INPOTOKOJI Ne:3

3a pe3ynTaTUTe OT JAeHHOCTTa Ha KOMHCHATA 3a pasriek/iaHe, OlUeHKa 1 KJIaCHpaHe Ha
nonydenute odepTH 3a Bbinarane Ha oOIIeCTBeHa mopbuka ¢ npeamer: [locraBka Ha

nexaperBeHu mpoaykT’ no Ipunoxenne 1

Ha 14.07.2020 r. B 13:30 uaca, B rp. lllymen, B crpagara Ha ,KomruiekceH
ouxostornder uneHtbp-lllymen” EOOJL, B Koudepenrtna 3ana, erax 4, B H3IbIHEHHE HA
3anosen No: 106/17.06.2020r. na Ynwenanomonieno auie o wi. 7 ot 3011, 3anosex Ne: 051/
08.04.2019 r - Upanka Panesa, BbB Bpb3ka ¢ Pemenne Ne:007 /20 r. 3a Bb3narane ua
obiecTeeHa nmopeyka, Ha croifnoct no wi. 20, an. 1 or 3akoHa 3a OOIIECTBEHH MOPBYKH
(3011) ¢ npenMer: JloctaBka Ha jekapcTBeHH npoaykTtu” mno Ilpuioxenue 1 xomucusTa
MPOIBIDKK CBOsITA padoTa Mo pasrieskaaHe Ha JOMBIHHTEIHO NPEJCTABEHHTE NOKYMEHTH OT
YUYACTHUIIMTE CJieJl MyOJMKYBAaHETO W H3npauiadero Ha npotokos Ne 2 ot pabotata Ha
Komucusita, B chCTaB:

IIpencenaren: 1. Mar. ®apwm. [Tsprosnera [leresa, ynpasuten, bonnnyna anreka;

Ynenoge:

L J-p 'opcen 3usderona, nexap— wieH;

2. XKanera Jlonesa, uxkonomuct OIl — unen
3. Mepmkan MexMen, IOpUCKOHCYIT — WICH
4. Mar. ®apMm. Benucnaga [Incesa— unen

B wmavanoro Ha csosta padora Komucmsara ycranosu, ue Ha 22.06.2020r. B
cwoTBercTBHE ¢ wi. 54, an. 8 or [IpaBuianMKa 3a npujaraHe Ha 3akoHa 3a OOIIECTBEHHTE
nopsuku /TTI130I1/ npotokon Ne 2 ot paborara Ha KomucHsTa € H3IIpaTeH Ha YYacTHHUMTE U
¢ nyOJIMKyBaH Ha npoduia Ha KymyBaya.

Cernacio un. 54, an. 9 ot IIII30I1 ywacTHuuMTe, 3a KOMTO B IPOTOKOJA ca
KOHCTATHPAHH HECHOTBETCTBHS € M3MCKBaHMATa 3a 1noabop B  OOABJIEHHETO W
JTOKYMEHTAUMATA €a [PEINCTABIIIN JIOMBJIHUTEIHO JIOKYMEHTH B IIPEABHICHHS OT 3aKOHA
CPOK, @ UMEHHO!

1. ,Anra ®apmaciornxkbiac” EOOJl e npeiacraBuno NOKyMeHTH ¢ BX. No
24.04/25.06.2020r.

HDC}ICTHBGHHTE JIOKYVMEHTH, Cca KaKTO CJIg/IBa:

- ITpuapy IHIKTEITHO MHCMO;

- Maruuten nocuten ¢ EEJIOTL.



YuacTtHuksT npeactass EEJIOI, koiiTto e moanucan /camust ¢aityi/ ot Becka XKekora
Konera u Tonop JloueB, B KOMTO Y4YacTHHKBT JAeKIapupa: UHGOPMAIIUS 3a BBH3TOWKUTENS H
npeamera Ha oO0lmecTBeHaTa MNOpBYKA, HHPOpMAIMsA 3@ HMKOHOMHYECKHS OIeparop -
HaMMEHOBaHUe, azpec, KOHTAKTH. Jlekinapupa, 4ye e MHKPO-, MAJIKO HIIH CPEJIHO NPeaNpHsITHE;
HE € B CIMCLK Ha 3awmTeHo npexanpustue. He neknapupa npedepeHInaaInn yciaoBUs 10
3akonoxarencTsoro. [locousa, we MoxKe ja mpeacTaBH yJAOCTOBEPCHHE 3a IUIATEHH
COLMAITHOOCHTYPUTETHH BHOCKH M JIaHBLM, , KaTO I[OCOYBA aJpec, Ha KOHTO € JOCThIIHA
ChOTBETHAaTaA MH(OpPMALUS; HE y4acTBa C JAPYrM MKOHOMHYECKH OMEPaTOpPH B HACTOSILATA
OIl; YuactuuksT ommucBa 000COOEHHTE MO3MIMH, 32 KOHTO HKOHOMHYCCKHAT OIEPaTOp
enmae na Harnpasd odepra; Onuca nHpOpMaIMs 3a MPEACTABHTEIUTE HA MKOHOMHMUECKHS
onepaTop; HsAMa Ja U3I0J3Ba KanaluTeT Ha TPETH JIMA; HAMa JIa [10J3Ba NOJAU3ITbIHUTEIHN;
IeKNapyupa, 4e HE ca HaJuIle OCHOBaHMA 3a M3KmouBaHe 1o w57, §1 ot Jupexrtusa
2014/24/EC, nsaMa OCBXIaHMS M YYacTHE MPECTBIIHA OpraHu3alus, KOPYIIHd, H3Mama,
TCPOPHCTHYHH NPECTHIUICHHUA, H3NUPAHE Ha MapH WK (HHAHCHPAHE HA TEPOPHU3BM, JETCKH
Tpya wim apyru Gopmu Ha Tpaduk Ha Xopa . Jlekiapupa, 4e He ca HaJHIE OCHOBAHMS 3a
uskmousane no wi.57, §2 or Jupextusa 2014/24/EC - HsiMa HapylleHWs CBBP3aHH C
[jamnlaHe Ha JaHblH, OCHI'YPOBKH; JIEKJIApHpa, Ye HE ca HaJHUIle OCHOBAHHS 3a M3KJIIOUBAHE
no w57, §4 or Hupextusa 2014/24/EC - nexnapupa, 4e HsMa OCHOBaHMS CBBP3AHH C
HECHCTOATEIHOCT, KOH(IMKTH HAa MHTEPECH MM ITPO(ECHOHAHO HapyIleH e, HE € I0MyCHa
HapylIeHHs B 00JIACTTa HA €KONOTHYHOTO MPABO, COLMAIHOTO IPaBo, TPYIOBOTO MPaBo, HE €
00sIBEH B HECHCTOATEHOCT, HE € B NPOIEC THKBHAALMS, HIMA CIIOPA3yMEHHE C KPEJUTOPHTE,
HE € B aHalloTMYHAa CHUTYyallMs [0 HECHCTOSTENHOCT, CBIVIACHO HAIMOHAIHOTO
3aKOHOZATEJICTBO, aKTHBUTE MYy HE CE€ YNPABIABAT OT JMKBHIATOP WM ChJ, HE € NPEKPaTHII
CTOTIAHCKAaTa CH JEHHOCT, HAMA CHOPa3’yMEHMs, KOMTO HapyUIaBaT KOHKYpPEHIHATA, HAMa
JOIYCHATO TEXKO NPO(ECHOHATHO HApyUIEHHE, He ¢ B KOH(IMUKT Ha MHTEPECH, CBBP3AHHU ©
HacTofllaTa Mpoueaypa, He € ydJacTBal B MOATOTOBKATA Ha NMpOLEAypaTa, He € JOIycKall
[pEeJICPOYHO NpeKparsaBaHe Ha jorosop 3a OIl, He e monan HeBepHH MaHHM W HE € YKPHI
uHbopMalMs BBB Bpb3Ka C HacTosinaTta npoieaypa. Jekiapupa, ye HsiMa crieludHIHH
HallMOHATTHK  OCHOBAHHMsA 3a M3KJIIOYBAHE, KOHTO C€a I[I0COYEHHM B OOABIEHHETO M B
noxymenrauusara Ha Ol Ornocno YACT 4 - KPUTEPUU 3A TIOJIBOP, A:I'omnocr,
JACK/Iapupa, 4Ye¢ HKOHOMMYCCKHAT ONEpaTtop € BIMCAH B CHOTBETHHS MpodecHoHaleH
PErucTHp, KaTo MOCOYBA JIMHK KbM CHOTBETHATA JOKYMEHTALMs, MOCTBIHA B €IEKTPOHEH

¢opmar, onucsa Paspemenne 3a THProBus Ha €ApPO C JIEKAPCTBEHH MPOJIYKTH 1107 Ne:



BG/WDA/MR-0020-26.03.2018r , uzgazeno ot M3ansiHuTe/iHa areHuns 110 JIeKapcTBaTa Kbm
MunucTbpa Ha 3/1paBeona3BaHeTo.

ITpeBHA rOpPEeH3I0KEHOTO, KOMHCHATA EIMHOIYIITHO

PEIIH:

O(l)epTaTa Ha ydacTHHUKA OTroBaps Ha U3HMCKBaHUATA 2a JIMYHO CHCTOAHHC H KpHUTEPUH

3a noabop.
2. ,Pomr Bwnarapus” EOOJ/l - e npeiacraBuino HOKyMeHTH ¢ BX. No
24.05/29.06.2020r.

[TpencraBeHHTE JOKYMEHTH., Ca KAKTO CJIe/1BA:

-PHAPYIKUTETHO [THCMO;

- eEEJIOII;

-Ynocroeepenue oT AreHIIUATA 110 BIIHCBAHUATA ;

- TBHProBCKO MBIHOMOUIHO.

YyactaukbT npeacrass EEJIOII noanucan ¢ ejlekTpoHeH mnoAmnuc oT Esrenu
Huxonaes Huxosos 1 Pomeo BragumupoB MUIIKOB; Y9aCTHHKBT JeKJapupa: HHGpopMalus
33 BB3JIOKHTENS M NpeaMera Ha obliecTBeHara Nopbyka, HHGOpMALMs 32 HKOHOMHYECKHS
oreparop - HaUMEHOBAaHME, aJipec, KOHTAKTH. JlexnapHupa, 4e € MUKPO-, MaJIKO HJIH CPEIHO
IpeJITPUATHE; HEe € B CIIUCHK Ha 3aumreHo mpeanpustue. He nexnapupa npedepeHnmainu
YCIIOBHS 10 3aKoHojmatencTBoro. Ilocodra, 4e Moxe Ja MNpeAcTaBd yIOCTOBEPEHHE 3a
MJaTeHW CONHAIHOOCHTYPHTETHH BHOCKM H JIAaHBLH, KaTO I10COYBA ajpec, Ha KOHTO €
JIOCTBIIHA CchOTBeTHATa MH(DOPMALMs; HE Y4acTBa C APYTH HKOHOMMYECKH OIEpaToOpH B
nacrosimmara OIl; OnucBa HHpOpMaIMs 3a MPEJACTABUTENIMTE HA MKOHOMHYECKHS OINeparop;
HSMa Jla M3I10JI3Ba KamaluTeT Ha TPETH JIMILA; HAMA Ja 110J13Ba NOAM3IIBIIHUTENH; JeKIapHpa,
Yye He ca HaJMIle OCHOBaHMS 3a M3kinousane nmo w57, §1 ot Jupextusa 2014/24/EC, usama
OCHLKIAHMA W YYacTHE TMPECTBIIHA OpraHu3alus, KOPYMNUUs, H3Mama, TEPOPHUCTHUHH
NPeCcThIJICHUS, U3ITHPaHe Ha MapHu WK (UHAHCHpAHE HA TePOPU3BM, JETCKH TPy WIH JPYTH
¢dopmu Ha Tpadux Ha xopa . Jleknmapupa, uye He ca HAJUIUE OCHOBAHMA 3a M3KIIOUBAHE I10
un.57, §2 ot Jupexktura 2014/24/EC - Hsima HapylleHHs! CBBP3aHM C IUIALaHE Ha JaHBIH;
OCHTYPOBKH; JeKNIapHpa, 4e He ca HaJHLe OCHOBAHHS 3a HM3KIIOUBaHe no w37, §4 or
HupextuBa 2014/24/EC - npexnapupa, ue HAMA OCHOBAHHMA CBBP3aHH C HECHCTOATEIHOCT,
KOH(JIMKTA HAa MHTEPECH MM NPOGECHOHAIHO HapylleHHe, He € JIONYCHAl HapyLICHUsS B

ofacTTa Ha EeKOJOTHYHOTO npaso, COHHATHOTO IpaBd, TPYAOBOTO IIpaBO, HE € o0sBeH B



HECHCTOATETHOCT, HE € B NpOolleC JIMKBHAALNA, HiAMa CIOpasyMeHHe ¢ KPSIHTOPHTE, HE € B
AHAJIOTMYHA CHTYAllMs [0 HECHCTOSTENHOCT, ChIIACHO HALMOHAJIHOTO 3aKOHOIATENICTRBO,
AKTHBUTE MY HE C€ YIPaBJABAT OT JMKBHIATOP MJIM CBJI, HE € MPEKPATHI CTOMaHCKaTa CH
JeiHOCT, HAMA CrIOpasyMeHHUsl, KOMTO HapyllaBaT KOHKYPEHIMATA, HIMa JOMYCHATO TEXKO
npodecHoHaNHO HapylleHHe, He ¢ B KOH(IMKT Ha MHTEPECH, CBBP3aHH C HACTOAIIATa
npoleypa, He € yuacTBal B IIOJrOTOBKATa Ha IpOLEAypara, He € JONyCKal [PeICPOIHO
npekparasane Ha gorosop 3a OIl, He e 1o/l HEBEPHHU JIAHHU U He € YKpHII HHpOpMalHs BbB
BpB3Ka C HACTOsIIATa Tpoleaypa. Jleknapupa, ye HsaMa crielnpuiHl HallHOHATHH OCHOBAHHSA
3a M3KJIIOYBaHE, KOMTO ca MOCOYeHH B 00aBIeHueTo W B nokymenrtanuara Ha OIT. OtnocHo
YUACT 4 - KPUTEPUM 3A TIOJBOP, A:l'omnoct, nexnapupa, 4e€ HKOHOMHYECKMSAT
orepaTop € BIHCAH B CHOTBETHHs NPO(ECHOHANEH PErucThp, KaTO IMOCOYBA JIMHK KBM
CHOTBETHATA MOKYMEHTALMHA, JOCTBIIHA B eJNeKTpoHeH (opmar, omucBa PaspemeHue 3a
THPrOBUS Ha €APO ¢ JieKkapeTBeHu npoaykti mox Ne: IV-P-T — EU-S8-089-2 / 25.06.2015r.,
H31a7eHo oT M3anmbaHuTeHa areHius o jJeKkapersata KbM MUHHCTBpa Ha 3paBeoIa3sBaHeTo,
IocouBa, Ye TpHTekKaBa PasperieHue 1a MIPOW3BOACTBO/BHOC HA JIEKAPCTBEHH TPOAYKTH
usnanenu ot UAJI, 6escpouno, nmoa Ne: BG-MIA-0155 ot 14.04.2020r.

[IpesBu ropenssIoKeHOTO, KOMHCHATA €MHO/LY LITHO

PEIIN:
Odeprara Ha yyacTHHKa OTroBapsi Ha H3UCKBAHHUSATA 3a JIMYHO CHCTOSHHE U KPHUTEPUH

3a moadop.

3. ,Tuproseka jmra — [iio6anen anteden nentsp” AJl € npeacrasunio 10KyMEeHTH
¢ BX. Ne 17.01/02.06.2020r.
[IpeacTaBeHUTE JIOKYMEHTH, €A KAKTO CLE/(BA;

-EEJTOIT

YyactuuksT npeacrass EEJIOII, koHTo e MOANMHCAH ¢ €NEKTPOHEH MOMIHC /CaMusl
daitn/ na Taksop boxocsu, Jlmmus Cumenonosa, Tuxomup Kamenos, Enena Kamenos,
Jlanuena Kocranunosa u JKusko KoseB , B KOHTO Y4acTHHKBT AeKJIapHpa: HH(poOpManus 3a
BHIJIOKHUTENS M NpejMeTa Ha oOIIecTBeHaTa MOpbuUKa, WHGOpMalus 3a HKOHOMHYECKHS
OrepaTop - HaMMEHOBAHME, afpec, KOHTAKkTH. Jlekapupa, 4e € MUKpO-, MAJIKO WIIM CPEJHO
NpeAnpUATHE; HE € B CIUCHK HA 3allHTeHo npeanpusrue. He nexnapupa npedepeHnaim
YCIIOBMA 110 3aKOHOJATENCTBOTO. IlocouBa, ue MOKe Ja MNPEJCTaBH YIOCTOBEPEHME 3a

[J1aT€HU COIMAJIHOOCHIYPUTEIHM BHOCKH W JaHbIH, Karo nocodsa agpec, Ha KOHUTO €



JOCTBIHA CHOTBETHATa HMHGOPMALMS; HE ydyacTBa C JPYrH HKOHOMHYECKH OIEpaTopH B
pacTosimata OIT; YuacTHHKBT omucBa 000COOECHHTE MO3HIMH, 32 KOUTO MKOHOMHYCCKHSAT
omeparop ‘kenae na Hamnpasu odepra; Onucsa uHQOpMalHMs 32 NPEACTABUTEIATE Ha
MKOHOMHIECKHs OIlepaTop; HiMa Ja M3MONI3Ba Kalal|TeT Ha TPEeTH JIMIA; HiMa Jia Moj3Ba
[IOAM3MBIHUTENH; ACKIapupa, Ye He ca HaIHIle OCHOBAHMS 3a M3KJIOYBAHE 110 W57, §1 ot
Jupektuna 2014/24/EC, HiMa OCHKIAHWS M y4acTHE MPECTBIIHA OpraHu3alms, KOpYILHI,
H3MaMa, TEPOPUCTHUHM MPECTBHIUICHN)S, H3IHUPAHE Ha Napy Wik GUHAHCHPAHE Ha TEPOPU3BM,
JeTCKH TPy WM Apyrn dopmu Ha Tpaduk Ha xopa . [leknapupa, ue He ca HaJUIEe OCHOBAHNS
3a w3kmouBane no wi.57, §2 or Jlupextusa 2014/24/EC - Hama HapyIICHHS CBbp3aHu ¢
[UIanaHe Ha JaHbIM; OCHTYPOBKH; JEK/IapHpa, Y€ HE ca Hallile OCHOBAHHS 33 W3KJIIOYBAHE
no wi.57, §4 or Jupextusa 2014/24/EC - neknapupa, 4e HAMA OCHOBAHHS CBBP3aHH C
HECHCTOATEHOCT, KOH(IIMKTH HA MHTEPECH WK NPo(ecuoHalno HapylUIeHHe, He ¢ J0IyCHal
HapyIeHHs B 00/IacTTa Ha eKOJOTHYHOTO MPAaBO, COIMAIIHOTO 11PaBo, TPYAOBOTO MPABO, HE €
06sIBEH B HECHCTOSTEIHOCT, HE € B [IPOLIeC JIMKBH/IALMs, HAMa CIIOpa3yMEeHHE C KPEJAUTOPUTE,
HEe € B AaHajJorMyHa CHTyallls [0 HECBhCTOATENHOCT, CBIJIACHO HAIlMOHAJIHOTO
3aKOHO/1AaTEICTBO, AKTHBHTE MY HE C€ YIPaBJIABAT OT JIMKBHIATOP WM ChI, HE € MPEKpPaTHII
CTOTMAHCKATa CH JIEHHOCT, HAMA CIOpa3syMEHUs, KOMUTO HapyllaBaT KOHKYpPEHUHMATA, HAMA
JIOIYCHATO TEKKO MPO(ecHOHATHO HApyIIEHHE, HE € B KOH(QIMKT HA HHTEPECH, CBBP3aHU €
HaCTOsAIATA I[pOIeypa, HE € ydacTBaJ B IOJAIOTOBKaTa Ha Hpollejypara, HE € JOIyCcKal
npencpouno npekparsasane Ha gorosop 3a OIl, He e rmoxam HEBEPHM NaHHM M HE € YKPHII
uudopManns BBB Bpb3Ka ¢ HAcTOsAIlATAa Tpoleaypa. Jleknapupa, ue HaMma creuupuiHu
HAIIMOHAJHH OCHOBAHMA 33 M3KIIOYBaHe, KOHWTO ca IMOCOYEHHM B OOSBICHUECTO W B
noxymentanusta Ha OIL OtnocHo YACT 4 - KPUTEPUM 3A TIOJIBOP, A:T'omnocr,
JeKJapupa, 4e WKOHOMHYECKHST OIEparop € BICaH B CHOTBETHHS NpodecHoHaleH
PErHCTBP, KATO MOCOYBA JIHHK KbM CLOTBETHATA JOKYMEHTALMsl, NOCTBIIHA B €JCKTPOHEH
dopmar, ommcsa Paspelnenue 3a THProBHs HA €IPO C JCKAPCTBEHM MPOAYKTH mox Ne:
BG/WDA/MP-0132/17.09.2019r, Geszcpouno , u3aaneHo ot M3nbiaHuTeNHAa areHuHs IO
jlekapcTBaTa KbM MHHUCTBpPA Ha 31paBEONA3BAHETO, YUYACTHUKBT NCKIAPHPA, Y€ MPHUTEKaBa
Jlunensu 3a geifHocTH ¢ HapkoTuyHu BemectBa Noe: T-8/29.10.2019r., ¢ BanuaHocT [0
17.07.2022.

HpeﬂBHll FOPEH3JIOKEHOTO, KOMUCHATA CAHHOLYILIHO

PEIU:



O¢epraTa Ha y4aCTHHKA OTTOBAps HA H3UCKBAHMATA 3a IMYHO CHCTOSHHE M KPUTEPHH
3a mo100p.

KoMucHATa TpeMHHAaBa KBbM Ppa3rlIekIaHe Ha TEXHHYECKUTE TMPEUIOKEHHS Ha
YUACTHHIIUTE 332 CHOTBETCTBUETO MM C W3HCKBAHMATA HA BB3JIOKHTENA B OOSBICHHETO H
JIOKYMEHTAlMATA 3@ y4acTHe, B TOBA YMCJIO M C MUHHUMAIHUTE M3MCKBAHMS, 3QJI0MKEHH B
TeXHUUecKaTa crenu(UKaius, KakTo | 3a HaJM4YMe Ha BCUYKHM M3HUCKAHM OT BB3JIOKHTEIA
obpazuu.

1. ,Pom Bwarapus” EOO/ - yuacTHMKBT npencrass TbproBCKO MBIHOMOIIHO,
[Ipennoskenue 3a u3lbJHeHHe Ha nopbukara /IIpunoxenne Ne:3/ | ¢ NpUIIOKEHHE KBM HETO
[Tpunoxenne Ne:3.1 3a O6ocobena nosuuns Ne:2, nomenxnatypu NeNe: 6 u 14 ¢ moamuc or
Esrennii HukonoB m Pomeo MunkoB M mneyar, B ChOTBETCTBHE C H3HCKBAHHMATA Ha
Be3noxurtens. Ilpexcrass jexnapauuss B chorBercTBHe ¢ w55, an.6 ot 3JIIIXM -
Jleknapanus 3a OCHTYypsBaHE Ha HeOOXOJAMMHUTE KOJMUYECTBA 3a CpoKa Ha JIOroBopa.;
Hexnapauus Obpazent No:1 na Boanoskutens - ye ca peructpupanu 3a ynorpebda B cTpaHara v
MPUTEKABAT paspelInTeHu 3a yrnorpeda, coriacno 3JIITXM; Jlexknapauus O6pasent No:2 na
Branoxurens — OdepupannTe JeKapcTBEHH MPOIYKTH UMAT HOPMATHBHO OIpeJIesieHa 1eHa
no wi. 261a, an. 1 or 3JIIIXM. Benuku poxkyMmenTH ca nojanucanu ot Esrenuit Huxonos u
PoMeo MHUIIKOB H HMAT Me4ar Ha MpenpisaTHeTo.

PEIIH:

O(pep'ra'ra Ha y4aCTHHKaA OTroBaps Ha M3HUCKBAHHUATA 3a TEXHUYECKO IIPE/ITIOYKCHHC.

2. ,,B. Bpayn Meaukan” EQO/I - yyacTHUKBT nipeficTaBs TeXHHYECKO NpeIIoKeHHe
/Tpunoxenue Ne:3/ , ¢ npunoxenue kpM Hero [Ipunoxenne Ne:3.1 3a O6ocobena nosuums
No:1, nomenknatypu NoeNe: 11, 23, 26, 28 u 47, B CbOTBETCTBHE C H3HCKBaHUATA Ha
Boanoxurens. Ilpencrass pexnmapauus B choTBeTcTBHE ¢ w55, an6 ot 3JIIIXM - 3a
OCHTypsiBaHe Ha HeoOXOIMMHTE KOJIMYecTBa 3a cpoka Ha norosopa; Jlexknapauus OOpasen
No:1 na BB3nmokuTesnst - 4e ca perHcTpHpaHd 3a yrnorpeba B CTpaHaTa M IpUTEKaBaT
pazpemnrenny 3a ynorpeda, ceriaacHo ITTIXM; Jleknapanua O6pasen Ne:2 na Boanoxurens
— OdeprpaHuTe JIEKAPCTBEHH MPOJAYKTH UMaT HOPMATHBHO ONpeJeena lieHa no wi. 26la,
ann. 1 or 3JITIXM. Benuku goxkymenTH ca noanucann ot Xoper Xainn [Lroep 1 umar nevar
Ha [peUITPUATHETO.

[IpenBuI ropen3a0KeHOTO, KOMHCHATA €IHHOLYIIHO



PEILH:

OdepraTa Ha yyacTHHKA OTTOBaps HA M3MCKBAHUATA 33 TEXHHYECKO MPEIOKEHHE.

3. ,Menexke” OOJI - yuyacTHUKBT npejacrtassa l[lpemnoxenne 3a M3NBIHEHHE HA
nopbukata /Ilpunoxkenme Ne:3/ , ¢ npunoskenuwe kbm mero Ilpunoxenne Ne:3.l  3a
O6ocobena no3unus Ne:1, nomenknarypu NeNo: 8, 22, 24, 25, 27, 29 u 30, B ChOTBETCTBHE C
M3MCKBAHUSITA HA BB3ouTeNs, ocseH 3a Homenkiatypa Ne: 22, Hydroxyethylstarch, kbaero
mpelUiara  JeKapcTBEH IPOAYKT, KOHTO He oTroBaps Ha 3alokeHara Texuuuecka
crietUKanus 0T Bb3noxuress, B vacTTa CHOTHOLICHHE MEX/Iy AKTHBHUTC CHCTABKH.
I[Tpencraps neknmapauus B cwoTBercTBHe ¢ wi.55, am6 ot 3JIIIXM; Jlexnapauus 3a
OCHIypsiBaHE HAa HEOOXOIMMHTE KOIMYECTBa 3a Cpoka Ha jorosopa.; [exnapauus Obpaseri
No:1 wa Bwanoxkutensd - ye ca pericTpupaHu 3a ynotpeba B CTpaHaTa M TpPHUTEKaBaT
paspelnuTeny 3a ynorpeda, ceriaacio 3JIIXM; Jlexnapanuma O6pasen Ne:2 na Br3noxurens
— OdepupanuTe NeKapcTBEHH MPOAYKTH MMAT HOPMATHBHO ONpe/escHa leHa 1o wi. 261a,
an. 1 ot 3JIIIXM; [leknapauus 3a cra3eHy 3adb/KeHUsA. BCHUYKH JIOKYMEHTH Ca MOANHCAHH
ot EMun JlaHeB u umar nevyar Ha NpeanpHATHETO.

[Ipemioxkenne 3a u3nbJiHeHne Ha nopwukara /Ilpunoxkenne Ne:3/ | ¢ NpUIOKEHHE KBM
nero IMpunoxenne Ne:3.1 3a O6ocoGena mosuimst Ne:2, Homenknatypu NeNe: 1, 2 u 3, B
CLOTBETCTBHE ¢ M3UCKBaHWsATa HAa Bob3noxurens. [Ipencrass nexnapanus B CHOTBETCTBHE C
un.55, an.6 or 3JIIXM; [lexnapamus 3a OCUrypsBaHe Ha HEOOXOOMMHTE KOJIMYECTBA 3a
cpoka Ha jgorosopa.; [exknapauus COpaszent Ne:1 na Be3noxurens - ue ca perucTpupaHu 3a
yroTpeba B CTpaHaTa M MNPUTEXKABaT pa3pelinTeNHd 3a ynotpeda, cwriacHo 3JIIIXM:
Jlexnapauus Obpaszen Ne:2 na Bosnosxurens — Odepupanute IeKapCTBEHH MPOAYKTH MMAT
HOPMATMBHO oOnpejesieHa 1eHa no 4i. 26la, an. 1 or 3JIIIXM; Jleknapauus 3a craseHu
3aib/DKeHHs. Bcuuku JlokymMeHTH ca noanucaHu oT Emun JlameR W uMar neuar Ha
NpeInpUITHETO.

Hpemmﬂ TOPEH3JIOKEHOTO, KOMHCHATA CJAMHOLYIITHO

PEUIH:
Odeprara Ha yyacTHHKA OTrOBaps Ha M3MCKBAaHHATA 33 TEXHHYECKO IPEJUIOKEHHE,
oceed yactra - O6ocobena mozuima No: 1, womenknarypa Ne: 22, Hydroxyethylstarch, 3a
KOSTO HOMEHKJIaTypa, KOMHCHTA HsAMA Jla pasriexja LIEHOBOTO NMpeJoKeHHE W HaMa Jia

ObJe BKJIIIOYEHA B KJIaCHUPAHECTO.



4. ,, Anra ®@apmacwotakbic” EOOJ - y4yacTHHKBT npeicrass TexHHYecko
npepnoxkenne /Ilpunoxenue Ne:3/ , ¢ npunoskenne kbM Hero Ilpunoxkenne Ne:3.1  3a
O6oco6ena noszurus Ne:2, nomenknarypu NeNe: 4 y 5, B CBOTBETCTBHE C M3UCKBAaHMsTA HA
Buanoxurens. Ilpenctaps nexniapauus B choTBercTBHE ¢ w55, an6 ot 3JIIXM un 3a
OCHUrypsiBaHe Ha HeOOXOJMMHTE KOJIMYECTBa 3a Cpoka Ha jorosopa.; Jleknapauus ObOpaseu
Ne:1 na Bon3noxkuTens - 4e ca perducTpupaHd 3a ymorTpeba B cTpaHara M [pHTEKaBar
paspetutennu 3a ynorpeda, ceriaacio 3JINIXM; lexnapaunsa O6pasen No:2 Ha Bo3noxurens
— OdepupanuTe NEKApCTBEHH MPOAYKTH UMAT HOPMATHBHO ONpeJiesiena nena mo 4. 261a,
an. 1 or 3JIMIXM. Beuuku jgokymeHTH ca moanucand ot Tojgop JleyeB W uMaT nevar Ha
IpeIPUATHETO.

ﬂpenauﬂ FOPEHU3JIOKEHOTO, KOMHCHATA €AHMHOAYIIHO

PEIIMN:

O(bep"ra'ra Ha Y4aCTHHKaA OTroBaps Ha M3UCKBAHUATA 34 TEXHHUYECKO ITPCIAJIONKCHHC.

5. ,,@bonnke ®apma” EOQO/] - yyacTHUKBT IpeacTaBs TeXHHYECKO IpeuloKeHne
/TIpunoxenue Ne:3/ | ¢ npunokenne kbM Hero [Ipunoxenne Ne:3.1 3a OOocobena mnozuius
No:1, nomenxmarypu NeNe: 1, 2, 3, 4, 5, 6, 7, 8, 11, 13, 22, 26, 41, 42, 47, 51 n 73, B
CHOTBETCTBHE C M3UCKBAHMATA HA BB3moXuTelns, OCBeH HOMeHKanaTypHu eaununu NeNo: 13
u 47, 3a KOUTO ce YCTAaHOBH CJIETHOTO:

- ObGocobena mosumms Ne: 1, momenxmarypa No: 13, Macrogol combinations —
VyacTHHKBT Npe/iara JIeKapcTBeH MPOLYKT, KOHTO He OTroBaps OT 3alokeHara Texnnyecka
crieurpuKanus ot Be310xkKuTeNs, B 4aCTTa CHOTHOINEHNE MEKly aKTUBHHTE ChCTABKH.

- O6ocobena nosuumsa Ne: 1, momenknarypa No: 47, Povidone iodine - Y4acTHUKET
rpejiara onakoBKa, pa3in4He ot 3aiokeHara Texnuuecka crienuduraius ot Buanoxures.

[IpencraBs mexnapaiust B cboTBeTcTBHE ¢ wi.55, an.6 ot 3JIIIXM u 3a ocurypsisamne
Ha HeoOXOIMMHTE KOJMYeCTBa 3a cpoka Ha jgorosopa.; Jlexknapanus OOpazen Ne:l Ha
Bhb3noxkuTesst - 4e ca perucTpHpany 3a ynorpeda B cTpaHaTa W NPUTENKABAT Pa3speluMTEIHH
3a ynorpeba, cwermacuo 3JITIXM; J[lexnmapaumst OOpasenn Ne:2 na Bwsnoxurens -
Odepupanure IeKapcTBEHH NPOAYKTH UMAT HOPMATHBHO ONpE/e/eHa eHa mo €wi. 261a, an.
1 ot 3JIITXM. Beuuku nokymentH ca moamucanu ot Kpacumup Hukonae m Jlecucnasa
XPpHCTOB M UMAT IIeYaT Ha NpeANpUATHETO.

IIpencrass Toproeeko mbiHomornHo, Texuudecko npeanoxkenue /Tpunoxenne Ne:3/,

¢ npunoxkenne kKbM Hero [punoxenne Ne:3.1 3a O6ocobena nosunus No:2, HOMEHKIATypH



NeNe: 1, 2, 3, 4 u 5, B ChOTBETCTBHE C H3MCKBaHHATa Ha Bwanoxurens. [lpeacrass
feKnapanus B choTBeTcTBHE ¢ Wi.55, an.6 ot 3JIIIXM u 3a ocurypsisaHe Ha HEOOXOAMMHUTE
KOJIMYECTBA 3a cpoka Ha jaorosopa.; Jlexmapanus OGpasen Ne:l na Bw3noxwurens - ve ca
perucTpUpaHy 3a yrnorpeda B CTpaHaTa H IPUTEKABAT Pa3pellIuTENHHU 32 ynoTpeda, ChrilacHo
3JIIIXM; Jlexnapauus OOpaszernr Ne:2 Ha Bwnanoxutens — OdepupanuTe JEKapcTBEHH
NPOAYKTH MMaT HOPMATMBHO OlpelelieHa ueHa 1o 4i. 26la, an. 1 ot 3JITIXM. Benuku
JoKkyMeHTH ca noanucanu ot Kpacumup Hukonaes u Jlecucnaa XpuCTOB U HMAT TevaT Ha
NpeapUsITHETO.

HpeﬂBH}l FOPCHU3IIOIKCHOTO, KOMHCHATA EAHHOYLIHO

PEIIMA:
Odeprara Ha yyacTHUKA OTTOBapsl Ha M3MCKBAHMATA 3a TEXHHYECCKO MPEUIOKEHHE,
ocBeH yactTa - O6ocobena nosuuus Ne: 1, Homenknatypa Ne: 13, Macrogol combinations u
Homenkiaatypa Ne: 47, Povidone iodine, 3a KOMTO HOMEHKJIATYpH, KOMHCHATA HsiMa Jia

pasrijeixkaa HEHOBHUTE MPEJJIOKCHHA H HAMA Jia OBbJaT BKIOYEHH B KJIaCHpaHCTO,

6. ,Toproscka qura — I'modasien anteyed neHrsp” AJl - y4aCTHUKBT NpeaCTaBs
Tonproscko meaHOMOIIHO, [Tpeanoxenune 3a u3nbiaHenne Ha nopwvukara /[Ipunoxenne Ne:3/
¢ npuioxkenue KoM Hero IIpunoxenue Ne:3.1 3a ObGocobena mosuuusa Ne:l, HoMeHKIAaTypH
NoNe: 8 u 65, B choTBeTCTBHE ¢ u3ncKBaHUATa Ha Bw3nmosxutens. [Ipencrass aexnapaius
Jexnapamus B cpoTBeTcTBHE ¢ Wi.55, an.6 ot 3JIIIXM ; Jlexnapauus 3a ocurypsiBaHe Ha
HeOOXOJMMHUTE KOJMYecTBAa 3a cpoka Ha jorosopa.; Jlexmapaums ObOpasenr Noe:l ma
Bh310KHTENA - Ue ca PerHCTpUpaHy 3a yrmorpeda B cTpaHata M NPHUTEKaBaT paspelInTe/IHH
3a ynorpeba, cwrioacuo 3JIIIXM; [exnapauus OOpaszenn Ne:2 na Bwsinoxurens -
OdepupanuTe JEKapCTBEHH MPOJYKTH HMAT HOPMATHBHO OTIpejiesieHa LeHa no wi. 261a, an.
1 or 3JIIIXM. BCcHYKH JOKYMEHTH ca mojmnucaHd ot Jluan 3ajio3Has W MUMaT redyar Ha
MpeNPUATHETO.

I'[peﬂBpm FOPEHU3JIOIKEHOTO, KOMHCHATA CAHUHOLYIHO

PEIIMN:

OdpepTaTa Ha yYacTHHKA OTr¢sapsd Ha U3UCKBAHUATA 3a TEXHHYCCKO IIPCIUIOKCHHEC.

7. wCodapma Tpeiiauar” AJl - y4acTHUKBT NpeiCTaBs TBHProBCKO ITBIHOMOIIHO,

TeXHHUYECKO NpEUIOKEHHE, ¢ npuiokenue KbM Hero Ilpunoxenne Ne:3.1  3a ObocoGena



no3unms Ne:1, nomenxnarypu NeNe: 1, 2, 3, 4, 5, 6,7 .8, 10, 11, 12, 13, 14, 18, 19, 20, 39, 40,
62, 64 u 70, B CHOTBETCTBHE ¢ W3UCKBaHUATA Ha Bb3j10kuTENsA, OCBEH 3a HOMEHKIIATYpa Ne:
13, Macrogol combinations, KbJero KOMHCHATa YCTAHOBH, 'Y€ YYACTHUKBT Ipejyiara
JleKapeTBEH TMPOJAYKT, KOHTO He OTroBaps OT 3ayokeHata Texmuuecka crneuupukaius oT
Bb3i0KHTENs, B 4ACTTA CHOTHOUIEHHE MeJK/y aKTHBHUTE cheTaBku. IIpencrass aeknapauus
B CHOTBETCTBHE ¢ wi.55, an.6 ot 3JIIIXM, [leknapaunst 3a OCHTypsBaHE HA HEOOXOJIHMHUTE
KO/IHYECTBa 3a cpoka Ha jorosopa.; Hdexmapauus O6pasen Ne:l na Bw3noxurens - ve ca
pEruCcTpHpant 3a ynorpeba B CTpaHaTa M IPUTEIKABAT Pa3pEIIMTEIHH 3a yoTpeda, ChriiacHo
3JIIXM; exnapaiust OGpazenr Ne:2 na Bwsnoxurtens — OdepupaHuTe JICKapCTBEHH
MPOJYKTH MMaT HOPMATHBHO ompejeiesa uena rno wi. 26la, amn. 1 or 3JITIXM. Benukn
JOKYMEHTH ca noanucanu otr Pymen Koses u uMar revar Ha peanpusTHETO.

VUacTHUKBT MNpejcTaBsi THProBCKO NBLAHOMOIIHO, TeXHHYECKo IpemIokKeHue, ¢
npuioxkenre kbM Hero Ilpunoxenune Ne:3.1 3a OBocobena noszuums Ne:2, HOMEHKIATYPH
NoNe: 1, 2, 3, 4,5,7,8,9, 10, 11, 12, 13 u 15, B cbOTBETCTBHE C H3HUCKBaHUATA Ha
Bbanoxurens, ocBeH 3a HoMmenkimarypa Ne: 15, Docetaxel , KpA€TO y4aCTHHKBT Hpejuiara
OIaKoBKa, paszjuyHa oT 3anokeHarta Texnudecka cneuuduranus ot Bbanoxurens, B yacTra
KOJIMYECTBO aKTHBHO BewlecTBo. [IpencTass jexnapanus B CHOTBETCTBHE ¢ W55, an.6 ot
3JITXM, Jlexnapaius 3a OCHTYpsiBaHe Ha HEOOXOUMHUTE KOJIMYECTBA 33 CPOKa Ha JIOroBOpa.;
Jexnapanus O6pasen No:1 na Bb3noskuTens - ue ca perucTpupany 3a yrnorpeda B crpaHara u
IpUTeXkaBaT paspeiuTesny 3a ynorpeda, cornacuo 3JIITXM; exnapanus Obpazen Ne:2 na
Bu3noxurens — Odepupanure JeKapcTBEHH NMPOAYKTH MMAT HOPMATHBHO OIpEC/icHa LEHa
no wi. 26la, an. 1 ot 3JI[IXM. Benuku gokymenTu ca nojummcany ot Pymen Kones u umar
rnevyar Ha IpearnpHsITHETO.

[TpenBu/ ropensI0KeHOTO, KOMHCHATA €AMHOIYIITHO

PEIHIA:
Odeprara Ha ydyacTHHKA OTroBaps Ha H3MCKBAHMATA 3a TEXHHYECKO IIPEIUIOMKEHHE,
ocseH uactTa - O6ocobena mosuums Ne: 1, nomenxiaarypa Ne: 13, Macrogol combinations u
O6ocobena nosunus Ne:2 nomenknatypa No: 15, Docetaxel, 3a KOUTO HOMEHKNaTypH,
KOMHCHATA HAMA Jla pasriiexaa IEHOBHTE Mpe/UIOkKeHHs W HAMma jJa ObIaT BKIIOYEHH B

KJIaCHPaHEeTO.



Komucusta [IPEMMHABA KbM pasriexiaaHe Ha [CHOBOTO TMNpPEUIOKEHHE, KaTo

HACPOUBA oTBapsiHe Ha IenoBute npeanoxkenns 3a 20.07.2020r., 13:30 waca B Tp.
Illymen, B crpajgara Ha ,,KoMIiekceH OHKONIOTHYEH uentep-Llymen” EOO/], B Kondepentna

3aia, etax 4.
CpoBIenHe 0T HACTOALIETO Perenue aa Obe noctapeHo Ha npoduia Ha Kynysaua.
abora na 14.07.2020r B 15:30 yaca.
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