“MHOI'OIIPODPUJIHA BOJIHUIIA 3A AKTUBHO
JEYEHHUE- BOTEBTPAI” EOOJT

AJOKYMEHTAIINSY

3A Bb3JIATAHE HA OBIIECTBEHA ITOPHYKA YPE3

AOT'OBAPAHE BE3 OBSIBJIEHHUE C IIPEJIMET:

JOCTABKA HA JEKAPCTBEHHU ITPOVKTH 3A HYXINTE HA
CTPYKTVYPA 3A IUAJIU3HO JIEYEHUE B "MBAJI - BOTEBI'PAL"
EOOJ I10 5 OBOCOBEHM ITO3UITH.

YCITOBHI

JA YHACTHE B KOHKVYPC 3A TIOCTABKA HA: JIEKAPCTBEHH MPOAVKTH 3A
HYXIUTE HA CTPYKTYPA 3A THAJIA3HO JIEYEHHE B "MBAJI -
BOTEBI'PAZI" EOOJ ITO 5 OBOCOBEHH ITO3ULNN,

Hacroamara npouenypa e c YHHKAJIeH HICHTH(OHKALHOHEH HOMep Ha
aoxkymenra Ne 680914/05.08.2015 r B AOIT u ce MpPOBEXKAA HA OCHOBAHHE
41.90,a1.1,7.1 oT 30TL

L UPEIMET HA ITOPHYKATA

Brsnarane na O@E@O,mw@mm HOPBYKaA 3a JOCTaBKa Ha.



1. HMosuuus Nel. Jlexapersen npoxyxr CALCITRIOL. AHaroMoTeparneBTuYeH

kox (ATC xom) - AF A11CC04; MexayHapoaHO HENaTeHTHO HANMEHOBAHUE

/INN/ - Calcitriol; Jlekapctsena popma - capsules; PedepenTHa croiinoct 3a

DDD/ tepanestuven xype — 1.22133; Mspka - mg ( meg ) - Komryectso -

5000 caps.

Hozuuusa Ne 2. Jlekapersen nponyxkr ANTIANAEMIC 1.1 Epoetin alfa u

Epoetin zeta ¢ 65p30 peifcreie. AHaTOMOTepaneBTHYEH KO (ATC) xon) -

BO3XA01; MexnayHaponso HemarenTo HamMenosanue / INN /Antianaemic

Preparations Epoetin ¢ 6bpso meifcteue; JlekapcTena popma -

sol.inj.pedepentha croitHoct 3a DDD / TEPATIEBTMYEH KVPC/ -

16,37010; Mspxa - (IU); Konuuectso - 6 000 000.

3. HHo3umuaNe3. JlexapcTBen IIPOIYKT PARICALCITOL.
AnaromorepanestHuer kox (ATC xom) — HOSBX02; MexnyHapogHo
HemaTeHTHO HauMmeHoBanue /INN/ Paricalcitol. Jlekapersena popma — tabl./
amp.; Mspka — mg; pedepentna croiinoct 3a DDD /TEPEITEBTHYEH
KVPC/ - 426, 10; Konugectro — 980 tabl./amp.;

4. Hosunus Ne 4. Jlekapcreen mpogykt SACCHARATED IRON OXIDE ;
AHaTtomotepanesTiieH kox (ATC xom) - BO3AC02; Mexnyrapomso
HenateHTHo HamMeHoBaHue /INN/ - SACCHARATED IRON OXIDE;
JIEKAPCTBEHA ®OPMA - sol.inj. Mapka- amp. Pedepentra croiinocT 3a
DDD /repanestuyen xype/ - 13,024, Konudectso - 800; -

5. HosummaNeS. SEVALAMER HYDROCHLORIDE. AHaToMOTepaneBTH e
kon (ATC xkom) — VO3AE02; MexayHapOIHO HEMAaTEHTHO HAHMEHOBAHUE
/INN/. JlekapcTena Gopma ~ tabl. Mapka - mg. PedepentHa croiinoct 3a
DDD /repanertuden kype/ - 16,81689; Konuuectro - 5 000 tabl.
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II. CPOK 3A U3IIBJIHEHUE.,

MunumMaren cpok 3a W3MBIHEHHE - TIPU CIIEIIHH Cllydan B Cpok Jo 24
Haca 1o CrelHau3upaHara alnrteka Ha GONHHIATa, MPH O0UKHOBEHH CIIyYaH - B
Cpok o 72 waca cnen 3agsrarta Ha BBIJIOXUTEJISL

Cpok Ha HU3IBIHEHHE Ha JOroBOpa 3a HOCTABKA - eJHa roIHHA OT
MOAIHCBAHETO MY.

I MACTO HA U3ITbJIHEHUE.
Kpaer nonyuaren - 6onaudana anrexa npu “MHoronpoduisa Gomuimma 3a
aKTHBHO JiegeHue — boterrpan” EQOJT .

IV. H3UCKBAHHSI KbM JEKAPCTBEHUTE TIPOXYKTH WU
MEJUITHCKATE W3/IEJIMSL

1.JIekapcTBeHU TPOAYKTH.

- ~L.1.-Tpabea ma OTroBapsT Ha H3MCKBAHESTA ©a SaKoHa 3a JIEKapCTBEHUTE

NPONYKTH B XyMaHHaTa MeuirHa (3JIITXM) - TpsGBa na mpuTekaBat BaTHIHO



paszpeiienne 3a ynorpeba B cTpaHara, u3naneHo mo pena na 3JIITXM wmm
Permament (EO) N 726/2004 r. Ha EBporejickus napnament u Cereta (wr. 23,
am. 1 ma (3JIIIXM), B ciy4ail Ha usTHYaHe Ha CpPOKAa Ha pa3pelleHHeTO Ha
yrmotpeba Ha JeKapcTBeH NPOAYKT IIpe3 ChOTBETHATA T'ONHHA, 33 KOSTO Ce
IPOBeXIa OOIIeCTBEHATa TOPBUKA, YIACTHHKBT MAEKIApUPa B CHOTBETCTBHE C
4ir. 55, anm. 6 or 3JIIIXM, ue konmuecTBaTa Ha JEKAPCTBEHUA MPOAYKT ca
HaJIMYHH;

1.2. JlexapcTeenute nmpoaykTu cnelBa ia GbOaT ¢ IbpKaBHA PeryiHpaHa leHa,
chriacHo wi. 258, an. 1 ot 3JIITXM.

1.3. JlexapcTBeHuTe TPOIYKTH cieiBa na OBAAT BKIOYSHH B [IO3WTHBHUS
JIEKapCTBEH CIHCHK, aKTyajeH KbM Jlarata Ha oTBapsHe Ha ik Ne 1 u Ne 2 or
odepTHre.

1.4. Cpoka Ha rOOHOCT Ha IpelJlaraHuTe JIEKAPCTBEHH MPOIYKTH ClefBa Ja
Obae He mo- MampK oT 60 ( mecTaeceT) Ha CTO OT OGABEHHUS OT MPOU3BOIHTENS
KBM JaTara Ha BCAKA JOCTaBKa.

1.5. B cnywali Ha nocTaBka Ha JIEKapeTBEH MPONYKT C MO — KPAaTBK OT
JOTOBOPEHMUSI CPOK Ha FOJNHOCT H3IIBIHHUTENAT 3aralia HeyCToHka.

1.6. JlocTaBkara Ha JeKapcTBeH MPOAYKT ¢ OCTAThYeH CPOK Ha FOTHOCT MO —
Manbk oT 40 ( yeTmpmpeceT ) Ha ¢T0 OT OOSBEHHS OT MPOU3BOJHTENI Ce
H3BBPIIBA CaMO € MOTHBHPAHO peIIeHHE  Ha M3IBIHHUTENHHS JUPEKTOp/
YIIpaBUTeN Ha JIe4eOHOTO 3aBe/ieHHe 3a KOHKPETHO KOJIHYECTBO, OMpeeNeHO
OT Hero. be3 W3pUYHO NHCMEHO CBITIACHE Ha M3ITBJIHWTENHUS IHPEKTOp/
YIpaBHUTeNs Ha ieueOHOTO 3aBeJIeHUEe CTOKHUTE He CllefiBa 1a ObIaT 3arTaljani.
1.7. Cpoka Ha rogHOCT Ha mpemnaraHuTe CHenu(GUUHA OMOJIOTHYHH
JIEKAPCTBEHM MIPOJYKTH Clie[Ba 1a Obe He [10- MalbK OT 25(1BameceT U mert) Ha
CTO OT OOSABEHHUS OT TIPOM3BOJUTENST KBM JaTaTa Ha BCSIKA HOCTABKA.

1.8. B cayyail ma pgocraBka Ha crenuuYHE OHOJOTHYHU EKAPCTBEHH
IPOOYKTH C II0 — KparbK OT JOTOBOPEHHS CPOK Ha TOJHOCT, UIBIHUTEISAT
I'BJIKH HEYCTOMKa.

1.9. HlocraBka Ha cHeuuduUHN GHONOTHYHM JIEKAPCTBEHH MPOIYKTH C
OCTaTh4eH CpPOK 10 15( meTHajgeceT) Ha CTO He CIIEJBA Jla ce JOMyCKaT U Ja ce
3aIl/IaliaT OT BB3JIOKUTEIS.

V. KBAIUOUKATMOHHA M3NCKBAHUA KbM YYACTHHIINTE B
KOHKYPCA.

I.llpago mHa ywacTue B KOHKypca HMa BCSIKO MECTHO (GM3HYIECKO MM
FOPHINYECKO JIHIe, PErucTpupaHo 1o ThproBCKUS 3aKOH U IIPHTEKABAILO
paspeiieHue 1o wWi54 OT 3aKOHa 3a JIEKAPCTBEHHTE CPelCTBA U allTeKUTE B
XyMaHHaTa MeIULMHA — T10 MO3UIEH | 1 2.

2.la ca OByrapckyt QU3WYECKH WITH FOPUAMYECKH JIHLA, 33 KOUTO He ¢a HaJHIE
OTpaHHYHTEHH U3UCKBaHus OT Wi, 47 wan. 48 o1 3011, . ‘




3.Jla nputexaBar paspelleHue 3a IPOM3BOICTRBO H3AaNeHo 1o pena na 3JITTXM
( B cmywaute mo um 196, an. 1 ot 3JITIXM), wiu 3a THProBus Ha epo C
JeKapCTBeHH MPOMYKTH, UM yIOCTOBEPEHHE 33 PerucTpamus 3a TBProBHS Ha
eIpOo ¢ JIEKapCTBEHH MPOAYKTH, WM paspelleHNe 3a BHOC - H3JaeHH [0 pejla
Ha 3JITTXM.

4. VuacTHuumre B of0LIlecTBeHaTa Tophuka TpsGBa Ja IIpUTEkaBaT MU
paspelieHHe 3a BHOC H3faneHo no pema Ha 3JIIIXM - 3a jexkapcTBeHu
IIPOAYKTH, 33 KOUTO C€ H3UCKBA TAKOBA.

5.JIo y4acTne B KOHKypca ce IOIMycKaT caMO YYaCTHHIH, MPENCTAaBHIH B
odepTara TOKYMEHTH 3a:

5.1 ymocrosepeHue 3a aKTyalHO CBCTOSHHE WM €IUHEH HIeHTHOHKALMOHEH
KOX - 3a OBIrapcko MOPHIMYECKO JIHMIe, HOKYMEHT 3a perucTpanus Ha
YYKIAECTPAHHO JIHLE CHOOPA3HO HAIMOHAIHOTO MY 3aKOHOIATENICTBO, 4 KOTATO
YYACTHHUKBT € (PU3MHUECKO JIHIIE - KOMHe OT JOKYMEHT 3a CAMOIIMYHOCT;

5.2 nmokasaTesncTBa 3a HKOHOMHYECKO W (QHHAHCOBO CheTosHKE 110 Wi 50 30IT u
34 TeXHUYECKU BB3MOXKHOCTU W/uid KBaymdukauus mo wi. 51 3011, nocoueHu
OT BB3JIOKUTENA B 004BISHHUETO 33 00IeCTBeHA ITOPBUKA,

5.3 mekiapanus 3a Juica Ha obcTogTencraata mo wi, 47, an. 1 u 5 3011

5.4 nexmapauus 3a nunca Ha obcrostencTeata mo wi. 47, an. 2 3011 nocoyenu
OT BB3IOKHUTENA B 00SBIEHHETO 3a 00IIeCTBeHA TOPHYKA,

5.5 uHpOpMaLHs 3a IOXU3ITBIHUTENHUTE, KO YUACTHHKBT NPEABHKIA TAKUBa,
KaKTO W BUIA Ha pabOTHTe, KOUTO IIle H3BBPINBAT, H Jefia Ha TIXHOTO YUaCTHE,
5.6 CpoK 3a U3MBITHEHHE Ha MOPBHUKATa;

5.7 peknapanus, uYe B TpemokeHaTa I[€HA € CIa3eHo M3HCKBAHeTO 3a
MHHUMAaJHA [IeHA Ha TpyJa - B CIy4auTe, KOraTo obOIlecTBeHATa TMOPhYKa € 3a
CTPOUTENICTRO;

5.8 cpoK Ha BaNTUIHOCT Ha odepTara;

5.9I0KyMeHT 3a BHeCeHa rapaHiig 3a ydacTHe, KOraro TaKaBa Ce H3HCKBa
CBITIACHO O0SBIIEHHETO;

5.10 mpyra nadopmanus, ocodeHa B OGSBIEHHETO WM B JOKYMEHTALUATA 32
y4acTue;

5.11 chnucek Ha OOKYMEHTHTE, CBIBPXKAIIM ce B odeprara, MNOANHCAH OT
YHaCTHHKa;

5.12.TeXHUYeCKO TIpeIJIOKEHUE 32 H3MBIHEHUWE HA IOpPBUKATa, 4 KOraTo e
MPHIIOKUMO M 38 H3IIBIHEHHE Ha IMOoKa3aTeNuTe 3a KOMIUIEKCHA OLEHKa Ha
odeprure.

5.13.paspelieHre OT MHHUCTBpPA Ha 3IPABEONA3BAHETO, M3ANEHO II0 pefa Ha
3aKOHa 3a JIEKapPCTBEHUTE CPEJICTBA U aNTeKHTe B XyMaHUTApHATA MeIUIHHA- 32
ro3utmu 1 u 2,

6.KoraTto y4acTHHKBT NpeABHIKIA y4acTHE HA MOMU3ITBIHUTENH, JOKYMEHTHTE
o 1.5.1,5.4 u T.5.3 ce mpeaCTaBAT 3a BCEKH OT TAX, a H3UCKBAHUATA KbBM TIX CE
IIPHUIIAraT ¢boOpasHO BLJA i [ciia Ha TAXHOTO yUacTHe, - :




7.Korato yuyacTHHK B npouenypara € obeIHHEHHe, KOETO He € IOPHIUYECKO
e, TOKyMeHTHTe 1o T. 5.1, 5.2, 5.3, 5.4 ce mpencTaBgT 3a BCAKO (QUIHYECKO
U FOPUINYECKO JIHULE, BKIOUYEHO B 00e IHHEHHETO.

8.Korato y4acTHHKBT B I@poLeypa € UYYKASCTPAHHO (QH3HYECKO HIIH
FOPUAUYECKO JTHIE UIIH TeXHU o0enHeHus, odepTara ce mojgasa Ha ObIrapcKu
€3UK, JOKYMEHTRT 0 T.5.1 ce mpencTasst B oQUIMATCH Jeralu3upan Mpeso, a
OOKyMEHTHTE 110 T.5, 2.3, 5.3, 5.4, KOUTO ca Ha UyXKJ €3WK, Ceé MMPEICTaBAT U B
IpeBoJi. AKO yJaCTHHKBT € OOeMHEeHUe, JOKYMEHTHTE Ce NPEeACTABAT 32 BCAKO
(GU3UUECKO WK FOPUINHUECKO JIHIIe, BKIKOYEHO B 00 INHEHHETO,

Beuuky  yvacTHMIM ca [UIBKHH Ja HU3IBIHAT 6e3 OorpaHudeHus
yCIOBHATA M pela 3a ydacTHe Tped KOHKYPCHATA KOMHCHS,
HasHaYeHa ChC 3anoBel Ha Ynopasutens Ha “Muoronpoduina
OosHuLa 3a akTHBHO Jedenue — Botesrpan” EOO/L.

YdacTHHLINTE B OOILECTBEHATa TOpPBYKa CJiefiBa Ja IIPeJCTaBAT
JAeKnapaums OT TAXHO HMe 3a OCHTYpsABaHe Ha HeoOXoIuMHuTe
KOMHMYECTBA JIEKAPCTBEHH IPOLYKTH M/UIMH METUIHHCKH H3EHs
IpenMeT Ha JOroBopa, 3a LIeldus CPOK Ha JOTOBOpa .

Yuacmunuyume oOa npedcmasam Oexnapauus 3a  moea, ue
CHOMEEMHUmME JIEKAPCMEEHU RNPOOYKMI  CA HATUYHU, ¢ Uen
A0EK6AIMHO 0a ce OMZOGOPI HA HYNHCOUME HA 6bITIONHCUMEIIA.

VI B3NCKBAHUA KbM ODPEPTATA.

1. Odeprara ce npescTapsa Ha OBIATapCKH €3UK B 3alledaTaH HEMpO3paveH UK
OT y4YaCcTHHKa WM YIBIHOMOLIEH OT Hero MNpeiucTaBHTelN JIMYHO HIH IO
moniata ¢ MpernophpuyaHoe INHUCMO ¢ o0paTHa pasmucka. Bepxy minka
YYACTHHKBT TIIOCOYBA anpec  3a KOpecrnoHIeHIHus, TeidedoH H o
BB3MOKHOCT — (akCc M eNeKTpOHeH anpec, a Korato odeprara e 3a
CaMOCTOSITENHO 0060CO0eHH TTO3UINH — U 34 KOH ITO3UIIHY C& OTHACH.

2. Ilpu npuemane Ha odepraTa BBPXY IUIHKa ce OTOEISI3BAT MOPEIHUS HOMEp,
Jatara M 4achT Ha IOIy4aBaHETO U MOCOYEHHTE NAHHH CE€ 3aIlHCBAT BLB
BXOJSII PETUCTBP, 3a KOETO Ha MPUHOCUTEJIS Ce U31aBa JOKYMEHT.

3. Odeprara cnenpa na cChabPIKA CIEIHUTE TAHHU:

3.1.  IlpousBonuren u/uin JOCTABYHK;

3.2. Cpoxk u HaumH Ha JocTaBka A0 “MHorompoduiHa 6GojgHHLA 32
aKTUBHO JedeHne — boresrpan” EOO/I cnen rmomyuaBaHe Ha 3agBKaTa;
YcinoBud Ha IlamaHe — CpoK, HauwH, (OpMa, BB3MOXKHOCT 34
OTJIOKEHO TIIalIaHe;

3.4. BwmamoxHOCT 34 OCUTypsiBaHe  Ha npedepeHINE  KBM

“Muoronpopunra 6o0JHHIA 32 aKTHBHO JiedeHne — boresrpan’

- - LEOCH. BowasaTelc od Lba ThproBeKa pernyTaius; ~ -~ ~- - = == =
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3.5. BamupHoct Ha odeprara He mo-mManko oT 60 IHH OT naTtara Ha
PasriIexIaHeTo M;

3.6. Odeprna eHa;

3.7.  Komue ot rogumnus bamanc u OT4eT 3a npuxoauTe U pasxomure Ha
pupmara 3a 2014 romuna.

4. Begxa odepra Moxe Ha ChOBpPKA NPENIOKEHHE 3a eIHA, HIKOIKO HITH
BCUYKH IO3ULUH Ha TTOPBUYKATA.

5. OdeprHaTa HeHa BKIIOYBA MTBIHATA HEHA 38 H3MBJIHEHME HA IOpHUKaTa, 3a
KOSITO C€ y4acTBa U HaduHa Ha (popMupaHeTo H, o0sBeHa B JieBa;

6. Tlpennaranara ¢ odeprarta IieHa ce IMPENCTaBs B OTHEJIEH 3alevyareH
Hempo3payeH IUMK ¢ Haanuc ,llpenmaraHa IeHa”, rMoOCTaBeH B IUIMKA C
odeprara. OdepTHaTa LEHA ce ITOCTABA B OTENeH 3aredaraH UK ¢ HaIITHC
“OOEPTHA IEHA”. CpokbT Ha TOQHOCT HA [IOCTABSHUTE HPOIYKTH
TpsbBa ma OBle He Mo-MaTbK OT MONOBHHATA OT O3HAYEHHS BHPXY
OMaKoBKATA.

7. YyacTHHUIMTE B KOHKypca € JKeNarefHO [a IPeNCTaBAT MOCTPH OT
NpPOLYKTHTE, 32 KOUTO IIe YYacTBarT.

VIL NOJABAHE HA O®EPTHUTE.

1. Odeprara ce mpeacTass B 3aredaTad HeMpo3padyeH IUIHMK OT yJaCTHHKA UIIH
OT YOBIHOMOIIEH OT HEro MNpeAcTaBUTeNl JUYHO WM II0 I[Oolara ¢
TPErnophyYanHo MUCMO ¢ obpaTHa pasmucka. BBpXy IUIHKa YYaCTHHKBT
II0COYBa alipec 3a KOPECIIOHIEHUH, TeNe(OH U IO BBE3MOXKHOCT - (hakc u
CIEKTPOHEH alpec, a Koraro odeprara e 3a CcaMOCTOITeNHO 06ocobeHu
[IO3ULIMH - U 338 KOU TTO3HITHI C& OTHACS.

2. Ilmuxer mo T.1 cBABpXKA TPH OTHENHH 3aleYaTaHy Hepo3padHi U

HaOMHMCaHu IUIHKA, KAKTO CleIBa:

2.1. maur Ne 1 ¢ magnue "JokyMmentu 3a mombop", B KOHTO ce MOCTaBAT
NOKYMEHTHTE, U3HCKBAHN OT BB3NOKUTENA ChrtacHO Pazmen V 1.5,6,7 u 8 Ha
TOKYMEHTaUUATA,0THACSIIH Ce N0 KPUTEPUNTE 32 MoIO0p Ha YUaCTHHIINTE WK
Kauauaatute; B miuka ce ocTaBsT clieJHUTE JOKYMEHTH:

1.JToKyMeHTHTe OTHOCHO ThPIrOBCKO-NIPABHHUS CTATYT HA YYACTHHKA

1.1. OpuruHan uiIu HOTApHATHO 3aBEPEHO KOMWE Ha yIOCTOBEPEHHE 3a
aKTyalHO CBCTOSHHE, H3JalIeHO OT KOMIIETeHTeH OpraH B CTpaHaTa Ha
YYaCTHHKA.

1.2. OpuruHan Ui HOTapHalHO 3aBepPeHO KOIMHe Ha JOKYMEHTH,
YIOCTOBEPABAIUK MNpPEeNCTaBUTENHATa BJACT HA JHIETO, OT KOETO H3X0XKIa
OpenoXeHHeTo, B CHAydall 4Ye TOBa HE € 3aKOHHHUAT I[PeJCTABHTEN Ha
VYACTHHKA.

1.3, 3aBepeHu OT y4acTHHKA KOIHS Ha JOKYMEHTH 34 PErHCTpaLHs —
equHeH wuaeHtudurarmonen kon BYJICTAT u hhﬁ smmmg@xmmmmommm
JIGMEp (B e ABUIEIITIS GT 3aKOHA CITyYan). - e e e




1.4, Jlexnapauus 3a OTCBCTBHETO Ha obcTogTencrBa mo 47,
an.l,1.l,am2,1.2 u 5 m an.5,v.1ot 30I1 (o6pazey)., exmapanns 3a OTCHCTBHETO
Ha obcrtosTtencrsa o o Yn.47, an.l,1.2 u 3,am.2,1.1,2a,3 u 4,a1.5,1.2 ot 3011
(obpaszey).

2. JIokyMenT 32 rapaHUMs 3a y4acTHe B MPOHeAypara.

3. Jokasarte/icTBa 32 HKOHOMHYECKOTO H (PHHAHCOBO ChCTOSIHHE:

4. JlokazaTe/jcTBa 3a TeXHHYECKHTE BB3MOMKHOCTH 32 H3MbJHEHHE HA
nopbYKaTa:

5. B ciyuaii, 4e mnpu U3NBIHEHHETO HA TMOpHYKATA II€ YYacTBa
[TOXM3ITBIIHATE], € He0OXOAUMO 1a O'bJIe H3PUYHO 3agBEHO TOBA 00CTOSTENCTRO,
KaKTO M BHJA Ha pabOTHTE, KOUTO IIe M3BBPINBA U JENA HA HETOBOTO YYacTHe.
3a CHOTBETHHMS MOAMBITBJIHUTEN CleJBa Ja OBIaT MpeIoCTaBeHH JOKYMEHTH 10
n.56,an.1, 1.1, 3,4 u 5 or 3akoHa 3a 00LIECTBEHUTE TOPHUKH.

6. B ciyuante, korato yYacTHHKBT € OOeIMHEHHE, KOeTO He e
IOPHIHYECKO JIHLE (FPpakIaHCKO OPYKECTBO), 38 BCEKH €HH OT YYACTHUIIUTE B
obeMHEHHETO cliefBa da OBIaT MpencTaBeHH HOKyMenTuTe mo 4Ym. 56, an.l,
T.1, 3, 4 u 5 or 3akoHa 3a OOLIECTBEHHTE MOPBHYKH, KAKTO U [OKYMEHT,
YIOCTOBEPABAL MPepUeTH NeHCTBAS 32 FapaHLus Ha FOPHIHYECKO JIHLIE,

7. Touen azmpec, e-mail u Tenedon 3a KOHTAKTH U GAHKOBH PEKBU3UTH Ha
VHaCTHHKA. ,

8. Hekmapauus ,4e KaHIHZaTBT € 3all03HAT ¢ MPOEKTa Ha JOroBOpa U
pueMa yCJIOBUSITE MY .

9. CrimceK Ha JOKYMEHTHTE, CHIBPKALIA Ce B odeprara, MOAMUCAH OT
yJacTHHKa (IIpUIIara ce B Ha4anoTo Ha odeprara, Ipeau BCHIKH JOKYMEHTH ).

10.Ipyra uadopmanus nocoyeHa B 00SBICHUETO WIH JOKYMEHTALUITA.

2.2. maur Ne 2 ¢ Hapmuc "[lpenmoskeHue 3a W3MBAHEHHE HA MOpbYykaTa', B
KOUTO C€ [OCTAaBAT NOKYMEHTH CBBP3aHH C H3IIBJIHEHHETO Ha MOpbYKAaTa,
cbo0pasHO M30paHUg OT BB3NOKHUTENS KPUTEPHH M IOCOUCHHTE B
JOKyMEHTaLHsITa U3UCKBaHUS; B IIMKa ce MOCTaBAT NOKYMEHTHTE, CBBP3aHH C
U3IIBJIHEHUETO Ha MophUKaTa:

Texuuuecko npenioskeHHe HA YYaCTHUKA OTHOCHO OGLIMTE YCIOBUS H
TEeXHUYECKUTE U3HCKBAHUA 3a H3BIIHEHNE Ha MOPHUKATA:

- IIpeAMeT Ha oepTaTa (JIeKapCTBEH MPOAYKT) U 0pepUpaHo KOJIHYECTBO;

- CPOK Ha BaJMIHOCT Ha odepTara, KOHTo He Moxe ma Oble Mo-KpaThK OT
90 KanengapHu JHH OT KpalfHHUS CPOK 3a MoyydaBaHe Ha oQepTHUTE;

- CPOK Ha FOJHOCT Ha IIPeAaraHuTe JeKapCTBEHH MPOIYKTH;

IpeanoxenyeTo ce MOAMNICBA OT 3aKOHHUS MPENCTABUTEN Ha YYaCTHHKA
UJTH OT U3PHYHO YITBJIHOMOILIEHO OT HETO JIHIIE,

e I3 paak - N 3 ¢ Hagmme- 'Tpeznarana - meima™ KOHTG “CBOBpKA

HCHOBOTO MIPCIJIOKCHUE HE YHAaCTHHKAE.



3. BB3/I0KUTENIAT He MpHeMa 3a yJacThe B MpoLeNypaTa H Bpblna He3abaBHO Ha
YHACTHUUIUTE O(EPTH, KOUTO ca MPeICTABEeHN Cliel U3THYAHE Ha KpallHusg cpok
332 IMoJlydaBaHe MM B HesalevyaTaH, Mpo3padeH MM CKbcaH IUuK. Tesm
obcToATeNICTRA ¢ 0TORNA3BAT B PEFHCTHPA MO T 3.

4. JloxymenTH, IpeJCTaBeHN CJIel M3THYAHEe Ha KpalHMSA CPOK 3a MOJaBaHe Ha
odeprrTe, He Ce MPUEMAT, KAKTO H JOKYMEHTH B He3areyaTa UK ¢ HapylleHa
ustocT mink. PuHancosata odepTa Ha YIaCTHHKA ChIBPIKA:

. Hena 3a exmuuua mspka (JekapcTBeHo BemiecTso min DDD, TDD,
TepaneBTuden Kypc) Ha IpeliaraHus JeKapeTBeH MPOAYKT MO MeXIyHAPOIHO
HermaTeHTHo HamMmeHosaHue (INN), cerimacno Crienudukanysra, ¢ BKIOYEH
JIC, sanucana no IIETHU 3HAK CJIEJ AECETHYHATA 3ATIETASL

Ilpennoxenara neHa TpsGea ga ObJe OKOHUATeNHA, Ja He MPEBHUIIABA
CTOMHOCTTa , OMnpeleneHa KaTo peepeHTHa 3a ChOTBETHATA MAPKA M Ja e
cbobpasena ¢ noroopenute oT H30K u mputexaTenute Ha paszpelleHHETO 3a
ynorpeba LeHH Ha JIeKAPCTBEHUTE NMPOLYKTH 32 JIEUEHHe Ha 3JTOKAYeCTBEHH
sabomsaBanus, Brmouenn B [IJIC mo Un. 262, an 5 ot 3JIITXM, mo YCJIOBHUATA U
pema, cowriMeronukara 3a JOTOBapsiHE HA OTCTBIKH OT CTOHHOCTA HAa
NEeKapCTBEHHUTE TPOayKTH, ofobpeHa ot HC wa H30K (Hapen6a 3a u3meHeHue u
noreiHeHne Ha Hapen6a Ne40/2004 roguna na M3).

2. O61ara ctoliHOCT Ha odepTaTa B jiesa ¢ praroueH JJC, u3uncneHa Bb3
OCHOBA Ha Oo(epHpaHaTa LieHa 3a eJUHHIIA MSpKa (JJEKAPCTBEHO BELLECTBO HITH
DDD, TDD, TepameBrudeH Kypc) Ha MpejiaraHusi JI€KApCTBEH MPOIYKT IO
MEXIYHAPOJHO HEMaTeHTHO HAHMeHOBaHHE,

Odeprara ce MOANMNUCBA OT 3aKOHHUS IIPEACTABUTEN Ha JIHULETO, KOETO &
MoJlaBa MK OT U3PHYHO YITBITHOMOIIECHO OT HEro JIHIIE.

IMomanenute odepTu cnen u3THUaHe Ha KpaiftHUS CPOK, HE ce MpHeMar OT
BB3JIOXKHUTEJIA. He ce mpuema u odepra B HesamedaTaH INIMK WIH CKBCAH
k.  Taxkasa odepra HesabaBHO ce Bpbia Ha YYacTHHKA H TOBa

obcrosTencTBo ce 016ers3ea B Perucropa.

30bIIHUTENAT € eIMHCTBEHO OTIOBOPEH 38 CBOEBPEMEHHOTO H3MPAILAHE
Ha o¢eprata. Odepra, MpUCTHIHATA IO TMOMATA ClIel KpalHUS CpPoK 3a
nomasaHe Ha ogepTH e OBOe BbpHATA HA NOJATENs iI M HAMa ga OBJIe
pasrnexnana. Beanoxurenar He Moxke Ia Oble IbpXaH OTIOBOPEH 3a

HECBOEBPEMEHHO JIOCTaBeHa odepTa.

Koraro yuactHuk mnomasa odepra 3a moBede oT enHa o6ocoGena
no3suuMsi,InKoBe Ne2 u Ne3 ce mogaBsaT 3a BesIKa OT MO3HIHHTE!

VIII. OTCTPAHSBAHE OT KOHKYPCA.
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OtcTpanssar ce OT KOHKYpCa YYACTHHUM, KOUTO HE OTFOBAPST HA
KBaNHQHKALHOHHUTE H3HCKBAHMSA M0 pasnen V HmM w4iuto obeprd He
OTTOBAPAT Ha M3HCKBAHUATA, CBITIACHO HACTOSMIIUTE KHIDKA,

Komucnsara uma mpaso mo BeAKO Bpeme, IOKAaTO Tpae KOHKypca, iaa
TPOBEPSBA KBATHMQHUKAINATA HA YIACTHHILUTE, KAKTO U 1A H3HCKBA OT TAX B
OTIpeNeNIeH CPOK lia TIPECTaBAT JOKA3aTeICTBa 3a TE3H 06CTOATENCTRA,
Y4acTHHIMTE ca JIBKHM Ja OOSBAT HA KOMHCHATA IPOMEHHTE B
KBaNH(UKAMOHHUTE H3UCKBAHUSA, HACTHIMIE B MPOLECa Ha MPOBEKIAHE
Ha KOHKYpCa, aKo Te3Hu IIPOMEHH BOAST IO HEU3IBIHEHHE Ha HAKOH OT
OCHOBHHMTE KBalM(GUKAUMOHHH M3HCKBAHWS, KOMHCHATA OTCTPAHSIBA
YYaCTHHKA OT KOHKYpCa.

IX. HPOBEKJIAHE, ONEHKA 1 KJIACHPAHE.

I.

LA

Na

Komucusta oTBaps mimkoBeTe CchOOpasHo MOpeJHHTE HOMepa Ha
TOCTBIIBAHE U IIPOBEPSBA TOKYMEHTHTE, YIOCTOBEPSABAIUM JIETHTUMHOCTTA
Ha YYACTHHKA 1 OepTHTE 32 CHOTBETCTBHETO HM C U3MCKBAHHATA HA pasiien
V, clien KOeTo NoMmycka WM OTCTPAHSIBA YUACTHHKA H CE CHCTABS IIPOTOKOIL;
Ilo Bpeme wma oTBapsHeTO Ha odepTuTe MOraT Ja [PHCHCTBAT
YIBJIHOMOIIEHH TIPEACTABUTETH Ha YUACTHHIUTE;

HomycHarute mo ydactHe B KOHKypca odepTH ce oleHsBaT Ha 6a3aTa Ha
BCHYKM KPUTEPUH €IHOBPEMEHHO ¥ B TAXHATa CBHBKYIHOCT H Ce KIIACHpaT,
CI€H KOETO Cé OTBapAT IUIMKOBETe ¢ OQEepTHUTE IeHH U Ce H3BBPIIBA
OKOHYATENHO KIIaCHpaHe;

BcHuUKH TOKYMEHTH ce ChXpaHsBaT B apxuBa Ha “MBAJI — boresrpan”
EOOL .

3a pasriiex1aHeTo, OLEHABAHETO I KIACHPaHeTo Ha odepTHTE Ce CBHCTaBd
IIPOTOKOJN OT KOMHCHSITA,

KOHKYpCBT ce cMATa 3a CIeHeNeH 0T YUacTHUKA, KITACHPAH Ha IIBPBO MACTO;
Ilprm oTkas Ha crevenunus KOHKYpca YYacTHHK JAa CKIIOWH JOTOBOD ce
MOCTBITBA CBIVIACHO W74, an.2 ot 3011,

Beuukn ywacTHUIH B KOHKYpCa Ce YBeIOMSBAT MHCMEHO 33 Pe3yJITATHTE OT
OLICHABAHETO Ha MPE/IOKEHUATA.

X. BUA W PAIMEP HA TAPAHIIMSITA 3A VYYACTHE B

HPOLEJYPATA.

FapaHuusara 3a yuacTHe e napHYHa cyMa WiH GAHKOBA FAPaHINs B pamep
Ha 1% oT cToiiHOCTTa HA MOpBYKATA, BHeceHa 1o cmeTka Ha BIC ua IKP -

Al - CECBBGSF xnon Boresrpan, IBAN BG79CECB97901051652100 ua"

< g

MBAJIL - boreprpax' EQO/L. l'apannuaTa 3a U3nbJAHEHHE HA AOroBopa e
MapH4YHA cymMa WM OaHKOBa rapavpus B nazvep Ha 3%, BHeceHa 1o



6aHKOBa CMETKa OT Kapguaara, onpeac/ieH 3a N3N bJAHUTEI Ha @@Emoﬂmmmm
HOPBYKA HDCOH NOANHCBAaHEe Ha AOroBopa.

XI.

KPUTEPHUM 3A OLEHKA HA IPEJIOKEHUSITA M1 HAYMH 3A

OIIPEAEJIAHE HA TEJXKECTTA.

wﬁ@ﬂﬂ@@ﬁﬁ 34 OLICHKA Ha NPCIIOKESHUATa H HA4MH 38 OIIpeIeIdHe Ha TeXeCTTa
HM.

a) Hall-HUCKa IIpeUIOKeHa IeHa B TIpeUI0KEHHeTO Ha KaHIHIATa;
XII. CPOK 3A HOJIYYABAHE HA ODEPTH.

Ipennoxennsita ¢ oeprure e ce mpuemMar H 3aBexnar A0 16.00 4. ma
18.08.2015 r. B Ke/IOBOACTBOTO HA APYKeCTBOTO - BoTeBrpan, yi. “Boxkko
boxunor” - Nel, B 3amedaTan NJIHK ¢ ONMHC HA JOKYMEHTHTE.

XIIL MACTO, TEH W YAC 3A PASTJIEXKTAHE M OIIEHABAHE HA

OPEAJTOKEHUATA.

PASTIEXXIAHETO U OLIEHSIBAHETO HA ITPEJUTOXEHUSITA ILE
3ATIOYHE HA 19.08.2015 r. OT 10.00 u. B PATIOPTHATA 3AJIA HA
“MBAJI- BOTEBI'PAJT” EOO]T.

X1V. CKJIIOYBAHE HA IOTOBOP 3A TIOCTABKA

1.

!\)

- HO-HHCKE- OB 2226800 81 i, CBIAOHCUMETIAM mmw.vﬁb%%nma. e SRR La- -

Yopaeutenat Ha “Muoromnpodinsa GOMHHLOA 33 aKTHBHO JeYeHHe -—
boresrpan” EOOJl cxiouBa TOroBop 3a IOCTaBKa cliefl MPHKITIOUYBAHE
paboTaTa Ha KOMHCHSITA U B ChOTBETCTBHE Ha wi.45 u un.46 ot 30IL.
BB3JIOKUTEJIAAT wmma npaBo [a W3BBPIIBA KOPEKLHH B TPOEKTO -
JOroBopa, MPUIOKEH KbM KOHKYPCHHTE KHHYXA, B PaMKHTE Ha 0J00peHara
odepra U cra3Bailki ycnOBHSITA MO Hes: LEHH U HAYHH HA TUTAIAHE,
Ka4eCcTBO, CPOKOBE Ha JOCTaBKa, FOMHOCT, Npe(epeHuuy 1 ap.

Lenama ¢ oozo6opunte mpadea oa 6voe urcupana, da He nodnexcu Ha
RPOMAHG 34 CPOKA Ha Oelicmeue Ha 002080pa, 0C6EH 6 CIydaume Ha .
43, an. 2 om 30II. B cayuaii, ue npes gpeme na deiicmeue Ha 002080pa
cmourocmma no ui. 20 om Hapedbama 3a ycroeuama, npasunama u
Kpumepuume 3a  GKIIOU6AHE  RPOMEHU  W/WIH  USKITIOYEAHE HA
Jekapcmeenu npodykmiu om IlozumueHus Jekapcmeen CHUCLK CHIGHE

JEKApCmecHume 3\»0@@2&&& HA RO~ HUCKAMA UeHda, om oamania Ha



G/TH3AHE 6 CUId HA KOHKPEmHOmMO peuieHue Ha Komucusma no

Hozumuesen JAEKAPCRIGEH CRUHCBK,

B ciayY \:c& ye J0CMAGHUKBI/UIABJIHUINENAI HE MOMCE 0a UINBJIHU
JaaeKama € oadeHuA CPOK  WIH HAMO HAIUYHAE CRIOKama &
GBITOHCUINE/ IR ¢ \\ﬂ:mﬂwﬁmm oa JAKYHIE HA RO-GUCOKE UWEHA, Mo

PUSTTURANIE C¢ BBICHIGHOEAEN O HINBJIHHMCIA.



