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Lokymenmanuama za yuacmue e uzcomaeena 6 Chomaeemcmenec Hopmitme Ha 3akona 3a obujecmaenume NOPBYKHU U

€ ooobpena ¢
Pewenne Ne | - 18.09.2019r,



CBABPXAHHMHE

Ha JIOKyMEHTALMATA 3@ yYaCTHE B OTKPUTA MpOoLeypa 3a Bbh3jaraHe Ha oOLIeCTBEHA NOpPHUKA
¢ npeaveT "/locTaBka Ha JIeKapCTBEHH NMPOAYKTH 32 001060 THHYHO MPHII0KEHHE

[. Pemenwue 3a oTkpuBaHe Ha niporiesypara - Pemmenne Ne 1 — 18.09.2019r.,

I1. ObsBrenne 3a obmecTBeHaTa NoOpbHUKa

[II. Ilpeamet Ha nopsykara. Onucanue Ha o0eKTa Ha NopbhUKaTa. M3HCKBAHUS KBM H3MTBIHEHHETO
Ha rnopbykara. Be3MOKHOCTH 3a H3MEHEHHE Ha JA0roBopa.

[V. M3ucKkBanus KbM YHACTHHIIMTE 10 OTHOLIEHHE HA JIMYHOTO UM CHCTOSHHE H ChOTBETCTBHETO UM,
KpuTepHHTe 3a noadop. OcHoBaHKS 3a OTCTPAaHSBAHE.

V. Kputepuii 3a ph3narane.

VI. ¥Ykaszanuus 3a noaroroska Ha odeprara.

VII. Pasraexnane na odeprure.

VIIIL. Torosop 3a of1iecTBeHa NOpHYKa

[X. ITpunoxenus:

|. Obpasen Ha eEEJIOI non popmata Ha renepupann daiinose espd-request

2. Ilpunoxenne Ne 1 - [pennoxkeHne 3a H3ITbIHEHHE HA MOPHUKATA

3. Ipunoxkenne Ne 2 - Jleknapaius 3a chrilacie ¢ KJlay3uTe Ha MPHITOKEHHs MPOEKT Ha I0TOBOP
4.llpunoxenne No 3 - Jleknapanus 3a cpoka Ha BATMAHOCTTa Ha odepTaTa

5. Hpunoxenue Ne 4 - [lenoBo npeuioxkenue.

X. IlpoekT Ha norosop

XIL. Cnecuduxanun, TexHuuecku crecuprKayu



Paznen 111

IPEAMET HA IMOPBYKATA. OTIMCAHUE HA OBEKTA HA IMMOPBUYKATA.

M3UCKBAHUS KbM UBITBJIHEHUETO HA ITIOPBYKATA. BB3MOKHOCTH 3A
M3MEHEHHE HA 10OT'OBOPA

1. NPEAMET HA NOPBYKATA. OIIMCAHUE HA OBEKTA HA ITOPBUYKATA.

[IpeamersT Ha oOwecTBeHata mnopbukata ¢ "JloeTaBKa Ha JIeKapCTBEHH NPOJAYKTH 34
00mob0AHHYHO npuaoxenne 3a \MBAJl - UXTUMAH" - EOO/l. Pasznenena e Ha 3 06ocobenn
nosultnd. OOXBaThT M OCHOBHHMTE NapaMeTPH Ha 000COOEHNTE MO3HIIMH ¢a MOAPoOHo Orucanu B Paznen XI.
Texnuyecka crienndukanys 3a H3MbIHEHHE HA OOLIECTBEHATA MOPHYKA OT HACTOALIATA JOKYMEHTalHs 3a
yuacthe. Beska 000cobena nosuims chabpika pasinueH Opoil HOMEHKIATYPHH eIHHHIIN, KAKTO CJIe/1Ba:

Ob6ocodena nosuuns Ne 1 - “Jlekapersenn npoayktu ot lpuaoxenne Ne 2 na [Mosutnsen JIEKAPCTBEH
CIHCBLK—212 HOMEHKIATYPHH €IMHHIIH:
O6ocobena mosuuns Ne 2 — “JlekapcerBenu npoaykTn u3sbH [pmiokenne Ne 2 na IMo3uTHBeH
JIEKAPCTBEH CMHCBK - 140 HOMEHKIATYPHH e HHHIIH;

[Tozuumst Ne62 u Nel07 nonanenu Ha Opoii onakoBka.

Obocobena mozuuus Ne 3 - */Ipyru jiekapcTBens NPoayKTH”— 23 HOMEHKIATYPHH eHHHIIN.

[IporrosHara ctoiiHocT Ha nopwykarta e 180102,89 as.c JUIC. IMporHosuure CTOMHOCTH Ha

o0ocoOeHuTe no3uuMu ca nocoyeHu B Pasaen I1.1.6) ot OGspIeHKe 3a MOpbYKa, KaueHH B npoduna Ha
KynyBaua Ha ajapecip,..

/www.mbalihtiman.com/ [TocoyeHHTe CTOHHOCTH ¢ca MAKCHMATHHS (puHancoOB pecypc.
onpezesieH 0T Bb3noxuTeNs 32 U3NBIHEHHE HA MOPBYKATA 3a OTAEIHHTE 000COGEHH MO3MIIMH. Od¢epru,
HABHIIABAIIH TOCOYEHHTE CTOHHOCTH, 1Ie OBJaT OTCTpaHsBaHHU OT yyacTHe B IpoLeaypara!

Beekn yyacTHMK MMa mpaBo 1a npejcTaBu odepra 3a e1Ha, 3a JBe HIH U 3a TpuTe 000CcODEHH
MO3HIMH. BB3NOKUTENAT NpeIBHIKIa BH3MOKHOCT 3a NpeacTaBsiHe Ha oepTH 3a yacT oT HOMEHKIATypHHUTE
CAHHHLH OT BCsika 00ocobeHa 1o3HIHS.

2. UBUCKBAHHSA KBM U3ITbJIHEHUETO HA ITOPBUYKATA

Cpox®sT Ha J0roBopa 3a M3MbJIHEHHE HA MOPBYKATA € OCeMHAeceT Mecelld, CYHTAHO OT JATATA HA
MOAMUCBAHETO MY. ['apaHimaTa 3a U3NbAHEHHE HA A0TOBOpa € B pazmep Ha 2 % OT CTOHHOCTTA Ha JIOToBOpa
oe3 JIJIC.

Mscro Ha u3nbiaHeHne — rp Mxtuman, yiu.”Hlunka”Ne 30, .MBAJI - UXTUMAH* - EOOJ1 — _Bonununa
anrexa’.

JlocTaBkuTe 11€ ce W3BBPLIBAT MEPHOANYHO, M0 MUCMEHH H YCTHH 3asiBKM Ha Bb3noxkurens., xarto
KOJIMYECTBATA 3aBHCSAT OT TCKYLIHTE MOTPEOHOCTH, B CPOK 10 24 (ABaseceT U YeTHpH) Yaca.

[[namaneTo ce u3BbpIIBA MO GAHKOB NBT, OTIOKEHO 10 60 JAHH cien Mmojgy4yaBaHe Ha (akTypa.

YcnoBreto e cho0paseHo ¢ pasnopendara Ha 4.3, an.5 Ha 3akoHa 3a JleueGHUTE 3aBeIeH s U UIl. 303a, an.
2 na T'sprosekus 3akod. Cpeacteara iie ce ocurypsisar ot H30K.

M3ncKBaHUs KbM JTeKapCTBEHHTE MPOAYKTH:

0 Odepupanute NexkapcTBEHH NMPOAYKTH Cle/Ba Jid MPUTEKABAT BATHIIHO paspeuieHHe 3a ynorpeda B
CTpaHara, H31aaeHo no peaa Ha 3JIIIXM wnu Ha Pernament (EO) Ne726/2004r;
U Odepupannte nekapcTBEHH MPOAYKTH OT 000cobeHa mosuims No lcnenpa na GBIAT BKIIOUEHH B

Hpunoxenne Ne 2 na TTO3UTHBHHUS JI€KAPCTBEH CITHCHK. aKTyaJIeH KbM KpaHHHsS CpPOK 3a MOJaBaHe HA
oepTuTe:



O Odepupannre nekapcTBEHM NMPOJYKTH 0T 060coGeHa mosuims No 2 ciaelBa jga ObjaT BKIIOYEHH B
»PETHCTBD Ha Tpeje/HH [EHH Ha JIEKAPCTBEHUTE MPOAYKTH, OTIYCKAHHW MO JIEKApPCKO TpeanucaHue” u
PETHCTBD HAa MaKCHMAIHO JONYCTHMHTE IEHH Ha JICKapCTBEHH NpenapaTH . OTMyckaHu 0e3 JeKkapcko
MpEANHCaHHe, akTyaleHH KbM KpalHUs CPOK 3a rnojasaHe Ha odepTuTe.

0 Benuku odepupann nenn cienra 1a 6uaar (GopMHpaHH B CHOTBETCTBHE ¢ H3HCKBAHUATA HA Hapenbara 3a
YCJOBHATA, TIpaBujaTa W peia 3a peryjipaHe U perucTpUpaHe Ha LEHHTE Ha JIEKapCTBEHHTE MPOAYKTH OT
30.04.2013r.

0 OdepupanuTe UeHH 3a JIeKapCTBEHHTE MPOAYKTH OT 060cobena mo3umus Ne 1 me C/IEZBA Jla HAJBUINABAT
MaKCHMa/lHaTa CTOMHOCT, B pasMep Ha 124332.89nB. ¢ JIJIC, chrnacuo IMpuinokenne Ne 2 Ha [03UTHBHHUS
JICKApPCTBCH CIHCEK, aKTyaleH KbM MOMEHTA Ha o/1aBaHe Ha o(epTHTe;

O OdepupanuTe 1IeHH Ha JTeKAPCTBEHHTE MPOAYKTH OT 060co0eHa mo3uims Ne 2 He Cre/Ba J1a Ha/IBHINABAT
MakCHMajHaTa CTOHHOCT, B pasmep Ha 51180.00 n8. ¢ JUIC cwbriacuo .Peructsp Ha MpEeJIE/IHA LIEHH Ha
/ICKApCTBCHATE TIPOIYKTH. OTMYCKAaHM [0 JIGKAPCKO MpeANucaHue”, aKTyaleH KbM KpalHHS CpOK 3a
nonaeaHe Ha oepTuTe/s npunoxicumume cayyaw/ W HE CjIelBa J1a HAIBHMINABAT MAaKCHMAaIHATA CTOMHOCT,
focoueHa B ,.PerucTsp Ha MakCHMATHMTE MPOJAKHH LIEHH HA JIEKAPCTBEHHTE MPOJYKTH, OTIYCKaHH Oe3
JICKapCKo MpenicaHie . aKTyaleH KbM KpaifHis CpoK 3a NojaBaHe Ha odepTuTe/s npurosxcumume cayyau/.

OcCTaTbUHUAT CPOK HA TOAHOCT HA JOCTABAHHTE JIEKapCTBEHHU MPOIYKTH Clie/IBA J1a HEe € MO-MaJbK OT 6
/tiecT/ Mecena ot 00sIBeHHS OT NPOM3BOAMTENA CPOK KBM JATATa HA BCSKA €1HA OT JOCTABKHUTE.

3. BBAMOKHOCTH 3A U3MEHEHHUE HA JIOTOBOPA

CerimacHo un. 116, an.l, 1. 1 ot 3011 ce MPEABHKIAT CI€HHUTE BB3MOKHOCTH 3a M3MEHEHHE Ha
J0roBopa:

I. Tlpn nunca wa HOB jmoroBop, ckimoven mo pema Ha 3001, u B ClIy4ad, 4e ciejl M3THYaHE CPOKa Ha
AI0r0BOpa HE € H34CplaHa CTOHHOCTTAa MY, TO CBUIMAT [a MOXE Ja OBbJe YIBIKEH 110 H3pa3xoBaHe Ha
[Ipe/IBU/ICHATA B HETO CyMa, HO He noBeue oT 6 (mecT) Mecela.

2. Be3noxkurensr moxe Ja 3adBH I0CTaBKaTa Ha MO-rojIeMH KOHYecTBa JICKAPCTBEHH MPOOAYKTH OT €JHa

HJIM TIOBEYE HOMCHKIATYPHH €IMHHUH WM apTHKYJIH., HO €amMo B paMKHTe Ha oOlara cToHHOCT Ha
J0roBopa;

3. o u3kmoueHHe AOroBOpeHHTE LEHH IO ZIOr0OBOpa MOKE J1a C€ H3MEHAT BbB BPb3Ka C IIPOMEHH B
Hapenbara 3a ycnosusta. npasunara u pena 3a PErY/IHpaHe H PETHCTPHPAHE HA LIEHUTE HA JIEKAPCTBEHUTE
npoykTn ot 30.04.2013r., npaBerin HeBb3MOKHO H3NIBIHEHHETO HA AOrOBOpA IpH JIOTOBOPEHHUTE YCITIOBUS;

4. B cnyuaii, 4ye B cpoka Ha A0TOBOPa AbPKABHO PEry/iMpaHaTa eHa Ha HAKOH JIeKapcTBEHH MPOAYKTH WIIH
PELENTYPH CTaHE MO-HUCKA OT J0roBopeHaTa, M3mbIHUTENAT € IUTh kel CBOCBPEMEHHO Jla MPOMEHHM 1IeHaTa,
Ha KOATO 10CTaBA CHOTBETHHUTE JIEKAPCTBEHHUTE NMPOAYKTH MM PEUENTYPH B ChOTBETCTBHE C OmpeJeieHara
ueHa B Ilpunoxenue Ne 2 na [To3MTHBHMS NeKapcTBeH CIHMCHK. HIH B,.PETHCTBD Ha mpeienHyu LeHu Ha
ICKapCTBEHUTE NPOAYKTH, OTMYCKaHH MO JIEKAPCKO NpeanucaHie”, wid B .PerucTsp Ha Makcumanuure
NPOAAKHY [CHH Ha ICKAPCTBEHUTE MPOAYKTH, OTIYCKaHH Ge3 JeKapcKo [peanucanue”, CYUTAHO OT Jararta
Ha MpoMsAHa. B ciyyaii, ye He yBeaoMH BB3l0XHTeNs NMHCMEHO B S5—IHeReH CPOK 3a IMpoMsiHaTa H He

MPOMEHH LieHaTa, Be3noxkurenst we 3aniama nexapcreenuTe MPOAYKTH 1O MPOMEHEHAaTa LIEHA, CYHTAHO OT
JlataTta Ha ChOTBETHATA AKTyaH3allug;

5. B cnyyaii, ye B cpoka Ha J0roBOpa HAKOH JACKAPCTBEHH MPOAYKTH WJIH pelenTtypd ObJaT M3BaJeHH OT
[lpunoxenue Ne 2 na [losuTuBHHS JICKapCTBEH CHHCBK, WIH OT .PerucTtbp Ha npenenHu 1eHH Ha
JICKapCTBCHUTE MPOAYKTH, OTIYCKAHH MO JEKApCKO MpeanucaHue’”, WiH OT PerucTsp Ha MakcumanuuTe
MTPOAAKHH [ICHH Ha JIeKapCTBEHUTE NPOAYKTH, OTIycKaHK 6e3 ekapeko mpeanucanue” /Topaju crupane Ha
IPOM3SBOACTBO, BHOC WM J1pyra NpHYMHA/, BB3nokurensT Mmoike na 3asssiBa 10CTABKATA HA JIPYTrH
JICKAPCTBCHH MPOAYKTH CBC ChUIMA AHaTOMO-TepaneBTHYeH koa /ATC kon/, wnm JIPYTH €KBHBAJICHTHH
PELCNTYPH, TI0 LeHHU, ONpeIeeHH no peaa Ha Hapenbara 3a yenosusra, MpaBH/IaTa U pe/ia 3a peryaupase u
PETHCTPUPAHE HA IEHUTE Ha JieKapcTBEHUTE NpoaykTH oT 30.04.2013r.



U3BbH mnocoyeHute ciydad, JloroBopbT Moke aa Oble HM3MEHSH C MHCMEHO JOMBIHHTEIHO
Cllopa3yMeHMe MpH ycaoBHATa Ha wl. 116 oT 3akoHa 3a o011ecTBeHHTE MOPHYKH.

Pazmen IV

M3UCKBAHUA KbM YHACTHHUIIUTE MO OTHOWEHWE HA JIMYHOTO UM CBCTOSIHUE
U CbOTBETCTBHETO UM C KPUTEPHUHUTE 3A INIO/IBOP. OCHOBAHHS 3A
OTCTPAHSIBAHE

YuyacTHHLINTE, JEKJapHpaT JIMIcaTa Ha OCHOBAHMATA 3a OTCTPAHABAHE M CHOTBETCTBHETO CH C
KpuTepuute 3a noadop 4ypes mnpeacraBsHe Ha EnuHeH eBponeiicku JOKYMEHT 3a 00ILECTBEHH [OPBYKH
leEEJIOIT].

*Koeamo wsuckeanusama no un.54, an.l, m. 1, 2 u 7 om 3011 ce omuacam 3a nogeve om eono aue, 6CUYKU
auya noonuceam eoun u coviy eEEJOIT

*eEE/IOII cneasa 1a ce NoANMILE ¢ eJJeKTPOHEH NOANHC 0T ¢ChOTBeTHHTE JHnal!!

*[lo0 ,, gcuurxu auya’” oa ce pazodupda ., CUMKU 3A0BANCEHU AUUA MO CMUCHAA HA Y. 3, an. 2 uvynds, an 3
om 301!

*Koeamo e wnawye wHeobxooumocm om  3auuma Ha AudHUME OQHHU  UAU npu - paziudue 8
obcmosmencmeama, cebp3aHU € AUNHOMO CHCMOSHUE, UHPOPMAYUAMA OMHOCHO UUCKEAHUAMA RO Wi.54.

—
i
#

arl, m 1, 2 u7 ce nonvisa 6 omoenen e EE/IOIT 3a acaxo auue wiu 3a HAKOU Om auyama.

1. I3McKBaHUA KbM YYACTHHIIHTE 110 OTHOIIEHHE HA JJHYHOTO HM ChCTOSTHHE.
Ilpniiarane Ha OCHOBAHHUATA 32 OTCTPAHABAHE.

B obsiBeHaTa oTKpHTa Npoleypa 3a Bb3/laraHe Ha 00LIeCTBEHA MOPhYKA MOKE 1a YHACTBA BCAKO OBJarapcko

HJTH YYIKACCTPAHHO (DU3MYECKO MM HOPHIAMYECKO JIULE, KAKTO W TeXHH OOeIMHEeHHS. KOeTO OTroBaps Ha
YCJIOBHATA M H3UCKBAHHUATA, MTPEABH/ICHH B:

- Teproeckus 3akou (13);
- 3aKkoHa 3a 3:1paseTo (33);
- 3aKoHa 3a ob1ecTBeHuTe nopwvuku (3011);

-3aKOHa 32 MPOTHBOAEHCTBHE HA KOPYIIUMSATA U 3@ OTHEMAHE HA HE3aKOHHO MPHIOGHTOTO UMYIIECTBO
(3IIKOHITH):

- 3aKOH 3a MEPKUTE CpelLy U3nupaHeTo Ha napy (3IMUII);

-3aKOHa 32 HKOHOMHMYECKHTE H (DMHAHCOBHMTE OTHOILIEHHS C JApPYKEeCTBATA, pErHCTPHpPAaHH B
IOPHCAMKIMH ¢ npedepeHLHae JaHbUYeH PEeKHM, CBbP3aHMTE C TAX JIMLA M TeXHHTE NeHCTBHTEIHH
coberennun  (BUPOJIPIOINIPCIITAC) u ApyrH HOpMaTHBHH aKTOBE,CBBpP3aHM C I[IpeaMeTa Ha

oO1ecTeeHara MOPBHYKA.KAKTO H Ha H3HCKBaHHATa Ha BT:EHD}KHTEHH, MOCOYEHH B HACTOALIATA
JOKYMCHTAILIHATA 3a y4YacTHe.

BB37105KHTENAT HE OCTABA YCIOBHE 3a Ch3JaBaHE HA FOPMAMUECKO JIHIIE, KOTaTo YYaCTHHKDT, OIpe/ieseH
3a M3IBJIHHTEN. € 00eIMHEeHHe Ha GU3HYECKH M/HIIM IOPHAMYECKH JTHLA.

A/HM3ucKBaHHA KbM VuacTHHUHTE 10 w154, an.1 or 3011 oTHOCHO JHYHOTO ChCTOSAHHE - OCHOBAHHSA
34 3a0bJAKHTEIHO OTCTPAHSBAHE,

HopmartnBHOyCTaHOBeHHTe M3HMcKBaHHsA Ha wi1.54, an.l ot 30I1 OTHOCHO THYHOTO CHCTOSHHE HA
YYacTHHIHTE ca a0COMOTHO 3aJbKHTEIHH, U BB3N0KHTENAT OTCTpaHsBA OT yuyacTue B poleaypara
VUACTHHK, KOraTo:

|.e ochbieH ¢ BIsI3Ia B CHITA NIPUCH/IA, OCBEH aKo € pealHIMTHPaH, 3a MpecThiienne mo wi.108a, .
159a-159r, wn.172, wn.192a, yn.194-217, wn1.219-252, yn.253-260. 41.301-307. ui. 321, 321a u un. 352-
353e ot Hakazarennus Kojaexc:

2. € OCB/ICH C BJIfI3]1a B CHJIa TPHCH/A, OCBEH aKo € peabuIMTHpaH, 3a MPECTBIVICHHE, aHANIOTHYHO HA
Te3H MO T.1. B pyra abpikaBa YieHKA WK TPETa CTPaHa;

3. M2 32/Ib/DKEHHSI 33 JaHbIM H 3a/1b/KHTEIHH OCHTYPHTEIHM BHOCKH 10 CMHCHJIA Ha 41,162, an.2.
7.1 or JIOIIK 1 1uxBUTE MO TAX, KBM IbpiKaBaTa MM KbM OOLIMHATA 10 CEAATHILETO HA BBAIOKUTENS 1 Ha




Kanaujaara Wi y9aCcTHHKA, MM aHAJOrHYHHM 3adb/DKEHHs, YCTAHOBEHH C aKT Ha KOMIIETEHTEH OpraH,
ChIIACHO 3aKOHOMATENICTBOTO HA JbpiKaBaTa, B KOATO KaHAUAATHT MJIH YYACTHHKBT € YCTAHOBEH. OCBEH aKo
€ JI0NYCHATO pa3CcpoyBaHe, OTCPOUBAHE MIIM OoDe3levyeHHe Ha 3a1bKEHHATa HIIH 3aJbIKEeHHETO e M0 aKT.
KOHTO HE € BJIA3ELJ B CHJIA;

4. € HaJH1E HEPABHOIOCTABEHOCT B caydauTe no wi.44, an. 5 ot 30I1:

5. € YCTAHOBEHO, Y€: a) € MPEJICTaBUJI JOKYMEHT C HEBAPHO ChABPKAHHE, CBBP3aH ¢ YI0CTOBEpsABaHE
incara Ha OCHOBAHHA 3a OTCTPAHSABAHE MIIH U3IIBIHEHHETO HA KPHTEPUHUTE 3a noabop;0) He e npeaocTaBuI
W3MCKBallla ce HHMOPMAlMA. CBbP3aHa C yI0CTOBEpPsSBAHE JIMICATA HA OCHOBAHHS 3a OTCTPAHSBAHE HJIH
H3MBIHEHHETO HA KPUTEPHHTE 3a roadop:

0. € YCTAHOBEHO C BJIA3JI0 B CHJIA HAKA3ATEIHO MOCTAHOBIEHHE WK ChAeOHO pelIeHHe, HapyleHue
Ha 4. 61, an. 1. un. 62, an. 1 wim 3, un. 63, an. 1 win 2, wn. 118, un, 128, wn. 228, an. 3, wi. 245 1 i, 301 —
305 ot Koxekca Ha Tpyaa uimm ui. 13, an. 1 ot 3STMTM uiin aHalorHyHy 3aabDKeHHS, YCTAHOBEHH C aKT
Ha KOMNETCHTCH OpraH, ChIJIACHO 3aKOHOIATE/ICTBOTO Ha bpKAaBaTa, B KOATO KAHIHIATHT HIIH YYACTHHKBT
€ YCTAHOBEH.

7. e HanHIe KOH(JIMKT HAa HHTEPECH, KOHTO He MOKe Ja Ob/ie OTCTpaHeH.

b/Koraro y4acTHHKBLT € o0elHHEeHHEe 0T (hu3HYecKH W/HIH IOPHIHYECKH JHIA, U3HCKBAHHATA 1O YJI.

54, an.1, 1.1-7 ot 3011 ce npunarar 3a Bceku 4ieH Ha 00 THHEHHETO:

B/Korato y4acTHHKBLT € [MOCOYHJ, Ye 1le H3I0/13BA NOJAH3NbJAHHTEIH, U3HCKBAHUATA 1O W54, an. 1.

T.1-7 o1 3011 ce npunarar 3a BCEKH OT THX:

| /M3ucKBaHHSA KM VYACTHHIIMTE N0 wi.55, aa.1, 1. 1 1 1.4 ot 30OI1:

Bb3710KHTENAT 1€ OTCTPaHU OT y4acTHe B NPOLEAYPaTa YYaCTHHK, 32 KOTOTO € HaIHIIE HAKOE OT ClIeIHHTe
obcTodTeNncTRa:

-005IBE€H € B HECHCTOATEJIHOCT WM € B MPOHM3BOACTBO [0 HECHCTOSTENIHOCT. HWIH € B npoueaypa mno
JIHKBHIALAS, HIH € CKITIOYHIT M3BBHCHACOHO criopasyMeHHe ¢ KpeJIHTOPHTE CH MO CMUCHIA Ha 4. 740 ot
T'bproBekust 3aKOH, MITH € NPeyCTaHOBHMJ ACHHOCTTA CH, a B C/Iydail Ye KaHIMAATLT WIIH YYaCTHHKBT €
HYHACCTPAHHO JIHLE — C€ HAMMPA B M0I00HO MONOKEHHE, MPOU3THYALIO OT CXOAHA MPOLEAYPa, ChIJIACHO
3aKOHOAATe/ICTBOTO Ha JAbP/KABATA, B KOATO € YCTAHOBEH;

-7I0Ka3aHO €, 4Y€ € BHHOBEH 3a HEHM3MbJIHEHHE Ha J0roBop 3a oOLIeCTBEHA [MOPBYKA, JOBEIO JI0
MPEACPOYHOTO MYy TIpeKpaTsBaHe, H3IIallaHe Ha o0e3leTeHHsT HMIH JPYIH NOJ00OHHM CaHKIHH, C

M3KIIOYEHHE Ha CiIyvyauTe, KOraTo HEH3ITBbJIHEHHMETO 3acsra mo-Maiko oT 50 Ha ¢TO OT CTOHHOCTTa HIIH
o0ema Ha aoroBopa;

J/KoraTo y4acTHHKBT € obeiHeHne 0T GH3HYeCKH H/W/IH I0OPHAHYECKH JHIA. H3HCKBAHUATA 110 WI.55.
an.l, 1.1 u 1.4 ot 3011 ce npunarar 3a BcekH uieH Ha 06eMHEHHETO:

E/Korato y4acTHHKBLT € MOCOYMH/I, Ye Iie H3M0.13Ba NOIH3IbIHHTEIH [IPH H3ITBbJIHEHHE HA NOpbYKaTa,

H3UCKBaHHATA Mo wi.53, an.l. T.1 u 1.4 o1 30I1 ce npunarar 3a BcekH ot THX.

Hugpopmayuama ommocuo ocnoeanusma 3a 3a0wiicumeino omempansasane yvacmuuyume ciedea oa
nocowam ¢ Yacm [1l: Ocnosanus 3a uskvouseane na EEJOI 3a ooxazeane na nuncama ma cneyuguunu
HAYUOHATHU OCHOGAHUA 3A USKINOYGAHE YUACMHUYume ciedsa 0a nocovam neobxodumama unpopmayus 6
mabauya I |, Jpyau ocnosanus 3a uskioyeamne, Koumo moxce oa 6voam npeosudetu 6 HAYUOHATHOMO

3AKOHOOAMENCMEO HA b3NA2AUUS OP2AH UNU BBINONCUMENS HA ovparcasa ynenxa ¢ yacm II: ,, Ocnoganus
3a usknousane’ Ha EEJTOIT.

2. MepkH 3a 10Ka3BaHe HA HAJEKIHOCT

I. Ha ocHoBanue un. 56 ot 3011 yyacTHHK, 3a KOTOTO ca HAIHMIIE OCHOBAHHS 34 OTCTpaHsBaHe Mo
4. 34, an. | ot 30I1 1 mocoveHUTe OT BB3TOXKHTENS 0OCTOATENCTBA 1O Wi 55, an. 1 ot 3011 , uma paso jaa
[IPCACTABH JI0KA3aTE/ICTBA, Y€ € MNPEANpPHEN MEPKH, KOHTO [ApaHTHpaT HEroBaTa HAAEKAHOCT, BBIPEKH

HATMYMETO Ha CHOTBETHOTO OCHOBAHME 3a OTCTpaHsBaHe. 3a Tasy 11e/1 KaHAWIATHT UM YYaCTHHKBT MOJKe
Ja J0KaxKe, ye:



1.1. e moracun 3aapmkeHusTa cu 1o 4. 54, an. 1, 1. 3 ot 30T, BKIOUHTETHO HAYHCIIEHUTE JIHXBH
H/AIH TJI00H WIK Ye T€ ca pa3CpOYeHH, OTCPOUEHH HITH 00e3NedeHH;

[.2. e nnatun Wik e B MpOLEC HAa M3MIallaHe HA ABIDKMMO OOE3IIETeHHe 3a BCHYKH BpPEIH,
HaCTBITHIIH B PE3YITAT OT H3BBPIIEHOTO OT HETO NPECTHIVICHHE WIH HApYLIEHHUE:

1.3. e u3dcHMA u3yepnartelHo (akTHTe W 0DCTOATENCTBATA. KATO AKTHBHO € ChielicTBal Ha
KOMIMETCHTHHTE OPraHy, U € U3IThJIHWI KOHKPETHH MpPEeTHCAaHUs, TEXHHYECKH, OPIraHU3AlMOHHN H KaPOBH
MEPKH., Ype3 KOHTO J1a e NPeJ0TBPATAT HOBH NMPECThIUICHUS HIIH HAPYIIEHHS.

1.4, e nmaTun H3USI0 ABDKHMOTO B3eMane o ui. 128, i 228, an. 3 wim uwi. 245 ot Konekca Ha
Tpyaa.

BB310KHTEIAT TIpelieHsBa NpeANpHETHTE OT KaHAMJaTa WIH yJYacTHMKA MEpKH, KaTo OTYHTA
TEIKECTTA W KOHKPETHHTE 00CTOATE/ICTBA. CBbP3aHHU C NMPECTBIVICHHETO HITH HApYILIEHHETO.

B ciyuwail ye mpeanpuerMTe OT KaHAMZATa MM YYACTHHKA MEPKH ca JOCTATHYHH, 3a Ja ce
rapaHTHpa HeroBara HaJIeKAHOCT, Bb3JIOKHTENAT HE I'O OTCTpaHsABa OT NPOLE1ypara.

MortusuTe 3a mnpuemMaHe MM OTXBBPJISHE Ha MPEANPHETHTE MEPKH H MPEICTABEHHUTE
J0KA3aTeJICTBA CE MOCOYBAT B PELICHHETO 3a KIaCHpaHe HIIH NpeKpaTsiBaHe Ha Mpolie/lypara.

Y4YaCTHUK. KOHTO ¢ Bisi37a B CHJIA NMPHCHAA WIH JPYr akT ChIIACHO 3aKOHOAATEICTBOTO Ha
AbpiKaBaTa. B KOATO € NMpoH3HeceHa MpHcbhlaTta WK € W3/1ajleH akThT, € JIMUIeH OT MPaBoTO Ja Y4acTBa B
[MPOLCIYPH 3a DGU_[ECTBEHH MOPBYKH HIH KOHLUIECHH, 34 BPEMETO. OMPpEeae/IcHO C NMpHCHEAATa HJIH aKTa, HIMA
MpaBo Jia U3M0J3Ba Bb3MOIKHOCTTA J1a MPE/CTAaBH JIOKA3aTe/ICTBa, Y€ € MpeAlpHeN MepKH, KOUTO rapaHTHpar
HCTOBATA HAOCH THOCT.

2. Ha ocHoBanue ui. 45, an. 1 ot [IIT30I1 koraTto 3a y4acTHHK e HAIHIIE HAKOE OT OCHOBAHHSTA 34
oTcTpanaBane 1o wi. 54, an. 1 3011 uau nocoyeHUTE OT BB3IOKUTENS OCHOBAHUS 110 4. 55, an. 1 3011 u
Mpen 10/1aBaHeTo Ha odeprarta TOH € NpearnpHenT MepKH 3a I0Ka3BaHe Ha HaAeKIHOCT 1o wi. 56 3011, Tesn
MmepkH ce onucsart B eEEJIOIT.

Karo nokasarencTsa 3a HaJ€KIHOCTTA HA KaHAWJATa MM Y4acTHMKA Ce TMPENCTABAT CIEIHHTE
JOKYMEHTH:

2.1. mo otHowIeHHEe Ha oOcToATeNCTBaTa o Wi 56, an. 1, T. 1 u 2 30I1 — noKyMeHT 3a H3BBPIIEHO
IalaHe Uil CropasyMeHHe, HIIH JIPYT JIOKYMEHT, OT KOHTO [1a € BHIHO. Ye 3aQb/KeHHITa ca o0e3rneyedn
HJIH "€ CTPaHHUTE ca JOTOBOPHJIM TAXHOTO OTCPOYBAHE WJIM Pa3CcpoUBaHe, 3aeHO C MOracHTe e MIaH H/HiH
C MOCOYCHHU NaTH 33 OKOHYATEIHO M3IUTAlllaHe Ha AB/DKHMHUTE 3a1b/IKEHHSA WUITH € B NPOLEC Ha M3IUIaliaHe
Ha IBHKUMO 00€3IIeTeHHE;

2.2. 110 OTHOMIEHHE Ha 00CTOATENCTBOTO MO . 56, an. 1, 1. 3 30I1 — 1OKYMEHT OT CHOTBETHHS
KOMIIETEHTEH OpraH 3a NOTBbPKIACHHE HA ONMHCAHUTE 00CTOSATEICTRA.

3. loka3zBaHe JIMNCATAa HA OCHOBAHNA 32 OTCTPAHABAHE

3a noxa3BaHe Ha JIMNICAaTA HA OCHOBAHMS 33 OTCTPaHABaHE YYACTHUKDBT. M30paH 3a M3MBIHHMTEN,
[peacTaBs:
1. 3a obcmosmeacmeama no 41,34, an. 1, m.1 om 30I1 — ceudemencmeo 3a cvoumocm:
2. 3a obcmoamencmeomo no un.34, anl, m.3 om 30I — ydocmoeepenue om opeanume no
ApUXooume u yOocmoGepeHue om 00WUHamMa no CeoanuIemo Ha 6b3N0ACUMENS. U HA YYACMHUKA;
3. 3a obcmosmencmeomo no 4n.54, arl, m.6 om 30 u no wun. 56, ar. 1, m. 4 om 30T —
yoocmosepenue om opeanume na Hanvinumenna azenyusa "Iasna unchexyus no mpyoa";

4. 3a obcmoamencmeama no 41,35, ai.l. m.1 om 30II — yoocmosepenue. uzdadeno om Azenyusma
FIO GRUCGUH WA,

*Korato B yaoctoBepeHHeTo mo T. 3 ce chabpka HHPOPMAIMS 33 BAA3I0 B CHIA HAKa3aTeaHO
MOCTAHOBJICHHE MM CBAEOHO pelleHHe 3a HapylleHHe 1Mo Wi. 54, an. 1, T. 6, Y4aCTHHKBT [peacTaBs
JICKJIapalius, e HapyICHUETO HE € H3BBPIICHO MPH U3MTbJIHEHHE Ha I0TOBOP 3a 00IIECTBEHA OPBHUKA,
*Korato yyacTHHKBT. H30paH 3a W3MTBIHUTEN, € HY/KAECTPAHHO JIHIIC. TOH NMPEACTABS ChbOTBETHHS NOKYMEHT
no T1.1-4. M31a7eH OT KOMMETEHTEH OpraH. ChIIACHO 3aKOHOJATENCTBOTO Ha JIbpiKaBara, B KOATO
YUYaCTHHKBT € YCTAHOBEH.

*Korarto B ¢hOTBETHATa IbpikaBa HE Ce M3/aBAaT JOKYMEHTH 3a IOCOYEHHTE ODCTOSTENCTBA MIH KOIraTo
JIOKYMCHTHTE HE BKIIOYBAT BCHYKM OOCTOSTENCTBA, YYAaCTHHKBT IPEACTaBA JEKIapalus, ako Takasa
ACKIIapaliis MMa [paBHO 3HAYEHHME CBIJIACHO 3aKOHOJATEJIICTBOTO HA CHOTBeTHATa abpikasa.Korarto



ACKIapallniTa HiMa MPABHO 3HAYEHHE, YYACTHHKBT MpPeICTaBs O(UUMAIIHO 3asBlIEHUE, HANPaBEHO Tpe
KOMIIETEHTEH Oprad B CbOTBETHATA JAbpiKaBa.

*JIOKyMEHTHTE C€ NPEACTaBAT M 3a WICHOBETE Ha 0OEIMHEHHETO, 33 MOAN3TbIHUTEIHTE U TPETHTE JIMLIA,
aKO WMa TaKHBa.

*BBanokuTensaT HAMa npaBo ja W3MCKBA MPEICTABIHETO Ha JOKYMEHTHTE 3a J0Ka3BaHe Ha JIMICATa HA
OCHOBAHHs., KOraro o0CTodTe/NCTBATA B TAX C€a JOCTBIHM upe3 nyOiauyeH Oes3mnaTeH PETHCTBD HJIH

HHQOpMALMATA WIH JOCTBIBT A0 HEs Ce NPEeAoCTaBd OT KOMIETEHTHHS OpraH Ha BB3JIOKUTENA [0
CITyKeOeH MbT.

*Yuacmuuuume ca onvocHu 0a yeedomam RUCMEHO 6b310cUmMens 6 3-OHeeen CPOK Om HACHTbHEAHE HAa

oocmoamencmeo no 4i. 54, an. 1 om 3011, unru nocouenomo om 6b3104CUMENA OCHOBAHIE HO WL T
aa. 1 30I11.

4. M3McKBaHNS KHM YHaCTHHIHTE, CBBP3aHH ¢ KPHTEPHHTE 32 noaGop u AOKYMEHTH, ¢ KOUTO
Te ce J0OKa3BAaT

C kputepuuTe 3a nNoAdOp Ce OMpeNeNaT MUHUMAIHHTE U3HCKBAHMS 32 JOMYCTUMOCT Ha oepTHTE, B
T. 9. H TC3H. KOHTO Ca 3a 4aCcT OT HOMEHKJIATYPHHUTE eIMHUIH OT 0DocobeHHTe MO3MIMU. Thil Kato
00XBaTHT Ha MOpHYKATAa € J0CTABKa Ha JIEKAPCTBEHH TPOIYKTH, KPUTEPHHUTE 3a noadOp ca eHaKBH 3a
BCHYKH 000CO0EHH MO3HLMH, PECT. BCHUYKH HOMEHKIATYPHH €/IMHHIIH.

Y4acTHUIUTE TPsAOBA Ja ca PErHCTPUPAHH KATO THPIOBIH 110 OB rapCKOTO 3aKOHOAATEJICTRBO MIIH 110
3AKOHOZIATEe/ICTBO HA AbpiKaBa-4ulieHka Ha EBponeckus cplo3, Hin abpkasa - crpana 1o CriopasyMeHHeTo
3a EBpONEHCKOTO HKOHOMHYECKO MPOCTPAHCTBO, H J1a HMAT MPaBO Ja H3BBPLIBAT:
~ThPrOBH:A Ha €/1pO C JIEKapCTBEHH MPOAYKTH B ChOTBETCTBHE ¢ HOpMHTe Ha 3JITTXM. YyacTHuuMTe clieaBa
fla  MpUTEXaBaT BalWaHO Paspelienne 3a ThproBus Ha €IpO0 W/MAM BHOC Ha JIEKAPCTBEHH
MpOAYKTH,H3AaneHooT MAJI numyn perynatopen opran Ha apyra abpikasa-ujieHka, o peaa Ha [ iapa 1eBera
I'bprosus Ha ef1po ¢ nekapcTBeHH NPoaAYKTH Ha 3JITTXM:
~TBPrOBHA Ha €pPO C JICKAPCTBEHH MPOAYKTH. ChAbPXKAIUX HAPKOTHYHH BemiecTsa, ¢bri. cm. 11 u 11 mo wn.3
7.2 1 1.3 o1 Hapenba 3a penia 3a kiacuuiMpane Ha pacTeHHATa U BEIECTBATA KATO HapKOTHYHH B
ChOTBETCTBHE ¢ HOpMUTe Ha 3KHBII /korato e npuioxknumo/. YuacTHHUMTE cleBa da IPHTEKABAT
BanmiaHa Jlunensus.uznanena no peaa Ha 4wi1.32 ot 3KHBIT.

3a Ookazéame HA CLOMBEMCMEUCHIO ¢ NOCOYCHUME USUCKEAHUS yuacmuuyume ciredsda od nocodam

Heobxooumama ungpopmayus 6 m.l) na mabauya A:I'oonocm,uacm I V., Kpumepuu 3a noobop" na
eEEJIOL,

[Ipenu CKIOYBAHETO Ha 0rOBOPA 3a OOIIECTBEHA MOPBYKA BH3I0KHTENAT H3UCKBA OT VUaCTHHILUTE,
OTIPEAC/ICHH 3a U3ITBJIHUTEIH. J1a NPeACTABST:
1. 3aBepeHO Konue OT:
- Paspeiiiensne 3a ThproBus Ha eIpo ¢ JIeKapCTBEHH NPOYKTH; HIIH
-Y I0CTOBEPEHHE 3a PErUCTPaLHs 32 THProBHs Ha €O HA TePUTOPHATA Ha P. brarapus nva nunara,

PHUTEKABALIH pa3pelICHHE 3a Ta3H ACHHOCT, U3/1aJIEHO OT PEry/IaTOPEH OpPraH Ha ChbOTBETHATA IbpikaBa
YJIEHKA; HIIH

-Pasperuenne 3a BHOC: MiH
-Paspeluenue 3a npou3BoacTBO, H3aneHu no peaa Ha 3JITTXM
2. 3aBepeHO KOMKE OT Ba/lM/IHA JHLEH3Hs, H3aeHa 110 peja Ha un.32 ot 3KHBII-kozamo e HPUTOICUMO/.

5.BB3/10:KMTENAT He MOCTABA H3NCKBAHNA KbM HKOHOMHYECKOTO H (HHAHCOBOTOCHLCTOSIHHE HA
YYaCTHHIIMTE B MTPOLIEypaTa.

6. U3uCKBAHHSA OTHOCHO TeXHHYEeCKHTE H NpodecHoHATHHTE CNOCOGHOCTH HA YYaCTHHLHUTE:



YyacTHULMTE TpAOBa a MpHiaraT CHCTEMa 3a yIpaBJieH e Ha KauecTBOTO. cepTuduLMpana 1o
ENISO 9001:2015 unu exBHBaieHTeH. ¢ 00XBAT I0CTABKA HA JIEKapCTBEHH MPOIYKTH.

34 OOKA36aHe HA CHOMBEMCMBUENO C MOBA UBUCKEAHE YYACMHULUME Cle06d Od ROCoYam HeoOxo0uMama
uHpopmayus 3a npurazanama cucmeMa 3a Ynpasienue Ha Kayecmeomo NPU UNBIHEHUE HA NOPBYKAMA 6
mabauya I': Cmandapmu 3a ocuzypseane na kavecmeomo, vacm IV Kpumepuu 3a noobop" na EEJOIT.

H3ucKBAHO MUHHMAJTHO HHBO®

YuactHuLHTe TpAOBa 1a nputexasat ceprudukar ENISO 9001:201 5111 eKBHBATEHTEH. ¢ 06XBAT JI0OCTaBKa
Ha JIEKapCTBEHH MPOIYKTH, BA/IWICH KbM /laTaTa Ha 1oJaBaHe Ha odeprara.

[Ipenu ckmouaneTo Ha J0rOBOpa 3a OOLIECTBEHA MOPHUKA BH3TOKHTENSNT HIUCKBA OT VYACTHHIHTE,

ONPENE/ICHH 32 HM3MBIHMTENH, Ja NPEACTABAT 3aBepeHO Komue oT ceptuduxar ENISO 9001:2015 (mm
€KBHBAJICHT).

B cayuai. we yyacmuuyume ne mozam 0a Rocoyam veo aopec, op2an i cavxcoa, u30asauiu UzUCKyeMume
QoKyMenmu. Bv3ioocumensm Moxnce 0a uzuckeéd om VYacmuuuume no 6CaKo gpeme da npeocmasam 6CUYKU
WU HAcm 0m OOKVMEHMUME, YPe3 KOUMO ce J0Ka3ea uHdopMauuima. nocovena e EEAOI kozamo mosa e
HEOOX00UMO 3a 3aKOHOCHLOOPAZHOMO NPOGENCOaHEe HA NPOUeIVDAMA.

7. Ipyru ocHOBaHHS 3a OTCTPAHSIBAHE

7.1. Ha ocroanue 4n. 107 ot 3011 B310%kuTensT oTcTpanssa ot npoueaypara u:

7.1.1. y4acTHHK. KOHTO He OTroBapsi Ha MOCTABEHHTE KPHTEPHH 3a MoadOp MM HE U3NBIHU JPYro
YCJIOBHE, TMOCOYEHO B 00sBICHHETO 3a OOLIECTBEHATAa MOPBYKA WM B 0A00peHaTa OT Bb3nokurens
JIOKYMEHTALIMS;

7.1.2. y4acTHuK, KOHTO e mpeactaBun odepra, KOATO He OTroBaps Ha MpeaBapuTeIHO 00sIBeHHUTE
YCJIOBHA Ha IOpbYKaTa HWAH Ha MpaBHIa H HM3HCKBAHMA, CBBP3aHM C OMNa3BaHe Ha OKOJIHATA cpena,
COLHATHOTO W TpYIOBOTO MpaBO, IpPHIOKHMH KOJCKTHBHH CHOpa3syMeHHs W/WIM pasmnopenbu Ha
MCOKIYHAPOIHOTO EKOJIOrHYHO, COLMATHO H TPYAOBO MpaBo, KOUTO ca U3GpoeHu B npunoxkenne Ne 10 kbM
30I1:

7.1.3. y4acTHHK, KOHTO He e MpeIcTaBHII B cpok obocHOBKaTa 1m0 wi. 72. an. 1 ot 3001 WiM YHSTO
oepra He € nMpHeTa cvruacHo ui. 72, an. 3 — 5 ot 30I1:

7.1.4. yHacTHHIM, KOMTO ca CBbP3aHH JIMLIA 110 CMHUCHIA Ha § 2, T. 45 oT JP na 30I1, a umenHo nuua
Mo cvMuchaa Ha § 1. 1. 13 1 14 ot nonbanuTenHUTE pasnopenbu Ha 3akoHa 3a nyOJIMYHOTO MpeiaraHe Ha
[IEHHH KHHXKa:

7.2. BB30KHTENAT OTCTpaHsABa OT MPOLENYPATA M YYACTHHK, 32 KOFOTO Ca HAJHILE oOcTOATENCTRATA
no 4.3, T. 8 oT 3aKoHa 3a HKOHOMHYECKHMTE H (HHAHCOBHUTE OTHOLICHHS C ApYyJKecTBaTa, perHCTpPUPaHH C
IOPHCIMKLMH C Tpe(epeHiHanes PeKUM, CBbP3aHUTE C TAX JIMIA H TEXHHTE NeHCTBUTENHH COGCTBEHHIH
[SUGOJIPIOTIAPCIIT/IC/, ocBeH ako He ca HaJHILE YCIOBUATA 110 Yi1.4 OT CHIIHS.

7.3. BB3I0XKHTENAT OTCTPaHABA OT MPOLENYpPaTa H YYACTHHK, 32 KOTOTO ca HaTHIIe obcTOATENCTBRA

o w1 69 orT 3akoHa 3a NMPOTHBOAEHCTBHE HA KOPYMIMATA M 3a OTHEMAHEe Ha HE3aKOHHO MPUI0OHTOTO
numytectso/3ITIKOHITH/.

Hugopmayusma ommuocno auncama utu nanuyuemo na obemosmencmea no m. 7. ] 4, 72 w73 ce
nocowea ¢ Hacm Ill, Pazoen I" om EEJIOIT |, JIpyeu ocnosanusi 3a uskiiousame. xoumo mooce da 6voam
npeosuoeH 6 HAYUOHATHOMO 3aKOHOOAMENCMEO HA 6b3NALAUYUS Op2aH UNU 6b3N0AUCUMENS HA ObPIUCAB
wrenka ¢ yacm IlI: ,, Ocnoeanus 3a uzkmoueane " na EEJOIT.

3a J0Ka3BaHe Ha JIMIICATa HA OCHOBAHHUS 3a OTCTPaHABAHE YYACTHHUKBT, H30paH 3a H3IIBIHHUTEN,
NnpeacTaBst JOKYMEHTHTE, mocovyeHu B 4. 58. an.l ot 30IT.

Obpazeust Ha eEEJIOI ¢ Mapkupanu monera, ChOTBETCTRAIM HA IOCOYEHHUTE [10-TOPE U B O0ABIEHUETO
U3HCKBAHHSA, CBBP3aHU C IHYHOTO CHCTOSIHME HA YYACTHHUIIMTE M KPHTEPUUTE 3a 1oA00p, € JTOCTBIEH IO

(popmara Ha renepupanu Qaiinose espd-request. 3a Bpb3ka KbM cucrtemara 3a ¢eEEJIOIT cnenpa na ce
H3nonssa https://ec.europa.eu/tools/espd.




Ha ocnosanue un.67, an. 5 ot 3011 Be3noxutenar Moxke Aa U3MCKBA OT YYACTHHIMTE MO BCAKO BpeMeE Jia
MPeJACTaBAT BCHYKH MJIM 4acT OT JIOKYMEHTHUTE, 4pe3 KOWTO C€ j0Ka3Ba HMH(poOpMauusTa, MOCOYEHa B
EEJIOIL, koraTo ToBa € HEOOXOAHMO 3a 3aKOHOCBHOOPA3HOTO MPOBEXK/IAHE HA MPOLEAYpaTa.,

PA3JAEJ V
KPUTEPHUH 3A BB3JIATAHE

Knacupanero Ha jgonycHaTHTe YYAcTHULHM 1€ C€ W3BBPIUM Bb3 OCHOBA HA MKOHOMMWYECKH Haii-
n3roaHarta ofepra, onpeaencHa Ha Oasza W30paHHs KpHTEpHH 3a Bb3laraHe “Haii-Hucka nena . [lon “Haii-
HHCKa lleHa 3a obocobena nmozuuus or Ne 1 me ce pazbupa Haii-Huckauena 3za DDD ¢ JUIC, karo
KJTACHPAHETO L€ ce M3BRLPULIM 3a BCSIKa HOMEHKIarypHa eaMHuua. Iloa “Hali-HMcka neHa” 3a obocodeHa
no3uuus Ne 2 e ce pazdupa Hall-HHCKa 1eHa 3a eaumHuua mapka ¢ JUIC, karo kiacupaHero e ce
M3BBPINKM 3a BCAKa HOMEHKIaTypHa eauHuua. [loa “Hali-Hucka 11eHa 3a obocobena nozumua Ne 3 mie ce

pazOupa Hail — HHcKa weHa 3a eauHuua msapka ¢ JUIC, karo kinacHpaHeTo IIe ce M3BBLPIIM 3a BCsiKa
HOMEHK/IaTypHA eAMHHIIA.

PA3JEJI VI
YKA3ZAHHUA 3A ITIOAT'OTOBKA HA O®EPTATA

1. Obmu yeaoBus

JIOKYMEHTHTE, CBBP3aHM ¢ YUAaCTHETO B OTKpHUTaTa npoueaypa ¢''locraBka Ha JlekapcTBeHH NPOAYKTH 34
001000/ HHYHO npuaokenue 3a ,,MbAJl - UXTUMAH" - EOO/I "ce npeactaBat oT yyacTHHKa WIH OT
YI'BJIHOMOILEH OT HEro MNpeicTaBHUTEN - JIMYHO HWIH 4Ype3 MOLIEHCKAa MJIM Jpyra KypHepcka ycayra ¢
npernopbyaHa nparka ¢ o0paTtHa pasnucka, Ha aIMHHHCTPATHBHHUSA aJpec Ha BB3JIOKHUTENA, a UMEHHO Tp.

MxTtuman, k. 2050, yn."Iunka”Ne 30, Bceku paboTeH AeH 10 KpalHHUs CPOK 3a rnojiaBaHe Ha odepTute B
padOTHOTO BpeMe Ha Bb3JokuTeN — 8:00+16:30 u.

BB3M0KUTENAT MpelocTaBs HeEOrpaHU4eH. NbJeH, Oe3nnareH M MpsSK JOCThI 4pe3 nybOnukKyBaHe Ha
JOKYMEHTAIMsTa 3a 00IIecTBeHaTa Nnopbyka Ha uHTepHeT crpanuuara Ha.MBbAJl — UXTUMAH® - EOOJ]

http://www.mbalihtiman.com/B npogusa Ha KynyBaua http://www.mbalihtiman.com/ B Paznen ,,O0miectseHu
nopwukH cien 15.04.2016™

Beexu yyacTHHK MMa npaBo Ja MpeacTaBu camo eiHa odepra, KaTo He ce MpUeMaTt BapHaHTH Ha odeprara.

[Ipu wu3sroTBdHe Ha odepraTa BCEKH Y4YacTHHUK TpsaOBa 1a ce NpUAbPXKA TOYHO KbM OOSBEHHTE OT
BB3/I0KHTENS YCIOBHA.

Jluite, koeTo yyacTBa B 00€IMHEHHUE HIIH € JaJI0 ChIVIACHe H (DUI'YpHpa KaTo MOJAM3NBIHHTE B oeprara Ha
JPYT YYaCTHHK, HE MOJKe Ja TpejcTaBs caMmocTosTenHa ogepra. EqHO (pHU3HUYECKO WIN IOPHANYECKO JIHIIE

MOJe Jla y4acTBa caMo B eHo oOenuHerHne. CBbpP3aHH JIMLA HE MOrar Ja ObJaT caMOCTOSTEIHH YYaCTHHITH
B €/[Ha U ChIlA NPOLEaYpa.

J10 M3THYAHETO HA CPOKa 3a MojaBaHe Ha O(EPTHTE BCEKH YYACTHHMK B MpOLEAypaTa MOXKE Ja MPOMEHH,
JIONIB/IHM HIIH Ja OTTerNIH odepraTa cH. JlonbJIHeHHeTO H/WIKM npoMsHaTa Ha oepraTta TpaOBa 1a OTroBapAT
Ha H3HCKBaHMATAa W YCJIOBHATA 3a IpeJCTaBgHe Ha NbpBOHAYajiHaTa odepra, KaTo BBPXY IUIHKa Obie

mocraBeH Haanuc.Jlonsanenue/IlpoMsina Ha odepra ¢ BXOAAIl HOMEp..” W HaHMEHOBAHHETO Ha
YYaCTHHKA.

CpOKbT Ha BAJIMIHOCT Ha oepTHTe € 4 Mecena, CYUTAHO OT KpaitHHUs CPOK 3a nojasane Ha odeprute. [Ipes
TO3M CPOK BCEKH YHAaCTHHUK € OOBbp3aH ¢ YCIIOBUATA Ha MpejcTaBeHaTa oT Hero odepra.

JIoKyMEHTHTE, CBbP3aHH C YYacTHETO B OTKpMTaTa MpOLEaypa ce MpeACTaBATB 3aledyaTaHa Helpo3payHa
ONMaKOBKa. BBPXY KOATO CE€ IMOCOYBATHAMMEHOBAHMETO HA YYACTHHKA, /BKIIOYHMTENHO YYAaCTHHIIUTE B



O0EMHEHHUETO, KOTaTo € MPHJIOKMMO/, aapec 3a KOPECNOHIeHIH. TenedOH H M0 Bb3MOKHOCT - (Bake u
CJICKTPOHEH ajapec, HaMMEHOBAHHMETO Ha MOpbhyKaTa H 000COOEHHUTE MO3HIIMH U HOMEHKIATYPHH €IHHHMLIH,
38 KOMTO C€ M0/1aBar JIOKYMEHTHTE.

MUHHMaTHHTE H3UCKBaHHA KbM O(epTHTe, B T.4. M Te3H, KOMTO Ca 3a 4YacT OT HOMEHKIATypHHTE
CAMHHLHMOT 000CO0EHHTE MO3UIIKMHK,ca nocoueHn B Pasnen IV  M3uckBaHus KbM yUacTHHLHTE
M0 OTHOUIEHHE HA JIHYHOTO HM ChCTOSTHHE H ChOTBETCTBHETO UM C KPUTEPHHTE 3a noadop”.

YuyacTHHIMTE MOrar ja rnoco4ysar B odeprure cu MHPOPMAIMA, KOATO CMATAT 3a KOH(pHIEHIIHATIHA BbHB
BPb3Ka C HAJMYMETO HA THProBCKa TaiHa. Koraro yyacTHHIMTE ca ce MO30BalM Ha KOH(HIEHLHATIHOCT,
CBOTBETHATA HHpopMaus HE ce pa3KpHBa 0T BE3JIOKHTEN.

Vuacmuuyumenemozamoaceno3o6a6amuaronguoenyuainocmnoomHoue HueHanpeO10iCeHUSMaom oghepm
umeuM, Koumonooiexcamuaoierra!

llpu mpuemane Ha odeprata BBPXY NMKa ce OTOeNA3BAT MOPEJAHHAT HOMEp, jJaTrara W 4achT Ha
MOJIy4aBaHETO H MOCOYEHHUTE JAaHHM C€ 3alHCBAT BBB BXOIAIL PETHCTHP, 3a KOETO Ha NMPUHOCHTENS Ce
u3naea J0KyMeHT. He ce mpuema u ce Bpblua He3a0aBHO Ha yyacTHHKA odepTa, KOATO € TpejcTaBeHa el

M3THYaHe HAa KpaHHHA CPOK MIJIM B He 3aleyaraHa, MJH CKbCAHAOMaKoBKAa. Te3u oOCTOATENCTBa ce
0TOE/IA3BAT BLB BXOAAIINS PETHCTHP.

BCHYKH IOKYMEHTH 32 y4acTHe B Mpolleypara ce NpeacTaBsT Ha Obarapck esuk. Korato J0KyMeHTHT e
ChCTaBEH Ha YYiKJ €3UK, CE INpe]CTaBs M B NPEBOA. YYACTHHKBT HOCH OTTOBOPHOCT 3a BEPHOCTTA Ha
peBo/a.

2. Ceabp:xanue Ha odepraTa

Besika onakoBKaTpsiOBa 1a ChabpIKa:
1.0Onuc Ha npe/scTaBeHUTE JOKYMEHTH,

2.EnHeH eBpONEeHCKH JOKYMEHT 3a 00LIEeCTBEHN NOPBUKH ¢ HHPOPMAlMS OTHOCHO THYHOTO ChCTOSHUE Ha
YyYaCTHHKA M KpUTEpUHUTE 3a noadop / ¢EEJIOIT/ B enexkTpoHeH BHA - UUGPOBO TMOANMHCAH H
[IPUJIOKEH HA TMOAXOIALl ONTHYEH HOCHTEN KbM MaKeTa MOKYMEHTH 3a ydacTHe B mnpomemypara. C
€JIIEKTPOHEH IOJITHC clie/iBa 1a Obe noanucana sepcusta B PDF!

Dopmamvm, 6 KOUMO ce npedoCcmasidoKyMeHMvm He c1edéa 0a no3eosed peodakxmupane Ha He2060Mo
cvovparcanue!

3.JIokyMEHTH 3a JioKa3BaHe Ha NpeanpHeTHTe MEPKH 3a HAIEKIAHOCT /KOTaTO € MPHIOIKUMO/;

4.Jlexnapauus 3a cbrjiacie oT TpeTo Juile mo 4. 65, an.3 ot 3011 /koraro e MTPHIOKHUMO/ ;

5. Mexnapauus 3a koHuaeHumanHoct no wi. 102 ot 3011 /korato € npHIoKUMO/:

6. CnuchK Ha BCHYKH 3a1b/DKEHH JIMIA MO CMHCBHIA Ha wi. 54, an. 2 ¥ wi.55, an. 3 ot 301, Kakto u

MH(QOpMAIHS OTHOCBO NMPAaBHO-OpraHu3allMOHHATa (opMa, MO KOATO YYaCTHHKBT OChIIECTBABA ACHHOCTTA
CH,

7. TeXHHYeCKOTO NMpeaOKEHHE, KOETO ChAbPKA:

7.1.JIokyMeHT 3a ynbJIHOMOILABAHE, KOraTo IIMLETO. KOeTO [0/aBa oeprata, He € 3aKOHHHAT
NpeJCTABUTET HAa YYACTHHKA;

7.2. llpennoxkenue 3a M3MBIHEHHE HA MOPBUKATA B CHOTBETCTBHE C TEXHHYECKATA crnierupuKanus,
M3rOTBEHO 10 [Ipunosicenue Nel, BKIIOYBAIIO, CPOK 3a JOCTABKA.

[Tpu H3roTBAHE Ha NPEIOIKEHHETO B KOJIOHA "ThproBeko HauMeHOBaHHe" 3a1bIKHTENHO ClIeaBa 1A
ce noco4u Opos Tab/IeTKN, amIy M, (pIaKkoHM, KarcyIu 1 np. ChIbPIKALLH CE B €1Ha ONaKOBKA.
*Odgepmu cve cpok 3a docmaska Hao 24 waca ce omcempanagan!!!
*CpPoKbm 3a 00CMABKA HA TEKAPCMEEHUME NPOOYKMU MpAHea 0a 6b0e HOCOYEeH 6 yacose, c wucio!!!
7.3. Jlexnapaitus 3a cbriacue ¢ Kiay3ute Ha gorosopa - ITpunooicenue No 2:
7.4 Jleknapanus 3a cpoka Ha BaTMIHOCTTa Ha odeprata - [Tpunoscenue Ne 3;
71.5. Jlexnapartis, 4e KoJlM4eCTBaTa 3a JIEKapCTBEHHS MPOAYKT ¢a HAJMYHH, B CIYYAHTE 10 Ul 55 all. 6 ot
3JITIXM — cBoboaen TekcT:

7.6. Jlexnapauins 3a oCHTypsBaHe Ha HeOOXOJIMMHTE KOJHYeCTBa Ha odepupanuTe MPOJIYKTH 3a LEJUS CPOK
Ha JIOroBopa — cBO0O/IEH TEKCT:




7.7.1. Jleknapanus, e elMHAYHATA L1eHa 3a onakoBka ¢ JIJIC He npesMInaBa yTRbpAcHATA pedepeHTHa
CTOHHOCT B KoJoHa "M Ha [Ipunoxenne N2 na [To3HTHBHUS IeKapCTBEH CUCHK, aKTyaleH KbM CPOKa
3a rnoJyvyaBane Ha oepTuTe— omuocumo 3a obocobena nosuyus Nel-ceoboden meckm;

7.7.2. Jlexnapaunsa, 4e eAMHMYHATA LIEHA 34 OIAKOBKA C JUICHe HazgBuinaBa MakcHMallHaTa CTOMHOCT,
noco4yeHa B KojoHa "M Ha .PerncTbp Ha npejesHH LEHH HA JEKAPCTBEHHTE MPOAYKTH, OTHYCKAHH MO
JIEKapcKo MpeianucaHue”, uinHa 'PerucTbp Ha MakKCHMAJHUTE MPOJAKHHM IIeHH Ha JIEKapCTBEHHUTE
MPOAYKTH, OTIYCKaHH Oe3 JIeKapeKo Npeanucante”, akTyalHH KbM KpalHHs CPOK 3a MojlaBaHe Ha oepTute
-OMHOCUMO 3a 060cobenu nosuyuu Ne 2 u No3-ceoboden meckm /kozamo e npunoscumo/:

8.LleHOoBO mnpeoKEHHE HA y4YacTHHKA OTHOCHO LEHATa 3a NpUI0OHBaHe Ha JIEKApCTBEHHUTE MPOLAYKTH,
H3roTBEHO 10 [punoscenue Ne 4"1{eHoBo npemnokenue”.

M31MCKBaHHS KbM 1IEHOBOTO MPE/UIOKEHHE HA YYACTHHKA:

Dunancosomo npeodnodicenue Ha YHacmuura mpsabea 0a cvovpica:

0 3a JiekapcTBEHHTE NPOAVKTH 0T 060cobena mosuums Nel:

I/O¢epupanara uena 3a | 6poit DDD Ha npeanaranus npoaykT OT BCsKa HOMEHKJIaTYpHa €IHHHLA 110
MEIKIYHApOAHO HenaTeHTHO HanMeHoBaHue /INN/, ¢ JUIC, uzuucien na 6asa DDD nocoyeHa B KojoHa No
7, 10 KOSTO 1IE C€ M3BBPIIN KJIACHPAHETO.

I Henama ¢ JJIC ne mpabea 0a npesuwiasa maxcumaiHama cmouHocm, nocouena 6 xoarona “L’ na
[Tozumuenus 1ekapcmeen CRUCHK, AKMyalteH KbM MOMEHMA HA NOOasane Ha opepmume! Ta mpsabea oa
0voe 3anucana ¢ mouHocm 00 nemus 3HaK c1ed decemuynama sanemas. L{enosu npednoxcenus, 3anucani ¢
RO-MAIKO 3HAyU e Ovoam omempanseani!

2/Enuunyna nena 3a | Opoit oT npeanaraHus JeKapcTBeH MPOAYKT OT BCAKA HOMEHK/IaTypHa €IHUHHIIA 110
ThProBCKO HaUMEHOBaHHE, H34HCIIeHa Ha 0a3a odepupana nena 3a DDDu 3anucana ¢ mouynoem no netus
3HaK cjieq aeceruyHara 3aneras, ¢ JIJ1C, /mocovena ¢ xonona 8/.

Ocpepupanama yena 3a DDD wa npedracanus npodykm ciredsa oOa Kopechonoupa ¢ ogepupanama
edunuuna yena 3a onaroska ¢ [UIC. Lenosu npeonodicenus, 3a koumo ce yemanosu necsomeemcmeue, we
OBOAM OMCMPAHAGAHU,

0 3a ekapcTBEHHTE MPOAVKTH OT 060c006ena mozumms No 2:

I/ Odepupanata nena 3a emunmnna msapka ¢ JJJIC Ha npemnaranus JIEKapCTBEH MpOAYKT OT BCAKA
HOMEHKIIaTypHa eJHHHIIA /NOCOYeHd 6 KONOHA 8/, 0 KOATO Hie ¢e H3BbPIIH KJIacHpaHero. s TpAOBa 1a
OBJi€ 3amucana ¢ TOYHOCT 0 YeTBBPTHS 3HAK CJIE/ JeceTHYHATa 3areTas.

3a nosuumn Ne62 u Nel07, cnena na 6baat oepupanu Ha 6poit ONaKoBKa ¢ €AMHHYHA LIEHA C JJIC

Ogepupanama eounuuna yena eounuya mapka ¢ JUIC na npednazanus npodykm credsa oa KOpecnoHoupa c

eouHuuna yena 3a onaxoexa ¢ [JJJIC. Ilenosu npednosicenus, 3a koumo ce YCMAHOBU HeCLOmeememeue, uje
Owvoam omempanasani.

¥ 3a 00ocobena mosuiusn Ne 3
I/ Odepupana eannnyna nexa 3a | Opoit nekapersena gopma, OMaKoBKa/pa3tacoBKa Ha BCEKH apTHKYII, C

HIC /nocouena ¢ xonona 8/;

0610 u3ucKkeane 3a 6cu4KU 000Co0eH U HO3ULUU:

llpn u3roTBsHe Ha LEHOBOTO mpeasoXkeHHe 1Mo obpasena Ha [Ipuroxcenue Ne 4 ot JIOKYMEHTALUATA, B
KosioHa  "TbproBcko HauMeHOBaHWE" 3aAB/DKMTEHO C/eABa Ja ce MmocouynOpos TabneTKH, aMImyiu,
(p/1akOHH, Karcyam M 1p. ChABPXKAIIH CEB €Ha OMaKoBKa.

Beuuxku _odepupanu _uenu cnedea oa owoam dopmupanu e ChOMEEMICIMEUEe ¢ HIUCKEAHUAMA Ha
Hapedoama 3a_ycrosuama, npasuiama _u_peda 3a_peyiupane U pPezucmpupaHe Ha HeHume Ha
Jexkapcmeenume npodykmu om 30.04.2013..




* Koraro yuyactHHK noaasa odepra 3a noBede oT eIHa 000c00eHA MO3ZMUMA. B ONAKOBKATA Ce
MPEACTABAT MOOT/AEJTHO KOMILIEKTYBAHH JOKYMEHTH o 4wi. 39, an. 3, 1. 1 ot [MII30I1/aokvMeHTHTE
or 7.1 no 7.8, onmcanu B _chAbPKAHHETO Ha odeprata/ 3a BCAKA OT NOZHIMHTE H OTIETHH
HENMpo3payHu naukose ¢ Haanuc "llpeanarann uenoBn napamerpu',c nmocousane Ha 060coDEHHTE
MO3HIIHH H HOMEHKJATYPHHTE €AMHHIIN, 32 KOHTO C€ OTHACHT.

“T'pil KaTO 00XBATHT HA NOPBHYKATA € 0CTABKA HA JIEKAPCTBEHH MPOAYKTH, KPHTEpPHHTE 32 moadop
€a eIHAKBH 32 BCHYKH 000c00€HH MO3HIHH, B T. Y. H Te€3H, KOHTO €A 3a 4YacT OTHOMEHKJIATYPHHTE
€IHHHIIH 0T 000oco0eHuTe no3zuuuu.Ha ocHoOBaHue 4.1, 47, an. 10 o I[III3011 Bu3iokureasT 1011V CKA

npeacrapsiie Ha eaHo 3aapjeHue /eaud EEJTOIN u gokvMenTHTe oT No 1 m0 Ne 6, onmcaHu B
ChAbPARAHHETO HA odepTaTal,

Ocpepmu, koumo ne omzogapam na uzuckeanuama na Bviaoxcumens, we ovoam OMCMPAHACAH L,

Pasznen VII
PASI'JIEAKJIAHE HA OODEPTHUTE

Crnen M3THYAHETO Ha CPOKA 3a MOJyYaBaHe Ha o(hepTH BB3JOKHTENIT HA3HAYABA CHC 3aMOBE] KOMHUCHS MO
yn. 103, an. 1 ot 3071

[Monyuenure odepru ce orBapsaT Ha NyONMYHO 3acelaHHe, HAa KOETO MoOraT na MPHCHCTBAT

YHACTHHIIUTEC B MpoUHEAYpaTda HJIH TEXHH VIBIHOMOIIECHH MpCIACTAaBHTEIIH, KaKTO H IMNpEeIACTaBHTEIH Ha
CpPEIACTBATA 3a MaCcOBO OCBEIOMSIBAHE,

KomucnsTa 0TBaps no peja Ha TAXHOTO MOCTHIBAHE 3AMeYaTAHHTE HEMPO3PayHU OMAKOBKH H OMOBECTSBA
TAXHOTO CBhABPIKAHHE, & KOrato € NMpUJI0KHMO - [IPOBEPSBA 3a HATHYHETO HA OT/EeH 3aleyaraH IIIHK C
Haanue "llpeanaranu neHon mapamerpu”. Haii-Manko TpHMa OT 4IeHOBETE HA KOMMCMSTA MOIMMCBAT
[Ipe/IoKeHHETO 3a M3MBIHEHHE Ha MOpbYKAaTa M IUIMKa ¢ Haamuc "[lpeaiaraHu HeHOBH napameTpu".
KomucunsTa npeuiara no eaMH OT NMPHCHCTBALIMTE MPEJICTABUTENH HA APYIHTE YYACTHHULIM Ja MOANUIIe
[Ipennoxenuero 3a U3NbIHEHHE HA MOPHYKATA U TUIHKA C HAITHC "llpennaranu nenosu mapamerpu". C
TOBA MPHKIIOYBAMYO/IHYHATA YacT OT 3aCe/laHHeTO Ha KOMHCHATA.

Komucusara pasrnexna nokymeHTuTe no ui 39, am. 2 ot 3011 33 CHOTBETCTBHE ¢ HIMCKBAHMSTA KbM
THIHOTO CbCTOAHHE H KPHTEPHMTE 3a MoA0Op, MOCTaBEHHM OT BB3JIOKHMTENs, H cheTaBs npotokon.Koraro
YCTAHOBH JIMIICA, HENBIHOTA MJIM HECHOTBETCTBHE Ha MH(OpPMALMATA, BKIKOYHTEIHO HEPEJOBHOCT MM
(hakTHyecka rperika, WM HECHOTBETCTBHME C M3UCKBAHHMATA KbM JIMYHOTO CHCTOSHHE HIIH KPUTEPHHUTE 3a

MOAOOp, KOMMCHSTAa TI'M I0COYBA B MPOTOKONA H TOM3NpAllla HA BCHYKM YYaCTHHLM B JeHS Ha
nyOIMKyBaHeTo My B npodHia Ha KynmyBaya.

B cpok 10 5 paGoTHM JHM OT MOJYYaBAHETO HA IPOTOKONA YYACTHUIIMTE, 1O OTHOLIEHHE HA KOHTO €
KOHCTATHPAHO HECHOTBETCTBHE HIIM JIMICA HAa WH(OpMALMA, MOraT Aa TIPEACTABST HA KOMHCHSTA HOB
EEJIOIl w/mma gpyru J0KyMEHTH, KOHTO ChIBpXKAT NpPOMEHEHAa W/MIM JOMbIHEHa HHpOpMALHs.
JlombnnuTenno npegoctaBeHata MHGOpPMaIHA MOXKe ga 00XBalia M baktu u obcrosTencTsa, KOUTO ca
HACTBIHIIN CJIE/l KpalHUA CPOK 3a nojydasaHe Ha oepTH WK 3asBIEHHS 3a yyacTHe.

*Kozamo npomenume ce omnacam 00 06CMoAMeAcmsa, pasnuiHu om nocouenume no un. 54. an. 1. m. I, 2
u /S uwn 33, an. 1, m. 5 om 30I1, nosuam eEEJJOIT mooice da 6vde nodnucan om eono om auyama, Koumo
Moeam camocmoamenHo oa npedcmasiseam Kanoudama uiy YYacmHukd.

Cliel M3THYAHETO Ha TOPEroCOYEHHA CPOKKOMHCHATA MPUCTBIIBA KbM DA3riekIaHe HA JOMBIHHTETHO

MPEACTABCHUTE IOKYMEHTH OTHOCHO CBOTBETCTBHETO HA YUYACTHHIIHTE C H3UCKBAHMATA KBM JIMYHOTO
CBhCTOSSHHE M KPUTEPUHTE 3a Noadop.



[Ipu u3BBPIIBAHETO HA NpeABAPHTEIHHS MOA00P H HA BCEKH €Tamn OT npoleaypaTa KOMUCHATA MOXKE MPH
HEOOXOMMOCT J1a HCKAa pPa3sfACHEHMS 3a JaHHH, 3as4BEHM OT KAHIMJATHTE W VYACTHHIIWTE, W/WIM ja
IpOBEPABA 3asBCHUTE aHHH. BKIIOYHTEIIHO Ype3 H3HCKBaHe Ha MH(OpMaIUs OT APYrd OpraHy H JHIA.

Komucusra He POITICKIA TEXHHYCCKHTE NMPEaIOKEeHHAHa YVHaCTHUIIMTE, 3a KOUTO € YCTAHOBEHO, Y€ He
OTTrOBapAT HA H3HCKBAHHUATA 3a JJHYHO CBCTOAHHE M Ha KPHTCPDHHTE 34 m}ﬂﬁ[}p.

Komucusita pasrieskna JonycHatute o(epTH M MpOBEpsBa 3a TAXHOTO CHOTBETCTBHE C [Ipe/IBAPHUTENHO
00siBeHHTE YCI0BHs. LleHOBOTO Tpe/UIoKeHHe HA YYACTHHK, YHATO odepra He OTroBaps Ha M3HCKBaHHATA
Ha BB3J0KHTEIIA, HE C€ OTBApS.

He no-kbcHO OT aBa pabOTHM JHM NpeIM jaTaTa HA OTBapsHE Ha IEHOBHTE ohepTH KOMHCHATA
00siBsiBa Hall-Mallko upe3 choOlleHHe B Mpouia Ha KynyBauya JATATA, 4Yaca ¥ MSCTOTO Ha OTBapsHETO.
OTBapsiHeTO Ha IEHOBHTE OePTH Ce W3BBPLIBA NIPH YCIOBUATA Ha wi. 54, an. 2 ot ITIT30IL.

KomucusaTa orBaps neHoBHTe 0)epTH Ha TOTMYCHATHTE YYACTHUIM B npoueaypara u r'u OroBecTsBa.

KnacupaHeTo Ha J0MyCHaTHTE YYaCTHHMIIM 1€ C€ M3BBPUIM Bb3 OCHOBA HA MKOHOMHYECKH Hal-H3romHaTa
odepra, onpeneneHa Bb3 OCHOBA Ha U30paHUs KPUTEPHil 3a Bh3/1araHe «Haii-HHUCKA LIeHaY.

[pean u3BbpLIBaHE HA TO3M €Tal HA OLEHKA, (PMHAHCOBHTE MPELTOKEHUS Ce [MpOBEPABAT 34 ChOTBETCTBHE
C H3HCKBAaHUATA HA IOKYMCHTAIIMATA 33 y4acTHE B MPOLE/ypaTa, KaKTO H 3a QpUTMETHYHH TPELIKH.

Korato nmpemnoxkenue B odeprara Ha y4acTHHK e ¢ moseue oT 20 Ha CTO [10-0JIaroNnpUsaTHO OT CpeaHaTa
CTOWHOCT Ha MpPEVIOKEHHUATA HA OCTAHAIHTE YYACTHHIM MO CHUIMA TOKA3aTel 3a OLEHKA, KOMHCHSITA
M3MCKBA OT HEro MOAPoOHa MHcMeHa 000CHOBKA 3a HAYMHA HA HETOBOTO 0Gpa3yBaHe, KOATO Ce mpejacTaBs B
NET/IHEBEH CPOK OT MOJIyyaBaHe Ha HCKAHETO.

Komucnsita K1acupa yqacTHHIMTE 110 CTENEHTA Ha CHOTBETCTBHE Ha O(epTUTE ¢ MpeIBapUTEIHO 00SABEHHTE
OT BB3JIOJKHUTEIS YCIIOBHS.

Komucusara npennara 3a OTCTpaHSBaHE OT MPOLEAYpaTa Y4aCTHHK, 110 OTHOILIEHHE Ha KOMTO Ce YCTAaHOBST
obcrogTencTeara. nocovedu B wi. 107 ot 3071,

Komucusita u3roTss J0K7aj 3a pe3ynrarute ot paboTata cH. KOHTO ce MOANHCBA OT BCHYKH WICHOBE U
Ce MnpejiaBa Ha Bb3JI0KUTENS 3a€/IHO ¢ 1s171aTa JOKYMEHTALHS.

B 10 nueBeH cpok oT yTBbpikZaBaHe Ha nokiana Bwinoxkurensr, ceriacHo wi. 106, an 6 3011 H3/1aBa
MOTHBHPAHO PEIICHUE, C KOCTO OMpENe/is U3MBbIHUTENNTEe /UK TpeKpaTsaBa npoueaypara. B pemenuero

BB3JOMKHUTEIAT MOCOYBA M OTCTPAHEHUTE OT Y4acTHe B NMpPOLEAYpaTa YYaCTHHUM Ha OcHoBaHue wi.107 or
30T

Be3noxutenat nybaukyea B npouia Ha KynyBaya pellleHHETO B TPUIHEBEH CPOK OT M3[aBaHETO MY, B
yciaoBHATaA Ha uil. 43, an.1 ot 30I1.

Pazgnen VIII
JOT'OBOP 3A OBHIECTBEHA ITIOPHYKA

Jlorosop 3a ofuiecTBeHa MOPHYKA ce CKITIOYBA C Y4acTHHUKA, OMpe/ie/ieH 3a U3MBJIHUTE Ha MOPBYKATa
B CIHOMECCUCH CPOK CJjie]l BlIM3aHe B CHJIA HAa pEIICHMETO 3a OMNpeJefisHe Ha HM3MbIHUTEN WIH Ha
OTpPEIC/ICHHETO, € KOETO € JOMYCHATONPEIBAPHTENHO M3MBIHEHHE HAa TOBA pELICHHE, HO He peu

M3THYAHE HA 14-HEBEH CPOK OT YBEAOMSBAHETO Ha 3aHHTEPECOBAHWTE YYAaCTHHIM 3a PELICHHETO 3a
Olpejie/IiHe Ha H3MTBJIHHTEI.

JloroBopsT 3a obliecTBeHaTa nopwbuka ce CKIIOYBA 3a CPOK OT oOceMHajeceT Mecela H BK/IHOYBA
SAIBJUKMTEIHO  BCHYKM  MPEMTOAKEHHA  OT  odeprata  Ha  y4yacTHMKA,  OmpeleNeH  3a



M3ITB/IHUTEN. Bb3ModcHocmume 3a_ uzmeHenue Ha 0o20eopa ca npedsudenu ¢ Pazoen HI u Pazden X om
HACHOAWANMA 0OKVMEeHMALUA

Bb3/10KHTEAAT HAMA NPABO 1A CKJIKYH JI0T0BOp ¢ H30paHHs H3NbJIHATE MPeIH BAM3AHETO B CHJIA

Ha BCHYKH PELIeHHA MO npoueayvpara.

Horosop 3a o0luiecTBeHa nopbUKa He ce CKJII0YBa, KOTraTo ca HaJIMIe obecTodTencTrara mo will2. an2 ot
30I1.

BB3JIOKUTEJIAT wma mpaBo za He ckmoun JIOrOBOp 3a M3IBIAHEHHE MO €IHA WIH [OBEYe
HOMEHKIIATYPHH CIMHUIM OT 000COOeHa MO3MLMS M Ja MPeKpaTH MpoleaypaTa 3a TAX B Clydai, dbe
PUHIHIATBET Ha APYXKECTBOTO € IpOBEN TNpoleaypa 3a LEHTpaaM3upaHa I0CTABKA HA JIEKapCTBEHH
MPOAYKTH H HMa CKIIOYEHW PaMKOBH CIOpasyMeHHd ¢ HW30paHM W3IMBAHWUTENHM 3a JOCTABKA Ha
JICKAPCTBEHUTE MPOAYKTH CHOTBETHHUTE HOMEHKIATYPHH €/THHHIIH.

[Ipenn moanucBane Ha 0roBopa 3a Bb3JiaraHe Ha OOIIECTBEHATA MOPBYKA, HA OCHOBAHHE Ul 67, an. 6 or
30I1 y4acTHHKBT., ONpe/esieH 3a W3MBIHHTEN € JUThXKEH Ad INpelocTaBH aKTyalHHd JIOKYMEHTH,

YAOCTOBEPABAIM JIMIICATa HA OCHOBAHMS 3a OTCTpaHABAaHE OT MPOLEAYPAaTa U CHOTBETCTBHETO C
MOCTaBEHUTE KPUTEPHH 3a moadop.

|'apaHumsTa 32 W3NBIHEHME HA JIOTOBOpPA € B pasMep Ha 2 % OT CTOWHOCTTA Ha noroeopa oez JIJIC.
YCIloBHATa M CPOKa 3a 3albpiKaHe M OCBOOOKIABAHETO M CE YpPeKIaT B JOTOBOpa 3a BB3JlaraHe Ha
obmiecTBeHaTa nopbuKa.l'apaHimaTa 3a U3ITBIHEHHE Ce NPEICTABS B €1HA OT ClICIHHTE bopmu:

a) napH4yHa cyma, BHeCEeHa IO I10CoYeHara rno-n1oay 6ankosa eMmetka Ha BB3JIOXKUTEIS B [IKb
AJl — knon Kocrenen:

[BAN: BG81CECB979010C7070501, BIG xon CECBBGSF: unu

0) Oe3yci0BHa HeOTMeHsieMa DaHKOBA rapaHLIMs: WK

B) 3aCTpaxoBKa. KOsITO o0e3ne4aBa H3MBIHEHHETO uPe3 [MOKPHTHE Ha OTFTOBOPHOCTTA Ha
WU3ITBJIHUTEJIA.
baHKOBHTE pa3sxo[u Mo OTKpPHBaHE Ha rapaHiMsaTa ca 3a cMeTka Ha U3ITHJIHUTEJIISL. Toii MpeaBUKaA H

3afaiia TakCHTe [0 OTKPHBAHE H 00C/Ty/KBAaHE HA rapaHIMATa, TaKa 4e pa3Mepa Ha rapaHIusaTa [a He Obje
[O-ManbK 0T 2 YeIIpe3 BpeMeTo Ha JIOroBopa.

['apanumsTa 3a U3MbJIHEHHE CleIBa /1a € ChC CPOK HA BATHAHOCT OT JATAaTa HAa BIM3aHe B CHIA HA Jlororopa
10 HaH-manko 30 /TpuaeceT/ AHK cllell H3THYAHETO Ha CPOKa MY.

3a BCHUKH HEYpe/IeHH BBIIPOCH B TOBA YKa3aHHMe 3a MOATOTOBKA Ha odepTara ce [pHIarar pasnopeaduTe Ha
JeHcTBanms 3aKoH 3a obiecTBenuTe nopbuky U [T13011.



Paznen IX
IPHJITOXEHUSA

Ipunoowcenue Ne 2

AEKJUAPAIINUA

3a CbITIAaCHE C K/1av3HuTe Ha AOTOBOPA

JIONYTOAMHCAHHAT/ATA!  1oveveeeeeeeeeee e oo , ¢ EI'H
NS s H3Tal€HA HA ....ooevvvvevveeveneeeeee B

B KAYECTBOTO MH  HE .iiieeiiiniiieineereennes HB oereeeeeoe e e e (nocousa ce chupmama,
Kosmo npedcmasasisame), c EUK ...................... BbB BPb3Ka C YYaCTHETO Ha JPYHKECTBOTO

(00eIMHEHHETO) B OTKpHTATA MpoLieaypa ¢ npeamet ""locTaBka Ha JIEKAPCTBEHH MPOAYKTH 3a
001000 THHYHO NPHJIOKeHHe 32 Hy:RIuTe Ha ,MBAJI - UXTUMAH* - EOOJT "

---------------------------

AEKJTAPHPAM:

I. Ilpencrasnssanoro oT MeH apyxecTBO (00eIMHEHHE) KaTO YHaCTHHK B OTKpHTATa MpoLEeaypa 3a Bb3jlaraHe Ha

HacTos1aTa 00IIECTBEHA NMOPhYKA MPHEMA KJIay3UTe Ha MPHIOKEHHS KbM JOKYMEHTAIMATA 38 YYaCTHE TIPOEKT
Ha J0TOBOP.

M3secTHO My €, ue 3a BIHCBaHe HA HEBEPHM JAHHM B HACTOSINATA JICK/Iapallys MojUleKa Ha HaKasaTeaHa
OTFOBOPHOCT CBIJIACHO 4. 313 ot Haka3zatenHus komekc.

1 -5 RO | | 4. 11 .2 JEKJIAPATOP:

lllllllllllllllllllllllllllllll

/TIOOMHKC U nmevat/



ITpunosicenue Ne3
JEKITAPAILHUS

3a CpOKa Ha BaIMIHOCTTA Ha odeprara

HONVIIOMMBECAHAATIATA!  oiviiiivvissitoiiiniitietiottosssmmmsasessesnse s ans v. & BIH  asosmomusnssssms

ABND ocanmmvissg H3MAOCHA Ha ..ccevvrrevnnrerernnnnnn. B ...

B KAYECTBOTO MH HA  .ceeeeeeeeeeeieeieeeeeennns 2 £ R (nocousa ce pupmama,
koamo npedcmasasicame), c EUK ...................... BBB BPB3Ka ¢ YYaCTHETO Ha APYKECTBOTO

(o0eMHEHHEeTO) B OTKpUTaTa npoueaypa ¢ npeaMet ""JoeraBka Ha JIEKAPCTBEHH NMPOAYKTH 34
00mod0IHHYHO npuioxkenne 3a ,,MBAJI - UXTUMAHY - EOOJ1 "

AEKJTAPHUPAM

CpoKbT Ha BaJMIHOCTTa Ha ohepraTa e 4 Mecella cliel KpaifHis CPOK 3a IojaBaHe Ha oepruTe.

M3BecTHO MM €, Ye 3a BNUCBAHE HA HEBEPHM JaHHH B HACTOAIIATA ACKapalHs NoJIeKa Ha HaKasaTelnHa
OTIOBOPHOCT chIytacHo 4wi. 313 ot Hakazatenuus kojaekc.

/TIOIMKAC U neyat/



Pasznen X

[IpoexT
AOT'OBOP

3d I0CTaBKa Ha JICKApCTBEHH MPOIYKTH 3a 00LIO00THHYHO MPHIIOKEHHE 10 00LIeCTBeHa MOPHYKA ¢
ID Ne 20190919-00639-0010

Huec, .....................2019 r., B rp. UxTuMaHn, Mexay:

»MBAJI — HXTUMAH" - EOO/I, cbc cemanuuie W aapec Ha yNpaBlIeHHE B rp. Uxtumas, |
vy Hunka™Ne30, EMK 000770061, npeacrasnsBano ot a-p Meka I'eopruesa.— Ynpasuren, HapU4aHo 3a
kparkocT no-gony "Bb3JIOJKHUTEJI" ot eana crpana, u

...................................................................................................................... CbC CelalMIle M aJpec Ha
F : =k
VIPABIEHIE vosvoissrvmusnmsmmmnsmnsississnss i samissssisaaaessisin 1 I TN Ne .......... ,

TE: ; PAIE ceseseseeniaEEieREs: BRE vnnsvamassg [peJCTaBIsSBaHO oT
................................................... Hapu4ano 3a kpatkoct "M3ITBJIHUTEJI" ot npyra crpana,

Ha ocHoBanue wi. 112, an. 1 or 3akona 3a obumectBenuTe nopbuky (3011) 1 B u3nsiaHenne Ha Pemenue No -
PH-03c 2019 r. na Vnpasuren na ,MBAJl — UXTUMAH" - EOO]l 3a OnpejensiHe Ha
M3MIBJAHUTEN Ha oOliecTBeHa mnopbuka ¢ mnpeaMer e''/locTaBka Ha JeKapcTBeHH NPOAYVKTH 3a
00mo60HHYHO npuaoxkenne 3a ,MBAJl — UXTHUHMAH* - EOO/I,ce CKIIOYH HACTOSIIUST IOrOBOP,
KaTo CTPaHHUTE Ce Cropa3ymMsaxa 3a CJIeIHOTO:

. IPEIMET HA 1OI'OBOPA

Ha. 1. (1) BB3JIOKHUTEJIAT sw3nara. a U3ITBJIHUTEJIAT npuema Cpelly Bb3HArpaKjeHue Ja
M3BBPLIBA NCPHOIAMYHH  JOCTABKM HA JIGKAPCTBEHH TMPOAYKTH 3a OOMIOGOIHHYHO TNPHIOKEHHENIO

lpunoxcenue — Nel | Cneyugpuxayus — xvm  0ozoéopa” mo  obocobena/m  nosumus/u  No
oo R R R T R T e s HOMEHKJIaTypHa/H
C/AMHHULIA/H L 1 T M3rOTBEHA Ha

Oasalexnuueckoro npennoxenne Ha H3ITBJAHUTEJS, npencrasissamio lpunoocenue Ne 2
(..IIpennosxenne 3a nanbiHeHne Ha nopwukara™- [Ipunooicenie Ne ot oteprara) u LlenoBoTO NpemIoKeHHe
Ha U3ITBJIHUTEJISA, npeacrapassamo /lpunooxcenue Ne 3 (,JleHoBO mpeaiokenue- Ipunoocenue No
4ot o(epraTa), CHIIIACHO YCIOBHATA HA HACTOMIIMA norosop (..JIoroBop™) U M3MCKBaHMATA, MTOCOYEHH B
Texnuyeckara cnennurauus va Bb3JIOJKHUTEJIS. [Tpunoxkenusta ca HepasieHa 4acT 0T Horosopa.

(2) 3a KpaTkoCT nMpeaMeTHT Ha HacToslms JloroBop mocoueH B an. 1 e ce Hapu4ya B JloroBopa
~JlocTaBka™,

(3) BB3noskuTensT ne ce aHrakupa ¢hbe¢ 3aKynyBaHeTo Ha LAI0TO MPOrHO3HO KOJHYECTRO.
(4) Bb3noxurenat moxe aa 3asBH 0CTaBKATa HA JONLAHHUTENHH KOJMYECTBA JIEKapCTBEHH

MPOIYKTH OT NajCHa HOMCHKJATYpHa €/IMHHMIA HaJ ONpeAe/]eHOTONPOrHO3HO KOIHYECTBO, HO CaMo npH
YCJIOBHSITa HA HACTOSLIUSA JOTOBOP.

II. HEHA 1 HAYHWH HA ILUTAIIIAHE

Un. 2.(1) BB3JIOKUTEIAT nvnmu wa WU3ITBJIHUTEJIA Bb3HArpaXkJIeHUE 3a BCSIKA eHa
n3sbpiuena o1 U3ITBJIHUTEJIA u npuera ot BB3JIOKUTEJIS docTaBka, chriacHO e MHUYHHTE LIEHH,
nocouenu B [punoxcenue Nel ,, Cneyugpuxayus kom 0ocoeopa’”. TIocOUeHHTE LIEHUBKIIOYBAT BCHUKU TAKCH
1 JIpYTH pasxo/in BB Bpb3ka ¢ JlocTaBKaTa 10 MACTOTO Ha M3IIBJIHEHHUE 110 Wi, 3, ai. S:

(2) 3annamaneTo Ha BB3HArpaXKICHUETO M0 al | ce H3BBPIUBA [IPU KYMYJATHBHOTO HaJIHYHE Ha
CJIEHUTE JOKYMEHTH:

a) noanucad ot CTpaHHTe MpUeMaTeIHO-NIpeJaBaTeNleH npoTokon no 4i. 10, an. 2 ot lorosopa;

0) mnpenocraseda ot M3ITBJIHUTEJIS daktypa 3a choTBeTHaTa JlocraBka, mnpuHera oT
Bb3JIOKUTEJIS.



(3) Aemxumoro ot BB3JIOXKUTEJIS Bu3uarpaxaenue nmo am. 1 3a choTBeTHaTa JloctaBka ce
sannata Ha M3ITbJIHUTEJIA no 6ankoB nbT B ¢pok /10 60 (mecTaeceT) AHK. CYHTAHO OT U3MbIHEHHETO ii.

(4) Ilrauanero ce u3pbpiBa B OBLJATapcKH J€BOBeE, ¢ IUIATEKHO HApeXkIaHe MO cieaHaTa O6aHKOBA
cMmetka, nocodena ot U3ITbJIHUTEJIA:

B o IBAN: convnmnnnsisins BAHBAS ...onsmssessmenssam

(5) UBITBJIHUTEJIAT e anbxen na yeemomsBa nuemero BB3JIOKUTEJIS 3a  BeHukH
MOC/ICABALIH TPOMEHH B TaHHUTE 3a OaHKOBaTa CMETKa M0 al. 4 B CPOK OT TPH IHH, CYUTAHO OT MOMEHTA HA
npomsHata. B cayyvait ue M3ITBJIHUTEJIAT ne ysenomu BB3JIOXKUTEJIS B T031 cpok WK niammaHero e
n3pbpuieno ot BB3JIOKHUTEJIA npean nosnyyasane Ha yBEJAOMJICHHETO, C€ CUMTA. Ye MIAILIAHETO €
HATEKHO U3BBPILIECHO.
(6) Enunnunute ueHu, nmocoueHn B [Ipunoscenue Nelue mojiekar Ha H3MEHEHHE,0CBEH B CIIy4auTe,
[IPEABUICHH B HACTOSAIIHA JOTOBOp U B wi. 116 ot 3011

(7) Obmata cTOHHOCT 3a H3BBLPINBAHE HA JOCTABKHTE CBHIIACHO Ipunoxcenue Nel 3a cpoka Ha

JloroBopa e ........cciiinnn... CCTIOBOM: 5 o v csisians g nesa; B3 JHIE B i s mnsrns
(CITOBOM:...oovvvvnnn... ) ¢ Bkmouen JIJIC:

1. CPOK HA 1OT'OBOPA. CPOK U MSICTO HA U3ITBJIHEHUE

Yn. 3 (1) JloroBopsT ce ckmouBa 3a CpPOK OT OCEMHAJeCeT Mecela CYMTAHO OT JaTaTta Ha
MOJANMHCBAHETO MY.

(2) B pamxure Ha cpoka mo an. 1 U3ITBJIHUTEJIAT ochlnecTBsIBa JOCTABKHTE B OPOIC OF oo
(CETMDBOM = oosia v ) Yaca. a MpH CHELIHK 3as8BKH —/10 2(/1Ba) yaca, CYHTAHO OT yaca. [mocieaBaill yaca Ha
MoJyvyaBaHe Ha nmucMeHa 3aseka (..3asgska™) ot Bb3JIOKHUTEJIA.

(3) BB3JIOKUTEJIAT m3npama 3asskara /nucmeno /yetho a0 U3ITBJIHUTEJIS Ha ajpec, (axc
UITH €JIeKTPOHHA TMOIIA;

11 01 o
PAKC: oo,

e-mail: ..o,

3asiBKaTa MOke ja ObJe 3a YacT WJIM 3a ISUIOTO MPOTHO3HO KOMMYecTRO, KaTo BBIJTIOXKUTEIAT He e
3aIbIIKEH J1a 3aiBH LATOTO MPOrHO3HO KOJMYECTBO MO BpeMe Ha cpoka Ha Jloropopa. B cayuaii, ye 3a
BB3JIOKUTEJIS ne e pw3uukHana HeoOxommmocT oT JIocTABKA., CHIMMAT HMa paBo Ja He 3asBsBa
KOJIMYeCTRA.

(4) JlorosopeT He o6Bbp3Ba BDB3JIOKUTEJIA cbe 3ambikeHdeTo na HanpaBd 3asBka, a
nocneaHara € 00yc/ioBeHa 0T Bb3HHKBaHEe Ha HeoOXoaumocT oT Joctaska 3a BB3JIOXKUTEJIS. B caydaii
€ YCHIOBHETO MO MPEeAXOAHOTO H3peucHue He e Hannue, BB3JIOKUTEJIAT we Hocu otroopHoct, a
M3ITBJIHUTEJIAT nama npaBo 1a npeTeHaMpa HEYCTOMKH M/MIM KAKBHTO H Ja € GHIIo obesleTeHus 3a
[IPUYHUHEHH BPE/IH.

(5) MACTOTO Ha W3IBIHEHHE Ha OCTaBKMTE e: rp. MXTumaH. yn. Jlunka™ Ne 30, ,MBAJI -
UXTUMAH® - EOOJ]- ,,bosnauuna antexa’.

IV.TIPABA U 3A/IBJI’KEHUSI HA CTPAHUTE

Hi. 4. BB3JIOKHUTEJIAT uma npaso:

. na wmsucksa ot U3ITBJIHUTEJIS na usnwindssa B CPOK M 0e3 OTKIIOHeHHsS BCSIKA €aHa OT

A0CTABKHTE, CbIJIACHO ycioBuATa Ha Jlorosopa, TexHuueckara crnenuduxauus u IIpennoxenuero 3a
H3ITBJIHEHHE HA MOPBYKATa;
2. ia U3BBbPIIBA NPOBEPKA BB BCEKH MOMEHT OT M3ITBIHEHHETO Ha 3asBKaTa 110 Jlorosopa, 0OTHOCHO

RAFCCTBOTO, KOJIMYECTBaTa M TEXHHYECKHTE mnapameTpu, 0e3 ¢ TOBa ja mnpeud Ha JeHHOCTTa Ha
MS3ITBJIHUTEJISA:

3. J1a 331bPKH/YCBOM CHOTBETHA 4acT OT ["apaHIMaTa 3a U3MbIHEHHE [MPH HEU3NbIHEHHE OT CTpaHa
Ha M3ITBJIHUTEJIA na [loroBopa M ja Moay4yd Heycroika B pa3sMepa, onpenened B pasaen VII ot
HacTosuusa Jlorosop;

4. na nperneia aocTaBeHaTa CcTOKa W Jia HallpaBH peKjiaMallid TMpH  YCTAHOBSABAHE Ha

HEKaueCTBeHa/HeNblAHA JlocTaBKa MM TakaBa, KOSTO HE € B ChOTBETCTBHE C [Ipennoxenuero 3a
H3MbJIHEeHHE Ha nopbukara Ha U3ITBJIHUTEJIA:



5. ma moiy4u JloctaBkaTa B CpoKa M IIPH YCTIOBUSATA, T0TOBOpeHH Mexkay CTpaHuTe;

6. n1a He npueme JlocraBkata M Ja OTpa3sH YCTAHOBEHMUTE HEJOCTATHIM/IUIICH B IPHEMO-
npeaaBaTenHus npoTokon mo uwi. 10, an. 2, B cnyyail ye JlocraBkara He OTroBaps Ha M3UCKBAHHSTA 110
Hpunoscenue Ne | u yenosusita Ha To3u Jlorosop:

7. na npexparu Jlorosopa eaxoctpanno no BuHa Ha MU3ITBIIHUTEJIS B cayuait Ha chlecTBeHO
HEM3Mb/IHEHHE (110 CMHCBIIA Ha 4. 15, an.2) ot ctpana Ha U3ITBJIHUTEJISL.

Ha. 5. (1) BB3JIOXKUTEJAT e wrbxken na sannama Ha U3ITBJIHUTEJIS Bw3narpakienue npu
MBJIHO U KaYEeCTBEHO M3MbjIHEeHHE Ha J[ocTaBKa B pa3Mep, NMpH YCIOBHS M B CPOKOBE CHIVIACHO HACTOSIIHS
Horosop.

(2) BB3JTIOXKHUTENAT ce 3anbnxkasa:

|. 1a He pasnpocTpaHsBa 10/ KakBaTo W 1a e (opma Besika npeaoctaseHa my ot U3ITbJIHUTEJISA
HH(pOpMallHs, MMallla XapakTep Ha TbpProBCKa TaiiHa M W3pHuHO ynomeHata ot M3ITBJIHUTEJIS kato
Takapa B [Ipe/ICTaBeHaTa oT Hero odepra.

2. IpH 10CTaBsiHE Ha CTOKATA J1a sl MperJie/ia, a MOMbJIHH NPHeMAaTEIHO-NPeIaBaTeNHHTE TTPOTOKOIH
H MPH YCTaHOBSBAHE HA IBHW HEJIOCTATBLIM UIIH JIMIICH [Ia T'M OTpa3u B NMpoTokosa mo 4wi. 10, an. 2;

3. J1a OCUTYpH TOMELIEHHE 3a ChXPaHEHHE Crope/l ChOTBETHUTE M3MCKBAHHA, AKO MMa TAKHBA, HA
JIOCTaBEHOTO KOJIHYECTBO CTOKH.

Yu. 6. UBITBJIHUTEJIAT uma npaso:

|. 1a mosyun yroBopeHOTO Bb3HArpakJAeHHEe MPH YCIOBHATA H B CPOKOBETE, NMOCOYEHH B HACTOAIIIHSA
Jlorogop.

2. na ucka ot BB3JIOXKHTEJIA neo6xommmoTo chaelicTBue 3a ochinecTBsBaHe Ha JlocTaskara 1o
JloroBopa u npremMaHeTo i, KOraTo € H3IbIHEHA CHITIACHO H3UCKBaHUATa 1o wi.7, T.1 U T. 2.

Un. 7. USITBJIHUTEJIAT e nnwxen:

. na m3nbaHM BCSKa €/1HA OT JOCTABKMTE KAa4eCTBEHO. B CHOTBETCTBUE ¢ [Ipunoscenue Nel
. Cneyughurayus kom 0ocoeopa ’n nacrosius Jlorosop:

2. B caydaute no uin. 4., 1. 6, USITBJIHUTEJIAT ca 3agwpmxaBa na 3aMeHH 3a CBOS CMeETKa
JloctaBkata ¢ apyra, OTroBapsila Ha H3HCKBaHuATa no T. 1 u mo [lpuroxcenue Ne | B cpox jo 12
(IBaHaaeceT) Yaca, CYMTAHO OT Yaca, IOCOUYEH B IPOTOKOJIA 3a HeKavyecTBeHaTa/HenbiIHa J[0CTaBKa.

3. B coydait, ye M3ITBJIHUTEJIAT He poctaBn B cpoka Mo T. 3 3aMeHEHHTE CTOKH,
BB3JIOKUTEJIAT nauncnssa neycroiika Ha USITBJIHUTEJIS mo un. 11, anl, kosto ce yAbpKa OT
CleBalMTe Miam@anus KeM Mansauurens unam ot [NapanuusTa 3a u3nbiHeHHe:

4. B ciyyaid, ye U3ITBJIHUTEJIAT nocTaBHCTOKH,KOHTO HE OTrOBapAT HAa M3WCKBAHMATA 110 T. 2,
BB3JIOKUTEJIAT nauncnssa veycroiika Ha U3ITBJIHUTEJIA no un. 11, an. 2. kosT1o ce yAbpKa OT
ciIe/IBalIMTE Mlaanus KbM Manbiauutens wim ot [Napanimsita 3a H3IIbIHEHHE:

J. Jla CbXpaHsBa M TpaHCTOpTHpa JlocTaBkara 10 MSACTOTO Ha M3MBJIHEHHE NPH Cla3BaHe Ha
MOCOYEHHA OT MPOU3BOAUTEIS TEMIEPATYPEH PEXKUM M IPYTH YCIOBHS 3a ChXPAHEHHE;

6. 7a He W3MoN3Ba MM pasznpocTpaHssa wHpopmanus 3a BB3JIOXKUTEIS, cranana MY M3BECTHa
[PH H3MBIIHEHHE HA 3ab/UKEHHsTA MY 10 HacTosus Jlorosop.

Hi. 8. UBITBJIHUTEJIAT ce 3anpmkasa [a MpoIb/KH H3MBIHEHHETO Ha J[0CTABKATA M B cilyvaii Ha
3abaBsHe Ha Matlane ot ctpana Ha Bb3JIOKWUTEJIS nopany 06eKTHBHH MPHYHHH.

V.I'APAHUMUA 3A UBITBJIHEHUE

H41.9. (1) IIpu ckmousane na Jlorosopa M3ITBJIHUTEJIAT npeacrass ["apanuus 3a U3NbIHEHHE HA
Horosopa (..'apanuus 3a u3nbaHexne™) B pazmep Ha ....... o) [6].75)T L ) J1eBa, npe/IcTaBiIsBaIy 2
% (1Ba MpoueHTa) OT Herosara obOuIa CTOHHOCT o wi. 2. an.7. 6e3 JUIC. INapaHuusaTa 3a u3mbiHeHue ce
[PEICTaBs B €Ha OT CleAHUTE hopMHu:

a) napu4Ha cy™a, BHecena 1o nocouyexa ot Bb3JIOXKWUTEJIS 6ankoBa cMmeTka:

0) Oe3ycioBHa HeOTMeHsieMa 0AHKOBA rapaHLUs, Wi

B) 3aCTpaxoBKa, KoATO oOe3neyaBa H3IMBIHEHHETO upE3 MOKPHTHE Ha OTTOBOPHOCTTA Ha
U3ITBJIHUTEJIA.

(2) l'apanuusTa 3a H3nbIHEHHE ClIe/IBa [1a € ChC CPOK HA BATHAHOCT OT JATaTa Ha BIM3aHe B CHJA HAa
Jlorosopa 10 Haii-manko 30 /TpumeceT/ AHU ce] H3THYAHETO HA Cpoka mo 4i. 3, an. 1.

(3) l'apanuusTa 3a U3MbIHEHHE CE YCBOSABA M3LAJIO MM YacTHUHO oT BBIJIOKUTEJS B cly4aii Ha
HeusnbiIHEeHHe Ha 3aab/DkeHusaTa Ha M3ITBJIHUTEJISA 3a wactra, choTBeTCTRAINA HA HEH3ITBIHEHHETO.



BB3JIOKUTEJST uma npaso na ycsou I'apanuusra 3a u3nbiHeHue, 6e3 ToBa Ja ro jJuiuasa oT MpaBoTO
J1a ThpcH 00€e31IEeTEHHE 3a BPEIH, HAIBUIABALM T0JIydeHATa cyMa 110 ["apaHiusTa 3a U3IbIHEHHE.

(4) Ilpu nunca nHa Bp3paKeHHA/NMPETEHINH BHB BPh3Ka ¢ H3MbJIHeHHETO Ha JloroBopa OT cTpaHa Ha
B B3JIOKHUTEIIA, Toii ocBoGoknasa I'apannusrTa 3a H3NbJIHEHHE (BpblIa NMapuyHaTta cyMa/opuruHana Ha
H3a1eHara 0aHKoOBa rapaHiMs/3acTpaxoBKa) B cpok oT 30 IHH cje[ NMPUKIIIOUBAHE HA W3IBIHEHHETO HIIH
H3THYaHe cpoka Ha /lorosopa. 0e3 1a I1b/KH JIMXBH 3a Nepruoa. mpe3 KoiTo [apaHuusaTa 3a U3NbJIHEeHUE e
MpecTosiia MpH Hero (B ciay4vail ye e noj hopMarta Ha napuyHa cyma),

(5)Pasxomure Mo oOTKpHMBaHe. MOAIbpXKAaHe, MOAHOBsBaHe W oOciyxBaHe Ha [apaHumsra 3a
H3MbJIHeHHE ca 3a cmeTka Ha M3IThJIHUTEJIS.

(6) I'apanuusara 3a u3nbiHeHue He ce ocBobokmasa or BB3JIOKUTEJIS, ako B mpomeca Ha
H3ITHJIHCHHE HaA J1I0r0BOpa € Bh3HUKHAII CIIOP MEK/Y CTPAHUTE OTHOCHO HEM3MbJIHEHHE HA 3ab/KEHUATA Ha
M3ITBJIHUTEJIA w BBIOpOChT € OTHeCeH 3a pemaBaHe nped cbi. [lpu pemasane na cropa B mosisa Ha
B b3JIOKHTEJIS. Toli Moxe 1a npHCTBIM KbM YCBOSBAHE HA rapaHLMsTa 3@ H3MBIHEHHE.

VI. IIPEJABAHE H IPUEMAHE 3A U3ITBJIHEHUETO

Y. 10.(1) Ilpuemaneto Ha pocraBkata or BB3JIOJKMTEJIS ce ussbpuiBa upes PwkoBomutesn
~bONHHYHA anTeka” Wik Heros 3amecTHHK. 3a BB3JIOJKMUTEJIA npuemartenHo-npeaBaTe THUAT IIPOTOKOT
Ce NMOJAMKUCBA OT JIMLETO MpHeMalno nocraskara, a 3a U3IIbJIHUTEJIA — ot onpeneneno ot Hero suile.

(2) llpuemanero Ha n0cTaBka 1o 3adBKa ce yIOCTOBEPSABA C MOANMCBAHE OT MPEACTABHTEIHTE MO
an.l Ha JByCTpaHeH NpHEMaTe/HO-NpelaBaTe/IeH MpPOTOKOJI. B KOWTO Ce OTpassBa jaTata M yaca Ha
JlocTaBKara, BHJIAa ¥ Opos Ha [OCTaBAHUTE JIEKAPCTBEHH TMPOJAYKTH, CPOKBT HAa TOJHOCT, KakKTO H
MpUApYKaBaluTe ri JoOKyMeHTH. JloctaBkara ce cuuta npuera ot BB3JIOJKUTEJIS camo ako CBUMAT e

[MOJMHUcal npueMaTesHO-IpeIaBaTeIHHA POTOKON 0e3 Bh3paxKeHHs (OCOYBAHE HA HENOCTATHIH/THIICH HA
CTOKH MJIH JOKYMEHTH, KOHTO CJIe/IBa J1a T'H IPHIPYIKARAT).

VII. HEYCTOUKH

. 11. (1) B cnyuait, ye USITBJIHUTEJIAT He nanbsnuu 3asska B cpoka mo wi. 3, an. 2.HJIH 1O
417, 1. 4, Toit abikk Ha B'b3JIOKUTEJIA neycroiika B pasmep Ha 0,25 % (Hysa Usio ¥ ABAJECeT U MeT
CTOTHH NPOLEHTA) OT CTOHHOCTTA Ha HEeM3IThJIHEHATa 3asBKa 3a BCEKH IPOCPOYEH Yac, HO He moeeye oT 10
% (1eceT NpolleHTa) OT CTOHHOCTTA HAa HEW3ITbJIHEHATA YaCT OT 3asgBKaTa.

Hn. 12, Msnnamwanero/yabpikaneTo Ha HeycTolkd He numasa BBIJTTOXUTEJIS or paBoOTO j1a
TBPCH pPEAHO H3MbJIHEHHE W O0OE3LIETEHHE 3a NPEThpIEHHTE BPEIH, HAAXBBPISILIM pasMepa Ha
HeYCTOHKAarTa.

Ha. 13. (1) Ilpu npexparsasate na Jloropopa nopaau OTKa3 OT JOCTaBKa Ha JIEKapCTBEH OpPOLAYKT,
W3ITBJIHUTEJIAT nbnan wa BB3JIOKUTEJIS Heycroiika B pasmep Ha 20% (mBamecer MPOLIEHTA) OT
CTOHHOCTTA Ha 3asBeHaTa. HO HEU3ITb/IHEHA JIOCTABKA.

(2) BB310KMTENAT yabpikKa ABIKUMHUTE CYMH 3a HEYCTOHKA MBPBO OT C/eIBAlMTE MIALIAHHA KBM
M3nbanuTens, a ciiel ToBa OT rapaHIMsTa 3a H3NbIHEHHUE Ha I0rOBOPA.

(3) B caydaure nmo an. 2, xorato Bw3noxurensr e yabpikan HeycToMKara oT CTOMHOCTTa Ha
rapaHlmMATa 3a U3IIbJIHEHHE, 3IBAHUTENAT € UTbKeH B 5-1HEBEH CPOK OT YBEIOMSIBAHETO MY 3a YCBOSIBAHE

Ha 4acT OT rapaHiuATa, 1a NONBJIHH rapaHUUATa 3a W3MbJHEHHE 10 pa3Mepa, onpeaeneH B 4.9, am. 1 or
JIOroBOpa H J1a MpeIcTaBH Ha BB3/10KHTENs] ChOTBETHHS JOKYMEHT.

VIII. HEIIPEJABHIAEHHU OBCTOSITE/JICTBA

Q. 14. (1) Crpanute no Jorosopa He AbIKAT 00€3MIETEHHE 3a MPETHPICHH BpelH W 3aryou, B
Cly4aH 4e MMOCHEJHUTE Cca NMPHUYHHEHH OT HENpPEeoJ0JIMMa CHJAa MO CMHCHIA Ha 41 306 oT Twproeckus
3dKOH.

(2) B cnyuaii ye CTtpaHaTa, KOATO € C/IeBas10 Ja H3MBIHH CBOE 3aXb/IKEHHE IO JloroBopa, e Ouna B
3abaBa KbM MOMEHTAa Ha HACTBIIBAHE Ha HEMPeoJONMMATa CHIa, TS HE MOYKe 1a ce [030BaBa HA
HEeTMpeoa0auMa CHIIA.

(3) Crpanara, 3acerHara OT HENpeojOJMMa CHIA, € TbXKHA 14 MpeanpueMe BCHUYKH JEHCTBHSA ¢
rpuKata Ha JT00pHs TBProsell, 3a [a HaMajld 10 MHHHMYM TOHECEHWUTE BpEIH H 3aryOu, KakTo H Ja



yBEIOMH MHCMeHO japyrata CTpaHa B TPHIHEBEH CPOK OT HACTBIIBAHETO HA Hemnpeogonumara cuia. [Ipu
HEYBEIOMABAHE C€ IBJIKH 00€3IUETEHNE 3a HACTBIUIMTE OT TOBA BPEIH.

(4) [lokato Tpae HenpeojonMMaTa CHIIa, M3NMBIHEHHETO Ha 3aAb/DKEHUATA U HA CBBP3AHHTE C TAX
HAaCpelIHH 3a0bIKeHHs Ce CIUpa.

IX. Bb3AMOKHOCTH 3A UBMEHEHHE HA IOT'OBOPA

Hi. 15, Cermacuo . 116, an.l, 1. 1 or 3011 ce npeasukaaT CIeIHHTE BH3MOXKHOCTH 33 H3MEHEHHe Ha
JI0TOBOpA:

I.ITpu numnca Ha HOB JoroBop, ckioyueH no pena Ha 3011, U B ciryyail, Ye /e H3THYAHE CPOKA HA JI0rosopa
HE € H34YeprnaHa CTOHHOCTTA MY, TO CBIIHAT Ja MOXe 1a ObJIe YABIKEH 0 W3pa3XoABaHe Ha [PeABHICHATA
B HEro CyMma. HO HE nmoBeue oT 6 (1ecT) Mecela;

2. BB310KMTENAT MOKe /1a 3asBH [10CTABKaTa Ha MO-TOJEMH KOJHYECTBA JE€KApCTBEHH MPOAYKTH OT eIHa
HIIH TOBEYE HOMCHKIATYPHH €AMHHLIM WM apTHKYJW. HO caM0 B paMKHUTE Ha oflara cToWHOCT Ha
JI0roBopa:

4. B ciy4aii, 4e B Cpoka Ha J10roBOpa JAbP/KABHO PeryjHpaHara lleHa Ha HIKOM JIeKapCTBEeHH MPOAYKTH WIIH
PELENTYPH CTAHE MO-HUCKA OT JA0roBopeHara. M3anbaHHTENAT € [UThKEH CBOEBPEMEHHO J1a [IPOMEHH LieHAaTa,
Ha KOATO I0CTaBs ChOTBETHHTE JIGKAPCTBEHHTE MPOIYKTH MJIM PELENTYPH B CHOTBETCTBHE ¢ ONpejeeHaTa
ueHa B Ilpunoxenne Ne 2 na ITO3HTHBHUS JIEKapCTBEH CIHCHK, WIH B ,PErucThbp Ha MpeNe/NHH LEHH Ha
/ICKAPCTBCHUTE MPOJAYKTH. OTIYCKAHHW M0 JIEKApCKO Mpeinucanue’”. uiu B ..Perucrsp Ha MakcHMasHHTE
MPOIaXHH LECHH HA JIEKAPCTBEHHTE NMPOAYKTH. OTIYCKaHH 0e3 JeKapcko npeanucanue”, CYWTaHO OT JaTaTa
Ha npomsHa. B ciaydail. ye He yBenOoMM Bb3iokuTeNs MHCMEHO B S5—/IHEBEH CPOK 3a MPOMSHATA H HE
IPOMEHH 1leHaTa, BB3IOKHTENAT 11€ 3analia JIeKapcTBeHUTe MPOAYKTH 110 MPOMEeHeHaTa 1leHa, CUHTAHO OT
Jatata Ha ChOTBEeTHaTa AKTyallu3alus;

5. B ciyuail, ye B cpoka Ha 0roBOpa HAKOM JIGKAPCTBEHH MPOAYKTH WM PELENTYPH OBAAT W3BAJeHH OT
[Ipunoxkenue Ne 2 Ha [Io3UTHBHHS II€KAPCTBEH CIHCHK, HJIH OT .PETHCTHD HA TIpelleNHM LEHH Ha
JICKApCTBEHUTE MPOAYKTH, OTIYCKAHH MO JICKapeKo MpeanucaHue’”, Win oT ,,PerucTsp Ha MakCHMalHUTE
MPOJAXKHH LICHH HA IEKAPCTBEHHTE NPOAYKTH, OTNyCKaHH 0€3 IeKapcKo npeanucanye’” /mopajiy criypase Ha
[MPOH3BOACTBO. BHOC WM Jpyra NpHYHHA/, BB3J0KHTENAT MOKe 1a 3asBiBa JOCTAaBKATA HA APYTH
JICKApCTBCHH MPOAYKTH CBC ChLIMSA AHaTOMO-TepanesTnuen koi /ATC Koa/, WM JpYrH eKBHBICHTHH
PELENITYPH, 10 LICHH, ONpe/esienH no pena Ha Hapenbara 3a ycsiosusTa, npaBiiata U peja 3a peryjJupase u
PErHCTpHpaHE Ha LEHNUTE Ha iekapcTBeHuTe NpoaykTu ot 30.04.2013r./u3m. u non. JIB. 6p.8 ot 24 Snyapu
2017 r;

6. B cayuaii. 4e npuHUMDANBT Ha JPYIKECTBOTO € TPOBEN npoueaypa 3a LUeHTpaJlu3MpaHa J0CTaBKa Ha
JICKAPCTBCHH  MPOAYKTH M MMa CKJIIOYEHH PaMKOBH CMOPa3syMeHHs ¢ U30paHH M3MBIHUTENH,
Bb3JIOJKUTEJIAT uma npaBo na npekpatn JIoroBopa WM HEroBOTO M3MBIHEHHE MO €1HA MIH MOBEue
HOMEHKJIATYPHH €MHUIK OT 000co0eHa MO3HLUMA - €AHOCTPAHHO, C MeTHAIeceT MHEBHO I[MHCMEHO

npeausBecTre, 0e3 1a ABIKM HEYCTOMKH MM o0e3lieTeHHs M 6e3 HeoOXOIMMOCT OT NONBIHHTE/IHA
00OCHOBKA.

X. IPEKPATABAHE HA JIOTOBOPA

Y. 16. (1) Hactosmsar lorosop ce npekparssa:

1. ¢ u3THYaHe Ha cpoKa o ui. 3, an. 1;

2. 110 B3aUMHO chriacue mexay CTpanuTe, H3pa3eHo B mucMeHa popma;

3. ot Bosnoskutenst npu yenosusata Ha wi. 118 ot 3akoHa 3a 061uecTBEHHTE TOPBUKH.

(2) BB3JIOXKUTEJIAT mosxe na npekparu Jlorosopa 6e3 npeaussectue B Cliy4ald Ha CBIUIECTBEHO
HEH3MIb/IHEHHE Ha 3aAab/DKeHHATAa 0T cTpaHa Ha M3ITBIIHWUTEJIA. 3a .chblliecTBeHO HeM3mbIHEHHe: ce
CHYMTA BCEKH €IHMH OT CJEJHHTE CIIYYaH:

. UBITBJIHUTEJIAT 3a0asu nBa UM noBeye mbTH CpoKa 3a jocTaBka 1o J[oroBopa ¢ moseue oT 48
(YETHPHIECET H OCEM) Yaca;

2. BITBJIHUTEJIAT nBa unu noBedye mbTH He OTCTPaHH B CPOKA 1Mo 4i, 7. T. 3 KOHCTaTUpaHH
HE0CTATBLH/JTUIICH

3. UBITBJIHUTEJIAT nBa unu noeede NbTH HE M3MBIHH TOYHO HSIKOE OT 3a1bJIKEHHATA CH IO
Horosopa;



4. USITBJIHUTEJIAT Obae oOsiBeH B HECHCTOSTENHOCT HIIM KOTATO € B [IPOU3BOACTBO MO
HECHCTOATEIHOCT HJIH JIMKBHIAIINA;

(3) BB3JIOKUTEJIAT uma npaso na npekparu JIoroBopa MM HErOBOTO M3ITbIHEHHE 10 €1HA HIIH
MOBEHe HOMCHKIATYPHH €IHHHIIKM OT 000Cc00€Ha MO3HLHS - €IHOCTPAHHO, C METHAJECeT JHEBHO MMCMEHO
[pean3BecTHe, 0e3 aa ABKH HEVCTOHKH WM obesleTeHHs H 6e3 HEOOXOAUMOCT OT HOMBJIHUTEIHA
00OCHOBKa, B Cilyyail 4e MPHHIMNANBT Ha JPYKECTBOTO € MPOBET npolleaypa 3a HeHTpalu3upaHa J0CTaBKa
Ha JICKAPCTBCHH MPOAYKTH. HMa CKIIOYEHH PAMKOBH CIIOpa3syMEHHs ¢ M30paHH M3MBIHUTEIN H JIeYeOHOTO
3ABCICHHE € 3a3BHJIO. e e Ce BB3M0.13Ba OT CKIIOUEHHTE 110 IpoueaypaTa 1orosopu. [Ipu npekparsaBane
fia TOBA OCHOBAaHHE. (DHHAHCOBHTE B3aUMOOTHOIIECHHS Mexkay CTpaHHTe 3a M3BBPLICHHTE OT CTpaHa Ha
M3ITBJIHUTEJIA u npuetn ot BB3JIOKUTEJIS neitHocT 1m0 M3mbiHEHHe Ha JloroBopa, ce ypexaar
HaH-KbCHO 10 60 AHH OT NpeKpaTABaHeTo.

XI. ObPABOTBAHE HA JAHHH, CBbI'JTACHO JJEOUHUILIUSATA 11O YJL. 28 HA PETJIAMEHT
(EC) 2016/679 HA EBPOIIEMCKHS ITAPJIAMEHT U HA ChbBETA OT 27 ATTPII 2016
FOANHA(PEIVIAMEHTA), OTHOCHO 3ALLIUTATA HA ®U3UYECKHUTE JIUIIA BbB

BPb3KA C OBPABOTBAHETO HA JIMYHU JTAHHU

Un. 17. (1) Hacrosmuuar pasgen uma 3a uen naa peryiupa JIHYHHUTE MpaBa ¥ 3alb/DKEHHUA HA
CTPaHHUTE, BB BPBh3Ka C JaHHU H HH(OPMAIK, Ope/iesieHa KaTo MOBEPHTEIHA, KOWTO ¢a CTAHAIM W3BECTHH
110 BpeMe Ha U3BbPIIBAHE HA ICHHOCTUTE, ONMCAHH B HAacTOAIIKS J[orosop.

(2) 3a uenute Ha JloroBopa Te3u AaHHM M MHMOPMAIHS 1IIe CE CUMTAT 3a moBepuTenHd U Ctpanure
CC 3aB/DKABAT /1a HE MPEIOCTABAT HA TPETH CTPAHH H JIHLA, JIMYHKUTE JAHHH, npeaMeT Ha JloroBopa, WM
JIMYHHA JaHHK 1 HH(OpMALHS. CTaHAJIH M W3BECTHH MPH H3MTBITHEHHME HA JIOTOBODA.

(3)lloBepuTenHns XapakTep Ha ropernocoOYeHNTE JaHHN 1 HH(OPMALIUS Tie TpaOBa 1a ObJie H3pHUHO
ACK/IapHpaH. ¢ NOAMUCHTE Ha NPEACTABUTEIMTE Ha CTPAHUTE.

Y. 18. CrpannTe ce aHra)kupar Ja npueMaT BCHYKH MepKH 3a CHTYPHOCT, KOHTO ca HE0DOX0MMH 3a
3alIHTa Ha JIaHHHTe ¥ HH(QOpMalMATa OT MOBEPUTENIEH XapakTep M Ja ce rapaHTHpa, 4e TAXHAaTa
[TOBEPUTETHOCT M0 HUKAKbB HAYMH HE € HapyIIeHa.

Hir. 19. Crpannre. noanucsaitku Hactosus Jloroeop JEKJIapupar, 4e 1€ H3MOoJ3BaT caMo
00paboTBALIM JIMYHKM JaHHH, KAKTO M Y€ Ca MpeANpHEeNnH  AOCTATHYHH TMOAXOMSIIN TeXHUUECKH H
OpPraHH3allHOHHN MEPKH 10 TaKbB HA4YHMH. Y€ 00padOTBAHETO Ja NMPOTHYA B CHOTBETCTBHE C M3HCKBAHHSATA
Ha PernaMeHTa M No TO3M HaUMH OCHIYPSIBAT 3alllMTA HA MIPABATa HA CYGEKTUTE HA JAHHH.

Hi. 20. CtpaHuTe BBBEKAAT MOAXOMSALM TEeXHHUYECKH M OpraHu3allHOHHH MEpKH, 3a Ja ce
rapaHTHUpar, 4e Mo nojpasdupaHe ce oOpaboTBaT caMo JIMYHH JaHHH, KOMTO ¢a HEOOXOIHMH 3a BCSKa
KOHKpeTHa el Ha obpaborBaneTo. ToBa 3ambiKeHHe ce oTHacd 10 obema Ha cbOpaHuTe THYHH TaHHH,
CTeneHTa Ha 00paboTBaHeTO, MepHO/a Ha ChbXPaHIBAHETO UM M TAXHATA JOCTBITHOCT.

Yn. 21. Tperupanero Ha BCHYKHM JIMUHH NaHHHM Tpsa6GBa 1a OTroBapsi Ha ChbOTBETHOTO HALIMOHAIHO
3AKOHOIATEJICTBO Ha YHAaCTHHLIMTE, MO-CMNEUHATHO BbB BPb3Ka ChC 3aKOHA 3a 3allMTa HA JUYHHTE AaHHHU H
Ha Pernamenra.

Un. 22. Ctpannte 00paGoTBallM IHYHH NaHHH HMaT BHBEICHH BLTPEIIHH MpaBHjla OTHOCHO
oOpaboTkara U CUTYpHOCTTA HA JIMYHUTE JaHHH H rapaHTupar, ye oopabOTeHHUTe JIMYHH JaHHH ca JOCTBIIHH
CaMo 3a HAVIEIKHO YITbJIHOMOLIEHH CITYIKHTEIH,

Hn. 23. JIn4HATE NaHHHM, KOMTO ca CTAHATM M3BECTHH MO CHJIATAa HAa HacTosua Jlorosop MM 1o
BPEMEC Ha M3NMBIHCHUETO MY, ca npeaMeT Ha 0OpaboTBaHe OT CTPAHUTE 3a MOCTHTAHE HA [EIUTE U npeameTa

Ha JI0TOBOpa. ce¢ 00pabOTBAT 3a CPOK He MO-ABJABI OT 12 Mecena, CUMTAHO OT JaTaTa Ha MOINMCBAHE HA
JI0TOBOpA.

XIL 3AKJTIOYUTEJIHHU PA3IIOPE/IBH

Y. 24. (1) Hacrosumsar JloroBop mMoske 1a 6b/1e H3MEHAH ¢ THCMEHO IO bIHHTEHO
CriopasyMeHHe KakTo ¢ npeapuaeHuTe B Paznen [X. Bp3aM0oKHOCTH 3a H3MeHEHHe Ha J0TOBOpA, TaKa U TIpH
ycnosusATa Ha 4. 116 ot 3akoHa 3a 0011eCTBEHUTE OPHUKH.

(2)HuTO €1Ha OT cTpaHHTE HsIMa MpaBo Ja [IPEXBBPIIA NpaBaTa ¥ 3ab/DKEHUATA, TPOH3THYALLH OT
TO3H 10TOBOP, HA TpeTa CTpaHa, OCBEH B cly4yauTe, nmocodenu B 30TT.



Y. 25. (1) Benykn cboOueHus, npeu3BecTus U HAPEKIaHHUs, CBBP3aHU C H3TbIHEHHETO HAa TO3M
Horosop u pasmensaun Mexay BB3JIOKUTEIA u U3ITHJIHUTEJIIS ca Banmuauu, koraro ca M3MPATEHH T10
momara ¢ oOpaTHa pasnmucka, 1o (akc, eleKTPOHHA Molla WIH MPeJaeHH Ype3 Kyphep Cpemty MOANKHC Ha
pHeMalluara cTpaHa.

(2) 3a maTara Ha CHOOILIEHHETO CE CMATA:

|. mararta Ha npenaBaHeTO - MPH MpeaaBaHe Ha PbKa Ha ChOOLIEHHETO;

2. jlaTata Ha IPUEMaHeTo - MPHU H3Mpallane no $akc;

3. /laTata Ha MOCTHIBAHETO B €I1EKTPOHHATA MOLLA — MPU U3TIPALIaHe 0 HMEEi.

(3) 3a BamuJHH ajpecu 3a NMpHeMaHe HAa CHOOIUEHHS, CBBP3aHM C HM3MBIHEHHETO HA JIOroBopa M
[peJaBaHe Ha JJOKYMEHTH, C€ CMATAT:

I. 3a Bb3JIOXKHUTEJIA: rp. xtuman. yn. . Ilunka™ Ne 30, . Bonuuuna anteka”, ten 0724 82576,
e-mail:mbalihtiman_apteka@abv.bg,

Y. 26.B cnyuaii wa npeoGpasyBaHe, BimBaHe uiM ciauBade Ha BB3IJIOKUTEIS wmm
M3ITBJIHUTEJIA. ropuamyeckuTe i, TEXHH NMPABONPHEMHHMIM, ca OOBBP3aHH ChC 3aXbIKCHHATA MO
TO3H JIOTOBOp MPH crna3BaHe u3uckBanusTa Ha 30T,

Hn. 27. Benvku criopose o to3u JIoroop Lie ce ypexaaT 4pe3 nperoBopu Mexay CTpanute, a npu
HETOCTHTaHe Ha ChIIIaCHE — 11I€ CE OTHACHT 3a pelIaBaHe 0T KOMIIETEHTHUS ¢b1 B Peny6imka Buirapus.

i 28. 3a Bcuuky HeypeleHH B TO3H JIOroBOp BBIIPOCH ce MpHaraT pa3nopesdOUTE Ha IeiCTBAIOTO
OBJIFAPCKO 3aKOHOATEJICTBO.

Y. 29. Hepasnenna yact ot Hactosums JJorosop ca:

I. lpunoxerne Ne 1 - . Texunuecka creundkarms KsM 10ropopa’™;

2. llpunoxenune No 2—TIpennoxenue 3a n3nbiHeHHe HAa NOpbUKaTa’;

. Ilpunoxkenue Ne 3 — “LleHoBo npemnoxkenue’.

Hacrosimusit Jlorosop ce ckimouu B JBa eHO00OpasHM ekzeMIuitpa — equd 3a Bh3JIOXKUTEIS u

enud 3a U3ITBJIHUTEJIA.

il

BBIMOMMTENR: ..oconinnnaimmn H3ITBJIHUTEJI:
a-p Meka I'eopruesa
Ynpapure

----------------------------
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