Yka3zaHud 3a noaAroroBKa Ha
o0pa3uuTe HA JOKYMEHTH

3A UBITHJIHEHUE HA OBHIECTBEHA TTOP'BYKA 110 YJI1.20, AJI.3, T.2
OT 3011 CbBUPAHE HA O®EPTU C OBSBA C ITPEJIMET:

w/loCTaBKa na JieKapeTBenH NPoOAYKTH 3a ny:kure na “Llenrnp 3a
ncuxuuno sjapase ,,lpod. i-p UBan Temkos* — byprac” EOO]I, curiaacno
NPHIJIOKEeHA TeXHn4yecka cnenupurkanus’”



1. YKA3AHUSI 3ATIOJAIOTOBKA HA OBPA3EIL Nel - JAHHHU
3A YYHACTUKA

YyacTHUKBT crneasa aa nomwiand Yaer | sUndopmanmus 3a yuacrauka® u Yacr 11
Hudopmaimsn 3a npeacTaBuTe/IMTE HA YHACTHHKA B NPUIOKUMHTE [TOJIETA.
BuabT npesicraBurencrro cneasa na ce mocoun, chrmacuo wi.40 ot [I13011.

Z; YKA3AHUSI 3A MOJIrOTOBKA HA OBPA3EIl Ne2 —
TEXHUYECKO TIPE/UIOKEHUE (OBPA3EILL Ne2.1 uw/mam OBPA3EI]
Ne2.2)

Texnuueckoro npemtoxkenuero ciensa ga ca cbo0Opa3eH ¢ HACOKHTE, JAJeHH B
TeXHUYECKaTa cnenu(uKkaiys 1 yeJaoBUsITa Ha 001IeCTBeHATA [OpBYKA.

JlekapcTBenuTe NPOAYKTH ca MOAPOGHO OMUCAHHM 110 BUJIOBE/HOMEHKJIATYPH, KATO BCAKA
HOMEHKNaTypa e o0003HaveHa ¢ amatomo-tepanestuyen kox /ATC-kon/, onucamme mo
Mex/TyHapoiHO HenaTeHTHO HaHMEHOBAHHE /INN/, nexapctBeHa (opMa M KOIMYECTBO
AKTHBHO BEIIECTBO. YYAaCTHKBT cCleaBa 1a Npeiokn ThPropcko HAaMMEHOBAHHE Ha
neKapeTBenus npoaykr, Ilpurekarens na paspeuiennero 3a ynorpeba u Opoil Ha eTMHMIIMTE
MCPKH B OIIaKOBKATA 3a HOMEHKPATYPHUTE €/IMHUIIH, 32 KOUTO y4acTBa.

O6pasenr No2 ce moamucea OT JMIETO, KOETO MOMXe 1a Npe/ICTaB/IsgBa yYacTHHKA
CamMoCTOATENHO chriacHo 4. 40 ot IIIT30IT BB Bpb3ka ¢ un. 192, an. 2 or 30I1. korato
YYaCTHUKBT C€ NIPEACTABIISIBA OT MOBEYE OT EIHO JIHIIE.

3. YKA3ZAHUSI 3A NOATIOTOBKA HA OBPA3EI[ N3 —
HEHOBO HNPEQJIOKEHUE (OBPA3EL Ne3.1 u/niu OBPA3EILL Ne3.2)

JlekapcTBeHHTE MPOIYKTH ca MOPOOHO OMUCAHH 110 BHJIOBE/HOMEHKIIATYPH, KAaTO BCSIKA
HOMEHKJaTypa ¢ o0o3HayeHa ¢ aHaTtomo-TepanesTuueH kojx /ATC-kon/. onmcanue 1o
Mexaynaponno nenatentHo Haumenosanue /INN/, nexapcrsena dopma M KoOIMYECTBO
AKTHBHO BELIECTBO. Y HaCTHKBT Clie/iBa 1A MOCO4M ThProBCKO HANMEHOBAHHUE Ha JIEKapCTBEHUS
nponykr, Ilpurexarens wa paspewenuero 3a ynorpeba, Gpoii HA eAMHUIIHTE MEPKH B
ONaKOBKaTa M J1a NPEUIOKH LieHa Ha onakoskaTa. llenara ce npezcraBs B eBa ¢ BKIIOYEHO
JUIC o BTOpHS neceTHueH 3Hax.

OnensBa ce BesKa HOMEHKJATypHa ejMHMIA (T.c. 3a BCEKHM JIEKapCTBEH MPOIYKT
MOOT/IEITHO), KATO KPUTEPHSIT 3a OIIEHKA € Hal-HUCKA [IeHAa ¢ BKIIIOYEH HJIC na equunna msipka,
NoJiyveHa 1o ciejiHarta gopmya:

EII ¢ JIJIC (B nera) = I1O ¢ JI)IC (B nea) / BO
KBJIETO:

EIl — equunyna uena B nesa ¢ JYIC 3a enna enmuuna Msipka (TabsieTka, aMmmnyna,
OyTHIKa, cak WM (IaKoH)

IO —uena B nera ¢ JIJIC 3a eana onakoska

bO - Opoii Ha esMHUIIMTE MEPKM B OTIAKOBKATA.

Exuanunara nenarta ce npejcrass B jesa ¢ skimodeno JJIC 1o YETBBPTHS JIECETHYCH
3HaK.
[lenuTe Ha eKapCTBEHHUTE MPOJLYKTH, IOCOYEHH B LIEHOBOTO NPE/IOKEHHE HE CIe/Ba J1a
Ha/IBHIIABAT:
» 3a Obocobena mosuwmst 1 ,,JlocTaBku Ha TeKapcTBEHH NPOAYKTH, BKJIIOYEHH B
[UIC - Tlpunoxenne Ne2“ - CroiinocTa 3a OnakoBKa, M34uMclieHa Ha 0a3a



pedepenTHa croiinoct, cbriacko [UJIC - Ilpunoxenne No2 xbM nartata Ha
nybaukyBane Ha oGsBarta.
» 3a O6ocobena mozuuus 2 .JlocTaBkn Ha nexapcTBenn MPOJAYKTH, HEBKJIIOUEHH B
ITIC - Ipunoxenne Ne2* - IlporsosHata ueHa 3a eaMHHIE MSpKd, CBIIacHO
Texuuyeckara cnetmduranus (Ipunoxenne 1.2.)
Obpasen Ne3 ce moamucsa OT JHLETO, KOETO MOXKe i NpeACTaB/IsBa Y4YacTHHKA
camocTosaTento cwrnacHo 4. 40 or II30I1 BeB BpB3ka ¢ 4wi. 192, an. 2 or 30I1, koraro
YHaCTHHKBT C€ MPE/CTABIISBA OT IMOBEYE OT €HO JIHIIE.

4. YKA3AHUSI 3A NMOJI'OTOBKA HA OBPA3EIL Ned —
JAEKJIAPAIMSI no wi. 54, an. 1, 1. 1, 2 u 7 or 3akona 3a obdmecrBenuTe
HOPBLYKH

Jexnapanusira ce noanucaa ot JMIATa, KOHTO NpeACTaBAsBAT yYaCTHHUKA, ChITIACHO I,
40, an.1 TIT30IT BeB BpB3Ka ¢ wi. 192, an. 2 ot 3071

Koraro e npunosxumo — jgeknmapanmsita ce mojasa OT BCEKH OT YYacCTHUIIUTE B
00€/IMHEHHUETO, KOETO HEe € FOPHIMYECKO JIHIE, OT BCCKH HNOJAM3ITBIHMUTEN, OT BCIKO JIMIIE,
YHHTO PECYPCH Ie OBAAT AaHTAKUPAHH B U3NTBIHEHHETO HA NOpPBYKATA M OT IIBJIHOMOIIMK HA
YYacCTHUKA, aKO UMa TAKBHR!

5. YKA3ZAHUST 3A NMOJAIOTOBKA HA OBPA3EIl N5 —
JAEKJTAPAIIUSI no wia. 54, an. 1, 1. 3-6 or 3akona 3a od0mecrsenuTe
HOPHLYKH

Jlexnapaumara ce moanMcBa OT NMIETO, KOETO MOMKe Ja NpeACTaBiIsBa y4acTHHKA
camocToATeNHo ¢hraacHo wi. 40 or [MI30I1 BeR Bpb3Ka ¢ uwn. 192, an. 2 or 30I1. koraro
YHaCTHHUKBT Ce MPEACTABIIABA OT MMOBEYE OT CIAHO JIMIIE.

Koraro e nmpunoxumo - jgeknmapanmsita ce mojasa OT BCEKH OT YYacCTHHUIIUTE B
00eMHEHUETO, KOETO HE ¢ IOPUJIMYECKO JIHIE, OT BCEKH MOM3IIBINATEN W OT BCSKO JMIe,
UHHUTO PECYpPCH 1e ObaT aHraKMPAHH B U3ITBIHEHHETO HA OpbyKara!

6. YKA3BAHUSI 3A HOJITI'OTOBKA HA OBPA3EILL Ne6o —
AEKJIAPAIIMS 110 wir. 3, 1. 8 u wi. 4 or 3aKkona 3a HKOHOMHYCCKHTE H
(GuHancoBHTE OTHOIIEHHS € ApYysKeCTBATA, PCrUCTPHPAHH B IOPHCAHKIHH ¢
npegepennuaien Janb e pe:RAM, KONTPOJHPAHUTE OT TSIX JIMIA H TEXHATE
JICHCTBHTEIHH COOCTBCHUITH

Yuactauuure Tpabpa ja Aekiapupar JanM sa JPYKECTBOTO — YYACTHHK HE ca HATUIIC
OPEMOCOYEHNTE OOCTOSTEINICTBA, & AKO 3@ Y4aCHHKA, PECll. YIACTHHKA B 0OCAMHEHHE BajKaT
3abparure 1o uwn3, T.8, HO ca NPUIOKHMH  M3KmOYeHHsTA [0 urd  or
3UDOJIPIOITIPCIITIIC, ce nocousa KOHKPETHOTO M3KJIIOUYEHHE.

Cobriacno w4 o1 3SUDOJIPIOIJIPCIITIIC, 4.3 oT Chims 3aK0H He ce fpHsara Koraro:

l. akuuuTe Ha ApYKECTBOTO, B KOETO MPSKO WJIH KOCBEHO y4acTBa JpYKeCTBO,
PErUCTPHPAHO B IOPUCIAMKLIMA C pepepeHIIMalet TanbyeH PEKIM, Ce ThPryBaT Ha peryJupan
11a3ap HjlM MHOTOCTpaHHa CMCTEMA 3a ThPrOBUs B JIbpkaBa - 4ieHka Ha EBponeiickus cbio3,
MM B Jpyra nbpxkapa - ctpaHa 1o Criopasymenuero 3a EBponeiickoTo HKOHOMHYECKO
[IpOCTPaHCTBO, HJIM HA CKBUBAJICHTEH Pery/iMpaH nasap, oupeseneH ¢ Hapenba na Komucusra
33 ()MHAHCOB HAI30p, M 3a JAPYKECTBOTO CE NPUIATAT H3MCKBAHMSTA HA NpaBoTO Ha
EBponeiickus cbi03 3a Npo3pauHoCT MO OTHOIIEHHE HA uH(OpMALUATA 32 EMHTEHTHTE, YHHTO
TICHHH KHHOKa Ca I0MyCHATH 3a ThPIyBaHE Ha PEryMpaH nasap Wik Ha MHOTOCTPaHHa CHCTeMA
3



3@ TbpProBUsl, HJIM CKBMBAJICHTHH MEX/YHAPOHH CTAHIAPTH U JIEHCTBUTETHUTE COOCTBEHUIN
- (huskteckn Mua, ca PasKPUTH 110 pe/la Ha ChOTBETHHS CIICLMAIEH 3AKOH:

2. IPYXECTBOTO, PErHCTPUPAHO B IOPUCHHKIIHSA C npedepenHnnanes JaHbueH pexuM, e
4acT OT MKOHOMHWYECKA IPyIa, YHETO APY’KECTBO MaiiKa € MECTHO JIMIE 3a AaHBbYHM 1eH Ha
Ibpxapa, ¢ kosarto Pemybnuka bBbirapus uma Bisizna B cuna crnoronba 3a m3GsrBaHe Ha
ZBOMHOTO JAHBYHO OOJAraHe MM BIA3JI0 B CHIIA CTIOPa3yMeHH e 3a 0OMeH Ha uHpopmanms, u
HErOBUTE ICHCTBUTETHH COOCTBEHUIH - (PM3MUECKH JIHLIA, CA BIIMCAHH B PETHCTHPA 110 UJl. 6

3. perucTpupaHo B IOPUCAMKIMS ¢ npedepeHiuate AanbueH PEXHM, € 4acT OT
MKOHOMMHECKA IpyIIa, YHETO IPYKECTBO MAHKA MITH TBIIEPHO JAPYKECTBO € HBArapcKo MECTHO
JIMIIC ¥ HETOBUTE NCHCTBUTEIHN COOCTBEHHUIM - (PU3MUECKU JINIA, CA BIIMCAHH B pErucTLpa no
"L 6 MU Ce THPIYBa Ha PETyIMPaH 1a3ap UM MHOTOCTPAHHA CHCTEMA 32 ThProBUS B IbpiKaBa
- WieHKa Ha EBponeiickus cbio3, MM B Jpyra abpiKaBa - CTpaHa 110 Cnopaszymenuero 3a
EBporeiickoTo MKOHOMIYECKO NPOCTPaHCTBO;

4. IpyXKecTBOTO, B KOETO NPSKO MIM KOCBEHO y4acTBa JPYIKECTBO, PETHCTPUPAHO B
IOPHC/MKIMS ¢ MpeepeHiHalen TaHbueH PeXuM, € M3jaTel Ha NEPHONMYHA MeYaTHH
NPOM3BE/ICHIS U € NPE/ICTABMIIO HH(DOPMALMS 3a ISHCTBHTEIHUTE COOCTBEHHUIM - (DH3HYECKH
JIHLa, 110 pe/la Ha 3aKOHA 32 3a/Ib/UKUTENHOTO ICNO3HPAHE HA TIEYATHH U APYTH IIPOU3BEICHHUS:

3. IPYKECTBOTO, PETMCTPHPAHO B IOPUCAMKIHSA ¢ npedepeHinaieH JanbyueH pEHKHM, €
MECTHO JIMLIC 33 NaHBYHM LIETH Ha JbpKaBa - cTpana no CropasyMeHHETO 3a JbpiKaBHHTE
nopbuky Ha CBETOBHATA THPrOBCKA OPraHU3aIlHsl, KAKTO M Ha IbPIKABA, ¢ KOSTO EBponeiickust
CbIO3 HMa CKJIFOYCHO JIBYCTPAHHO CIOPAa3yMEHHME, IapaHTHpAIIO AOCTbIA 10 Na3apa Ha
obmecTBeHH 1MOpbukk B EBpONeHcKus CHIO3, M HEroBHTE JCHCTBHTENHM COOCTBEHMIH -
(hu3MUeCKH JMIIA, ca BIMCAHM B PErMCTHPA 1O Wi 6 - 3a JAEHHOCTUTE, 32 KOHTO Ce npuara
CIOpa3yMeHHETO;

6. IpY’KeCTBOTO, PETHCTPUPAHO B IOPUCIMKINSA ¢ npeepeHiuatet JanbyeH PEXKUM, €
MECTHO JIMIIE 3a IaHBYHH LIEJIM HAa OTBBJAMOPCKA CTpaHa MJIM TEPUTOPHs ChIvlacHO Pemenue na
Coeera 2013/755/EC or 25 noemspu 2013 r. 3a acolMHpaHe Ha OTBBIMOPCKUTE CTPAaHH M
Teputopun KbM EBporneiickus cbio3 ("Pemenue 3a otBbaMopceko acouunpate”) (OB, L 344/1
ot 19 nexemspu 2013 r.) u HeroBuTe NEHCTBHTENHH COOCTBEHMIM - (Gu3nyecku nuna, ca
BIUCAHM B PErUCTBPA 10 4L 6 - 32 AEHHOCTHTE, 32 KOMTO CE NPUIIAra PelicHHeTo;

7. Ipy’KECTBOTO, PErHCTPHPAHO B IOPUCAMKIMSA ¢ npedepeHiHaier 1anbyeH pexuM, e
MECTHO JIHIE 33 JaHBYHH LEIU Ha Jibpikasa, ¢ KoaTo Pemybiuka buarapus uma crrodeno
MEHIYHAPOIHO  THPrOBCKO HM/MIM  MKOHOMHYECKO —CHOpPa3yMEHHE, BKIIOYHTENHO M
3a1bIDKeHus 110 OOLIOTO crnopasyMeHHe No ThproBusaTa ¢ yenyru Ha CBeToBHATA ThProBCKa
OpraHu3alMs, H HErOBHTE JCHCTBHTENHM COOCTBEHHUIM - (DU3MYCCKM JIMLIA, CA BIMCAHM B
perucrespa no 4. 6;

8. JIPYKECTBOTO, PETHCTPHPAHO B IOPUCIUKIMS ¢ NpedepeHiiHaieH 1aHbueH pEKUM, €
HacT OT MKOHOMMYECKaA Tpyna, YMeTo JPYKeCTBO MaiiKa € MECTHO JIMLE 3a JaHBUYHH [eId Ha
AbpKaBa, ¢ KosTo Penybnuka boirapus uma CKIIOYEHO MEXITYHAPOIHO THPTOBCKO M/WITH
HKOHOMHHYECKO CIIOpa3yMEHME, BKIIOUHTENHO M 3a(b/kenust o OBII0To cropasyMeHue 1o
TbproBuATa ¢ yciyru Ha CBETOBHATa THPrOBCKA OpPraHM3alMs, ¥ HErOBHTE JAeHCTBHTETHH
CoOCTBEHMIM - PU3MUECKH LA, Ca BIMCAHH B PEFHCTBPA MO 4. 6.

MeknapanusaTa ce moamucBa OT JIMIETO, KOETO MOXKE 1a NpeJICTaB/IsiBA Y4aCTHUKA
camocrosTeHo ceriuacHo 4. 40 or INTI30I1 BbB Bpbska ¢ ua. 192, an. 2 or 3011, koraro
YYaCTHHKBT CE€ IIPE/ICTABIISIBA OT [OBEYE OT SAHO JIHIIE.

Korato e npuioxumo - jgeknapaumsra ce mnojasa OT BCEKH OT YYACTHHIIUTE B
00€/IMHEHHETO, KOCTO HE € IOPH/IMYECKO JIMIE, OT BCEKH MOAM3IBIHUTE] H OT BCIKO JIHLE,
YMHTO pecypeH 1ie ObaT aHrakHPaHH B H3IbIHEHHETO HA MOPhYKaTa!



8 YKA3ZAHHUS 3A NOAI'OTOBKA HA OBPA3EIl Ne7 -
JAEKJIAPAIIMS no 4. 69 or 3akona 3a IPpOTHBO/ICHCTBHE HA KOPYIIHSITA
H 32 OTHEMaHe HA He3aAKOHHO NPHA00HTOTO HMYLIECTBO

YuactHunure TpsiOBa aa aexknapupar nunca Ha OrpaHudeHHs cieli 0CBOO0X/1aBaHe OT
BHCIIA MyOJIMYHA JJIBKHOCT.

Cwraacuo wi. 69. or 3[TKOHITHA (1) Jluue, 3aemano Bucina nyoJMuHa JIBKHOCT, KOETO
B [IOCJIE/IHATA €/IHA TOJIMHA OT M3IIBbJIHEHUETO Ha NPABOMOLIMATA WJIH 3aJbJDKEHHUATA CH 110
ciyx0a € ydacTBasio B MPOBEKAAHETO HA MPOLEAYPH 3a OOLIECTBEHH IOPHYKH HWIIM B
NpOLEIYPH, CBBP3aHH C IMpPEJOCTaBAHE Ha CpPeACTBa OT (POHJIOBE, NPHHAUICKAIIH Ha
Esponeiickns cbro3 wim npejocragenu ot EBponeiickust ¢bio3 Ha Objrapckara Jbpikasa, HaMa
MPaBo B POILKEHHE HA €/1HA I'OJIMHA OT OCBOO0K/IABAHETO CH OT JUTHKHOCT JIa Y4acTBa WITH
Ja rpeJcTaBigBa (PU3MUeCKo HIIH KOPHIHYECKO JIHLIE B TAKWBA MPOIIECYPH TPe HHCTHTYLUATA,
B KOSTO € 3aeMaJI0 JUIbXKHOCTTA, HITH MPeJT KOHTPOJIMPAHO OT HEsl FOPUIHYECKO JIMIIE.

(2) 3abpanara 3a yyacTHe B NpOLEAYPH 3a OOIIECTBEHH NMOPBYKH MJIH B MPOIEIYPH.
CBBP3aHHU C [IPEJOCTABAHE Ha cpejicTBa OT (hOHI0BE, MPUHALIEKAUH Ha EBponeicKkus cbio3
MM npepocrtaseHd oT EBponeiickus cbio3 Ha Obiarapckata AbpikaBa, ce TMpujara U 3a
FOPHJIMYECKO JIMIIE, B KOETO JUIETO Mo al. 1 e cTaHalo ChAPYKHHUK, TPUTENKABA JSI0BE HIIH €
YIPaBHTE] WM YJEH Ha OpraH Ha yIpaBJieHHE HJIM KOHTPOJI cjiell OCBODOXKIABAHETO MY OT
JUTBIKHOCT

Jlexnapanusita ce nonMcea OT JIMIATa, KOUTO MPEICTaRISIBAT YYaCTHHKA, ChITIACHO YJl.
40, an.1 THI30I1 BB Bpb3Ka ¢ wi. 192, an. 2 or 30I1.

Korato e npunoxkumo - JekiapanusTa ce I10jaBa OT BCEKH OT YYACTHHUIMTE B
066,211/1H€H]/1€T0, KOCTO HEC € HWOPHJAHYCCKO JIMLE, OT BCCKH IMOJHU3IIBIHHUTEI H OT BCAKO JIMIE,
YHHUTO PECYPCH LIe ObJAT aHIAKUPAHU B U3ITBJIHEHUETO HA NophUKara!

8. YKA3AHUSI 3A HOJAI'OTOBKA HA OBPA3EIL Ne§ —
JAEKJIAPAIIUS no wi. 107, 1.4 o1 3akona 3a o0mecTBeHHTE NOPHYKH

YuactaunuTe TpadBa ja JeKnapupar JaMIca Ha CBBP3aHOCT C JAPYTH CAMOCTOSTEIHH
YHYAaCTHHUILIM B 0O1IECTBEHATA MOPHYKA.

"Cebp3anu nuna' ca Te3u no cMuckhia Ha § 1, T. 13 u 14 ot qonbaHuTeNnHUTE pa3nopeiou
Ha 3aKoHa 3a nyOJIMYHOTO Mpe/ularaHe Ha [eHHH KHHKa.

m. 13 "Cevpszanu 1uya” ca:

a) auyama, eOHOMO OmM KOUMO KOHMPOIUPA Opy2omo Juye wid He2060 ObUjepHo
Opyacecmeo,

0) auyama, wusmMo Oeunocm ce KOHMpPORUPa Om mpemo auye;

6) Iuyama, KOumo CbeMecmio KOHMpOIUpam mpemo nuye;

2) cvnpyzume, poonunume no npasa Aunus 0e3 oepanuyens, poOHunume no copedpenda
AUHUA 00 HEMELPMA CMEnen GKIIOYUMENHO U POOHUHUME NO C6AMOGCMEO 00 Yemebpmd
cmenen GKAIOYUMENHO.

m. 4. "Koumpon" e naruye, kocamo eono nuye:

a) npumedcasa, GKIOHUMEIHO 4pe3 ObYepHo OpyJICecmeo wiu no cuilama Ha
cnopasymenue ¢ opyeo auye, nao 30 na cmo om 6pos na eracogeme 6 06uoMo cvopanue na
COHO OPYACECMEO UL OPY20 I0PUOUYECKO TuYe, ULl

) mooice Oa onpedens NPSAKO Wil HENPIKO NOGeYe OM NOJIOBUHAMA OM Yienoseme nd
VApAsUmMeIHus wit KOHMPOIHUS OPeaH HA eOHO I0PUOUHECKO Juye, Wil

6) Mmodce no Opye HauuH Od YAPANCHABA Peulasaujo GIUSHUE GbPXY G3eMAnemo Hd
peutenus 6b6 6PL3KA ¢ OCUHOCMMA HA IOPUOULECKO JUYe.



Jlexnapauusra ce noanucea oT NHMIETO, KOETO MOKEe ja NpeJCTaBasiBa yYyaCcTHHKA
CaMOCTOATENHO chrnacHo wi. 40 ot IIIT30I1 BbB Bpb3ka ¢ un. 192, an. 2 or 3011, xoraro
YYaCTHUKBT C€ NPEJICTARIISIBA OT [NOBEYE OT €JIHO JIHILE.

Korato e npunoxumo JICKJapanusiTa ce IoJaBa OT BCEKH OT YYacTHHIIUTE B
00E/IMHEHHETO, KOETO HE € IOPHINYECKO JIHIE, OT BCEKHU NOJIM3ITBIIHUTENl H OT BCAKO JIMIIE,
HYHHTO PECYPCH 1ile OBAAT aHraKHpPaHH B U3ITBIHEHUETO Ha nopbukara!

9. YKA3BAHUSLT 3A TIOJIF'OTOBKA HA OBPA3EILl Ne9 —
JAEKJIAPAIIASI 3A BIIMUCBAHE B MPO®ECUOHAJEH PETUCTBLP

YuacTHHLMTE ClIe/(Ba A MOCOYAT Al ca BIHMCAHM WM HE B PErHCTBP 3a MOJYUYEHO
Pa3spelieHHe 3a THProOBHUS C JIEKAPCTBEHH MPO/IYKTH.

HMugopmanusTa cnenra ja skmousa: No Ha JoKyMeHTa, JaTa Ha H3/1aBaHe, U3aTell Ha
AOKYMEHTA, KAKTO U J1a I0COHAT JIMHK KbM ChOTBETHUS PETHCTBP HA BAJMIHMTE JJOKYMEHTH Ha
CTpaHunara Ha M3mbinurensa aredius o Jekapersara.

Jlexnapauusita ce NOAMMCBA OT JMUETO, KOETO MOKE Jd [PeICTABIABA yJaCTHHKA
camocToaTenHO chriaacHo wi. 40 or IIT30I1 BB Bpb3ka ¢ 4. 192, an. 2 or 3011, koraro
YYaCTHHKBT C€ MPECTABIABA OT [TOBEYE OT €IHO JIMIIE.

Koraro e npunoxumo

- KOrato y4acTHKa HE € BIHMCAH B CHOTBETHHMS MPOMECHOHANEH PErUCTHD U IIe
[10/13Ba MOJHU3I'BJAHUTEN 33 OCBUICCTBSBAHE HA Ta3H JIEHHOCT, JeKIapalMaTa ce 1oaaBa oT
MOAU3ITBIIHHUTEIIS.

- JIeKJIapanMsaTa ce MojaBa OT YYaCTHHK B OOEIMHEHHETO, KOeTo He e
IOPHJIMYECKO JIHILE, KOUTO 1€ U3NBJIHABA TA31 AEHHOCT.

10. YKA3AHHUS 3A TOJI'OTOBKA HA OBPA3EIl Nel0 —
JAEKJIAPAIIMST  3A  JIMIATA, KOUTO IIE OTIOBAPSIT 3A
U3ITbJIHEHUE HA ITOPBYKATA

Y4acTHHLMTE ClelBa Ja Mocodar Jaid pasnojarar c NEpCoHaa, IpUTEeNkKaBarll
HeoOXoMMara npodecHoHaIHa KOMIETEHTHOCT HEOOX0/IMMA 32 OCHIICCTBABAHE npejaMera Ha
NOpPBYKaATa, KOHUTO IUE CC aHTAKHUPAT C HEHHOTO M3ITLIIHEHHE.,

Mudopmanmsara cneppa na skmousa:  Tpute umena: 3aBbplIeHO 00pa3zoBaHue ¢
OCOYBAHE Ha CTEeMNeH, crienMandoct, Ne Ha qunioma, y4eOHO 3aBejieHne; Wik NpogeCHOHAIHA
KBalU(UKalKs, ¢ MOCOUBAHE HA HarpaBienue, No Ha M31aieHHs JIOKYMEHT, W3/1aTen; H/Hiini
YMEHHS € I0COYBAHE HA TPYJIOB CTaX B CHOTBETHATA MPO(ecHs.

Jlexnapauumsita ce MmojnMcBa OT JIMIETO, KOETO MOXKe Ja NpeJICTaB/IsIBa YYaCTHHKA
camocrosTeano chruacHo @i 40 ot IMII30I1 BbB Bpb3ka ¢ wi. 192, an. 2 or 3011, korato
YYaCTHUKBT C€ NPEICTABIsNBA OT MOBEYE OT €IHO JIUIIE.

Korato e npunoxumo

- KOrato yyacTHKa HsiMa HEOOXOJMMHsSI ONMT M ILE NOJI3BA MOANU3NBIHATEN 34
OCBIIECTBABAHE HA Ta3H JICHHOCT, JEKIapal|sTa Ce T0AaBa OT MOH3IBIHHTE]IS.

- JleKjiapauMATa  ce nojaBa OT YYaCTHMK B OOENMHEHHETO, KOETO He e
FOPUIHYECKO JIMLIE, KOMTO L€ M3MTBIHABA Ta3U JCHHOCT.

11. YKA3ZAHUSI 3A NNOATOTOBKA HA OBPA3EI[ Nell -
AEKJIAPALIUSA 3A CEPTU®UKATU U CUCTEMMU 3A YIIPABJIEHUE
HA KAYECTBOTO



VyacTHULMTE Clie[Ba Jia 0coYaT Ay pasojiarat chbC CepTHHHKATH M CHUCTEMH 3a
ylpaBjieHHE Ha Ka4yecTBOTO, 3a JEHHOCTH C TNpEAMET, MJIEHTHYEH MJIM CXONEH € TO3H Ha
nopeyKara

Wudopmanmsita cnensa 1a Bkimousa: No Ha M3/1a/IeHHst TIOKYMEHT, JlaTa Ha M3JaBaHe u
JlaTa Ha BaJIUJIHOCT, Oprad WiM ciysk0a, u3aaBaliyd JOKYMEHTa U aKo € MPUJIOKUMO JIMHK KbM
CbOTBETHHS PErHCThP HA BAJIMAHUTE JOKYMEHTH.

JlexnapamsaTa ce MOAMMCBA OT JIMIETO, KOETO MOXE Ja INpeiCTaBlisBa Yy4acTHHKA
camocTosTesiHo chriacHo wi. 40 ot [IIT30I1 BeB Bpb3ka ¢ ui. 192, an. 2 or 30I1, xoraro
YHACTHHUKDBT €€ MPEACTABI/IABA OT IIOBEYE OT €JIHO JIULC.

Koraro e IPHITONKHUMO

- KOraro y4acTHKa He NpUTekaBa HeOOXOJMMHUTE TEXHHYCCKH CpEATBa M IIE
MOJI3Ba MOJAM3ITBIIHUTEI WIH JTHIE, YHUTO PECYPCH 11ie ObAAT aHraXKUPaHH B H3ITBJIIHEHUETO Ha
MopbukaTa 3a OCBINECTBABAHE HAa TasM JEHHOCT, JeKjapanusara ce [ojaea oT
NOU3MBIIHUTES/ TPETOTO JIHIIE.

- JeKnapanusTa ce ImojaBa OT YYacTHHK B OO€JIMHEHHETO, KOETO HEe ¢
IOPUINYECKO JIULE, KOUTO 1€ U3MIBIHABA Ta3u JEHHOCT.

12. YKA3ZAHUSI 3A IOJI'OTOBKA HA OBPA3EI[ Nel2 —
JIEKJIAPAIIAST 3A M3IMOJI3BAHE HA KAIMIIETATA HA TPETHU
JIMIA

VyacTHUKBT JEKJIapupa Jajii 1ie ce [M030Be Ha KarmauuTeTa Ha TPEeTH JHMua 3a
M3IMbIHEHHE Ha 00IIeCTBEHATa NOPBYKA.

B cinyuaii, ye ce mo3oBaBa Ha KanmalMTeTa Ha JIPYrH cyOeKkTH, cie/Ba jla ylmoMeHe 3a
MOKPUBAHETO HA KOH KPUTEPUIl 111€ IO H3I10JI3Ba.

Jleknapauusita ce MoAmMcBa OT JIMIETO, KOETO MOXE Jla IMpeJCTaBiisgBa y4yacTHHKA
camocTosTenHo cbriacHo wi. 40 ot I1I130I1 BBB Bpb3ka ¢ wi. 192, an. 2 or 30I1, koraro
YUACTHHKBT CE MPeJCTARISIBA OT 10BEYEe OT €HO JIHLIE.

13. VKA3ZAHUST 3A HOJAI'OTOBKA HA OBPA3EIL Nel3 —
JNEKJAPALIUSI 3A U3ITOJI3BAHE HA INO/IMBITBJIHUTEJIA

V4acTHUKBT JEKIapHpa JIald e Ce W3I0J3BA NOJHM3IBIHUTENM 3a M3I'bIHEHHE Ha
oOmiecTBeHaTa MOPHLYKA.

B cnywaii, dWe e W3M0J3Ba MOAM3NBIHUTENM, YYAaCTHHKBT CJeIBa Jla Onuuie
MO/IM3IBIHUTEIINTE, C KOUTO 11e padoTH; BU1a HA PabOTHTE, KOUTO Ie OBIAT H3BLPIICHH H
MPOLUEHTHT OT o0Iara CTOMHOCT Ha MOpbUKaTa, KOATO WLIE C€ M3NBJIHABA OT BCEKH OT
M0/IM3ITBJIHUTEIINTE;

Jleknaparysta ce NMOANMCBA OT JIMLETO, KOETO MOXE Ja MpeIcTapisBa ydacTHHKA
camocrosTenHo cbryacHo wi. 40 or TITI30I1 BLB Bpb3ka ¢ wi. 192, an. 2 or 30Il, koraro
YYACTHMKBT CE MPECTABIIsABA OT MOBEYE OT €HO JIHILIE.



14. YKA3ZAHUS 3A NIOAI'OTOBKA HA OBPA3EIl Neld —
JAEKJIAPAILUSI 3A CbI'VIACUE 3A YYACTHUE KATO
HOAUBITBJIHUTEJ/ TPETO JIUIIE

Korato e npuioxkumo
- JICKnapanusTa ce nojaBa OT NOAM3IMBIHUTE/A, KOHTO LIe H3NBIHABA YacT OT
obLiecTBeHATa MOPBHYKA.
- JleKIapauusaTa ce nojaBa oT JIMLETO, YHHTO PECypeH iiie ObJaT aHrakKupaHu B
M3ITbJIHEHUETO HA MOPHYKATA.

15. YKA3AHUSI 3A TTOJAIOTOBKA HA OBPA3EI[ Nel5 —
AEKJIAPAIMUS o wa. 59, an. 1, . 3 or 3akona 3a MEpPKHTE cpery
M3IHPAHETO HA NapH

Jexnapanusta ce nojiapa pu CKIOYBAHE HA JIOTOBOPA 3a H3II'bIHEHHE HA 0BIIIECTBEHATA
MOPbHYKA OT YYACTHKA ONPEIECIEH 3a U3ITBbIHUTE.

Jeknapauusita ce nmoanucBa OT JIMIETO, KOETO MOXeE Ja NPEeACTaBIsABA YYaCTHUKA
camocTosTeIHO chraacHo 4wi. 40 ot [II301T BB Bpb3ka ¢ wi. 192, an. 2 or 30I1, koraro
YYaCTHHKBT C€ IPE/ICTABIIABA OT [TOBEYE OT €IHO JIHIIE.

Koraro e mpunoxumo -~ jgeknapaumsita ce mnojgaBa OT BCEKH OT YYaCTHHUIIHTE B
00€/IMHEHHETO, KOETO HE € IOPHJMYECKO JIHIE, OT BCEKH MOMM3IBbIHUTEN W OT BCAKO JIHIIE,
HHMTO PECYPCH Liie ObAAT aHTaXKHPAHH B H3ITBIHEHHETO Ha MophuKaTa!

[lonbiBane Ha HacTosiaTa JeKIapaiys ce H3BLPIIBA, KATO CE OTYHTA JePUHAIHATA HA
§ 2 or nonbaHuTETHATE pasnopentu na IMUIL, KOHTO r1acH CIeaHOTO:

»8 2. (1) ,JlefictButenen coOCTBeHHK™ ¢ (U3MUECKO JHLE WM (husndecku smna,
KOETO/KOUTO B KpaifHa CMETKa NPUTEkKABaT UilM KOHTPOIMPAT IOPHAMYECKO JIHIE WK ApYyro
NpaBHO oOpasyBaHue, /MM QH3NYECKO JIHLE WM (PU3MUECKH JIHIA, OT YHETO UME H/MIIH 3a
HHATO CMETKA €€ OCHINECTBABA JIa/IeHa ONepauus, CAeNKa WK JCHHOCT, H KOHTO OTrOBapsT
Ha#-MallkO Ha HIKOE OT CJIHUTE YCIOBHS:

I. IIo oTHOIIEHHE Ha KOPIOPATHBHUTE OPUAMYECKH JIMIA H APYTH [paBHU 00pa3yBaHUs
NICHCTBHTENICH COOCTBEHHK € JHIETO, KOETO MPAKO MJIM KOCBEHO MPHTEXkKAaBa A0CTATHYEH
[I[POUEHT OT aKIHHTE, JAIOBETE MM NpaBaTa Ha IJ1ac B TOBA IOPHNYECKO JIMLE MIIH JIPYro
NpaBHO 0OpasyBaHue, BKIIOYHTEIHO MOCPEACTBOM [IbpKaHe Ha aKiMM HA TPHHOCHTE, HITH
[TOCPEICTBOM KOHTPOJI Upe3 JIPYTH CPEICTBA, ¢ M3K/IIOYEHHE HA CIy4auTe Ha JPYyiKecTBO,
HHHTO aKIHMH Ce ThPryBaT HA PeryjMpaH nasap, KOeTo e NOJMMHIBA HA M3UCKBAHUATA 32
OMOBECTABAHE B CBHOTBETCTBHE C IMPABOTO HAa EBpONEHCKHS CHIO3 MJIM HA eKBHBAJICHTHU
MEHIAYHAPOJHH CTAHAAPTH, OCHIYPABAIIM a/IeKBATHA CTEIEH HA MPO3PAYHOCT 110 OTHOIIEHHE
Ha coOOCTBEHOCTTA.

MHmKanus 3a npsako npuTexapate e HAIMIE, KOrato GH3MYECcKo Juie/Iuia NpUTexKaBa
AKIHOHEPHO MM JISJIOBO Y4acTHE HaW-MalKo 25 HA CTO OT IOPHJMYECKO JIMLE WM JIPYro
npaBHoO 0Opa3yBaHHe.

Mujukaums 3a KOCBEHO NpPHTEKABAHE € HATMLE, KOraTo HaW-Mauko 25 Ha CTO OT
AKIHOHEPHOTO WJIH JIAI0BOTO YHACTHE B FOPHAMYECKO JIMIE MJIH JPYro MpaBHO oOpasyBaHue
[TPHHA/UIEKH Ha IOPHMYECKO JIMIIE HIIH JIPYTo MpaBHO 0Opa3yBaHUE, KOETO € MO KOHTpola
Ha €JIHO H CBIO (PU3UYECKO JIMIE MM (PH3HUECKH JIMLA, MM HA MHOYKECTBO IOPHIHYECKH JHI1a
W/HIIH NpaBHA 00pasyBaHusi, KOMTO B KpailHa CMETKa ca 10l KOHTPOJNA HA €HO M CHIIO
(uzuyecko nume/nuna.

2. Ilo orHOmIeHHe Ha JOBepHTENHATA COOCTBEHOCT, BKIKOUUTETHO TPBCTOBE,
NONEUUTENCKH (JOHI0BE U APYIH NOJOOHM YyXK/ECTPAHHH NPABHM 0OPA3yBaHHS, YUPEICHH 1



CBHIIECTBYBAIIM CHhOOPAa3HO NPABOTO HA IOPUCAMKIIMHUTE, JOMYCKAllHW TakuBa (OpMH Ha
JIOBEpUTENHA cOOCTBEHOCT, JICHCTBUTEIHUAT COOCTBEHUK C:

a) yUYpeauTeNsT;

0) TOBEpUTENHUAT COOCTBEHUK;

B) MA3MTENAT, KO UMA TAKBB;

r) OeneuuuepsT WK KI1achT OeneUIUEepH, HIH

1) TMUETO, B YMHTO IJaBeH MHTEPEC € Ch3JAJeHa WM Ce yNpapjisBa JOBEpUTEIHATA
COOCTBEHOCT, KOraTo (PU3MYECKOTO JIHIE, KOETO Ce 00JIaroIeTeNICTBA OT Hesl, TPeICTOM 1a Ob/ie
OINpeaeseHo;

€) BCAKO JPYro (pM3MHecKO NHMIle, KOETO B KpaiHa CMETKA YIPAKHABA KOHTPON HAaf
JIOBEPUTEIHATA COOCTBEHOCT MOCPEICTBOM NPSIKO MM KOCBEHO MPUTEKABAHE MJIH UPE3 JAPYTH
CpeacTBa.

3. Tlo ornomenue Ha Qonpamuu U npaBHd (opMH, NMOA0OHM HA JOBEPUTENHA
COOCTBEHOCT — (PU3UYECKOTO JIMIE WK JIMIA, KOUTO 3aeMaT JUIbKHOCTH, CKBHBAICHTHHU HJIU
CXO/IHH C ITOCOYEHUTE B T. 2.

(2) He e neficrButenen cobCTBEHNK PU3HUECKOTO JMIE MM (PU3MYECKUTE JTUIA, KOHTO
Ca HOMMHAJIHHU JMPEKTOPH, CEKpEeTapH, aKIHOHEPH WM COOCTBEHMIIM Ha KalMTala Ha
HOPHAMYECKO JIUIE WM JIDYro MpaBHO oOpa3dyBaHWe, aKko € YCTAaHOBEH APYI JeHCTBHTENEH
CcOOCTBEHHUK.

(3) ,KonTpos™ e KoHTpoa®bT Mo cMHCHIA Ha § 1B OT AOMBIHUTEHUTE pa3nopeady Ha
T'bproeekus 3aKoH, KakTO M BCSIKA BH3MOJKHOCT, KOSTO, 6e3 Jia NpeJICTaBIsBa HHIANKAIHS 34
PSIKO MJTH KOCBEHO MPUTEKABAHE, 1aBa Bb3MOMHOCT 3a YIpaXKHsBaHe Ha pelaBanio BIHsIHHE
BbPXY IOPHAMYECKO JIMIIE MIIM APYro NpaBHO oOpa3yBaHWe NMpH B3eMaHe HA pelleHHs 3a
ONpeZIENIsHE  ChCTABAa Ha YNPABMTEIHMUTE W KOHTPOJHMTE OpraHd, IpeoOpadyBaHe Ha
IOPHAMYECKOTO JIMIE, MpEeKpaTaBaHe Ha JIEHHOCTTAa My W JPYTH BBIPOCH OT ChIIECTBEHO
3HAYEHUE 38 JEHHOCTTa MY.

(4) Mnaukanus 3a ,,HENpAK KOHTPOI™ ¢ YIPaKHABAHETO HA KpaeH e(eKTHBEH KOHTPOI
BBPXY IOPHAHYECKO JIMLE HITH APYTO NpaBHO 00pa3yBaHue Ype3 yIpaKHABAHETO Ha [IpaBa ypes
TPETH JIMIA, BKIIOYMTENHO, HO HE CaMmo, NPeJOCTABeHH T0 CHilaTa Ha YIIbIHOMOULIABAHE,
JIOTOBOP HIIK JPYT BHJL C/IENIKA, KAKTO M Ype3 APYTU NPABHH (POPMH, OCHTYPABAIIM Bb3MOKHOCT
3a YNPaKHABAHE HA PEIIaBaLIO BIUSHHE Ype3 TPETH JIHIA.

(5) Koraro, cnen xaro ca u3uepnaHd BCHYKH BL3MOXKHH CPEICTBA, HE MOKE Ja Ce
YCTAHOBH KaTO JICHCTBHUTENEH COOCTBEHHMK JIMIE CHITIACHO al. | WIIM KOrato ChUIeCTBYBAT
CbMHEHMS, Y€ YCTAHOBEHOTO JIMLE WM JMUa He € JeHCTBUTEIHMAT COOCTBEHHK, 3a
..JICHCTBHTENIEH COOCTBEHUK™ ce cuuTa (PU3MYECKOTO JIHIIE, KOETO W3IBIHABA JUIBKHOCTTA HA
BUCII PBKOBOJEH CIy>KMTEN. 3aIbIDKEHHTE JIMIA BOJST JOKYMEHTAIMS 3a NPEANpPHETHTE
JICHCTBHS C 11€J1 yCTaHOBSIBAHE HA JICHCTBUTE/IHUS COOCTBEHHK 110 al. 1.



