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IMMOKAHA
3a yyactue B nporeaypa Ha gorosapsise 6e3 oOsBiacHuE
3a Bb3JIaraHe Ha o0ecTBeHa NophuKa

YBAXKAEMHU JAMHA U I'OCIIOJ A,

Ha ocnoBanme wi. 64, an.1 u an.3 ot HII30II u BB BpB3ka ¢ Pemenne Ne 662 /15.07.2016 r.
3a OTKpHBaHE Ha IIpoNeaypa Ha JoroBapsiHe 0e3 00sIBIEHHE 3a Bbh3JlaraHe Ha 0OIIEeCTBEHA TIOPHUKA C
npexmert: ,, JOCTABKA HA JIEKAPCTBEHHW ITPOAYKTH / JEKAPCTBEHHM NPOAYKTH U
JEUEGHH XPAHM / 3A HYXKIUTE HA MBAJ ,J-P CTOMYO XPHCTOB“ EOQOJ TP.
CEB/IMEBO” pasjenena u o6oco6ena B 12 Opos 060co0¢HH MO3HIMH CbC HOMEHKJIATYDHH €IMHULH
HoApoOHO omMCcaHM B TexHHYecka cuenu¢pnkanus, Ilpunoxkenne Nel xpM nmokanara. Bu oTnpansive
ToKaHa 3a y4acTue B JoropapsiHeTo, koeto mmie ce nposege Ha 02.08.2016 r or 10:00 gaca B
3acenartennara 3aina Ha MBAJI «/I-p Croligo Xpucros» OO/,

ObexT Ha mopbukaTa — cpriacuo wi.3, ain.l, T. 2 ot 30I1. Odeprara cnenpa aa chIbpKa
HHPOPMAIUAITA U JIOKYMEHTHTE, H3UCKBAIIA CE ChIIIACHO HACTOSIIATA TIOKAHA.

IIpaBHOo ocHOBaHHMe 3a OTKpHMBaHe Ha mpouexypara: wi. 79, an.l, 1. 1 or 3akoHa 3a
00INECTBEHUTE MOPHYUKH. ~

MPEJIMET HA IIOPBYKATA:
" Ilpeamer Ha moppbukara e: JOCTABKA HA JIEKAPCTBEHU ITPOAVKTHU / JIEKAPCTBEHU
[TPOJIYKTH Y JIEYEBHU XPAHU / 3A HYXXJIUTE HA MBAJ , JI-P CTOMYO XPUCTOB“ EOOJ| I'P.
CEBJIMEBO” pasgenena u o6ocobena B 12 6pos 060co0CHH MO3MIMM ChC HOMEHKIATYPHM €IUHHIIA

noapoGHO orMcaHu B TexHU4ecka crienndukaiws - [Tpunoxenne Nel kbM nokaHara.

OBIIH YCJOBUS K U3BUCKBAHUS 3A UBITHJIHEHUE HA ITIOPBUKATA:
1. H3uckeanuna Kem npeonazanume CoKu

1.1. i3nckBaHus KbM JeKADCTBEHATE NPOAYKTH:

1. JlekapcTBeHWTe NPOAYKTH TpsOBa [a OTroBapAT Ha H3HUCKBAHMATA HA 3aKOHA 3a
JIEKApCTBEHUTE TIPOAYKTH B xymanHata MenunuHa (3JIIIXM) — Tpsabpa na mpurexaBaT BaTUIHO
paspeniende 3a ynorpeba B cTpaHata, m3gageHo no peaa Ha 3JIIIXM wmm Pernament (EO) Ne 726/
2004 r. ma Eponeiickus mapnament u Cesera /u4nm. 23, an.l Ha 3JIIIXM/ u ceprudmkar 3a
ocBOOOXK/(aBale Ha IMApTHAa, u3faneH oT kpammduiupano nune no 3JIIIXM u ynocroBepssarn, ue
HapTH/IaTa JEKapCTBEH MPOIYKT € IPOU3BEACHA M KOHTPOIMPaHa B ChOTBETCTBUE C M3HCKBAHHATA Ha
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paspemeHueTo 3a ynorpeba no pesna Ha 3JIIIXM. B cryyail Ha u3THYaHe HAa CPOKA HA PA3PENIEHUETO
3a ynorpeba Ha JIEKapCTBEH HNPOAYKT IIpe3 CpOKa Ha JOTOBOPA., YYACTHHKBT JAeKJIapHpa B
CHOTBETCTBHE € 4iI. 535, an. 6 ot 3/IIIXM, 4e komH4YecTBaTa 3a JIEKAPCTBEHHUS IPOAYKT Ca HATMYHH;
1.2. JlexapcTBEHUTE MPOIYKTH, IOLYYEHH OT YOBEINKA KPBHB UM YOBEHIKA Mia3Ma TpsaOBa 1a
[pUTEXAaBaT BAIMIHO pa3pelleHue 3a ynorpeda B cTpaHaTa, u3aaaeHo no pena Ha 3JIIIXM wiu na
Permament (EO) Ne 726/2004 r. na Epornieiickus mapimament u Cesera /wn. 23, an.1 ma 3JITIXM/ n

cepTuduKaT 3a 0cBOOOXKIaBaHE Ha TAPTHJIA, M3JIAJIeH [0 peaa Ha Hapendata mo 9. 69, an. 5 u .
70, an. 4 ma 3JIIIXM;

1.3. JlexapcTBeHHTE MPOYKTH ClieABA A OBJAT C JbpIKaBHA PeryIMpaHa [eHa, ChITIaCHO YII.
258, an. 1 ot 3JIIIXM;

1.4. JlexapcTBeHUTE NPOAYKTH cjeiBa ja ObAaT BKIoYeHd B Ilpmmoxkenune Ne2 Ha

Io3uTHBHUY NEKAPCTBEH CIMCHK, aKTyaleH KbM JaTaTa Ha OTKpHBaHe Ha mpoueaypata /02.07.2016
r/.

1.5. B cmydaii, 4e mpe3 BpeMeTO Ha JIeHiCTBHE Ha JOTOBOpA Jbp)KaBHATA pEry/MpaHa IieHa Ha
JIOTOBOPEHUTE JIEKAPCTBEHH IIPOIYKTH, BKIIOUEHU B [I03WTHBHUS JEKAapCTBEH CIMCHK MO WI.262,
ai.5 ot 3JIIIXM crane no-uucka ot goropopenara, USIIBJIHUTEJIAT ce 3ampimkaBa a Koparupa
ICHUTE BBB aKTYpHUTE IO MPEABUICHUS B 3aKOHA 3a CYETOBOICTBOTO pej, kato BB3JIOXKUTEIIAT
e 3arJiama JIEKapCTBEHUTE MPOAYKTH HA NO-HUCKATA [EHA, OT JATaTa Ha BJIM3aHE B CHIIA HA
KOHKPETHOTO perieHne Ha Komucusara o IEHATE Ha JICKAPCTBEHATE IIPOIYKTH.

Ycnoeua na njiauiane — OTCpoOYCHO, B CPOK HE IMO-KparbK OT 60 Kaln€eHaAapHu IHW, CJICH
NpeACTaBAHC HA CICAHUTEC JOKYMCHTH!

o JlocraBHa (akTypa, ChCTaBeHa ChriacHo m3uckBanmsaTa Ha 3JIJIC u III3JIC —
opuruHan u 1 /enus/ Opoii 3aBEpeHO KOIHKE;

° HpHGMaTGHHO-Hpe)IaBaTCHHI/I IIPOTOKOJIN.

Breamoxutenst 3aluiama  peajlHo JIOCTaBCHUTE CTOKH IIPE€3 CpoKa Ha J0rosBopa M HE €
O6B’Bp3&H C IPOTrHO3HMTEC KOJTMYECTBA TOCOYCHU B JOKYMECHTAIUATA.

3. CpOK 3a U3nv/IHCHUE HA nopvuKama:

CpokbT 3a M3MbIHEHHE Ha Hacrosimara obiecTBeHa mophuka € 12 (BaHameceT) Mecera
CUMTAHO OT JlaTaTa Ha MOJNHUCBAHE Ha JOTOBOPA.

4. Cpok 3a usnviHeHue Ha 0ocmasKama/ume:
Cpok W HayMH Ha JOCTaBKa: BCSKAa OTIENHA JOCTaBKa, NMPEIMET HAa HACTOAIIMS IOTOBOP,

crenmBa ia ObJIe I0CTaBeHa B CPOK CHIVIACHO odepTara Ha KaHAXAaTa, Cliell HONyYaBaHe Ha 3asBKara
or BB3JIOKUTEJIS n 3a konuyectBara, TOUHO OIpejiesieHH B 3asBKaTa. CpOKBT 3a M3IIbIHEHHE
Ha CIenrHa JiocTaBka e 10 12 gaca. CpokbT 3a U3IBIHEHUE Ha PEryisipHa AOCTaBKa € 10 72 daca (3
KajeHnapHu JAHU). 3asBku oT crpaHa Ha BB3JIOXKUTEJLA ce mojaBar camo OT yipaBuTens Ha
bonHWYHA anTeka WM HETOB 3aMECTHHK, Mo TenedoH (caMo oT ympaBuTens Ha bonHuuHa amnreka
WIA HETOB 3aMECTHHK, 10 TeneoH (IpH CHEImHocT), nucMeHo, 1o ¢akc (0675 30078), wim or

ClleTHUS eNeKTpoHeH aapec: mbal_sevlievol30@abv.bg.

MsicTo Ha M3NBIHEHNE Ha mopbukaTa: bonununa anteka Ha MBAJL ,,JI-p Croiiyo Xpucros™
EOO/J.

MunuMaJieH CpoK Ha FOJHOCT: CPOKBT Ha FOJTHOCT Ha JIEKAPCTBEHHUS IIPOJIYKT cie/Ba Ja Obie
He mo-mMarek oT 60% /mmectmeceT Ha C¢TO/ OT OOSBEHHS OT TPOW3BOJMTENS KBM JaraTa Ha BCAKa
JocTaBka. PasMep Ha HeycTo#Kara 3a HEU3IThIHCHHE Ha 3aIBJDKCHUATA IO foroBopa: B ciydait Ha
JOCTaBKa Ha JICKApCTBEH TPOAYKT € THO-KpaTbK OT JIOTOBOPEHHS CpPOK Ha TOJHOCT
W3IThJIHATEJIAT nemxu HEYCTOMKA, KAKTO CIEABA:

om 59,99% 0o 50% - 5% evpxy cmotinocmma Ha oocmaskamd,

om 49,99% 0o 40% - 10% evpxy cmoiinocmma na oocmaskama,

om 39,99% 0030% - 30% evpxy cmotinocmma Ha 00cmasKama,

om 29,99% 0o 20% - 60% evpxy cmounocmma Ha docmaskama,



noo 20% - 90% evpxy cmotinocmma na docmagxama.

JloctaBkara Ha JIEKapCTBEH IIPOAYKT € OCTaTb4eH CPOK Ha TOJHOCT IIO-MaIbK oT 40%
/aeTHpHECET Ha CTO/ OT OOABSHHS OT NPOM3BOJUTENS CE H3BBLPIIBA CAMO C MOTHBHPAHO IHCMEHO
ceriacue Ha BB3JIOKUTEJL 3a KOHKpETHO KOJIMYECTBO, ONMPENENCHO OT HEro. be3 M3pH4YHO
nucmeno cbriacue Ha BB3JIOXKUTEIIS crokute Hsima ga Obaar 3amnamany. VICKaHeTo 33 THCMEHO

Chriacue ciieia aa nocTelu B jenooactBoro Ha BB3JIOXKUTEJIA B cpox no apa waca or
NOJTy4aBaHe Ha 3asBKaTa.

OLEHSABAHE
Kpurepusr 3a onenka Ha opepTrTe € Haii-HHCKA IeHa , cbriaacHo 4. 70, a2, T. 1 or 30I1.

3a Beska oTdenHa odepra, KOSTO OTroBaps Ha u3uckBamusta Ha 30I1 W ycmoBusTa Ha
HaCTOsIIaTa JOKYMCHTANHs, HA3HAYEHATa OT BB3JI0KUTEIs KOMHACHS H3BBPINBA OIEHKA BH3 OCHOBA
wa KPUTEPUSA “HAN-HUCKA HEHA” 3a cvorseTHata mo3ummd. OmeHKara ce M3BLPUIBA 3a
BCSIKA O3HIMUS OT OOIIECTBEHATA TTOPHYKA .

KommucusTa Kiacupa y4YacTHHIATE B HHU3XOMSIL Peld, KATO Ha ITBPBO MSCTO Ce KJlacupa
YYaCTHHKA, YUATO IIEHOBA odepra e Hal-HUCKA.

Ilpu exnaksa nenosa odepra 3a CHOTBETHATA NO3HIMH Ha [IBe HJIHM NoBede oQepTH ce
npuiara 4. 58, an. 3 ot HIT30IL.

OBl N3NCKBAHUSA KbM YYACTHUIINTE

1.1. B obGsBenara npouesypa MOXe Ja ydacTBa BCSKO (PH3MUYECKO WM FOPHIMYECKO JIHIE,
KaKTO ¥ TeXHU OOeIMHEHMs, KOeTo OTroBaps Ha usncksanusra Ha 3011, ITTT30I1 1 Ha M3uCKBaHHATA
Ha BB3JIOXKUTEIS], IIOCOYCHU B IIOKaHaTa. BB3IOKHTENAT IIOCTaBd H3MCKBAHE 3a Ch3/laBaHE Ha
IOPUINYECKO JIMIE 3@ U3NBIHEHUE HA IOPhYKaTa. Y YaCTHUIIATE MOTaT 3a KOHKPETHATA MOPhYKa Ja
Ce MO30BaT Ha KaIlalUTeTa HA TPEeTH JIMLA, HE3aBHCUMO OT IIpaBHATa BPH3KA MEXIY TAX, 110
OTHOIIICHUE Ha KPUTCPUUTE, CBBP3aHU ¢ HKOHOMHYECKOTO B (PMHAHCOBOTO CHCTOSHHME, TEXHHICCKHUTE
crocoOHOCTH U npodhecHoHaTHaTa KOMIICTEHTHOCT.

1.2.Ilo oTHOmEHWE Ha KpUTEPHHTE, CBBP3aHU C IPOPEeCHOHATHA KOMIIETEHTHOCT,
yYaCTHHIIMUTE MOraT Aa ce€ 030BaT Ha KamamuTeTa Ha TPETH JHMIlAa CaMO akKo JIMIATa, ¢ YHHUTO
obpazoBaHue, KBATH(UKAIMSA WIH OIUT CE JI0Ka3Ba M3IIBIHEHUE Ha W3UCKBAHUATA HA BH3JI0KATEI,
I[[€ y4acTBaT B M3NBIHEHUETO HA 9acTTa OT MOPHUKATA, 3a KOSATO € HeOOXOMMM TO3M Kallamurer.
Korato yd4acTHHKBT ce 1030BaBa Ha KalaluTeTa Ha TPETH JUIA, TOM TpsaOBa Oa MpPEeACTaBH
JOKYMEHTH 3a IOETUTE OT TPETHTE NHIA 3aAb/DKCHHMs. 1peTHTe numa TpsAOBa Aa OTTOBApsT Ha
CBHOTBETHUTE KPUTEPHHU 3a MOAOOP, 3a JIOKa3BAHETO HA KOMTO YYACTHUKBLT CC 1TO30BaBa Ha TEXHUS
KanaruTeT U 3a TIX Jia He ca HAJTUIE OCHOBAHHUSATA 32 OTCTPaHsIBaHE OT MPOIEAypara.

1.3 He Moxe Oa y4acTBa B IIpOBeXIaHaTa OOIECTBEHA MOPHYKA YUACTHHK IPH KOHTO ca
Hanune obOctosrencTBara mo wi. 54, amn.l, w55, aml, 1.1, 1.2, 14 or 30Il, xakro u
00CTOATENCTRBATa, OMUCAHHU B BOJICIH 10 OTCTpaHsBaHe Ha odeprara.

IIpu nonaBane Ha odeprata, YYaCTHHKBT IIOCOYBA JIMIICaTa HAa OOCTOATENCTBATA C
JeKrapanus.

[lle 6bmaT OTCTpaHABAHM OT yYacTHE B Ta3W HpOIeaypa YYaCTHHIIM, KOUTO HE OTrOBapsAT Ha
HOPMAaTHBHO ycTaHOBeHUTe u3uckBaHusTra B 30Il ¥ Ha cnenmuaniHuTe HW3UCKBAHHS, TTOCOYCHH B
JOKYMEHTAIIMATA 33 y4acTHe, KAaKTO M B CIy9anTe KOTaTO YIACTHHK He OTTOBaps Ha M3UCKBAHUATA 34
JONYCTUMOCT U TOA00pP.

B cinyuaii, 9e ydJacTHHUKAa ydacTBa KaTo OOE€IMHEHHE/KOHCOPLMYM, H30POEHHTE II0-rope
W3MCKBAHUS Ce TpUarat 3a BCEKH WIeH Ha obequHeHueTo/KoHcopimyma no otaenHo. Koraro ce
Ope/BUX/Ia Yy4yacTHe Ha MOAUBIBIHUTEN, TIOCOUEHUTE W3UCKBaHWS ce IMpuiaraT W 3a
MOIM3ITBIHATENS, C OIJIE][ Ha BHJIA U Jejia Ha ydacTuero.JInume, KoeTo yyacTBa B OOCIHHEHNE WK €
Jlalio chrylacue ¥ (urypHpa Karo MOAM3IIBIHUTENT B odeprara Ha JpYr YYacTHHK, HE MOXKe Ja



Ipe/cTaBd caMocTosiTenHa odepra. B mporenypa 3a Be3narase Ha oOmIECTBEHA IOPBHUKA €JHO
(u3HYECKO MM FOPHINYECKO JIHIE MOKE 1a YIacTBa CAMO B €JIHO 00CIUHEHHE.
1.4. Beekn yqacTHHK MMa IIPABO JIa IIPE/ICTaBH camo eiHa odepTa.

CIIETA®UYHU N3NCKBAHUS KbM YYACTHUIINTE

1. YyacTHUKBT TpsiOBa /la HMa BHE/PEHa CHCTEMa 3a KOHTpPOIN Ha KadecTBoTo 1SO 9001:2008
MM EKBUBAJICHT, C IIPEIMETCH 00XBAT IPHIIOKKM 33 H3IBIHEHHE HA HACTOAIIATA IOPHYKA

Cvomeemcmeuemo ¢ nocmasenomo usuckeane ce JOKA36a ¢ KONUE HA 6ANUOEH cepmuduiam,
us0aoeH Om aKpeoumupanu uya 3a ynpasnenue Ha kavecmeomo, cmandapm ISO 9001:2008 unu
eKUBANIEHMEN U30A0CH 1A UMEMO HA YYACMHUKA ¢ 06X6am NPUNONCUM 3d UNBIHEHUE Ha
HACMOAWAMA NOPLYKA.

2. Y4acTHUKBT TpAOBa Jla MMa BATMIHO PA3pellHTENHO 3a 3a IPOM3BOACTBO, M3I4JEHO 110
pena Ha 3JIIIXM (B ciaydamre no uwi 196, an. 1 or 3JIIIXM) mwim 3a THPrOBHS HA eIpo ¢
JICKapCTBEHH MPOJIYKTH MM YAOCTOBEPEHUE 3a PETMCTPALMS 3a THPIOBHS HA €/IpO C JIEKAPCTRA,
WK pa3perieHne 3a BHOC — U3a/IeHH 110 peaa Ha 3JITTXM.

Cvromsemcemeuemo ¢ nocmasenomo usUCkGane ce OOKA36a ¢ npedcmassme Ha KONue Ha eoun

om cieOHume 6aMUOHU OOKYMEHMU: paspeulenue 30 Mbp2o6ust HA e0po C 1eKaApCMEeHu
NPOOYKMU, URYU paspeuienue npou3BoOCMBO HA J1ekapcmeenu npooykmu, wiy Yoocmoeepenue 3a

pezucmpayust 3a myp208ust Ha e0po ¢ AeKAPCMEd, UNU PA3Peulerte 3a 6HOC — u30adeny no pedd Ha
3JIXM

3. Y4acTHHKBT, KOHTO ydacTBa 3a TO3MUMH KOHTO €a JICKAPCTBEHH HPOLYKTH, ChIIBPIKAIIH
HapKOTHYHH BEINECTBA TpAOBa Ja NpHTEXaBa JHUIEH3Us, U3nagena no peaa Ha 3KHBIL, koraro
ydacTBa 3a JOCTaBKa Ha JIEKApCTBEHM IPOXYKTH, CBHIBPKAIIH HAPKOTHYHH BEIIECTBA OT
npunoxenus 2 u 3 va 3KHBILL

Cvomeemcmeuemo ¢ nocmasenomo usUCKeane ce OOKA36aA C NPeOCMAgsie HA KOnue Ha
éanuona auyensus, usoadena no peda na 3KHBII, xozamo yyacmea 3a Oocmasxka wua
Jekapcmeen. IPOOYKMU, CobObPICAUU HAPKOMUYHY 8eugecmea om npuioxcenus 2 u 3 na 3KHBIT

4. llpennaranure OT y4acTHHKA JIGKApCTBEHW IPOAYKTH TpPIOBA 1@ NPUTEXKABAT BAIHIHO
paspelieHHe 3a ynorpeba B cTpaHara, m3mageHo mo pega Ha 3JIIIXM wmmm Permament /EQ/
Ne726/2004  na EBponeiickus napnament u Crera /423, an.1 ma 3JITTXM/

Cvomeemcmsuemo ¢ nOCmMaseHOMoO U3UCKeAHe ce O00KA36d C NpeOCmassine HA KOnue Ha
6anuOHO paspewenue 3a ynompeba 6 cmpanama, uz0aoeno no peoa na 3JIIXM unu Pecnamenm
/EO/ Ne726/2004 2 na Eeponeiickus napramenm u Cveema /un.23, an. 1 na 3JIIXM/

S. IlpemnaraH¥re OT y4YacCTHHMKa JEKApCTBCHH NPOAYKTH HA KOWTO H3THYA CPOKAa Ha
PaspeIeHUETO 3a YIoTpeda Ha JEKapCTBEH NPOAYKT Mpe3 CpoKa Ha JoroBopa, TpsaOBa ma Obaar
OCHI'ypPEHH B 00€M IIPEIBHICH B TEXHHYECKATa CliCIMDUKALINS,

Cvomeemcmsuemo ¢ noCcmageHomo U3UCK8AHe ce 00Ka36a ¢ npedcmasane na Jexnapayus 6
C80000eH MeKcm om Y4acmuuxa 6 cbomeemcmeue ¢ 41.55, ar.6 om /XM, 6 kosmo Oexnapupa
e uge 0Cu2ypu HeobxXoouMUme KONU4ecmea leKapcmeenu npooyKmu 3d cpoka Ha 002060pal.

3abenexxka: Korarto kamgumaT WM y4YacTHHK B IpoLeAypara € ODeAMHEHHe OT (DH3MYECKH
M/MIM FOPEMYECKH JIMIIA, TOM MOXEe Ja JAOKa)Ke H3IIBIHCHHETO HA KPUTEPUHTE 3a TOAGOp ¢
KaltaluTeTa Ha TPETH JIMNaA [IPH ClIa3BaHe Ha ycloBusaTa o ain.2-4 Ha 465 ot 3011



MN3NCKBAHUSA KBM O®EPTATA

1. YyacTHHNHMTE B HacToAIIATa MPOIIEAypa 3a Bb3jarane Ha o0uIecTBEHA MOPhUKa, TpAORa 1a
HOATOTBAT CBOATA OdepTa B CHOTBETCTBHE C M3UCKBAHUATA HA BE3I0XKHTE.

2. Odeprara Tpsi6Ba f1a ObJe MPeACTaBeHA HA OBITapCKH €3HK.

3. BcHYKH TOKYMEHTH, KOMTO HE Ca OPHUTMHAIIM, M 32 KOHTO HE CE M3HCKBA HOTApHATHA
3aBEpKa, clenBa Ja ObIaT 3aBEpeHH OT yyacTHHKaA ¢ rpu¢) "BapHo ¢ opuruyana”, oanuc 1 nevar.

4. Benukn HEOOXOMMMM JOKYMEHTH, KOMTO YYaCTHHKBT IIpeAcTaBs ¢ odeprara, ciensa aa
OBbIaT BBB BHJA, I0COYEH B HACTOSIIATA JOKYMEHTAITHS 3 YYacTHe.

5. Odeprara Tpsa6pa fa OBJe NOANHCAHA OT 3aKOHHO OTOPU3MPAHHUS IIPEACTABHTEN Ha
Yy4YaCTHHUKA CHIVIACHO THPrOBCKATa My PETHUCTPALIUS MM OT HAIJIEKHO YIIBIHOMOIIECHO/H JIUIE WU
JIALA C HOTAPUAITHO 3aBEPEHO ITHIHOMOIIHO.

6.1 Odeprara ce npencTaps B 3anevaTaHa HENMPO3PAUHa OMAKOBKA, KOATO ChIBDPKA CIETHUATE
JIOKYMEHTH:

1. Onmc Ha TpeJCTaBeHHTE TOKYMEHTH;

2.0¢eprta 3a ygactue 1o obpaserr,

3. Enunen eBponeHCKH JOKYMEHT 3a OOLIeCTBEHH MOPHYKH, KbM HETO YIACTHHKA IIPUIIAra u:
- Konne Ha JOKyMeHT y10CTOBepsBaLl IPABOTO MM Ha MPOM3BOJICTBO H/HIIH UM THPTOBHS HA €IIPO C
JCKapCTBCHU TIPOAYKTH B CHOTBEICTBHE ¢ HOPMHTE Ha 3aKOHA 3a JICKAPCTBEHHTE TIPOJIYKTH B
xymanHara menunuaa (3JIIIXM).

4. JloxkymeHT, OT KOHTO Jla ¢ BHIHO IPAaBHOTO OCHOBAHHE 3a Ch3jlaBaHE HA O0EIUHEHHETO
(koraTo e IPUII0KHUMO);

5. JIOKyMeHTH 3a JOKa3BaHe HA TEXHWYECKH W TPOPECHOHAIHH BE3MOXHOCTH CBHINIACHO
U3HCKBAHMATA Ha BB3noxuTENS.

6. Texumuecko npeoxkenue - mo Obpazerr.

6.2.0Tnenen 3anevatan HelIpo3padeH IUMK ¢ Haamuc ,[lpejpiarann neHoBH napamerpm’”,
KOHTO ChABPIKa HEHOBOTO MPE/IOKEHHE.

B ciyyail, ye YuacTHHKBT ¢ ODEIWHEHME, KOETO HE € IOpUANYECKO JHMIle, H30pocHHTe
JOKYMEHTH C€ IIPEICTABAT OT TO3M WICH B O0EJUHEHUETO, Ype3 KOMTO Ce JOKa3Ba ChOTBETCTBHETO C
KPUTEpHUTE 3a IOIO0D.

IIpy yd4acTHe Ha IOAM3IBIHUTENH IIOCTABEHHUTE W3HCKBAHHS BaXAT 33 ITOCOYEHHS
LOJU3IBIHUATEN C OIJIeN Ha Jiella U BHJIa IEWHOCTH, KOUTO IIe M3IIEJIHABA.

He ce momyckar BapuaHTH ¥ 110BeY€ OT €HO IPeIUIOKEHHE 33 JaieHa IO3UIUS OT YUYACTHHK,

EnuHryHa neHa 3a BCEKM MpeiyiaraH JEeKapCTBEH TPOJIYKT 10 ThProBCKO HAHMEHOBAHME B
JeBa, 10 BTOPH 3HAK CJIe] JeceTudHaTa 3amnertas, 1o KpaeH nosydaren ¢ BkmoueH JIJIC. Ilocoyenara
IICHA 3a ONAKOBKA Ha JICKApCTBEHUS NPOAYKT HE TpAOBa Ja NMPEBHINABA ABPIKABHO pEryiupaHara
neHa 1o pena Ha w261, aml ma 3JIIIXM ¢ BrIIOYEeHHM HaJgIEeHKH 3a THPrOBEIl HAa €Ipo B
CHOTBETCTBHE C M3HCKBaHMsATa Ha Hapenbara 3a ycnoBmsTa, MpaBwjiaTa M pejia 3a PEryJIHpaHEe W
PETHCTPUPAHE Ha IICHUTE HA JIEKAPCTBEHUTE TIPOAYKTH U Jia He IIPEBUINaBa CTOMHOCTTA 3a OIAKOBKA,
u3yuciIeHa Ha 6a3a pedepeHTHa cToHHOCT (KonoHa ,,M” ot I1JIC). B cimydait, e mpeanoxkeHara neHa
3a OIaKOBKa € I10-BHCOKa OT CTOMHOCTTa 3a OIIaKOBKa, M3YHMCIIEHa Ha 0aza ped)epeHTHA CTOHNHOCT
(xomona ,,M” ot IIJIC), choTBETHATA TO3UITMS HE CE IOMYCKa J0 KIIaCHpaHe.

ITpennoxenara nena ciensa na ObJe OKOHYATEIHA W Jla He IMpEBHINABa MpeH3uMciieHara
CTOMHOCT 3a OIaKOBKa, Ha 0a3a pedepeHTHA cTOMHOCT. B ciyuaif, ye mpeamoxeHaTa IieHa 3a
OIIAKOBKa € M0-BHCOKA OT NMPEeU3vMCIieHaTa Ha 6a3a pedepeHTHAa CTOMHOCT, ChOTBETHATA TIO3HITHS HE
ce JONyCKa 0 KIachpaHe.

IIpennoxkenata neHa Ha JIEKapCTBEHMS IIPOIYKT IO THPrOBCKO HaMMEHOBAaHHE ClIEBa Ja
BKJTIOYBA BCHYKH Pa3x0OIy IO KpaeH MOJyJaTell, IPH CPOK Ha TOHOCT He MOo-MaTbk oT 60 Ha cTo ot
OOSIBEHUS OT TIPOU3BOUTENS KbM JlaTaTa Ha BCSIKa JIOCTABKA.

HpI/I HacToAlaTa IIponcAypa OIIaKOBKaTa I10 rOPCIIOCOYCHUTC JOKYMCHTH BKIIIOYBA.

e [lnmux ¢ poxymenTs no 439, an2 n an3, 1.1 or IIM3OII 1 onuc Ha npeacTaBeHuTe
AOKYMEHTH — BKJIFOUBAII ¥ TEXHHYECKOTO IIPEIUIOKCHIE:



¢ Ilmuk ¢ naguc ,llpengaranu HeHoBH NapaMeTpu® — ChbPKaNI IEHOBOTO IPENOKEHHE
o wi.39,an.3, 1.2 ot II13011 B 3aneuaran wernpospaden mimkx;

3abexexka:Koraro yyacTHHK 11071aBa odepra 3a nosede 0T efHa 060coGEHA MO3MIKL, B
OllaKOBKara Ha mokymeHTanuaAra no wid47,ain2 or IHI30I1 3a Bcdka OT mosumuuTe Ce
1IPEACTaBd NOOTIACITHO KOMILICKTYBaHU JOKYMEHTH 1o wi.39.a1.3.1.1 ot [IT30I1 u ornennu
HeNpo3payHu IUIMKOBe ¢ Hajmnuc llpefuraranyd 1eHoBM napamMeTpu., ¢ IocouBaHe Ha
MTO3UIINATA, 34 KOSITO CE OTHACH.

HAYHMH 1 CPOK 3A IIPEJICTABAHE HA O®EPTHUTE:

Odeprute cienBa ma Gbaar IPEACTABEHH B JETIOBOJACTBOTO HA BBH3NOKHTENS B 3alleyaTaHa
HETIPO3pavHa OIIaKOBKA C HAJIMC Ha BBHINHATA CTpaHa Ha IOJATEN, aipec 3a KOPECITOHICHIIUS,
TeneOHK 32 BPB3Ka, KAKTO H HAMMEHOBAHUE HA NPOIE/ypara, 3a KOATO Y4acTBAT. Odeprure crienpa
Ja 6baaT noxaneHn He mo-kueHo o1 01.08.2016 5o 16:00 yaca B J1€10BOACTBOTO HA OoHuIaTa.

MSICTO U JATA HA NPOBEXKJIAHE HA JIOIOBAPSIHETO:
Kanum Hail- y4THBO IIPEICTABIABANMS YIaCTIHKA HIH YITHIHOMOLIEH OT HETO HPEICTaBATEN
Jla y4acTBa B IPErOBOPHTE, KOUTO e ¢e ¢hetostt Ha 02.08.2016 o1 10:00 gaca.

Hara wa m3npantane wa nokamara: 15.07.2016 1,

Bb3JI0KUTEJL:




