 TIPOogaBaya:

l. IIpH CHCTEMHO HEM3IIbIIHEHHE Ha JOCTABKUTE HA JIEKAPCTBEHH HIPOAYKTH TIO
KOJIMYECTBO M/HIM Ka4ecTBO OT CTpaHA Ha NpojaBaya. 1101 CHCTEMHO HEU3IhIHEHHE Ce
pasbupa TaKoBa, H3BBPLIEHO JBA MITH HOBEYe I'bTH B PAMKHTE HA THH KaICHIAPEH MECell,
WJIM ITOBEYE OT TPH IIBTH B PAMKHMTE Ha CPOKA Ha JOr0BOpA;

2. B cilyyai, Ye MPOAaBaYbT U3MOJI3BA MOJM3IIBIHUTEN, 63 14 e JIEKIIapUpa ToBa
B JIOKYMCHTHUTE 3a y4acTHe, MM H3T0JI3BA IIOMU3IIBIIHUTEI, KOUTO € PasJIMueH OT TO3H, KOHTO
€ TIIOCOYCH, OCBEH B CllyyauTe, B KOMTO 3aMsHATA, CBLOTBETHO BKIIOYBAHETO HA
TIOJU3IBJIHUTEN € U3BBPIIEHO ChC CBIVIACMETO HA KYIIyBaya U B ChOTBeTCTBHE che 3001 1
HACTOSLIHS JIOTOBOP;

(3) KymyBaubT npexparsisa Joropopa B ciydante 1o 4i. 118, an. 1 or 3011, 6e3 1a
IBIDKH 0De3IeTe ke Ha [IPOJiaBaya 3a MPETHPIICHH OT MPEKPATABAHETO Ha JIOTOBOPA BPE/IH,
OCBCH aKo MpeKpaTsIBaHeTo € Ha ocHoBanue Wi, 118, an. 1, . 1 ot 30I1.

APYI'N YVCIIOBU

Hnen 22.(1) CTpanuTe 10 10roBopa He MOTAT [a I'0 U3MEHST, OCBEH B clly4auTe,
npeaBujeHd B wi. 116 or 30T1.

(2) B cnyuait, ye mo BpeMe Ha JIeliCTBHE Ha JOTOBOPA, CTOHHOCTTA HA JOCTABAH
JISKApCTBEH MPOAYKT, ONpezencHa 1o pejia Ha HapenbaTa 3a perynupane u peructpupane Ha
LCHUTE Ha JICKAPCTBEHUTE MPOAYKTH, YCIIOBHATA, IIPAaBHIATa W KPUTCPUMTE 3a BKIIOYBAHE,
IIPOMCHH ¥/HIIH M3K/THOUBAHE Ha JIGKAPCTBEHH IIPOLYKTH OT MO3HTHBHUS JEKAPCTBEH CIIUCHK
H YCIIOBHATA M pejia 3a paboTa Ha KOMMCHATA IO LICHH M perMOypCHpaHe MM IO pela Ha
JpYT HOPMATUBEH aKT, CTaHE [10-HUCKa OT J0rOBOPEHATa, KYIyBaubT 3aIljialia JeKapCTBeHHs
IIPOIYKT IIO [10-HHCKATa LieHa, OT JaTaTa Ha BIM3aHETO B CHJia Ha pemenuero Ha Komucusra
IO [CHH ¥ peMMOypCHpane MK Ha JPYT PEryJIaTOpeH OpraH.

Qren 23. CrpaHuTe IO TOTOBOpA Ille PElIaBaT BHLIHMKHAIUTE 10 M3ITBIHEHHETO
CIIOPOBE MO B3aMMHO CBIVIACHE, & aKO TOBa € HeBB3MOXKHO 1o pena Ha ['TIK mpen pomoso
KOMIIETEHTHHS CBJ B I'p. ToOpuu.
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e 24. 3a BCHYKM HEYPEACHH II0 HACTOSIIMS JIOTOBOP BHIIPOCH LIIE CE Ipuiarar
paznopenbdute ma 3011, 33]1, T3 n ApyruTe OTHOCHME HOPMAaTHBHY aKTOBE,

Umen 25.(1). 3a Banuanm ajpecu 3a NpUEMaHe HA CHOOIIEHHMS, CBBP3AHM C
HACTOAIIMA J0rOBOP C& CMATAT &JIPECHTe, IOCOUEHH B HAYATI0TO Ha JOTOBOPA.

(2). Ilpu npomsHa Ha JAHHMTE IO MPEIXONHATA AIMHES, CHOTBETHATA CTPAHA ¢
JUIBXKHA T2 YBEIOMH IpyraTa B TPHIHEBEH CPOK OT IPOMSIHATA.

llpu  mojgmucBasero Ha Hactosmms JoroBop e peAcTaBMXa  CIEHHTE
JOOKYMEHTH:

- 32 obcTogTeNncTBaTa Mo Wwi. 54, ax. 1, 7. 1 o1 3011 - cBUAETENCTRO 38 ChIUMOCT;,

- 332 00CcTOsTECTBOTO 110 WiI. 54, ai. 1, T. 3 ot 3011 - YIOCTOBEPEHHE OT OPraHuTe
[0 TPUXOJUTE W YHOCTOBEepeHHEe OT o0IUHATA IO CENATHINETO HA BB3ITOKHUTENS H Ha
KaH/[1/1aTa UK YUaCTHHKA;

- 332 00CTOATENCTBOTO 10 ul. 54, al. 1, T. 6 - yIOCTOBEpeHHe OT OPraHATE Ha
Msnbanurenna arennus "[iaBHa HHCTICKIMA 110 Tpyaa";

- ACKIapanus no wWi. 6, aj. 2 or 3aKoHa 3a MEPKHUTE CPEIly W3IMpaHe Ha HapH —
no 3aaeoKuTened odpasen Ilpunoskenue Ne 2 ot o6pasuure J0OKyMEHTH Ha JOKYMCHTALUSATA
3a y4JacTue;

- ceprudMKaT 3a NpUIaraHe H [OJIBPIKAHE HA CHCTEMa 3a YIPaBJICHHE Ha
kauecTBOTO EN ISO 9001 w/unmu EN [SO 13485/13488 u/unu exsusanenTHa, B o6racTra Ha
IPOM3BOJICTBOTO W/HJIH THPTOBHATA C JIEKAPCTBEHH IIPOAYKTH

- Paspemienue 3a TPropus Ha e1po ¢ JIEKapCTBEHH HPOIYKTH, H3MaIeHO 110 peja
Ha 3JIITXM wim ma Paspenienue 3a npou3BoAcTBO 0 wi. 196, an. 1 ot 3JIIIXM, B cnyuante
KOraTo YYaCTHHKBT € TPO3BOAMTE] K IIpeiiara JeKapcTBEHHTE MPOLYKTH, KOUTO
IPOM3BEXKIA, WK Ha Pasperienye 3a BHOC 1o uiL. 196, an. 2 ot 3JIIIXM, B ciyyauTe Korato
YYaCTHHKBT € BHOCHTE H IIpeJylara JIeKapCTBEHUTE IIPOIYKTH, KOHTO BHACS,

- Jlmnensus nmo un.32 or 3KHBIIL, B cmyuanTe KOraro y4acTHHKBT npejiara
JIEKapCTBCHM IPOJYKTH, ChAbPKALIH HAPKOTHYHHM BEIIECTBA H IIPEKYPCOPH.

HaCTOHHIHF[T JOI'0BOp C€ CBCTAaBH B TPH GILHOO6pa3HI/I CK3EeMIIIsApa, CSIMH 3a
InpomaBada | JBa 3a KyIlyBada.

[IPOJIABAUY: KVIIYBAUY:



