Ipunoscenue Ne 1

YKA3AHMSA 3A ITIOITBJIBAHE HA O®EPTUTE OT YYACTHULUTE
n

YCJIOBUSA 3A YHACTHUE B ,,OTKPUTA ITPOLLEAYPA” 3A BB3JIAI'AHE HA
OBLHIECTBEHA ITIOPBYKA C IPEJJIMET

»J0CTaBKa HA JIEKAPCTBEHU NPOAYKTH”

I. ObIIIM ITOJIOKEHUA

OTtkputara npoueaypara 3a Bb3jlaraHe Ha 00lllecTBEeHa OpbUYKa C NpeaMeT: ,,/locmaska nHa
Jlekapcmeenu npodykmu’”, ce IpoBeXxJ1a Ha ocHOBaHue Wwi. 16, an. 8 u wi. 14, an. 3, T. 2 ot 3akoHa
3a obmectBenuTe mnopbukud (30I1), m Pemenme Ne ... Joeieeeenennnann 2014r. =na
[Ipencenatens nHa /[IbpkaBHa areHuus ,,J{ppkaBeH pe3epB M BOECHHOBpeMeHHHM 3amacu” (A
JIPBB3).

Bcenuky mpaBoOTHOIIEHHUSI, CBBP3aHU C OPraHU3HPAHETO W TMPOBEKIAHETO HA TpoleaypaTa 3a
Bb3JlaraHe Ha OOIIECTBEHa IMOpbhYKA C TOPENOCOYEHMs MPEIMET CE PErjiaMEeHTUpaT OT 3aKoHa 3a
obmectBenute nopbuku (30I1), IIpaBunHuka 3a mpuiarane Ha 3aKOHA 3a OOIIECTBEHUTE MOPBUYKU
(IIIT30I1) u m3uckBaHUsITa Ha BB310KUTENS, CHIIIACHO Ta3u JOKYMEHTAIMsl U BCUYKU MPHUIOKEHUS
KkbM Hes. [Ipomenypara ce mpoBexaa OT KOMHCHS, KOATO Ce Ha3HayaBa OT BB3JI0XHUTENs IO
pena Ha un. 34 ot 3011, cnen u3TMyaHe Ha cpoka 3a mpueMaHe Ha odepTure.

A. Bb3io:xuTes Ha o0mecTBeHaTa nopbuka: [lo cMuckia Ha Ta3u nokyMmeHTanus, Bp3noxuren Ha
oOmiecTBeHata mopbuka ¢ JIbp:kaBHa areHumus ,,/[bp:kaBeH pe3epB M BOEHHOBPEMEHHH
3anacu” (A APBB3), cbc cenanuiie u aapec Ha ynpasienue: rp. Codus, yi. ,,MockoBcka” Ne 3.

b. [Ipeamer Ha o01mIecTBeHATA MOPBYKA:
wlocmaeka na nexapcmeenu npodykmu’” 3a Hy Xxaute Ha JIbpkaBHa areHmus ,,/[pp>kaBeH pe3eps u
BOEHHOBPEMEHHHU 3amacu’’ 10 000Co00eH! MO3NLHMH, KAKTO cjeIBa:

Oo6ocodena nmozuums Ne 1 — ,,Jlekapcmeenu npooykmu 3a Xpanocmuiamenna cucmema u
memadonuzovm”
00oco0eHaTa mo3uIKA BKJIFOYBA JOCTABKA HA:
1. Bbyrunckononamun amm. 20 mr 1 mu;
Bbyruinckononamun ap. 10 mr x 20 6p.;
[TanaBepuH xuapoxiaopukym 2% 1 mu;
Atponun amn. 0,1% 1 mut;
Kanuym rimokonukym ami. 10 %, 10 mi.

Nk

O6ocodena mo3umusa Ne 2 — , Jlekapcmeenu npodykmu 3a Kpvé U KPb8OmMEOPHU oOp2anu”
00ocobeHaTa o3I BKIIIOYBA TOCTABKA Ha:

1. Tloracuym xmopun amm. 15% 10 mi.

O6ocodena nosuuuss Ne 3 — ,Jlekapcmeenu npodykmu 3a Cbpoed4HO-Cb006a cucmema’”
o0ocoOeHaTa MMo3uLMs BKJIIOUBA JOCTABKa HA:

1. Jurokcun amm. 0.5 mr 2 mir;

2. ®ypozemup amm. 10 mr 2 mo.

O6ocodena mnosuuuss Ne 4 — , Xopmonannu npenapamu 3a CUCHEMHO RpUIoXHCceHUe”
00ocobeHaTa o3I BKIIIOYBA TOCTABKA Ha:

1. Mertunnpenau3onoH inj.15,78mg+solv 1 ml.
1/16



O6ocobena no3uuust Ne 5 — ,, Aumuunghexkyuoznu npenapamu 3a cucmemHo npuiodxycenue”
00oco0eHaTa o3I BKIIIOYBA TOCTABKA Ha:

1. T'entamunuH sol. inj. 40 mg/ml 2 ml;

2. AwmuxanuH sol. inj. 250 mg/ml 2 ml.

O60codena nosuuus Ne 6 —,,JIekapcmeenu npodykmu 3a Hepena cucmema’”
000coOeHaTa Mo3HIMs BKJIFOYBA JOCTABKa Ha!
1. JImpgokauu ami. 0.5 % 10 mum;
Mertamuzon coamym 16. 500 mr x 20 Op.;
Meramuzon coaumym amir. 50% 2 mit;
Iletnaun ami. 5% 2 mm;
Mopdun amn. 2% 1 mit;
[Mupaueram amm. 200 mr/mi S5 mit;
I'apaaTamun amm. 0,25% 1 ML

Nownkwbd

O6ocodena mnosuumuss Ne 7 — ,Jlekapcmeenu npodykmu 3a  ouxamenna cucmema”
00ocobeHaTa o3I BKIIFOYBA TOCTABKA Ha:

1. Humexc cup. 125 mu;

2. XunopnupamuH ap. 25 mr x 20 6p.

3abenexka: C apabckure mudpu ca yKazaHHW IMOMAMO3ZHUIIMHUTE JIEKAPCTBEHH MPOIYKTH BKIIOUYCHU B
o0ocobOeHaTa no3umnms!

Yuacmnuxoem mpaoea oa oocmagu 3a0vaxcumenno 6CudKU J1eKaApCcmeeHu npooyKmu 6Kil04eHu
cvomeemnama obocovena nozuyus! Ogepma modxce oa ce nooasa camo 3a usana 060codena
nosuyus.

[IsnHOTO OMMCaHME HA KOJIMYECTBATA JICKAPCTBEHHU MPOIYKTH, KOUTO YYaCTHUKBT TPsiOBa Ja JOCTaBH,
choOpa3Ho 000coOeHaTa MO3UIMA 3a KOSITO KaHAWIATCTBA, € MoApoOHO omucaHo B TexHuyecka
cneunuranus — [punoxenne Ne 3 ot ToKyMeHTanusITa 32 y4acTHe.

YYACTHUITIUTE MOT'AT A TIOTABAT O®EPTH 3A EJIHA NN NOBEYE OFOCOBEHU TTO3UTTNN!

B. Mscro Ha u3nbiHeHne Ha mopbukarta: Ciianosa 6aza boreBrpan kbM TepuTopuanHa aupeKuus
S bpxkaBeH pezeps” rp. Codusi.

I'.Cpok 32 u3nb/IHEHHE HA IOPBYKATA:

1. loctaBkara Ha JIEKapCTBEHUTE MPOIYKTH (B 3aBUCUMOCT OT 000c0oO€HaTa MO3HUIIUS, 32 KOSITO
CEe Yy4acTBa) C€ M3BBPILIBA B CPOK, NMPEAIOKEH OT y4YaCTHHMKA, HO HE MO-ABIBr OT 3 (TpH) Meceua,
CUMTAHO OT JaTaTa Ha CKJIF0YBaHE Ha JIOTOBOpA.

2. B cpoka 3a um3mbIHEHWE Ha JOTOBOpa 3a OOIIECTBEHATa IMOPbHUKA, H3IMBIHUTEIAT Ce
3aab/hKaBa 1a OOHOBSIBA JIOCTABEHHUTE OT HErO JICKApCTBEHUW MNpPOAYKTH Tpu MuHHMYM 70 %
0CTaTbhb4eH CPOK HA I'OIHOCT, 32 KOETO HE C€ JbJDKU JIOMMBJIHUTEIHO Bb3HArpaXk/IeHUE.

3. Tpu Mecena npeau U3THYAHE CPOKA HA ACWCTBUE HA JI0IOBOPA, M3MBIHUTEIAT CE 3abJKaBa
Ja 0OHOBU BCUYKHU JIOCTaBEHH JIEKAPCTBEHU NMPOIYKTH, C U3KIIIOUEHUE Ha Te3H, KOUTO ca ¢ 90 % (mim
NnoBe4Ye) OCTaThb4€H CPOK HA TOAHOCT.

4. CpoKbT 3a W3IIBIHEHHE HA JOTOBOpa 3a OOIIecTBEHATa Mophbyka € 4 (YeTHPH) TOAUHH,
CUMTAHO OT JaTaTa Ha HETOBOTO CKJIIOYBAHE.

. Cpok Ha BaJIUAHOCT Ha npeaoxkeHneTo (odpeprara)—90 (neBeraecer) AHU, CYIUTAHO OT JIATaTa,
oTpeiesieHa 3a KpacH CPOK 3a IoJyyaBaHe Ha 0(epTH.
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E. IlporHo3na croiiHOCT Ha o0lecTBeHAaTa Mopbuka: OOmaTa NporHo3HA CTOMHOCT HA MOpbhYKaTa €
208 302 (aBecta m oceM Xwisiiu TpucTa U ABa) jiea 6e3 J1C.

IIporuo3nara croiiHOCT Ha IOPHUKATA 10 000COOEHH MO3MIMU € KAKTO CJIe/Ba:

Oob6ocodena mozuums Ne 1 - ,,JIexapcmeenu npoOykmu 3a XpaHOCMUIAMEIHA CUCHEMA U
memaodoauzvm” — 39 027 (TpuaeceT U ACBET XWIISAN U ABaAeceT u ceneM) Jiea 6e3 JI/IC.

O6ocobena no3uuus Ne 2 - , Jlekapcmeenu npooykmu 3a Kpvé u KPb60MEOPHU OP2aAHU -
5 600 (et xwisaau U mectcToTH) Jesa 6e3 1J1C.

O6ocodena nosuuus Ne 3 - , Jlekapcmeenu npodykmu 3a cvpoeuHo-cb008a cucmema” —
7 582 (cemem Xwiisiiy METCTOTUH ocemeceT u nBa) jesa 6e3 J1JIC.

O6ocodena nosuuuss Ne 4 - ,, Xopmonannu npenapamu 3a CUCMEMHO npunoyceHue” —
19 475 (neBeTHaAECET XUISAN YETUPUCTOTHH cepemaeceT u ret) jiepa 6e3 JI/1C.

O6ocobena no3unus Ne S - ,, AHmuungexkyuoznu npenapamu 3a CucmemHo npuioHceHue’
— 13 076 (Tpunagecer Xunsau u ceaemaeceT u mect) sesa 6e3 /1C.

O6ocodena no3umuss Ne 6 - ,,Jlekapcmeenu npodykmu 3a Hepena cucmema” — 93 312
(meBeTaeceT U TpU XWIAW TPUCTA U ABaHazAeceT) jea 6e3 1JIC.

O6ocodena nmosunusa Ne 7 -, Jlekapcmeenu npooykmu 3a ouxamenna cucmema” — 30 230
(Tpuaecer xunsau nBecra u Tpuaecer) gesa 6e3 J1C.

:

B Ta3u cTOMHOCT ce BKIIOYBA:

1. unenara B neBa 0e3 JIJIC Ha mbpBOHAYAIHO JOCTABEHUTE JIEKAPCTBEHU MPOAYKTH (6 3asucumocm
om 060cobenama nozuyus, 3a KOAMO ce y4acmea);

2. BCHYKM TOBApO-pa3TOBApHH, TPAHCIIOPTHU W JPYrHd pa3XxoId, CBBP3aHH C JIOCTAaBKara,
BKJTIOYMTETHO 332 TPAHCIOPTHATA OMAKOBKA Ha JIeKAPCTBEHUTE MPOAYKTH (CTOKHUTE), TIPH TSAXHOTO
I'bpBOHavaNIHO JocTaBsiHe B Cwiaziopa 6aza boreBrpaa kbM Tepuropuanua aupexuus ,,JlbpxaBeH pezeps”
rp. Codus.

3. nenara B jneBa 0Oe3 JIJIC Ha Bcuuku OOHOBSIBAaHU JIEKApPCTBEHU IPOJYKTU 3a LIENUsS CPOK Ha
noroBOpa — 4 (4eTUpH) TOJAUHH (6 3a6UCUMOCH Om 000CODeHama no3uyUs, 3a KOAMo ce yuacmea).

K. KoauyectBo miaum o6em Ha mnopbukara: CeriacHo Texnuuyecka crnenupukanus -—
[Mpuiaoxenune Ne 3 0T TOKyMEHTAIMATA 332 YYACTHE.

3. HaunH Ha o0pa3yBaHe Ha NMpeiaraHara neHa
[Ipennaranara mena cieaa na Owbae B Obiarapcku JjieBa, 0e3 JJIC, kato BKIIOYBA BCUYKH

nocoyeHu B OykBa ,,E” 1ienu u pazxonu.
Bcuukun TpaHCmoOpTHM pa3XxoaM, CBBpP3aHM C JOCTaBKAaTa HA CTOKUTE, MPU THAXHOTO
00HOBfIBaHE, Ca 32 CMETKa Ha Bb3noKuTEI.

N. HaunH Ha IU1a1iaHe OT CTPAHA HA Bb3JI0KUTEJIS

[TnamaneTo 1Mo CKIFOYEHHS ¢ N30paHUs U3MTBIHUTEIN JOTOBODP III€ C€ OCBHIECTBH OT CTpaHa Ha
BB3JIOKUTENS, 10 OAHKOB ITBT, C TJIATEKHO HapeXXKJaHe, B OBJITapCKH JieBa, MO OAHKOBAa CMETKa Ha
M3IBJIHATENS, B CPOK 710 7 (ceqem) paboTHM IHU ciej npeactassae, ot crpana Ha U3ITBJIHUTEJIA,
B llentpanno ynpasnenue (1Y) ma IA IPBB3, Ha konue oT AByCTpaHHO MOJIMKACAHN TPUEMATEITHO-
MpeAaBaTETHU MPOTOKOJIU 32 IOCTABSHE HA JIeKAPCTBEHUTE MPOAYKTH (CTOKHUTE) U MPEACTaBsIHE HA
(hakTypa 3a U3BBpPIICHATA IOCTaBKa.

II. IBUCKBAHUSA KBM YYACTHULUTE B OTKPUTA ITPOLHEAYPA

A. YcjioBus 32 yyacTHe B OTKPUTA Mpoueaypa
B oTkputaTa mpouenypa 3a Bb3jaraHe Ha oOliecTBEHaTa MOPbUKAa MOXKE Ja MpeacTaBu odepra
Y4aCTHHK, KOUTO:
1. npuTexxaBa ONMUT B M3MIBIHEHUETO HA JOCTABKM HA CTOKH, €JHAKBU WM CXOJHHU C NpeMeTa Ha
oOIecTBeHaTa MOPHUKA;
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1.1. e mpou3BOAMTENl WM MY € MPEJOCTAaBEHO MPABO Ja Mpejiara CTOKM Ha MPOU3BOJUTENS /BHB
BTOpUA cnyqaﬁ YH4aCTHUKBT CJI€aBa Ja MOpeacTaBu CbBOTBECTHUTEC JOKYMCHTH, [JOKa3Ballln
MIPUTEKABAHOTO OT HETO MPaBo/.

1.2. npu yyacTHUIM OOEIMHEHMsS C€ IpEICTaBs — KOMME Ha J0roBopa 3a OOEJIMHEHHE, a KOrato B
ZI0OrOBOPA HE € IOCOYEHO JIMLETO, KOETO MPEACTaBIIABA YYaCTHULIUTE B OO€AMHEHUETO — U JOKYMEHT,
MOAINMKCAH OT JHMIaTa B 00EIMHEHUETO, B KOMTO CE MOCOUYBA MIPEICTABISBALIMSIT.

1.3. Koraro y4acTHHK B mpolieaypaTa € o0eIuHeHrne, KOeTo He € FOPUINYECKO JUIIE:

a) JoKkyMeHTHTe 1o 4i. 56 an. 1, 1. 1, 6yksu "a" u "0" ot 3011 ce mpencTaBsAT 3a BCAKO (PU3HUECKO
W FOPUINIECKO JIUIIE, BKIFOYCHO B 00CIMHEHUETO;

0) mokymenture mo ui. 56 ain. 1, 1. 5, or 30Il, KOoUTO ca HM3UCKAHU OT BBINOKHUTENA CE
MPEJCTaBAT CaMO 32 YYAaCTHUIUTE, 4Ype3 KOUTO OOCIMHEHHETO J0Ka3Ba CHOTBETCTBUETO CH C
KpUTEPUUTE 32 IOI00P.

2. Jlomycka ce y4yacTMETO Ha MOJIU3IBIHUTENH, KOUTO TpsOBa Ja OTroBapsAT Ha HW3HUCKBAHUSITA,
cpobpaszno wi. 47, an. 8 ot 30I1.

2.1 moAM3IBbIHUTENNTE NOMBIBAT ACKJIapallys 3a OTChCTBUE Ha 00CTOSTENCTBA MO Wil wi. 47, an. 1
u an. 5 ot 30I1 no o6pazen Ha [IPUJIOXKEHUE Ne 13 ot noxymeHTanusaTa Ha HOpbyKara.

2.2 NOU3IIBIHUTEINTE NOMBIBAT JAEKJIapalys 3a ChIJIacHe 3a y4acTHE KaTO HOJU3IBIHUTEN I10
obpazen Ha [TIPUJIOKEHUE Ne 12 ot nokymeHTalusTa Ha NopbhyKaTa.

3. B otkpurara npoueaypa He MoOsKe J1a y4acTBa y4aCTHUK, KOUTO €:

3.1. ochaeH ¢ BisI31a B CUJla IPUCH/IA, OCBEH aKO € peaOnIUTHPaH, 3a:

a) TMPEeCThIUICHWE TPOTUB (HUHAHCOBAaTa, JaHbUHATA WJIM OCHUTYpUTEITHATA CHCTEMA,
BKJIFOUUTEIJIHO U3MHMpaHe Ha napu, 1o 4. 253 - 260 ot HakazarenHus KoJekc;

6) noakyn no ui. 301 - 307 ot Haka3zarenHus KoJiekc;

B) y4acTue B OpraHu3MpaHna npecrbiiHa rpyna no wi. 321 u 321a ot Haka3zatennus kojaekc;

I') IpecThIUIEHUE MPOTUB coOcTBEeHOCTTA 1O Wi. 194 - 217 ot HakazarenHust Koaekc;

1) IPECTHIUIEHNE IPOTUB CTOMAHCTBOTO MO Wi. 219 - 252 ot Haka3zarenHust KoJekxc;

3.2. 00sBEH B HECHCTOITEITHOCT;

3.3. e B MPOU3BOJCTBO MO JHKBUIALMS WIM CE€ HaMupa B IOJOOHA MpOLEAypa ChIJIACHO
HAIlMOHAJHUTE MY 3aKOHU U I10/13aKOHOBU aKTOBE.

3.4, uma 3aabDKEHUS MO CMUCHhIa Ha wi. 162, am. 2, 1.1 oT JlaHBYHO-OCUTYypUTEITHUS
mnmponecyaj€H KOACKC KbM JbpiKaBaTa W KbM 06HII/IHa, YCTaHOBCHU C BJIA3BJI B CHJIa aKT Ha
KOMIIETEHTEH OpraH, OCBEH aKO € JIOIYCHAaTO pa3CpOoyYBaHe WJIM OTCPOYBAHE Ha 3aJIbJDKEHUATA, WIN
MMa 331bJDKEHUS 32 TaHBIM WIM BHOCKH 3a COLIMATHOTO OCUTYpSBaHE, ChIVIACHO 3aKOHOJATEJICTBOTO
Ha AbpiKaBaTa, B KOATO KAHAUJAATHT WU YIACTHUKBT € YCTAHOBCH;

3.5. B OTKpPUTO TMPOU3BOJCTBO IO HECHCTOATEIHOCT, WJIH € CKIYMUI H3BBHCHIEOHO
CIIOpa3yMEHHE C KPEIAUTOPUTE CH MO cMuChiIa Ha 4. 740 ot THproBckusi 3aKOH , a B Clydaid 4e
YYaCTHUKBT € UYXKJECTPaHHO JIMIE — Ce HamHupa B MOJ0OHA Mpoleaypa ChIIACHO HALMOHAJIHWUTE
3aKOHU U MOJ3aKOHOBU aKTOBE, BKJIFOUUTEIIHO KOraTo HEroBara JEMHOCT € M0J1 pa3NopekJaHe Ha Ch/a,
HJIN YHAaCTHUKBT € ITPECYCTAaHOBHII I[@I\;IHOCTTa CH,

3.6. nMIIeH OT IPaBOTO Ja YIPa)KHSBA oNpesesieHa npodecus Wi IeHHOCT, MPSKO CBbpP3aHa C
U3IbJIHEHUETO Ha IMpeJMEeTa Ha MopbykaTa ChIJIACHO 3aKOHOJATEJICTBOTO Ha JAbp)KaBara, B KOSITO €
U3BBPIICHO HAPYILIEHUETO, BKIIOUUTEIHO 32 HapyIIEHUsI, CBbP3aHU C U3HOCA Ha MPOAYKTH B 00acTTa
Ha 0TOpaHaTa U CUTypHOCTTA;

3.7. BUHOBEH 3a HEU3IIbJIHEHHE Ha 3aJbJKEHUS 110 JI0TOBOP 3a 00I1IeCTBEHA IOPHUKA;

3.8. OCBhJIeH ¢ BIIsI3JIa B CHJIAa MIPUCHAA 3a IpecTbIuieHue nmo wi. 313 ot HakazaTenHus koaekc
BbB Bpb3Ka C IPOBEXIAHE HA MPOLEAYPHU 3a Bb3jIaraHe Ha OOLIECTBEHU MOPBUKU;

3.9 mpu KoWTO JNHMIIATa MO T. S5 ca CBBP3aHM JIMIA ¢ BB3TOXKUTENS WM ChC CIY)KUTETU Ha
PBKOBOJHA MIIBXHOCT B HEroBaTa OpraHusanusi;

3.10. KOHTO € CKJIIoUMI JOTOBOp € Juue nmo wi. 21 win 22 or 3akoHa 3a IPEeJOTBpPATABAHE U
YCTaHOBSIBAaHE Ha KOH(MIMKT HA UHTEPECH.
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4. HEe MOXKe J1a ydacTBa B MpOIleAypara 3a OOIISCTBEHA IMOPBHYKA UYXKICCTPAHHO (PUIUUYSCKO WU
IOPUIMYECKO JIMIE, 3a KOETO B JbpXKaBaTa, B KOATO € YCTAaHOBEHO, € HAJIUIE HAKOE OT
oOcrogTencTBara 1o T. 3

5. KoraTo KaHAMIATUTE WM YYACTHHUIIUTE Ca IOPUIUYECCKH JIMIIA, U3UCKBaHUATa 10 T. 3.1, 3.6. u 3.8.
ce mpuJarar, KakTo clie/iBa:

5.1. mpu crOUpaTenTHO APYKECTBO - 3a Junara mo wi. 84, ai. 1 u wi. 89, an. 1 ot Teproeekus
3aKOH;

5.2. mpu KOMaHJIUTHO JpYKecTBO - 3a juuara no wi. 105 ot TeproBckust 3akoH, 6e3
OTPAaHUYEHO OTTOBOPHUTE CHAPY>KHHIIH;

5.3. mpu Ipy’KECTBO C OTPaHMYECHA OTTOBOPHOCT - 3a junara mo 4i. 141, an. 2 ot Teproeckus
3aKOH, a MPU €THOJMYHO JIPYKECTBO C OrpaHHuY€Ha OTTOBOPHOCT - 3a juuara mo wi. 147, an. 1 ot
TBHproeckus 3aKoH;

5.4. mpu aKIMOHEPHO NIPYXKECTBO - 3a OBJACTEHUTE Jia 1o 4wi. 235, an. 2 ot TwproBckus
3aKOH, a MPH JIMIICA Ha OBJIACTSBAHE - 3a Jiniarta 1o wi. 235, ain. 1 ot TeproBckust 3aKoH;

5.5. mpu KOMaHAWTHO JIPYKECTBO C aKIMH - 32 JuIaTa no 4i. 244, an. 4 ot Teproeckust 3aKoH;

5.6. Ipy €THOJIMYEH THProBeIl - 32 (PU3UYECKOTO JIMIIE THPrOBEIl,

5.7. BbB BCUUKH OCTaHAJIU CIy4au, BKIIFOUUTEIHO 32 YYXKJAECTPAaHHUTE JIUIIA - 32 JIUIaTa, KOUTO
MPEACTABIISIBAT KaH/IU1aTa WU YIaCTHUKA,

5.8. B ciaywaute no T. 5.1. — 5.7. — ¥ 3a IPOKYpPUCTUTE, KOTraro HMMa TaKWBa; KOIaTo
4yXX/I€CTPaHHO JIMIE UMa IIOBEUYE OT €IUH MPOKYPHUCT, JeKIapalusiTa ce IoaBa caMo OT IPOKYpHUCTa,
B UMATO MPEACTaBUTEIIHA BJIACT € BKIIIOYEHA Teputopusita Ha PenyOnuka brirapusi.

6. Jlunicara niam HaMYKMETO HA OOCTOSTENICTBA MO T. 3 C€ YOCTOBEPSIBAT, KAKTO CIIE/BA:

6.1. mpu momaBane odepra — ¢ TMPEACTaBSHE Ha JACKJIapalus, MOMBIHEHA MO oOpaszer; Ha
[Tpunoxenne Ne 8 OT JoOyMeHTaIMATa 32 y4acTHe.

6.2. TpuU TIOANKMCBAHE HA JOTOBOP 3a BB3JIATaHE HA OOIIECTBEHA NOPHYKA YYACTHHUKBT,
OTIpENIeTICH 3a U3ITBIHUTEN, € JIIBXKEH Jla yI0CTOBepH obcrosaTencTeara no T. 3.1., 3.2., 3.3.,3.4., 3.5.,
3.6. u 3.8 Cc JIOKYMEHTH, U3JaJieHU OT CHOTBETHUTE KOMIIETEHTHH OpPraHd, WIM C HOTAPHUAIIHO
3aBEpEHU KOMHS Ha IIOCOYCHUTE IOKYMEHTH C M3KIIOYCHHE Ha OOCTOsATEICTBaTa, BITUCAHH B
THpProBCKUsl PETHCTHP W/WIH APYrU MyOTHMYHN PETUCTPHU, KATO B TO3M CIIydall YYaCTHHKBT CIIeJBa J1a
ru nocoun B Jexmapamnusra o wi. 47, an. 9 ot 3011, kosTo ce momsiaBa mo oopazer Ha [Ipunoxenue
Ne 8 ot noymenTanusra 3a yyacTtue.

6.3. Ipu TMOJANMUCBaHE Ha JOTOBOP 3a Bb3JIaraHe Ha OOIIeCTBEHA MOPBHUYKA UYKIECTPAHHOTO
(U3HYECKO WM FOPUINYECKO JIHIE, H30paHO 3a M3IBJIHUTEN, € JUTHXKHO Ja TPEJICTaBU JIOKYMEHTH 3a
yAOCTOBEpsBaHE JMIicata Ha obcrosarencTBara mo 1. 3.1., 3.2., 3.3., 3.4, 3.5. u 3.6., u3ganeHu ot
KOMITETEHTCH OpraH, WM H3BJICYCHHE OT CBhIACOCH PETHCThP, WIM CKBHBAJICHTEH JOKYMECHT Ha
ChJICOCH MU aJIMHHHUCTPATHBEH OpraH OT JbPiKaBara, B KOSATO € yCTAaHOBEH.

7. YyacTHHIIUTE ca [UIHKHU B IIPOIeca Ha IPOBEXKAAHE HA MPOLEAYpaTa 1a yBEAOMSIBAT Bh3JIOKUTEILT
34 BCUYKHM HACTBHIIHWIIN IPOMCHU B oOcrosaTenacTBara mo 4i. 47 ai. 1, IIOCOYCHUTE OT BB3JIOKHUTCIISI B
00sBIIeHHETO 00CTOSATENICTBA O al. 2, KakTo U ail. 5 ot 30I1, B 7-1HEBEH CPOK OT HACTHIIBAHETO UM.

8. Ilpm m3THuUaHe paspernieHueTo 3a yrnorpeda Ha CHOTBETHHUS JIEKAPCTBEH MPOAYKT, YUYaCTHHKBT
(m1OCTaBUMKBT) BBH3CTAHOBSIBA B PAMKUTE Ha JIEBOBATa PABHOCTOMHOCT C TE€HEPUYCH JIEKAPCTBEH
MpOAYKT miu ocoueH ot JJA ,,JIPBB3” nekapcTBeH mpoayKT.

b. JIOKyMeHTI/I, NpeacTaBsgHu OT YHJaCTHUIUTE:

Yuacmnuyume npeocmaeam ogpepma cu, kamo uzpuuno nocoueam 3a Kosa/Kou om 0060codenume
no3uuuu Kanouoamcmeam.

I. Odeprara, K0sITO y4acCTHULIUTE B OTKPHUTATA MPOLIEIypa MPECTABIT, CleABA J1a ChAbPKa:

1. Komme OT NOKyMEHT 3a perucrpauus M OpUTMHAI WM HOTAapUAJIHO 3aBEPEHO KOIHUE OT
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yIOCTOBEPEHUE 3a AKTYaJHO CHCTOSHHUE, M3JaJCHO HE IO-paHO OT 3 Mecela Mpend jJarata Ha
nojaBaHe Ha odeprara WIM €IUHEH HICHTU(UKAIUMOHEH KOJ CbhbriacHo wi. 23 ot 3akoHa 3a
TBPTOBCKHSI PETUCTBP - 32 YYACTHHIU — FOPUAMYCCKH JIUIA WM €IHOJUYHU THPTOBIH, KOIHUE OT
JOKYMEHTa 33 CAaMOJIMYHOCT, KOTaTO YYaCTHHKBT € (pu3muecko nuine. UyKaecTpaHHUTE IOPUIHIECKU
JMIIA TIPEICTaBAT CHOTBETCH CKBUBAJICHTCH JOKYMEHT, M3/IaZICH OT ChACOCH HMIIM aIMUHHCTPATUBEH
OpraH B Jbp)KaBara, B KOSTO Ca yCTaHOBEHH. [IOKYMEHTBT Ce€ MpPEICTaBs ChC 3aBEpKa ,BSPHO C
OopuruHaja” OT y4aCTHHMKA U B O()ULIMAJIEH [TPEBO/I;

2. IOKyMeHT/H, ¢ KOUTO C€ JOKa3Ba, Y€ y4YaCTHUK, KOMTO HE € MPOU3BOJAUTEN HA CTOKUTE-NPEIMET
Ha oOlIecTBeHaTa MOpbYKa, MMa MPaBO Ja Ipejjiara CTOKM Ha MPOU3BOAUTENS (OTOPU3AaLMOHHU
McMa OT MPUTEXKATEIUTEe Ha BAJUIHM pa3peuleHHs 3a ymnorpeda 3a ydacTue B IpoLeayparta,
TUCTpUOYTOPCKHU JOTOBOPH, 3aBepeHa crenu@ukanus 3a CbOTBETHATA T'OJIMHA WJIM IIBJIHOMOIIIHO 32
OCBIIECTBABAHE Ha MOCPEJHUYECKA ThProBCKa JAEHHOCT U JIp.) - B OPUTMHAJI WU 3aBEPEHO KOIUE;

3. OpurrHasieH TOKyMEHT 3a BHeCeHa 0aHKOBA rapaHIIvs 33 y4acTHE B OTKpUTATa MPOLIEAypa UIH KOTHe
OT JIOKYMEHTa 3a BHECEHa rapaHius mnoj ¢opmara Ha napuuna cyma. (IIpu momaBane Ha odepraTa
YYaCTHUKBT TPEACTABsI OTICICH JOKYMEHT - TapaHIWs 3a yJacTHe, 3a Besika 000coOeHa MO3WIus, 3a
KOSITO y4acTBa, KaTo B JIOKyMEHTA Ca MOCOYBa HOMEpa U HAMMEHOBAHUETO Ha 000co0eHaTa MO3HIINSI. )

4. Hexmapanus o wi. 47, ain. 9 ot 30I1 (mo o6pazern; Ha [lpunoxxenue Ne 8§ oT moymeHTtanusra 3a
ydacTue) 3a OTChbCTBUETO Ha oOcrosTesncTBara mno paszaen II, 6yksa”A”, 1. 3.

5. JlokazaresncTBa 3a TeXHUYECKaTa Bh3MOXKHOCT 33 M3ITbIHEHUE Ha TTopbukaTa mo wi. 51, am. 1, 1. 1,3
u 6 ot 30II - mpeacTaBAT ce 1Mo ClIeTHUS HAYWH:

5.1. Jexmapanus, cpabpKalia CIMCHK HA JIOCTABKUTE WIM YCIYTrMTE, KOUTO Ca €IHAKBH WIIH
CXOJHHM C IpeaMeTa Ha 0oOlIecTBeHaTa MOPbhUKa, U3IBJIIHEHU MPe3 MOCIETHUTE TPU FOJIMHU, CUUTAHO
OT JlaTaTa Ha I10/1aBaHe Ha odepTaTa, C IOCOYBAHE HA CTOMHOCTUTE, TATUTE U MOJIy4yaTeIUTe, 3a€JHO C
JI0Ka3aTeJICTBO 32 U3BbPIIECHATA JOCTaBKa U yCIIyra.

5.2. Jlexnapauus, chbAbpKalla ONHCAaHWE HA TEXHUYECKOTO OOOpyABaHE U MEpKUTE 3a
OCHUT'ypsiIBaHE Ha KayecTBOTO, KaKTO M Ha OOOpyJIBaHETO 3a M3MMUTBAHE U H3CIeABaHE (ako HMMa
TaKoBa).

6. BanmumHo paspemieHue 3a ThProBusi Ha €ApO C JIEKAPCTBEHH MPOIYKTH, U3/1ICHO TI0 pena Ha 3aKoH
3a JIEKApCTBEHHUTE MPOAYKTH B XymaHHata MmemununHa (3JIIIXM) (B 3aBucumoct ot 00ocoOeHaTa
MO3UIIHS, 32 KOATO CE y9acTBa) - 3aBEPEHO KOMHE;

7. BanumHo pa3penieHne 3a Ipou3BOJICTBO, U3/aICHO MO pesia Ha 3aKOHa 3a JIGKAPCTBEHUTE TMPOTYKTH
B xymanHata wMemunuHa (3JIIIXM) — xorato meKapCTBEHHTE TMPOAYKTH C€ TMpeiarat oOT
pou3BOIUTEN (B 3aBUCHMOCT OT 000CcO0eHaTa MO3HUIIKs, 32 KOSITO CE€ y4acTBa) - 3aBEPEHO KOIIHE;

8. BamuaHo paspemieHue 3a BHOC, u3nanaeHo mo peaa Ha 3JIIIXM — koraTo jJeKapCTBEHUTE TPOIYKTH
ce mpeaiaraT OT BHOCUTEN (B 3aBUCUMOCT OT 000co0eHaTa MO3UIINSI, 32 KOSITO C€ y4acTBa) - 3aBEPEHO
KOIINE;

9. Jlexmapanus OT y4aCTHHKA, Y€ BCHUKH JICKAPCTBEHH MPOJAYKTH, C KOUTO Y4acTBa B MpOIeAypara, ca
paspeinieHu 3a ynorpeba B PenyOnuka bbarapusi, kaTo B JAekiapaunusTra cie[Ba J1a c€ IOCOYU U
HOMEpa U JaraTa Ha pa3pelieHueTo 3a ynorpeoa;

10. JIuneH3us 3a THProBUs C HapKOTHMYHU BEIIECTBA 33 MEAUIMHCKHU LIE€JU, W3/aJieHa MO peaa Ha
3akoHa 3a KOHTPOJ BbpXy HapkoTuuHuTe BemniectBa u npekypcopure (3KHBII) (ToBa usucksane ce
rpujiara camo 3a y4acTHUIIMTE, KOUTO MojaBaT odepTa 3a 000cobena no3umus Ne 6 ,./Iexapcmeenu
npoOyKmu 3a HepeéHa cucmema’”) — 3aBEPEHO KOIIUE;

11. Ceprudukar (3aBepeHO KOMUE), yIOCTOBEPSBALL, Y€ CUCTEMAaTa 3a YIpPaBJIEHHE Ha KAYeCTBOTO Ha
ydacTHUKa € B cboTBeTcTBHE ¢ ISO 9001 1y eKBUBalIEHTHO;
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12. Ceprudukar (3aBepeHO KOMHUE), YIOCTOBEPSBALL], Y€ CUCTEMAaTa 3a YIpPaBJIEHHE Ha KAaYeCTBOTO Ha
npousBoauTens € B cborBercTBUE ¢ [SO 9001 mnm exBuBanentHo. [Ipencrasst ce koraro yuacTHUKBT
HE € MPOU3BOJAUTEIN HA ChOTBETHHUS JIEKAPCTBEH MPOJYKT (B 3aBUCUMOCT OT 000coOeHaTa mo3uLus, 3a
KOSITO C€ y4acTBa);

13. Iexmaparusi, 4e OCTaThYHUAT CPOK HA TOJHOCT HA ITPBOHAYAIHO JOCTABEHUTE, JOCTABIHUTE TIPU
OOHOBsIBaHE, KAaKTO W TOCIEAHO OOHOBEHHTE B CpOKAa Ha JICHCTBHE Ha JOTOBOpa JIEKAPCTBEHHU
MpOAYKTH 1ie Obne He mo — ManbK oT 90 % OT oOsBeHHS OT MPOU3BOAUTENS KbM JaTaTa Ha
ChOTBETHATA JOCTABKATa;

14. Ceprudukar 3a KauecTBO (QaHAIUTHYEH CEpTU(UKAT) U MPOU3XOJ Ha MpeIaraHuTe CTOKU WIIU
€KBUBAJICHTHO (B 3aBUCUMOCT OT 000CO0CHAaTa MO3HIIHS, 32 KOSTO CE y4acTBa);

15. Jexnmapanust OT ydacTHHKA, Y€ MpPH M3BBPIIBAHE HA BCSKA JIOCTaBKa (IIbpBOHAYalHA W IIpU
OOHOBsIBaHE), CTOKara Iue ObJe Npuipy’kaBaHa OT JOKYMEHTHM 3a TMpPOU3XOJ U KayecTBo,
cepTudUKaT/JOKYMEHT 32 OCBOOOKIaBaHE HA BCSIKA MapTU/a OT CTOKAaTa, KAKTO U JOKYMEHT, Ha KOWTO €
0003HaYeHO HAMMEHOBAHUETO, ChABPKAHUETO U CPOKBT HA TOAHOCT HA CTOKATA;

16. exnaparusi OT y49aCTHUKA, C KOSITO IIpPUEMa U JCKIapupa, 9€ B CPOKa Ha JACHCTBHE HA JOTOBOPA 3a
o01IecTBeHa MOPHUKA 3aABIHKUTEIHO 1€ 0OHOBSBA JICKAPCTBEHUTE MPOIYKTH NMpu MUHUMYM 70 %
OCTaThYeH CPOK Ha TOJHOCT, 0€3 Ja MojydyaBa JAONBJIHUTEIHO BB3HACPAXKICHHE, Pa3IM4HO OT
MIpeII0’KeHaTa 11eHa B LIEHOBOTO MY MPEJI0KEHHUE;

17. VYyacTHUKBT cieaBa Jla MpeAcTaBU (B 3aBUCHUMOCT OT oOocoOeHaTa MO3MIMS 33 KOSTO
KaHAUIATCTBA) [lekmapaius/u OT mpuTexaTeis/uTe Ha pa3penieHueTo/sTa 3a ynorpebda, 4e 3a cpoka
Ha J0rosopa me OCI/IprﬂBa/T HOBHU TMAapTUAX JICKAPCTBCHH IIPOAYKTHU 3a OCBHLICCTBABAHC Ha
OOHOBSIBAHETO;

18. IlenoBa odepra, mnpeacTaBeHa B OTICICH 3aledyaTaH HEMpO3payeH IUIMK C  HaAIMHC
SIPEIJIATAHA IHEHA” - mo oOpasen Ilpmmoxenue Ne 5 oT mokymeHTanusTra 3a ydacThe B
npoueaypara.

YYacTHUKBT 3aJBJDKUTEITHO TOCOYBA OTHeNHATa IeHa B jeBa Oe3 JIJIC Ha Beska TOIMO3WIMS
JICKapCTBEHH MPOIYKTH, BKIIIOUEHA B 000COOCHATA MTO3HUITHS, 32 KOSITO Y9acTBa.

B ciydaii, 4e eMH yYacTHHMK y4acTBa 3a JIBE HJIM IOBeYe 00OCOOCHH IMO3MUIINH, 33 BCAKA OT TAX CE
MpeAcTaBs OTACHA IIeHoBa odepTa (1o obpazen [Ipunoxenue Ne 5 oT JoKyMeHTanusTa 3a y4acTHe B
mporeaypara) B OTACNICH 3amedyaTeH Hermpo3padedH 1wk ¢ Haamuc ,JIPEJJJIATAHA IHEHA”, u
0003HaYeHHE 3a KOs 000COOEHA MO3UITHS CE OTHACH);

19. TexHuuyecko NpeIOKEHUE - MPEACTABEHO B OTIEJIEH 3aledaraH HEenpo3padyeH IUIUK C HaJIuC
SIPEJIOXKEHUE 3A U3ITBJIHEHUE HA ITOPBYKATA” - mo o6pazen [Ipunoxenne Ne 7 ot
JTOKYMEHTAIMATA 32 YIaCTHE B MIPOIIEAypaTa;

B cnyuaii, ye enquH yyacTHHK ydacTBa 3a JIB€ WJIM MOBe4Ye 000COOEHU MO3UIMH, 33 BCSKA OT TAX CE
MpeAcTaBsi OTACIHO TexHudecko npemioxenne (mo oodpazen [Ipunoxxkenne Ne 7 oT moKymeHTanusTa
3a yyacTue B MpOIIeypara) B OT/AENEH 3amevyareH Henpo3padeH ik ¢ Haanuc ,,J[IPEJIJIOXKEHUE
3A U3ITBJIHEHUE HA TIOPBUKATA”, u o603Ha4ueHmE 32 KOS 000cO0eHa O3UIIMS C€ OTHACH);

20. Tlomgnucan w/mim moamedaran IIpoexkt Ha moroBop — mo oOpasen (IIpunoxxkenme Ne 6 ot
JOKYMEHTAIMATA 32 YIaCTHE);
21. IlonsiHena odepTa — Mo oOpasel, KaTo 4acT OT JoKymeHTanusATa 3a yuactue ([Ipunoxenue Ne 4

OT IOKYMEHTAIMATA 32 yJacTHUe);

22. Jlexnapauusi OT y4YacTHHKa, 3a HOMu3MbiaHUTENUTe (o oOpasen Ha Ilpunoxenue Ne 11 or
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AOKYMCHTalusATa 3a yLIaCTI/Ie), KOUTO 1€ Yy4YaCTBAaT IpPU H3IBIHCHHUCTO Ha IIOpbUYKara, BHAAa Ha
pa6OTI/IT€, KOMTO 1€ MH3BbpHIBAT, W J[J€JIa Ha TAXHOTO YYaCTUC, AaKO YYACTHUKLT MMPCABUIKAA
IO AU3ITBIIHUTEIIN,

KOFaTO yLIaCTHI/IKT)T HC Hpe}IBI/I)K)Ia B O6HI€CTBCHaTa noquKa aa y‘IaCTBaT IO AU3ITBJIHUTEIIN, TOfI
0TOeIIs3Ba TOBA OOCTOSTENICTBO B T.1 OT JAEKJIapaiusiTa, KaTo B TO3M CIIydail HE MOMbJIBA TOUKH 2, 3 U 4.

23. YuactHukbT npenctans Jexnapanus ot [logum3neiaauTenure cu (ako MMa TaKWBa) 32 OTChCTBUE HA
obcrositencTBa o wi. wi. 47, an. 1 u an. 5 or 30I1 no o6pazen na [TPUJIOXKEHUE Ne 13 or
JOKYMEHTaIUsATa Ha IOpbhUKaTa.

24. YyactHukbT npencraps exnapamnus ot [logu3neiaHuTenute cu (aKo ©Ma TaKMBa) 3a Chriacue 3a
ydqactue kato mnomausmbiaHuTen mo ooOpasen Ha [IPUJIOXKEHUE Ne 12 or mokymeHTamusara Ha
MopbpyKara.

25. [Hexmapamusi 3a KOH(MUICHIHATHOCT (KOTAaTO € MPUJIOXKHMO), TOIMBIHEHAa MO0 o0pazen —
[Ipunoxenus Ne 9 oT toxymeHTanuATa Ha MOpPbUYKATA.

3ABEJIE)KKA: Ilpu nooasane na oghepmama yuacmuuksm modce 0a HOCO4U KOsL YaACm Om Hesl UMA
KOHGhuoenyuanen xapakmep u 0a U3UCKEA OM 6b310JCUmesns 0a He s pasKpued, Kamo 3d mosed ce
nooasa /leknapayus 3a KOHGUOEHYUATHOCM Om yYaCmHUuKa. /lekiapayuama 3a KOHQUOeHyuaiHocm

(ako uma makasea) ce nocmass eeono ¢ Texnuuckomo npeonodicenue na ydacmuuxa 6 IIJIUK Ne 2
WIPEJIOXXEHUE 3A U3ITBJIHEHUE HA TIOPBUKATA”.

26. Hexnapauus no ui. 55, an. 7 ot 30I1, 3a numnca Ha CBbP3aHOCT € APYr YYaCTHUK/KaHIUAAT - IO
obpazen Ha [TPUJIOKEHUE Ne 10 ot nokymeHTanusTa Ha mopbhyKaTa.

27. CriuchK Ha TIOKyMEHTUTE, ChIbPIKAIIM C€ B OepTaTa, MOJMHUCAH OT YYaCTHUKA.

Bcuuku 0oxymenmu, koumo He ca 6 OpUSUHAN U 30 KOUMO He Ce U3UCKEAd HOMAPUATHA 3A6epKd,
mpsoea 0a bvoam 3asepenu CoOOCMBEHOPBLYHO OM YHACMHUKA ¢ meKcm. ,, Bapno ¢ opueunana’ , noonuc
u newam (Ko2amo e NPuioHCUMO).

Henpeocmaeanemo na yumupan 0oKymenm uiu npeocmagsaHemo My He 8 usuckeaama gopma e
OCHOBaHUE 34 OMCMPAHABAHE HA VYACMHUKA OM yyacmue 8 npoyeodypama u HeOONYCKAHemo My 00
emana Ha pasanedxicoane, OYyeHKa u Kiacupane Ha ogepmume.

B. U3uckBanug 3a Ka4ecTBO:

1. Beuuku npennarany JIEKapCTBEHU MPOAYKTH, NMPEeAMET HAa NOpPbhUYKATa, CIE/Ba J1a OTrOBapsT HA
W3HMCKBAHUATA, YCTAHOBEHU B HOPMATUBHMUTE, TEXHUUYECKU U 3aKOHOBM pasnopendu, AeWcTBally Ha
TeputopusTa Ha PermyOnuka bbiarapus KbM MOMEHTa Ha Bb3JlaraHe U U3MbJIHEHHE Ha oOllecTBeHara
IIOpPbUYKa, KAKTO M HA MU3WCKBAHUATA, YCTAHOBEHU B JIOKYMEHTALMsTa 34 ydacTHe B IpoLeaypaTa 3a
Bb3JIaraHe Ha o0llecTBeHaTa IopbUKa.

2. IlpeqyiaranuTte OT yyacTHUKA JIEKAPCTBEHH NMPOJYKTH, MPEJAMET Ha MOpbuKaTa, TpsaOBa aa ca ¢
OCTaThY€H CPOK Ha F'OJHOCT He 10 — MaIbK 0T 90 % 0T 00siBeHUs1 OT NPOU3BOJAMTE/IS KbM JaTaTa
HA J0CTABKATa;

3. 3aapKUTETHO OOHOBSABAHE HA JIEKAPCTBEHUTE NPOAYKTH (cToKUTE) pu MUHUMYM 70% ocTtaTbueH
CPOK Ha FOJTHOCT.

4. Bcuiky A0CTaBSIHU JIKAPCTBEHU MPOIAYKTH, BKIIOYUTEIIHO U OOHOBSBAHUTE, B CPOKA Ha JIEHCTBHE
Ha JIOTOBOPA, CJIe/IBa Ja ca C OCTaTh4Y€H CPOK HA TOJHOCT HE MO-MalbK OT 90 % oT 00sBeHHs OT
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IMPOU3BOJUTECIIA KbM JlaTaTa Ha JOCTaBKarTa,

5. Becuukn CTOKH, IPCIMET Ha O6IH€CTB€HaTa MMOpBUYKA, C€ NOCTABAT B MOAXOJdAI[a TPAaHCIIOPTHA
OIIaKOBKa, TdakKa Y€ Ja € OCUTr'yp€Ha 3aluTa OT BBHIIHO BJIMAHUEC M NOBpPCIAU II0 BpEME Ha
TPAHCIOPTHUPAHECTO UM O aJApcCa Ha Bb3JIOKHUTECIIA.

6. Ha makpoomakoBkaTa M €IMHUYHATA OMAKOBKA Ha JIOCTAaBSHHUTE CTOKHM Ja OBbJE€ HU3MHUCAHO
HaMMEHOBAHHUETO Ha CTOKAaTa, JlaTaTa Ha MPOU3BOJCTBO M KPaeH CPOK HA TOJHOCT, KaTO CHIIUTE
clie/[Ba Jla ce MPUPYXkKaBaT OT JUCTOBKA HA OBJITapCKH €3HK.

7. JlocTaBsHUTE CTOKH CcleiBa Ja Ce€ NpPUAPYKaBaT OT JIOKYMEHTH 3a MpPOHM3XOJ M KadecTBO,
cepTuduKaT/JOKYMEHT 3a OCBOOOKABaHE HA BCSIKA MapTHIA OT CTOKATa, KAKTO U JOKYMEHT, Ha KOWTO €
0003HaYeH CPOKa HA TOJJHOCT HAa CTOKATa/UTe.

III. TAPAHIUSA 3A YYACTHUE B IPOLUEAYPATA U 'APAHIIUA 3A UBITBJIHEHUE HA
JOI'OBOPA

1. YdacTHHIIUTE MPEACTaBIT rapaHOHMsA 3a y4YacTHe B OTKpPHTaTa TPOIEAYpa, B 3aBUCUMOCT OT
000coOeHaTa MO3UIMS, 32 KOATO C€ y4acTBa, KaKTO CJIe/IBa:

- Ob6ocobena mo3umusa Ne 1 — 390s.
- O6ocobena mo3umusa Ne 2 — 56 B.

- O6ocobena nmo3umusa Ne 3 — 75 nB.

- O60co0ena no3unusa Ne 4 — 194 nis.
- O6ocobena no3umnus Ne 5 — 130 is.
- O6ocobena nmo3umnus Ne 6 — 933 nB.
- O6ocobena mo3unus Ne 7 — 302 nB.

2. F'apaHnusTa 32 y4acTue ce IpeACTaBs B €AHA OT CJIeIHUTE (POpMH: MapUYHA CyMa Wi OaHKOBa
rapadinus. ['apaHuunTe B mMapuyHa cyMma c€ BHAcAT MO OaHKOBa CMETKa Ha J[bp)kaBHA areHIUA
»JbP’)KaBEH pe3epB U BOEHHOBPEMEHHH 3anacu’:

IBAN: BG23 BNBG 9661 3300 1830 03;
BIC: BNBG BGSD;
IIpu banka: bHb — 1Y

bankoBara rapanumus 3a yuactue ciezBa na 0bae uznaneHa B nmoisa Ha JIA JIPBB3, na 6bne
HeJeMMa, HEOTMEHNMa, Oe3yclIoBHA U Oe3 ITPOTECT, M Jia BJIM3a B CHJIa OT JaTaTta Ha W3/1aBaHeTo U, a
CPOKBT Ha HeWHaTa BAMIHOCT Aa Obae 30 (TpuaeceT) KaJIGHIApHU JHH CJIe] U3THYaHEe Ha CpOKa Ha
BAJIUTHOCT Ha odeprara.

3. Y4acTHHUKBT, onpeseneH 3a M3mbiaHnTen, NpeacTaBs MpH CKI0YBAHETO HA JOTOBOPA FapaHIus 3a
U3NbJIHEHHe Ha J0roBopa (B 3aBUCHUMOCT OT o0OocoOeHaTa MO3ULHUSA, 3a KOATO € M30paH 3a
U3IBJIHUTEN) 101 (hopMaTa Ha mapuyHa cyma Wid OaHKOBa rapaHIUs B pazmep Ha 5 % oT cToiHOCTTa
Ha JIoroBopa (3a croTBeTHaTa 000co0eHa no3uius) 6e3 BkitoueH [1J(C.

FapaHmmTa 3a U3MNBJIHECHME B IIapriHa CyMa CC BHACA IIO IropCrnocoucHara 6aHKOBa CMCTKa
na JIA JIPBB3.

bankoBaTa rapaninus 3a u3nbJHeHHe clie/[Ba 1a Oble u3aaaeHa B noisa Ha JJA JIPBB3, na
Obe HelenMa, HEeOTMEHNMa, O0e3ycI0BHA U 0e3 MPOTECT, U Ja BIM3a B CHJIa OT JaTaTa Ha U3JaBaHETO
i, a CPOKBT HaA HEeWHATa BaTuAHOCT aa Ob1e 30 (TpumeceT) KaJICHIAPHU THU CJIe]l U3THYaHE HA CPOKa
Ha JIefiCTBUE Ha IOroBOpa (3a BCUUKU 000COOEHH MO3UIMK) U ClIe[ U3TUYaHe Ha Hall-IIbJITUS CPOK Ha
TOJHOCT Ha JOCTaBEHUTE JIEKAPCTBEHH TPOJYKTH, MPEAMET Ha OOIIeCTBeHATa MOphYKa. [ apaHIusaTa
3a U3I'BJIHEHUE Ha JJOTOBOpa (B 3aBUCHUMOCT OT 000coOeHaTa Mo3uLus) ce IPeACTaBsl OT ONpeAeICHUs
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34 UBITBJIHUTECI YHaCTHUK KbM MOMCHTA HAa HEOBOTO CKIIFOYBAHC.

4, FapaHIII/IflTa 3a UBIIBJIHCHUEC CIIY>KH KaTO o0e3IeueHHEe Ha BB3JIOKUTEIIA 3a BpCau, IpOU3THUYAIIA OT
AOTrOBOpHATa OTTOBOPHOCT HA U3II'BJIHHUTCIIA.

5. TaparmuuTe 3a y4acTue W M3IBJIHCHHE CE OCBOOOKIABAT WU 33JbP)KAT 1O pelia, YCTAaHOBEH B
1. 61- 63 ot 30I1.

IV. UBUCKBAHUS 1IPU CBCTABAHE U TIPEJACTABSAHE HA O®EPTATA OT
YYACTHHUKA

A. O01IH MoJI0KeHUu s

1. Bcexkn yqacTHHK MOKe J1a IPEACTaBU caMo e1Ha odepTa B €JMH OPUTHHAIICH SK3EMILISP.

2. OdepraTa ce U3roTBs caMO B €IMH BapuaHT, CbOOpPa3HO U3MCKBAHUATA HA Bb3joxkutend. He ce
JOTyCKa TpeayiaraHe Ha alTepHAaTHBHU pemieHus (IoBede OT €IWH BapUaHT) IO OTHOIICHHE Ha
TEeXHUYECKH XapaKTePUCTUKH, LICHU WK APYTU €IeMEHTH OT odeprara.

3. Odepra MOke 1@ ce MpeACTaBs 3a eIHa WIHN MoBeye 000co0eHu no3umnuu. ToBa 00CTOATEICTBO
ce yKa3Ba U3pUYHO B odeprara.

4. lomycka ce y4acTHe Ha TOJU3MbIHUTEIIH.

5. OdepraTa TpsiOBa 1a € 4ETIMBO HaNKMCaHa Ha OBJATapCKH €3UK, J]a HIMa MEXaHUYHU UJIH JIPYTH
SIBHU TIONPABKU 1O Hes. JIOKYMEHTH C SIBHM IONPABKU HE Ce€ pasriexjaar. Bcuuku npunoxeHus
KbM odepTaTa ciieBa 1a ca Ha OBJIrapCKU €3UK WM TPUAPYKEHU ¢ OPUIIHATIEH MPEBOI.

6. OdepraTa ce M3roTBsi chriacHo npwiokeHus obOpaszen - Ilpuso:kenne Ne 4 ot HacTosmiaTa
JOKYMEHTAIIUS U € HEpa3AelIHa YacT OT Hesl.

7. C nmonmaBaHeTo Ha odepra yJacTHHKBT NMpUEMa U3ISUIO BCUYKHU CIICIIHMAIHA M OOINM TpaBHIIA,
OTpeNeICeHN B HAacTosmlaTa JOKyMeHTanus. Bceska kimay3a 3a oOpaTHOTO Mie JJoBene 0
OTXBBPJISHE Ha odepTara.

8. IlpmiokeHHAT B JOKyMEHTalMsATa 3a OOMIECTBEHATa IMOpPHUYKA MPOCKT Ha JIOTOBOP HE ce
MOITBJIBA, HO c€ mpmiara B odeprara, kato ce mapadupa BcsSKa CTPaHHIlA OT HETO W/WIU Ce
MOJAINKCBA W TMOJIeYaTBa MocleqHaTa CTpaHuIa OT AoroBopa (3a m3mbiaHuTeN). C Te3n NeHCTBUS
YYaCTHHIIUTE YAOCTOBEPSBAT, Y€ Ca C€ 3al03HAIM U MpUeMaT YCIOBHUATA HAa TPOEKTa Ha JI0TOBOP.
9. Jlo m3TnuaHe Ha CpoKa 3a IMoJaBaHe Ha O(PEPTUTE BCEKHM YYACTHUK MOXKE JIa MPOMEHH, JTOIBJIHUA
WM Ja oTTerym odeprara cu.

10. CpoxsT Ha BamugHOCT Ha odeprute € 90 (meBeTaeceT) IHU, KATO CPOKBT 3arovBa Ja TE4Ye OT
JaraTa, OTpe/ieieHa 3a KpaeH CPOK 3a MoJrydaBaHe Ha odeprn.

b. CLm)pmaHue, 3anevdyaTBaHe U MApKHUpPaHE HA IIVIMKOBETE

1. Beska odepra TpsiOBa 1a ce mpeacTaBy B 3aleyaTaH HEMPO3PAYCH IUIMK OT YYaCTHHKA WU OT
VITBIHOMOIIIEH OT HEro MPEeACTaBUTEN JIMYHO WM IO MOIaTa ¢ MPEeropbhbYaHo MHCMO ¢ oOpaTHa
pasmmcka.

2. Odeprara TpsOBa 3aABJDKUTEITHO JIa ChAbPIKa TOKYMEHTHUTE, MOCcOo4YeHHU B pasjaein I, Oyksa b.

3. Bepxy mumka ¢ odeprara 4eTIIMBO ce HaHACS ClIeHATa HH(DOpMAITHS:

JbpxaBHa areHuus ,,Jbp>kaBeH pe3epB U BOEHHOBPEMEHHU 3aracu’”
rp. Codus, yn. ,,MockoBcka” Ne 3
TeTT0BOJICTBO

3a OTKpUTa TMpoIleAypa 3a Bb3jJaraHe Ha OOIIECTBEHAa TMOpBhYKAa C TpPEAMET ,/locmaska Ha
Jekapcmeenu npodykmu” 3a Hyyucoume Ha Jlvpycaena azenuyua /{vprcasen pezepe u
60€HHOBPEMEHHU 3anacu” no 060codenu no3uyuu.

3a xou o0b6ocobenu nozuyuu ce omuaca ohepmamam (nocouea ce Homep U HAUMEHOBAHUE HA
000cobenume no3uyuu 3a KOUMo ce y4acmaea)
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Bbpxy mimka y4yacTHUKBT MOCTABS M HAANMC, ChAbPIKALL:
HNmMeTo Ha yyacTHHKA, agpec 3a KOpEeCHOHAEHIUs, TeaeoH, JUlle 32 KOHTAKT U IO Bb3MOXKHOCT
(dhakc 1 eIeKTPOHEH ajpec.

4. Ilnukst mo 1. 1 TpAOBa Aa chAbpKa TPU OTAEIHHU 3aleyaTaHU, HENPO3payHU U HAJMUCAHU
MJTMKA, KAKTO CIIe/BA:
- [IJIUK Ne 1 ¢ magnuc ,,JlIokymenTu 3a moadop”;

- [IJIUK Ne 2 ¢ magnuc , IIpennoxenne 3a M3MBbIHEHUE HA MMOpBhUKaATA”;
- [IJIUK Ne 3 ¢ magnuc , Ilpennarana mexna”.

Korato y4yactHuk nosaasa ogepra 3a nosede ot enHa obocodena nozurys, [IINIMKOBE Ne 2 u 3 ce
IIPEJICTABAT 3a BCSAKA OT MO3ULMUTE, KATO HAa BCEKH IUIMK JIOI'BJIHUTEIHO C€ U3NKCBAa U HOMepa (Ne) u
HaMMEHOBaHUETO Ha o0ocoOeHaTa MO3MIMA, 3a KOSTO C€ OTHACA, KAaKTO M HAaUMEHOBAaHHETO Ha
VYyacTHuKaA.

3a Bcaka 000coOeHa TO3MIMSA, 32 KOSITO C€ ydacTBa, clie/iBa Ja ObJie MPEACTaBeH OTACICH
3aneyatan Hempo3paueH IIJIMK Ne 1, karo nombiHuTeNHO ce wu3nucBar u Homepa (No) u
HaMMEHOBaHUETO Ha o0ocoOeHaTa MO3MIMSA, 3a KOSITO C€ OTHAci, KaKTO M HAaUMEHOBAaHHETO Ha
VYyacTHuKa.

Korato noxymentu u unpopmanus, cpabpxamu ce B IIJNIMK Ne 1, ca egnaksu 3a aBe uwiu
noBevye 000COOEHU MO3ULIMH, 110 KOUTO YYaCTHUKBT y4acTBa, CHIIUTE CE MOCTABAT CaMO B IUIMKA I10
MO3ULUATA C Hal-MalbK MOpPEIEH HOMEp, KaTo TOBAa OOCTOSTEICTBO ce€ OTOeNs3Ba B CIUCHKA Ha
JOKYMEHTHUTE, ChbpKAILl C€ B IUIMKOBETE HA OCTAHAJIUTE MO3UIIUH.

3A BCUYKHU OBOCOBEHHU NMMO3UIINN:

1. Hauk Ne 1 ¢ nagnuc ,,JOKYMEHTH 3A IOJABOP” tpsioBa na chbabp:ka ciieJHUTE
AOKYMEHTH:

1. Konme OT JOKYMEHT 3a pPErucTpauus M OPUIMHAJI WM HOTapUajJHO 3aBEPEHO KOMHE OT
YIIOCTOBEPEHUE 33 aKTyallHO CBCTOSHUE, U3JAJEHO HE IOo-paHo OT 3 Mecela Npead Jarara Ha
nojaBaHe Ha odeprara WIM €IUHEH HICHTU(UKAIUOHEH KOJ CbhrjacHo wi. 23 or 3akoHa 3a
THPrOBCKUS PErHCTHpP - 3@ YYACTHULIM — IOPUAMYECKU JIMIA WIA €THOJUYHHM THProBUU; KOIMHUE OT
JOKYMEHTA 32 CaMOJIMYHOCT, KOraTo Y4acTHUKBT € (pu3nyecko june. YyxJIecTpaHHUTE IOPUANYECKU
JUIA MPEICTaBAT CbOTBETEH E€KBUBAJIECHTEH JOKYMEHT, M3/1aJIeH OT ChJeOeH WM aJIMUHUCTPATHBEH
oprai B Jbp)KaBaTa, B KOSITO ca yCTaHOBEHHU. JIOKYMEHTBT ce€ MpeJCTaBsl ChC 3aBEpKa ,,BSIPHO C
OopuruHaja” OT y4aCTHHMKA U B O()ULIMAJIEH [TPEBO/I;

2. IOKyMeHT/H, ¢ KOUTO C€ JOKa3Ba, Y€ y4YaCTHUK, KOMTO HE € MPOU3BOJAUTEN HA CTOKUTE-IPEIMET
Ha oOlecTBeHaTa MOpbYKa, MMa MPaBO Ja Ipejjiara CTOKM Ha MPOU3BOJAUTENS (OTOPU3aLUOHHU
McMa OT MPUTEXKATEIUTEe Ha BAJUIHM pa3pelleHHs 3a ymnorpeda 3a ydacTue B IpoLeayparta,
TUCTpUOYTOPCKHU JOTOBOPH, 3aBEpeHa crenu@ukanus 3a CbOTBETHATA T'OJIMHA WJIM IIBJIHOMOIIHO 32
OCBIIECTBABAHE HAa MOCPEJHUUECKA THProBCKa JAEHHOCT U JIp.) - B OPUTHHAJ WU 3aBEPEHO KOIUE;

3. OpuruHaJICH JOKYMEHT 3a BHECEHA OaHKOBA rapaHIHs 32 y4acTHe B OTKPHUTATA MIPOIIEaypa WU KOTIHE
OT JIOKyYMEHTa 3a BHECeHa rapanius mnoj ¢opmara Ha napudda cyma. (IIpu nmomaBane Ha odeprara
YYaCTHUKBT TPEACTaBs OTJCIICH JOKYMEHT - TapaHIUs 3a yJacThe, 3a BCIKa 000coOeHa IMO3MIHs, 3a
KOSITO y4acTBa, KaTo B JIOKyMEHTA ca MOCOYBa HOMEpa 1 HAMMEHOBAHUETO HAa 000cOoOeHAaTa MO3HIINI. )

4. Hexmapanus o wi. 47, ain. 9 ot 30I1 (mo o6pazern; Ha [Ipunoxxenue Ne 8§ oT moymeHTtanusra 3a
ydacTue) 3a OTChCTBUETO Ha oOcrosTencTara mno paszaen Il, 6yksa”A”, 1. 3.

5. JlokaszaTencTBa 3a TEXHHYECKATa Bb3MOKHOCT 3a U3I'BJIHEHHUE HA TOpbhUKara mo wi. 51, aim. 1, 1. 1, 3
u 6 ot 30II - mpeacTaBsAT ce 1Mo ClIeTHUS HAYWH:
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5.1. lexnapanusi, CbIbpoKalla CIIMChK HA JOCTABKUTE WU YCIYTUTE, KOUTO €A €IHAKBU WU

CXOJHHU C MpeaMETa Ha O6HI€CTB€HaTa MOopBbUKa, U3IIBJIHCHU MPE3 NOCICAHUTE TPHU I'OAWNHHU, CHUTAHO
OT JlaTaTa Ha I10/1aBaHe Ha odepTaTa, C IOCOYBAHE HA CTOMHOCTUTE, TATUTE U MOJIy4aTeIUTe, 3a€JHO C
JI0Ka3aTeJICTBO 32 U3BbpIICHATA JOCTaBKA U yCIyra.

5.2. Jlexnapaumsi, ChABp)KAIla OMHCAaHUE HA TEXHUYECKOTO OOOpyIBaHE M MEpPKUTE 3a
OCHUT'ypsiIBaHE Ha KayeCTBOTO, KakTO M Ha OOOpyJIBaHETO 3a W3MNMTBAHE U H3CIIE[BaHE (aKo HMMa
TaKoBa).

6. BanmunHo paspemieHue 3a ThProBusi Ha €ApO C JIEKAPCTBEHU MPOAYKTH, H3/1ICHO TI0 penia Ha 3aKoH
3a JIEKApCTBEHHUTE MPOAYKTH B XymanHata MmemununHa (3JIIIXM) (B 3aBucuMOCT OoT 00ocoOeHaTa
MO3UIIHS, 32 KOATO CE y9acTBa) - 3aBEPEHO KOMHE;

7. BanumHo pa3perieHne 3a Ipou3BOICTBO, U3aCHO 10 pela Ha 3aKOHa 3a JIKAPCTBEHUTE TPOTYKTH
B xymanHata wMemunuHa (3JIIIXM) — xorato 5eKapCTBEHHTE TMPOAYKTH C€ TMpejiarat oOT
MPOU3BOIUTEN (B 3aBUCHMOCT OT 000CcO0eHaTa MO3HUIIKs, 32 KOSITO CE€ y4acTBa) - 3aBEPEHO KOIIHE;

8. BamuaHo paspemnienue 3a BHOC, u3nanaeHo mo peaa Ha 3JIIIXM — koraTo jJeKapCcTBEHUTE MPOIYKTH
ce mpeaiaraT OT BHOCUTEN (B 3aBUCHMOCT OT 000coOeHaTa MO3UIINS, 33 KOSITO CE€ y4acTBa) - 3aBEPEHO
KOIIHNE;

9. lexnapanus OT y4acTHUKA, Y€ BCUUKU JIEKAPCTBEHU IPOAYKTH, C KOUTO y4acTBa B IIpoLeaypara, ca
paspeiieHu 3a ynorpeba B PenyOnuka bbarapus, xato B jAexiapauusTa cielBa Ja ce MOCOYU U
HOMEpa U JaraTa Ha pa3pelieHueTo 3a ynorpeoa;

10. JIuneH3us 3a THProBus C HapKOTHMYHU BEIIECTBA 32 MEAUIIMHCKHU LI€JU, W3/aJeHa MO peaa Ha
3akoHa 3a KOHTPOJ BbpXYy HapkoTuuHuTe BemniectBa u npekypcopure (3KHBII) (ToBa usucksane ce
rpujiara camo 3a y4acTHUIIMTE, KOUTO MojaBaT odepTa 3a 000cobena no3uuus Ne 6 ,./Iexapcmeenu
npoOyKmu 3a HepeéHa cucmema’) — 3aBEPEHO KOIIHUE;

11. Ceprudukar (3aBepeHO KOMUE), yIOCTOBEPSBALL, Y€ CUCTEMATa 3a YIPABJIEHUE Ha KAYECTBOTO Ha
yuacTHUKa € B cboTBeTcTBHE ¢ ISO 9001 niu eKBUBaJIEHTHO;

12. Ceprudukar (3aBepeHO KOMHE), yI0CTOBEPSBALL], Y€ CUCTEMATa 3a YIPaBJIEHUE Ha KAYECTBOTO Ha
npousBoauTens € B cborBeTcTBUE ¢ [SO 9001 nnu exBuBanentHo. [IpencraBs ce koraro y4acTHUKBT
HE € TMIPOU3BOIUTEN HAa CHOTBETHHUS JICKAPCTBEH MPOAYKT (B 3aBUCHUMOCT OT 000coOeHaTa MO3HITHs, 3a
KOSITO C€ y4acTBa);

13. Ilexmaparusi, 4e OCTaThYHUAT CPOK HA TOJHOCT HA ITPBOHAYAIHO JOCTABEHUTE, JOCTABIHUTE TIPU
OoOHOBsIBaHE, KaKTO M TOCJEeIHO OOHOBEHHMTE B CpOKAa Ha JEHCTBHE HA JOTOBOpa JICKAPCTBEHH
MPOAYKTH 1ie Obne He mo — ManbK oT 90 % OT oOsBeHUS OT MPOU3BOAUTENS KbM JaTaTa Ha
CHOTBETHATA JIOCTABKATA,;

14. Ceprudukar 3a KauecTBO (aHATUTHYEH CEpTUHKAT) U MPOU3XOJ Ha MpeJIaraHuTe CTOKU WIIU
€KBUBAJICHTHO (B 3aBUCUMOCT OT 000CO0CHATa MO3UIINSA, 32 KOSITO CE yUacTBa);

15. [Jexnmapanusi OT ydacTHHMKA, Y€ NPH M3BBPIIBAHE HA BCSKA JIOCTaBKa (II'bpBOHAYalHA W IIpU
OoOHOBsIBAHE), CTOKaTa Ie ObAe MpHUAPYKaBaHA OT JOKYMEHTH 3a TMIPOM3XOJl M KayecTBO,
cepTuduKaT/IOKyMEHT 32 OCBOOOKABaHE HA BCSIKA MapTUIA OT CTOKATa, KAKTO M JOKYMEHT, Ha KOWTO €
0003HaYeHO HAMMEHOBAHUETO, ChABPKAHIETO M CPOKBT HA TOAHOCT HA CTOKATa;

16. [Iexnaparusi OT y49aCTHUKA, C KOSITO IIpPUEMa U JCKIapupa, 4e B CPOKa Ha JCHCTBHE Ha JOTOBOPA 3a
oO1IecTBeHa MOPHUKA 3aABIKUTEITHO 1€ OOHOBSIBA JICKAPCTBEHUTE MPOIYKTH mpu MUHHEMYM 70 %
OCTaThYEH CPOK Ha TOJHOCT, 0e3 Ja MojydaBa JIONBJIHUTEIHO Bb3HAIPaXACHHUE, PAa3IMYHO OT
MIpeII0KeHaTa 11eHa B IEHOBOTO MY MPEJI0KEHHUE;
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17. YyacTHUKBT cieaBa Ja MpeAcTaBH (B 3aBUCUMOCT OT oOocoOeHaTa MO3UIMS 3a KOSTO
KaHAUaTCTBA) Jleknapamnus/u oT mpuTexaTess/uTe Ha pa3pelieHueTo/saTa 3a ynorpeda, 4e 3a cpoka
Ha J0rosopa me OCI/IprﬂBa/T HOBHU TMapTUAX JICKAPCTBCHU IMPOAYKTHU 3a OCBIONCCTBABAHC Ha
OOHOBSIBAHETO;

18. Ilognmucan w/mmm moxamedatran [Ipoexkt Ha mgoroBop — mo obpasen (Ilpunoxkenme Ne 6 ot
JOKYMEHTAIUATA 32 YIaCTHE);

19. IlombsiHeHa odepTa — MO 0Opaselr, KaTo 4acT oT JokymeHTanusATa 3a yyactue ([Ipunoxenue Ne 4
OT IOKYMEHTAIMATA 3 yJacTHue);

20. [Jexmapauusi OoT ydacTHHKa, 3a HOau3MbiIHUTENUTEe (o oOpasen Ha Ilpunoxenne Ne 11 or
JOKYMEHTalusATa 3a y4yacTHe), KOMTO 1€ Y4YacTBaT IpPU M3MBIHEHUETO Ha NOpbUKaTa, BUAA Ha
pa6OTI/IT€, KOMTO 1€ MH3BBpHIBAT, W [J€JIa Ha TAXHOTO Y4YAaCTHC, AKO YYAaCTHUKBT IMPCABHKIA
IO AU3ITBIIHUTEIIN,

Koraro YYaCTHUKLT HE NPCABUKIA B O6III€CTBCHaTa IopbUKa Mda ydacTBaT IOAWIIIBIHUTEIIN, TOH
0TOes13Ba TOBa 0OCTOATENCTBO B T.1 OT AeKiIapanusara, Kato B TO3U Clydail He MonmbjiBa TOUku 2, 3 u 4.

21. YuactHuksT npenctans Jexmapanus ot [logum3nbiaauTenure cu (ako MMa TaKuBa) 32 OTChCTBUE HA
obcrositencTBa mo wi. wi. 47, an. 1 u an. 5 or 30I1 no o6pazen na [TPUJIOXKEHUE Ne 13 or
JOKYMEHTaIUsATa Ha IOpbhUKaTa.

22. YyactHukbT npeacraps exnapamnus ot [logu3nbeiaHauTenure cu (aKo ©Ma TakMBa) 3a Chriacue 3a
ydqactiue kato mnoausmbiaHuTen mo oobpazen Ha [IPUJIOXKEHUE Ne 12 or mokymeHTamusara Ha
MopbpyKara.

23. [Hexmapamusi 3a KOHMUICHIHATHOCT (KOTaTO € MPUJIOKHMO), TOIMBIHEHA IO oOpaszen —
[Ipunoxenus Ne 9 ot toxymeHTanuATa Ha MOpPHUYKATA.

3ABEJIE)KKA: Ilpu nooasane na oghepmama yuacmuuksm modce 0a HOCO4U KOSL YaACm Om Hesl UMA
KOHGhuOenyuanen xapakmep u 0a U3UCKEA OM 6b310JCUmMeNs 0a He s pa3Kpued, Kamo 3d moseda ce
nooasa /leknapayus 3a KOHQUOEHYUATHOCM OmM YYACMHUKA. [leknapayusama 3a KOHQUOeHYUaIHocm

(ako uma makasea) ce nocmass 6eono ¢ Texnuuckomo npeonodcenue na yuacmuuxa 6 IIJIMK Ne 2
SIPEJIOXKEHUE 3A U3ITBJIHEHUE HA TIOPBUKATA”.

24. Jexnapanus no wi. 55, an. 7 ot 3011, 3a nurnca Ha CBbP3aHOCT € APYr YYACTHUK/KaHIUAAT - TIO
obpazen Ha [TIPUJIOKEHUE Ne 10 ot nokymeHTanusTa Ha NopbhuKaTa.

25. CriuchK Ha TIOKyMEHTUTE, ChIbPIKAIIM C€ B OepTaTa, MOJMHUCAH OT YYaCTHUKA.

Jluyama, xoumo we npedcmaenseam yuyacmuuyume 6 npoyeoypama u He ca MeXHU
npedcmasumeny no 3aKoH, mpabea 0a npeocmasam u 0a NOCMAasam 6 mo3u NAUK HOMAPUATIHO
3a68€PeHO NBIHOMOWHO, NOONUCAHO OmM Jauyemo (1uyama), OmMoOpuzuUpaHo/u no 3aKoH 0d
npedcmasnasa/m yuacmuuka. IlvanomowHomo Ha uyxcoecmpanHume jauya ciedsa 0a 0voe
Jle2anu3upano u npegeoeno Ha Ovaeapcku e3ux!

4.2 Ilauk Ne 2 ¢ naagnuc ,,J[IPEJJIOJKEHUE 3A USITbJIHEHUE HA ITIOPBYKATA” TpsioBa
1a ChIbpKa:

1. TexHudYecko NpeUIOKCHNE 32 W3ITBIHCHUE Ha MOpBhYKATa - MPEJICTABEHO B OTJCJICH 3aledyaTaH
nenpo3paueH miuk ¢ Haganuc ,JIPEJJJIOKEHUE 3A U3ITBJIHEHUE HA ITOPBUYKATA” - mo
o6paser (I[Ipunoxxenne Ne 7 OT JOKyMEHTaLMITA 32 y4acTHE);

B ciyyaii, 4e enuH y4acTHUK y4yacTBa 3a JBE€ WJIM MOBeYe 000COOEHHU IMO3HIINH, 32 BCSKA OT TAX CE
npejcTaBs oTAeaHO TexHuyecko npeasioxxkenue (mo oodpasen Ilpunoxxenue Ne 7 oT qoKymeHTausITa
3a y4acTue B MpOIllelypaTa) B OTIEJIEH 3amedareH HempospadeH kK ¢ Haanuc ,,J[IPEJJJIOXKEHUE

13/16



3A UBITBJIHEHUE HA TIOPBUKATA”, u o603HaueHHE 32 KOS 000cO0eHa TO3UIINS C€ OTHACH);

2. Jexmapanus 3a KOHQUICHIMATHOCT (KOraTO € TNPHJIOXKHUMO), TOIMBJIHEHa M0 o0pazen —
[Tpunoxenus Ne 9.

Buvpxy nauka cneosa 0a ce ombenesxcu Haumenoganuemo Ha pupmama Ha Y4acmHUKA.
B cnyuaii, ue yuacmnux ne npeocmasu HaKou om nocowenume 8 m. 4.2. 0okymenmu, mou we 6voe
npeoiodcer 3a OMCmMpanasane om npoyeoypama om KOMUCUAMA, HA3HAYEHA 3d NPOBeHCOAHemo
u.

4.3 Ilauk Ne 3 ¢ vagnuc ,,[IPEJIVIAI'AHA IIEHA” Tps6Ba aa cbabpixka:

1. IlenoBa mpeioxkeHrue — MpeACcTaBeHo NpH yciaoBusaTa Ha wi. 57, an. 2, T. 3 ot 30I1 — B otnenex,
3aredvaraH, Hempo3padeH MK ¢ Haamuc ,[Ipennarana nena” (mo oopasen Ha [Ipuinoxenue Ne 5 ot
JOKYMEHTAIMATa 3a ydactue). B 1eHoBoTO mpemyioxeHue TpsOBa ga ObIaT BKIOYCHH BCHYKU
HE0OXO0IMMU pa3Xo/iy 3a U3IIBJIHEHUETO Ha OOIIECTBEHATa OPbUYKA, BKIIOUUTEIHO 32 OOHOBSIBAHETO
Ha JIEKapCTBEHUTE POAYKTH, 32 CPOKA Ha JOTOBOPA.

B ciydaii, 4e equH y9acTHUK y4acTBa 3a JIBE WM MMOoBede 000COOEHU TIO3HIINH, 32 BCSKA OT TAX Ce
MpeAcTaBs OTACHA IIeHoBa odepTa (1o obpaszen [Ipunoxenune Ne 5 oT JoKymMeHTanusTa 3a y4acTue B
mporeaypara) B OTACNICH 3amedyaTeH Hermpo3padedH 1wk ¢ Haamuc ,JIPEJJJIATAHA IHEHA”, u
0003HaveHHe 3a KOs 000c0OEHA MO3UIIHS CE OTHACA);

Bbpxy nimka cienBa aa ce oT0e/1e:KM HAUMEHOBAHNETO HA pUpMAaTa Ha yYaCTHUKA.

O(bepTaTa 1 BCUYKH IMPUIIOKCHUSA KbM HES, USTOTBCHU OT YYaCTHHUKA TpSI6Ba Ja ca InmoAInucCaHu OT
aunero (nuIara), KOETO/KOMTO To TpeACTaBisiBa(T) B MpoIeAypara, MO cujaTa Ha ChICOHOTO
peleHne 3a perucTpalys WK 3a BIIMCBaHE Ha ITOCIIEABAIIY IIPOMEHH B 00CTOSITEIICTBATA, IO IJICKAIIN
Ha BIIMCBaHe B TbproBckus perucTbp U TpsiOBa na ObAAT MoAneyaTaHH.

Yuacmnuk, xotimo Hne e mpedcmasun uszuckeanume ookymenmume no m. 4.2 u/unu 4.3 no
eopenocoyeHuss peo u no peoa, npeosuden ¢ 30Il, ce omcmpanaea om no — HAMAMBUIHO
yuacmue 8 npoyeoypamad.

B. IIpeacraBsine 1 npueMaHe Ha odepTUTe

1. Odeprute ce momaBatr ot 9.00 uwaca mo 17.00 waca, Bceku paboren neH g0 10.10.2014r.
BKJIIOUUTENHO, B aenoBoAcTBoTO Ha JJA JIPBB3, rp. Codus, 1000, ymn. ,,MockoBcka” Ne 3 wiu 1o
roiara ¢ MPernopbhYaHo MUCMO ¢ OOpaTHa pPa3MHCKa, KaTo BBPXY IUIMKA CE IOCOYBA MMETO Ha
YYacTHUKA, aJpec 3a KOPECHOHJEHIHs, TenedoH, (akc M eIeKTPOHEH aapec M JUIE 3a KOHTAKT,
nmpeaMeTa Ha oOIIecTBeHaTa MOpPbhYKA, KAKTO M 000coOeHaTa/uTe MO3UIHA/H, 32 KOSTO/KOWTO C€
y4JacTBa.

2. Odeprara ce mpencTaBst OT y9acTHHKA MIJIM HETOB HAUICKHO YITBITHOMOIIEH MPEICTABUTEN — JIMYHO
WM TIO TIONIaTa C Mpernopbhb4yaHo MUcMo ¢ oOparHa pasmnucka. [Ipu mpeacraBsHe Ha odepraTa JIHIETO
clieZiBa J1a ce JICTUTUMHpaM C JIMYHAa KapTa W KOMHE OT ChACOHO pelIeHHE 3a PErucTpaius HId
CIMHCH WIACHTH(PHUKAIMOHEH KOJ, aKO € 3aKOHCH IPEICTaBUTEN, WM C JIMYHA KapTa, ako €
VITBITHOMOIICH TPEACTABUTEN, KaTO B TO3M CIIydail TpsiOBa Aa ce IeTo3upa H3PUYHO MBJIHOMOIIHO.

3. [Ipuemane Ha opeprure:

3.1. I[Ipu npuemane Ha odepTaTa B JEJIOBOJCTBOTO BbPXY IUIMKA CE€ OTOEA3BAT MOPEAHUS
HOMCD, JaTaTa U TOUHHA YaC Ha IIOoJTydaBaHC. ITocouenure AaHHU CC 3aIllMCBAT BBB BXOJAI PETrUCTHD,
3a KOETO Ha MPUHOCUTEIS C€ U3/1aBa JOKYMEHT.

3.2. Bcuuku odeptH, NpeAcTaBeHU cie] U3THYaHEe Ha oIpeneseHus B T. 1| cpok, He ce
InpueMart OT BB3JIOKHUTCIIA. He ce npuemMar O(l)epTI/I, KOHUTO Ca B HE3all€uaTaH IIJIMK HUJHU B IIJIMK C
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HapylieHa usigoct. TakaBa odepra He3abaBHO ce BpbIla HA yYacCTHHUKA M TOBa ce OTOeNs3Ba B
perucropa.

V. PA3I'VIEXKJAHE, OHEHKA U K/IACUPAHE HA O®EPTUTE
A. OTBapsiHe M pasrieskaaHe Ha ogeprure

1. OtBapsiHero Ha odeprute ce u3pbpiiBa Ha 14.10.2014r. B 11.00 u., B 3acenarennata  3ala
Ha JlppxaBHa areHuus ,,JIbp>kKaBeH pe3epB M BOCHHOBpeMeHHHU 3amacu’, Tp. Codwus, yi.
,MockoBcka” Ne 3, er.1.

2. OTBapssHETO Ha OQEepPTUTE CE M3BBPIIBA OT KOMHUCHS, KOSTO CE Ha3HayaBa OT BB3JIOKUTEIS TI0
pena Ha wi. 34 ot 3011, cnen n3Tnuane Ha cpoka 3a MpueMaHe Ha oepTure.

3. OrBapsHEeTO Ha OQepTUTe € IMMYOJMYHO W Ha HEro MorarT Ja IPHUCHCTBAT YYaCTHHIIMTE B
MpoLeypaTa WK TEXHH YITBITHOMOIIEHH MPEACTABUTENIH, KAKTO U MPEJACTABUTEIN HA CPEICTBATA 3a
MacoBO OCBEJIOMSIBAHE U JIPYTH JIMIIA IPU CIIa3BaHE HA YCTAHOBEHHUS PEKHM 3a JOCTHII JIO Crpajara, B
KOSITO CE M3BBPIIIBA OTBAPSHETO.

4. Komucusta otBapst ohepTUTE 10 pelia Ha TAXHOTO MOCTHIIBAHE W MPOBEPSBA 32 HAIMIHETO HA TPH
OTJICNIHY 3aredyaTanu Tumka — Mk Nel ¢ Hammuc ,,JlokymenTtu 3a moadop”, rumk Ne2 ¢ Haamwmc
»lIpennokenne 3a u3NMbJAHEHUE HA MOPBYKaATa”, MK Ne3 ¢ Haamuc ,,Ilpeanarana nuena” (oposit Ha
OT/JeJIHATE IJINKOBE € ChboOpPa3HO 000co0eHHTe MO3MIUHU 32 KOMTO YYACTHHKBT Y4YacTBa), Clie/
KOETO Hal-MaJIk0O TpuMa OT HEWHUTE wieHoBe moanucBar mmk Ne3. Komucusara mpeiara mo €auH
MIPEJCTaBUTEN OT MPUCHCTBAIMTE YIACTHHIIN JIa ITOMUIIIE TUTMK Ne3 Ha OCTaHAINTE YIaCTHHUIIH.

5. B npucsctBuero Ha suuara no wi68, an.3 or 30I1 xomucusita orBaps mk Ne2 c¢ Haamuc
I IpeIIoKeHre 32 U3ITBJIHEHUE Ha MOphUKaTa” W HAW-MaJKO TPHMa OT YICHOBETE IOJIHCBAT BCUYKHU
JOKYMEHTH, ChIbPKaIld ce B Hero. Komucusara mpeyiara 1mo €IdH IPeCTaBUTeNl OT MPUCHCTBAIUTE
YYACTHHUIU Ja TOAIMUIIE JOKYMEHTUTE B IUMK Ne2 Ha ocraHauwTe ydacTHHIM. Kommcusra cien ToBa
otBaps WK Nel, omoBecTsBa JOKYMEHTHTE M HWH(OpMAIMATa, KOUTO TOH ChABpPXa, W IMPOBEPsBA
ChOTBETCTBHUETO ChC CIIUCHKA HA IOKyMEHTUTE 110 wi. 56, an. 1, 1.14 ot 30I1.

6. Cnen u3BbpIIBAHETO HA JAedcTBUATA 10 Wi. 68, ant. 4 u an. 5 ot 3011 npukiouBa my0IMYHATA YacT OT
3acelaHueTO Ha KOMHCHATA, KaTo ChIIara MpoIbJhKaBa CBOsITa padoTa B 3aKPUTO 3aCe/IaHNE.

7. Komucusra npejyiara 3a OTCTpaHsSIBaHE OT IMPOIeypaTa YIaCTHUK, KOUTO:

7.1. He e mpeacTtaBus B odepraTa CH HIKOM OT HEOOXOJUMHUTE W HW3UCKAHU OT
BB3JIOKHUTENS TOKYMEHTH 10 Wwi. 56 ot 3011;

7.2. 3a koroto ca Hajmuue obOctosTencTBara mno wi. 47, an. 1, an. 2 (mocodyeHu OT
BB3JI0KUTEINS B 00siBiIeHHeTO) U ai. 5 ot 3011;

7.3. e mpeacTaBuil odepra, KOSITO € HEelbJIHA UM HE OTroBaps Ha MpeaABapUTEIHO OOSBEHUTE
YCIIOBUS OT Bb3JIOKHUTES;

7.4. He e cnasua u3ucKBaHeTo Ha wi. 57, ai. 2 ot 30I1.

7.5. 3a KOroTo no peaa Ha ui. 68, ain. 11 e yctaHOBEeHO, 4e € IpecTaBuil HeBsipHa HHGOpMaus
3a JOKa3BaHE Ha CbOTBETCTBUETO MY C OOSIBEHUTE OT BB3JIOKUTENS KPUTEPUH 32 TIOI00D.

b. OuensiBaHe U KJacupaHe Ha NpPeNJI0KeHUATA

1. Odeprure, nomycHaTH 1O MOCIEIBAIIO Y4YacTHE B NpOLEAypaTa, Cce OLEHSBAT W KiacupaT OT
KOMHUCHSATA Bb3 OCHOBA Ha Kputepus — ,,Haii — Hucka nena”.

2. KomucusTa kiacupa Ha IbpPBO MSCTO, 3a BCsKa 000coOeHa MO3ULMS, YIACTHUKBT MPEIIONKIIT Hal-
HHUCKa LI€Ha 3a CbOTBETHATa 000c00eHa MO3UIUSI.

3. Y4YacTHHKBT TpsOBa 3aJBJDKUTEITHO Ja JOCTaBM BCHYKU JIGKAPCTBEHW MPOAYKTH BKIIOYCHH B
00oco0OeHaTa Mo3ULMS, 38 KOSITO KaHAuaaTcTBa!

B. IIpoTokoJ Ha KOMHCHSATA U 00SIBSIBAHE HA Pe3YJITATUTE OT NMPOBeAeHATAa Npoueaypa

1. Komucusita chCTaBsi MPOTOKOJ 32 Pa3TIIekKIAHETO, OICHSIBAHETO M KIACHpPaHETO Ha OQepTHTe,
KOMTO ChIBpXKA:
1.1. chcTaBa Ha KOMUCHSATA U CIUCHK HA KOHCYJITAHTUTE;
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1.2. cnuchk Ha YH4aCTHUOUTE, NPEAJIOKCHU 3a OTCTPAaHABAHC OT IIpoUeaypara, 1 MOTUBHUTC 3a
OTCTpPaHABAHCTO UM,

1.3. ctaHoBUIIIaTa HA KOHCYJATAHTHUTE;

1.4. pesynTatu OT Pa3rieXAaHETO W OICHSIBAHETO Ha JOMyCHATHUTE OQEpTH, BKIFOUUTEITHO
KpaTKO ONucaHue Ha o(hepTUTE HA YIACTHULIUTE;

1.5. kmacupaHe Ha Y9aCTHHIIUTE, YUUTO O(EepTH ca JOIMyCHATH JI0 Pa3rieKIaHe U OICHIBAHE;

1.6. nata Ha ChCTaBsIHE HA MPOTOKOJIA;

1.7. ocobeHn MHEHHS, B CIIyJail, Y¢ UMa TaKUBa - CHC ChOTBETHUTE MOTHBHU Ha WICHOBETE Ha
KOMUCHATA.

2. [IpoTOKOTBT HAa KOMUCHSTA CE MOANKCBA OT BCHYKH WICHOBE U CE MPeIaBa Ha BB3JIOKUTEIS 3a€THO
C IsU1aTa JOKYMEHTALMSL.

3. C npuemaHeTo Ha MPOTOKOJIa OT Bb3noXkuTens KoOMUCHUSTA IPUKIIIOYBA CBOATa padoTa.

4. BB370XUTENAT B CPOK 5 (TeT) paboTHU AHM CIlie] MPUKIIOUYBaHE paboTaTa Ha KOMHCHITA M3/1aBa
MOTHBHPAHO PEIICHHE, C KOETO 00sBSBAa KJIACHPAHETO HA YUYACTHUIUTE M YYaCTHHKA, OTPEICIICH 3a
W3ITBJIHATEI.

5. Bp310KHTeNT U3Ipalia peleHreTo Ha YIaCTHUIINTE B TPUIHEBEH CPOK OT M3/IaBAHETO MY.

6. B cinyuyaute, nocouenu B wi. 39 ot 30Il, Bb310XKUTENAT C MOTUBUPAHO pEIIEHUE IPEKpaTsiBa
nporenypara. B TpuaHeBEeH CpOK OT B3eMaHE Ha PEIICHUETO, BB3JIOKHUTENSAT B €UMH W CHIIN JICH
U3Ipama pemeHNueTo 0 BCHYKH KAaHIUIATH WIM yJacTHUIM M TO MyOiIMKyBa B mpodwia Ha

KyIlyBaya.

VI. CKJIIIOYBAHE HA IOI'OBOP 3A OBLHIECTBEHA INOPBYKA

1. BB3moXuTeNnsIT CKIII0YBA JOTOBOP 32 Bb3jIaraHe Ha O0IIeCTBEHATA MOPhUKA C KIIACHPAaHUsI HA TIHPBO
MSICTO OT KOMHUCHSITA U OTIPEJICIICH 32 U3MBJIHUTEI YIACTHUK, MPU YCIOBUATA U CPOKOBETE 10 Wi. 41 u
1. 41a ot 30I1.

2. JloroBop HE ce CKJIIOYBA C y4YacCTHUK, OMpPEAENeH 3a W3MBJIHUTEN, KOMUTO NP MOAMUCBAHE Ha
JIOTOBOpA HE MpeAcTaBu JoKymMeHTUTe 1o 4. 42 ot 30I1.

3. JloroBopbT 3a 00LIECTBEHA MOPBUYKA BKIKOYBA 3abJDKUTEIIHO BCUUKHU MPEATIOKEHUs OT odepraTa
Ha Y4aCTHHKA, OIIPEEIICH 3a U3IBIHUTEIL.

VIL. IPYT'U YCJIOBUSA

Bceuuku cpokoBe B HacTosIaTa JOKyMEHTAIMs, [IOCOYCHH B JTHU, C€ OpOST B KaJCHIAPHU JTHH,
OCBEH aKO M3PUYHO HE ca TMOCOYEHU KaTo paOOTHHW JHU, MPHU Cla3BaHE M3WCKBAHUATA HA WI. 72 OT
3aKoHa 3a 33AbJDKEHUSTA U JJOTOBOPUTE.

3a HeypeJeHHWTE B HacTosAMaTa JOKYMEHTAIMS TOJIOKCHHS C€ TIpUjarar ChOTBETHHTE
pasnopendu Ha 3aKOHA 3a 00IIECTBEHUTE MOPhUYKU U [IpaBUiiHUKA 32 HETOBOTO IIPHJIaraHe.
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