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ITOKAHA

3a ydacTue B Mpollelypa Ha gorosapsiHe 6e3 o0sBJIeHHe 3a Bh3jIaraHe Ha
o0ImecTBeHa MophuKa

YBAXAEMU JAMU U TOCIIOJIA,

Ha ocnopanme un. 92 ot 30Il u BbB Bpw3ka ¢ Pemenme Ne 1232/06.10.2015 rox. 3a
OTKpHBaHE Ha IIpollefypa Ha JoroBapsiHe 0e3 0OsSBIEHHE 3a Bh3Jarane Ha oONIeCTBEHA TOPHUKA C
npeamer: ,,JJOCTABKA HA JIEKAPCTBEHU ITPOAYKTU 3A HYXIIUTE HA MBAJI JI-P
CTOMYO XPUCTOB“ EOOJ{ I'P. CEBJIMEBO” Bu ormpasve NOKaHA 3a yuacThHe B
ZIIOTOBapsAHETO, KoeTo Ime ce nposede Ha 19.10.2015 roxa. ot 11,00 gaca B 3acemarennara 3ajia Ha
MBAJT,, I-p Croiiuo Xpucros” EOOJ], rp. CeBnueso, yiu. ,,Credan Ilermes” No 147,

HNPEJIMET HA IOPBYKATA
IIpeamer Ha moroBapsHeTo Oe3 OOSBICHHE € NEPUOTMYHO IOBTAPSIIH Ce JIOCTABKH dpes3
MOKYIIKa Ha JIEKapCTBEHM MpOAyKTH 3a myxaure Ha MBAJIL | JI-p Croitdo Xpucros” EOOJ rp.
CesaueBo 1o mosunmu. HeoOxonumuTe HOMEHKIATYPH W KOJTHYECTBA JEKAPCTBEHH MPOIYKTH ca
onucanu B [Ipunoxenne Ne 1.

ObLIN YCJIOBUSA N N3UCKBAHUA 3A U3ITBJIHEHUE HA TIOPHYKATA

N3nckBaHusA KbM JIeKAPCTBEHUTE NPOXYKTH:

1. JlexapcTBeHHTE HPOAYKTH TpsAOBa Ja OTTOBapAT  Ha W3UCKBAHUATA Ha 3aKOHA 3a
JeKapCTBEHUTE NPOAYKTH B XxyManHarta Meaununa (3JIIIXM) — TpsOBa a npurexaBar BaIUIHO
paspeleHne 3a ynorpeda B cTpaHara, u3naneHo mo pena Ha 3JIIIXM wmu Pernament (EOQ) Ne 726/
2004 r. ma Eppomelickus mapnamenT W CeBera /uin. 23, an.l ma 3JIIIXM/ u cepruduxar 3a
0cBOOOXKIaBaHe HA MapTUia, U3ajeH oT kpaymdunupano e mo 3JIIIXM u ynocrosepsasaur, e
HapTHAaTa JIEKapcTBEH IIPOAYKT € IPoM3BeAeHa U KOHTPOIMPAaHa B CHOTBETCTBHE ¢ M3UCKBAHUATA
Ha paspelleHrero 3a ynotpeba mo pexa Ha 3JIIIXM. B crmyuait Ha ustwuane Ha cpoxa Ha
pazpelieHHeTo 3a ymorpeGa Ha JIeKapcTBEH MPOJYKT Mpe3 CpoKa Ha JIOrOBOpa., YYACTHUKEBT




JeKlapupa B ChOTBEeTCTBHE ¢ wiI. 55, am. 6 or 3JIIIXM, ue xonuuecTBaTa 3a JIeKapCTBEHHS
TIPOAYKT Ca HATHYHM,

2. JlexapcTBeHUTE IIPOAYKTH, TIOTYUYEHH OT YOBEITKA KPBB HIIH YOBEITKA TL1a3Ma Tpsa6Ba f1a
MpuUTeKaBaT BAJIUIHO pa3pelleHue 3a yrmorpeda B cTpaHara, usaancHo no peaa Ha 3JIIIXM mm na
Pernament (EO) Ne 726/2004 1. Ha EBponeiickust mapnamenT u Coeeta /ui. 23, an.1 wa 3JIIIXM/ u
cepTrduKar 3a 0cBoOOXKIaBaHe Ha TTApTHIA, H3AAICH TI0 pejla Ha Hapeabara 1mo wi. 69, an. 5 u u.
70, an. 4 na 3JIIIXM;

3. JlexapcTBeHHTE IPOIYKTH ClieNiBa fa OBbIAT ¢ AbpXKaBHA PETyIUpaHa IIeHa, ChIIACHO UL
258, an. 1 ot 3JIIIXM;

4. JlexapcTBeHWTE TPOAYKTH cilenBa na ObaaT BkmoueHw B I[lpumoxenme No2 mHa
Ilo3nTuBHMSA NEKapcTBEH CIHCHK, aKTyalleH KbM JataTa Ha OTKpUBaHE Ha MpoleaypaTa
/16.04.2015 1/.

5. B cimyuaii, ue mpe3 BpeMeTo Ha JEHCTBUE HA JIOTOBOpa AbpKaBHATA PETyIvpaHa 1leHa Ha
JIOTOBOPEHUTE JICKAPCTBEHU MPOAYKTH, BKIIOYCHH B [[03UTHBHUS JTeKapCcTBEH CIUCHK 110 WI.262,
an.5 or 3JIIIXM crane mo-uucka ot pororopeHara, MIITBJIHUTEJIAT ce sagnmkasa na
KOpUTHpa IeHUTE BBHB (akTypuTe MO TpeABMACHWS B 3aKOHA 3a CUETOBOJCTBOTO PEI, KATO
BB3JIOKUTEJIAT me 3arurama jiekapcTBEHUTE MPOAYKTH Ha IMO-HUCKATa TICHA, OT JaraTa Ha
BIM3aHE B CHJa HAa KOHKPETHOTO pemeHMe Ha KomucmaTa mo IIEHWUTE Ha JIEKapCTBECHHUTE
TIPOIYKTH.

2. Yenoeua Ha naaujane — 0TCpoOYEHO, B CPOK HE MO-KparThk oT 60 KaleHIapHU JHH, CIIE)
IpEJCTaBIHE Ha CJICIHUTE JOKYMEHTH:
e JloctaBHa dakTypa, chcTaBeHa chriacHo usnckpanuara Ha 3JJ1C u ITTI3J1JIC —
opurnHai v 1 /enun/ 6poii 3aBepeHo Komue,
o IMpuemaTenHo-TipeaBaTeTHA TPOTOKOIIH,
Br3noxurensT 3amiama pearHo IOCTAaBEHWTE CTOKU TIpe3 CpoKa Ha JOroBOpa M HE €
OOBBP3aH C MPOTHOZHUTE KOIMYECTBA MIOCOUYECHH B JOKYMCHTAIIASATA.

3. Cpok 3a usnviHeHue HA HOPBLUKAMA:
Cpok®T 3a M3NMBIHEHWE Ha HacTodlNaTa OOIIECTBEHA MOphuka ¢ 12 (IBaHameceT) Mecena
CUHMTaHO OT JlaTaTa Ha MOJNMICBaHe Ha TOTOBOpA.

4. Cpok 3a usnviHeHUe HA 00CMAsKama/ume:

Cpok 1 HayMH Ha JOCTaBKa: - BCAKA OTAENHA JOCTaBKa, NPEAMET HA HACTOSIIHA JIOTOBOD,
cremBa fa Oblle JocTaBeHa B CPOK CHITIACHO odeprara Ha KaHAMAATa, Clell MONyYaBaHe Ha
3asBkata o BB3JTOKUTEJA un 3a xonmdecTrata, TOUHO ompesieNeHd B 3asBkara. CpoKbT 3a
U3ITBJIHEHHUE Ha CIelHa AocTaBka € 10 12 yaca. CpoKbT 3a M3MBIHEHUE HA PETYISIPHA JIOCTABKA €
no 72 yaca (3 xanennapuu aum). 3agBku oT ctpaHa Ha BB3JIOXKUTEIIA ce momasar camo oT
ynpaButens Ha bolTHWYHA anTeka WM HETOB 3aMECTHUK, 110 TenehoH (IpH CIIEITHOCT), MACMEHO,
o ake (0675 30078), wim oT ciaeuus e1eKTpoHeH aapec: mbal sevlievol30@abv.bg.

MunuManeHn cpoK Ha FOAHOCT: CPOKHT HA TOJHOCT Ha JICKAPCTBEHHS MPOAYKT CIeABa 1a
6b1e He mo-MaTbk oT 60% /mecTaeceT Ha CTO/ OT OOSBCHHSA OT MPOM3BOIUTENS KBM JaraTa Ha
BCSIKa JiocTaBKa. B cimydalt Ha JocTaBka Ha JIEKapCTBEH TMPOIYKT € MO-KPaThK OT JOTOBOPEHUS
cpok Ha rogHocT UBITBJIHUTEJIAT nemku HEyCcTOMKA, CHIIaCHO JOTOBODPA.

JlocTaBkaTa Ha JIEKapCTBEH IIPOAYKT € OCTaThUYEH CPOK Ha TOZHOCT Mo-MalbK oT 40%
/aeTrpHeceT Ha CTO/ OT OOSBEHUS OT IMPOU3BOAUTENS Ce M3BBPIIBA CAMO ¢ MOTHBUPAHO THCMEHO
coraacue Ha BBH3JIOXKUTEIIS 3a KOHKpETHO KOJIMYECTBO, OMpENeleHo OT Hero. bes U3PUYHO
mucMero ceriaacue Ha BB3JIOKUTEIIS croxure HaMa ma Objar szamiamanu. HckaneTo 3a
IIACMEHO ChITIACKE CIIe/IBa Aa NOCTHIH B fenoBoiacTBoTo Ha BH3JIOKUTEIIA B cpok mo aBa waca
OT TI0JTy4aBaHe Ha 3asBKaTa.

Mscro Ha uW3NBIHEHWe Ha Nopbukara: bomawdna anrteka Ha MBAJIL L JI-p Croituo
Xpuctor” EOO/I.



KPUTEPHUM 3A OIIEHKA

Kputepusr 3a olleHka Ha odepTuTe ¢ Hali-HHUCKa IeHA 3a W3IBIHEHUE Ha JIOCTaBKara IIo
CHOTBETHATA HOMEHKJIATypa, chriacHo wi. 37, an. 1, T. 1 ot 30I1.

3a Beska oThenHa odepTa, KOATO oTroBaps Ha usuckBanusata Ha 30I1 u ycnoBusra Ha
HacTOsIaTa IOKYMEHTALWs, Ha3HAuyeHATa OT BB3JNOKHUTEIS] KOMHUCHS H3BBLPINBA OIEHKA BE3
ocaosa Ha KPUTEPUA “HAU-HUCKA IIEHA” 3a HOMeHKIATypHA exuHuua. OIEHKATa ce
U3BBPINBA 32 BCsIKa 000co0eHa MO3UIHS OT 00IeCcTBeHATA TIOPHUKA.

KoMucusara kiacupa y4acTHHUIHTE B HU3XOISIN. pell, KaTo Ha THPBO MACTO Ce KiIacHpa
YUaCTHHKA, YUATO 1eHOBA odepTa ¢ Hali-HHUCKa.

[lpn ennakea 1enoBa odepra 3a choTBeTHaTa 000cOOEHA MO3WIUSA HA ABE WM IIOBEYE
oteptr ce mpumara wi. 71, an. 4 u an. 5 or 3011

1. ObIIIM T3BUCKBAHUSA KBM YYACTHUIINTE
1.1. Kagmuaar wim yyacTHHK B UpoIleypa 3a oOlecTBeHa TOPHUKA MOXE J1a OBbJIe BCIKO
OBIrapcKo WIH YYXKAESCTPAHHO HU3NIECKO UK FOPUINYCCKO JIAIE, KAKTO M TEXHH 00 IMHEHHSL.

1.2. Beekn ywacTHWUK MOXe na TpeacTaBu odepra 3a eaHa, HIKOIKO WM BCHYKH
HOMEHKJIATYypPHU €JVWHWIM BKIIOUYEHW B CHOTBEeTHATA 000coOeHa mo3uims. He odepupanero Ha
HAKOS HOMEHKIATypHA €IMHWIA HE € OCHOBAHME 3a OTCTpaHsIBaHE HAa CHINHA OT yYacTHE B
nponenypara. He ce momycka npeacraBsHeTo HA BApHAHTH.

1.3. Cebp3aHn jMna MM CBHP3aHM IPEAUpUATHS HE Moxe Aa ObJaT CaMOCTOSTEITHH
KaHUATH WA YYaCTHHUITK B €/lHA U ChINA IpoTeaypa.

1.4. Enrno u cpimo (QU3MYECKO WM FOPUANYECKO JWIE YJYACTHHK B TIPOTEIypaTa MOXKe
Jla ydacTBa camMo B €/IHO 00eIMHEHME.

1.5. Beexn YHaCTHUK B NIponciaypara 3a Bh3Jlaraic Ha O6H.[CCTB€HaTa HophbUKa € JIBXECH
JAa 3adBH B 0(1)epTaTa Cu Jajlu TIpH M3INBIHCHUCTO Ha LIOphYKaTa IMIC M3II0JI3Ba U

HOJU3IIBIHUTEIH.
1.6. JInue, xoeto yuacTBa B 00€IUHEHHUE WM € JIAJI0 CHITIACHETO CH M QuUrypupa KaTo
HOAN3IBIHATEN B oepTaTa Ha JPYT YIaCTHUK, HEe MOXKeE JIa TIPeJICTaBs CAMOCTOSTEIIHO odepTa.

1.7. He mooice 0a yuacmea BBB Bb3JIaraHETO Ha 00INEeCcTBEHATA MOPHUKA JIUIIE, ChOTBETHO
BB3noxuTeNAT e OTCTpaHU OT y4acTHe B IpOIeypaTa BCEKH YYaCTHUK, IPH KOUTO € HamuIe
HSKOE OT CJICJHUTE 00CTOSTEICTBA:

a) OCBJICH C BJIA3JIa B CHJIa IPUCTH/IA, OCBEH aKO € pea6I/IJII/ITI/IpaH 3a.

[l mpecThIIeHHe NPOTHB (HUHAHCOBaTAa, JaHBYHATA WM OCUTYPUTEIHATA CHUCTEMa,
BKITIOUMTENIHO MU3IIApaHe Ha mapH, mmo wi. 25311260 ot Hakazarennus koaekc;

U moakym 1o uwi. 301 — 307 ot Hakazarennust KoJekc;,

[J yuactve B opraHusupana IpectbliHa Ipyna mo wi. 321 u 321a or Haxaszaremnus
KOJEKC;

(] mpecThIICHHE TPOTHB COOCTBEHOCTTA 10 W 194 — 217 ot HakazarenHUS KOJIEKC;

U] IpecThILIEHUE IPOTHB CTOLAHCTBOTO Mo 4. 219 — 252 ot Hakasarenmnus kojekc.

6) 00sBeH B HECHCTOATEIIHOCT;

B) B IMPOM3BOJICTBO IO JMKBHAAIMASA WIM CC HaMHpa B mMogoOHa TpolleJypa ChITacHO
HAIHOHATHHTE 3aKOHM ¥ OA3aKOHOBH aKTOBE,

T) UMa 33JbJDKEHHA 10 cMUchIa Ha Wi. 162, an. 2, 1. 1 ot [anbuHo[JocHIypUTeIHUS
IIpolecyaleH KOJEKC KbM [bpikaBara W KbM OONIMHA, YCTAaHOBCHM C BIA3BA B CHIIA akT Ha
KOMIIETEHTEH OpIaH, OCBEH aKo € JOMyCHATO pa3cpouBaHe WM OTCPOYBAHE HA 3aIBIDKCHUATA,
WM WMa 3aJb/DKCHWs 3a JaHBIM WIM BHOCKMA 3a COIHATHOTO OCHUTYpSBaHE CBITIACHO
3aKOHO/IaTeICTBOTO HA Ibp)KaBara, B KOATO KaHIUIATHT WM YYACTHUKBT € YCTAHOBEH.



1) KOUTO € B OTKPUTO IPOU3BOJCTBO 110 HECHCTOSTEITHOCT, WM € CKIIOYII H3BBHCHICOHO
CIOpa3syMeHHE C KPEAUTOPHUTE CH MO CMHUCHIAa Ha 4i. 740 oT ThproBckus 3akoH, a B ciydait
Ye KaHAMZATHT WIKM YYaCTHUKBT € JyXKIECTpaHHO JIUIle — ce HaMupa B T0J00HA Ipouemypa
CBIVIACHO HALMOHAIHUTE 3aKOHW U IIO/[32KOHOBU AaKTOBE, BKIIOUUTENHO KOTAaTO HEromara

JEMHOCT € TOM pa3lopekAaHe Ha Chla, WIM KaHIUAAThT UM yYACTHUKBT € MPeyCTAHOBHII
JCHHOCTTA CH;

e) KOHUTO € BHHOBEH 3a HEHM3NBJIHSHHE Ha 3aJbJDKEHHSA II0 JOrOBOp 34 O6HICCTB€Ha
TIOPBHYUKA, JOKA3aHO OT BB3JIOXKHUTE]IA C BIIA3JIO B CHIIa CT)I[C6HO PEIICHUE,

) KOWTO € OCBHJICH € BIIA37A B CHJIA IPUCHAA, OCBEH aKO ¢ PeabMIMTHPaH 32 IPECTHILICHHE
1o wi.136 ot HakazaTenHus KoJeKC, CBBP3aHO ChC 3APABOCIOBHUTE W 0€30IIacHU YCIIOBUS HA
TpyZ, uiu onl uwi.172 ot HakazaremHust KogeKc IpOTUB TPYIOBUTE IIpaBa Ha paboTHHIIUTE.

3) KOMTO € OChJIEH ¢ B34 B CUJIa MPUCH A 3a TIpecThIUIeHue 1o 4. 313 ot HakazaTemmus
KOJIEKC BBB BpB3Ka ¢ IIPOBEKIAHE HA IIPOIIEAYPH 3a Bh3larane Ha o0IIecTBEHH IOPBYKH;

1) IpH KOUTO Juuata mo wi. 47, an. 4 ot 3011 ca cepp3anu muna no cmuckia na § 1, 1. 23a
ot JlombnautenauTe pasnopentu na 3011 ¢ BB3TOKHUTENS WK ChC CIYKUTEIH HA PHKOBOIHA
JUIBXHOCT B HETOBaTa OpraHu3allns;

H) KOUTO ca CKITFOYMIH JOTOBOP ¢ Jmtie mo wi. 21 uimm 22 oT 3akoHa 3a TpeNoTBpaTIBaHe
M YCTAHOBSIBAHE HA KOH(IMKT Ha HHTEPECH.

Kozamo yuacmnuyume ca rwpuouvecku nuua, usuckeanuama no m. 1.7, 6ykea ,a”,

bykea ,oic” u Oykea ,,3” ce npunazam, KAKMo cieosa:

1) mpu cwbumparenHo ApyxkecTBo [J3a numara mo 4i. 84, am. 1 u um 89, am. 1 or
TBproBekus 3aKoH;

2) mpu KOMaHAMTHO IpyxkecTBo [J 3a numara mo wi. 105 ot ThproBckms 3akoH, 0c3
OTPaHW4YEHO OTTOBOPHUATE CHAPYKHUIIM;

3) npu Jpyx)ecTBO ¢ OrpaHWdYeHa OTToBOopHOCT [J 3a jmnara mo wi. 141, am 2 ot
Teproeckua 3akoH, a IpH €AHONUYHO APYKECTBO € OpaHMYEHA OTIOBOPHOCT [J 3a jMuara mo
ui. 147, an. 1 or Teproeekus 3akoH;

4) npyu aKuuoOHEpHO ApYy:KECTBO [ 3a oBJIACTEHUTE Jna 1o 4. 235, an. 2 ot Teproeckus
3aKOH, a IIpH JIMIica Ha oplacTsaBaHe [] 3a munara 1o wi. 235, an. 1 ot TeproBekus 3akoH;

5) mpu KOMaHAUTHO APYXKECTBO C akiuu [ 3a jmiara 1o wi. 244, an. 4 ot Teprosckus
3aKOH;

6) TIpy € ITHOJINYCH THPIrOBEIT — q)HSquCKOTO JINOE — ThProBell,

7) BBB BCHUYKH OCTaHAIHU CIIy4dadl, BKIIFOYUTCIIHO 3d YYXKICCTPAHHHUTE aunall 3a Juriarta,
KOHUTO IIPEACTABIABAT YIACTHHKA,

8) B xumnotesure Ha T. 1)L] T. 7)[J 1 3a NpOKypHUCTUTE, KOI'aTO MMa TakwWBa. B ciydaii, ue
Yy XKJIeCTpPaHHO JIANE HMMa IIOBEYE OT €JWH IPOKYPHUCT, AeKIapalusra ce IojaBa caMo OT
MPOKYPUCTa, B UHATO NPEJICTABUTENHA BIACT ¢ BKIIOUCHA TepuTopusita Ha PemyOimka
bovarapus.

C ormex cna3zBaHeTo aAMUHUCTPATUBHUTE H3UCKBAHWS Ha 3aKOoHa 3a OOIECTBEHHUTE
TOPBYUKHU, P MojJaBaHe Ha odepraTa 3a ydacTHe, YUaCTHHIIUTE yJOCTOBEpsBAT JIMIIcaTa Ha
obcrosTencTBa 110 T. 1.7. OT HacTosAmAaTra NOKYMEHTAalWsl C ICKJIApailys, KOATO Ce TOMbIBa,
ITOJITIMCBA M TTOATIEYaTBa, CHIIIACHO MPpUIIoKeHUAT obpaszer Ll [Tpunoxenue Ne 2.

B cnyuait, ye ydJacTHHKBT ydacTBa Karo OOEIWHEHHWE/MIIM KOHCOPIMYM/, KOETO HE €
pETUCTPUPAHO KATO CAMOCTOSTETHO IOPUAMYECKO JHIE, TOTaBa YJACTHUIIATE B O0CIWHEHUETO
/MM KoHcopuruyMa/ TOAMMCBAT TOKYMeHT [ cliopasyMeHue UK JOTOBOP.



HoxymeHTHT TpsbBa Ja ObIe TpeAcTaBeH OT YYacTHUKA B OpUTHHANT HIH
HOTapHaATHO3aBEPEHO KOIIHE.

JloxyMeHTBT Tps0Ba Ja ChABpXKa KIIay3u, KOUTO FapaHTHPAT, 4e:

[J Berdxn unieHOBe Ha 00eMHEHNETO/ KOHCOPIMYMa ¢a OTTOBOPHH 3a¢JHO M TIOOTICIIHO
3a U3IBIHEHUETO Ha JI0TOBOPA;

0 E onpemeneH mpejcTaBisBamMAT  0O0€JUHEHMETO/ KOHCOpPIMYMa, KOHTO ¢
YIBIHOMOIUEH Ja 3aIbJDKaBa, Ja IIoNydaBa yKa3aHWs 32 M OT MMETO Ha BCCKHM WICH Ha
o0eIMHeHNeTO/ KOHCOPITMYMa,

U IlpencraBnsBamusT oOeiuMHEHHETO/ KOHCOPHUYMAa € YIBIHOMOINEH Oa MpeICTaBH
odepTrara OT UMETO U 332 CMETKA Ha O0CAWHEHUETO  JId CKITFOUH TOTOBOP ¢ BH3IOKHUTENS;

[J CpoxbT Ha oOeIMHEHHWETO ¢ Hali[IMamKo 3a BpEMETo, 3a KOETO Mopbukara Ine Onie
H3MBIHCHA;

O Beuuku yjieHOBe Ha 06CI[I/IHCHPI6TO/ KOHCOpITMyMa Ca 3abJIKCHU JIa OoCTaHaT B HEro 3a
e ICpruod Ha U3IbJIHCHUE Ha JOTOBOpa,

U Paznpe,ueﬂeHI/Ie Ha HCﬁHOCTHTe, OpeaAMET Ha Bb3jlaraHara 06H_ICCTBCH21 IMOPBYUKA, MECKITY
YYaCTHHUIIUTE B 06C,I(I/IHCHI/ICTO.

He ce oonyckam npomenu 6 cocmasa na obeounenuemo ciied nodasarnemo Ha odhepmama.

Koraro He e mpumiloxkeH JOKYMEHT (CIIOpa3syMEHHE HWIM JOTOBOpP) 3a Ch3IaBaHEeTO Ha
obenuHeHNE/ KOHCOPIMYM WM B TPHIOKCHHAT TaKbB JIHICBAT KIAy3W, TapaHTHPalld
M3IIBIHEHUETO HA FOPEHOCOUCHUTE YCIOBUS, WM ChCTABBT Ha OOCTUHEHHCTO C¢ ¢ MPOMEHHIT
clleql NojaBaHeTo Ha oheprara, yJacTHUKBT Ie ObJe OTCTPAHCH OT YYacTHe B Ipoleaypara 3a
BB3JaraHe Ha HACTOsMIaTa O0IIeCTBEHA MOPHUKA.

B cmyuwait, we ywacTHHK B mpouenypata ¢ OOCAMHEHHE/KOHCOPIMYM, KOETO HE €
PETUCTPUPAHO KATO CAMOCTOSITETHO FOPHANYECKO JIWIE, BCEKH CJIMH OT YJaCTHUIUTE TpsOBa Ja
OTTOBaps Ha onmHucaHuTe o [Jrope axMuHUCTpaTUBHU H3ucKBauus 1o 3011,

B 1031 cnyuait u cbrimacHo wit. 56, an. 3, ot 30I1, korato y4acTHHKBT B TIpOIEIypaTa €
o0eIMHEHNE, KOETO HE € FOPWIMYCCKO JIHIe, Ackmapaumute o wi 47, am. 1, 2 u 5 ce
IIPEACTABAT 3a BCAKO (PU3HIECKO WITH IOPAINICCKO JIUIIE, BKIOUYEHO B 00¢IUHEHUETO.

Cerimaco wi. 56, an. 4 ot 3O0Il, xoraro y4YacTHHKBT € UyXIACCTPAHHO (H3HYECKO,
FOPHIMUECKO JIHIE WM o0cIUHEHNE Ha TyXASCTPAaHHN (PU3UUESCKA W/UIH FOPUIMYCCKH JIUIA, TO
Te3W YyXJIECTPAHHM JIMIA TPSAOBA J]a OTTOBAPAT Ha IOPENOCOUeHUTe H3KcKBanus B P. Brnarapus
U B AbpXKaBara, B KOATO ca yCTaHOBeHU. B To3m ciryuaif, Aeknapaiunre, KOUTO ¢a Ha Iy €3HK,
cieqiBa Jia ObJaT MpeJICTABeHU U B TIPEBO/.

BranoxutensT, ¢ orjen npegocTaBeHata My TpaBHA BB3MOXKHOCT B WL, 25, ain. 3, T. 2 oT
3011, He nocmasa u HAMA U3UCKEAHe 34 CB30A6AHE HA HWOPUOUYECKO JUUe, KO2AMO
u3bpanuam 34 UHBIAHUME YYACHMHUK € 00eOUHeHUe/KOHCOPUUYM, KOemo He e
PecUCMPUPAHO KAMO CAMOCHOAMETHO IOPUOUUECKO Nule.

Kozamo yuacmnuxvm npedeusicoa yuacmuemo Ha nOOU3HBIHUMENU RPU UsHbIHEHUE
Ha nopvyKama, aJMUHUCTPATUBHUTE H3UCKBaHMA N0 3aKoHA 3a OOMICCTBEHMTE IMOPHYKH,
nocodeHd B Wi 47, an. 1 u an. 5 ot 30I1, ce mpunarar 3a noau3msiIHUTENUTE. B TO3M ciryuai,
CHIVIacHO pasnopendarta Ha wr. 56, ar. 2 ot 3011 u npu ycnosusaTa na wi. 47, an. 8 ot 3011,
JIeKJIapaluuTe 3a JuIca Ha oOCTOsTeNICTBa chriacHo wi. 47, ax. 1 u am. 5 ot 30IT ce
TIPEACTAaBAT 3a BCEKU C€IMH OT ITOAU3ITBIHUTEIINTE.

1.8. OcBen B mocovenute B T. 1.7 xunote3u, BB3M0XKUTENAT Ie OTCTpaHU OT y4acTUE B
MpoLEeypaTa BCEKH YIaCTHUK, IIPU KOUTO € HaJIMIIe HIKOE OT CIISIHHUTE 00CTOATEICTRA:

1.8.1. B odepraTa He € mpeACTaBeH HAKOH OT HEOOXOIUMWTE TOKYMEHTH IO Wi. 56 OT
3axoHa 3a 00IIEeCTBEHNTE IOPHUKH, OIIMCAHU B JIOKYMEHTAIIMATA,



1.8.2. xoliTo e mpexacTasuia odepra, KOATO HE OTTOBAPAT HA IIPEABAPUTENHO OOABEHWUTE
yCIIOBHUS Ha BB3T0KUATENS,

1.8.3. xo¥iTo e mpencraBun odepra, KOATO HE OTroBaps HAa H3NUCKBaHUATA Ha ui. 57,
an. 2 oT 3aKoHa 3a 0OIIECTBEHHTE TIOPHYUKH;

1.8.4. 3a xororo mo pena Ha wi. 68, am. 11 ot 30Il e ycranoBeHO, Ye € MpPEACTABUI

HeBApHa MH(OpPMANMsA 3a JOKa3BaHC HA CHOTBETCTBHETO MY € OOSBEHHMTE OT BBL3JIOKHTENS
KpUTEpUH 3a o00p.

1.9.Be3noxkurensr He IpHeMa 3a ydacTHe B NpolleAyparta W Bpblla He3zabaBHO odepra,
KOSITO €:

1.9.1. locTemuna B He3amevaTaH, MPO3paveH MM CKBCAH IIIHK;

1.9.2. TlocTpuma cinex m3THUaHe HA KpalfHUS CPOK 3a TMojaBane, chobpasno OGsasaenneTo
3a 00IIecTBEHA MOPBHYUKA.

VuacTHULIUTE ca JUIBKHM B TIpolleca Ha TPOBEXK/aHE HA Tpolleaypara Aa yBeZOMIBAT
Br3noxurens 3a BCHUKY HACTHITIIIA IIPOMEHU B 00cTosTeacTBaTa 1o wi. 47, ai. 1, 2 u 5 ot 30I1
B 7[]THEBEH CPOK OT HACTHIIBAHETO WM.

Jabeaexka: [Ipeocmasanemo Ha ogepma 3a yuacmue 6 HACMOAWAMA OMKDPUMA
npoyedypa 3a0badicaéa Y4aCMHUKA 0d NpuemMe HANBANO 6CUYKU UBUCKGAHUS U YCIOGUS,
noco4enu 6 masu OOKYMENmayus, npyu cnazéane Ha 3axkona 3a oouecmeenume nopvuxu (30I1).
Iocmaganemo na pasiudnu om me3u ycioeua U USUCKGAHUSL OM CHMPAHA HA YYACMHUKA HE
AH2AXCUPA NO HUKAKE HAYUH Bwanooicumenst.

CIIEHNOUNYHU NU3UCKBAHUSA KbM YUACTHUIIUTE
N3uckBanusg KbM JeKADPCTBEHHUTE MPOIYVKTH:

-JlekapcTBeHUTe NPOAYKTH TpsAOBa Ja OTroBapaT Ha H3McKeanuara Ha 3JIIIXM, na
IpUTEekaBaT BAIMIHO paspelleHue 3a ymorpeda B cTpaHara, u3mameHo mo peaa Ha 3JIIIXM wmm
Permament /EOQ/ No726/2004 1 Ha EBpomeiickust mapnament u ChBera /423, am.1 ma 3JIIXM/,
ceprudukaT 3a ocBoOOXKHaBaHe Ha maptuaa, usmamen no 3JIIIXM m ymocroBepsBami, ue
HapTHuara e IpoU3BeNeHA ¥ KOHTPOIUpPaHa B CHOTBETCTBHE C H3UCKBAHMATA HA pa3pelieHHero 3a
ynotpeda o peaa Ha 3JIITXM.

-B ciy9ali ma w3THYaHe Ha pa3peIMMTENHOTO 3a YHOTpeGa Ha JIEKapCTBeH MPOIYKT Ipe3
CpOKa Ha JOTOBOPA, YYACTHHUKBT JeKIapupa B CBOTBETCTBHE ¢ wwi.55, am6 ot 3JIIIXM,
KOJIMYECTBATa OT JeKAPCTBEHUS MPOILYKT Ca HATHYHH.

-JlexapcTBennTe 1poxykTH TpsdBa 1a OBAaT BKmodeHH B [Ipmnoxenue Ne 2 ot [Tozntusaus
JIEKapCTBEH CIUCHK, aKTyalleH KbM JaTara Ha OTKPUBAHE Ha MPOIeAypara.

-JlexapcTBEHUTE NPOAYKTH TpsAOBa Ja OBIAT ¢ ObpXKaBHA PeryiIHMpaHa ICHA, ChIIIACHO Il
258, an.1 ot 3JIIIXM.

-B ciyuqaii, ye nipe3 BpeMeTo Ha jAeliCTBHE Ha JIOTOBOpa JbpiKaBHATA peryavpaHa IeHa Ha
JOTOBOPHUTE JEKapPCTBCHU IPOAYKTH, BKIFOYCHN B I[03UTHBHMS JI€KapCcTBEH CHMCHK 110 91262,
an. 5 or 3JIIIXM crane mo- uucka ot goroopeHata, W3ITBJIHUTEJIAT ce 3agpmkasa na
xopurupa ueHute, Karo BB3JIOKHUTEJIAT me 3amuama ekapcTBeHHTe HPOAYKTH Ha IO~
HHUCKaTa IleHa OoT JaTaTa Ha BJIM3aHe B CHJIa Ha KOHKPETHOTO pernerue Ha KoMmucusara 1mo menure
Ha JIEKAPCTBEHUTE TPOIYKTH. '

-YuacTHUKBT TpsA6Ba ]a € OTOPH3UPAH OT CHOTBETHUTE IIPOM3BOMUTEIN JId YUACTBA OT CBOE
UMe C JIEKapCTBEHUTE IPOJYKTH Ha MPOM3BOIMTENMTE 32 odepupanute nmpoayktu 3a 2015 r. na
TepuTopusira Ha Permy6iuka brirapus.

M3uckBaHus KbM YYACTHUIIHTE:

-Komnne Ha eIWH OT clefHWTE BAIWIHU JOKYMEHTH: paspelleHHe 3a THPrOBUS HA eApo ¢
NIEKapCTBEHH NPOJAYKTH MM paspellicHHE 3a IPOHW3BOJACTBO HA JIEKAPCTBEHW TPOAYKTH, HIH
YmocToBepeHre 3a perdcTpanys 3a THProBUs Ha €pO ¢ JIEKapCcTBA WM pa3pelleHHe 3a BHOC —
u3nazenu mo peja Ha 3JIIIXM.




- Komue na Banuana nuiensus, usnaneHa no pexa va 3KHBII, korato ygactsar 3a 1ocTaBKa
Ha JIEKapCTBEHH IPOIYKTH, ChIbpKallld HAPKOTHYHY BelecTBa oT mpuioxenus 2 u 3 Ha 3KHBII
- OTHACS C€ 3@ YYACTHUITM KOUTO yUacTBaT 3a JIEKAPCTBEHU TIPOIYKTH.

- Konue na BasmanHo pa3zpemenue 3a ynorpeda B cTpaHara, u3aageHo mo pena xHa 3JIIIXM
uma Permament /EOQ/ Ne726/2004 r ma Esponefickus mapiamednt m Copera /un.23, an.l na
3JTIXM/.

VYuactHULUTE CclieBa J1a MpeAcTaBsT JeKnapanus B ¢BOOOJCH TEKCT OT TAXHO MMC, Ye IIe
OCHUTYPAT HEOOXOJMMHUTE KOJIUYECTBA JIEKAPCTBEHW MPOAYKTH, TPEAMET Ha JIOTOBOpPA, 3a IENUs
CPOK Ha JIOTOBOpA.

CbABPKAHUE HA O®EPTATA:

Besika odepra TpsOBa ga chabpika TpH OTACTHU 3allCYaTaHH, HENPO3PAYHN W HAIIHCAHH
TIJIMKa, TOCTABEHH B €IWH 00Nl 3allevaTaH, HElPo3paueH U HANMUCAH IUIMK, KAKTO CIIC/IBa:

ITnux Nel ¢ naonuc: ,, [{oxymenmu 3a noo6op”.

B Hero ce mocTaBAT TOKYMEHTHTE, U3UCKAHU OT BB3ITOKHTENS, ChIIacHo Wi 56, aim. 1, T. 1

-6, T.8u T. 12 - 14 ot 3011, oTHacsImH ce 10 KPUTEPHUUTE 3a MOA00p HA YUACTHHUITUTE, CHOOPa3HO
yKazaHusaTa Ha Bu3moxuTens.

ITnuk Ne 2 ¢ naonuc: ,, Ilpeonooicenue 3a usnvinenue Ha nopvukama’”.
B mero ce mocraBaT gokymentdre mo wi. 56, am. 1, . 7 m 9 or 3O0Il, cBpp3anmu ¢

M3IIBJIIHCHUETO Ha MOPBUKATA, IPHAPYXKEHU OT O(i)I/IIII/IaHHI/I JOKYMCHTHU OT MPOU3BOJAUTEIIA 3a
TEXHUYCCKUTE XaAPAKTCPUCTUKU Ha U3ICIHUETO

Ilhuk Ne 3 ¢ naonuc: ,, Ilpeonazana yena”.

B mmmka ce mocrass ICHOBATAa oq)epTa Ha Yy4YaCTHUKA, H3TOTBCHA IIO 06pa3€ua oT
HacTogmara JOKyMCHTal .

HEOBXOMUMHU J1OKYMEHTHU

1. CnicbK Ha JOKYMEHTHTE, ChIbpKAIM ce B odepTaTa, [OIMUCAaH OT YUYaCTHHUKA. B
CIIMCHbKAa YYacTHHWKA CJIE[Ba Jia OIMIIEC BCUYKM IIpeACTaBeHH OT HEro JOKYMCHTH. CIUCHKEBT
cleBa Ja ce IOCTaBM B HAYaJloTO Ha INOKyMEHTHTe. Bceku IHCT, ChIBpXKaml ce B IUIMKA,
3aBJDKUTEIHO clie/[Ba 1a Ob1e HOMEpUpPaH | MOJPEICH ChIIIACHO CIUCHKA.

2. OdrepTa — IpeIoKeHne HA yIaCTHHKA, oIbIHeHO 1o O0paserr Ne 1;

- 3. Horapuaino 3aBepeHO NBJIHOMOIDHO Ha JIMIETO, YIObJIHOMOINEHO 12
NpeJICTABIABA YYACTHHKA B Ipomeaypara (KOraTo yYacTHUKBT He ce TIpe[cTaBisBa OT
Jviara, KOUTO WMar IPaBo Ha TOBA, CHINIACHO JOKYMEHTHTE MY 3a PETUCTpaITys).

4. ToxymenT L 10roBOp WM cIOpa3yMeHHe 32 Ch3aBaHe HA 00eTHHEHHe, IOIIHCAH
OT JIMNATa, BKJYEHH B 00¢IHHEHHETO, KOraTo Y4YacTHHK B Ipoueaypata e
00eTHHEHN/KOHCOPIIUYM, KOETO He € IOPHJAMYEcKo JIHIe, B KOWTO 3aJbJLKHTETHO ce
MOCOYBA MPEACTABJIABAINHUSL.

JoxyMeHTBT ce mpeicTtaBs B ciydai, Ye YYAaCTHUKBT € HelepcOHUu(PHUIUpaHo
obenmaeHue. ChIMUAT crexBa Aa ObJe B OPUTHHAN WIIH HOTAPHANHO 3aBEPEHO KOMHE W OT
Hero cieBa Ja ObJe BUIHO/BHIHM JIMIETO/INIATA, KOUTO TO TPEACTABIIABAT.

B ciygait, 4e y4acTHHKBT € oOeqMHEHHe, KOETO HE € IOPUANYECKO JUie, W JIMIETO,
nomaBamo odeprara, He € W3PUYHO BIIMCAHO B CIIOPa3yMEHMETO, C KOCTO ce Ch3faBa
o0eHEHNETO; cieBa J1a ObIaT MPEACTABEHN U HOTAPHATHO 3aBEPEHH TBITHOMOIIHH OT BCHUKA
YYaCTHHUIIN B 00CMHCHHETO, C KOUTO YIIBIHOMOIIABAT TOBA JIMIE, KOETO MMa MPaBo Jia MoJajle
o(epTaTa, a TOMBIHN U TOJIIIHUIIE JOKYMEHTHTE, OOIIH 3a 00eIMHEHNETO.

5. lexaapanus 3a oTcheTBHE Ha obcrosTencTBAaTa MO 4d. 47, an. 9 ot 3akoHa 3a
o0mecTBeHNTE MOPHLYKH, MONMBbJIHeHA MO obpasen, OoOpazerr No2 (opurmman). Koraro

VYACTHHUKGT IPEIBHKIA YUACTHE Ha MOAU3IBIHNTENH, OKa3aTelcTRaTa o 447, an.8 ot 3011
ce IPEICTaBAT 3a BCEKH SIUH OT TAX. ‘



B cydai, 4e yqacTHHKET € OOETMHEHHAE, NEKIApAIIs ce MPECTABs 33 BCAKO (BH3UIECKO
WM FOPUTAYECKO JIUIIE, BKIHOYEHO B 00CAMHEHNETO, ChIVIACHO WI. 56, an. 3, 1. 1 ot 3011, npu
ycuosusaTta Ha wi. 47, an. 6 ot 3011,

Koraro neknmapaTopbT € UyXAECTpaHCH IpaXIaHWH, NEKIApauudaTa/ure, KOUTO ca
IPEICTABEHN Ha 9yK] €3UK Ce IPEACTaBs U B PEBOJT HA GBITAPCKH €3UK.

6 Jloka3aTejicTBa 3a TeXHHYECKHTe BB3MOKHOCTH W/WIM KBaMQUKAMs Ha
y4acTHHKA, ckraacHo wi. 51, an. 1 or 3011

6.1. Konve Ha BanmuzeH cepTuhUKar, M3ajleH OT aKpeAUTHPAHH JIUIA 32 yIpaBIeHHE Ha
KadecTBoTO, cTangapt ISO 9001:2008 umm eKBUBaNeHTEH W3MaJICH HA UMETO HA YYaCTHUKA C
06XBaT IPUIIOKUM 32 U3IThIIHEHHE HA HACTOSIIATA IOPHUKA.

6.2. Konve Ha ¢iMH OT CNCIHMUTC BAIUAHHA JOKYMEHTH: pa3pelleHHe 32 THPIOBHS Ha
elIpO C JIEKapCTBEHU MPOJYKTH, WU paspelIeHHe 3a MPOU3BOJCTBO Ha JIEKAPCTBEHH IIPOJYKTH,
UM YI0CTOBEpEHHE 33 PETUCTPallUs 3a THPrOBUS HA eIpo ¢ JeKapCcTBa, WM PaspelleHue 3a
BHOC — U3/1ajieHu o pena Ha 3JIIIXM

6.3. Konwe na BanumHa muieHsus, w3ganeHa no peaa Ha SKHBII, xoraro ywacTtsa 3a
JIOCTaBKa Ha JEKAPCTBEHU IIPOLYKTH, ChABPIKAIIN HAPKOTHIHA BEIIeCTBA OT IPHIOXKEHHUS 2 U 3
uma 3KHBII.

6.4. Konme Ha BalMIHO paspelleHHe 3a ymoTpeba B CTpaHaTa, M3AANEHO IO peja Ha
3JIIIXM umu Pernament /EOQ/ Ne726/2004 r Ba EBporneiickus mapiament u ChBera /41.23, an.1
Ha 3JHIXM/

6.5. Jexnapauus B cBOOOJEH TEKCT OT yYacTHHKA B CHLOTBETCTBHE C WI.55, aln.6 or
3JIIIXM, B KoATO JeKiapupa d9e INE OCHIYPH HEOOXOAMMHUTE KOIMYECTBA JIEKAPCTBEHH
IIPOAYKTH 3a CPOKa Ha JIOTOBOPA.

6.6. OTOpH3alMOHHM IMCMa OT CHOTBETHHTC MPOM3BOJMTENH, YAOCTOBEPABAIIM, HUe
YYaCTHUKBT € YIIBIHOMOINEH Ja Tpedjara OT CBOC WM JIEKAPCTBEHWTE INPOAYKTH Ha
TeputopuaTa Ha Penybmuka Bwarapms mpes 2015 r. (3aBeperm OT ydacTHMKAa Komwms). 3a
IPOU3BOAUTENHM, PETUCTPUPAHU IO OBITApCKOTO 3aKOHOAATEICTBO Ce MPEACTABIAT OPUTHHAIN
WA 3aBCPCHH OT YYACTHUKA KONHS Ha OTOPU3ALMOHHUTE MHCMA. 3a UyXKIeCTPaHHH
IPOM3BOJUTENN C& UPECTaBs ouIMaleH IPeBo/] Ha OTOPU3AUMOHHHATE ITHCMA U 3aBEPEHO OT
Y4acTHHKA KOIIME Ha OpUTHHATIA.

7. Mexaapamusa mo =i 56, an. 1, 1. 8 or 30Il (OGpasen Ne 3) 3a
W3I0/I3BaHe/HEN3IO0N3BAHE Ha IIOMU3ITBIHUTEN U CIIMCHK ¢ MMEHATa UM, C IIOCOYBAHE HA BUIA
Ha paboTHTe, KOWTO e M3BHPIIBAT U JIe/]a Ha TAXHOTO YYACTHE.

8. [Mlexmapanms 3a chIjlacHMe 3a ydyacTue Karo mommmenauren (O6pasen Ne 4).
3abenexka: Koraro odeprara IpeaIBHKAA YUaCTHE HA MOJU3ITBIHATENY, B HES ce TOCOYBAT:

] iMeHaTa Ha TIOJIU3IIBIHUTEIINTE, U

(] BUABT Ha pabOTHUTE, KOUTO M€ U3BBPIIBAT, KAKTO U

[1 nempT HA TAXHOTO Y4ACTHE.

3abenexka: Jleknapanusra ce mMOMbIBA OT BCEKU IOAU3IIBIHATEN IOOTAEITHO.

9. lexnapanms 3a NIpHeMaHe HA YCJOBUATA B MPOEKTa Ha Jorosopa— O0pazen NoS.

10. Jexnapamusi 3a JMIca HA CBBP3aHOCT ¢ JAPYr YYACTHHK B Ipoleaypara B
cboTBeTCTBHE € WI. 55, an. 7 o1 3011 u 3a ymrica Ha o0cToATENCTBO 110 Uil §, ai. 8, T. 2 ot 30I1
— Obpazer Ne 6.

Koraro y9acTHHK B Iiponiefypara e 00eIMHeHNe, KOETO HE € IOPHANIECKO JIUIIE:

1. joxymenture mo wi.56 am. 1, 1. 1, 6yksu "a" u "6" ot 30II ce mpencrasar 3a
BCAKO (PM3MYECKO WM FOPUIWYCCKO JIHIE, BKIIOYEHO B 00 JUHEHHETO;

2. goxkyMeHtuTe mo w56 am. 1, 1. 1, Oyka "B" m T. 4 u 5 or 30Il ce
IPEACTaBAT CaMo 3a Y4acTHUIUTE, Upe3 KOUTO OOCTUHEHHETO MOKa3Ba CHLOTBETCTBUETO CH C



KpUTepuuTe 3a noadop 1o wi. 25, an. 2, T. 6 ot 30I1
3. mexmapanus mo 4i.56 am. 1, T. 11 ot 30II ce mpeacTass camMo 3a YYaCTHHUIIATE B
00€eIMHEHHETO, KOUTO INe M3MBIHABAT JEHHOCTH, CBHP3aHU ChC CTPOUTENCTBO WM YCIyIH

HokymenTuTe B 1wk Ne 1 ce NpeACTaBAT B OpHTHHAT WM 3aBEPEHO OT YJACTHHKA
xonye. Beuuky Jexnapanuy ce IpecTaBiIT B OPUTHMHAT M Ce HOANKWCBAT TI0 peja M OT
JIUIATa, [IOCOYEHU B HACTOSIINTE YKA3aHH.

2. Coabpixkanne Ha maHk Ne 2 ¢ uHagmuc ,JIpemioskenue 3a M3NbJHEHHE HAa
nopbpuYKaTa”, ‘

2.1. Texangecka Odepra — crippixaima Cpok 3a U3MLJIHEHHE Ha TOPBYKATa, IIPeIMeTa
Ha o0mecTBeHara mopvuka— O6pazern Ne 7;

2.2. Texuuvecko mpeIokKeHHe, CbriacHo wi. 56, an. 1, 1. 7 ot 30I1 — Tpadsa 1a 6b1e
U3roTBeHa choOpazHo obpasera - O6pasen Ne 8, npu cLOMONaBaHE HA IBIHOTO ONMCAHHUE HA
o0eKTa Ha MOpHUKaTa U TEXHUYCCKOTO 3aJaHue, W3NCKBAHUATA KBM O(eprara W ycIOoBHATA 3a
U3ITBJINEHUE HA TTOPHYUKATA.

B ciyuait Ha xoHbUAeHIMaTHa HHOOPMAIHS YIACTHHKA mojaBa u J[ekiaparus 1o 433,
an.4 or 3011 — O6pazen Ne9;

2.3. Jlexnapaumst B cBOOOJECH TEKCT, M3/[aJeHa OT YYACTHHKA, B KOATO HEKIApUpA, ue

TpeJlaraHuTe JIeKapCTBEHH IPOAYKTH UMAT OCTaThUCH CPOK Ha IOAHOCT He mmoIMaimko ot 60% ot
00SBEHHUS OT IIPOU3BOAUTEINS CIIPSIMO JlaTara Ha JOCTAaBKATA.

Benuku crpaHuIim Ha JOKYMEHTHTE, ChIbpXamM ce B ImK Ne 2 cieiasa ga OBjaar
HOMEpPUPAHU TOCIEOBATEITHO.

*Ilogasar ce TomkoBa IUMKa Ne 2, 110 KOMKOTO 060cO0EHH MO3UIUK OT cHeNu(UKAINATA ce
y4yacTBa, ¢ Haguuc , IIpeanoxenne 3a N3INbJIHeHHe HA MOPBHYKATA 32 000co6ena mosumust No ..,
Ha CHOTBETHATa 000COO0CHA MO3MIMS WM TOANOIMIUSA B KOWTO IUMK ce mocTaBs Texmm4ecko
OpepIokKenue, chbriacHo 4. 56, aa. 1, 1. 7 or 3011 — O6pazen Ne 8. Benuku , IIpentoxenue
32 M3NMbJIHEHHE HA MOPHYKATA 3a 000cobeHA mo3umus No ... ce [OCTaBAT B €AMH OO IITHK
3a€/IHO0 ¢ TEXHUYECKOTO IPEIOKECHUE 3a BCHUKM IO3WOWH 3a KOUTO YYACTHUKHT YYacTBA
3anucano Ha MarauTed wm CD HocuTen, n Texundecka Odepra — OGpasen Ne 7.

AKO yYaCTHHUKBT II0fiaBa odepTa 3a MoBede HOMEHKIATYPHU €IMHUIU OT CHLOTBETHATA
00ocoOeHa IO3WIMS CjIeBa Ja TH TOCTAaBM B e€JWH OOII IJIMK KOMTO ce OTHAacs 3a Isiata
000co0¢eHa ITO3UTINS, KATO caMo OTIMCBA HOMepaTa UM BhpXY ILTHKA.

3. Chabpikanue Ha MK Ne 3 ¢ Hagmuc ,Ilpenaarana nena”.

B Tpetns 3amevaran, HempospadeH UMK Ne 3 yuacTHUKBT CiejiBa Ja IIPEeNCTaBH
3aIBIDKUTENHO LICHOBOTO CH MpeaiokKeHne, ¢hrtacho wi. 56, an. 1, 1. 10 or 3011, monnwaneno
1o obpasen O6pazen Ne 10 KpM HacTOSAIIATA JTOKYMEHTALMS.

Ilenomara odepra /Ofpazey Nel0/, TOUBIHEH HAMIEKHO, CBIVIACHO YKA3aHOTO, 33 BCEKH
CIEMEHT OT CUUCBKA C JICKAPCTBEHUTE MPOAYKTH, 3a KOHTO YYaCTHHKBT KaHIHIATCTBA.
@opMyIIIPBT ce IpUJIara pasledyaTal Ha XapTHs, KaTo clie/iBa Aa ObJIe IOAIKMCaH U IOAIeYaTaH OT
KaHAWUJIaTa W OT YITBITHOMOIIEH OT HEro MPeJACTaBUTE.

IlennTe, MOCOUEHH OT ydacTHHKA, TpsaOBa Ma OBIAT B OLJIrapCKM JIEBa, ¢ MOYHOCM 00
emopus 3Hax cned oecemuynama 3anemas ¢ kmoder J[J[C. B Tesn nenn tpsaosa na ce BKIoUar:
BCHYKH Pa3xoJy II0 JOCTaBKaTa W M3IIBIHEHUETO Ha opbukara Jio ckinax Ha MBAJI “JI-p Ctoituo
Xpuctos” EOO/], rp. Cesmueso, yir. «Credan [Termes» No147.

Ilena 3a emuHuIa MspKa (JE€KapcTBEHO BEIIECTBO) HA MpemlaraHus IPOLYKT IO
MEKIyHapoaHo HenaTeHTHO HaumMeHoBaHHe (INN) chrimacho cnenmmdukarusra, ¢ Bkmouen JJIC,



H3YHCIEHA Bb3 OCHOBa Ha MPENIOKEHATA LEHA 32 JEKAPCTBEH NPOAYKT MO ThProBCKO
HAMMEHOBAHHE ¥ C BKIIOYECHH HAJLUECHKH 32 THProBell Ha ¢IP0 B CHOTBETCTBHE ¢ M3UCKBAHUATA HA
Hapenbara 3a ycnosuaTa, npaBUIaTa M pefa 3a peryjiupaHe M PErUCTpUpaHe Ha ICHATE Ha
JIEKapCTBEHUTE TIPOTYKTH. ‘

Ennnnuna 1ena 3a Bcekn npeiiaran J1eKapcTBEH MPOIYKT MO THProOBCKO HAMMEHOBAHKE B
JIeBa, A0 BTOPH 3HAK CJI¢[l JeCCTHYHATAa 3aueras, MO KpaeH mnoxywaren ¢ BimoueH JIJIC.
Ilocouenara nena 3a omakoBKa Ha JIGKAPCTBEHUS NIPOAYKT He TPsGBa [a NPEBHIIABA JTHPKABHO
perynupanara IieHa o pega Ha w261, an.l ga 3JIIIXM ¢ BKItOYEeHH HAAIIEHKM 3a THPrOBEI Ha
©Ip0 B CBOTBETCTBHE ¢ H3HCKBaHMsATa Ha Hapenbara 3a ycmoBusita, npaBwiaTa W peaa 3a
peryiIupaHe W PperucTpupaHe Ha LEHUTE HA JIEKApCTBEHUTE MPOJYKTH W Ja He IpeBHINaBa
CTOMHOCTTA 32 OMAaKOBKa, M3UMCIICHA Ha 0asa pedepeHTHA CTOMHOCT (KojioHa ,M” or IIJIC). B
Clly4aH, ue IPeIIIoKeHaTa [eHa 3a ollakoBKa € [10-BHCOKA OT CTOMHOCTTA 3a ONAKOBKa, M3UACIICHA
Ha 6asa pediepenTHa cToMHOCT (KoMoHa ,,M” ot IIJIC), ChOTBeTHATA MO3UIHS HE CE JOMYCKa 0
KJIacHpaHe.

O6ma croiiHoct Ha odeprata B jeBa ¢ BrimodeH JIJ[C, W3uMcieHa BB3 OCHOBA Ha
oeprpanara neHa 3a eIMHMIA MApKa (IleKapcTBeHO BemecTBo wiam DDD) Ha mpeytaranms
JICKAapCTBEH MPOAYKT M0 MEXKIYHAPOHO HEMTATCHTHO HAMMEHOBAHHUE,

Komonurte ot O6paszen Ne 11 ce monbJjaBaT KakTo ejeaBa:

B xonona ,, Tbproscko HaHMeHOBAHHE HA JIEKAPCTBEHHSI HPOXYKT” ce HOMNBIBA THPTOBCKOTO
HaNMECHOBaHWE Ha JIEKApCTBEHMS IPOIYKT, Ha JIATHHUIA, Taka Kakto e cmopex Kparkara
XapaKkTePUCTUKA Ha TPOAYKTa BBB (opMaT: "HaumeHosanue na jexapcmeenus npooykm'
"nexapcmeena @opma” "konuvecmeo Ha axmusHo eeugecmeo & 00306a eounuya" "00306a
edunuya" x "6poii 00306u edunuyu 6 onaxoska’

B B xonona ,bpoit B omakoBka“ ce mombiBa Oposi Ha eJMHUYHHTE [030BH (OPMH B
OKOHYATEJIHATA BTOPUYHA OMAKOBKA Ha JIEKAPCTBEHHUS IPOAYKT (XpaHm).

B xonona ,llema 3a mspka oT Koiona /4/“ ce mombiBa mpeanaraHarta NeHa 3a MIpKaTa
ompejiesieHa B KoloHa (4) - camo ¢ nudpu, kpaifHata TocTaBHA leHa B IeBa, ¢ Bkmouen JIJIC, ¢
TOYHOCT 10 BTOPHM 3HaK CIeJ OeceTW4Ha To4ka. Tasu IeHa ce M3IoJ3Ba TPH KjlacHpaHe Ha
TIPEIUTOKSHUSTA.

B xonona ,,Ilena 3a Thproscka onakoBka oT KoJoHa (8)“ u3uncispa ce IeHATAa 32 ONIAKOBKA Ha
0a3a IoIbJIHEeHA [[eHa 3a MApKa H 6poii B 0IIaKoBKa.

B xonona ,,Ilena 3a omakoBka nmo wi. 261 a, anx.1 ot 3JIIIXM* ce momsBa IeHA 33 OIIAKOBKA T10
. 261a, an.1 or 3JIIIXM. Ta3u nena tps6Ba 1a ChOTBETCTBA Ha OakoBKaTa B KoJoHa (10).

B konona ,,CToiiHOCT 32 0HAKOBKA, H3YHCIeHAa HA (a3a pedepenTHA cTOHHOCT® ce IOILiIBA
CTOMHOCTTA 3a OIAKOBKa OT KojoHa (11), m3umcnena na Gaza pedepeHTHA CTOWHOCT, CHITIACHO
Hpunoocenue Ne2 na Ilosumuenus nexapcmeen cnucvk, aKTyajieH KbM JlaTaTa Ha OTKpUBAaHE Ha
nporeypara

Ilpenoxkenara IeHa cieiBa Ja  0bJec OKOHYATEJHA M _J1a__He INpPEBHUINABA
IpeusuncieHaTa CTOHHOCT 32 ONAKOBKA, Ha 0a3a pedepentHa croiinocr. B ciyuyaii, ue
IPET0NKEHATA [EHA 32 ONAKOBKA € MO-BHCOKA OT NpPEU3YHCIeHATA Ha 0asa pedepeHTHA
CTOMHOCT, CHLOTBETHATA MO3UIIU He ce TONYCKA 10 KIaCHpPaHe.

Ilpeanoxenara meHa Ha JIEKapCTBEHUS MPOAYKT IO THPrOBCKO HANMEHOBaHHUE CIeBa jla
BKITIOYBA BCHYKH Pa3sXOJu J0 KpacH IOJIydaTell, IPU CPOK Ha TOMHOCT He TMO-MalbK oT 60 Ha cTo
OT 00sIBEHUS OT IPOM3BOAMTEIA KbM JaTara Ha BCSAKA JOCTABKA.

*1lomaBar ce TonkoBa MIMKa Ne 3, O KOJIKOTO TO3MIIMH OT CHENU(HKANUITA Ce YIacTBa, C
Hagmuc ,lIpemnarana nesa” mo OIl Ne ..Ha choTBeTHATA 1MO3MIHUS, KATO BCHUKH CE IIOCTABAT B
enun obu kK , [Ipennarana mena”, koito creasa ja Oble HaIECAH C JAHHUTE HA KaHIWIATA,
3ae/THO € LEHOBOTO TPEJIIOKEHUE 33 BCHYKH NO3UIKY 3anucano Ha Marauten wim CD mocuren,
TIOCTaBEHO B OTIEINIEH IIIMK U HajammcaHo ,,l[enoBu obepru — CD*.

AKO y4YacTHHKBT T0JaBa o(epTa 3a IOBEYC HOMEHKIATYPHM EIWHWIM OT CHLOTBETHATA

00oco0eHa MO3UNUS Clle[Ba Jia TH IOCTaBM B €IWH OOIl IIMK KOMTO ce OTHAacsA 3a Isiara
060co0eHa TO3UIINSL.



MsicTo 1 cpok 3a mpeAcTaBsiHE HA 0QepTHTE:

Odeptute cnena na ObOaT TPEACTABEHM B JAENOBOACTBOTO HA BB3NOXKHUTEIS B
Hempo3paveH 3aleyaTaH IUIMK C HaJUC Ha BBHIIHATA CTpaHa Ha MOJaTel, ajpec 3a
KOPECIIOHJIEHIMS, Telle(oH 3a BpB3Ka, KaKTO ¥ HAUMEHOBAHWE Ha IIPolleypaTa.

Kpaitausat cpok 3a momyuaBane Ha odeprure e 16.10.2015 rox. mo 16,00 uaca B

aenosozacteoto Ha MBAJL, JT-p Croitgo Xpuctos” EOO/I, rp. Cesnueso, yi. ,,Credan Ilemenr” Ne
147, et1. 1.

MsicTo 1 JaTa HA IPOBEXIAHE HA IOTOBAPSHETO:

KanuMm Hal- y9THBO Tpe[CTaBIABAINKS YYAaCTHHKA MM YIOBIHOMOIIEH OT HETo
TPeCTaBUTEN [Ja y4acTBa B TIPETOBOPHTE, KOMTO Ie ce cherosaT Ha 19.10.2015 rox. ot 11,00 vaca
B 3acenarenuara 3ana Ha MBAJL ,JI-p Croituo Xpucros” EOOJI, rp. Cenuero, yi. ,,Credan
Iemmen” Ne 147.

Jarta Ha m3npamane Ha nokanarta: 06.10.2015 r.

Jl-p Thnamen
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