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YKA3AHUA SANOAINOTOBKA HA O®EPTATA

I. NMbJ/IHO ONMNCAHNE HA OBEKTA HA NMOPBYKATA, BK/TKOUMNTE/THO HA
OBOCOBEHWNTE MO3NLINn

1. MpeagmeT Ha obuwlecTBeHaTa nopbyka: ,,[J0CTaBKM Ha IeKapCTBEHN MPOAYKTU Y
XpaHUTeNHM A06aBKN 3a HYXanTe Ha ,,Y MBAJ1 NMPO®. 1-P CTOAH KMPKOBUMY” ALl

2. OnuncaHme Ha 06eKTa Ha nopbyKaTa:

O6ekTa Ha MopbykaTa ca NepovaMyHO MOBTApAWM Ce [LOCTaBKM Ha JIEKapPCTBEHU
NPOAYKTU N XpaHWUTENHN [00aBKK cnepd nNpeaBapuTesIHU MUCMEHWN 3a8BKM, HEOOXOAMMM 3a
M3BbpLUBaHe Ha neyebHUs npouec B ,,YMBAJT MPO®. A-P CTOAH KNPKOBNY” AL B
paMKUTe Ha NPOrHO3HUTE  KO/MMYeCcTBA OT  TexHU4Yeckara crneuynugukaums KoM
[AOKYMeHTaLuuaTa 3a yyacTue B OTKpUTaTa npoueaypa 3a Cpok oT 24 meceLa.

3. O6ocobeHn no3vumm — o6LlecTBEHaTa MOpPbYKa Ce pasfens Ha 060Co6eHU
nosuuumn.

3.1. O6ocobeHa no3vumss Ne 1 - fiekapCTBEHM TMPOAYKTU, BK/OYEHU B
npunoxexHve No 2 B Mo3UTUBHUA NeKapCTBeH CnnUcbK Ha M3. O6ocobeHa nosnums Ne 1
obxBawa HomeHknatypy oT Ne 1 ao Ne 508. lNMporHosHaTa CTOMHOCT Ha 060co6eHaTa
nosvums e 3 673 893,95 nesa 6e3 4/C.

3.2. O6ocobeHa no3numnsa Ne 2 - JlekapCTBeHW MPOAYKTU, W3BBLH punoxxeHune Ne 2
Ha T[1o3UTUBHMA NeKapcTBeH CNUCbK Ha M3. O6ocobeHa no3vums Ne 2 o6xBsalya
HoMeHKnaTypy oT Ne 509 go Ne 783. MporHo3HaTa CTOMHOCT Ha 060co6eHaTa Mo3uuus e
332 108,06 nesa 6e3 44C

3.3. O6ocobeHN no3uma Ne 3 —AganTupaHun eTckn mneka. O6ocobeHa no3nums Ne 3
o6xBalla HoMeHKnaTypu oT Ne 784 go Ne 794. MNporHo3HaTa CTOMHOCT Ha 060cob6eHaTa
nosuuus e 19 309,14 nesa 6e3 44C

3.4. O6ocobeHn nosvumm Ne 4 — TaneHoBO-(hacoBbYHKM npenapatn. Ob6ocobeHa
nosuumsa Ne 4 obxsalla HomeHknatypu oT Ne 795 o Ne 813. MNporHo3HaTa CTOMHOCT Ha
obocobeHaTa no3nums e 36 120,65 nesa 6e3 A44C.

JlekapcTBeHWUTE MPOAYKTU W XpaHUTenHW f[obaBkuM ca onucaHW MoApo6HO B
cneundukaumata — lMpunoxeHne Ne 1 KbM HacTosAwaTta AOKyMeHTauums. JlekapcTBeHuTe
NpoAyKTM B 060cobeHa nosmuma Ne 1 cnegga ga 6bAaT BKAOYeHU B [MpunoxeHne Ne 2 Ha
MO3UTMBHUA NEKAPCTBEH CNMCHK, aKTyasleH KbM KpaiHWs CPOK 3a nojaBaHe Ha 0hepTHu.

PasfensHeTo e M3BbLPLUEHO MO JaHHW OT MOALbPXKaHUSA Ha WHTEPHET CTpaHuuara Ha
M3 Peructbp - M031TrBEH NekapcTBeH cNUCHK, MpunoxeHne Ne 2 kbm aata 02.10.2016r.

Y4YaCTHVKbT MOXKe [ia nofasa odepTa 3a efHa, MoBeye OT efHa WU BCUYKU
060Cc06€eHM NO3ULIMW.

Ha ocHoBaHume uyn. 30, an. 1 oT [MpaBuiHMKa 3a NPWUIOXKeHVe Ha 3akoHa 3a
06LLIECTBEHNTE NMOPbYKM, YHaCTHUKLT MOXKe fa nojasa oepTa 3a efHa WK NnoBeye
HOMEHK/IATYPU OT CbOTBeTHATa 060c06eHa No3nLmA.

4. MACTO 1 CPOK 3a N3MbJ/IHEHME Ha NopbyKaTa:

4.1 MACTO 3a U3Nb/IHEHNE Ha NnopbykaTta: ckafa Ha 60/HMYHaTa anTeka Ha YMBAJ
,[TPO®. [1-P CTOAH KMPKOBWY” AL, rp. Ctapa 3aropa, yn. “I'eHepan Ctonetos” Ne 2.

4.2. CpoK 3a M3Mb/iHeHWe Ha nopbukaTa: 24 (gBageceT M YeTUpPU Meceua) Mecela,
CYUMTaHO OT [aTara Ha CK/l0YBaHe Ha [0orosopa WA [0 (IMHaM3MpaHe Ha obsfBeHarta OT
MMWHUCTEPCTBO Ha 34paBeona3BaHeTo npouesypa 3a A0CTaBKM Ha N1eKapCTBeHU MPOAYKTU U
CK/H0YBaHE Ha PaMKOBM CropasymMeHus C OnpeaeneHnTe 3a U3NbAHUTENN YHaCTHULMN.

4.3. Bb3noXX1TeNAaT MoXe [a npekpaty NpeAcpoyHO CK/KOYEH LOroBOp C U3MbLIHUTEN C
MUCMEHO YBEeLOM/IEHVE A0 M3NbAHWUTENs, 6e3 npeamssecTve U 6e3 Aa Ab/DKU HEYCTOWKM
nivnn obesweteHne/ Npu ycnosmsTa Ha yn. 7, an. 3 oT MMC Ne 146 ot 09.06.2015r. 3a
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Cb3fjaBaHe Ha LEHTpa/leH OpraH 3a Bb3/jaraHe Ha OO6LLECTBEHN MOPBYKM B CEKTOP
34paBeonasBaHe .

5. KonuuyecTBaTa Ha /NeKapCTBEHUTE MPOAYKTWU, MOCOYEHW B TEXHUYecKaTa
cneunuKaums ca NPOrHo3HW, B 3aBMCUMOCT OT HYXXAMTE Ha fieyebHMs npoLec B 6oHMLAaTa
1 Bb3NOXUTENAT He Ce 3ab/hKaBa Aa rv 3aKyrnysa B Mb/IHUSA UM 06eM.

5.1. MporHo3Hata CTOMHOCT Ha nopbykaTa e 4 061 431,80 nesa 6e3 Bkn. A4C.

5.2. CpeacTBa Ha (pHaHCcKpaHe — CO6CTBEHN CpefcTBa Ha Bb3noxutens.

5.3. CpoK Ha Ba/MAHOCT Ha odepTaTta - 180 KasleHAapHW AHWU BKJ/IOUUTESTHO OT
KpaliHUsi CpOK 3a rojaBaHe Ha odepTuTe. Bb3noxutenst Moxe fga noucka ot
yyaCTHUUMTE [a YAb/DKAT CPOKa Ha B/IMAHOCT Ha O(hepTuTe [0 CKIK0YBAHE Ha 0roBop

6. MI31CcKBaHUA KbM NIleKapCTBEHUTE NPOAYKTU, 06eKT Ha NopbyKara:

6.1. OepupaHnTe NeKapCcTBEHW MPOAYKTN TpsbBa f[a OTroBapsAT Ha U3UCKBaHMSATa Ha
3aKoHa 3a /lIeKapCTBEHMUTE MPOAYKTM B XyMaHHata MeauumHa /3MIMXM/ n Tpsabsa ga
npuTeXasaT Ba/IMAHO paspeLLeHne 3a ynoTpeba B cTpaHaTa, U3L4afeHo Mo pefa Ha 3akoHa 3a
NeKapcTBeHUTE MPOAYKTM B XymaHHaTa MeauuuHa (3/TMXM) wnnm PernameHT (EO) Ne
726/2004 Ha EBponeiickusi napnameHT u CbBeTa, U CepTUGMKAT 3a 0CBOOOXKAaBaHe Ha BCsKa
napTuga, u3gafeHo ot keaamduumpaHo nuue no 3J1MXM, ygoctoBepsiBall, Ye naptugara
NeKapcTBeH NPOAYKT € MPou3BefeHa U KOHTPO/IMpaHa B CLOTBETCTBME C pa3peLleHneTo 3a
ynotpeba. B cnyyail Ha n3TMyaHe Ha paspeLLeHMeTo 3a ynoTpeba Ha SIeKapCTBEH NPOAYKT
npe3 CbOTBETHATA roAMHa /roAUHM, 3a KOMTO NPoBeXa 06LLecTBeHaTa NopPbykKa, YYaCTHUKLT
[eKnapnpa, Ye KOMMYeCTBaTa Ha /IeKapCTBEHUA NPOAYKT Ca Ha/IMYHK 33 CPOoKa Ha felicTBume
Ha [l0roBopa, B CbOTBETCTBUE Yfl. 55, an. 6 o1 3/IMTXM.

JNekapcTBeHWTE NPOAYKTM TpsA6Ba fa 6bAar ¢ yTBbpAeHa LieHa, CbracHo yi. 261a Ha
3NMXM.

YuacTHMUMTe TpAabBa fa UMaT CbOTBETHW paspeLleHus, YAOCTOBEPEeHUS, INLEH3NN,
n3gageHn, cornacHo 3/1MXM m 3akoHa 3a KOHTPO/ BbPXY HapKOTMUYHUTE BellecTsBa U
npekycopute /3KHBI/.

6.2. CpOKbT Ha rofHOCT Ha NIEKapCTBEHMTE MPOAYKTW, cnedBa fa 6bae He no-mManbK OT
60% OT yKa3aHVA BbpXYy OMakoBKaTa, KbM Aarara Ha npuvemo-npegasate/siHAA NpPoTOKON, B
KOWTO € 06eKTMBMpaHa AoCTaBKaTa UM.

6.3. OdbepvipaHnTe f1leKapCTBEHN MPOAYKTU 328 HOMEHKNAaTypuTe OT CbOTBETHUTE
060c06eHM no3uuuy Tpsbea fa OTroBapsaT Ha AaHHUTE OT TexHuUYeckaTa crneunduKaums KoM
[OKyMeHTauusTa. B HomeHknatypute oT 06ocobeHa no3uums Ne 1, BKNHOYBALLM /TIEKAPCTBEHN
MPOAYKTU C MEXAYHAPOAHWN HENaTeHTHN HauMeHOBaHWA, BKIOYeHN B [MpunoxeHne Ne 2 Ha
Mo3NTMBHNA NTEKapCTBEH CNMCHK HAa M3, moraT ga ce odepupar eaMHCTBEHO JIEKAPCTBEHM
NPOAYKTU C HaMMEHOBaHUATA, BKNHOYeHW B [punoxxeHune Ne 2.

7. YCnoBua N Ha4YMH Ha nnawaHe: MNnawiaHeTo ce U3BbPLLBA C NAATEXHO HapexjaHe
no 6aHkoBaTa cmeTka Ha NMPOJABAUYA, 0TnoXeHo, B Cpok Ao 60 /wectaecet/ aHW, cnep
M3BbpLUEHA JOCTaBKa, N3hajeHa PakTypa u nprueMo-npesasaTenieH NpoTOKOJ.

8. CpoK 3a focTaBsHe Ha /IeKapCTBEHUTE NPOLYKTN:

8.1. [locTaBAHETO Ha NleKapCTBEHNUTE MPOAYKTM TpsabBa fa ce M3BbpLUBA B CPOK [0 24
(ABafeceT v YeTMpw) Yaca cnef NonyyasaHe Ha NMCMeHa 3asBKa OT Bb3noxuTensd n fo 6 yaca
Mpw CreLlHa 3asBKa — NPy CNeLHN WY HEOT/IOXKHM Cliyyau.

8.2. JlekapcTBeHUTE MPOAYKTW cnefBa fa ce A0CTaBAT OT M3nbiHUTend, cneg
noslydyeHa nmMuUCMeHa 3asBKa OT CTpaHa Ha Bwb3noxurtend, B KOATO ca MOCOYeHU
HaVMeHOBaHWETO Ha /IeKapCTBEHUTE MPOLYKTN U TAXHOTO KONNYeCTBO. lNincmeHata 3asaBKa ce
n3npawia ot Bb3noxutenst Ha akca Ha W3MbaHWTeNs, Kato B Clyyall Ha m3npalaHe Ha
3a#BKarta no (Pakc Kato MOMEHT Ha MoJsly4yaBaHe Ha 3asBKaTa, Ce npremMa yaca Ha nosayyeHoTo
MOTBBbPXAEHNE OT (pakca.

1. ObWN NSNCKBAHWA 3A YHACTWE B NPOLIEAYPATA



1. YuacTHUK B NnpoLieaypa 3a Bb3naraHe Ha 06LecTBeHaTa nopbyka Moxe fa obie
BCAKO ObArapcko WM 4Yy)XKAECTPaHHO (PU3UYECKO WAN HOPUANYECKO NNLE WAN TEXHU
06efJMHeHNs, KaKTo 1 BCAKO ApYyro obpasyBaHve, KOETO MMa MpaBo Aa U3Mb/IHABA LOCTaBKU
n/nnn ycnyru cbrnacHo 3aKOHOZATe/ICTBOTO Ha AbpXasarta, B KOATO TO e YCTaHOBEHO.

2. WI31CKBaHMS KbM y4aCTHULUM 00eJMHEHUS:

2.1. B cnyyait, Ye y4aCTHUKBT yyacTBa KaTo 06eAMHEHNE, KOETO HE € PerucTpmpaHo
Kato CamOCTOATE/IHO HPUAMYECKO NuLEe, CbOTBETCTBUETO C KpUTepuuTe 3a Mogbop ce
fokKasea OT 00efMHEHWETO YYaCTHWK, & He OT BCAKO OT /uuaTta, BKIKOYEHW B Hero, C
U3K/IOYEHWE HA CbOTBETHA PErmcTpaums, NpeacTaBsHe Ha cepTUQUKAT UAK SPYro YCoBue,
Heo6X04MMO 3a M3MbJIHEHME Ha MOpbYKaTa, CbrlaCHO W3UCKBaHMSTa Ha HOPMATMBEH WK
afMUHUCTPATVBEH aKT W CbOOpA3HO pasnpefefieHNeTo Ha Y4yacTMeTO Ha uuata npu
M3Mb/IHEHWE Ha [eNHOCTUTe, NPeBUAEHO B JOrOBOPa 3a Cb3jaBaHe Ha 06eANHEHNETO.

2.2. Bb30oXUTeNnaT He nocTaBA KakBMTO M Aa € W3NCKBaHWA OTHOCHO NpaBHaTa
(hopma, nof KoATo 06eJMHEHNETO LLie Y4acTBa B NpoLedypaTa 3a Bb3laraHe Ha nopbykara.

2.3. Korato y4aCTHWKbLT e 00efVHeHVe, KOeTO He € PerucTpupaHo Karto
CaMOCTOATE/THO HOPUANYECKO NiMLe, Ce MPefCcTaBs YUYpeaUTeNnHUA akT, cropasymMeHune u/uam
APYr NPUIOXMUM [OKYMEHT, OT KOWTO fa € BWAHO MpaBHOTO OCHOBaHWe 3a Cb3faBaHe Ha
06efJMHEHNETO, KaKTO W cnefHata MHGopmauus BbB Bpb3Ka C KOHKpeTHaTa 00LlecTBeHa
nopbyKa:

2.3.1. NpaBara 1 3ab/HKeHMsATa Ha y4acTHULUMTe B 06e4NHEHNETO;

2.3.2. BeHOCTUTE, KOWUTO LUe U3Mb/IHABA BCEKM YMIEH Ha 06eANHEHMETO;

2.3.3. yroBapsiHe Ha conuaapHa OTroOBOPHOCT MeXAy y4aCTHULMTE B 06eANHEHMETO.

2.3.4. Korato y4yaCTHUKbT e 00efiMHeHne, KOETO He e HopuAMYECcKO Nuue, cnefsa fa
6bae onpefeneH 1 NOCOYEH NapTHLOP, KOMTO Aa NpeAcTaBnsBa 06eleHEHNETO 3a LeIMTe Ha
HacTosLLaTa 06LLEeCTBEHA NOPbYKA.

2.4. B cnyyail ye obemHeHNeTO e pernctpupaHo no bYJICTAT npean gatata Ha
nofaeaHe Ha oepTarta 3a HacTosLlaTa 06LecTBeHa NOpPbUKa, ce nocoyusa BYJICTAT wu/vnn
apyra wnaeHTA@UUMpalla MHGopMauna B CbOTBETCTBME CbC 3aKOHOZATE/ICTBOTO Ha
AbpXKaBaTa, B KOATO YYaCTHUKbLT e YCTaHOBEH, KaKTO U afipec, BK/IIOUNTENHO e/IEKTPOHEH, 3a
KOPEeCnoHAeHUMA Npy NPOBEXAAHETO Ha npoLieaypara.

2.5. B cnyuaii, ye 06eMHeHMETO He e perncTpupaHo no BYJICTAT, npu Bb3naraHe
M3MbIHEHWETO Ha AeMHOCTUTE, NPeAMeT Ha HacTosLlaTa 06LLeCTBEHA MOPbYKA, YH4aCTHUKLT
cnefBa pa  um3BbpwM peructpaumata no BYJICTAT, cnep yBeooMABaHETO My 3a
N3BBLPLLEHOTO KNacupaHe 1 npeau NoAnvcBaHe Ha orosopa 3a Bb3/fiaraHe Ha nopbykara.

3. KnoH Ha uyxfecTpaHHO MLe MOXKe Aa e CaMOCTOATENIEH YYaCTHMK B npoLeaypa 3a
Bb3NlaraHe Ha 06LleCTBeHa MOPbYKa, ako MOXKe CaMOCTOATE/IHO [anofaBa 3asB/ieHUs 3a
yyacTtue Uy opepTn 1 SaCKNH0YBa AOroBOPU, CbIIaCHO 3aKOHOLATE/ICTBOTO Ha AbpXKaBaTa, B
KOATO € YCTaHOBeH. B Te3u cnyyau, ako 3a [oKa3BaHe Ha CbOTBETCTBME C M3UCKBaHUATA 3a
MKOHOMWYECKO M (PUHAHCOBO CbCTOAHME, TEXHWYECKM U MNPOMECUOHAIHM CrMOCOBHOCTY,
KNOHBT Ce M030BaBa Ha PecypcuTe Ha TbProBeLa, KNOHbLT NPeLCTaBsA [0Ka3aTencTsa, yYe npu
M3NbHEHME Ha NopbYKaTa Le MMa Ha Pas3rosioKeHue Te3n pecypcu.

4. BceKn y4yaCTHUK MOXe Aa nogaBa odepTa 3a efHa, HAKO/IKO WAN BCUYKU
060cobeHNTE NO3NUMK. YYacTHUUMTE MoraT Aa rnofasar oepTta 3a efHa, 3a HAKOJIKO
WUNKN 38 BCUYKW HOMEHK/IATypu OT 060CO0EHMTEe Mo3uumm, nocodeHn B TexHuyeckaTa
cnecnmkauma — npuioxkeHne Ne 1 KbM JOKYMeHTauusATa.

7. 0O u3TMyaHeTO Ha CpoKa 3a NofaBaHe Ha OMEPTUTE BCEKM YYaCTHUK MOXe [a
NMPOMeHU, fja JONB/HW UK Aa OTTErv othepTara Cu.

8. Bcekn y4yaCTHMK MMa NnpaBoO fda nofafe camo efHa odepta 3a 060cobeHa Mo3uums
/o6oco6eHn no3uLmu/ NN HoMeHKaTypa/HoMeHKnaTypw/ ot 060co6eHnTe NO3NLUN.

9. lnue, KoeTo yyacTBa B 06ejMHEHMe UM € Jano cbrnacue fa 6bAe NOAM3MbIHUTEN Ha
APYr y4aCTHUK, HE MOXe [ia MofjaBa CaMOCTOATE/THO oepTa.



10. B npouefypata 3a Bb3/jlaraHe Ha 06LiecTBeHaTa Mopbyka efHo (M3MYecKo Wn
FOPUANYECKO /MLE MOXKe Aa yyacTBa camo B eiHO 06eIHeHMe.

11. CBbp3aHu NnLa He morar Aa 6b4aT CaMOCTOATENIHN KaHAMAATU UKW YYaCTHULW B efHa
1 Cbllia npoueaypa.

12. Ycnosuata no T. 8 o T. 11 BKA. ce npunarat OTAE/HO 3a BCsSika OT 060C06eHUTe
no3nLun.

13. TMpepnaraHnTe OT y4aCTHULUTE LEHM HA HOMEHKNATYpW OT 060cobeHa No3nuns
Ne 1 He cnegBa [fa HaABuLWIaBaT NpeAenHO [ONYyCTUMUTE LEHW Ha JIeKapCTBEHU
npoaykKTn, cbrnacHo 3/IMXM wn Hapeab6aTta 3a ycnoBusiTa, npasuiaTa M pega 3a
perynmpaHe 1 peructpupaHe Ha LEHUTE Ha JIEKApPCTBEHUTE MPOAYKTWU, TOCOYEHU B
NO3UTUBHUSA NIEKAPCTBEH CNUCBHK KaTo MpunioxeHne Ne 2 - He cnegsa Aa HagBuLLaBaTt
yTBbpAeHaTa LieHa, nocoyeHa B KonoHa ,,M” Ha lMpunoxeHne Ne 2 Ha [Mo3nTUBHUA
NEeKapCTBEH CNUCBK, CbINacHoO unTmMpaHaTta Hapefoba 3a DDD Ha npegnaraHusi NpoayKT
no MeXAYHapoAHO HENaTeHTHO HaumMeHOBaHWe, W34YUC/IeHa Bb3 OCHOBa Ha
npeasiokeHarta LUeHa 3a JIEKApCTBeH MPOAYKT MO TbLProBCKO HaMMEHOBaHWe N C
BK/TIOUEHN HaALUEHKM Ha Tbprosey, Ha efpo, B CbLOTBECTBUE C W3NCKBaHUATA Ha
UuTMpaHaTa Hapefba, KakTo W fAa He HaABuLIaBaT pedepeHTHUTe CTOMHOCTWU 3a
OMaKoBKa, KaTo Yy4yacTHMUWUTe cfnefBa fAa Ce CbobpasAT C LEHUTEe, MOCOYEeHW B
Mo3NTNBHUSA NEKAPCTBEH CMUCHK, aKTyasleH KbM [aTara Ha nogaBaHe Ha oeprara UM,
LleHnTe, C KOUTO yYaCTHULMTE CnefBa fa ce CbobpasAT, Cbr/1acHO M3/0XEHUTE Mo-rope
yKa3aHusA ca NpefenHnTe Taknea, KOUTOo Bb3N0XUTENAT MMa Npeasuga.

14. TpegnaraHuTe OT Yy4aCTHMUWUTE LEHM 3a HOMEHK/aTypuTe OT 060cobeHa
nosnumna Ne 2 Tpsbsa fa ca B CbOTBETCTBME C MpPeAe/THUTE LEeHU Ha JIeKapCTBEHUTE
MPOAYKTW, CbrNacHo un. 26la, an. 2 n an. 3 ot 3/IMNXM no perucrbpa Ha npeaevHeT
LEeHM Ha NIeKapCTBEHW MPOAYKTW, aKTyasleH KbM farara Ha nojaBaHe Ha odeprara.
YYaCTHUKDBT MOXKe Aa NPeasioXy LeHUW MNO-HUCKU UNU paBHU Ha MpefesTHUTE LieHMU,
CbIr1acHo uMTupaHata pasnopenba Ha 3/1MXM. ToBa ca 1 LeHN, KOUTO Bb3oXnTensaT
COYM KaTo NMpefesHn 3a OTAE/THUTEe HOMEHKNATYPW.

B cnydaid, ye y4acTHMKBT nojasa oepTa 3a ef4Ha UM HAKOIKO HOMEHKNaTypu
0T 06ocobeHa no3numsa Ne 1 1 Ne 2, To Bb3NOXUTENAT YKasBa, yYe opepTu, HaABMLLIABALLN
C NpefenHnNTe LEHW Ha NNIeKapCTBEHUTE NMPOAYKTU, cbrnacHo MpunoxkeHme Ne 2 Ha NJ1C
n un. 26la, an. 2 n an. 3 ot 3/IMXM e 6bAAT OTCTPaHsABaHM OT Mpoueaypara Ha
ocHoBaHwue un. 107, T. 2, 6yksa ,,a* 30r1.

B cnyyait, ye y4aCTHMKBT yyacTBa 3a Mb/iHa 060c06eHa NO3NLNSA, NPeSIoXKeHNTe
OT Hero UeHW He morar fa HagBuliaBaT npefenHara CTOMHOCT Ha KOATO M ja e
HOMEHK/IaTypa, CbI/laCHO YKa3aHuATa B ropHuTe T. 13 U T. 14 1 npefenHUTe eANHNYHN
LeHN Ha BCAKa HOMeHKNatypa OT 060cobeHM nosvuum Ne 3 m 4, noco4veHu OT
Bb3/I0XKUTE/IA B TEXHUYECKaTa crieymdukaunsa — NMpunoxxeHve Ne 1.

B cnyyaid, 4e y4acTHUKBT nogaje ogepTu, HagBMLIaBaLlm rnpejesiHa CToMHOCT Ha
HOMeHKNaTypa, cbrnacHo MpunoxeHne Ne 2 kbMm MJ1IC m yun. 26la, an. 2 n an. 3 ot
3/IMXM n ykazaHuATa, fafieHn Mo-rope oT Bb3/NIOXKUTENA N NpegenHara eMHNYHa ueHa
Ha BCAKa OT HOMeHK/atypuTe oT 060cobeHn nosvuum Ne 3 1 4 e 6baaT oTCTpaHABaHU
OT npoueaypata Ha ocHoBaHwue un. 107, T. 2, 6yksa ,,a*“ 30r1.

B cnyuaid, ye LeHaTa Ha NpegioXXeH OT yyaCTHUKA MPOAYKT CTaHe Mo-HUcKa OT
[0roBopeHaTa, y4aCTHUKBT NnpuemMa 1 ce CbriacaBa, Ye Bb3/IOKUTENAT 6e3yC/I0BHO Lue
3annatla /IeKapCcTBeHUTE MPOAYKTU Ha Mo-HUCKaTa LeHa OT Agatata Ha B/n3aHe B cuna
Ha KOHKPETHOTO peLlUeHWe, BK/KOUYUTENIHO M Ha NPOAYKTW, 3a KOUTO e HarnpaseHa
3aABKa/u KbM Tasu jarta.

B UEHOBOTO cv MpeasiokeHWe YYaCTHUKBLT TpsibBa Aa MOCOYM efUHUYHUTE LEeHN B
obnrapcku nesa 6e3 BkoveH A4C — 3a HOMeHKnaTypu OT 06ocobeHa nosuums Ne 1, 3 m 4
[0 TPeTu fJeceTvyeH 3HaK Cref [eceTUyHarta 3aneTtas, 3a HOMeHKatypu oT 060cobeHa
no3unumsa Ne 2 — o BTOpY AeceTUYeH 3HaK cef, AeceTuyHara 3aneta



Y4acTHUKBT criefiBa fa nocoun KpaiHata LeHa B nesa (6e3 AAC) ¢ TOYHOCT A0 BTOPU
AECETNYEH 3HaK Cneq AeceTnyHaTa 3aneTas.
B Te3n ueHn cnegpa ga 6bAaT BK/IOYEHWU: CTOMHOCTTa Ha MeAULUMHCKUTE M3Aenus,
BKCUYKW Pa3xoay No JOCTaBKaTa MM, KakTO U BCUYKW pPa3x0au U3BbPLLUEHN OT y4aCTHMKA BbB
BPb3Ka C M3Mb/IHEHMETO.

111. OCHOBAHWNA 3A OTCTPAHABAHE

1. Bb3NOXMTENAT OTCTpaHsBa OT y4acTue B npouesypa 3a Bb3naraHe Ha 00LLecTBeHa
nopbYKa y4aCTHUK, Koraro:

1.1. e OCbieH C BNA3/1a B CW/Ma NPUCBHAA, OCBEH aKo € peabunuTupaH, 3a NpecTbrieHme
no un. 108a, un. 159a — 159r, un. 172, un. 192a, un. 194 — 217, un. 219 — 252, un. 253 - 260,
yn. 301 - 307, un. 321, 321a n un. 352 — 353e oT HakasaTeNHUA KOLEKC;

1.2. e ocbeH C Bng3/a B Cuia MPUCbAA, OCBEH ako e peabunutupaH, 3a
MPECTLMN/IEHNE, aHAIOTNYHO Ha Te3W NO T. 1, B Apyra Abpkasa Y/ieHKa Ui TpeTa CTpaHa;

1.3. nma 3a4b/mKeHNa 3a AaHbLM U 3a0b/DKUTENIHU OCUTYPUTENHU BHOCKW MO CMUCH1a
Ha un. 162, an. 2, T. 1 oT JaHb4yHO-0CUTYPUTENHNA NPOLIeCyasieH KOLEKC U IMXBUTE MO THX,
KbM AbpXasarta Man KbM O6LMHATA MO Cefa/IMLLETO HA Bb3/IOXUTENA U HA KaHAuZaTa Um
yyaCTHUKa, VAN aHa/IOTUYHWU 334b/DKEHUA, YCTaHOBEHM C aKT Ha KOMMETEeHTEH OpraH,
CbrnacHO 3aKOHOAATeNCTBOTO Ha AbpXKasaTa, B KOATO KaHAWAATHLT WM YYAaCTHUKBLT €
YCTaHOBEH, OCBEH ako e [OryCcHaTO pa3cpoyBaHe, OTCpPO4YBaHe WM 06e3neyeHne Ha
3aib/DKEHNATA UK 33 b/DKEHMETO € MO aKT, KONTO He e BA3b/ B CUNA;

1.4. e HaMLLe HepPaBHOMOCTABEHOCT B CyvauTe Mo yn. 44, an. 5;

1.5. e yCcTaHOBEHO, Ye:

a) e MpefcTaBU AOKYMEHT C HEeBAPHO CbAbpXaHue, CBbp3aH C YLOCTOBepsiBaHe
nrncara Ha OCHOBaHWSA 3a OTCTPaHABaHe UAN U3Mb/IHEHNETO Ha KpUTepumuTe 3a NoLoop;

0) He e npegocTaBu/l M3MCKBaLla Ce MH(opMauus, CBbp3aHa C YLOCTOBepsiBaHe
nrncara Ha OCHOBaHWA 33 OTCTPaHABaHE UK U3Mb/IHEHMETO HA KpUTEPMUTE 3a NoLO0p;

1.6. e yCTaHOBEHO C B/A3/10 B CWIa Hakas3aTe/IHO MOCTaHOB/IEHNE WAN CbAebHO
peLLeHve, Ye Npu M3Nb/IHEHNE Ha LOroBOp 3a OOLLECTBEHA MOopbyKa e Hapywma yn. 118, un.
128, un. 245 n un. 301 — 305 ot Kogekca Ha Tpyda WM aHAIOTNYHU 3a4b/IKEeHUs,
YCTaHOBEHM C aKT Ha KOMMETEHTEH OpraH, Cbr/laCHO 3aKOHOAATENCTBOTO Ha Abp)Kasata, B
YYaCTHUKDLT € YCTaHOBEH;

1.7. e HanULEe KOHMAWKT Ha MHTEPEeCH, KONTO He MOXKe Aa Obe OTCTPaHeH.

OcHoBaHuaTa no 1. 1.1., 1.2. n 1.7. ce OoTHacAT 3a /iMLUaTa, KOMTO MpeacTasnaBat
y4acCTHMKa, YNIeHOBETE Ha YNpPaBUTENHWU U Ha[30pPHW OpraHu U 3a Apyru nuua, KOUTo MMat
npaBoMOLLMSA Aa YNPaXKHABAT KOHTPO/ NPV B3eMaHeTo Ha peLLeHus OT Te3n OpraHu.

2. Bb3noxuTenaT oTcTpaHsaBa OT yyacTue B MpoLefypa 3a Bb3flaraHe Ha 06LiecTBeHa
NMopbYKa Yy4aCTHUK, 3a KOroTo € Ha/lnLe HAKOe OT CNefjH1Te 06CTOATeNCTBa:

2.1. 0651BEH € B HECbCTOATE/THOCT WM € B MPOM3BOACTBO MO HECHCTOATENHOCT, U € B
npouesypa no AMKBUAaums, Uam e CKIUUA N3BbHCHAEOHO CriopasyMeHre C KpeanTopute cu
Mo CMUCBA Ha Y. 740 oT THProBCKMA 3aKOH, UK € NpeycTaHOBW AeNHOCTTa CU, a B Clyyai
ye KaHAMAATHT UM YYaCTHUKBT € YyXKAEeCTPaHHO e - Ce Hamupa B NOJ06HO NOMOXKeEHWE,
Mpomn3TUYaLLo OT CX0AHa npoLesypa, CbrnacHo 3aKOHOAATE/ICTBOTO Ha AbpXKaBaTta, B KOATO €
YCTaHOBEH;

2.2. CKNOYMN e cropasymeHue € Apyrv nuua c Len HapyllaBaHe Ha KOHKYPeHUMATa,
KOraTo HapyLleHNeTOo e YCTaHOBEHO C aKT Ha KOMMETEHTEH OpraH;

3. OcHOBaHuATa 3a OTCTpaHsABaHe Mo TO3W pa3fen ce npwuiarar U Korato odeprara e
nofjageHa OT 06eAMHEHME 3a HSAKOW OT Y4YaCTHULMTE Ha KOETO Ca Haluue NOCoYeHuTe
obcToATescTBa.

4. Y4yaCTHUKbBT, 3a KOroTo ca Hanuue obctosTencrsata no T. 1 u T. 2, MOXe fa
npeAcTaBn [OKa3aTeNCcTBa, Ye e Npeanpuen MepKn, KOUTo rapaHTupar HeroBata HafexjHocT,
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BbMPEKN HAIMYMETO HA CLOTBETHOTO OCHOBAaHMe 3a OTCTpaHABaHe. 3a Tas3u Len KaHaMaaTsT
NN YYaCTHUKBLT MOXKe [ia AOKaXKe, CbrnacHo yn. 56 ot 30r1, ve:

4.1. e noracun 3agb/keHnsaTa cu no 1. 1.3., pasgen 1/ no un. 54, an. 1, 1. 3 ot 30I1/,
BK/IHOYMTENTHO HAYUCNEHUTE IMXBU U/MNN TNOGK MK 4Ye Te ca pa3CpOYeHU, OTCPOYEHN UK
o6e3neyeHwu;

4.2. e nnatun WAN e B NPOLEC Ha M3NJallaHe Ha Ab/HKUMO 06e3LleTeHNe 3a BCUYKM
Bpean, HAaCTBLNWUAN B Pe3yNTaT OT U3BBLPLLUEHOTO OT HEro MPeCcTb/IeHNe NN HapYLLUEHWE,;

4.3. e W3ACHUN un34yepraTesHO (akTUTe M O0OCTOATENCTBATA, KAaTO aKTUBHO e
CblEeiCcTBal Ha KOMMETEHTHUTE OpraHW, W € W3NbAHUA KOHKPETHU NpeanumcaHus,
TEXHUYECKW, OpraHu3auMOHHU U KapoBW MepKW, 4pe3 KOUTO fa ce MNpefoTBpaTAT HOBU
NPECTBLNIEHUA NN HAPYLLUEeHNS.

Koraro 3a y4yacTHMKa e HanLe HAKOe OT OCHOBaHWUATA 3a OTCTPaHABaHe No ui. 54, an.
1unnoun. 55, an. 1, 7. 1 n 3 ot 301, noco4yeHn OT Bb3noxutend B pasgen I, 1.1 un 1. 2 ot
HacTosiLaTa AOKYMEeHTauus, U npeau nojaBaHe Ha odepTara TOW € Mpeanpuen Mepku 3a
[loKa3BaHe Ha CBOATA HafeXAHoCT, Te3n Mepku ce onmceaT B EELOIM. Y4aCTHUKBLT
NnpeLCcTaBa KaTto [oKa3aTe/iCTBa 3a HaAeXXAHOCTTa CUM [OKYMEHT 3a M3BBLPLLEHO NaljaHe Ha
3afb/DKeHusATa ¢ no yn. 54, an. 1, 1. 3 ot 30[1, BKAOYMTENHO HAYMUCNEHN NUXBU WU/MNN
rnobm nnmn cnopasymeHune, UAN Apyr AOKYMEHT, OT KOWTO Aa e BUAHO, Ye 3a4b/DKEHUATA ca
06e3neyeHn UM Ye CTpaHMTe ca LOroBOPUIM TAXHOTO OTCPOYBAHE MM Pa3CcpoUBaHe, 3aefiHO
C moracuTeneH naaH u/uam ¢ NOCOYeHN [aTW 3a OKOHYaTe/IHO M3nnawjaHe Ha Lb/HKUMUTE
3aib/DKEHNS UM € NNaTUAN UK e B MPOLEC Ha M3MnallaHe Ha Ab/MHKMMO 00esLueTeHne 3a
BCUYKM BpeAM, HacTbNuWAW B pe3yntata Ha W3BLPLUEHO OT Hero MpPecTbh/ieHne Wau
HapyLleHne, WM [AOKYMEHT OT CbOTBETHUS KOMMETEHTeH OpraH 3a MNOTBbPXKAEHME Ha
onucaHnTe 06CTOATE/NCTBA U APYrK [OKa3aTe/CTBa, KOMTO NOTBbPXKAaBaT NpeanpueTute ot
Yy4aCTHNKA MEPKUN 3a HAAEXKHOCT.

Bb3noxntenat npeueHsaBa npegnpueTuTe oT yYaCTHUKa MEPKU, KaTo OTUUTa TEXeCTTa
N KOHKPETHMUTE 06CTOATE/NICTBA, CBbP3aHN C MPECTBMNIEHNETO WX HapyLUEHMETO. B cnyyai,
ye npepnpueTuTe OT YYaCTHUKa MEPKM ca AOCTaTbyHW, 3a [Ja Ce rapaHTupa Herosata
Ha[leXXAHOCT, BL3/IOKUTENAT He IO OTCTPaHABa OT npouesypara. MoTuBuTe 3a npuemaHe
NN OTXBBLPSHE Ha MpeanpueTUTe MEPKU 3a HaAeXAHOCT OT Y4YaCTHMKa U NpeacTaBeHuTe
[l0Ka3aTe/fICTBa Ce NMocoYBaT B PeLLeHNETO 3a KiacupaHe.

B cnyuali ye npeanpueTuTe OT KaHAMAATa UM YYaCTHMKa MEpPKM ca AOCTaTbyHW, 3a Aa
Ce rapaHTupa HerosaTa HafeXAHOCT, Bb3/IOKUTENAT HE r0 OTCTPaHsABa OT npoLesypaTta.

KaHanaat wnm yyacTHUMK, KOWTO C BAsA3/1a B CWna NpUcbaa WavM Apyr akT CbriacHo
3aKOHOAATE/NICTBOTO Ha AbpXKaBaTta, B KOATO e NMPOU3HEeceHa npucbaata Uan e N3fafleH akToT,
e NIMLWeH OT MPaBOTO fa y4acTBa B npoueaypu 3a 06LLEeCTBEHN MOPBUKN NN KOHLLECUN, HAMA
npaso fa u3nonssa npeasugeHata B T. 4, pasgen Il oT HacToAwarta AOKYMeHTauus
Bb3MOXHOCT 3a BPEMETO, OMpeesieHo ¢ npucbaara unm akTa. /un. 56, an. 5 ot 30r1/.

5. Mpn nogasaHe Ha ogiepTaTa YYaCTHUKLT AeKnapupa fmncara Ha OCHOBaHWATa 3a
OTCTpaHsiBaHe Ype3 npeAcTaBsHe Ha EAVHEH eBPONeicKn JOKYMEHT 3a O6LLECTBEHM MOPbUKM
(EEAQIM).

6. OCBeH Ha OCHOBaHWUATA, NOCOYEHN B T. 1 U T. 2, BL3/10XXNTENAT OTCTpaHABa OT
npoueaypata u:

6.1. y4yaCTHMK, KOWTO HEe OTroBapsi Ha NOCTaBEHUTE KpUTepuMM 3a Mofgoop unau He
M3MbHW APYro YCNOBKE, MOCOYEHO B 06SBIEHNETO 3a MNOPbYKA MW B JOKYMEHTALUUATA,;

6.2. Y4aCTHWMK, KONTO e npeacTaBua odiepTa, KOATO He OTroBaps Ha NpeaBapuTesiHO
065BeHMTe YCN0BUA HA MOpbYkaTa, BKAUYUTEIHO U YHACTHUK, KOWTO e MpeacTaBu/l LIEHOBO
npeanoxeHvie 3a o06ocobeHa nosvums  No 2, 3 M 4, B KOETO LieHaTa KakTo Ha ufnara
060co6eHa No3nuUMs UIn Ha OTAe/IHa HOMEHK/IaTypa B Hesl HaflBMLLIABA Mpeje/iHaTa TakaBa Ha
06ocobeHa no3vuMa wanM HOMEHK/aTypa, MOocoYeHa B TexHuYeckara creuudukaums —
MpunoxeHne No 1 KbM AOKYMEHTaLNATA.

6.2.1 yyaCTHMK, KOWTO e nogan oepra camo 3a eAHa WAM OEPTM 3a HSKOMIOKO
HOMeHKaTypu oT o6ocobeHa no3numa Ne 2, 3 1 4 1 LEHOBOTO My MpefnoXeHre CbAbpXKa
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LleHa Ha HOMEHK/aTypa, HaABMLLAaBalLla NnocoyeHarta Takasa 3a CbOTBeTHaTa HOMEHKNaTypa oT
060co6eHa no3uumsa, NocoYeHa B TexHWYeckarta crieundukaums — Mpunoxerve Ne 1 KbM
[OKYMeHTaLmATa.

6.2.2. y4aCTHUK, KOWTO e nogan odeprta 3a Mb/Ha 060co6eHa nosmumsa Ne 1 wnwm
OTLENHN HOMEHKNATYpU OT Hed 1 NpefoXeHaTa OT Hero LeHa [opu Ha efiHa HOMEHKaTypa
B /B Cnyyail Ha oepTa 3a Mb/Ha 060cobeHa Mo3vumMs/ HaABMLIaBa LieHaTa, NOCoYeHa B
NMO3UTUBHUA NEKapPCTBEH CMUCHK KaTo npunoXxeHue Ne 2.

6.2.3. y4aCTHMKbBT, KOWTO € mnofan OodepTn 3a efHa WM NOBeve OTAENHU
HOMeHKNaTypu oT o06ocobeHa no3uvums Ne 1 u npepnaraHaTa OT Hero LeHa HajBuLasa
nocoyeHara LieHa Ha CbOTBETHUA NPOAYKT B MO3UTUBHWUA NIEKAPCTBEH CMUCHK - NMPUIOXKEHWE
Ne 2.

6.3. y4aCTHUK, KOWTO He e NpeacTaBun B CPOK 060CHOBKaTa no yn. 72, an. 1 ot 300
NN YMATO OhepTa He e NpreTa CbrnacHo Yn. 72, an. 3 -5 ot 30T7,

7.4. yyaCTHMUWM, KOMUTO Ca CBbp3aHM nMua Mo cMucbia Ha 8 2, T. 45 oT
JonbaHnTenHuTe pasnopesov Ha 300MT:

,»,CBbp3aH/ nmua” ca Te3n no cmucbna Ha 8§ 1, 7. 13 n 14 ot [P Ha 3akoHa 3a
ny6/MYHOTO Npej/iaraHe Ha LeHHU KHMXKa:

a) nMuaTa, efHOTO OT KOMTO KOHTPOIMpa APYroTo NWUE WM HEroBo AblUepHO
LpYy>KecTBo;

0) nMuaTa, YSTO AENHOCT Cce KOHTpoMpa OT TPeTo NnLe;

B) MUaTa, KOMTO CbBMECTHO KOHTPOAMPAT TPeTO NnLE;

) CbMNpysWTe, POLHWHUTE MO MpaBa /MHUA 6e3 OrpaHuyeHus, POAHUHWTE M0
CbpebpeHa MHUA A0 YeTBbPTA CTENeH BKIOUYNTENHO W POLHWHUTE MO CBATOBCTBO [0
yeTBbPTA CTENEH BKIYMTENHO.

"KoHTpon" e Hasmue, KoraTo eaHo nue:

a) MnpuTe>kasa, BKIUMTENHO Ype3 [AbLUEPHO APY>KeCTBO WM MO cunaTa Ha
crnopasyMeHue ¢ apyro nmue, Hag 50 Ha cTO OT 6pos Ha rnacoseTe B 06L0TO CbOpaHue Ha
eIHO APY>KEeCTBO MW APYro HPUANYECKO NnLEe; Unn

0) MO>Ke Aia onpegens NPsSKO WK HENPSIKO MoBeYye OT MOMoBMHATA OT YNEeHOBETE Ha
yNpasnUTeNHWUSA WX KOHTPONHUA OpraH Ha efiHO HopPUANYECKO NNLE; UK
B) MO>KE M0 ApYr HauuH [a ynpa>kHsBa peluasallo BAUAHWE BbPXY B3EMaHETO Ha peLleHus
BbB BPb3Ka C JeMHOCT Ta Ha opUaNYecKo nnue.

7. Bb3noXuTenatr OTCTpaHABa OT npouepypara yyacTHMK, 3a KOroto ca Haiuue
obcToaTesncTeara no us. 3, 1. 8 0T 3aKoHa 38 UKOHOMUYECKUTE M (PUHAHCOBUTE OTHOLLIEHNS C
Apy>ecTBata, pPerucTpuvpaHv B HOPUCAUKUMA C npedepeHunaneH [aHbyeH pexum,
CBbpP3aHUTE C TAX NNLA WU TEXHUTE LEeCTBUTENHM COBCTBEHMUM. 3a YAOCTOBepsiBaHe Ha
ToBa 06CTOATENCTBO y4aCTHMKbT cneaga ga nonbaHu vacT Ill., 6ykBa ,,I oT
EEAOI.

IV.CbOTBETCTBVE HA YHACTHVNUWNTE C KPUTEPUNTE 3A NMOABOP

1. YyacTHMUNTe [eKnapupat mncata Ha OCHOBaHWATA 3a OTCTpaHABaHe Mo yn. 54 ot
30Munun.55,an.1, 7. 1 n 1. 30T 30, 1 CbOTBETCTBMETO CU C KPUTEPUUTE 3a NOAGOP uYpe3s
npeacraBsHe Ha EAWHEH eBPONencKn AOKYMEHT 3a 06LlecTBeHM nopbykn - /[EEAOIM — KbMm
[NOKyMeHTaLmaTa 3a yyactve B npoueaypara/

* B TO3M JOKYMEHT Ce MnpefocTass CbOTBETHaTa MH(opMauuns, U3nMcKeaHa 0T
Bb3/IOXKUTENA M Ce NOCoYBAT HauMoHa/IHUTE 6asn AaHHW (Ny6SIMYHUTE perncTpu), B
KOUTO Ce CbAbp>KaT [AeKnapupaHnTe 06CTOATEeNCTBa, UM KOMNETEHTHUTE OpraHu,
KOWTO CbIflaCHO 3aKOHO4ATEeNCTBOTO Ha Abp>kaBaTa, B KOATO YYaCTHUKLT e
yCTaHOoBeH, ca JJTb>XHW [ja NpefocTasAT MH(opmaLms.

* KoraTo um3nckBaHuaTa no yun.b4, anl, 7. 1, 2 n 7 ot 30I1) ce oTHacaT 3a
noseye 0T efHO /inLe, BCUYKM UL NoANUCBAT eanH 1 bl EEAONM.




* KoraTo e Ha/mue HeobX0AMMOCT OT 3aliMTa Ha /IMYHUTeE JaHHW UK Npu
pasnnuve B 06CTOATENCTBATAa, CBbP3aHW C JIMYHOTO CbCTOAHME, WMHGopMaumsTa
OTHOCHO M3nUCKBaHMATA Mo 4un.b4, an.l, 7.1, 2 n 7, ce nonvaea B oraeneH EENOIT 3a
BCAKO JINLIE WM 33 HAKOW OT nuaTa.

V. NUSNCKBAHNA KbM YHACTHUUWTE MO OTHOLWEHWME HA JIMYHOTO
M CbCTOAHNE

1. N3suckBaHMA KbM ydacTHuuMTe no 4n.54, an. 1 oT 30[l1 - ocHoBaHMA 3a
3a4b/IXKNTE/THO 0T CTpaHsaBaHe:

HopmMaTMBHOYCTaHOBEHUTE M3UCKBaHMA Ha 4n. 54, an.l ot 30[1, OTHOCHO NNYHOTO
CbCTOAHME Ha YYaCTHULMTE ca 3a4b/KUTE/THWN, 3aTOBa YYaCTHULM, KOUTO HE OTroBapAT Ha
MOCOYEHNTE U3NCKBaHUS, LLe 6bAaT OTCTPaHEHW OT yyacTue B Mpouesypara.

2. N13nckBaHMA KbM ydyacTHULMTE no yn.55, an.l, 7.1 mn 1. 3 o1 30I1 - ocHoBaHUA
3a 3a4b/>KUTENHO O TCTpaHsABaHe:

HopmaT/BHOYCTaHOBEHUTE M3UCKBaHUA Ha 4n. 55, an.l, an. 1, 1. 1 n 1. 3 ot 30T,
OTHOCHO /INYHOTO CbCTOSAHNE Ha YYaCTHULMTE ca 3a4b/HKUTENHW, 3aTOBA YHaCTHULN, KOUTO
He OTroBapAT Ha MOCOYEHUTE W3NCKBaHWUA, HAMA fa 6bAaT OTCTpaHeHW OT y4yacTue B
npoweaypara.

* YyaCcTHUUMTE ca ATbXKHU [a YBeLOMAT NUCMEHO Bb3NIOXKUTENA B 3-AHEBEH CPOK OT
HaCTbMBaHe Ha 06CTOATENCTBO Mo Y. 54, an. 1 o1 30I1.

VI. UIBUICKBAHVA KbM YUACTHULINTE, CBbP3AHW C KPUTEPUUTE 3A
MoABOP

1. FogHocCT (NpaBOCNOCOOHOCT) 3a YNpaXkHABaHe Ha NpoecMoHaiHa AeMHOCT
1.1. YyacTHuumMTe TpsabBa Ja MMaT NpaBo [a OCbLUECTBABAT TbProBMs Ha eapo C
NeKapcTBEHM NPOAYKTN B CbOTBETHCTBME C pasnopenounte Ha 3/TMNXM.

3a [0Ka3BaHe Ha TOBa W3WCKBaHe, y4yacTHuUUUTe cnefsa Aa nocoyatr B EEAOIN, ye
npuTeXasaTt pa3peLleHme 3a TbProsus Ha efpo C IEKapCTBEHN NPOAYKTU U YAOCTOBEpPEHME
3a perucTpauma 3a TbproBmsa Ha e4po C SIeKapcTBa UK paspeLLleHre 3a BHOC UK pa3peLleHne
3a Npoun3BOACTBO, U3aaneHn no pefa Ha 3/TTTXM, kaTo cnefBa fa nNpeAcTaBAaT B ofeprara cu
3aBEPEHO KOMue OT paspeLleHre Ha TbproBud Ha efpo C NeKapCTBEHW MPOAYKTU WN
Y[OCTOBEpPEHME 3a perucTpauma 3a TbproBua Ha efpo C 1eKapcTsa UM paspeLLeHune 3a BHOC
NN paspeLleHne 3a NPous3BoACTBO, U3dadeHn no pefa Ha 3/TTTXM.

1.2  YvacTHuumte TpsbBa Aa UMaT MpaBO fAa M3BbPLUBAT TbProBMA Ha efpo ¢
NeKapcTBeHW NPOAYKTW, CbAbpXKally HapKOTUYHK BewlecTBa, cbrnacHo 3KHBI, Hapes6a 3a
pea 3a KnacugmumpaHe Ha pacTeHUATa U BeLlecTBaTa Kato HapKOTUYHKM, U3fafeHa no pega
Ha 3KHBI 1 Hapepn6a Ne 55 ot 13 gekemspy 2010 r. 3a ycnosusTa U peja 3a m3jaBaHe Ha
NALEH3UN 33 eMHOCTN C HAPKOTUYHW BeLLLECTBa 3a MEAVNLNHCKM LIENN.

3a [loKa3BaHe Ha ToBa WM3WCKBaHe, yyacTHuUUUTe cneasa fa nocodvat B EEAOIT, ye
nputexkaeat MpeacTaBAT NWUEH3uA, u3dageHa no pega Ha yn. 32 ot 3/IMXM, kKato
npefctaBatr ¢ EEAOIT 3aBepeHO Konwe OT JIMUEH3NA, u3fajeHa no pega Ha un. 32 oT
3NMXM. Konue 0T Tas3n NUUEH3nsA ce NpeacTasa B CyyvauTe, KOrato yY4aCTHUKbLT Mofasa
othepTa 3a Te3 HOMEHKATYpU OT TexHuYeckaTa Crecugukaums, KoOMTo npeicTasnssar
NeKapcTBeHU MPOAYKTU, ChAbpPXKalM HAPKOTUYHU BELLLECTBA.

2. VIBUCKBaHMA OTHOCHO WMKOHOMMYECKOTO W (OMHAHCOBO CbCTOSIHME Ha
yyYacTHULMTE:

2.1. Bb3n0XUTENAT He MOCTaBst M3UCKBaHWS KbM MKOHOMUYECKOTO U (DMHAHCOBOTO
CbCTOSIHME Ha YYaCTHULMTE B NpoLieaypara.



3. N3ncKBaHMA OTHOCHO TEXHUYECKUTE W MNPOMECUOHA/THUTE CrOCOOHOCTU Ha
yyacTHULMNTE:

3.1. YyacTHMKbBT TpsbBa fa € W3MNbAHWA MOHe 2 AeWHOCTU C npeaMeT u o0beM —
WAEHTUYHU UM CXOAHU C Te€3W Ha NopbyKaTa, a MMEeHHO NOoHe 2 AeMHOCTK, NpeLcTaBsBaLly
[0CTaBKa Ha NeKapCTBEHW MNPOAYKTW 3a MOCNefHUTe TpU FOAWHW, CYATAHO OT Jatara Ha
nofasaHe Ha otheprara.

3a fokas3BaHe Ha TOBa OOCTOATENICTBO Y4aCTHUKLT Cnefsa fa NpeAcTasBy CrIMCHK Ha
M3BbpLUIEHaTa/U3BbPLLEHMTE [OCTaBKW, OT KOWTO fJa € BWAHO NO/yyaTensT Ha [OCTaBKaTta,
OCHOBaHMETO, Ha KOETO € M3BbpLUEeHa /40orosop U/vnn apyro oCHoBaHWe/, Kora e n3BbpLUeHa
W KOW € NoNyyaTensT, KaTo [oKa3aTe/ICTBO 3a [0Ka3BaHe Ha TOBa M3UCKBaHe Ha Bb3/IOXMTESS
cnesBa fa 6bae CbOTBETHUSA LOrOBOP C MOMyyaTenis Ha JocTBakara v npuemMo-npesaBaTesiHm
MPOTOKO/IM U (haKTypu 3a WU3BbPLUEHWUTE AOCTaBKW, Be4HO C YAOCTOBEPeHWe, U3[afeHo OT
nonyyarens/nonssarens WA OT KOMMETEHTEH OpraH, WaM 4Ype3 roco4yBaHe Ha MybuyeH
perucTbp, B KOWTO e Ny6/nKyBaHa MHpopMaums 3a goctaskata. OT y40CTOBepeHMATa Clejsa
fa Obfe BMOHO KOra M Ha KOIO0 Ca W3BbPLUEHW KOHKPETHWUTe [OCTaBKW, BWAOBETE
NEeKapCTBEHN MNPOAYKTM W XpaHUTENHW [06aBKW, M KOW € W3MbAHUTENAT, W3BbPLUU
focTtaBkata. OnucaHWTe YLOCTOBEpPeHWA Ce Mnpwuiarat KbM oeprata B 3aBepeHo OT
y4yaCTHVKa KOnue 1 B TAX CNefBa fa ce CbAbpyKa NOANUC Ha u3gatens.

3.2.  Yu4aCTHUKBLT cfiefBa npuTeXasa MOHe efAUH OT TMOCOYEHUTE aKTyasHu
CepTU(MKATK 3a Ka4eCTBO, U3AafeH OT aKpeauTUpaHn UHCTUTYLUN U areHunn 3a BbBefeHa
cucTema 3a ynpaeneHue Ha KadvectBoTo /EN 1SO 9001:2008, EN 1SO 13485:2003 wnn
eKBUBAIEHTHN Ha TAX/, YLOCTOBepsBall, CbOTBETCTBMETO Ha CTOKWUTE CbC CbOTBETHWUTE
cneunrKaLmmn nnmn cTaH4apTu.

Ceptudpkarute TpsabBa fa ca n3LafeHn OT He3aB1CUMM NALA, KOUTO Ca aKpeanTupaHu
Mo CbOTBETHATA CEpUs €BPOMENCKM CTaHdapTu OT WM3nbiaHuUTenHa areHumst “bBbarapcka
cnyx6a 3a akpeguTauma™ uam ot Apyr HauMoHasleH opraH no akpeauTaums, KOWTo e cTpaHa
no MHOroCcTpaHHOTO CropasyMeHe 3a B3aMHO Npu3HaBaHe Ha EBponeickara opraHusaums
3a aKpeguTaums, 3a CbOTBETHATA 06/1aCT UM Aa OTroBapAT Ha U3MCKBaHWATA 3a MpU3HaBaHe
CbrNacHo us. 5a, an. 2 oT 3aKoHa 3a HalMoHaIHaTa akpeauTaLmMsa Ha OpraHn 3a OLeHsBaHe Ha
CbOTBETCTBMETO.

Bb3oOXUTENAT npueMa eKBUBAIEHTHU CepTUdUKaTW, W3LafeHW OT OopraHu,
YCTaHOBEHW B APYrv LbpyXaBu YEHKW, KOUTO cfiefBa Aa 6baar npeActaBeHy Kato 3aBepeHo
OT YYaCTHMKa KOMune Ha OpuruHana v B NPeBof Ha 6barapckn esuk;

3.3. Bb3noxuTenar Moxe Aa He npueme npeAcTaBeHO [0Ka3aTeNCTBO 3a TEXHUYECKU U
NPogecnoHa/IHM CNOCOBHOCTM, KOraTo TO NMpov3Tu4ya OT /iMue, KOETO MMa UHTEpPeC, KOWTO
MOXe [a BOAM [0 obnara Mo cMmucb/ia Ha un. 2, an. 3 OT 3aKoHa 3a npefoTBpaTsBaHe U
yCTaHOBABaHEe Ha KOH(/INKT Ha UHTEPECH.

Vil YKASAHNA 3A N3TOTBAHE HA O®EPTATA. NMOAJABAHE HA
OPEPTATA.

1. Bceky y4yaCTHMK cnefBa [a W3roteBu CBOATa OdiepTa Ha ObLArapckM €3k u B
CbOTBETCTBME C W3WUCKBAHMATA Ha 3akoHa 3a 06LecTBeHWUTe MNopbykK, paBuHMKA 3a
npunaraHe Ha 3akoHa 3a OOLLECTBEHWTE MOPBYKM M HacTodAllaTa fJoKymeHTaums. Odeprara
cnefBa [fa OTroBapd Ha W3NCKBaHMATA Ha Bb3noxurtensd, nocoyeHn B 06ABMEHMETO 3a
OTKpMBaHe Ha npolueaypaTta, HacTosAwaTa [OKYMeHTaumMs v ga Obge odgopmeHa no
NPUNOXEHUTE KbM Hes 06pa3uy. YcnosusTa B 06pasumTe OT JOKYMeHTauusTa 3a yvactume ca
3a[b/DKUTE/IHN 3@ Y4aCTHUUMTE U He moraT fa ObJaT mpoMeHsHU OT TAX. ObpaseubT Ha
6aHKoBa rapaHLus 3a U3MbJIHEHWE € NPUMEPEH.

2. Odeprara, chabpXKalla HeOOXoAMMUTE LOKYMEHTW, Ce MpefcTaBd B 3anedvaraHa
Henpo3payHa OrnakoBKa, BbpPXYy KOATO Ce MOCOYBaT:

agpecat ¢ Hagnuc 0o YMBA ,lMpog. O-p CrosaH Kupkosuu* AL,
»Aenosoactaso®, 6000 rp. Ctapa 3aropa, yn. ,,I eHepan Ctonetos” Ne 2A;



HaMMEHOBaHMETO Ha YYaCTHMKa, BKIHOYMTETHO YYaCTHULNTE B 06eUHEHNETO,
KOraTo e npuaoXmmo;

aflpec 3a KOPEeCMoHAeHUMS, Tefle)OH U MO Bb3MOXKHOCT — (PaKC N efIEKTPOHEH
afpec,

Ha/MEeHOBaHMETO Ha MNopbykaTa, HaMMeHOBaHMATA W  HOMepata Ha
060C06eHMTe MO3MLMM U HaMMeHOBaHMATa M HOMepaTa /CbriacHO TexHMYeckaTa
crneumpuKaLms Ha Bb3NoXuUTeNs/ Ha HOMEeHKIaTypuTe, 3a KOUTO Ce Nnojasa ogeprara.

3. Odpeprata ce nogasa B pAenoBofcTBoto ,lpod. A-p CrosaH Kwupkosuy™ AL,
»aenosoacteo®, 6000 rp. Crapa 3aropa, yn. ,,'eHepan CtoneTtos* Ne 2;

4. Tlpu npuemaHe Ha odepTara BbpXy MaMKa ce 0TOe/1A3BaT MOPeaHUAT HOMep,
farata M YyacbT Ha NosyyaBaHeTO W MOCOYEHUTE JaHHW Ce 3anucBaT BbB BXOAALL,
PerncTbp, 3a KOETO Ha MPUHOCUTENSA Ce N3faBa BXOAALL, PerncTpaunoHeH JOKYMEHT.

4.1. Bb3noxuTenar HAMa Aa npuvemMa 3a yvactve B OTKpuUTaTa npouegypa 1 Lie Bpblla
He3abaBHO Ha y4acTHULMTE othepTH, KOUTO ca NPeLCcTaBeHun Chnes n3TmuaHe Ha KpariHWs CpoK
3a MNony4yaBaHe, WIM B He3areyaTaHa, Npo3payHa WM CKbCaHa OMNakOBKa, KaTo ToBa
06CTOATE/ICTBO Ce 0TOENA3BA B PErncTbpa.

4.2. Korato kbM 16:00 yaca Ha fgataTa, onpefesieHa Kato KpaeH CpOK 3a NnosiydaBaHe Ha
othepTn Npes LenoBOACTBOTO Ha Bb3/IOXWTENA HAa MOCOYEHWUSA MO-Tope afpec BCe Oule MMa
yakalM nmua, Te Ce BKIKOYBAT B CMWCHK, KOMTO ce nognucea OT MNpeACTaBUTENl Ha
Bb3noxuTens n ot npucscTBawute nua. OdepTuTe Ha iMuaTta OT CNUCHKA Ce 3aBeXaar B
PerncTbpa, Kato He ce [JoMycka npuvemaHe Ha OgepTu OT /nua, KOUTO He ca BK/IOYeHU B
CMNMCHKa.

4.3. [0 U3TM4aHeTo Ha CpoKa 3a NnosiyyaBaHe Ha OpepTUTe, BCEKM YYaCTHUK MOXKe [a
MPOMEHU, AOMb/HW UK OTTernM ogeptata cu. OTTerNgHeTo Ha odeprara npekparssa Mo-
HaTaTbLUHOTO Yy4acTue Ha y4yaCcTHUKa B npoLeaypaTta.

[onbHEHNETO 1 MpoMAHaTa Ha ogepTata TpsbBa fa OTroBaps Ha M3MCKBaHWATA U
YCNoBMATA 3a NPeACTaBAHe Ha NbpBOHaYa/IHaTa O(hepTa, KaTto BbpPXY MN/MKa ACHO ce U3MMCBa
cnegHoTo: ,,JJonbnHeHne/ MNMpomsHa Ha oepTa, KbM BX. No........... 7

4.4. OthepTnTe cneasa Aa 6b4aT NogaBaHM B ,ﬂ,enoso,qCTBOTo Ha ,,yMBAl'I Mpod. A-p Cr.
Kupkosuy”AL, rp. Ctapa 3aropa B cpok go 16:00 yaca Ha 05.01.2017rog. - MM4YHO nnu
4pe3 MoLleHCKa UK apyra Kypuepcka ycyra ¢ npernopbyaHa npartka ¢ obpaTHa pasnucka, Ha
afipeca, nocoyeH ot Bv3noxutens.

4.5. OtBapsHe W pasrnexgaHe Ha odeptuTe we ce m3BbLPWKM OT 10:00 4vaca Ha
09.01.2017r. B 3acefarenHara 3as1a Ha aMUHUCTpaTMBHATA crpaga Ha ,,Y MBAJ1 Mpod. A-

p Ct1.Knupkosuy” ALl rp.Ctapa 3aropa, yn.”lNeHepan CTonetoB” Neo 2.

4.6. OtepTnTe Ha y4dacTHUUMTe TpsbBa ga ca BanugHu 180 /cTo u ocempeceT/
KasieH4apHW [HW, OT Aatarta, KOATO € MOCOYEeHa KaTo KpaeH CPOK 3a Mo/yvaBaHe Ha
ohepTnTE B 06SB/IEHMETO 3a 0OLLECTBEHA MOPbYKA.

OdepTa ¢ NO-MaTbK CPOK Ha Ba/IMAHOCT Lie 6bAe 0TCTpaHeHa 0T BbanoxuTens.

4.7. Bb3NIOXKUTENAT MOXE UM € ANbXeH fa YAb/DKU CPOoKa 3a MnofasBaHe Ha ohepTu npu
Ha/lMyme Ha OCHOBaHMe 3a ToBa cbrnacHo un. 100, an. 7 - 9,11 n 12 ot 30N n un. 28, an. 5 ot
MN30ri.

5. ONAKOBKATA C O®PEPTATA TPABBA OA CbAbPXKA:

5.1 EAvHEH eBpOMencKky 4OKYMEHT 3a 00LLECTBEHM NOPBLYUKM C MHGOPMaL S OTHOCHO
NMYHOTO CLCTOSHME Ha YYaCTHUKA U KPUTEPUUTE 3a NOAO0P B CLOTBETCTBME C U3UCKBAHMATA
Ha 3aKOHa M YC/NOBUATA Ha BbL3/IOXKUTENA, a Korato e npunoxumo- EEAOIT 3a Bceku ot
yyacTHULMTE B 00EANHEHNETO, KOETO HE € HOpMAMYECKO NNLIE, 3a BCEKN NOAU3MBAHUTEN U 3a
BCAKO /NLE, YMMTO pecypcu LWebbaaT aHrakupaHu B W3MbAHEHWETO Ha Mnopbykata —
Obpasey, Ne 1 KbM HacToOAWATA [JOKYMeHTauusiTa 3a ydacTwue B npoueaypaTtal/; MNof
MosIOXKEHNSA NMOANNC Ha NNLETO, KOeTo e noanucano EEAOI cnegsa fa ce cbabpXkar u
TpUTE MYy MMeHa U A/TbXXHOCTTa My .
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5.2. DOKYMEHTW 3a [0oKa3BaHe Ha MNpeanpueTuTe MEepKU 3a HaeXAHOCT, Korato e
MPUNOXKMMO;

5.3. JOKymMeHTuTe no yn. 37, an. 4 ot MM30Tl1, Korato e y4acTHUKBLT e 06eAnHeHue -
KOrato Yy4aCTHUKBLT e O0OefMHEHWe, KOeTO He e pPerucTpypaHo KaTto CaMOCTOSATESTHO
FOPUANYECKO NLE, Ce MPeACTaBs yUpeauTeNIHUA akT, criopasymMeHve u/unm Apyr npunoXxmnv
[OKYMEHT, OT KOWTO fia € BUAHO NPaBHOTO OCHOBaHMe 3a Cb3JaBaHe Ha 06eUHEHMETO, KaKTO
W cnefHaTa MH(oOpMaLMs BbB BPb3Ka C KOHKpeTHaTa 00LLEeCTBEHA MOPbYUKA:

- NpaBaTta 1 3a4b/DKEHNATA HA YYaCTHULNTE B 00eJMHEHUNETO;

- AeHOCTUTE, KOUTO LLIE U3Mb/IHABA BCEKM Y/IEH HA 06eANHEHNETO;

- YroBapsiHe Ha Co/nAapHa OTrOBOPHOCT MEXAY Y4acTHULMUTE B 06eAMHEHMETO.

- KOraTto Y4YaCTHWKbT e 00efIMHeHMe, KOETO He e HpUAMYECKO Nnue, cnefga ga obae
onpeseneH W MOcoYeH NapTHLOP, KOMTO fa MpeAcTaBnsBa 06eAeHEHMETO 3a LenuTe Ha
HacTosLaTa 06LLEeCcTBeHa NopbYKa.

B cnyuyain uye obeamHeHneTo e perucTpupaHo no BYJICTAT npean patata Ha
nogaBaHe Ha ofepTara 3a HacTosLlara obLlecTBeHa nopbyka, ce nocousa BY/ICTAT u/unm
apyra ugeHtuuuMpalia UHQOpMaumMs B CbOTBETCTBME CbC 3aKOHOZATENCTBOTO Ha
[bpXaBaTa, B KOATO YYaCTHUKBLT € YCTaHOBEH, KaKTO 1 afpec, BKNHUUTENHO e/IEKTPOHEH, 3a
KOPEecCnoHAeHUMA Npy NPOBEXAAHETO Ha NpoLieaypara.

5.4. [eknapauma 3a cbrnacve OT TPeTo nuue no yn. 65, an. 3 ot 30l /korato e
NPUNOXNUMO/;

5.5. Oeknapauus no yn. 101, an. 9 n an. 10 ot 3001 /korato e npunoxumo/ - Obpaszely
No 2

5.6. Oeknapauusa no yn. 101, an. 11 ot 3001 /korato e npunoxmmo/ - Obpasey, Ne 3

5.7. Oeknapaums 3a KoH(pugeHumanHocT no yn. 102 ot 30I1 /korato e npunoxumo/ -
Oobpasel, Ne 4

5.8. N3uckBaHuTe fOKYMeHTM no pa3gen VII 1. 1, nyHKT 1.1. n 1.2. oT HacToALllaTa
[LOKYMEHTaLMS, a UIMEHHO:

5.8.1. YuactHuumte cnepgBa fa npeactasaAt ¢ EEAOIN u 3aBepeHO Komwe OT
PaspelleHne Ha TbProBus Ha efpo C JIEKapCTBEHM MNPOAYKTW WAW YAOCTOBEPeHMEe 3a
perncTpawms 3a Tbprosus Ha e4po C 1eKapcTBa Un paspeLLeHune 3a BHOC UK paspeLLeHme 3a
NMpon3BOACTBO, M3aafeHM Mo pefa Ha 3/IMXM, KakTo U 3aBEPeHO Komnume OT /ULEeH3US,
n3gageHa no pegda Ha 3J/1MXM, ynocToBepsaBalla Npaso Aa U3BBLPLUBAT TbProBus Ha efpo C
NeKapcTBeHN NPOAYKTU, CbAAbPXKALLM HAPKOTUYHY BellecTBa. Konue OT Tasn NnLeH3us ce
npefcTaBs B CiayyauTe, KOrato y4yaCTHUKBT Mofasa O(eprta 3a Te3n HOMEHKIaTypu oT
TexXHuyeckara crnecuuKalmsa, KOUTO NPeAcTaBnsaBaT /IEKapCTBEHN MPOAYKTU, CbAbpKallm
HapKOTWMYHW BELLIECTBA U NPEKYCOPW.

5.9. N3nCKBaHN [OKYMEHTUM OT Bb3NIOXUTENA 3a [OKa3BaHe Ha TEeXHUYECKUTE W
NPOMeCUOHa/THUTE CMOCOOHOCTM Ha yYaCTHULMUTE:

5.9.1. CnucbK Ha MOHe 2 [0CTaBKM Ha /eKapCTBEHW MNPOAYKTW, W3Mb/HEHW OT
yyaCTHUKA npe3 MocnefjHUTe TpU FOAMHW, CYMTAHO OT [aTara Ha nojasaHe Ha oeprtara, C
nocoysaHe Ha CTOMHOCTWUTE, [JaTuTe W MofnyyaTennTe, 3aefHO C [0Ka3aTe/CTBO 3a
M3BbpLUEHaTa focTaBKa; [Joka3aTencTso 3a M3BbpLUeHaTa JOCTaBKa € CbOTBETHUA LOroBop 3a
M3BbpLUeHaTa [0CTaBkKa, MpuveMo-npesasatesieH MNPOTOKOA WM (pakTypa, KakTo w
YL,0CTOBEPEHNe, N3aafeH0 OT Noy4vaTens/non3sarens UM oT KOMMETEHTEH OpraH, Uan ypes
noco4ysaHe Ha My6/MYeH perncTop, B KOWTO € NybsmMKyBaHa MH(OopMaLms 3a focTaBkata. OT
YLOCTOBEpeHuUATa cnefsa fa 6bAe BMAHO KOra M Ha KOro ca W3BbPLUEHW KOHKPETHUTE
[OCTaBKW, BWOBETE /IEKAPCTBEHWM MNPOAYKTU W/WAW  XpaHWUTeNHW [00aBKM U KO e
M3NBAHUTENAT, W3BBLPLIKA fJocTaBkata. OnucaHWTe YOOCTOBEPEHWA Cce npunaraT KbM
opepTata B 3aBepeHO OT y4yaCTHMKA KOMue U B TAX CnefBa fa Ce CbAbpXa Mnoanuc Ha
nsparens.

5.9.2 Y4aCTHUKLT cnefBa Aa MNpefcTaBu MOHE efuMH OT MOCOYEHUTe  aKTyaslHu
CepTU(MKaTA 3a KayecTBO, U3[afeH Ha HeroBo MMe OT aKpeauTUpaHu WHCTUTYLUN W
areHUuMn 3a BbBeeHa cucTemMa 3a ynpas/ieHue Ha KavecTBoTo /EN 1SO 9001:2008, EN ISO
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13485:2003 nnn ekBMBAIEHTHWU Ha TAX/, YOOCTOBEpPSABaLl, CbOTBETCTBMETO Ha CTOKUTE CbC
CbOTBETHUTE CneunpuKaLum Unn cTaHaapTy.

Ceptudmkarute TpsbBa fa ca n3fageHn 0T He3aBUCUMM NALA, KOUTO Ca aKpeanTupaHu
Mo CbOTBETHATA Cepus eBPOMENCKM CTaHAapTM OT M3nbiHWTeNHa areHums “Bbarapcka
cnyxoba 3a akpeguTaumsa™ uam oT Apyr HauMoHaseH opraH Mo akpeauTauus, KOMTo e cTpaHa
no MHOrocTpaHHOTO Cnopa3yMeHue 3a B3aMMHO Npu3HaBaHe Ha EBponeiickaTta opraHusaums
3a aKpeguTaums, 3a CbOTBETHaTa 06/1aCT UM Aa OTroBapAT Ha U3MCKBaHWATA 3a Npu3HaBaHe
CbI1acHo Y. 5a, an. 2 OT 3aKoHa 3a HauMoHaHaTa akpeauTaLmsa Ha OpraHn 3a oLeHsaBaHe Ha
CbOTBETCTBMETO.

Bb3n0XWUTENAT nNpueMa eKBUBAIEHTHW  CepTUUKATK, W3LALEHW OT  OpraHu,
YCTaHOBEHW B APYrv AbpXKaBu YEHKW, KOUTO criefBa Aa 6baar npeactaBeHy Kato 3aBepeHo
OT YYaCTHMKa KOMne Ha OpuUrnHana v B NpPeBof Ha Ob/Irapcku e3uk.

Bb3noxuntenar moxe fa W3MCKBa OT Y4YaCTHMLMTE MO BCAKO BpeMe Aa NpefcTaBAT
BCMYKM WIN YacT OT JOKYMEHTWTe, Ype3 KOWUTO Ce [0Ka3Ba MHJopmaumara, nocoyeHa B
EEZ1O0, Korato ToBa € HE06X0AMMO 3a 3aKOHOCHOOPA3HOTO NPOBEXAaHe Ha NpoLieaypara.

5.10. ,,TEXHVNYECKO MNMPEAJTOXXEHWE", cbabpKaLLo:

5.10.1. [OKYMEHT 3a ynb/IHOMOLLIABaHe, KOraTo /INLETO, KOeTO Nnojasa oepraTa He e
3aKOHHWA NMpeacTaBUTeN Ha YYaCTHUKa;

5.10.2. npeanoXeHve Ha y4aCTHMKa 3a U3Mb/HEHME Ha NopbykaTa B CbOTBETCTBUE C
TEXHUYECKUTE CneunmKaumm Ha eKapCTBEHUTEe MNPOAYKTM W XpaHWUTENHW [06aBKu, Y
N3NCKBAHNA Ha Bb3N0XUTENA - IMpunoxeHue Ne 2, CbAbpXKaLlo U3roTBEHN MO NPUIOXKEHUTE
B HacTosLLaTa JOKyMeHTaums 0bpasum, Nonb/HEHN caMo 3a 060cobeHaTa No3nLms, 3a KOATO
Ce rnofasa oOgepTa WM CamMO 32 HOMeHK/aTypata /HOMeHKnatypute/, 3a KOATO/KOWUTO
YYaCTHUKBT yyacTBa C NMOCOYBaHE Ha HaVMeHOBAHWETO U HOMepa Ha 06ocobeHaTa Mo3unLms
WM  CbOTBETHO HOMepa Ha HOMeHKnatypata OT TexHuyeckarta creuudukaums Ha
Bb3/IOXKWTENA, HAMMEHOBAHMETO Ha HOMEHK/aTypara 1 HoMepa Ha 06ocobeHaTa nosuyms, B
KOATO HOMeHK/aTypara ce CbAbpKa, NOAMMCaHO OT 3aKOHHMA NPeACTaBUTeN Ha YYaCTHWNKA, B
KOETO Cnefga fa ce CbhabpXa:

- TbProBCKOTO HavMeHOBaHWe Ha npea/araHus

/ nocoyBa ce THbProBCKOTO HaUMeHOBaHMe Ha 6bArapckm e3nk/

- (hmpmara Npon3BOAUTEN M LbpXKaBa Ha NMPOU3BOACTBOTO

- NpUTeXaren Ha paspeLleHneTo 3a yrnoTpeba

- U3IB/IEHNE Ha YYaCTHUKA, Ye npuema 24 MeceyeH CPOK Ha M3Nb/IHEHME Ha MOopPbYKaTa,
CYMTAHO OT JaTaTa Ha CK/IoUYBaHe Ha [oroBopa.

- U35B/IEHME HA YYaCTHWKa, 4Ye € 3aro3HaT W npuema YC/0BUETO, Y€ Bb3NOXUTENAT
MOXe [a npekpaT¥ NPeACcPOYHO CK/IOYEHUS [OroBOp C MUCMEHO YyBeLOM/eHMe - 6e3
npeauseecTme 1 6e3 fa Ab/MKK 6e3 HEeYCTOMKM U 06e3LLEeTEHNS, NPW YCOBMATA Ha Y. 7, an.
3 ot MMC Ne 146 ot 09.06.2015 r. 3a cb3gaBaHe Ha LleHTpaneH opraH 3a Bb3flaraHe Ha
00LLIECTBEHM MOPBYKY B CEKTOP ,,3[jpaBeonas3BaHe"™.

- U3MBNIEHME Ha Yy4yaCTHMKA, 4Ye Mnpuema Aa [OCTaBA MeAVMLMHCKUTE W3[enns u
XpaHuTenHuUTe fo6aBku, 06eKT Ha nMopbykaTa B CPOK [0 24 /aBajeceT v yeTupu/ yaca, cnep
nonyyasaHe Ha ncmeHa 3asBka oT Bb3J/TIOXKWTEJIA v fo 6 yaca npu cneLuHa 3asaBka — npu
CMEeLLHN NN HEOTNOXHNU CyYaun.

- W3MB/IEHME HA Y4aCTHMKA, Ye Mpuema KbM farata Ha MOAMMCBaHe Ha Mpuemo-
npefaBaTe/lHNA MPOTOKO/N 3a M3BbpLUeHa A0CTaBKa, CPOKBLT Ha MOLHOCT Ha /IeKapCTBeHUTE
NPOAYKTN N XpaHUTeNHW [06aBKU He MOXe fa Obfe He no-manbk oT 60 % OT ykasaHus
BbpXY OMakoBKara.

- U3AIB/IEHME HA YYaCTHMNKA, Ye npuemMa CfefHUA Ha4YMH Ha nallaHe - OT/I0XKeHO, B CPOK
[0 60 /wectaeceT/ oHW, Cnef U3BbpLUEHA LOCTaBKa, U3fafeHa (pakTypa v NognucaH npuemMo-
npesfasaTesieH NPOTOKON.

- U3ANIeHVe Ha Y4yaCTHWKa, 4Ye BCAKa [OCTaBKa Lie ce npuapy)kasa C AOKYMEHTH,
YL,0CTOBEPSABALLM 33 MPOU3XOL, 1 KAYeCTBO 3a BCEKM BUJ, MPOAYKT 1 paspeLLeHue 3a yrnoTpebda.
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- U3SB/IEHNE Ha YYaCTHMKa, Ye B C/lyyail Ha M3TUYaHe Ha CPOKa Ha paspeLleHneTo 3a
yrnoTpeba Ha NekapCTBEH MPOLYKT Mpe3 CpoKa Ha [0rosopa 3a [0CTaBKa, KOo/M4yecTearta Ha
[OCTaBAHNA OT Hero /eKapCcTBeHWUA MNPOAYKT Llie ca Ha/IMYyHM 33 CpPOKa Ha [orosopa -
CBLOTBETCTBME C /. 55, an. 6 ot 3/IMXM.

- M39B/IeHME Ha YYaCTHUNKA, Ye BCUYKM NIeKapCTBEHU MPOAYKTWN, KOUTO Ca NPea/ioXKeH B
HacTosLLaTa npoLeaypa ca perucTpupaHu 3a ynotpeba B Penybivka bbarapus n nputexxasar
paspeLLmnTeniHN 3a ynoTpeba, CbrnacHo M3ncKBaHMATa Ha 3/1MXM, KaTo y4aCTHUKBLT cneaga
[ia MpefcTaBn 1 3aBepeHO OT Hero KOomnue Ha paspeLleHneTo 3a ynotpeba Ha fiekapCTBeHWS
NPoAYKT, nsgageHo ot MAJ nnn no pega Ha PernameHT /EC/ Ne 726/2004 Ha EBponeickums
napnameHT n Ha CbBeTa - B MPeBO/, Ha Ob/IrapCcKn e3uK.

- N3ABMIEHNE Ha YYaCTHUKA, Ye BCUYKWN NIEKAPCTBEHN NMPOAYKTU, KOWUTO Ca NPeLIoXeHN B
HacTodllaTta npoueaypa, npuTeXasaT KpaTKM — XapakKTePUCTUKW, TMPEAoCTaBEHM B
eNeKTpoHHaTa cTpaHuua Ha NAJT,

- N34BNIEHNE Ha YYaCTHWUKA, Ye BCUYKWN NIEKAPCTBEHW NMPOAYKTU, KOWUTO ca NPeaioXeHn B
HacToslara npoueaypa npuTexasaTr CcepTUPUKATK, YAOCTOBEPABALLM KAayeCTBOTO Ha
npoayKTUTe, KOUTO ca B npefoctaseHn B AJT 1 MUHUCTePCTBO Ha 3[paBeonas3BaHeTo;

- U3ABNIEHME, Ye 3a BCUYKWN Bb3HMKHA/IM MPOMEHM MO BPEME UNN Cef pa3peLlaBaHeTo 3a
yrnoTpeba Ha npegsiaraHus fekapcTBeH NPOAYKT ce yBefomsaBa VIAJI, Kato ce npegocrass
CbOTBETHATA JOKYMeHTaLua 3a NPOAYKTUTE;

- W3MBNIEHME Ha Y4aCTHMKA, Ye IMMNCBaT OMPUUUAIHM CbOOLLEHUS WUAN OrpaHUYUTENHN
MEPKM 3a ynoTpeba Ha NeKapCTBEHWUTE MPOLYKTU, CBbP3aHW C HEXeNaHW J1IeKapCTBEeHW
peakuuu.

5.10.3. geknapaumsa 3a Cbracue C KnaysuTe Ha NPUIOXKEHUS MPOEKT Ha [LOroBsop -
obpasel, 6 KbM HacToAwata [LOKYMeHTauus 3a y4yacTve B npolegypara v nognucaH oT
y4yaCTHMKa Ha BCAKa CTpaHuLLa NPOEKT Ha A0roBopa.

5.10.4. peknapauusa 3a CpokKa Ha Ba/IMAHOCT Ha ofepTata no obpasey, 7 KbM
HacTosLLlaTa JOKYMEHTaLUus,;

5.10.5 [deknapauma 3a cnasBaHe 3ab/DKEHUATA, CBbpP3aHN C JaHbLM U OCUTYPOBKM,
onasBaHe Ha OKO/IHaTa cpefa, 3aKpu/a Ha 3aeTocTTa W yCcnoBuATa Ha Tpya no yn. 39, an. 1, T.
1, 6yksa ,,4“ oT INMM30IT — O6pasew, No 5A

5.10.6 YuyaCTHMKbLT cnegBa fAa MpefacTaBuM [OKYMEHT, U3fafleH Ha Heroso Wme,
y[0CTOBepsABaLL, NpasaTa My 3a NPeACTaBUTENCTBO Ha TepUTOPUATA Ha LisiaTa cTpaHa uan 3a
KOHKpeTHaTa npoLeaypa, 3a CpoKa Ha orosopa, U3faieH oT:

a) NPUTEXaTeNAT Ha pa3peLLleHNeTo 3a ynoTpeda Ha NIeKapCTBeHNS NMPOAYKT U

0) oT npeacTaBuUTeNsA NO Y. 26, an. 1 ot 3/INXM unm
B) OT NpeACTaBUTEN Ha NINLETO NO Y. 26 an.l uam Ha nNpuTexarens Ha paspeLleHneTo 3a
ynoTpeba, cbrnacHo JlonbAHUTENHWUTE pasnopeadu, naparpad 1, 7. 50 ot 3/1TMXM

5.10.6a. [eknapauus Ha y4aCTHMKa, Ye LLe OCUryprn Heobxoanummsa 6poin nanapuTenm 3a
NpoAyKTa, KOWTO npefara 3a Lenms CPOK Ha AeiCcTBMe Ha [orosopa — Mpw nojaeaHe Ha
oepTn 3a HoMeHKkNaTypu Ne 387 1 Ne 388 0T 060cobeHa no3mums No 1

5.10.7. TexHMYecKO NpeasiOKeHWe Ha y4yaCTHMKA 3a U3Mb/IHEHWe Ha nopbykara -
MpunoxxeHne Ne 2 KbM JOKYMeHTaUMATa 3a y4acTve B npoleaypara, Tpsbsa fa BKIH0UBaA U
MpunoxxeHne Ne 2A KbM Hero - Noc/negHOTO ce Nnojasa Ha XapTWeH U MarHUTEeH HOCUTEN
(CD), "3rotBeHO MO NPW/IOXEHUA B [OKYMeHTauusaTa obpasey, Ha [MpunoxeHne Ne 2A,
MOMb/IHEHO caMO 3a 060cobeHaTa Mo3uMUMSA, 3a KOATO e nofafeHa oepta WaM camo 3a
HOMeHK/aTypara, 3a KOATO Ce nojasa O(epTa, MOANUCAHN OT 3aKOHHUS MPeAcTaBUTeN Ha
y4yacTHUKa.

Bb3noXuntenart ykassa, Ye y4aCTHULW, KOUTO MPEACTaBAT TEXHUYECKO MPeAJsIOKEHME C
NPesIoKeHNs, Pas/IMYHN OT M3UCKBAHMATA Ha Bb3NIOXKWUTENSA LWe ObAaT OTCTpaHsBaHU OT
npoueaypara.

B TeXHMYECKOTO CM NpeLioKeHNe 3a HOMEHKNaTypuTe 0T 060cobeHa nosmums Ne 1-
npunoxexnne Ne 2A KbM [OKYMeHTaUWATa, 38 KOWTO Ce nojasar O(epTu, y4yaCTHULUTE
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cnefBa fa NOMb/HAT C/IEAHUTE KOJIOHW - TbProBCKO HaMMeHOBaHMe Ha ObirapcKu esuk,
(hupma NpPomn3BOAMTEN N AbPXKaBa Ha MPOU3BOACTBOTO, HA/IMUYME HA OTOPU3ALLUSA.

B TexXHW4YeckOoTO Cu MpeasiokeHue - npunoxeHve Ne 2A KbM [JOKYMeHTauuATa 3a
060co6eHn nosuumm Ne 2, 3 M 4 HOMeHKnaTypute OT THAX, 32 KOMTO Ce rogasaTr oepTu,
y4yaCTHUUUTE cnefBa fa MONbAHAT CNeAHUTE KOMOHW -  TbProBCKO HaMMEHOBaHME Ha
NPOoAyKTa Ha 6bArapcKu e3vikK, hupma NPON3BOAUTEN, HAJIMUME HA OTOpM3aLuS.

B cnydyait, 4e Yy4aCTHWKBLT oOdepupa MPOAYKTU C MoKasaTenn, pasivyHu OT
MOCOYEHUTE OT Bb3NOXUTENA, BKIHOUYUTENHO KOMNYECTBO aKTMBHO BELLECTBO, CHLUMAT Lle
Obfle OTCTpPaHeH OT NO-HaTaTbLUHO y4acTue B npoueaypara.

B cnyuyald, Ye y4yaCTHWMKBLT nMpeLeHW, 4Ye B MojajeHata OT Hero odepra mma
KOH(hnAeHUmaHa MH(hopMaLms, BbB Bpb3Ka C HA/IMUMETO Ha ThProBCKa TaiHa, KOSTO He UCKa
fa ce paskpuea OT Bb3noxutens, TOW cneda fAa MoCoYM TOBa OOGCTOATENICTBO B
TexXHNYeCcKOTO NpeaoXeHune.

5.10.7. Onuc Ha npefAcTaBeHNTe JOKYMEHTU

5.11. ,UEHOBO MPEANTOXXEHWME® (MpunoxeHne Ne 3 1 3A KbM [OKYMeHTauusTa
3a yyacTue B rnpoueaypaTa - npunoxeHve Ne 3 ce nogaBa Ha XapTWMEH HOcWUTen, a
npunoxeHne Ne 3A — Ha XapTWEH W MarHuUTeH HocuTen, ¢ 0Tbens3BaHe UM B [BeTe
MPUIOXEHUS Ha HaMMEHOBaHMETO N HOMepa Ha 060cobeHaTa No3uums, 3a KoSTo ce nojaear,
WK Korato odepta Ce nofaBa 3a OTAeNHa HOMEHKNatypa cnefiBa fga Ce nocoyu
HaMMEHOBaHMETO Ha HOMeHKfaTypaTa, HOMepa M MO TeXHWYeckara creyugukaums Ha
Bb3/IOXMTENA N HOMepa Ha 060cobeHaTa No3nLKMs, B KOATO € BK/KOYEHa Ta3n HOMEHK/aTypa w1
LApyrute gaHHW, BKIOYeHN B npunoxeHue Ne 3 n Ne 3A KbM HacToALLaTa JOKYMeHTaLms.

B LEHOBOTO CM nNpefnoXKeHWe YYaCTHUKLT cfnefBa Aa 3asdBW, 4Ye LeHUTe Ha
npegnaraHUTe 1eKapCTBEHW MPOAYKTM HaMb/HO CbLOTBETCTBAT HAa W3UCKBaHMATA Ha
AeCTBALL0TO 3aKOHOAATE/NCTBO 3a ThbProBUS Ha €4p0 C IEKaPCTBEHN MPOAYKTH.

MpeanaraHUTe OT YY4aCTHMUMUTE LIEHW Ha HOMEHKNaTypu OT 060cobeHa no3uvums Ne 1
He cnefBa fAa HaaBWLWasaT MpPefenHo [OoNyCTUMUTE LIeHW Ha NeKapCTBEHU MPOAYKTMH,
cbrnacHo 3/TMXM un Hapegb6ata 3a ycnoBusiTa, npaBunaTa U pefa 3a perynupaHe u
perucTpupaHe Ha LleHUTe Ha NeKapCTBEHUTE NPOAYKTU, MOCOYEHU B NO3UTUBHUA NEKAPCTBEH
cnuceuk Kato lMpunoxeHne Ne 2 - He cnefBa fa HaABWLLABAT YTBbpAEHaTa LieHa, NocoyeHa B
KonoHa ,,M” Ha NpunoxeHune Ne 2 Ha N03UTUBHNA NEKAPCTBEH CNUCHK, CbI/IACHO UUTUpaHaTa
Hapef6a 3a DDD Ha npefnaraHns nNpoayKT Mo MeXAyHapOAHO HenaTeHTHO HaMMEeHOBaHNe,
n3uncneHa Bb3 OCHOBA Ha MNpefsioXKeHaTa LieHa 3a 1eKapCTBEH MPOAYKT MO TbProBCKO
HaVIMeHOBaHME W C BK/OYEHW HafLEHKM Ha Tbprosey, Ha efpo, B CbLOTBECTBME C
M3NCKBaHWUATA Ha UMTMpaHaTa Hapeaba, KakTo 1 Aa He HaaBuLaBaT ped)epeHTHUTE CTOMHOCTU
3a OMaKoBKa, KaTo y4acTHUUMTe cnefsa Aa ce CbobpassT C LeHUTe, NocoYeHn B Mo3UTUBHUA
NeKapCTBeH CMUCHK, akTyasleH KbM fartaTa Ha nofaBaHe Ha odeptata um. LleHuTe, ¢ KOUTO
yyaCTHUUMTE cnefBa fa Ce CbobpasdT, CbracHO W3/0XKEHUTE [MO-Trope YKasaHus ca
npefenHUTe TakMBa, KOUTO B1b3NoXUTeNaT nva npeasus.

MpegnaraHnTe OT YYaCTHULMTE LieHW 328 HOMEHKaTypuTte 0T 060cobeHa nosmums Ne 2
TpsbBa Aa ca B CbOTBETCTBME C NPeAe/HNTE LIEHN Ha IEKAPCTBEHUTE NMPOAYKTU, CbIIaCHO uJl.
261a, an. 2 v an. 3 ot 3/IMXM no pernucTbpa Ha NpeaeHUTE LieHW Ha NIeKaPCTBEHU NPOAYKTH,
aKTya/sleH KbM fatarta Ha nojasaHe Ha oepTara. YUYaCTHUKBLT MOXe [a MPeanoXxu LeHn no-
HUCKM WA PaBHW Ha NpeaenH1Te LIEHW, CbrnacHo uutupaHata pasnopenba Ha 3/TMXM. Tosa
Ca W UeHU, KOUTO Bb3NoXKUTENAT CoYM KaTo NpeaesiHu 3a OTAENHNUTE HOMEHKNATYpPW.

B cnyuyald, Ye y4yaCTHMKBLT MnofjaBa oepTa 3a efHa WM HAKOMIKO HOMEHKIaTypu ot
060cobeHa nosmuma Ne 1 n Ne 2, TO Bb3NIOXKUTENAT yKa3Ba, ye opepTw, HaaBuLIaBallM C
npefenHUTe LeHW Ha NeKapCcTBeHUTe NPOAYKTU, cbrnacHo MpunoxxeHne Ne 2 Ha MJ1C u yn.
261a, an. 2 v an. 3 ot 3/TMXM we 6baaT OTCTpaHsABaHW OT npouedyparta Ha OCHOBaHMe uin.
107, 1. 2, 6yksa ,,a“ 30I.
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B cnyyait, Ye y4aCTHMKbBT y4yacTBa 3a Mb/iHA 060C06eHa NO3ULKSA, NPELIOKEHUTE OT
HEero LieHN He Morat fa HajBuLiaBaT npejenHaTa CTOMHOCT Ha KOSATO U [ja e HOMEHKaTypa,
CbrNacHo yKasaHuATa B T. 13 1 T. 14 n npefenHnTe eMHUYHN LEHN Ha BCAKA HOMEHKNaTypa
0T 060c06eHN no3uumm Ne 3 1 4., MOCOYEHU OT Bb3/IOXKUTENA B TEXHMYECKaTa CreLuipukarms
— [punoxeHue Ne 1

B cnydai, Ye yyacTHMKBLT nofafge oepTw, HafABULIABALLM MNpefenHa CTOMHOCT Ha
HOMeHKNaTypa, cbriacHo MNpunoxeHme Ne 2 kbM MS1C 1 un. 261a, an. 2 n an. 3 ot 3/ITMXM n
yKasaHuATa, AafeHu Mno-rope OT Bb3/IOKUTENs W npefenHara efMHUYHA LieHa Ha BCAKa OT
HOMEHKNaTypuTe 0T 060co6eHn no3uvumm Ne 3 1 4 e 6baaT OTCTpaHsBaHM OT npoleayparta
Ha ocHoBaHue un. 107, 1. 2, 6yksa ,,a“ 30IN.

YuacTHuUMTe cnefBa fAa ogepupar B LIEHOBOTO CU MPeLJ/IOKEHUe JIeKapCTBEHUTE
npoayktn 6e3 4A4C.

B LEHOBOTO CU Npef/ioKeHWe YYaCTHUKbLT Tpsbea fa Nocoyuu eavHUYHUTE LEeHW B
obnrapcku nesa 6e3 BkoveH A4C — 3a HOMeHKnaTypu OT 06ocobeHa nosuums Ne 1, 3 m 4
[0 TPeTU [AeceTMyeH 3HaK Cref fAeceTMyHaTa 3arerta, 3a HOMEeHKIaTypu 0T 060co6eHa
nosuums Ne 2 — 40 BTOPY AeCeTUYEH 3HaK Cnep AeceTnyHara 3aners

Y4acTHUKBT criefiBa fa nocoun KpaiHata LeHa B nesa (6e3 AAC) ¢ TOYHOCT A0 BTOPU
[leCeTUYEH 3HaK cfef AeceTuyHaTa 3arneTas.

B Tesn ueHW cneppa ga 6bAarT BKIOYEHW: CTOMHOCTTA Ha MeAULUHCKUTE U3Lenus,
BKCUYKM pa3xou No JOCTaBKaTa MM, KaKTO M BCUYKW Pa3Xoau U3BBLPLLEHN OT YYaCTHUKA BbB
BPb3Ka C U3MNb/IHEHUNETO.

YyacTHMUMTe We 6bAaT OueHABaHW MO NpefnoXeHaTa OT TAX 06Lla CTOWHOCT B
KOMoHa 12 0T LieHOBOTO UM NpeanoxXeHune - npuaoxeHve Ne 3A, opmmpaHa 0T CTOMHOCTUTE
B KonoHa Ne 7 1 KojioHa Ne 11.

IX. KPUTEPUNWN 3A BB3JTAIAHE

OG6LecTBeHaTa NopbyKa ce Bb3/lara Bb3 0OCHOBA HA MKOHOMMYECKUN Hali-M3rogHa ofepra
Nnpu KpUTEpUpK 3a Bb3naraHe ,,Han-H1UcKa ueHa” B nesa, 6e3 skn. A4C.

B cnyyait, ye Hali-HMCKaTa LieHa Ha 0TAeNHa HoMeHKnatypa 6e3 AC ce npegnara B fiBe
WK NoBeye OPepTy, HasHaueHarta OT Bb3oXXntens KoMmcus Le nposege ny6myHo Xpebum
3a onpefensHe Ha U3MbAHUTEN MeXAY KnacvpaHuTe Ha NbpBo MACTO odepTu. C npaBunara
Ha >Xpebusa yyacTHULMTE LLe Ce 3arM03HaAT HerMmoCPeCTBEHO MPeLn HErOBOTO NPOBEXaHE.

MokasaTenu 3a oueHKa Ha npegnaraHaTa teHa e K = 100T.

N3passaBa ce ype3 OTHOLLEHME MeXAY Hali-HUCKaTa LeHa Ha AafieHa HOMeHKNaTypa KbM
npegnoXeHara LeHa Ha BCeKM eiuMH OT Yy4yacTHMUMTE B npouedypara 3a CbliaTta
HOMEHK/aTypa, KOETO CbOTHOLLUEHWE Ce YMHOXaBa ¢ KoedumeHT 100.

(K) - LleHa Ha HOMeHKNaTypa, KbAeTo:

MwnHMManHa LeHa
MuHumanHa LeHa K= ---------mmmmmmeem oo x 100, kbgeTo:
lNpeanoxeHa LeHa

MpeanoxeHa UeHa ,,MUHUManHa LeHa” e nNpeanoXeHara Haim-H1CKa LeHa OT y4aCTHUK B
npoveaypara 3a HOMeHKNaTypa.

»I IPEANOXKeHa LleHa” e LeHaTa, MpeaiodkeHa OT CLOTBETHMA Y4YaCTHMK 3a cbliata
HOMeHKNaTypa.

Koe(hmumMeHTBT ce n3umncnsaBea 4o BTOpUA AeceTUYeH 3HaK Cnef AeceTMyHaTa 3aneTas.

Mpwn nogroToBkarta Ha oepTaTa y4aCTHUKbLT CfefiBa fa crassa U3nMckBaHuaTa Ha un. 40-
46 ot MM30TrT.

5.12. Korato y4yacTHUK nojaBa odiepTa 3a MoBe4ve OT efHa 060cobeHa nos3vums, B

3anevyaraHara HenpospayHa OMNaKOBKa 3a BCAKAa OT NO3ULUMUTE Ce NPEeACTaBAT MOOTAENHO
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KOMMIEKTYBaHW AOKYMEHTM 1o yn. 39, an. 3, T. 1 o1 MMMN30M1 — TEXHNYECKO MPEAIOKEHNE U
OTAe/HN HeNPO3paYHW NINMKOBE C Haanuc ,.lNpeanaraHy LEHOBKU NapamMeTpu”, ¢ NocoYBaHe Ha
No3NLMATA, 38 KOSTO Ce OTHAcsT.

5.13. Ha ocHoBaHue Yn. 30, an. 1 n an. 2 ot MM3O0I1, Korato y4acTHMK Nnojdaea oepTa
32 efHa WM noBeye OT €fHAa HOMEHKNaTypu OT 060co6eHa Mo3uums, B ONakoOBKaTa Ha
otepTaTa ce NpPeacTaBAT MOOTAENHO KOMMNAEKTYBAaHN JOKYMEHTM no yn. 39, an. 3, 1. 1 oT
MMN30I1 /TeXHMYEeCKO npeanoxkeHne/ W OTAENHM Henpo3payHu M/IMKOBE € Haanwuc
"MpeanaraHy LLIEHOBWM NapamMeTpun™ 3a BCsiKa elHA HOMEHKATYPa, 3a KOATO Ce nojasa odepra,
C_nocoyBaHe Ha HaMMEHOBAHWETO WM HOMEpa Ha HOMEHK/aTypara OT TeXHMYyeckarta
cneumMukauma Ha Bb3NOXKUTENS, KAaKTO M HOMepa W HaMMEeHOBAHMETO Ha 060cobeHarta
No3nLMS, B KOSITO Ce HaMMUPaT.

IX. CK/TKOUBAHE HA OIOBOP 3A Bb3J/1IAI' AHE HA OBLLECTBEHA
MOPBYKA

1. Ha ocHoBaHue un. 112, an. 6 ot 30I1, Bb3noXnUTenart Le CKIUM Aorosop 3a
obLecTBeHaTta nopbyka B €AHOMECEYEH CPOK OT B/M3aHE B CWA Ha PeLUeHWeTo 3a
ornpegensiHe Ha U3NbHWUTEN Ha 06LLeCcTBEHATa NOPbYKa.

2. Mpn noagnMcBaHeTo Ha A0roBopa, OnpeaeneHusT 3a U3NbAHUTEN, NPeACcTaBs:

2.1. LOKYMeHTUTE No un. 67, an. 6 30IT;

2.2. fjeKnapauus no un. 4, an. 7 v no un. 6, an. 5, 1. 3 oT 3aK0Ha 3a MepKUTe cpeLly
M3NMPaHETO Ha Mapu, CbrNacHO MPUIOXKEHUA KbM AO0KyMeHTauusTa obpasey, (MpunoxeHue
No 4).

2.3. NpeAcTaBn feknapauusa no Y. 6, an. 2 ot 3aKoHa 3a MepKuTe CpeLly N3nuMpaHeTo Ha
napw, CbrnacHoO NPUIOXKeHUs KbM JOKyMeHTauusaTa obpasel, / MpunoxxeHne Ne 5/;

2.4. npefcTaBn rapaHUMs 3a M3Mb/IHEHVE Ha A0rosopa B pasmep Ha 4 /yetupn/% ot
CTOMHOCTTa Ha gorosopa B n1B. 6e3 4/C.

[JoroBop 3a 06LLecTBEHa MOPbYKA HE Ce CK/I0YBA, KOrato ca Ha/mue o6cTosTencTeara
no yn.112, an.2 ot 30I1.

X. FTAPAHUUWA 3A UN3IMTbJIHEHWE

1. N36paHnaT n3nbaHMTEN Ha 00LLIeCTBEHATA NOPbYKa NPeaocTaBs rapaHums, KoaTo ga
o6e3rneyasa M3MNb/HEHWETO Ha Jorosopa. apaHumsaTa e B pa3Mep Ha 4% OT CTOMHOCTTa Ha
[0roBopa.

2. MapaHumaTa ce NnpefocTass B efHa OT CleAHUTe (DOPMU:

2.1. napnyHa cyma;

2.2. 6baHKOBa rapaHums;

2.3. 3aCTpaxoBKa, KoATO 06e3rneyaBa M3Mb/IHEHNETO Ype3 NMOKPUTUE HA OTTOBOPHOCTTA
Ha U3NbAHUTENdA. KOorato y4aCTHUKBLT NPeACTaBsa Kato rapaHumsa 3a U3nb/iHeHWe Ha Jorosopa
nocoyeHarta B HacTosiLLaTa TOYKa 3acTpaxoBka TA TpsbBa fa € CK/YeHa 3a BCeKU OTAeNeH
[IOrOBOpP C MOCOYBaHe, Ye € B Mo0f3a Ha Bb3NOXKUTENs, 3acTpaxosaresHaTa CymMa fa e B
pasmepa Ha MWUCKaHaTa OT BbL3/NIOXKUTENA rapaHUMA 3a W3Nb/HEHME Ha [0rosopa,
3acTpaxoBaTefiHata npemMus fa e nnaTeHa M3UAN0 MpWU CKAOYBaHe Ha 3acTpaxoBKara U
Ha/MeHOBaHMETO Ha nojuuata cnefsa fa e ,3acTpaxoBKa Ha OTroBOPHOCTTa Ha
N3NbAHUTENA.”

MapaHumATa no 1. 2.1 nnun 1. 2.2 MO>Ke Aa ce NpefocTaBn OT MMETO Ha U3NbL/IHUTeNd 3a
CMeTKa Ha TPeTo /inLe — rapaHT.

Y4aCcTHUKBT, ornpegeneH 3a U3NbAHWUTEN, M3bMpa cam (opmaTa Ha rapaHumsTa 3a
N3NbIHEHME.
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3. Korato n36paHusAT M3NbAHWUTEN € 00efMHeHMe, KOETO He e HpPUAMYECKO NnLe,
BCEKM OT CbAPY>KHULMTE B HEFO MOXe Aa e Hapeauten no 6aHkosarta rapaHums, CbOTBETHO
BHOCUTE/ Ha Cymarta Mno rapaHumaTa v TUTyNap Ha 3acTpaxoBKaTa.

4. YcnoeuATa MU CPOKOBETE 3a 3afbpXKaHe WM OCBOOOX[JaBaHE Ha rapaHuusTa 3a
U3MbHEHVE Ce YpeXKaaT B OroBopa 3a 06LLeCcTBeHa NopbYKa.

5. MapaHumaTa 3a U3MbIHEHME NMOJ, (popmaTa Ha mapuyHa cyma ce BHacd no 6aHKoBa
CMeTKa Ha MapaHumMATa 3a U3Nb/HEHWE MOJ (hopmaTa Ha napuyHa cyma ce BHacsi No 6aHKoBa
cmeTKa Ha ,,Y MBAJ Mpog. A-p CtosH Kpkosnu» AL - IBAN: BG13BPBI179351055330901,
6aHkoB kof BIN: BPBIBGSF npu KOpobaHk Bbvarapus Afl- 3a cymMun B 6brapcku nesa.

6. baHkoBaTa rapaHumsa 3a M3Nb/HeHWe Ce M3gasa B nosnsa Ha ,,Y MBAJ lMpod. O-p
CT1osiH KpkoBuu» ALl M CbAbpXa YCN0BUATA, MOCOYEHW B MpPUMEPHMS 0bpasel, KbM
HacTosLara JOKYMeHTaLMa 3a y4acTve B npoLeaypara.

XI. NOAN3Mb/IHUTEIN

1. YuacTHUUMTe nocoysaTr B OgepTara MOAU3MBLIAHUTENNTE U [ena OT MOopbykKara,
KOMTO LLe UM Bb3/10XKaT, ako Bb3HaMepsiBaT fa M3Mos3BaT Takvea. B 103 cnyyail Te Tpsbsa
[a NpeLCcTaBAT 40Ka3aTe/ICTBO 3a MNOeTUTe OT MNOAN3MbIHUTENNTE 384 b/IDKEHUS.

2. Mogn3nbiHNTENMTe TpsbBa 4a OTroBapsAT Ha MOCOYeHWUTe KpuTepuu 3a nopoéop,
Cbo6pa3HO BMAa W fAena OT MopbyKaTa, KOWTO LUe M3MbAHABAT, M 3a TAX [a He ca Haauue
OCHOBaHMA 3a OTCTpaHABaHe OT npouedypara. Bb3noxuTenar e wusucka 3amsaHa Ha
NOAU3MBIHUTEN, KOWTO He OTroBaps Ha Te3u YC/oBUS.

3. He3aBncrMo OT Bb3MOXHOCTTA 3a U3M0/13BaHe Ha NOAN3NbAHUTENN, OTTOBOPHOCTTA
3a M3MbJIHEHVE Ha LOroBOpa 3a 06LLECTBEHA NOPbYKA € Ha U3Mb/IHUTENA.

4. B CpoK A0 3 OHW OT CKIHOYBAHETO Ha [0roBop 3a MOAU3MNBL/IHEHME WAN Ha
[OMb/HATENIHO Cropa3yMeHVe 3a 3aMfHa Ha MOCOYeH B OdepTata MOAM3MBAHUTEN,
M3NBLAHUTENAT M3Mpalla Konme Ha [Orosopa WM Ha [OMBAHUTENIHOTO CropasymMeHue Ha
Bb3/IOKUTENA 3ae4HO C [OKas3aTe/iCTBa, Ye ca U3MbJHEHW ycnoBuATa Mo Yn. 66, an. 2 n 11
30r1.

5. Moam3nbAHUTENUTE HAMAT NPaBo fa NpeBb3farat efHa UK Noseye OT AeNHOCTUTE,
KOWUTO ca BK/IKOYEHW B NpeMeTa Ha 4orosopa 3a NoAu3nb/HeHe.

6. 3amsHa MW BKNKOYBaHE Ha MOAU3MBLAHUTEN MO BPEME Ha U3Mb/HEHME Ha [OroBop
3a 00LLeCTBEHA NOPBYUKa, Ce AoNycKa No U3K/IOUYEHUe, KOraTto Bb3HUKHe He06X0AMMOCT, aKo
ca U3Mb/IHEHN eJHOBPEMEHHO CefHNTE YCN0BUS:

6.1. 332 HOBMA NOAM3NBLAHWUTEN, He ca Ha/uLe OCHOBaHMATA 3a OTCTpaHABaHe B
npoueaypara,

6.2. HOBMAT MOAM3MBAHWUTEN, OTroBaps Ha KputepuuTe 3a Mogoop, Ha KOMTo €
OTroBapsa/ NPeaULLHUAT NOAU3NMBAHUTESN, BKOYMTENHO NO OTHOLUEeHWE Ha Aena U BuAa Ha
[EeAHOCTUTE, KOUTO LUe W3Mb/HABA, KOPUTMpaHUM CbOOPa3HO W3Mb/HEHWTE 40 MOMEHTa
AeiHoCTN.

Mpn 3amaHa WM BKIKOYBAHe Ha MOAU3NBLAHUTEN, U3MLAHUTENAT MNpPeLCTaBA Ha
Bb3/I0XKUTENA BCUYKM LOKYMEHTU, KOUTO [OKa3BaT M3Mb/IHEHNETO Ha ycnosmATa rno 1. 6.1. u
6.2.

XII. APYTWN YKASAHUNA

1. YKasaHuATa B HacTosALaTa JOKYMeHTauus ca U3rotseHu ¢ uen ga Bu, nomorHar ga
Ce 3amno3HaeTe C yC/oBMATa M [ja NOArOTBMTe CBOMTE O(epTU 3a yyacTue B Tasu Mnpouesypa,
CbrnacHo n3nckeBaHMATa Ha Bv3anoxutensa, 300 n MNMN30r1.

2. BbB Bpb3Ka C NpoBeXJaHeTo Ha npoleaypaTta 1 MOAroToBKaTa Ha oeptute OT
y4YaCTHMUUTE 3a BbMNPOCK, KOUTO HE cCa pasrnefjaHn B HacTodwaTta AOKyMeHTauus, ce

17



npunarat 300 n MMN30I1, pelweHMeTo 3a OTKpMBaHE Ha npoueaypata 1 06SBMEHMETO 3a
rnopbuyKa.

3. OT patata Ha ny6nvMKyBaHe Ha 00sBNneHWeTo B ,,OdumumaneH BeCTHUK® Ha
EBponeiickns Cbto3, Le 6bAe NpPeaocTaBeH HeorpaHWyeH, MbfeH, 6e3nnaTeH v NpsiK 4OCTbM
Mo eNeKTPOHEH MbT 0 AOKYMEHTaumaTa 3a yyacTvue B NpoLeaypata, Kato B 06SB/EHNETO e
nocoyeHa Bpb3Ka KbM €MeKTpOHHATa Mpenncka Ha mnopbykata Ha ouumasHaTa MHTEpHeT
cTpaHuuya Ha ,,YMBAJ TMpodg. O-p CtoaH Kpkosuu» AL, B lNpodmna Ha Kynyeaya Ha
Bu3noxurens, ¢ agpec: http:/ /www.mbal-kirkovich.org/

4. Nlvyata morat fa NnomckaT NUCMEHO OT Bb3/IOXKUTENS PasCHEHNA MO PeLLEHMETO,
005BNEHMETO M [OKYMeHTaumsaTa 3a obLiecTBeHaTa nopwvyka 4o 10 gHW npean usTnyaHe Ha
CpoKa 3a nonyyaBaHe Ha  OgepTuTe. Bb3NOXUTENAT MNpefocTaBs passiCHeEHUATa 4pes
ny6nnKyeaHe Ha npodgnia Ha Kynysaya B 4-[HEBEH CPOK OT MO/y4yaBaHe Ha UCKAHETO, HO He
Mo-KbCHO OT 6 AHW Mpeaun CpoKa 3a NonyyaBaHe Ha odepTu.

5. yUIaCTHI/ILlI/ITe me 6’B,Z[aT YBEOAOMEHU 3a [AgaTtaTta, MACTOTO M dYaca Ha
OIIOBECTABAaHE€ Ha IEHOBHUTE IIPECAAOZKECHHA, YPESI Hy6AI/IKYBaHC Ha C'I:O6H_ICHI/IC Ha
WHTEpPHET agpeca Ha 6oaHUIIATA, a MMEHHO: http:/ /mbal-
kirkovich.org/index.php?option=com_content&view=category&layout=blog&i
d=43&Itemid=94, He No-KbCHO OT fBa PabOTHM [AHW NpPeAn JaTaTa Ha OTBapsiHE Ha LIEHOBUTE
oepTn.
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