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YKASAHHSA 3A IIOATOTOBKA HA OPEPTATA

I.I'bAHO OITHCAHHE HA OBEKTA HA IIOPBYKATA, BKAIOYUTEAHO HA
OBOCOBEHHTE IIO3HUIIHH

1. IlpeameT Ha oblmiecTBeHaTa MOpBYKa: ,/[0OCTaBKU HA AEKAPCTBEHU ITPOLYKTH,
MAEKa U XpaHUTEeAHU nobaBkU 3a neiiHoctTa HA YMBAA “TIIpod. a-p CrosH KupkoBuu“ ALl
2. OnHcaHHe Ha O0EKTa Ha MOpBhYKaTa:

ObGekTa Ha mopbYKATa Ca HEePOUAUYHO IIOBTAPSIIU Ce€ JOCTABKU Ha AE€KAPCTBEHU
IIPOAYKTH, MAEKA U XPaHUTEAHH NO00aBKU U Ha AE€KApPCTBEHH IMPOAYKTH 3a AedeHHe Ha
XEMAaTOAOTHYHH 3a00AIBaHUA CAEN IIPEOBAPUTEAHH ITMCMEHM 3asdBKH, HEOOXOOUMHU 3a
U3BBPIIBaHe Ha AedeOHUa mporec B YMBAA ,ITPO®. [I-P CTOAdH KHMPKOBUY” A B
pPaMKHUTE Ha IIPOTHO3HHUTE KOAWYECTBA OT TeXHHUYecKaTa CIeUpUKaAIUsI KbM
JOKYMEHTAIUATA 3a yIaCTHE B OTKpHUTAaTa IIPoIleaypa 3a CPOK oT 24 mecela.

3. O00co0eHH MO3HIHH — O0IIleECTBEHATA [TOPBHYKA CE pasaeAst Ha 000COOEHU TTO3UIIHH.

3.1. OGocobena mo3umusa Ne 1 - AeKapCTBEHM IIPOAYKTH, BKAIOYEHU B
npuaoxeHue No 2 B [losuTuBHUYG AeKapCTBEH cnuchbK Ha M3. [IporHozrara cToMHOCT Ha
Ta3u obocobeHa nmo3uud € 4 921 273.49 aesa 0e3 [J/1C.

3.2. O6ocobena mo3umusa Ne 2 - AeKapCTBEHU IIPOAYKTHU 3a A€UEHHE Ha ITaIlUeHTHU C
TepMHUHaAHA OBOpeYHa HEeLOCTATBhYHOCT Ha XeMoauaausa. [IporHo3HaTa CTOHHOCT Ha TasHu
obocobeHa ro3urud € 479 278.90 aeBa 0e3 [1/1C.

3.3. OGocobenn mo3umusa Ne 3 - AeKapCTBEHU IIPOAYKTH 3a A€YEHHE HA
XeMaToAOTHYHHU 3aboasBaHUs. [IporHo3HaTa CTOWHOCT Ha Ta3u 000cobeHa IIO3UIUS €
3 294 455.16 AeBa 6e3 [1/1C.

3.4. O6ocobena mo3unusa Ne 4 - rekapcTBeHH NIPOoAyKTH u3BBH ITAC. ITporHo3uara
CTOMHOCT Ha Ta3u obocodbeHa rmo3uludg € 503 868.32 reBa 6e3 [1/1C.

3.5. O6ocobena mosuuusa Ne 5 — Xpauureanu mob6aBku. [IporHo3HaTa CTOMHOCT HA
Ta3u obocobeHa nmo3uud € 13 693.99 aeBa 6e3 [1/1C.

3.6. OGocobena mo3unmua Ne 6 - TaseHOBO - (HacoOBBYHH IIpemapaTH.
[IporHo3HaTa CTOMHOCT Ha Ta3u obocobeHa mo3urusa € 44 155.47 reBa 6e3 [A/1C.

OOuraTa MPOrHO3HA CTOHHOCT IO BCHYKH 000c00eHH mo3uuuu € 9 256725.33

AeBa 0e3 [1/1C.

Bcuyky BHOOBE AEKApPCTBEHH IIPOAYKTH, MAEKaTa M XPaHUTEAHH MOO0aBKU ca
OIIMCaHU IIoApPoOHO B croerudukamusara — [Ipuasoxkenme Ne 1 KBpM HacrodIiaTa
JOKyMEHTAaIlU4.

AeKapcTBeHUTE NPOAVKTH B obocobenu mo3ummu No 1, No 2 1 No 3 caensa ma 0baat
BrAIOYeHH B [IpuaoxkenHre No 2 Ha MO3UTHUBHHSA AEKAPCTBEH CIHCDHK, AKTVAA€H KBM
KpaliHusg CpoK 3a mojaaBaHe Ha odeptu. [locouyeHU ca mpemaeAHd MaKCHUMaAHU CTOMHOCTU

Ha OTAEAHHUTE HOMECHKAAQTYPHU OT TE3U obocobeHu IIOSHUIINH H HA obocobenu mo3uu Ne 1 u
2.

3a obocobeHa mosurgd Ne 4 B TexHuuyeckara cronelmdUKalllidg, OPeacTaBAgBallla
HepasIeAHAa YACT OT VIBBDAEHATA NOKYMEHTAIINI Ca BKAIOUYEHU AEKAPCTBEHU IIPOAVKTH, 34
KOHUTO Cca IIOCOYEHHU PErUCTPUTE, B KOUTO Ca HAMEPEHU Te3U AEKAPCTBEHU MNPOAVKTH.
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[TocoyeHHu ca ImpeaeAHr MaKCHMAaAHH CTOMHOCTH Ha OTJAEAHHTE HOMEHKAATYPH B 00ocobeHa
mo3uiig  No 4 u Ha obocobena mo3uiusg No 4. AeKapCTBEHUTE MNPOAYKTH, BKAIOUEHH B
obocobena mo3urnusg Ne 4, KOUTO HE ca OTKPHUTHU B CHOTBETHUTE PETHUCTPH M IPHAOXKEHUS
KbM _IIAC ca 1mocodyeHU ChHII0 MaAKCHMAaAHH IIpPEAEeAHM CTOMHOCTH Ha OTAEAHUTE
HOMEHKAATYPH.

MaKkcUMaAHUTE TIIpeAeAHM CTOMHOCTH Ha TMPOAVKTHTE B HOMEHKAATYPHUTE OT
obocobenu mmo3zunm No 5 u No 6 ca crobpaseHu ¢ hUHAHCOBUG pecypc Ha BEBE3A0KUTEA,
cAael copaBKa B “CopaBOYHHK Ha A€KAPCTBEHHUTE IIPOAVKTH, pa3pelleHH 3a ymoTpeda B

Boarapug 2019 r.”.

PazmeasgHeTo Ha aAekapcTBaTa B O00COOEHH IIO3UIIMH € HU3BBPIIEHO II0 OaHHHU OT
noaabpsKaHUs Ha HUHTEpHeT cTpaHuilata Ha M3 Peructbp - Ilo3uTuBeH AeKapCTBEH
criuchbK, llpmaoxkenwme No 2 wxpm garta 02.11.2019r., Peructsp npeneaHH II€HHM Ha
A€KApCTBEHUTE MPOAYKTU, OTIIyCKAHM II0 A€KapCKo Ipeamnucanue u Peructsp Ha
MaKCHUMaAHUTE MPONAsKHU IEeHH Ha AEKApPCTBEHH ITPOAYKTH, OTIIyCKaHH 0e3 AeKapCKO
Opearucanie, akTyaAeHU KbM CchlllaTa gaTa.

YyacTHUKBT MOXKe [Aa [oJaBa odepra 3a enHa, [IoBede OT eaHa HWAM BCUYKU
000CO0EHHU TTO3UIIUH.

Ha ocnoBanue 4a. 30, aa. 1 ot [ITI30OII yuacTHUKBT MOKE Oa rmogaBa odepra 3a enHa
WAM II0OB€Ye HOMEHKAQTYPU OT BCAKA OT 000COOEHUTE TO3UIIHH.

Ha ocmoBanme 4a. 30, aa. 2 ot I[III3O0II, BB3a0XKUTEAdAT yKa3Ba, 4€ YIaCTHUIIUTE,
KOUTO opepHupaT OTAEAHH HOMEHKAATYPU B 000COOEHU ITO3UIUU, CAEABA [a IoAaAaT €IHO
TEeXHUYECKO ITPEeIAOKEHHE [0 00pa3nuTe KBbM HacTodlIaTa JOKYMEHTAIHsS - ITPHAOKEHHUE
Ne 2 u mpuaoxkeHme Ne 2a Ha XapTHUEH HOCHUTEA 3a OepHpaHUTe HOMEHKAATYPHU OT
obocobeHUTE TTO3UIIMH, 3a KOWUTO IIOAABaT IIPEIAOKEHHUS, a MPUAOKeHHeTo Ne 2a - U Ha
CD.

Ha ocuoBanue ua. 30, aa. 1 u aa. 2 ot IIII30II, KoraTo y4acTHUK IIofaBa odepTa 3a
eqHa HAUW IIOBeYe OT eJHa HOMEHKAATypHu OT obocobeHa IIO3UIIMS, B OIIAKOBKaTa Ha
odepraTa ce TIIpeAcTaBs €IHO IIPEIAOKEHHE 3a U3II'bAHEHHE Ha Iopbukara 3a
HOMEHKAQTYpUTE OT obocobeHaTa MO3UIUS, KOUTO Odepupa, HU3TOTBEHO CBHIAACHO
[Tpuaoxxkernue No 2 u [Ipuaoxkenme Ne 2A KbM OOKyMEHTAIUsSTa C BUA U CHOBbPXKAHUE,
CBIAACHO yKa3aHUATa Ha BB3AOKHUTEAS I10-TOPE, BEAHO C JOKYMEHTHUTE II0 4A. 39, aa. 3, T.
1 or IITI3OIl um u3uckBaHuTe OT BB3A0KUTEAd, U OTAEAHHU 3alledaTaHW U HEIIPOo3padHU
naukoBe c Haamnuc '[IpenaaraHu 1IEHOBU IIapaMeTpH' 3a BCIKa €QHAa HOMEHKAATypa, 3a
KOSITO ce IoziaBa odepTa, C IIOCOYBaHE HA HAUMEHOBAHUETO U HOMEpa Ha HOMEHKAaTypaTa
OT TeXHUYecKaTa CIelludpuKanusa Ha BB3A0KUTeAs, KAKTO U HOMEpa U HaMMEHOBAHHETO
Ha obocobeHaTa MO3UIIHs, B KOSITO C€ HaMHPa HOMEHKAATypaTa.

4. MsacTO H CPOK 3a H3II'bAHEHHE Ha IIOp’hYKaTa:
4.1. MsacTo 3a U3I’bAHEHHE Ha ITOphUKaTa: CKAQ/la Ha O0OAHHYHAaTa anTeka Ha YMBAA
SJIIPO®. [1-P CTOAH KMPKOBUY” Al, rp. Crapa 3aropa, ya. “I'enepaa CtoaeToB” No 2.
4.2. Cpok 3a U3II'PAHEHHE Ha IopbUKaTta: 24 (IBaJeceT U YeTHUPH) Mecella, CHUTAHO
OT [JartaTa Ha CKAIOYBaHE Ha [0roBopa HWAW [0 (PUHaAU3HpaHe Ha obdBeHara oOT
MuHHCTEPCTBO Ha 3apaBeEOIIa3BaHETO IIPOleAypa 3a AOCTAaBKH HA A€KAPCTBEHHU IIPOAYKTH
U CKAIOYBaHE Ha paMKOBU CIIOPa3yMEHUS C OIIPEAECACHUTE 32 U3IMI'bAHUTEAN YIACTHUIIH.
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5. KoanuyecTBaTa Ha A€KapCTBEHHTE NPOAYKTH, IIOCOYEHH B TEeXHHYECKaTa
cnenudHKAHA Cca I[IPOTHO3HU, B 3aBHCHUMOCT OT HYKOHUTE Ha Ae4eOHHUS IIpolleC B
b6oaHMIIaTa U BB3A0KUTEASIT HE ce 3abAXKaBa [a T'H 3aKyIlyBa B ITbAHHUS UM 0OeM.

6. CToHHOCT Ha mop’hbYKaTa

PHUHAHCOBHUSAT PECYPC, ONPENEACH OT BB3AOKUTEAd 3a HacTodllarTa IophYKa - 3a
BCHUYKH 000COOEHU MTO3UIIHNH € B padMep 9 256 725.33 aeBa 0e3 Brarouen IJC.

6.1. CpencrBa Ha puHaAHCHUpPaHe — COOCTBEHHU CPeCTBa Ha Bb3aoKUTEAS.

7. Cpok Ha BaAuaHOCT Ha odeprara- 180 KaseHOapHU OHU BKAIOYHUTEAHO OT
KpaliHUd CpOK 3a IloJaBaHe Ha odepTuTe. BB3A0XKUTEAST MOXKe Oga IIoOUcKa OT
VYaCTHUIIUTE [Ja yIbAXKAT CPOKa Ha BAAHAHOCT Ha OEepPTHUTE OO CKAIOYBAHE Ha AOTOBOP.
Y4acTHHK, KOUTO cAe[ IMCMEHa II0KaHa OT Bb3aoKUTeAs He yIbAXKU CPOKa Ha BaAWIHOCT
Ha odeprara CH, B CpPOKa, II0COYEH OT Bb3aokuTeasd B MHUCMeHaTa IIOKaHa, Ie Obae
OTCTPaHEH OT y4yacTHe B IIpolieypaTa Ha ocHoBaHue 4a. 107, T. 2, OykBa ,a“ 30II.

8. H3HCKBaHHA K'bM A€KapPCTBEHHTE NMPOAYKTH, OOEKT Ha MOpBHYKATA:

8.1. OpepupaHuTe A€KAPCTBEHU IIPOAYKTU TPsiOBa [a OTTOBapAT Ha H3UCKBaHUSATA
Ha 3aKoHa 3a A€KapCTBEHHUTE MPOAYKTH B XymMaHHaTa MemunuHa /3AIIXM/ u TtpsbBa ma
IIpUTeKaBaT BaAHTHO pas3pellleHue 3a yrnorpeba B cTpaHaTta, U3a[eHo I10 peaa Ha 3aKoHa
3a A€KapCTBEHUTE NpoAyKTU B xyMaHHara MenuiinHa (3AIIXM) mamu Peraament (EO) Ne
726/2004 vra EBponetickug mapaamMeHT U CbBeTa, U cepTH(MHUKAT 3a OCBOOOXKIaBaHE Ha
BCIKa NapTUaa, HU3AaAeHO OT KBaaudunupaHo aulle rno 3AIIXM, ymocroBepsiBail, ue
napTuaTa A€KapCTBEH IHIPOAYKT € IIPOHU3BEAEHA U KOHTPOAMpPaHa B CHOTBETCTBHE C
paspelieHHeTo 3a yrorpeba.

B cayyait Ha u3THYaHe Ha pas3pelleHHeTo 3a yrnorpeba Ha AeKapCTBEH ITPOAYKT IIpe3
CBPOTBETHATa TOAWHA/TOOWHU, 3a KOWUTO IIPOoBeXKJa OOIlecTBEHaTa MOPBhYKA, YIACTHUKBT
OEeKAapupa B NPEOAOKEHHETO CH 3a H3II'bAHEHHE Ha I[opbhYKaTa, 4e KOAWYecTBaTa Ha
AEKapCTBEHHUd NPOAYKT Ca HAaAWYHH 3a CpOKa Ha AEHCTBHE Ha JOTOBOpPa, B CBOTBETCTBHE
9A. 55, aa. 6 ot SAIIXM.

AekapcTBeHUTE NPOAYKTHU TPsaAbBa na ObaaT ¢ yrBbpAeHAa IIeHa, CbrAaCHO 4A. 261la Ha
3AITXM.

YyacTHHIUTE TpdAOBa Oa HpUTEeRKaABAT M CHOTBETHH pas3pelleHUs, YIOCTOBEPEHU,
AUILIEH3UH, usnaneHu, cbraacHo 3AIIXM m 3akoHa 3a KOHTPOA BBPXY HAPKOTHYHHUTE
BenlecTBa U npekycopure /3KHBII/ 3a aekapcTBeHUTE HNPOAYKTHU, 38 KOUTO CE U3UCKBAT
TaKuBa.

8.2. CpoKBbT Ha TOZHOCT Ha A€KAPCTBEHUTE IIPOAYKTH, CAEABA Aa ObIe He II0-MasbK
or 60% oT ykazaHud BBHPXYy OIIAKOBKAaTa, KbM JaTaTa Ha I[IpHUEMO-IIpefaBaTEeAHHUST
IIPOTOKOA, B KOUTO € 00eKTUBHpaHa [JOCTAaBKAaTa HUM.

8.3. OdpepupaHuTe AEKAPCTBEHH NPOAYKTH 334 HOMEHKAATYPHUTE OT CBHOTBETHHUTE
obocobeHn mo3uMnMU TpAOBa mOga OTroBapsT Ha HW3HUCKBaHUATA OT TexHHdyecKaTa
criequUKaUsSI KbM OOKyMeHTanudaTa. B HoMmeHKAaTypuTe oT obocobena mo3unusa No 1 u
2, BKAIOYBAIlA AEKAPCTBEHU IIPOAYKTH C MEXKAYHAPOAHH HEIATeHTHH HauMEHOBaHU4,
BKAOYeHU B [Ipunaoxkenune No 2 Ha [lo3uTHBHHA A€KAapPCTBEH CIHUCBK Ha M3, morat ga ce
odepupaT €OUHCTBEHO AE€KApPCTBEHU IIPOAYKTH C HaUMEHOBaHUsATa, BKAIOUYEHU B
[Tpuaoxenue No 2 Ha [TAC.

9. YcaoBHA H HaAYHH Ha naamaHe: [laammaHeTo ce HU3BBPIIBA C IIAATEXKHO
HapexaaHe 1o bankoBaTa cMmerka Ha [TPOJABAYA, otaoxkeHo, B cpok ot 60 /iectaecer/
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[OHU, CA€ U3BBPIIEHA NOCTAaBKAa, ITOAYUYEHA OT BB3AOXKHUTEAd JaHBbUYHA (PaKTypa U IIPHUEMO-
IpeaaBaTEeA€H IIPOTOKOA.
10. Cpok 3a mocTaBAHE Ha AEKAPCTBEHHTE NPOAYKTH:

10.1. [JocTaBgHETO Ha AEKAPCTBEHUTE IMPOAYKTH TPsIOBa Aa ce U3BBPIIBA B CPOK 0
24 (mnBageceT W YETHPH) daca CAel IIoAydaBaHE Ha ITHUCMeHa 3adBKa OT Bb3aoxkuread U 0
6 Jyaca IpH CIHelTHa 3asdBKa — IIPU CIENIHU UAU HEOTAOXKHU CAyJaH.

10.2. AekapcTBeHUTE MPOAYKTH CA€ABA Oa Ce€ mocTaBaT OT H3mbaHUTEAd, cAen
IoAydeHa IIHCMeHa 3asiBKa OT CTpaHa Ha DBB3aoxkuTeAad, B KOSTO ca II0COUYEHU
HaNMEHOBAHHUETO Ha AE€KAPCTBEHUTE MNPOAYKTU, TAXHOTO KOAWYECTBO U HOMEPHT Ha
CBOTBETHHS [IOTOBO, CKAIOUYEH C U3IbAHUTeAd. [lucmMeHara 3asgBKa ce H3IIpaiia oT
Bb3aoxkuteaar Ha ¢akca Ha H3mbAHHUTEAS HMAM Ha e-mail aapec, KaTto B cAydadl Ha
U3npalliaHe Ha 3asgBKaTa I0 (pakCc KaTo MOMEHT Ha IIoAydaBaHe Ha 3asBKaTa, ce IIpueMa
4yachbT Ha MOAYYEHOTO IOTBBPXKIAEHHE OT (pakca. BB3A0KUTEAIT He € IABXKEH [a IOUCKa
[JOoCTaBKa Ha BCUYKU BUAOBE H/HAU KOAMYECTBA, 32 KOUTO € CKAIOUEH OTOBOPHT, & CaMo
Ha Te3U BUIOBE U KOAUYECTBA AE€KApPCTBa, MAEKA U XPaHUTEAHH N00aBKH, KOUTO cCa MY
HEOOXOOIUMU.

II. OBIIIH UBHUCKBAHHSA 3A YYACTHE B ITPOLIEAYPATA

1. YyacTHHK B mpolieaypa 3a Bb3AaraHe Ha o0lIecTBeHaTa MOopbhYKa MOXKeE aa Obae
BCSIKO OBATAPCKO HAU YYyKAECTPAHHO (PU3UYECKO HAM HIOPUANYECKO AUIlE, HAU TEXHU
obeqUHEHNs, KaKTO MW BCIKO OPYyro oOpal3yBaHHe, KOETO HMa IIPpaBO [a H3IIbAHSIBA
OOCTAaBKHU H/HUAU YCAYTH CBMAACHO 3aKOHOAATEACTBOTO Ha mabpiKaBaTa, B KOSTO TO €
YCTaHOBEHO.

2. M3uckBaHUdg KbM yYaCTHUIIN 00eIMHEHU:

2.1. B cayuaii, 4ye y9aCTHUKBHT ydacTBa KaTo oOeqUHEHHE, KOETO He € PEeTHCTPHPAHO
KaTO CaMOCTOSITEAHO KOPHUIUYECKO AHIIE, CHOTBETCTBHETO C KPHTEPHUHUTE 3a MOA00Op ce
JOKa3Ba OT OOeIMHEHHETO YYaCTHHK, a HE OT BCSIKO OT AHWIATa, BKAIOYEHU B HEro, C
H3KAIOUEHHE Ha CBOTBETHA pPEeTHUCTpallud, IIPeACTaBsHEe Ha CepTH(PUKAT HAHU OPYTO
yCAOBHE, HEOOXOAWMO 3a U3II'bAHEHHE Ha IOphYKaTa, CBhAACHO H3UCKBAHUATA Ha
HOPMAaTHBEH HAH aIMHHHCTPATUBEH aKT U ChOOPA3HO pa3lpedeAeHUEeTO Ha y4acTHEeTO Ha
AUIIaTa TIPpU U3I'bAHEHHE Ha [AeHHOCTHUTE, NPEeABUIAEHO B [A0roBopa 3a Cbhb3JaBaHe Ha
00EeIMHEHUETO.

2.2. BB3A0OKUTEAIT HE IIOCTaBs KaKBUTO U Jla € H3UCKBaHUS OTHOCHO ITpaBHaTa
dopMma, 1moa KosaTo 06eIMHEHUETO IIle y4acTBa B IpolieaypaTa 3a Bbh3aaraHe Ha [IopbiyKaTa.

2.3. Koraro y4YacTHHKBLT € oO0eOuWHEHHE, KOeTO He € PErucTpUupaHo KaTo
CaMOCTOSITEAHO IOPHUANYECKO AHUIlE, C€ IIPEACTaBs YUYPEOUTEAHHAT akKT, CIOopa3yMeHUHe
U/UAU [OPyT MOPUAOKUM MJOKYMEHT, OT KOWTO [a € BHUAHO IIPaBHOTO OCHOBaHUE 3a
ch3aaBaHe Ha o0eHHEHUETO, KAKTO U CAeHAaTa HHQOpPMaIlud BHB BpPb3Ka C KOHKpPEeTHATa
ob1rlecTBEeHA ITOPBYKA:

2.3.1. npaBaTa U 3aIbAXKEHHUSITA HA YIACTHUIIUTE B 00ETMHEHUETO;

2.3.2. nefHOCTUTE, KOUTO IIe U3ITbAHSIBA BCEKU YAEH HA 00eIUHEHHUETO;

2.3.3.yroBapsgHe Ha COAMAapHA OTTOBOPHOCT MEXKAY YIAaCTHUIIUTE B 00€MHEHHUETO.

2.3.4. KoraTo y4aCTHUKBT € 00eJUHEHHE, KOETO He € IOPUANYIECKO AHIIE, CAeABA aa
ObIoe ompeneAeH M ITOCOYEH ITaPTHHOP, KOUTO Ma MHpPeAcTaBAsIBa OOEIUHEHUETO 3a IIEAUTE
Ha HacTosiaTa obIllecTBEHA IIOPHhYKA.
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2.4. B cayuaii, ye obeguHeHmeTo e peructpupanHo nmo BYACTAT npenm marara Ha
rmomaBaHe Ha odeprara 3a HacTosiaTa oOIllecTBeHa IopbhbYKa, ce mocouBa BYACTAT
U /uAu apyra uaeHTHdUIupalia uHgopmalus B ChbOTBETCTBHE ChC 3aKOHOOATEACTBOTO Ha
obpKaBaTa, B KOATO YYaCTHUKBT € YCTAHOBEH, KAKTO U apec, BKAIOUUTEAHO €EAEKTPOHEH,
3a KOPECHOHAEHIINS IIPU IPOBEXKAAHETO HA IIpoLeaypara.

2.5. B cayuaii, ye obequHeHMeTo He e peructpupanHo rno BYACTAT, npu BB3aaraHe
U3II’bAHEHHUETO Ha AedHOoCTUTe, IIpeaAMeT Ha HacTosmara oO0IecTBeHa IIOpbhYKa,
YYaCTHUKBT CA€ABa Aa u3Bbpiiu perucrpaiusatra 1o BYACTAT, caen yBegoMaBaHETO My 3a
U3BBPIIECHOTO KAACHUPAaHE U IIpeaU IIOAIINCBaHE Ha JOTOBOpa 3a Bb3AaraHe Ha IIopbiKaTa.

3. KAOH Ha 4y>KIECTPaHHO AHIE MOXKE Oa € CAMOCTOSTEAECH YYaCTHHK B IIpoleaypa 3a
BBb3AaraHe Ha oOIllecTBeHa IOpPBhYKa, aKO MOXKE CaMOCTOSTEAHO [a Io/laBa 3asBAE€HUS 3a
ydacThe HUAU O(epTH U [Oa CKAIOYBA [JOTOBOPH, CBHMAACHO 3aKOHOAATEACTBOTO Ha
obpKaBaTa, B KOSITO € yCTaHOBEH. B Te3u caydau, ako 3a JOKa3BaHE Ha CHOTBETCTBUE C
M3UCKBaHUSTA 32 HKOHOMHUYECKO U (PMHAHCOBO CBHCTOSHHE, TEXHUYECKHU U MPOoeCuOHaAHU
CIIOCOOHOCTH, KAOHBT Ce€ II030BaBa Ha pPECypCUTe Ha TbproBela, KAOHBT IIPeNACcTaBd
OOKa3aTeACTBa, Y€ IIpHU H3II'bAHEHHE Ha IopbhbUYKaTa II€ HMa Ha pPas3loAOKEHHE TE3U
pecypcH.

4. YyacTHHUIIUTE MoTaT Oa IomaBaT OoPEpPTH 3a eaHa, 3a HAKOAKO HAU 3a BCHYKHU
0060co0eHU MO3HIIMH. YYacTHUIUTE MoTraT Oa IlogaBaT odepTa 3a eOHa HAM HIKOAKO
HOMEHKAQTYPHU OT 00OCOOEHHTE IIO3UIIHMH, ITOCOYeHU B TexXHHdUecKaTa CIIEU(PUKAIINST —
npuaoxkeHue No 1 KbM JOKyMEHTALIHSTA.

5. Odeprure ce U3roTBIT HA OBATAPCKU €3UK.

6. He ce momycka IpencTaBsgHETO Ha BapUaHTU B odepTaTa.

7. [1o n3tTuyaHeTO Ha CpPoOKa 3a IoJaBaHe Ha o(epTUTe BCEKU YYaCTHUK MOXKeE [a
IIPOMEHH, [a JAOI'bAHU UAHM A OTTETAH odepTaTra CH.

8. Bceku yyacTHUK HMMa IIpaBo Aa IpeacTaBU caMo enHa odepra.

9. Auile, KOeTO ydacTBa B O0eQUHEHHE HAU € OaA0 Chraacue na Oble ITOOU3IIBAHUTEA
Ha ApPYT YYacCTHUK, HE MOXKe J1a IoaBa CaMOCTOsSITEAHO odepTa.

10. B mponenypara 3a Bb3AaraHe Ha oOOIIecTBeHATa IOPHYKA €IHO (PU3UIECKO HAU
IOPUOUYIECKO AHIIE MOXKE Ja y4acTBa caMoO B €IHO OOeqHHEHUE.

11. CBbp3aHu AHIIAa He MoraT aa ObpoaT caMOCTOSTEAHU KaHAWAATU WAW YYaCTHHUIH B
eoHa U Chlla Ipolenypa.

12. YcaoBusaTa mo T. 8 mo T. 11 BKA. ce mpHAaraT OTAEAHO 3a BCsKa OT obocobeHuTe
IO3UIIUH.

13. [IpemaaraHuTe OT yYACTHUIIUTE IEHU HA HOMEHKAAQTYPU OT O000COOEHHTE MO3UIINH

He cAe[Ba A HaABUILIABAT IIPEIEAHHUTE, ITOCOYEHU OT BB3A0KHUTEAS €IUHUYHU IIEHU Ha
BCsSIKa HOMEHKAATypa B TeXHUYECcKaTa CIeluPUKaIIUS.

14. B cayuaii, 4ye y9aCTHUKBT € IIOCOYHA B IIEHOBOTO CH ITPEIAOKEHUE eIUHUYHA IIeHa
Ha HOMEHKAATypa — KaKTO Ha AEKapCTBEH MHPOAYKT, MASKO, XpaHUTEAHa Ho0aBKa U IP.
TaKa M O00Illa CTOMHOCT Ha HOMEHKAATypa, KOSTO € II0-BHCOKa OT IIocodyeHaTa oOT
BBb3rokuTEAS TIpeaeAHa eOUHHYHA IleHa Ha A€KapCTBEH IIPOAYKT, MASKO, XpaHUTEAHA
nobaBkKa U o0OIlla CTOMHOCT HAa HOMEHKAATypaTa, TO YIYACTHHUKDBT Ie ObIe OTCTPAaHEH OT
ydacTHe OT mpolieaypaTra Ha ocHoBaHue 4a. 107, 1. 2, OykBa ,a“ 30I1.

15. B cayuaii, 4e y9aCTHUKDBT ydacTBa 3a I’'bAHA 000coOeHa ITO3UIINS, ITPEIAOKEHUTE OT
HETro IIeHH He MoraT [a HaABUINaBaT KaKTO IIpeleAHaTa IleHa Ha KOdTO U Oa €
HOMEHKAATypa B obocobeHaTa TO3WIMSA, CBIMAACHO YKasaHUdATa I[I0-TOpe, Taka U
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rocodyeHaTa o0Illa CTOMHOCT Ha obocobeHaTa Io3WIHd. B IpoTHBEH cAydYaldl y4aCTHUKBT
e ObZIe OTCTPaAHEH OT ydacTHhe OT IIpolieaypara Ha ocHoBaHue 4dA. 107, T. 2, OykBa ,a“
30II. B T03u cay4yali, y4aCTHHUKBT CAE€IBa Oa IIOCOYH U €AUHHYHaA IlleHa Ha odepupaHus
TIPOAYKT.

16. B cayuali, 4ye mieHaTa Ha HPEOAOKEH OT yYaCTHHKA MNPOAYKT CTaHE IIO-HHUCKA OT
OOTOBOpeHaTa, YJYaCTHUKBT IPHUEMa U Ce ChraacdBa, 4e BBb3AoKUTeAIT O6e3yCAOBHO IIIe
3amaalia AEKapCTBEHUTE NPOAYKTH Ha II0-HHUCKAaTa IIeHa OT JaTaTa Ha BAHM3aHE B CHAA HA
KOHKPETHOTO pelleHHe, BKAIOYHUTEAHO U Ha MNPOAYKTH, 3a KOUTO € HallpaBeHa 3adBKa/u
KBbM Ta3H jJaTa.

B 1eHOBOTO CHU IpeasOKEeHHE YIaCTHUKBT TpsAOBa ma MOCOYM €AMHUYHUTE IIeHW Ha
HOMEHKAATYPUTE B OBATAPCKU AeBa 0e3 BrKAaodeH A/IC g0 YETBBLPTH JAECETHYEH 3HAK CAEMO
OeceTHYHAaTa 3ameras.

Y4yacTHUKBT CA€ABa Oa IIOCOYM KpalHaTa IleHa — 00Ia CTOWHOCT Ha o00ocobeHa
IIO3UIIUS HAW O0Ila CTOWHOCT Ha HOMEHKAATYpPa, IO KOWUTO IIe Ce€ HU3BBPIIU KAACHUPAHETO
Ha ydJacTHHUIIUTe B AeBa (6e3 [A/1C), C TOYHOCT A0 BTOPH JAeCETUYEH 3HAK CAEJ AeCeTHYHaTa
samerag. KpailiHata IieHa, IO KOSTO IIIE C€ H3BBPIIU OIEHIBAHETO M KAACHUPAHETO Ha
odepTUTE € 00IIa CTOMHOCT Ha obocobeHa Io3uIMd /IIpH IHogazieHa odepra 3a I'bAHA
obocobeHa 103UIMsI/ HWAU OO0IIA CTOMHOCT Ha HOMEHKAATypa - e€OUHHUYHATA IeHa Ha
IIPOAYKT II0 KOAMYECTBOTO 3a Opoll emuHUIlA AeKapcTBeHa dopMma 3a 24 mecena /mopu
romaaeHa opepTa 3a egHa AU HIKOAKO HOMEHKAATYPH/ .

B Ta3u npensoxkeHa OT yYacTHHKA IleHa CAeaBa fa ObJaT BKAIOYEHH: CTOMHOCTTA Ha
MEIUITUHCKHUTE ACKAPCTBEHUTE ITPOAYKTH, MAEKA U XPAaHUTEAHU N00aBKH, BCHYKH Pa3XOIU
10 JOCTaBKaTa UM, KaKTO U BCUYKHU Pa3X0[1 Ha yYacCTHUKA BbB BPb3Ka C U3IIBAHEHHETO.

III. OCHOBAHHSA 3A OTCTPAHSIBAHE

YgacTHUIIMTE ca OABXKHHU [a YBEAOMAT IIHUCMEHO Bb3aoxkuread B 3-IHEBEH CPOK OT
HaCTBhIIBAHE Ha HIKOE OT OCHOBaHUSTA 3a OTCTPaHSIBAaHE, IOCOYEHU II0-I0AY.

OcHOBaHU4 3a OTCTpaHdABaHE, oIIpeaeAeHU B 4YA. 54, aa. 1 ot 30II u foKymMeHTH 3a
JOKa3BaHe Ha AWIICATAa HM.

BBb3A0XKUTEAIT OTCTpaHsSBa OT ydacThe B IpoleaypaTa 3a Bb3aaraHe Ha
oOIIleCTBEHA MOPBUYKA YYAaCTHHK, 32 KOTOTO € HAAHIIE HIKOE OT OCHOBAaHHUATA, IIOCOYEHH IT0-
[OAY, BB3HUKHAAO IIPEAU AU II0 BPEME Ha IIpolieaypaTa:

1. e ochIEH C BASI3Aa B CHAA IIPUCHIAA, 34 IIpPecThlAeHHe o 4Ya. 108a, ya. 159a -
1391, ua. 172, ua. 192a, ya. 194 - 217, 9ya. 219 - 252, ga. 253 - 260, ua. 301 - 307, ya.
321, 321a u ya. 352 - 353e or HakazaTeaHUs KOIEKC;

2. e OCBEH C BAsI3AA B CHAA MIIPHUCHIAA, 34 IIPECThIIACHHE, aHAAOTHUYHO Ha TE€3U II0 T.
1, B oipyra gppzkaBa YA€HKA UAU TPETa CTPaHa;

3. uMa 3abAXKEHUS 34 JAaHBIU U 3abAKUTEAHH OCUTYPUTEAHH BHOCKH II0 CMUCHAA
Ha 4A. 162, aa. 2, 7. 1 ot [JJaHBYHO-OCUTYPUTEAHHUI IPOLIECYAAEH KOAEKC U AUXBHUTE M0 TAX
KBbM [IbpPsKaBaTa UAU KBbM OOIIIMHATA [0 CEJAAUIIETO Ha BB3AOKUTEAS U Ha KaHIUIATA UAH
y4acTHHKA, UAU aHAAOTHMYHU 33BAXKEHHSI ChI'AACHO 3aKOHOAATEACTBOTO Ha AbpxKaBaTa, B
KOSTO KaHAUAATHT HAHW YYaCTHUKBLT € YCTAaHOBEH, NOKAa3aHU C BASI3BA B CHAA aKT Ha
KOMIIETEHTEH OpraH.

3.1.IlocoyeHOTO U3HUCKBAHE B T.3 HE Ce IIpHAara, KoraTo:

- Ceé HaAara Ja ce 3allUTaT 0COOEHO BaXKHU AbP3KAaBHU UAU OOIIECTBEHU UHTEPECH,
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- pa3MepbT Ha HEIIAATEHUTE TBbAXKUMU OAaHBIIU AU COLIMAAHO-OCUTYPUTEAHU BHOCKH
€ He moBede oT 1 Ha CTO OT cyMaTa Ha rOAUUIHUL OOII 000POT 3a MOCAeIHATA IPUKAIOYEHA
duHaHCOBA rogHHA.

4. e HaAWIle HEPABHOIIOCTABEHOCT B CAy4YauTeE II0 YA. 44, aa. 5;

5. e ycTraHOBEHO, 4€:

a) e IIpeacTaBUA AOKYMEHT C HEBSIPHO ChbAbPKaHHE, CBBhP3aH C YIOCTOBEpsSBaHE
AWTICAaTa Ha OCHOBAaHHUM 334 OTCTPaHSBaHE AW U3ITbAHEHHETO Ha KPUTEPUHUTE 3a IoI00p;

0) He e IIpemoCTaBUA H3UCKBAllla ce HHQOpPMAaIlHd, CBBbp3aHa C YIOCTOBEpPsSBaHE
AUITICATa Ha OCHOBAHUS 3a OTCTPaHSIBaHE AU U3II'BAHEHHETO Ha KPUTEPUHUTE 3a I10a00p;

6. € yCTaHOBEHO C BAG3A0 B CHAA HaKa3aTEAHO IIOCTAHOBAEHUE HWAH CBHOEOHO
pelleHue, HapylIeHue Ha YA. 61, aa. 1, ga. 62, aa. 1 uau 3, 4a. 63, aa. 1 uam 2, 4a. 118, 4ga.
128, ua. 228, aa. 3, 9a. 245 nwya. 301 - 305 or Komekca Ha Tpyda uam 4. 13, aa. 1 or
3akoHa 3a TpyaoBaTa MUTpPallUd U TPyAoBaTa MOOHAHOCT MAW aHAAOTHYHH 3aIbAKEHUH,
YCTAHOBEHHU C aKT Ha KOMIIETEHTEH OpraH, ChlrAaCHO 3aKOHOJATEACTBOTO Ha abpiKaBaTa, B
KOSITO KaHAUAATHT UAU YYACTHUKEBT € YCTaHOBEH;

7. e HaauIle KOH(PAUKT Ha MHTEPECH, KOUTO HEe MOXKe aa ObAe OTCTPaHEH.

Ceraacao dA. 54, aa. 2 ot 30I1, ocHoBaHudgTa 110 4a. 54, aa. 1, 1. 1, 2 u 7 ot 30II
Ceé OTHaCST 3a AUllaTa, KOUTO IIPEACTaBAIBAT yYaCTHHKA HAM KaHOAUAATa U 3a YAEHOBETE
Ha HEroBHUTE yIIPaBUTEAHU W HAO30PHU OpPraHU CBIAACHO PETHCTHhpa, B KOWUTO € BIIHCAH
Y4aCTHUKBT HAW KaHIUAATHT, aKO HMa TaKbB, HAU [JOKYMEHTHUTE, YyIOCTOBEpsBallll
IpaBOCyOEeKTHOCTTa My. Korato B chCTaBa Ha TE3M OpPraHU ydacTBa IOPUAHYECKO AHIIE,
OCHOBaHUsSITA CE€ OTHACAT 3a (PU3UYECKHUTE AHIla, KOUTO TO IIPEACTaBASIBAT CBLAACHO
perucTbpa, B KOUTO € BIIMCAHO IOPHUAUYECKOTO AHIlE, aKO UMa TaKbB, HAU MOKYMEHTHUTE,
YAOCTOBEPSABAIIH ITPAaBOCYOEKTHOCTTA MY .

B cayuyaute mo ua. 54, aa. 2 ot 3O0II, Korato KaHAUAATHT HUAU YIYACTHUKBT, HUAU
IOPUINYECKO AUIlE B CBbCTaBa Ha HETOB KOHTPOAEH UWAW VIPaBUTEAEH OpraH ce
IpeaCTaBASIBa OT (PU3UYECKO AHIIE IO ITbAHOMOIIIME, OCHOBaHUATA IO 4A. 54, aa. 1, 1. 1, 2
U 7 ce OTHACAT U 3a ToBa (PU3UYECKO AUIIE.

Covraacuao 1. 21 ot §2 Ha [P Ha 30I1 ,KOHbAHRKT Ha HHTEPECH" € HaAUIle, KOTATO
BB3AOXKHUTEAIT, HETOBU CAYKHUTEAW HAU HAETU OT HETO AWIla U3BBH HeroBaTa CTPYKTYpa,
KOUTO y4YacTBaT B IIOATOTOBKATAa HAM BB3AAaraHETO Ha OOIlecTBeHaTa IIOPhYKa MAM MOTaT
[a TIOBAUSST Ha pe3yATaTa OT Hed, UMaT HHTEPeC, KOHUTO MOKe aa Boau A0 obaara 1o
CcMHCBAA Ha 4YA. 54 oT 3akoHa 3a HPOTUBOAEHCTBHE Ha KOPYIILUSTA M 3a OTHEMaHe Ha
He3aKOHHO mnpumoduTo umylnectBo(3I[IKOHIIN) u 3a KoHTO OM MOTAO ma ce IIpueMe, 4Ye
BAHWsE Ha TdaxXHaTa OE3MPHUCTPACTHOCT U HE3aBHUCHMOCT BBB BpPB3Ka C Bb3AaTaHETO Ha
obIIlecTBEeHaTa ITOPHYKA.

ITo cmucbaa Ha d4A. 54 or 3IIKOHIIU ,,0b6aara” e BCEKHM OOXOO B IIAPHU HAHU B
WMYILIECTBO, BKAIOYHUTEAHO NPUIAOOMBAHE HA [AIAOBE HMAM aKIIMH, KAKTO U IIPEeOOCTaBsHE,
IIPEXBBPASTHE HMAU OTKAa3 OT IIpaBa, IIOAyYaBaHE Ha CTOKH HAU YCAYTH Oe3IIAaTHO HAM Ha
LIEHU, IIO-HUCKU OT Ila3apHUTE, IOAyYaBaHE Ha IIPUBUAETUS HAU IIOYECTH, ITOMOII, T'AAcC,
IIOAKpPENa HWAW BAWUAHHE, IIPEeOJUMCTBO, II0AydaBaHe Ha HWAM ofelnaHue 3a pabora,
OABXKHOCT, Aap, Harpaga HMAM olelllaHue 3a u30arBaHe Ha 3aryba, OTTOBOPHOCT, CAHKIIUS
WAHM OPYTO HEOAArOmpUATHO CHOUTHE.

YyacTHUIIUTE cCca [OABXKHU, IIPU IIOMCKBaHE OT CTpaHa Ha BB3AOKUTEA, [a
IpeacTaBaT HeobXomuMaTa HWH(QOpPMAIIUsa OTHOCHO ITpaBHO-OPraHU3allMOHHATa d¢opMma,
104 KOSITO OCBIIECTBABAT MEHWHOCTTA CH, KAKTO M CIHCHK Ha BCHYKH 3aIbAXKEHU AUIIA,
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KOUTO THU IIPEeACTaBAIBAaT, & UMEHHO - YAEHOBETE Ha YIPABUTEAHHUTE U HA HAA30PHUTE
opraHd ¥ Ha [APYTH AWIIA, KOWUTO HMMAT ITPABOMOIIHS a4 VIPaXKHABAT KOHTPOA MPU
B3E€MaHETO Ha PEIEHUS OT TE€3U OPTaHH, HE3aBHCHMO OT HAUMEHOBAHHETO Ha OpraHuTe, B
KOUTO y4acTBaT, UAU OABKHOCTUTE, KOUTO 3aeMaT.

8. Ha ocuoBanwme 4a. 55, aa. 1, 7. 1 u 1. 5, 6. ,a“ ot 30I1, BB3A0KUTEAIT III€ OTCTPAHU
OT y4dacTHe B IMpoleaypaTa ydYacCTHHK, 3a KOTOTO Ca HaAHWIE HSIKOE OT CAEIHUTE
obcrodaTeAcTBa:

8.1. 00s1BEeH € B HECBCTOSITEAHOCT UAHM € B ITPOU3BOACTBO 10 HECHCTOATEAHOCT, UAU € B
npoleaypa o AMKBUAAIINS, UAU € CKAIOYHA U3BBHCBHAEOHO criopa3yMeHHe C KPEeIUTOPUTE
CU TI0 cMHCBHAA HA 4A.740 ot THProBCKUS 3aKOH, UAU € IIPEYyCTAaHOBUA AEeHHOCTTa CU, a B
cAyYa¥ 4e KaHAUOATHT UAM YYaCTHHUKBT € UyKIECTPAHHO AHIIE - C€E HaMHUpa B IIOI0OHO
IIOAOXKEHHE, IIPOU3THYAII0 OT CXOAHA IIPOoLEeAypa, CBLAACHO 3aKOHOAATEACTBOTO HAa
ObpxKaBaTa, B KOSITO € YCTaHOBEH.

8.2. onuTaa € ma IOBAWSIE Ha B3€MaHETO Ha PEIIEHHE OT CTpaHa Ha Bb3aoxkuread,
CBBP3aHO C OTCTPAHSIBAHETO, I0A00pa UAH BBH3AATaHETO, BKAIOUHUTEAHO 4Ype3 IMPeoCTaBsIHe
Ha HeBApPHA UAUW 3a0AyzKaaBalia MHQOpMaIlid,

OcHoBanudgaTa 1o T. 8.2, 6. ,a“ ce oTHACHAT 3a AUIIATA, IIOCOYEHHU B 4YA. 54, aa. 2 u 3 or
30II.

9. Y4aCTHUK®BT, 3a KOTOTO ca HaAHIle O0OCTOATEACTBATA I10 4A. 54, aa.l u 4a. 55, aa. 1,
T. 1 1. 5, 06. ,2“ or 30I1 MmOxke ma HpeacTaBU AOKA3aTEACTBA, 4Ye € IpeanpHueA MEpPKH,
KOUTO rapaHTHpaT HeroBaTa HaJAeXXIHOCT, CbrAacHO 4A. 56 ot 3011

Y49acTHUKBT MOXKE a JOKaXKe, de:

- e IIoTaCHA 3abAXKEHULATa CH II0 4A. 54, aa. 1, T. 3, BKAIOUUTEAHO HAYHUCAEHUTE AUXBU
Y /UAY TAOOM MAM Ye Te ca Pa3CpOUeHH, OTCPOYEHU AU 00€3IIeUeHH;

- € IAATHA UAU € B IPOIleC Ha HU3MNAAIlaHE Ha IBAKHMO 00e3IeTeHHe 3a BCUYKU BpPEH,
HaCTBIIUAHU B PE3YATAT OT U3BBPIIEHOTO OT HETO IIPECTHIIACHUE UAU HAPYIIECHUE;

- € U3SCHUA HU3YepIlaTeAHO (PaKTHUTE U OOCTOATEACTBaTa, KaTo aKTHUBHO € ChAeHcTBaA Ha
KOMIIETEHTHHUTE OpraHd, HW € MU3II'bAHHA KOHKPETHH MPEAIINCaHUsI, TEXHHUYECKH,
OpraHU3allMOHHU U KaJPOBU MEPKU, Ype3 KOUTO [a Ce IIPeAoTBPATIT HOBU IPECTHIIACHUSI
WAU HapyILICHUS;

- € IIAQTHA HU3IEIAO IBAXKHMOTO B3eMaHe ITo 4A. 128, ua. 228, aa. 3 uau 49a. 245 ot Kogekca
Ha TpyZaa.

10. OcHoBaHUugTA 3a OTCTPAHSABAHE I10 TO3U PA3€A CE€ IIpHUAaraT U KOraTo y4aCTHHK
B IIpoleaypatra e obemuHeHHE OT (PU3HUYECKU HU/HAU IOPUAWYECKU AWIIA B 3a YAEH Ha
00eIMHEHUETO € HaAUIle HIKOe OT OCHOBaHUSTA 34 OTCTpPaHsIBaHE.

11. [Ipu nogaBaHe Ha odeprarTa y4aCTHUKBT AeKAapUupa AUIIicaTa Ha OCHOBaHUSTA
3a OTCTpaHsIBaHe 4upe3 IIpeiAcTaBdHe Ha EaMHeH eBpOHeMCKH MOKYMEHT 3a OOIIeCTBEHU
HopbYKHU B eaeKTpoHeH BuA - eEEJ/IOII. EE/IOIl ce mpemocTtaBd B €AECKTPOHEH BHUI II0
obpaszerlr, yrBepaeH c akT Ha EBponeiickara komucud (eEEOIl — mpuaokeHHEe KbM
HacTodllaTa JOKyMeHTAaIlts), KOUTO Ce IOIIbABA, KAKTO CA€ABA:

11.1. udopmalys OTHOCHO AHUIICATa UAM HAAWYHETO Ha OCHOBAHU4 3a OTCTPaHsSIBaHE
ce nomrbaBa B eEEJIOII, kakTo caenBa: B YacT III, Paszaea A ,,OcHOBaHHA, CBBP3aHH C
HakaszaTeAHH npucohau“ Ha eEE/IOIl, yyacTHUKEBT cAelBa Aa IpenocTaBU MHGOpMaIug
OTHOCHO IIPUCHAU 34 CACAHUTE IIPECTHIIACHUSI:

a) Yuactue B npecThIIHaA opraHusanud - o 4a. 321 u 321a ot HK;

0) Kopymius - mo 1a. 301 - 307 ot HK;
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B) U3mama - mo ya. 209-213 ot HK;

r) TepopuCTUYHU NPECTHIACHUS UAU ITPECTHIIAEHUS, KOUTO Cca CBBP3aHU C
TEPOPUCTUYHHU OEHWHOCTH - 110 4A. 108a, aa. 1 ot HK;

a) Msnupane Ha Iapu UAM (pUHAHCHUpPaHE Ha TEPOPU3BM - IO 4A. 253, ua. 253a, uau
9A. 2536 ot HK 1 o ua. 108a, aa. 2 ot HK;

e) [dercku Tpya U ApyrHu popMH Ha TpadHUK Ha xXopa - 1o 4a. 192a mam 4a. 159a -
159r ot HK.
11.2. B Yact III, Paznea I' ,,Cnenu(pHYHH HAIITHOHAAHH OCHOBAaHHSA 3a H3KAIOYBaHe
Ha eEE/IOIl yyacTHUKBT cAeBa [1a IpeaoCcTaBU HH(POpMaIus OTHOCHO:

- AWIICATa WAM HAAMYHETO Ha IIPUCHAN 3a IIPECTBIACHHL IO 4a. 194 - 208, yua. 213a -
217, ga. 219 - 252, ya. 254a - 255a, ya. 256 - 260 or HK u/umam 3a mpucepau 3a
IIPECTBIIACHUS, aHAAOTHYHH Ha H30pOeHHTEe B [Apyra mabpikKaBa YACHKA HWAH TpeTa
cTtpaHa/4a. 54, aa.1, T. 1 ot 30I1/;

- HapyILIeHud 10 49A. 61, aa. 1, ua. 62, aa. 1 uau 3, 49a. 63, aa. 1 uam 2, ga. 228, aa. 3 ot
Konekca Ha Tpyzna (4a. 54, aa. 1, T. 6 ot 30II);

- HapyuleHuss 1o d4A. 13, aa. 1 ot 3akoHa 3a TpyzoBaTa MUTpaAllUs U TpyaoBaTa
MoOOHAHOCT B cuaa oT 23.05.2018 r. (ua. 54, aa. 1, T. 6 oT 30II);

- HaAW4YHE€ Ha CBBP3aHOCT II0 CMHCBaa Ha map. 2, T. 44 ot AP na 30Il mexny
y4acTHUIIUTE B KOHKpeTHAa npouenypa (da. 107, . 4 ot 30II);

- Haau4We Ha o00CToATeACTBO II0 4YA. 3, T. 8 oT 3akKoHa 3a HKOHOMUYECKUTE H
dHUHAHCOBUTE OTHOIIEHUs C [Opy:KecTBaTa, PETuCTPUPaHU B  OPUCAUKIIUU C
npedepeHIIareH [JaHBYEH PEXUM, KOHTPOAUPAHUTE OT TIX AWIlA W TEXHUTE
OEeWCTBUTEAHU COOCTBEHUIIH,

- obcrosTeacTBa IO 4YA. 69 oT 3akKoHa 3a MPOTUBOAEHCTBHE Ha KOPYIIHATA H 34
OTHEMaHe Ha HEe3aKOHHO IIpuaobuToTo uMyllecTBo./ CwbraacHo pemakmusaTa Ha 3011
akTyaaHa KbM 0p. 24 ot 16.03.2018/.

YyacTHUIIUTE B OTKpUTATa IpolleAypa IIie OboaT OTCTPaHABaHH OT y4YacTHe B
polleaypara, KoraTo He IlocodaT B odeprara CHU AeHCTBUTEAHHs /Te COOCTBEHHK/IIH IIO
cmucbaa Ha §1, aa.l or HombpaHuTeaHUuTe pasmnopendou ([AP) ma 3MUII Ha 0pUANIECKOTO
AUIIE, KOETO IofgaBa odpepTaTa, U KoraTo He MoraT [a JAoKaxKaT IIPOoU3Xo/a Ha MapUdHUTE
cpeacTBa 3a ydpendBaHe Ha TapaHIMdaTa 3a H3I'bAHEHHE Ha OOoroBopa 3a Bb3AaraHe Ha
obIIlecTBeHaTa MMOPBHYKAB CHOTBETCTBHE C YA. 66, an. 1 o SMUIL.

Covraacuo § 2, aa. 1 or AP wa 3MMUII -,/elicmeumenern _cobcmeeHUuKk® e cpusuuecko
Juye Uuau  usuuecku Juyud, Koemo/Koumo 8 KpaluHA CcMmemkd Nnpumexasam ujiu
KOHMPOAUPAmM 10puouuecko auye uiu 0pyzo npasHo obpasysaHue, u/uiu pusuuecko auye
UU pu3uuecKku auya, om uuemo ume u/ Uil 3a YUsmo CmMemrKa ce ocbuiecmasnsa 0adeHa
onepauusl, coenxa uau 0etlHocm, U KOUumo omaosapsim HAU-MAAK0 HA HAKOE Oom caedHume
ycnosust:

- Ilo omHoweHue HaQ KoOpnopamugHume PpuouuecKu Jauua u Oopysu npasHu
obpasyearust OelicmgumesieH cobcmeeHuK e Juyemo, Koemo npsiko UAU KOC8EHO
npumeskaga 0oCmamvpueH npoyeHm om akyuume, osilogeme uau npasama Ha 2.1ac 8 moea
ropuduUecKo auye uiu 0py2o npasHo obpasysaHue, 8KJIHUUMENHO NOCPeoCmB8OM ObpIKAHE
Ha aKyuu Ha npuHocumes, uiu nocpeocmeom KOHMpPOs upe3 Opyau cpeocmsa, C
U3K/IIOUeHUe Ha cayuaume Ha OpysKecmeo, uuumo aKyuu ce mbpaysam HA pPe2YyaupaH
nasap, Koemo ce noouuHAB8A HA U3UCK8AHUSMA 3 OonogecmsigaHe 8 cbomgemcmeue C
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npasomo Ha Esponelickusi cvbi03 unu Ha eKeusaleHmMHU MeXKOYHApOOHU cmaHoapmu,
ocuzypsisauil adeKeamHa cmeneH Ha NpPo3pavuHoCm no omHoweHue Ha cobcmgeHocmma.
Hroukxayus 3a npsiko npumesxxagaHe e Haiuye, K02amo pusuuecko auye/ Auya npumexxasa
AKYUOHEPHO UNU Os1080 yuacmue HAU-MAnKo 25 Ha cmo om rpuoudecko auye uaiu opyzo
npasHo obpasysarue. HHHOUKaAyuusl 3a KOCBEHO npumeskaeaHe e HAuye, Koeamo HAl-MANKO
25 Ha cmo om aKyuoHepHOMO uluU OSLI080MO Yyuacmue 8 HPUOUUeCKO Juue Uulu Opyzo
npaseHo obpasysaHue NPuHAadIesxu HA HPUOUUEecKo Juye uiu 0pyzo npasHo obpasysaHue,
Koemo e nood KOHMpPOAAd HA eOHO U CbUWO PUUUECKO JUYe UMU PUUUECKU AUUA, UTU HA
MHOIKEeCms8o rpuouvecku auya u/uiu npasHu obpasysaHusl, Koumo 8 KpaiHa cmemKa ca
Nnoo KOHMpOa Ha eOHO U CbUlo pu3uuecko auye/ auya.

- Ilo omHoweHue Ha OosepumenHama cobcmeeHoCm, BKJAUUMESHO MmMpPBbCmose,
noneuumeacku gpoHooge u opyau no0oOHU uysKoecmpaHHU NPasHU obpasysaHus, yupeoeHu
U cvuecmsysauil Ceo0bpasHo npasomo Ha ropucouryuume, 0ONYycKkaujl makusa popmu Ha
dogepumesnHa cobcmgeHocm, delicmgumestHusim cobcmeeHuk e:

a) yupeoumenam;

6) dosepumenHusim cobcmeeHuK;

8) nasumesisim, aKo uma maxKoe;

2) berepuyuepvm unu Kracem beHeguyuepu, uiu

0) iuyemo, 8 Uulimo a2naseH uHmepec e cv30adeHa Ulu ce ynpaessiea dogepumenHama
cobcmgeHocm, Ko2amo pu3uueckomo Juye, koemo ce obnazooemesnicmea om Hest, npedcmou
da 6v0e onpedesieHo;

e) ecsiko Opyzo pusuuecko sauye, Koemo 8 KpaliHa cmMemrKa YnparKHs8a KOHMpoJs Hao
dogepumenHama cobcmeeHocm nocpeocmeom NPsSKo UL KOCBEHO npumerkasaHe ulu upes
dpyau cpeocmea.

- Ilo omHoweHue Ha ¢oHOauUU U NnpasHu ¢Gopmu, nooobHU Ha JogepumesHa
cobcmeeHocm - pu3UUECKOmMO AUYe UAU JAUYA, KOUMO 3aemam OSbIHOCMU, eK8UBAIeHMHU
UNlU CXOOHU C nocoueHume 8 m.2.

- He e oOeilicmeumeneH cobcmeeHUK pu3uueckomo Juye ulu guauueckume Jauyua,
KoOumo ca HOMUHAMHU OupeKkmopu, ceKkpemapu, aKyuoHepu uau cobcmeeHuyu Ha
Kanumana Ha puduuecko Juye uiu opyzo npasHo obpasyeaHue, aKo e ycmaHogeH opye
delicmgumesieH cobcmseHuK.

- wKoHmpon“ e konmponem no cmucwvsra Ha § 1eé om [IP Ha TebpzoscKust 3aKOH, KAKmMo
U 8CsKA 8b3MOXKHOCM, Kosimo, 6e3 da npedcmaenisisa UHOUKAYUSL 34 NPSIKO UAU KOC8EHO
npumerkagaHe, 0a8d 6b3MOIHOCM 304 YNPArKHSI8AHE HA peulasauio 8ausHUe 8bpxXy
ropuduuecko Jauye uau Opyzo npasHo obpasysaHue npu e3emaHe HA peuleHust 3a
onpedesisiHe cbCmaeda HA YynpasumesHume u KOHMPOJHUME OpzdHU, npeobpasysaHe Ha
ropuduueckomo auye, npekpamsiearHe Ha oetiHocmma My U Opyau 8bnpocu om CblUilecmeeHo
3HaueHue 3a oeliHocmma Mmy.

- HHOukayusi 3a ,Henpsik KOHMpPOa' e Ynpa>KHa8aHemo HA KpaeH egeKkmueeH
KOHMPOJ 8bpXy OPpUOUUECKO Suye Uuau opyzo npasHo obpasysarue upe3 ynparKHs8aHemo
Ha npasa upe3 mpemu JuUuad, 8KJAHUUMESHO, HO HEe Camo, npedocmasgeHu no cuiama Ha
ynwvaHomowagaHe, 002080p uiu Opyz eud coenKka, Kakmo u upes opyau npasHu Gopmu,
OCURYPSBAULU 8B3IMONIHOCM 30 YNPAIXKHIABAHE HA PEULABAUL0 8/IUSIHUE Upe3 mpemu JUYA.

- Koeamo, cned kamo ca usuepnaHu 8CUUKU 8Bb3MOXKHU cpeocmsa, He Mmoxe oa ce
ycmaHosu Kamo OelicmeumenieH CcoOOCMEeHUK Juye CbalacHO a1 uau Kozamo
cbwecmsysam CbMHEHUSl, ue YCmAHOB8EHOMO JAuye UlU JUYa He e oelicmeumenHusm

!
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cobcmeeHukr, 3a ,oelicmeumesneH cobcmeeHuKk” ce cuuma @uauueckomo Jauye, Koemo
U3N'BAIHABA OJ'bIKHOCMMA HA BUCUL PBKOBOOEH cayskumena. 3advbikeHume auya 800sim
dokymeHmayust 3a npeonpuemume odelicmeusi C yesl ycmavHossseaHe Ha oelicmeumenHus
cobcmeeHuk no an. 1.

3a mokaszBaHe Ha AWIICAaTa Ha IIOCOYEHHTE CIHEIU(PUYHH HAIIMOHAAHH OCHOBAaHHUA 3a
OTCTpPaHdBaHE OT IPOoIleAypaTa Y4aCTHHIHTE AE€KAAPHPAT:

- 4e IpeACcTaBAIBAHOTO OT TAX TBPrOBCKO APYKECTBO HE y4acTBa KAaTO CBHAPYKHUK B
obenrHeHUEe / KOHCOPIIUYM, Ch3Ia/leHO 3a y4acThe B HacTosIIaTa MIpolleaypa 3a Bb3saraHe
Ha oOlrecTBeHaTa IOPHYKaA, HE € OJaA0 Chraacue 3a ydacTHe KaTo IMOAU3IIBAHUTEA B
odepTaTa Ha APYT YIACTHUK B HaACToOdIllaTa IIPOIleaAypa 3a Bb3AaraHe Ha OOIIecTBeHATa
IOpBYKA, HE € CBBP3aHO AUIIE C APV YYACTHUK B HACTOSIIATA IIPOIleaypa 3a Bh3AaraHe Ha
obIliecTBeHaTa HOphyiKa (da. 101, aa. 9 u aa. 11 ot 30II);

- Ye IIPeICTaBAIBAHOTO OT TIX TBPrOBCKO APYKECTBO HE y4acTBa B APYTro oO0eAUHEHUE
/KOHCOPIIMYM, CB3JANEHO 3a ydYacTHe B HacTodllaTa MOpoleaypa 3a Bb3aaraHe Ha
obIecTBEeHA MOPBUKA - 8 npunoxxkumume cayyau (4a.101, aa. 10 or 30II);

- dYe TII0 OTHOIIEHWE Ha [PYKEeCTBOTO/ CBHAPYKHUIIUTE B O0EIUHEHUETO
/KoHcopiimyMa,/ He e IIPUAOKHMMAa OpeaBuaeHaTa 3abpanHa B 4a. 3, T. 8! or 3akoHa 3a
MKOHOMHYECKHUTE U (PUHAHCOBUTE OTHOILIEHUd C [pyKecTBaTa, PETUCTPUPaHU B
IOPUCOAUKIINK C HOpedepeHIHareH OaHbYE€H PEXUM, KOHTPOAHUPAHUTE OT TAX AHIA U
TEXHUTE IEeWCTBUTEAHU CcOOCTBEHHUIIH (BUPOOPIOITAPKATIC), 3al0To
HPENCTABAIBAHOTO OT TIX ThPrOBCKO APYZKECTBO:

- HE € PETUCTPUPAHO B IOPUCOUKIIHA C ITpedpepeHIINaAeH JaHbYeH PEXKUM,;

- HEe € KOHTPOAHMPAHO OT AHIIA, PETUCTPUPAHH B IOPUCOUKIIUU C IIpedepeHIIareH

JaHBbYeH PEKUM,;

- Tornaga B M3KAIOYEHHETO Ha YA. 4......ce.... OT 3aKOHA 3a HUKOHOMUYECKHTE U
dHUHAHCOBUTE OTHOIIEHUs C [py:KecTBaTa, PETUCTPUPAHU B  OPHUCAUKIIUU C
npedepeHIIareH [JaHBYEH PEXUM, KOHTPOAUPAHUTE OT TIX AWIlA W TEXHUTE
OeWCTBUTEAHU COOCTBEHUIIH,

- € 3al03HaTo C MPaBOMOIIMATA Ha BB3AOXKHUTEAS IO 4YA. S5, aa. 3 U 4A. 6, aa. 4 ot
3akoHa 3a UKOHOMHYECKHUTE U (PHMHAHCOBUTE OTHOIIEHUS C ApPYy’KeCcTBaTa, PETUCTPUPAHU B
IOPUCOUKIINN C IIpedpepeHIINareH OaHBbYe€H pPEXUM, KOHTPOAHUPAHHUTE OT TIX AHIA U
TEeXHUTE MAeHCTBUTEAHU COOCTBEHHIIM, BBHB BpPB3Ka C § 7, aa.2 oT 3aKAIOYUTEAHUTE
pasnopenbu Ha CHIIUA 3aKOH.

11.2.1 Vu(opmanysa OTHOCHO AHUIICATA HMAW HAAMYHUETO Ha OOCTOSTEACTBa II0 4YA. 54,
aa. 1, 7. 3 or 3OII (pa3zzea II, T. 3. oT HacrosmaTa JOKyMeHTanud) ce nomrbaBa B Yact III,
Paznea B ,OcHOBaHHSI, CBBP3aHH C IDAAIlAHETO HAa MAAaHBIH HAH COILHAAHO-
OCHT'YPHTEAHH BHOCKH* Ha eEE/[OII;

11.2.2 Mu(opmaliya OTHOCHO AHIICATA AU HAAWYHETO Ha 00CTOATEeACTBATA:
-mo 1. 1.1. u 1. 1.2. 3a IpuCHOU 3a OPECTBIIACHUS 10 YA. 172, ua. 2556 u 4ya. 352 - 353e
or HK u

- moT. 1.4. no 1.7. BkKA. u T. 8.1, 8.2 u T. 8.3 BKA. OT JOKyMEHTAIIHUSTA C€ IIOIIbABA B

Yact III, Pazmea B ,,OCHOBaHHSI, CBBP3aHH C HECHCTOSTEAHOCT, KOH(PAHKTH Ha
HHTEpPECH HAH npodecHoHarHO HapyumeHHe* Ha eEE/IOIl Ha CHOTBETHOTO MSCTO.
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3a mokazBaHe AWIICATa Ha OCHOBaAHUATA 3a OTCTpPaHsBaHE, IIPHU CKAIOYBaHE Ha
[OTOBOpP, H30paHUAT U3I'BAHUTEA II0 CHOTBeTHaTa o0ocobeHa mos3unua /[obocobeHu
no3ulny,/ 1/uAM HOMEHKAATypa/HOMEHKAAQTYPHU IIPEACTaBda NOKYMEHTUTE, IIOCOUYEHHU B YA.
58 ot 30II.

3abeaexka: Hngopmayus OMHOCHO  Jsuncama unu Hanuuuemo Ha
obcmossmencmsama no m. 8.6. u m. 8.7. ce nonwnea 8 Yacm IIl, Pazoden I" ,,CneyugpuuHu
HAUUOHANHU OcHosaHust 3a uskmousare“ Ha eEE/IOIl. B cnyuail, ue 3a YyuacmHuk ce
npunaza HsaKoe om uskaoueHusma no un. 4 om SHDPO/PIOI/IPKA/IC, cvenacHo m. 8.6.,
YyuacmHuKsm cnedsa U3puuHo 0a noCoUU pesieeaHmHoOmo 3a Hez0 U3K0UeHUe.

YyacTHUIIUTE cCca [OABXKHU B IIpolleca Ha IIPOBeXIAaHE Ha IIpoleayparta ga
yBeAOMSIBAT ITHCMEHO BB3A0KHUTEAs 32 BCUYKH OOCTOSITEACTBA ITO 4A. 54, aa. 1 u yua. 101,
aa. 11 or 30I1 B 3-gHEBEH CPOK OT HACTHIIBAHETO HUM.

Koraro usuckBanusaTa mo 4a. 54, aa. 1, 7. 1, 2 u 7 ot 30II ce oTHacaT 3a moBedye OT
€IHO AUIlEe, BCUYKHU AUIlA IMOoANUCBAT enquH U cbill eEE/1OII.

KoraTo e Haaulle HEOOXOAMMOCT OT 3alllUTa Ha AHMYHUTE OJAaHHU UAU IIPU Pa3AHYHE B
obcrosiTeacTBaTa, CBBP3aHM C AWYHOTO CBCTOSHHE, HWHQoOpMAaIUIgTa OTHOCHO
M3UCKBAHUSATA IT0 YA. 54, aa. 1, 1. 1, 2 u 7, ce mombaBa B otaeseH eEE/IOII 3a BcIko aulie
WAU 34 HAKOHU OT AHIIATA.

12. M3uckBaHudg KBM yYaCTHHIIUTE IO YA. S5, aa. 1, 7. 1 m 1. 5, 6. “a“ or 30II ca
IIOCOYEHU OT BB3A0KUTEAsT OCHOBAHUA 32 3abAKUTEAHO OTCTPaHABAaHE:

HopMaTuBHO ycTaHOBEHHTE H3UCKBaHHUA Ha YA. 55, aa. 1, . 1 u 1. 5, 6. “a“ ot 30I1,
OTHOCHO AWYHOTO CBCTOSHHME Ha YYaCTHHUIIUTE ca 33IbAXKUTEAHH, 3aTOBa YyYacCTHHIIH,
KOHUTO HE OTTOBapsT Ha IIOCOYEHHTE H3HUCKBaHHd, Ie OBpAaT OTCTPAHEHU OT ydJacTHe B
npolenaypara.

13. Ha ocHOBaHHe 4A. 107 ot 3O0II, Bp3A0KUTEASIT OTCTPaAHABA OT Ipolleaypara H:

13.1. yyacTHHUK, KOUTO HE OTroBapsl Ha IIOCTABEHUTE KPUTEPHUH 3a II0A00P HUAH HE
U3I’'bAHU [PYTO YCAOBHE, IIOCOYEHO B OOIBAEHHETO 3a OOIIecTBeHa MOpBhYKa HAU B
JOKYMEHTAIUATA;

13.2. y4yacTHHK, KOWTO € TIpeacraBHA odepTa, KOATO HE OoTroBapsd Ha
MIPEIBAPUTEAHO OOSIBEHUTE YCAOBUSI Ha MOPHYKATA, BKAIOYUTEAHO M YIACTHUK, KOHUTO €
IIOCOYHA, Y€ CpOoKa Ha BAaAHJHOCT Ha odeprara My € mo-MasbK oT 180 mHM, KakKTo U
Yy4aCTHUK, KOUTO € IOKaHEH IUCMEHO OT BB3AoKHTEeAd II0 BpeMe Ha IIPOBeXIaHEe Ha
Ipolleayparta [a yaUbAXKH CPpoKa Ha BaAUOHOCT Ha odepTrara CH, HE CTOPU TOBa IMHUCMEHO B
CpOKa, ToCco4YeH My OT Bb3aokuTerd;

13.3. yyacTHHK, KOHUTO € IIpeacTaBHA odepTa, KOSATO He OTroBaps Ha IIpaBHAd U
W3UCKBaHUs, CBbP3aHU C Olla3BaHe Ha OKOAHATA Cpeaa, COLIMaAHOTO U TPYAOBOTO IIPaBo,
IIPUAOKHMH KOAEKTUBHH CIIOpa3yMeHUs H/HAW pasnopendy Ha MeXIYHAPOIHOTO
€KOAOTHYHO, COI[MAaAHO M TPYAOBO IIpaBO, KOUTO ca u30poeHu B npusoxkeHue Ne 10 ot
3akoHa 3a O0IIECTBEHUTE ITOPBYKHY,

13.4. yyacTHUK, KOHUTO He € IIPeACTaBHA B CPOK OOOCHOBKAaTa IO 4YA. 72, aa. 1 ot
30I1 nau yuaTo odepra He € ImpueTa cbraacHo 4a. 72, aa. 3 - 5 ot 30II;

13.5. y4acTHHIM, KOHUTO Ca CBBpP3aHH AHIlAa II0 CMHCBAA Ha § 2, T. 45 or
[ombaHuTEeAHUTE pasnopendu Ha 30I1: ,Cpp3aHu anna” ca Te3u 1o cMuchaa Ha § 1, 1. 13
u 1T.14 or [P Ha 3akoHa 3a MyOAMYHOTO IIpeJsaraHe Ha IIEHHU KHUXKA: a) AHllaTa, €IHOTO
OT KOHUTO KOHTPOAHPA APYTrOTO AHIIE MAW HErOBO MIBIIIEPHO APYKECTBO; 0) AMIaTa, YHUATO
OEUHOCT ce KOHTPOAUPA OT TPETO AMIIE; B) AMIIATA, KOUTO CHhBMECTHO KOHTPOAUPAT TPETO
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AWIle; T) CBIPY3UTE, POAHUHUTE II0 IIpaBa AMHUSA 0€3 OrpaHUYeHUs, POAHHUHUTE IIO
cbpedpeHa AWHHUSA [0 YeTBBbPTa CTEIleH BKAIOYUTEAHO M POAHUHUTE II0 CBATOBCTBO [0
4eTBBhPTa CTEIIEH BKAIOYHUTEAHO.

"KoHTpoA" € HaAHWIle, KOraTO €IHO AHIIE: a) IIPUTEXKaBa, BKAIOYUTEAHO 4YPE3 IBIIEPHO
[OPY?KECTBO HAM II0 CHAATa Ha CIOpa3yMeHHe ¢ aApyro auie, Han S0 Ha cTto oT Oposa Ha
raacoBeTe B OOIIOTO CchOpaHKe Ha €qHO APYZKECTBO HMAU APYTO IOPUAUYECKO AUIlE; UAU O)
MOXKE [Oa OIpeaeAs HIPIKO HAW HENPAKO IIoBedYe OT IIOAOBHHAaTa OT YAEHOBETE Ha
YIIPaBUTEAHUY HAM KOHTPOAHHS OpPraH Ha €IHO IOPHUANYECKO AUIE; UAHW B) MOZXKE IO APYT
Ha4WH [a yIpaxkHsBa pelllaBalll0 BAUSHHE BBPXYy B3€MaHETO Ha PEILIEHHsS BHB BPB3Ka C
OEeWHOCTTA Ha IOPUAUYECKO AUIIE.

13.6. yuacTHUK, KOUTO € PErHCTPUpPaH B IOPUCAUKIING C IpedepeHIIuareH NaHbYeH
PEXKMM HAM € KOHTPOAMPAH OT AHIlE, KOETO € PETUCTPHUPAHO B MIOPHUCAUKIINLG C
npedepeHIIHaAeH JaHbUYeH PEXXUM HAM ydacTBa B I'PaKIaHCKO APYKECTBO/KOHCOPIIUYM, B
KOETO ydacTBa OPYKECTBO, PETHCTPHUPAHO B IOPUCOMUKINS C HpedepeHIIMareH JaHbYeH
pexRuM (cbraacHo 4a. 3, T. 8 oT 3akKoHa 3a UKOHOMHWYECKUTE U (PpMHAHCOBUTE OTHOIIIEHUS C
OpyzKecTBaTa, PETUCTPUPaAaHU B MIOPHCAUKIIUM C IOpedepeHIINaseH [JaHbYE€H PpPeKUM,
KOHTPOAUPAHHUTE OT TIX AWIla HU  TEXHUTE  [AeHCTBUTEAHU COOCTBEHUIIN
(BUPOAPIOLIAPKIIC), ocBeH akKo CHOPSIMO y4daCTHUKA € IIPUAOKHUMO HSKOE OT
n3kArodenuara 1o 4a. 4 or SUPOJAPHOLIIPKIIC;

13.7. y4acTHHK, 3a KOWTO Ce€ YCTaHOBHM, Y€ BbH3 OCHOBa Ha HEBEPHHU MOAaHHU €
IIPUAOKEHO H3KAIOUeHHe 110 4YA. 4 ot SUPOAPIOLAPKAAC (ceraacHo d4a. 5, aa. 1, 1. 3, 0.
»a“ or SUPOAPIOLIAPKIIC).

13.8. BB3rokUTEAdIT yKas3Ba, dye Ha ocHoBaHue 4a. 107, 1. 2, 6ykBa ,a“ 3O0II w1e
OTCTPaHHU YYaCTHUK, YUATO IleHOBa odepTa HaaBHUIIaBa II0OCOYeHaTa OTAeAHA MaKCHMaAHAa
IIpefieAHa CTOMHOCT Ha KOSITO U /a € 060cobeHa MOo3UIUs U Ha KOSATO U [a € HOMEHKAATypa
— IIpU IIo1aBaHe Ha 0pepTH 3a I'bAHA 000co0eHa MTO3UII.

13.9. Bb3aoxkuTEAdT yKa3Ba, de Ha ocHoBaHue dA. 107, 1. 2, 6ykBa ,a“ 30II mre
OTCTPaHHU YYaCTHHUK, YUATO IleHOBa odepTa HaABUIIIaBa IIoCOUYeHaTa OTAEAHA MaKCHMaAHa
IIpeeAHa CTOHMHOCT Ha HOMEHKAATypa — IIpH IIoJgaBaHe Ha OQEepTH 3a  OTAEAHU
HOMEHKAAQTYPH OT 000CcOOeHa TO3UITHS.

13.10. [Ipu HempencraBdHE Ha OOKA3aTEACTBA B TEXHHUYECKOTO IIPENAOXKEHHE Ha
Yy4aCTHUK OTHOCHO CBOTBETCTBHUETO Ha odQepUpaHHUTE NPOAYKTH C H3HCKBaHHATA Ha
Be3nroxuread.

13.11. [Ipu odepupaHu OPOAYKTH C IMIOKA3aTEAU, PA3AMYHU OT IIOCOYEHHUTE OT
B'B3A0XKHUTEAST, BKAFOUUTEAHO KOAUMYECTBO aKTUBHO BEIIIECTBO.

IV. HBUCKBAHHS KBM YYACTHHIIHUTE, CBbP3AHH C KPUTEPHHUTE 3A IIOABOP

1. ToaHOCT (MIPaBOCIOCOOHOCT) 3a yIpaxkHABaHE Ha NMpodeCHOHaAHA AEHHOCT
1.1. YyactHunuTe TpsOBa Oa HMMaT IIPABO [a OCHIIECTBIBAT THPTOBUA HAa €IpPO C
AEKapCTBEHU IIPOAYKTHU B CHOTBETCTBHE C pasnopendure Ha SATIXM.
3a gokas3BaHE Ha TOBa HM3HCKBaHE, ydacTHUIMTE caeaBa ga nocodat B eEEOII, ge
opuTeXXKaBaT BaAHMJHO pa3pelIeHHEe 3a THProBHS Ha €4pO0 C AEKapCTBEHH MIPOAYKTH,
usaaneHo ot MAA uau peryaaTopeH opraH Ha Apyra abpzaBa — YA€HKAa, CbIAACHO raasa IX
ot 3AIIXM.

JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 14
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JloKyMeHTaIus
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Koraro y4JacTHHUKBT IIpHUTEKaBa pPas3pelieHre 3a ThProBUd Ha €4pO, HU3OaNEHO OT
peryAaToOpeH opraH Ha Apyra AbpikKaBa — YA€HKAa, YYaCTHUKEBT cAaeaBa aa rnocouu B EE/IOII,
4ye IIpuUTekRaBa paspelneHue oT U3mbaHUTEAHUd aupekTop Ha MAA B caydaute 110 4da. 195,
aa. 2 ot 3AIIXM uau ga aexkaapupa B EEJIOIl, yue He moa3Ba CKAQOOBU IIOMEIIEHUS Ha
Tepuropudara Ha PBbeaarpus.

KoraTo y4acTHUKBT € BHOCUTEA OT TpPeTa abpzKaBa II0 CMUCBhAA Ha maparpad 1, T. 76
ot [P nma 3AIIXM, y4acTHUKBT caenBa ga nocodu B eEEJIOII, ge e peructpupaH Kato
THProBel] II0 3aKOHOJATEACTBOTO Ha MmObpxkaBaTa-uaeHKa Ha EC u pga mnocouu
pas3pelIeHUueTo 3a BHOC, u3ganeHo oT Wsnmbanuteanus aupekrop Ha HMAA, cbraacHo 4a.
161-164 ot 3AIIXM.

OcBeH BHOa Ha CHOTBETHHA NOKYMEHT, YHYaCTHUIIUTE cAeaBa aa m3nuimat B eEE/1OI1
HOMeEpa U JaTaTa Ha H3JaBaHE Ha OOKYMEHTAa, opraHa OT KOWTO € H3OaZeH, JaTtaTa Ha
OpoMSHA.

1.2 VYuacrHunure TpabBa ma MMaT OpaBO [a H3BBLPIIBAT THPrOBHUS Ha €Opo C
A€KApCTBEHU MPOAYKTHU, CHOBbPXKAIIM HaAPKOTUYHU BelecTBa, cbraacHo 3KHBII,
Hapenbara 3a pema 3a KaacudulupaHe Ha pacTEeHHUsSTaA U BellecTBaTa KaTO HAPKOTUYHH,
uznaneHa 1o pena Ha 3KHBII u Hapenba Ne 55 ot 13 mekemBpu 2010 r. 3a ycaoBUSTA U
pena 3a HM3OaBaHE Ha AHWIIEH3UH 3a OEHWHOCTH C HAPKOTHYHU BEIIECTBA 3a MEOUIIMHCKU
HeAau — 3a HoMeHKaaTypu Ne 246, 255, 256, 257, 258, 263, 289, 290, 291, 369, 452, 455,
457, 458, 512.

3a gokasBaHe Ha TOBa HU3UCKBaHE, ydaCTHUILIUTE cAaeaBa ga nocodat B eEE/IOII, ue
opuTeXkaBaT AUILIEH3Us, U3naaeHa 1o peaa Ha 4a. 32 ot 3AIIXM, kaTo mocodaT HOMeEpa U
[JaTa Ha u3gaBaHe, OopraHa, OT KOUTO € u3JaZieHa U 0 Kora € BaAuaHa.

1.3. 3a mokasBaHe Ha HM3UCKBAHETO KHM YYACTHHIUTE, CBBHP3aHO C KPUTEPHUS 3a
rmoxdop - TOMHOCT (IIPaBOCIIOCOOHOCT) 3a yIpakHsaBaHe Ha IMIpodecHOHasHa OEeHHOCT,
Y4aCTHUKBT CAenBa, B dacT IV, pazmea ,A“ moae ,[ognoct” Ha eEE/OIl na nekaapupa
CBHOTBETCTBUETO CH C TOBA M3HUCKBaHE, ChI'AACHO TOPHUTE YKa3aHU.

2. H3HCKBaHHSI OTHOCHO HKOHOMHYECKOTO H (HHAHCOBO CHCTOAHHE Ha
y4YacCTHHIIHTE: DBB3A0XKUTEAIT He TIIocTaBs M3UCKBaHUS KbM HKOHOMUYECKOTO U
(PUHAHCOBOTO CHCTOSHUE HA YIACTHUIIUTE B IIpoleaypaTa.

3. H3HCKBaHHSI OTHOCHO TE€XHHYECKHTE H NPO(PECHOHAAHHTE CIIOCOOHOCTH Ha
Y4YaCTHHILHTE:

3.1. YyacTHUKBT TpdaOBa [a € U3II'bAHUA IIOHE €IHAa AEHHOCT, UACHTHYHA UAU CXOIHA
C IIpegMeTa Ha HacTosllaTa MOphYKa, a MMEHHO IIOHE €aHa OEWHOCT, IpeacTaBAsBalla
JOCTaBKa Ha A€KApPCTBEHHU NPOAYKTH 3a IIOCAEOHHUTE TPHU NOAMHH, CHUTAHO OT JaTaTra Ha
rnosaBaHe Ha odepTrara.

»HA3M'bAHEHA” e Ta3u J0oCTaBKa, YHETO U3IIbAHEHHE € IIPUKAIOYEHO B pPaMKUTE Ha
TPU TOAUHU, CHUTAHO OT JaTaTa Ha IoflaBaHe Ha odepTara Ha yuacCTHHUKA.

[Ipyu momaBaHe Ha odepraTa yY4YaCTHUIIMTE [AeKAapUpaT CBOTBETCTBHETO CH C
Kpurepud 3a rogbdop 1o T. 3.1., karo moreaBat B eEE/IOII Yact IV ,Kpurepuu 3a mogbop®,
pazmea B ,Texuumuecku u OpopeCHOHAAHH CIIOCOOHOCTH®, TioAe ,M3BBPIINEHH YCAYTH OT
KOHKPETHUs BUI".

JoKyMeHTU 3a JoKa3BaHe Ha ToBa M3UCKBAHE 33 TEXHUYECKH U NpodeCHOHAAHU
CIIOCOOHOCTH C€ MIPEACTaBAT OT HM30paHUSd 33 HU3IIBAHHUTEA VIACTHUK IIPEAN CKAIOYBAHETO

»1loCTaBKa Ha A€KapCTBEHHU IIPOAYKTU U XPaHUTEAHU H00aBKU KM Ha AEKAPCTBEHHU IIPOAYKTH 3a A€UYEHHE Ha 15
XE€MAaTOAOTHYHHU 3a00ASBaHUS U Ha [IAIIMEHTH C TepMHUHAAHA GBOpeYHa HeIOCTAaThIHOCT Ha XEMOAHAAN3A 328 [okymMeHTamys
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Ha [0roBopa 3a Bh3AaraHe Ha IIOphYKaTa II0 ChOTBETHATa 000coOeHa IOo3Uulus HU/HAU
HOMEHKAATypa UAU B X0/a Ha IPOBEXKAAaHE Ha IIpoleaypaTa IIPU YCAOBULATA Ha 4YA. 67, aa.
S5 or 30: mnpencraBsHe Ha CIHCBK, OT KOMTO m[a € BHAHA U3BbpPIIEHATa
[JocTaBKa/oOCTaBKH, C IIOCOYBaHEe Ha CTOMHOCTUTE, Ha4aAHa U KpaiHa maTa Ha J0oroBopa
3a AOCTaBKa U IIOAYYATEAUTE.

3.2. Y4acTHUKBT CAeBa IpUTEXKaBa IIOHE €IUH OT IIOCOYEHHTE CEPTUPUKATHU 3a
Ka4deCTBO, BAaAUZICH U H3[a[€H Ha HETOBO UM€E OT aKpPEeAUTHPAHU MHCTUTYILIUN AU areHIIUHU
3a BBBeAeHA CHUCTeMa 3a yrapaBaeHHe Ha kKadectBoTo/EN ISO 9001:20xx, EN ISO
13485:20xx, UAM €KBUBAaA€HTHU Ha TdX/, YIOCTOBEPABAIll CHOTBETCTBHUETO HA CTOKUTE ChC
CBHOTBETHHTE CHEIU(PUKAIINN AN CTAHOAPTH C 00XBaT UAEHTHUYEH AW CXOEH C IpeaMeTa
Ha ImopbyKarTa.

Ceprudukarure TpsOBa [a ca H3OaA€HH OT HE3aBUCHUMH AHIlAa, KOUTO ca
aKpeaIUTUPaAHHU 10 CHOTBETHATA CEPUS €BPOIEUCKHU CTaHAAapTH OT M3mbAHUTEAHA areHIINdI
"Bearapcka cayk0a 3a agpemuTalivd’ UAW OT APYT HAITMOHAAEH OpraH II0 aKpeauTallus,
KOHWTO € cTpaHa TI10 MHOTroCTpaHHOTO CHOpa3yMEHHE 3a B3auUMHO I[IpHU3HaBaHe Ha
EBpormeiickaTa opranusaiydg 3a aKpeauTallvsd, 3a ChOTBEeTHAaTa 00AacCT HAHM [a OTTOBApPLAT
Ha H3MCKBaHHUATA 3a IIPHU3HaBaHE CBIAACHO YA. Sa, aa. 2 oT 3akoHa 3a HallMOHaAHaTa
aKpeauTallls Ha OpraHy 3a OLIEHIBaHE Ha ChbOTBETCTBHUETO.

BB3A0KUTEAIT TIIpUeMa €KBHBAACHTHH CePTH(UKATH, HU3MAIEHH OT OpraHH,
YCTaHOBEHU B APYTHU ABbPKABU YACHKHU.

3a mokasBaHe Ha ToBa OOCTOSTEACTBO, YYaCTHUKBT CAedBa [Ja IIOIIbAHU
nHpopmaiusa B eEE/IOII, 3a Buma Ha u3gaaeHus cepTU@UKAT, obXBaTa My, maTa Ha
u3aaBaHe U opraHa KOWTO I'o € u3ziaA, KaKTo U CpoKa Ha HeroBaTa BaAUIHOCT.

JoKyMeHTH 3a [oKa3BaHe Ha TOBa HM3HUCKBAHE 3a TEXHUYECKH U IPodheCHOHAAHU
CITOCOOHOCTH C€ HPEACTABAT OT M30paHUd 34 U3IMIBAHUTEA YYACTHHK MPEaN CKAIOYBAHETO
Ha [0roBopa 3a Bh3AaaraHe Ha IIophYKaTa II0 ChOTBETHATa 000coOeHa MO3UIUsS U/ HAU
HOMEHKAATypa AU B Xo[la Ha IIpoBexXaaHe Ha IIpolieaypaTa IIPU yCAOBUATA Ha 4YA. 67, aa.
5 ot 3OII: mpeacraBsHe Ha 3aBEPEHO KOIIHE OT AeKAapUpaHUda cepTU(UKAT.

3.3. BB3A0KUTEAIT MOXKE Oa He I[IpPpHEME IIPEeACTaBEHO [OJ0Ka3aTEACTBO 34

TEXHUYECKH U OpoPeCHOHAAHU CIIOCOOHOCTH, KOTATO TO ITPOU3THYA OT AHIE, KOETO
UMa HHTEpPec, KOUTO MOXKe /a Boau Ao obaara IO CMHCHAA Ha YA, 54 oT 3akoHa 3a
OPOTUBOAEHCTBHE  HA KOPYIILIHUSTA M 3a OTHeMaHe Ha HEe3aKOHHO

IPUIOOUTOTO HMYIIECTBO.

BB3A0KUTEAIT MOXKE [a U3HCKBa OT YYaCTHHUIIUTE II0 BCIKO BpeMe Oa IpencTaBsaT
BCUYKU HAM 4acCT OT AOKYMEHTHUTE, Ype3 KOUTO Ce MAoKa3Ba HH(opMarusaTra, [IocodeHa B
EE/OII, koraTo ToBa € HEOOXOOUMO 3a 3aKOHOCHOOPA3HOTO IIPOBEXKAAHE HA IIpoleayparTa.

3.4. KavgugatuTe UAM y4aCTHUIIMTE MOraT 3a KOHKpETHaTa IopbhbyKa [da Ce I1030BaT
Ha KaraluTeTa Ha TpPeTH AHWlla, HE3aBHCHMO OT IIpaBHATa BpPB3Ka MEXKAYy TdX, IIO
OTHOIIIEHHE Ha KPUTEPUHTE, CBHP3aHU C HUKOHOMHYECKOTO U (PUHAHCOBOTO CBHCTOSIHUE,
TeXHUYECKUTE U IPO(PECHOHAAHUTE CIIOCOOHOCTH.

3.4.1. [lo oTHOIIEHNE HA KPUTEPHUUTE, CBBP3aHU C IIpodpeCHoOHaAHA KOMIIETEHTHOCT U
OIIUT 3a HU3II'PAHEHHE Ha MOpBhUYKaTa, KAaHAWAATHUTE UAU yJYaCTHHUIUTE MoraT [a ce I1030BaT
Ha KaranuTeTa Ha TPEeTH AHUIla cCaMO akKO Te3U AHWIla IIle yJacTBaT B H3I'BAHEHUETO Ha
JacTTa OT IIoOpPBhUYKAaTa, 3a KOATO € He0OXOAUM TO3U KalalluTeT.

JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 16
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JloKyMeHTaIus
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3.4.2. Korato KaHAUAATHT HAHU YYaCTHUKBHT C€ II030BaBa Ha KalaluTeTa Ha TPETH
AvIlla, TOM TpdabBa Oa MoxXKe [Aa [oKaxKe, 4e IIe pasloAara C TEXHUTE pPecypcH, KaTo
IIPEACTaBU JOKYMEHTH 3a IIOETHUTE OT TPETUTE AHUIA 3aIbAKECHU.

3.4.3. Tperure auila TpdOBa [a OTrOBapsT Ha CHOTBETHUTE KPUTEPHUHU 3a IIoA00p, 3a
JOKa3BaHETO Ha KOUTO KaHOUAATHT UAHU YYAaCTHHUKBT CE I1030BaBa Ha TEXHUS KalalluTeT U
3a TIX [a He ca HaAHWIle OCHOBAHHUATA 3a OTCTPaHsIBaHE OT IIpolleayparTa.

3.4.4. Bp3A0XKUTEAIT HU3HUCKBA OT KaHAWJATa HUAU y4YaCTHHKA Oa 3aMEHU IIOCOYEHOTO
OT HEro TPETO AHIIE, aKO TO HE OTTOBaps Ha HAKOE OT YCAOBHLTA IO 4A. 65, aa. 4 ot 30I],
rmopagu IIpoMsgHa B OOCTOSTEACTBA IIpeau CKAIOYBaHE Ha [J0oroBopa 3a oOIlecTBeHa
IIOpBYKa.

3.4.5. KoraTo KaHauAaT UAM YYacCTHHK B IIpoliefypaTra € odennHeHUe OT (PU3NYEeCKU
1 /UAU IOPUAUYECKH AWIlA, TOM MOXKe [a OOKazKe U3II'bAHEHHETO Ha KPUTEepPHUHUTe 3a I1oa00p
C KalalgTeTa Ha TPETH AUIlA IIPU CIIa3BaHe Ha yCAOBHSTA II0 YA. 65, aa. 2 — 4 oT 3011.

3.5. [Toau3mbAHUTEAHN:

3.5.1. Kannupature W y4YacTHUIIUTE IIOCOYBAT B 3asBAEHHETO HAU odepTrara
IIOAU3IIBAHUTEAUTE U JleAd OT IIopbiKaTa, KOUTO IIle UM BB3AOKAT, aKO Bb3HaMepdaBaT Ja
M3II0A3BaT TakubBa. B To3u cayual Te TpsaOBa ga IpeacTaBAT JOKA3aTEACTBO 3a IIOETUTE OT
MIOAN3II'BAHUTEAUTE 3aIbAKEHU.

3.5.2. TlomgmsmbpaHUTEAUTE TpsiOBa Oa OTroBapsaT Ha CHOTBETHHTE KPUTEPHH 3a
1oa00p CHOOPAa3HO BHAA U [IeAd OT IIOpBhUKAaTa, KOUTO Ille U3ITBbAHABAT, U 34 TAX Oa He ca
HaAWIle OCHOBAHU4 3a OTCTPaHsBaHe OT IIpolleaypara.

3.5.3. U3nmbaAHHUTEANTE CKAIOYUBAT JIOTOBOP 3a MNOAU3II'BAHEHUE C IIOAU3IIBAHHUTEAUTE,
IIOCOYEeHU B odeprara. Bb3A0KHUTEAdT H3UCKBa 3aMdHa Ha MOAU3IIBAHUTEA, KOWUTO He
oTroBapd Ha HIKOE OT yCAOBHATA IO 4YA. 66, aa. 2 ot 3O0Il mopagu npoMsHa B
obcTosiTeAcTBaTa IIpeau CKAIOUBaHE Ha IOTOBOpPA 3a O0IecTBeHA OpPBhYKa.

3.5.4. llogusnmbaHUTEANTE HAMAT IIPpaBO Oa IIpeBb3aaraT e€aHa HAM II0BE4Ye OT

OEUHOCTHUTE, KOUTO Ca BKAIOUEHH B IIpeAMeTa Ha JOroBopa 3a IIOAU3II'bAHEHUE.

3.5.5. He e Hapymienue Ha 3abpaHarta mo 4a. 66, aa. 5 or 30Il mocraBkaTa Ha
CTOKH, MaTepHaAu HAU O0opyaBaHe, HEOOXOAWMHU 3a H3IIbAHEHHETO Ha o0llecTBeHaTa
IIOpBhYKa, KOraTo TaKaBa OOCTaBKa HE BKAIOYBA MOHTaX, KaKTO M CKAIOYBAHETO Ha
JIOTOBOPHU 3a yCAYTH, KOHUTO HE ca YacT OT JOToBopa 3a obIlecTBeHaTa MophiKa, CbOTBETHO
OT IOTOBOPA 3a MOAU3II'bAHEHUE.

3.5.6. KoraTo yacTra OoT noppukaTa, KOSTO Ce€ U3II'bAHSIBA OT IIOAU3IIBAHUTEA, MOIXKE
na Opoe mnpemameHa KaToO OTAEAEH OOEKT Ha U3IIbAHUTEAd HAM Ha BB3AOKUTEAS,
BB3A0XKHUTEAIT 3ariAallla Bb3HarpaxK/IeHHe 3a Ta3!u YacT Ha MMOAU3IIbAHUTEAS.

3.5.7. KoraTo H3I'BAHUTEASIT € CKAIOYHA [OOTOBOP/OOTOBOPH 3a IMOAU3ITBAHEHUE,
BB3AOXKHUTEAIT MOIXKE Ja H3BBPIIN OUPEKTHO I[IAAIlaHE KBM IIOAU3IIBAHUTEAd IIpU
ycaoBHUATa Ha 4YA. 66, aa.4-8 ot 3O0Il. 3a npuaokuUMHUTE IpaBHAA OTHOCHO AUPEKTHUTE
pasnaalnaHudg C IOAU3IIbAHUTEAU Ce ITpUAara peaa mo 4a. 66 ot 30I1.

3.5.8. HesaBucumMo OT BB3MOXKHOCTTA 3a H3MI0A3BaHE Ha MOAU3IIBAHUTEAHU
OTTOBOPHOCTTA 3a U3II'bAHEHME Ha JOTOBOPA 3a O0IIECTBEHA MOPBHUYKA € HA U3ITbAHUTEAS.

3.5.9. BamgHa HMAM BKAIOYBAHE Ha IMIOAU3IIBAHHUTEA II0 BPEME Ha H3II'bAHEHHE Ha
JOTOBOp 3a of0IIecTBeHa IIOPBhYKA Ce€ [OIyCKa IIPHU HEOOXOAMMOCT, aKO ca H3IIbAHEHU
€IHOBPEMEHHO CAETHHUTE YCAOBHUM:

- 3a HOBUS IOAU3IIBAHUTEA HE Ca HaAWUIlE OCHOBaHHUATA 3a OTCTpaHdBaHE B
IpolLeaypara;

»1loCTaBKa Ha A€KapCTBEHHU IIPOAYKTU U XPaHUTEAHU H00aBKU KM Ha AEKAPCTBEHHU IIPOAYKTH 3a A€UYEHHE Ha 17
XE€MAaTOAOTHYHHU 3a00ASBaHUS U Ha [IAIIMEHTH C TepMHUHAAHA GBOpeYHa HeIOCTAaThIHOCT Ha XEMOAHAAN3A 328 [okymMeHTamys
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- HOBHUST IIOMU3ITBAHHUTEA OTTOBapd Ha KPUTEPHUHUTE 3a IIOAOO0OP IO OTHOIIEHUWE Ha
oeAa U BUAA Ha JEUHOCTUTE, KOUTO 1€ U3ITbAHSIBA.

- IIPU 3aMsgHa HAW BKAIOYBaHE Ha TIOAU3IIBAHUTEA H3ITBbAHUTEAST IIpencTaBsa Ha
BB3AOKHTEAS KOIIME Ha AOTOBOpPa C HOBUS MOAUIII'BAHUTEA 3a€QHO C BCUYKHU JOKYMEHTH,
KOUWTO AOKa3BaT U3I'PAHEHHUETO Ha yCAOBHLTA IO 4A. 66, aa. 14 ot 30II, B cpok no Tpu nHHU
OT HETOBOTO CKAIOUBaHE.

3.5.10. Koraro yJacTHHK B IIpoleaypatra € oOemuHeHHe OT (PU3UYECKH U /HUAH
IOPUOIUYECKH AWIlA, TOHM MOXKe Oa A0KaxKe U3IIbAHEHHETO Ha KPHUTEPHUHUTE 3a I10a0op C
KaramnuTeTa Ha TPETU AMIlA IPU Clla3BaHe Ha U3UCKBaHU4ATa Ha T. 3.4.

3.6. Ilpu yuyacTme Ha o00egWHEHHd, KOUTO HE ca OPUAHYECKH AHIIA,
CBOTBETCTBHUETO C KPUTEPUHUTE 3a IToAOO0P ce moKa3Ba OT 00eIUMHEHUEeTO YIaCTHHUK, a He OT
BCSIKO OT AMIIaTa, BKAIOYEHHM B HEro, C M3KAIOUEHHE Ha CBHOTBETHA peTHucTpalud,
npeacTaBdHe Ha CepTUPUKAT HAU OPYro YCAOBHE, HEOOXOAUMO 3a H3IIbAHEHUE Ha
nopbyKaTa, ChrAACHO H3UCKBAHHATA Ha HOPMAaTHUBEH HAM aAMHUHHCTPATUBEH akKT U
CHOOpPAa3HO pa3NpeeACHUEeTO Ha y4acTHEeTO Ha AullaTa IPU HU3IIbAHEHUWE Ha IeHHOCTUTE,
IPEABUIEHO B JOrOBOpa 3a Ch3AaBaHe Ha 00eIMHEHUETO.

V. YKASAHHS 3A H3I'OTBSIHE HA OPEPTATA. IIONABAHE HA O®EPTATA.

1. Bceku y4yacCTHHK cA€lBa [a M3TOTBH CBogTa odepra Ha ObATApPCKU €3UK U B
CBOTBETCTBHE C H3UCKBaHHUATA Ha 3aKOHa 3a OO0LIeCTBEHUTE IIOpPBYKH, [IpaBHAHUKa 3a
npruaaraHe Ha 3akKoHa 3a OOIIEeCTBEHHTE IIOPBYKM U HaACTosIllaTa [JOKyMEHTAIlUSs.
OdepraTa caenBa pga OTroBaps Ha HW3HCKBaHUATA Ha DBb3aoXkHTeAsd, IOCOYEHH B
00SIBAEHHETO 3a OTKpUBaHE Ha IpolleAypaTa, HacTodllaTa [AOKyMEHTAallus M aa Obmae
opopMeHa IO IPHAOKEHUTE KBM Hed o00pasnu. YcaoBudTa B o00pas3nure OT
JOKyMEHTalUsTa 3a y4JacTHe ca 33IbAXKHUTEAHH 3a yJacTHHUIIUTE W He MorarT na obaar
IIPOMEHSHH OT TaX. O0paserrsT Ha OAHKOBA rapaHIlus 3a U3II'bAHEHUE € IIPUMEpPEH.

2. Odeprara, chabpKalia HEOOXOAUMUTE OOKYMEHTHU, Ce IIPeACTaBs B 3amedaTaHa
HeIpo3padyHa OIIaKOBKa, BBPXY KOATO CE II0COYBAaT:

eanpecar c¢ Haanuc LJdo YMBAA ,IIpod. HA-p Crosr KupkoBuu“ All,

»leaoBoncTBo®, 6000 rp. Crapa 3aropa, ya. ,I'enepaa CroaeToB® No 2;
e HaUMEHOBAHHUETO Ha yYAaCTHUKA, BKAIOUHUTEAHO YYACTHHIIHUTE B 00€IUHEHHUETO,
KOTaToO € IIPHUAOKHMO;

e aapec 3a KOPECIOHAEHIUS, TeAe(POH U I10 BB3MOXKHOCT — (PaKC U €AeKTPOHEH

azpec;

e HaWMMEHOBAaHHETO Ha IIOpBYKaTa, HOMepara Ha 000COOeHUTe MO3UIUU U
HOMepaTa  /chraacHO  TexXHHUYecKaTa  choenudgukamus Ha  Bbe3aoxkuressa/ Ha
HOMEHKAQTYPHUTE, 3a KOUTO Cce IofiaBa odeprara.

3. Odeprara ce nmomaBa B YMBAA ,Ilpod. O-p Crogan KupkoBuu“ A/l, ,/leaoBoacTBO,
6000 rp. Crapa 3aropa, ya. ,l'enepaa CroaeToB“ Ne 2;

4. [lpu nmpueMmaHe Ha odepTraTa BbPXYy [IAUKA Ce 0TOeAsd3BaT IIOPEOHHUSIT HOMEpP, JaTaTa
U 4achT Ha IIOAyYaBaHETO M IIOCOYEHHTE MAaHHHU CE€ 3aIlicBaT BBHB BXOMLIN PETUCTHP, 3a
KOEeTO Ha NIPUHOCHUTEAS Ce€ M3/1aBa BXOSI] PETUCTPAILIMOHEH JOKYMEHT.

JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 18
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JloKyMeHTaIus
netinoctta Ha YMBAA “ITpod. J-p Crogu KupkoBuu® Ax,rp. Crapa 3aropa




4.1. BB3pr0XKUTEAdT HAMA [a IpHEMa 3a ydacTHe B OTKpHTaTa IIpoleaypa U IIe
BpbIlla He3ab0aBHO Ha y4YacTHUIIUTE OepTH, KOUTO ca MPEeACTaBEHH CAEN H3TUYaHe Ha
KpaliHUg CPOK 3a IloAydaBaHe, AW B Hes3alledaTaHa, [Ipo3padHa HAHW CKbCaHa OIMaKOBKa,
KaTo TOBa 0OCTOSITEACTBO ce 0TOeAdI3Ba B PETUCTHpPA.

4.2. Korato kpM 16:00 gaca Ha mararta, OIIpeneA€Ha KaTo KPaeH CPOK 3a IIoAydaBaHeE
Ha o(epTU Ipen AEAOBOACTBOTO Ha BB3AOKUTEAS Ha IIOCOYEHUS IIO-TOPE aJpec BCE Ollle
MMa 4YaKalllld AUIa, T€ Ce€ BKAIOYBAT B CIIHUCBHK, KOUTO Ce€ MOAIMNCBA OT IIPEACTABUTEA Ha
BB3rokuTeAS U OT IpUucheTBaluTe auna. OdepTuTe Ha AUIIaTa OT CIIUCHKA Ce 3aBeXKIaT B
pErucThpa, KaTo He ce NOoIycKa IIpHeMaHe Ha opepTU OT AMIlA, KOUTO He ca BKAIOUEHU B
CIIMCBHKA.

4.3. [lo n3TH4YaHEeTO Ha CpPOKa 3a MoAydaBaHe Ha oepTUTEe, BCEKU YUYACTHUK MOIXKe
[a IIPOMEHU, OOI'BAHM HAM OTTeTAU odepTara cu. OTTeragHeTo Ha odepTara IIpeKpaTsaBa
II0-HATATBIIHOTO y4aCTHE Ha y4acTHHUKA B IIpolleayparta.

JloIrbAHEHHETO U IIpoMsdaHAaTa Ha odeprara TpdabBa ma oTroBapsd Ha M3UCKBaHUATA U
YCAOBHSATA 3a IIPEACTaBsHE Ha II'bpBOHAYaAHaTa odepTa, KaTo BBHPXYy IIAMKA SICHO Ce
U3MHCBa CAeAHOTO: ,JlombaHeHUe/ [IpomaHa Ha odepTa, KBM BX. No.....cooeninineen. 7

4.4. Opeprute caeaBa na Obpoat nmogaBaHu B [eaoBoacTBoTo Ha YMBAA “Hpocb -p
Cr. KupkoBua”A/l, rp.Crapa 3aropa B cpok A0 16:00 waca Ha 10.01.2020r. - AMYHO UAH
ype3 IOIIEHCKAa HAH Apyra KypHepcKa ycAyTra ¢ IpernopbiaHa IIpaTka ¢ obpaTHa pas3nucka,
Ha afpeca, I0Co4YeH OT Bb3aoxkuTead.

4.5.0TBapgHe U pasraexkagaHe Ha odepture mie ce u3pbpmi or 11:00 waca Ha
13.01.2020r. B 3acemaTeaHaTa 3asa Ha aJMHUHHCTpaTHBHaTa crpaga Ha ,YMBAA Ilpod.
O-p Cr.KupkoBuu” A/l rp.Crapa 3aropa, ya.”I'enepaa CroaeToB” No 2.

4.6. OdepTuTe Ha VYACTHUIIUTE TpdbBa ma ca BaaunHu 180 /cto u ocempmecer/
KaA€HOapHU AHU, OT JaTaTa, KOosSTO € IIocodeHa KaTo KpaeH CPOK 3a IIoAydaBaHE Ha

odepTUTE B OOIBAEHHETO 3a ODOIIIECTBEHA ITOPHYKA.
4.7. BB3A0KUTEASIT MOKE UAM € OABXKEH Oa YIBAXKH CpPOKa 3a IogaBaHe Ha oepTH
IIpU HaAW4HWE Ha OCHOBAHHE 3a TOBA.

5. OITAKOBKATA C O®EPTATA TPSIBBA A CBABPIXKA:

5.1 Eaekrpornern EE/IOIl Ha yyacTHUKa B ChOTBeTCTBUE C HM3uckBaHudaTa Ha 30Il u
ycaoBudaTa Ha Bp3aoxuread, a korato € nnpruaoxuMo — eEE/IOIT 3a Bceku oT y4acTHUIIUTE
B 00€IMHEHHETO, KOETO HE € IOPUANIECKO AHIIE, 32 BCEKH ITOAU3I'BAHUTEA U 32 BCAKO AHIIE,
YUUTO PECYPCH e ObaT aHTaXKUpPaHU B U3I'bAHEHHETO Ha ITophYKaTa.

EquHHUAT eBpOIIEHCKM OOKYMEHT 3a OOIIeCTBEHU IIOPBhYKH Ce MPeaocTaBs B
€AeKTPOHEH BHM II0 obpaserl, yIBBPAEH C akT Ha EBpomeiickara komwucusa (eEEJOIT —
IIPUAOKEHNE KbM HacTosIIaTa JOKyMeHTAallUsl).

Obpazerrsr Ha eEE/OIl e cBp3mazmeH KaTo € H3IMIoA3BaHaA Oe3laaTHaTa ycAyra Ha
EBpomeiickara komucud upe3 mH(popmalmoHHara cucreMa 3a eEEJ/IOII, mocTwliHa upe3
[Toprana 3a obmiecTBeHH HOpBUYKH, ceknus POIl u e-ycayru/EAeKTpoHHH ycAyrH Ha
EBpomnetickara koMucHsS. EAEKTPOHHUAT BUA Ha EAUHHUYG €BpPOIENCKU MOOKYMEHT 3a
OOIIIECTBEHN IIOPBYKU € OoCThIleH BBB (opmar PDF (momxomsmr 3a mperaen) m XML
(mooxomsdiy 3a KOMHOIOTbPHa 00paboTKa) Ha eaeKTpoHHaTta crpaHulla Ha AIT PB/I, cekinsa
»IIpochra Ha KymmyBada”, Hape C oCTaHasaTa JOKyMeEHTAallUs 3a oOIlecTBeHaTa IophbyKa.

Bpmw3ka kbM cucremara 3a eEE/IOIT —https:/ /ec.europa.eu/tools/espd

JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 19
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JloKyMeHTaIus
netinoctta Ha YMBAA “ITpod. J-p Crogu KupkoBuu® Ax,rp. Crapa 3aropa



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

Y4aCcTHUKBT CA€ABa Ja H3TEerAW OT IIpopraa Ha KylnyBada Ha Bb3aoxkuread
IIpuaoxeHue No 1 B XML  dopmar, aa ro 3apenu B cucreMara
https:/ /ec.europa.eu/tools/espdu Oga TIOI'BAHM HEOOXOAUMUTE HAHHHU CBTCAACHO
IIOCTaBEHUTE HU3UCKBAaHUA Ha Bb3aoXKUTeAsS B [JOKyMEHTallUdTa 3a ofIlecTBeHaTa
HOopBhYKa.

[Tomrbanenuar eEE/IOIl ce wu3Terada M ce HOoANMCBaA C €AEKTPOHEH IMOAMIHC OT
CBOTBETHUTE AUIlA ChraacHo 4a. 54, aa. 2 ot 30Il. Ceumuar ce mpuaara KbM ITakeTa C
JOKYMEHTH 3a ydacTHe B Ipolleayparta (opeprara) Ha MOAXOIAIL OIITUYEH HOCHUTEA.

3abeaexka: [lombaHuUTeAHA HH(QOPMAIUs, CBbpP3aHa C IMpeaocTaBsHe Ha ExuHHusa
€BPOIIEHICKH OOKYMEHT 3a OOIIeCTBEHU IMOPBHUYKH B €AEKTPOHEH BHUM, € HAaAWYHA Ha aapec:
http:/ /www.aop.bg/fckedit2 /user/File/bg/practika/MU4 2018.pdf (MeTonuyecko
ykasanue Ha AOII ¢ uzx. No MY-4 ot 02.03.2018 r.).

5.2. moKyMeHTH 3a [JOoKa3BaHE Ha HpPEeaIpUeTHTe MEPKH 3a HaAeKOHOCT, KoraTo €
IIPUAOXKUMO;

5.3. nmokymenTturte 1o 4a. 37, aa. 4 ot II[I30II, koraTo y4acTHUKBT € OOeOUHEHUE -
KOTaTO YyYaCTHUKBT € oOeguHeHHe, KOETO He € PETHUCTPUPAHO KAaTO CaMOCTOSTEAHO
IOPUANYECKO AMIle, C€ IIpPeAcTaBs YUIPEAUTEAHUAT akKT, CIopasyMeHHe Uu/HuAU [OpyT
OPHUAOXKUM [JOKYMEHT, OT KOWTO Oa € BHUAHO IIPaBHOTO OCHOBAHHE 3a Ch3AaBaHE Ha
o0enIMHEHUEeTO, KaKTO U cAegHaTa MHQOpMallud BHB BpPh3Ka C KOHKpeTHaTa oOIlecTBeHa
HoppUKa:

- IIpaBaTa U 3abAXKEHHATA Ha YIaCTHUIIUTE B 00€eJUHEHUETO;

- IeMHOCTHUTE, KOUTO Il U3ITbAHSABA BCEKU YAEH Ha 00€UHEHUETO;

- yroBapsHe Ha COAMapHa OTTOBOPHOCT MEXKAY VIaCTHUIIUTE B O0€IMHEHUETO.

- KOTaTO yYaCTHUKBT € 00equHEeHHE, KOETO He € IOPUANYECKO AHIle, CAeABa Oa Obae
onpeneAeH M IIOCOYEH MapTHBOP, KOHUTO ma HIpeacTaBAsBa OoOEIMHEHUETO 3a IIEANTE Ha
HacTosdIaTa o0IIecTBeHA TOPBHUKA,

B cayuaii, ye obenquHeHueTo e peructpupano mo BYACTAT nipenu maraTta Ha IogaBaHe
Ha odpepTaTa 3a HacToslIaTa O0IIecTBeHa IopbdKa, ce mocodyBa BYACTAT u/uau mpyra
UaeHTU(UIIpaIla nHpopManus B CbOTBETCTBHE CHC 3aKOHOAATEACTBOTO Ha [AbpiKaBarta,
B KO4TO YYaCTHUKBT € YCTAHOBEH, KaKTO M a[pec, BKAIOYHUTEAHO €EAEKTPOHEH, 3a
KOPECIOHAEHITUS IIPU ITPOBEXKIAHETO HA IIpolLleayparTa.

5.4. [leknaapaliiysa 3a chraacue OT TPETO AUlle Io 4YA. 65, aa. 3 or 30Il /koraro e
IIPHUAOKHUMO/ ;

5.5. [lekaapamus 3a chraacue 3a ydacTHe KaTo IIOOU3I'BAHHUTEA B OOIIecTBeHaTa
roprYKa — obpasey Ne 1la

5.6. [lekaapaius 1o 4a. 59, aa. 1, T. 3 oT 3akoHa 3a MEPKUTE CPELLy U3IIHPaHe Ha
napu —ITpunoxernue Ne 6 — npu noonuceaHe Ha 002080P

5.7. Heraapamuga 1o 4a. 3, T. 8 U d4Ya. 4 or 3akKOoHa 3a HUKOHOMUYECKHUTE U
(pUHAHCOBUTE OTHOLIEHUS C [ApyKecTBaTa, pPETUCTPUPAHU B  OPUCOUKIUU C
npedepeHIiareH MaHbYeH PEXHUM, CBBP3aHHUTE C TAX AWNA U TEXHUTE AeUCTBUTEAHU
co6crBenuIy - IIpunosxenue Ne 7 — npu noonuceaHe Ha 002080D

5.8. [eraaparusa mo 4a. 101, aa. 9 u aa. 10 or 30Il /koeamo e npunoxumo/ -

O6pa3seuy Nec 2
5.9. dexnapauus no un. 101, an.11 om 30II /xozamo e npunoxxumo/ - Obpa3sey

Ne 3
JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 20
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JloKyMeHTaIus

netinoctta Ha YMBAA “ITpod. J-p Crogu KupkoBuu® Ax,rp. Crapa 3aropa


https://ec.europa.eu/tools/espd
http://www.aop.bg/fckedit2/user/File/bg/practika/MU4_2018.pdf

5.10. [lekaapanuda 3a clia3BaHe 3abAXKEHHATA, CBhP3aHU C OJaHBIIM U OCUTYPOBKH,
oIla3BaHE Ha OKOAHATa Cpeaa, 3aKpHAa Ha 3a€TOCTTa U YCAOBHUSATA Ha TPyA o 4a.39, aa.l,
1. 1, 6ykBa ,,a“ ot [ITI30I1 — O6pa3ey 5A

5.11. [lekaapaliuda 3a cbraacue 3a o0padoTKa Ha AMYHU JaHHU
3abeaexka:YuacmHuyume He mozam 04 ce no3oeasam Ha KOHGUOEHUUASIHOCM NO
OMmHoOweHUe HA NPUJIOJKEHUSL Om ogpepmume um, Koumo noosexxam Ha oueHka - ui 102,
an.2 om 30I1.

BB3A0KUTEAdAT MOXKE [a M3HUCKBa OT yYaCTHUIIUTE [0 BCAKO BpEME [a IPeacTaBaT
BCUYKH HAU YacT OT JOKYMEHTHUTE, Ype3 KOUTO Ce AoKa3Ba HH(popMaluara, IIocodeHa B
eEE/IOII, koraTto ToOBa € HeEOOXOAMMO 3a 3aKOHOCHOOPA3HOTO IIPOBEXKIAaHE Ha
npolenaypara.

6. ,TEXHHYECKO ITPEJAOXEHHE", cha’bpxkallio:

6.1. [OOKyMEHT 3a VI'bAHOMOIIIaBaHE, KOTaTo AMIIETO, KOeTO IogaBa odepTara He e
3aKOHHUS IIPEACTaBUTEA HAa YYaCTHUKA — HOTAPHAAHO 3aBEPEHO I'bAHOMOIITHO.

6.2. npenaoxkeHHE Ha y4daCTHHKa 3a U3II'bAHEHHE Ha IopbhbYKaTrTa B CBOTBETCTBHE C
TEXHUYECKUTE CHEeIU(PUKAIIUU Ha AEKAPCTBEHUTE TIIPOAYKTH, MA€Ka U XpPaHUTEAHU
n00aBKH, 1 U3UCKBaHUs Ha Bb3aoxkuress - [Ippaoxenne Ne 2, cbabpkallio U3roTBEHHU 110
IIPHUAOKEHHUTE B HacTodlllaTa [OOKyMEHTAllds IIPHAOXKEHHS, IIOI’TbAHEHM CcaMo 3a
obocobeHaTa MO3UITHS, 3a KOSTO ce IomaBa odepTa /KoraTo odepTa e rnomaaeHa 3a Ir'bAHA
obocobeHa 103U/ .

B cayuaii, ye ydyacTHHIIUTE ITIofaBaT oepTa 3a eqHa UAU HIKOAKO HOMEHKAATYPU OT
obocobeHa MO3UIIHS, CAeABa Oa MPEACTaBAT €0HO IPeOAOKEeHHE 3a HU3I'bAHEHHE Ha
nopbyKaTa, B KOETO [Ja € IIOCOYEHO HAaUMEHOBAaHUETO U HOMEPHT Ha BCIKa HOMEHKAATypa
U HOMEPHT Ha obocobeHaTa ITO3UIHs, B KOSTO Ce€ ChIbpxKa, TaKa KaKTO HaWMEHOBAHHETO
U HOMepaTa ca IIOCOYEHU B TeXHUYecKaTa CrelindpuKkanigd Bb3sokuTeAs.

B Ilpuaoxkenue No 2 y9aCTHUKBT CA€ABA A [IOCOYM:
- THPrOBCKOTO HAWMEHOBaHUE Ha IpeasaraHus A€KapCTBEH NPOAYKT /nocousa ce
mwbp208CKOMo HaumeHo8aHue Ha bvszapcku e3ux,/
IIPOU3BOAUTEA U IbpP3KaBa Ha IIPOU3BOACTBOTO
IIpUTeRaTeA Ha pa3perieHueTo 3a yrnorpeda
ChABpPKAHUE B OIIAKOBKA,;
- HU39BACHHE Ha y4YacCTHHKA, d4Ye IpuemMa 24-Mece4eH CPOK Ha H3II'bAHEHHE Ha

nopbyKaTa, CiUTaHO OT JaTaTa Ha CKAIOYBAHE Ha JA0roBopa.

- U3IBA€HHE Ha y4JacTHUKA, Ye € 3all03HaT U IIpHeMa YCAOBHUETO, Y€ BB3AOKHUTEAST
MOXKE [Oa IIpeKpaTH MPEeACPOYHO CKAIOYEHUS MOOTOBOP C IHCMEHO yBeAOMAeHUEe - 0e3
Ipeau3BecThe U 0e3 ma OAbAXKU 0e3 HEyCTOHMKU M 00e3IeTeHUs, IIPH yCAOBHUSTa Ha 4YA. 7,
aa. 3 or IIMC Neo 146 ot 09.06.2015 r. 3a cp3maBaHe Ha lleHTpaseH opraH 3a Bb3AaraHe
Ha OOIIIECTBEHU MOPHYKU B CEKTOP ,3apaBeoriazBaHe”.

- U39BA€HUE Ha Yy4YacCTHUKA, dYe IIpHeMa [a [0CTaBsd MEOUIIMHCKUTE H30EAUd U
XpaHUTEAHUTE M00aBKH, O0OEKT Ha MOpbhYKaTa B CPOK m0 24 /aBameceT W YeTUpu,/ daca,
caen moaydyaBaHe Ha nucMmeHa 3agBka oT BB3AOXKUTEAY u mo 6 yaca mpu croemrHa
3asBKa — IPU CIIEITHU UAU HEOTAOXKHHU CAYYaH.

- U3dBA€HHE Ha y4YacTHHKa, 4Ye IIpHUeMa KbM [aTaTa Ha [OAIIMCBaHe Ha MIPUEMO-
IpeaaBaTEeAHUS IIPOTOKOA 3a U3BBPIIEHA JOCTaBKa, CPOKBT HA T'OMHOCT HA AEKAPCTBEHUTE
MIPOAYKTH HE MOXKe aa 0bae He mo-MmaabK oT 60 % oT yKaszaHusd BBPXy OIaKOBKAaTa.

JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 21
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JloKyMeHTaIus
netinoctta Ha YMBAA “ITpod. J-p Crogu KupkoBuu® Ax,rp. Crapa 3aropa




- U39BACHHE Ha y4aCTHHUKA, Y€ IIpHUEeMa CACAHUYI Ha4YWH Ha [IAAIIAaHE - OTAOXKEHO, B
cpok mo 60 /miectmecer/ OHU, CAeN U3BBPIIEHA [AOCTABKAa, IIOAYyYE€HA OT BB3AOKHUTEAS
dakTypa U moANUCaH IIPHUEMO-IIpeaaBaTEACH IIPOTOKOA.

- U3dBACHHE Ha y4aCTHHKA, Y€ BCJIKa [JO0CTaBKa IIe Ce HNpUuApyzKaBa C AOKYMEHTH,
YOOCTOBEPSBAIl IMIPOM3XO0A M KadecTBO 3a BCEKHM BHIA IIPOAYKT U paspelleHue 3a
ymorpeba.

- U39BACHHUE HA YYAaCTHHKA, Y€ B CAy4Yal Ha H3THUYaAHE Ha CPOKa Ha pa3pelleHHETOo 3a
yriorpeba Ha A€eKapCTBEH ITPOAYKT IIPe3 CPpOKa Ha A0roBopa 3a J0CTaBKa, KOAWYecTBaTa Ha
OOCTaBAHUYA OT HEro AEKapCTBEHHUS IIPOAYKT III€ Ca HAAMYHHM 3a CpoKa Ha JgoroBopa -
CBOTBETCTBUE C YA. 55, aa. 6 ot SAIIXM.

- U3IBA€HHE Ha YYaCTHHKA, Y€ BCUYKH A€KAPCTBEHU NPOAYKTU, KOUTO Ca MIPEAAOKEHHU
B HacrodIaTa IIpoleaypa ca perucTpupaHu 3a ynorpeba B Penybamka Broarapua u
IIpuUTeXKaBaT pas3pelInTeAHH 3a ynorpeba, cbraacHo H3uUCKBaHugara Ha 3AIIXM, kato
YVYaCTHUKDBLT CA€IBa Oa MPEACTaBU M 3aBEPEHO OT HEro KOMNHE Ha pa3pelleHHEeTO 3a
yrorpeba Ha AeKAapCTBEHUd OPOAVKT, usnaneHo ot MAA uau o pena Ha Peraameur /EC/
No 726/2004 ua EBponeiickuga napaaMeHT ¥ Ha CbpBeTa - B IPeBOA HA OBATAPCKHU €3UK.

- U39BA€HHE Ha y4aCTHUKA, Y€ BCUYKH A€KapCTBEHU IIPOAYKTHU, KOUTO Ca IIPENAOKEHU
B HacTodlllaTa IpoLeaypa, IIpUTeXXaBaT KpaTKH XapaKTEepUCTHKH, IIPEAOCTaBEHU B
eAEKTPOHHAaTa cTpaHulla Ha MAA;

- H39BACHHE Ha YYacCTHHKA, Y€ BCHYKHM ACKApPCTBEHH IIPOAYKTH, KOHUTO ca
IIPEIAOKEHN B HAacTosIaTa IIpoleaypa MIpUTekaBaT CepTH(QUKATH, YIOCTOBEpsSBalIU
Ka4eCTBOTO Ha MPOAYKTHUTE, KOUTO ca B ImpemoctaBeHH B HMAA m MuHHCTEPCTBO Ha
3/1paBeoIIa3BaHETO;

- U3dBACHHE, Y€ 32 BCUYKU BB3HHUKHAAU [IPOMEHMU I10 BPEME HAU CAEM pa3pelIaBaHETO
3a yrorpeba Ha IIpefaaraHus A€KapCTBEH MPOAYKT YYaCTHUKGT Ilie yBegoMsaBa MAA.

- U3IBA€HUE Ha yYaCTHHUKA, Y€ AUIICBAT O(PUIIMAAHU CHODOIIIEHUS UAW OTPAHUYIUTEAHU
MEpKHU 3a yroTpeda Ha A€KapCTBEHUTE IIPOAYKTH, CBBP3aHU C HEXKEAaHH A€KapCTBEHU
PEeaKIvH.

- U39BA€HHE Ha y4YaCTHHUKA, Y€ B CAydaii, 4ye IleHaTa Ha MPEOAOKEH OT ydaCTHHUKA
IOPOAYKT CTaHE IIO-HHUCKa OT [OOroBOpeHaTa, yJ4aCTHHKBT IIpHEMa M Ce cbhbraacdBa, 4e
BB3AOKUTEAAT OE3YCAOBHO IIIe 3arirallla AEKapCTBEHUTE MPOAYKTH Ha MIO-HHCKaTa IeHa OT
JaTaTa Ha BAHW3aHE B CHAA Ha KOHKPETHOTO PEIleHHEe, BKAIOYHTEAHO M Ha NPOAYKTH, 3a
KOHUTO € HallpaBeHa 3asgBKa /U KbM Ta3H aata.

6.3. [leknapaiysa 3a CbrAaCHE C KAQy3UTE Ha I[IPUAOXKEHHd IIPOEKT Ha MOOTOBOpP -
O6pasey 6 KbM HacTodIATa AOKYMEHTAIHs 3a yJacTHe B MIPOLEAypaTa U MOAIIHCAH OT
y4JacTHHKAa Ha BCAKa CTPaHUIlA [IPOEKT Ha A0T0BOpA.

6.4. [leknaapaius 3a CpoKa Ha BAaAUAHOCT Ha odeprara rmo Oépasey 7 KbM HacTosIaTa
JOKyMEHTAallUd;

6.5. [lekaapamusa 3a croa3BaHe 3abAXKEHHUSTA, CBBP3aHU C MOAaHBIM WU OCUTYPOBKH,
olla3BaHE Ha OKOAHATa Cpella, 3aKpHAa Ha 3aeTOCTTa M yCAOBHUATA Ha TPYyAIo 4a. 39, aa. 1,
1. 1, 6ykBa ,,a“ ot [ITI30I1 — O6pa3sey Ne 5A

6.6. [leknapamus 3a KOH(MUAEHIIMaAAHOCT mo 4A.102, aa.l um aa.2 or 30Il /koraro e
npusokumo,/ - Oé6pa3sey Ne 4

6.8. YuacTHHKBT caAedBa [Oa MpPeACTaBH [JOKYMEHT, H30aJ€H Ha HEroBO HME,
yOOCTOBEpPSBAlIl ITpaBaTa My 3a IIPEACTaBUTEACTBO Ha TEPUTOPHULATA Ha IigAaTa CTpaHa UAU
3a KOHKpeTHaTa Ipoleaypa, 3a CpoKa Ha JOoToBOpa, U3Oa[A€H OT:

JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 22
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JloKyMeHTaIus
netinoctta Ha YMBAA “ITpod. J-p Crogu KupkoBuu® Ax,rp. Crapa 3aropa




a) IpUTERATEAAT Ha pa3pelleHHeTo 3a yroTpeda Ha AeKapCTBEHUS IIPOAYKT UAU

0) oT mpencraBUTeAs 110 4A. 26, aa. 1 ot 3ATIXM uamu

B) OT IIPEACTAaBUTEA Ha AUIIETO 10 YA. 26, aAa. 1 MAU Ha IIpUTEKATEAS Ha pa3peleHueTo
3a yrorpeba, cbraacHo [JomrbAHUTEAHUTE pasrnopendu, naparpad 1, T. S0 ot SAIIXM

6.9 TexHUYECKOTO IMPENAOKEHHE Ha y4JacTHHKAa 3a HU3IIbAHEHHE Ha IlophbyKaTra -
[Mpusoxxkenue Ne 2 KBM [JOKyMEHTAIMdATA 3a ydacTHe B MOpolleAypara, TpaAOBa ma
cbabpka H IIpuaoxenue Ne 2A, HepaszmaeHa dyacT oT Hero — [Ipuaoxenue Ne 2A ce
HofaBa Ha XapTwueH UM MarHuTeH HocuTeAa (CD), H3roTBEHO II0 IIPUAOXKEHHS B
JOKyMeHTalusTa oOpaser; Ha Ilpuaoxkenme No 2A, mombaHEHO caMo 3a obocobeHata
IIO3UIINS, 34 KOSITO € IMoAazeHa odepTa HAU 3a BCUYKH HOMEHKAQTYPH, 3a KOUTO Ce ITogaBa
odepTa, KaTo XapTHEHUST HOCUTEA CcAenBa na Obae IoANHCAH HAW OT 3aKOHHUMI
IpeaCTaBUTEA Ha YYaCTHHKA HAHW OT YI'BAHOMOIIEHOTO OT HEro AHIle. Bb3A0KUTEAAT
yKa3Ba, 4e€ y4aCTHHUIHM, KOUTO INPEACTAaBAT TEXHHUYECKO IMPEOAOXKEHHE C IIPEAAOKEHUS,
Pa3AWYHU OT U3WCKBaHUATA Ha Be3aokuread, nie 6baaT oTCTpaHIBaHU OT IIpolleayparTa.

B TeXHN4YeCKOTO CH IIpeNAOKEHHE 3a HOMEHKAATYPH OT 00ocobenu mosuruu No 1, No

2 1 No 3- mpuaoxkeHue No 2A KBM [AOKyMEHTAllHMdATa, 3a KOUTO Ce€ IogaBaT ogepTH,
YYaCTHUIIUTE CA€Ba [Aa IMOI'BAHST CA€IHHUTE KOAOHU - THPrOBCKO HaWMEHOBaHHE Ha
OBATApCKU €3UK, ChABbPXKAHNE B OIIAKOBKA, IIpUTEXKATEeA Ha pa3pelleHHeTo 3a yrorpebda,
dupMa IPOMU3BOAUTEA U ABbpP3KaBa Ha IIPOU3BOACTBOTO, UAECHTU(MPUKATOP Ha AeKapCTBEHUS
nponyKT — KoaoHa U ot [Ipuaoxkenue Ne 2 KbM IO3UTHBEH A€KAPCTBEH CIIMCBK, aKTyaA€H
KBbM [aTaTa Ha IlogaBaHe Ha odeprara, HaaAuduhe Ha OTOpU3allus; 3a HOMEHKAATypPH OT

obocobena mo3unusa No 3, BKAIOYEHHM B PerucTbp IpeneAHH IIEHH Ha AE€KapCTBEHUTE
IPOAYKTH, OTIIyCKAHH II0 AE€KapCKO IIpeaArrcaHue Hu Perucrep Ha MaKCHMaAHUTE
IIPOZIasKHU IIEHW Ha AE€KapPCTBEHH IIPOAYKTH, OTIIyCKAHU 0e3 AeKapCKO IIpeAIIHCaHUE,
YYaCTHHUIIUTE CA€ABA a4 IOI'BAHAT CACJHUTE KOAOHHM - TBHPrOBCKO HAWMEHOBAaHHUE HAa
IIPOAYKTA Ha OBATAPCKH €3UK, ChIbpP3KAHHE B OIIAKOBKA, [IPUTEXKATEA HA pa3pelleHueTo 3a
yrnotpeba, Ipou3BOOUTEA U AbpP3KaBa Ha MPOU3BOACTBO, HACHTHU(PUKATOP Ha AEKAPCTBEHUS
OPOAYKT - KOAOHA Y OT PETUCTBP Ha IPENEAHH IIEHHM Ha A€KApCTBEHU IIPOAYKTH,
OTIIyCKaHHU II10 A€KapPCKO IIpeArHnucaHue, akKTyaAeH KbM JaTaTa Ha IIoJaBaHe Ha odeprara,
HaAW4He Ha OTOpH3allud, UAeHTU(PUKATOP Ha A€KapCTBEH IIPOAYKT - KOAOHA L OT perucrup
Ha MaKCHMaAHUTE MPOAAa’KHU IIEHW Ha AEKapCTBEHHU IPOAYKTH, OTIIyCKAHU 0e3 AeKapCKO
IIpeAIiCaHmue, aKTyaA€H KbM JaTaTa Ha IIoflaBaHe Ha odepTara, HaAudyue Ha OTOpHU3alius.
3a AeKapCTBEHHUTE NPOAYKTH, BKAIOYEHU B [Ipraoxenue No 1 Ha IIAC - TBpProecko
HaUMEHOBaHHUE Ha IIPOAYKTAa Ha OBATAPCKH €3UK, ChABPKAHHE B OIIAKOBKA, IIPUTEXKATEA
Ha paspelleHueTo 3a yrnorpeba, NOpou3BoAUTEA U [IbpXKaBa Ha IIPOHU3BOJCTBO,
UIEeHTU(PUKATOP Ha AEKAapPCTBEHUS ITPOAYKT - KoaoHa X ot [Ipuaoxkenue No 1 Ha [IAC.

3a ocraHaauTe IPOAYKTH, YYACTHHKBT CA€ABA [a IIOI’'BAHH  TBHPrOBCKO
HaUMEHOBaHHE Ha IIPOAYKTAa Ha OBATAPCKH €3UK, ChABPKAHHE B OIIAKOBKA, IIPUTEXKATEA
Ha paspelleHueTo 3a yrnorpeba, Ipou3BOAUTEA U AbpKaBa Ha IIPOU3BO/ICTBO.

B cayuali, 4ye y4YacCTHHKBT IIpElLIeHH, dYe B IoJaZieHaTa OT Hero odgepra HMa
KOH(UOeHIITMaAHa HHGOpMalltsl, BbB Bpb3Ka C HAAUYUETO Ha THProBCKa TalHa, KOSITO He
HCKa [a ce pas3KpuBa OT Bb3aoxkuTeas, TOH caelBa [Aa IOCOYH TOBa OOCTOATEACTBO B
TexHUYEeCKOTO IpenAOKEHHUE, KaTO IIPEACTAaBU U AeKAaapalusaTa 3a KOHPUAEHITUAAHOCT.

B cayyaii, ye y4yacTHUKBT IpelleHH, 4Ye B IojaJeHaTa OT Hero odepra uma
KOH(UOeHIITMaAHa HHGOpMalltsl, BbB Bpb3Ka C HAAUYUETO Ha THProBCKa TalHa, KOSITO He
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HCKa Ja Ce pa3KpuBa OT BB3A0KHUTEAd, TOM cAeoBa Oga MOCOYH TOBa OOCTOATEACTBO B
TexHUYEeCKOTO ITPEeOAOKEHUE.
6.10. Onuc Ha DpeacTaBEHUTE NOKYMEHTHU

3ABEAEJKKA: B cnyuaii, ue yuacmHuxK®sm noodaea ogdepma 3a eOHA unu
HsiKONKO0 060c0b6eHU no3uyuu, mo 3a ecsiKka omoenHa obocobena nosuyust cneosa oa
ce npedcmaeu omoenHO MexXHUUECKO NpeodnoixceHue, 6e0HO C NPUNOIKKeHUSIMma Kom
He20 no obpasey Ha xapmueH U MazHUMeH HOocumern.

3ABEAEXKKA: YuacmHuyume cnedea oa ombenexam Ha npedcmaeeHume om
msix 0OKymeHmu KoM MEXHUUECKOMO npeoioxeHue 3ad Kol HoMep HOMeHKamypa
ce omHacsm.

7. ,HEHOBO IIPEAAOXKEHHE* ([Ipuaoxkenue Ne 3 u 3A KbM AOKyMEHTAIIHUATA 34
yd4acTue B Ipolenypara - InpuaoxeHue No 3 ce momaBa Ha XapTHEH HOCHUTEA, a
npuasoxkeHre No 3A — Ha XapTHeH M MarHUTEH HOCUTEA, C OTOeAsd3BaHe U B OBETe
IIPUAOXKEHHS Ha HAUMEHOBAHHETO M HOMepa Ha o0ocobeHaTa IIO3HIMS, 3a KOSTO Ce
roflaBaT, UAM KoraTo odepTa ce mozaBa 3a OTAEAHA HOMEHKAATypa CAedBa [a Ce II0COYHU
HaUMEHOBAaHHETO Ha HOMEHKAATypaTa, HOMEPBT ¥ [0 TeXHHYecKaTa CIleluuKanusg Ha
Bb3aoxkuTeas W HOMEPBHT Ha obocobeHaTa IIO3UIMSG, B KOSTO € BKAIOUYEHA Ta3u
HOMEHKAAQTypa U APYTUTE NaHHU, BKAIOYeHHU B npraoxkeHue Ne 3 u Ne 3A KbM HacTrodIiara
JOKyMEHTaIud.

B caygaii, 4ye y4acTHUKBT IIogaBa odepTa 3a eaHa HAHM HIKOAKO 000co0eHH
IIO3UIIUHU, 3a BCIKa OT/AeAHa 000co0eHa IMMO3UINS Cce II0/1aBa OTAEAHO IIEHOBO IIPEeIAOKEHME,

ceappxkamio llpuaoxkenme No 3 um [Ipuaoxkenme Ne 3A, BCAKO B OTAEACH 3aredaTaH
HeIrpo3padeH IIAMK, C Haanuc ,llpegaaraHyd I1I€HOBU IIapaMeTpu’ C  IT0COYEHU
HauMEeHOBaHHE U HOMEP Ha obocobeHaTa ITO3UIIUS.

B cayuaii, ye y9acTHUKBT HofaBa odepTa 3a eaHa HUAU HAKOAKO HOMEHKAATYPH, 34
BCAKa OTAEAHA HOMEHKAATYpa CE€ MojaBa OTAEAHO II€EHOBO IIPEAAOXKEHHE, CBhIbPIKAIII0
[Tpuaoxenue Ne 3 u [Ipraoxkernue No 3A, BCIKO B OTIAEAECH 3aliedaTaH HEIIPO3padeH IIAUK, C
Haanuc ,llpemaaraHu 1IEHOBU IapaMeTpH’, C IIOCOYEHO BBHPXY MAUKA HaUMEHOBaHUE U
HOMEDP Ha HOMEHKAAaTypara.

YyacTHULIUTE cAedBa Aa odepupaT B IIEHOBOTO CU MPENAOKEHUE AECKApPCTBEHUTE
npoaykTu 6e3 [A/1C.

B LIEHOBOTO CH IIpeaAOKEHHE yYaCTHUKBT TPsOBa Ja MOCOYM EAMHHUYHHUTE IIEHH Ha
AekapcerBeHuTe OpPMH IO HOMEHKAATYPH B OBATAPCKU AeBa, 0e3 BrawdeH AC, no
YeTBBPTHU MECETHUYEH 3HAK CAE/ IeCETUYHAaTA 3alleTasl.

Y4YyacTHUKBT CA€IBa Oa IIOCOYM o00Iara CcToMHOCT Ha 000cobeHA HO3UIIMI HAU
HOMEHKAQTYpa B AeBa, 0e3 BKA. JI/ZIC ¢ TOYHOCT A0 BTOPH JAECETHYEH 3HAK CAEN
JeceTuyHaTa 3areTras.

OOmiaTa CTOMHOCT Ha HOMEHKAATypa € MPOTHO3HOTO KOAWYECTBO 3a 24 Mecela II0
eqVHUYHAaTAa IleHa Ha AeKapcTBeHaTa opMa.

B Te3u 11eHH caemBa ma ObOAT BKAIOYEHH: CTOMHOCTTA HA MEAHIIMHCKUTE HU3IEAUd,
BCHUYKH pas3xXoAM IO AOCTaBKaTa UM, KAKTO U BCHYKH pa3xXOau U3BBPILIEHU OT ydacTHUKA
BBB BpB3Ka C U3II'bAHEHUETO. [IpenrokeHuTe 1IeHU cAeiBa Ja ca KpalHU.

B 1ieHoBoTo cu npemaoxkenue — I[Ipmaoskenne No 3A VYACTHHKDBT CAEABA A IMOCOYH
TBProBCKO HAHMMEHOBaHME, IIpeiaraHa eauHHUYHAa IleHa B AeBa 0e3 J/AC 3a emuHHIIA
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A€KapCcTBeHa dopmMa, IpemsaraHa o0Ila CTOMHOCT 3a ITPOTHO3HOTO KOAHYECTBO 3a 24
Mecella, ChAbPIKAHME B OIIAKOBKA, IleHAa Ha OIaKOBKa, CchoOpazeHa C IIpeasaraHara
eIUHUYHA IleHa, IPUTEXAaTeA Ha pa3pelleHHeTo 3a ymoTpeda, IIPOM3BOAMTEA M Ibp3KaBa
Ha IPOU3BOACTBO, UAEHTU(MHUKATOP Ha AeKapcTtBeHUs npoayKT /ot I[TAC — IMTpuaokernue No
2, Tlpuaoxxkenue No 1; oT perucTnhp HA NOPEeOeAHH IIeEHHM Ha AeKapCTBEHU MOPOAYKTH,
OTIIYCKAHU I10 AEKAPCKO MNpPEAIINCaHNe; OT PETHCTHP HAa MAaKCHUMAaAHUTE IIPOAAsKHHU IIeHU Ha
AEKAPCTBEHU NPOAYKTH, OTIIYCKAaHU 0€e3 AEKapCKO IIpPEeaIIcanue /.

VI. KPUTEPHH 3A Bb3AATAHE

1. ObmecTBeHaTa IMOpBYKA Ce€ Bb3Aara BB3 OCHOBA Ha HUKOHOMUYECKU Hal-H3rogHa
opepTa MpH KPHTEPHH 3a B'h3AaraHe ,,HaH-HHCKa IleHa” B AeBa, 60e3 BKA.J/IC.

B cayuaii, ye Hali-HUCKAaTa lieHa Ha OTIAeAHAa HOMEHKAATypa UAW Ha 000coO0eHa MO3UIIUS
6e3 JC ce mpenaara B ABe UAHW IOBede OoPepTH, HA3HAYEHATA OT BB3A0KUTEAT KOMHUCHS
IIe ITpoBene NMyOAUYHO XKPeOUH 3a ompeneAsdHe Ha H3IIbAHUTEA MeXAy KAaCHpPaHHUTE Ha
obppBo MdacTo odeptu.C mnpaBuAaTa Ha XKpeOHUd YYaCTHHUIMTE IIe Ce 3aro3HadT
HEMOCPEACTBEHO IIPeaN HETOBOTO IIPOBEXKAAHE.

YYacCTHUIIUTE I1Ie OBAAT OlIEHIBAHU U KAACUPAHHU II0 ITPEIAOKEHATA 00IIIa CTORHOCT Ha
ob6ocobeHa rmo3uld, B AeBa, 6e3 BKA. JIJIC 1 Hadi-HuckKa o0Ila CTOMHOCT HA HOMEHKAATYPAa
B AeBa 6e3 J/1C.

B cayyaii, ye equH y4acTHHUK € IIofaA odepTa caMoO 3a YacT OT HOMEHKAATypPHUTE OT
HSIKOSI OT 000COOEHUTE IMO3UIINH, a APYT YIYaCTHUK € opepupan IrbaHa o60co0eHa ITO3UIIUS,
TO BB3AOKUTEASIT YKa3Ba, de IIe ChIIOCTaBd U KAacUpa IIEHOBUTE IIPEIAOKEHHS Ha Te3U

yY49aCTHHUIIU I10 Hal-HUCKa O6H_Ia CTOMHOCT Ha HOMEHKAATypa.

VII. CKAIOYBAHE HA NOI'OBOP 3A BB3AATAHE HA OBIIIECTBEHA
IIOPBYKA

1. Ha ocHoBanue u4a. 112, aa. 6 or 30IIl, BB3A0KUTEAAT III€ CKAIOYU JOTOBOP 3a
ofbIlecTBeHAaTa MOPBYKA B €IHOMECEYEeH CPOK OT BAW3aHE B CHAA Ha pPEIIeHHeTO 3a
oIrpeneAssHe Ha U3II'BAHUTEA Ha OOIIlecTBeHAaTa IOPhYKa.

2. [Ipu noanycBaHeTO Ha OJOT0OBOPA, OIIPEACACHHUAT 34 U3II'BAHUTEA, [IPEACTABS:

2.1./JoKyMEeHTH U CEPTU(PUKATH:

- BaaummHo paspelieHune 3a ThpProBUd Ha €4pPO C AEKAPCTBEHHU IIPOAYKTH, U343JAEHO OT
VAN nau peryaaToOpeH opraH Ha Apyra ObpzKaBa — YA€HKAa, cbraacHo raasa IX ot 3AIIXM
u/uau pazpenreHue ot MambaHuTeanud gupektop Ha MAA B caygamTe 1o 4a. 195, aa. 2 ot
SAIIXM wmaAum peraapaliyvs, 4€ He II0A3Ba CKAAQ[OBU IIOMELIEHWd Ha TEpUTOopUdTa Ha
PBrBaarpua uam pas3pelieHueTo 3a BHOC, U30aAeHO OT M3mbaHUTEeAHUS nupekTop Ha MAA,
CBhraacHo 4a. 161-164 ot 3AIIXM - koraTo y4aCTHHUKBT € BHOCHTEA OT TpPeTa AbpzKaBa II0
cMuchAaa Ha maparpad 1, T. 76 or AP wHa 3AIIXM u OOKYMEHT, Y€ € PETUCTpPUpPaH KaTo
THPTOBEL] 10 3aKOHOAATEACTBOTO Ha AbpzKaBaTa —4A€HKa Ha EC;

- AuneH3ud, u3gaaeHa 1mo pega Ha 4da. 32 ot 3AIIXM;

- CouchK Ha U3II'BAHEHH OOCTaBKHU IIPE3 IIOCACAHUTE TPHU INOAWHHU, CIYUTAHO OO AaTaTa
Ha IIoJaBaHe Ha odepTaTa C [IOCOYBaHE B CIHCHKA Ha OCHOBAHHMETO, Ha KOETO ca

»1loCTaBKa Ha A€KapCTBEHHU IIPOAYKTU U XPaHUTEAHU H00aBKU KM Ha AEKAPCTBEHHU IIPOAYKTH 3a A€UYEHHE Ha 25
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U3BBPIIEHH, IIOAy4YaTeAs, Kora € 3aliodaHasa U HU3BBbpIIeHa [JocTaBKaTa, BEOHO C
JOKa3aTeACTBa 32 H3IIbAHEHUETO UM — IIPHUEMO-IIpeaaBaTeAHN IPOTOKOAHN U /UAU PAKTYPH.

- [lone equH OT IMOCOYEHUTE aKTYaAHU CEPTHU(HUKATU 3a KadeCTBO, U34a/eH Ha HEroBO
UMe OT aKpPeAUTUPaAHU WHCTUTYILIUU UAU areHIIUH 3a BbBeAeHa CUCTeMa 3a yIIpaBAEHHE Ha
kadectBoTo/ENISO 9001:2015, ENISO 13485:2015 wnaAM €KBHBaAA€HTHH Ha TaX/,
yOOCTOBEpPSBAlll CBHOTBETCTBUETO Ha CTOKUTE CBC CBOTBETHHTE CIENH(PUKAIIUU HAU
CTaHIapPTH.

2.2. [JlokymeHTute o 4a. 58 ot 30IT:

a) 3a obcrosiTeacTBaTa I10 YA. 54, aa. 1, T. 1 - CBULETEACTBO 3a ChIUMOCT,

0) 3a obcrodaTeAcTBOTO 1O 4YA. 54, aa. 1, T. 3 - yIOCTOBEpPEHHE OT OPTaHUTE II0
NPUXOUTE U YyIOOCTOBEPEHHE OT OOIIMHATa II0 CEJAAHIIETO Ha BB3AOXKHUTEAd U Ha
KaHauaTa UAU YYacTHHUKA,

B) 32 00CTOATEACTBOTO IO 4YA. 54, aa.l, T. 6u mmo 4ya. 56, aa. 1, T. 4 - yHOoCTOBEPEHHUE OT
opranute Ha M3nbaHUTEAHA areHIud "['AaBHa WHCIIEKIINS 10 Tpyaa';

r) 3a obcTodTeACTBATA IO YA. S5, aa.l, T. 1 - ymocToBepeHUe, U3IAIEHO OT ATEHIIUITA
10 BITUCBaHUSATA.

2.3. [exkaapariys 1o 4a. 59, aa. 1, 7. 3 oT 3akoHa 3a MEPKHUTE CPELLy U3NIHPaHE Ha
ntapu —IIpunoxcernue Ne 6 — npu noonuceaHe Ha 002080p

2.4. [leknapanud mo 49a. 3, T. 8 U 4Ya. 4 or 3akoHa 3a HKOHOMHYECKHUTE U
bUHaHCOBUTE OTHOLIEHHS C [ApyKecTBaTa, pPETUCTPUPaAHH B OPUCOUKIUHU C
npedepeHIIUaAeH OaHbYe€H PEXUM, CBBP3aHUTE C TAX AWIlA U TEXHUTE AeHCTBUTEAHU
cobcrBenuu - ITpunosxenue Ne 7 - npu noonucearne Ha 0020680D

2.5. rapaHia 3a H3MBAHEHME Ha [JoroBopa B pasmep Ha 4 /[4yerupu/ % ot

CTOHHOCTTA Ha AOroBopa B AB. b6e3 JC.

JloroBop 3a o0miecTBeHa MOpPBHUYKa HE CE CKAIOYBA, KOTATO Ca HaAHUIEe 0OCTOSTEeACTBATA
mo 4Aa. 112, aa. 2 ot 30I1.

3. CreraacHo 4a. 116, aa. 1, 7. 1 ot 3OIl, pu aunca Ha HOB OOTOBOP CBHC CBHIIUS
npenMeT, ckarodeH 1o pena Ha 30II, CKkaAl04EeHHAT C YYaCTHUK, OIIPEAEAECH 3a HU3IIBAHUTEA
JOTOBOP MOIKE [a MPOMBAKH CBOETO AEeHCTBHE U3IIIAO MAU YACTUYHO [0 CKAIOYBAHETO Ha
HOB [JOTOBOP, HO HE IIoBede OT O Mecella 4Ype3 IIOAIIMCBAHETO Ha JOI'BAHUTEAHO
criopazymeHue. CToHHOCTTa Ha OOTOBOpa CE OIIPeleAsl, KaTo IIpedAoKeHaTa IleHa € 3a
U3II'bAHEHHE Ha IOpBHUYKa 3a 24 Mecella, HO Ta3U CTOMHOCT MOXKe aa ce yBeandu ¢ no 50%
3a obe3rieyaBaHe H3ITbAHEHHETO Ha OOroBopa IO IIpeABUAEHATA OIIIHA 334 H3MEHEHHETO
My, KaTo II0 TO3M Ha4YuH ce ¢QopMupa MaKCHMasHaTa CTOHHOCT Ha [JOOoroBopa.
BB3A0KUTEAIT MOXKE Oa NPUCTHIN KBM pa3xoABaHETO Ha MaKCHUMaAHaTa CTOWHOCT Ha
JOTOBOpa U IIpeau HU3TUYaHETO Ha II'bpBUTE 24 Mecena B cAy4dal, ye ObpaaT u3depriaHu
IIPOTHO3HUTE KOAMYECTBA IPOAYKTU OT €JHa HAM II0BeYe HOMEHKAATYPHU EIUHUIU
BCAEZICTBHE Ha YBEAWYEH OpOoM HanueHTH. BB3A0KUTEAdT MOXKe [a 3asBU JOCTaBKaTa Ha
II0-TOAEMU KOAMYECTBa OT €Ha HAU II0Be€4Ye HOMEHKAATypH, HO caMO B paMKHUTE Ha
MaKCHUMaAHaTa cTo¥HoCT Ha goroBopa. OdepupaHurte 11eHU ca PUKCHUPAHU U HE I1oJIAeKaT
Ha IIpoMsiHa 3a CpoKa Ha AeHCTBHE Ha J0roBopa.

BB3r0KUTEAIT MOXKE [a MpeKpaTH MHPEeCPOYHO CKAIOUEH JOTOBOP C U3II'BAHUTEA C

IIIMCMEHO YBEOOMAEHHE 0 U3II'bAHUTEAd, 0e3 IIpeau3BecTHe U 0e3 ma MBbAXKH HEYCTOUKHU
1 /uan obesmieTeHue/ IIpu ycaoBudTa Ha 4A.7, aa. 3 ot [IMC Ne 146 ot 09.06.2015r. 3a
ch3aBaHe Ha IIEHTPaAeH OpraH 3a Bb3aaraHe Ha OONIECTBEHU IIOPBUYKU B CEKTOP
3ApaBeora3BaHe.
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B cayuaii, uye neHaTa Ha OPENAOKEH OT YYaCTHHUKA HPOAYKT CTaHE MO-HHUCKa OT
JoroBopeHaTa, BB3aoxkuTeAdT 0€3yCAOBHO IIle 3ariralla AeKapPCTBEHUTE HMPOAYKTH HA IIO-
HICKaTa IleHa OT JaTaTa Ha BAH3aHEe B CHAA HAa KOHKPETHOTO PeIlleHHe, BKAIOYHTEAHO U Ha
IIPOAYKTH, 32 KOUTO € HallpaBeHa 3asBKa/1 KbM Ta3HU aaTa.

VIII. TAPAHIIUAST 3A U3ITTBAHEHHE

1. M30paHusaT U3IIbAHUTEA Ha OOIlecTBeHATa IIOPHUYKA IIPENOoCTaBsl rapaHIUs, KOSTO
[a obes3rieyaBa HM3I'bAHEHUETO Ha AoroBopa. apaHiusTa e B pa3Mmep Ha 4% OT cTOMHOCTTA
Ha JoToBOpA.

2. lNapannuaTra ce npeaocTaBd B €AHA OT CAeHUTE POPMHU:

2.1. napu4Ha cyma,;

2.2. 6aHKOBa rapasIlud;

2.3. 3acTpaxoBKa, KodTO obe3reyaBa U3I'bAHEHUETO Ype3 ITOKPUTHE Ha OTTOBOPHOCTTA
Ha U3IbAHUTEAd. KoraTo y4YacTHUKBT IMIpPeACcTaBs KaTo TapaHIUs 3a H3IIbAHEHHE Ha
JOroBOopa IIoCoYeHaTa B HaCTodIllaTa TOYKAa 3aCTPaxOBKa, Td TpsaAOBa ma € CKAIYeHa 3a
BCEKU OTIEAEH JOTOBOP C IIOCOYBAaHE, Y€ € B [10A3a Ha BB3aoKHTeAs, 3acTpaxoBaTeAHaTa
cymMa na € B pa3Mepa Ha HCKaHaTa OT BBb3aoXKUTeAs rapaHIUd 3a H3IbAHEHUE Ha
[OTOBOpa, 3acTpaxoBaTeAHaTa IIpeMHs [a € IIAaTeHa MH3IFA0 I[IPU CKAIOYBaHE Ha
3acTpaxoBKaTa U HaAUMEHOBAHUETO Ha IIOAMIIATa cAeaBa na € ,3acTpaXoBKa Ha
OTTOBOPHOCTTA Ha HU3II'bAHUTEAS.”

FapaniusaTa o 1. 2.1 uAu T. 2.2 MO3Ke [a Ce IPeaoCTaBU OT UMETO Ha HU3II'bAHUTEAS
3a CMeTKa Ha TPeTO AUIle — rapaHT.

Y4acTHHKBT, ONpPEAeAeH 3a H3I'bAHUTEA, U30upa caMm dopMaTa Ha rapaHIusaTa 3a
U3II'bAHEHUE.

3. Korato u30paHUsST U3I'BAHUTEA € O0eMHEHHUEe, KOETO He € IOPUANIECKO AUIE, BCEKH
OT CBHAPYKHHUIIMTE B HEr0o MOXKE Oa € HapeguTeA o OaHKoBaTa rapaHIUs, CHOTBETHO
BHOCHTEA Ha cyMarta I10 rapaHIUsTa UAU TUTYAdP Ha 3acTpaxoBKaTa.

4. YcaoBUATA U CPOKOBETE 3a 3aabpiKaHE HAM OCBOOOXKIABaHE Ha rapaHIUsTa 3a
U3I'bAHEHHE Ce ypekIaT B JOTOBOPA 3a O0IIeCTBEeHA MOPBHIKA.

5. TapannusaTa 3a U3IIbAHEHHE 110 (popMaTa Ha IMapuyHa cyMa ce BHacd 1o 6aHKoBa
cmeTka Ha YMBAA ,IIpod. O-p Cr. KupkoBuu” A/l - IBANBG83FINV91501017145385 B
BGN wu 6aukoB kox FINVBGSF mnpu [IppBa mHBecTuIIMOHHa OaHKa A/l - 3a cymMH B
OBATAPCKU A€BA.

6. BankoBaTa rapaHIIUd 3a HU3IIbAHEHHE ce u3gaBa B 1oa3a Ha YMBAA Ilpod. A-p
Crossn KupkroBu4u” A/l ¥ ChOBPKA YCAOBHUATA, IIOCOYEHH B IIPUMEPHHS o00pasel] KbM
HacTodIllaTa JOKyMEHTAaIlNd 3a y4acTHe B IIpoleaypara.

IX. APYI'H YKA3AHHSA

1.Yka3zaHusaTa B HacTodIlllaTa JOKYMEHTAllUs ca U3TOTBEHU C IieA na Bu nomorHart na
ce 3arlo3HaeTe C YCAOBUATA U MOa IIOATOTBUTE CBOUTE OQEPTH 3a ydacTue B Tas3u
npolenaypa, CbraaCHO U3UCKBaHuaTa Ha Beaaoxuteaa, 3OI1 u ITII30I1.

»1loCTaBKa Ha A€KapCTBEHHU IIPOAYKTU U XPaHUTEAHU H00aBKU KM Ha AEKAPCTBEHHU IIPOAYKTH 3a A€UYEHHE Ha 27
XE€MAaTOAOTHYHHU 3a00ASBaHUS U Ha [IAIIMEHTH C TepMHUHAAHA GBOpeYHa HeIOCTAaThIHOCT Ha XEMOAHAAN3A 328 [okymMeHTamys
netinoctta Ha YMBAA “ITpod. J-p Crogu KupkoBuu® Ax,rp. Crapa 3aropa




2. BuB BpB3Ka C IIPOBEXKIAHETO Ha IIpolleaypaTa U IIOATOTOBKAaTa Ha Oo(epTHUTe OT
y4aCTHUIIUTE 3a BBIPOCH, KOUTO HE ca pasTAeJaHU B HacTodIllaTa MOKyMEHTallud, Ce
npuaarat 30I1 u IITI30I1, pemieEneTo 3a OTKPUBAaHE Ha IIPOIleAypaTa U OOSIBAEHHETO 3a
IIOpBYKA.

3. Or marara Ha OyOAMKyBaHe Ha o00saBAeHuHeTo B ,OdwHunmaseH BEeCTHHK® Ha
EBpormeiickusa cbio3, Iie ObOe IIPenoCcTaBeH HeOorpaHUYeH, II'bA€H, 0Oe3raaTeH U IMIPIK
OOCTBII II0 €AEKTPOHEH ITBT A0 MAOKyMeHTallUsTa 3a ydacThe B IIpolleaypaTra, KaTo B
00SIBAEHHETO € II0COYeHa Bpb3Ka KbM EAeKTPOHHATA IIpenucka Ha IopbyKaTa Ha
odulimasHaTa UHTepHeT cTpaHulia Ha ,,YMBAA ITpod. [A-p Crosu KpkoBuu” A/l, B [Ipodua
Ha KyIlyBada Ha Br3aoxkuread, C azgpec: http:/ /umbal-
kirkovich.org/%D0%B4%D0%BE%D 1%81%D1%82%D0%B0%D0%B2%D0%BA%D0%B0-
%D0%BD%D0%B0-%D0%BB%D0%B5%D0%BA-

%D0%BF%D 1%80%D0%BE%D0%B4%D 1%83%D0%BA%D 1%82%D0%B8/

4. Auniata moratr Aa IIOUCKAT IMHCMEHO OT BB3A0KHUTEAd pa3sCHEHHUS II0 PEIIEHUETO,
00SIBAEHHETO U NOKyMeHTallusaTa 3a oblllecTBeHaTa mnopbika no 10 gHu npeau u3THYaHe
Ha CpOKa 3a IloAydyaBaHe Ha odepTutre. BB3A0KUTEAIT IpenocTaBs pa3siCHEHUSITA 4Ype3
nmyObAuMKyBaHe Ha Ipodria Ha KylyBada B 4-IHEBEH CPOK OT IIoAydYaBaHe Ha HCKaHETO, HO
He IIO-K'bCHO OT 6 IHU IIpeay CpoKa 3a IoAydaBaHe Ha 0PepPTH.

5. YuactHunure e 0p1aT YBEJOMEHHU 3a faTaTa, MACTOTO U Yaca Ha OIIOBECTsBaHe Ha
IIEHOBUTE IIPEIAOKEHUs, 4Ype3 MOyOAMKyBaHe Ha CHOOIIIEHHEe Ha HWHTEPHET aapeca Ha
boanuniaTa, http://umbal-kirkovich.org/, He mo-KbCHO OT ABa PabOTHU AHU HPEOH maTaTta

Ha OTBapdHE Ha ILIEHOBUTE 0PEPTHU.

JlocTaBKa Ha A€KapCTBEHH IIPOAYKTH M XpPaHUTEAHH N0OaBKH M Ha A€KAPCTBEHH IIPOAYKTH 3a A€YEHHE Ha 28
XeMAaTOAOTHYHH 3a00AsIBAHUS U Ha MTAlMEeHTH C TepMUHaAHA 6BOpedyHa HeOCTAaThYHOCT Ha XeMOAHAAN3a 32 JoKyMeHTaIus
netinoctta Ha YMBAA “ITpod. J-p Crogu KupkoBuu® Ax,rp. Crapa 3aropa




