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IMTPOTOKOJI

ot aeriHocTTa Ha Komucusra, HasHadeHa cbe 3amoBen Ne 522 /2.07.2021 r. na YupaButens Ha
"Muoronpodwmina Oonauna 3a aktuBHO Jedenue - [laBmukenu" EOO/], rp. IlaBnmukenu 3a
pasriexaHe Ha OCThIMINTE O(hepTH 3a yyacTHe BbB Bb3JIaraHe Ha oduiecTseHa noppuka, YPE3
BBTpEIIEH KOHKYPEHTeH Noxdop ¢ mnpeamer: [IpoTHBOTYMOpHHM JIEKapCTBEHM MNPOIYKTH, IO
pamkoBo criopazymenne Ne PJ[-11- 270%, nmy6nukyBana B POIIl nmpu AreHnusra 3a oOIIecTBEHU
nopbuku, moa Homep 00080 — 2019 — 0022 na M3.

Ha 2.07.2021 r., B 13:00 4. Ha ocHoBanue wi. 82, am.4, 1.4 ot 30II 3amouna padora Komwucus
HasHaueHa cbe 3amoBen Ne 522 /2.07.2021 r. ma YmpaBurens Ha JIedeOHOTO 3aBEICHHUE, B
CJICTHUS ChCTaB:

IIpencenaren: Credan Kanomencku-3aseayuy ACJI

u uieHoBe: 1. Hagexxna MBanoBa-3aBexxaamg anteka B ,,MbAJI-Ilapmukenn* EOO/I;
2. Cnapena I'po3eBa-1poBOCIOCOOCH IOPUCT,

Komucusara 3amo4yHa cBosta paboTa B I'bJIEH ChCTaB Ha 3acellaHMe B MPOCTPAHCTBOTO Ha
EnvnuaTa HanpoHaiHa miaTgopma 3a ThproBus ¢ JiekapcTBeHu nponyktH /JII/ 3a HyxnuTe Ha
neuebHuTe 3aBeneHus /JI3/ B PenyOnuka bwvarapus /Enexkrponna cucrema /Cucremal/, 3a na
U3BBPIIM OIIEHKAa M KJIAaCHpaHe Ha MNOCTBHIMINTE OpepTH U Ja MOBEJE EJIEKTPOHEH ThPr B
OTKpUTaTa OT MMHHUCTEPCTBO Ha 3/paBeona3BaHero /M3/ mpouenypa 3a Bb3jaraHe Ha
o0I11ecTBEHa MOpPbUKA Ype3 BbTPEIIeH KOHKYpeHTeH 1noadop no PamkoBo cnopazymenue Ne PJI-
11-270, ¢ npenmet: IIpoTHUBOTYMOPHHU J€KapCTBEHU MPOAYKTH.

[IpencenatensT Ha KOMUCHSATAa JOCTHIIM B EJEKTpOHHATa cHCTeMa W BH3YalIM3HMpa CIUCHKA C
odpeptuTe Ha ywacTHMIMTEe B Hacrosmara mpouenypa 3a BBTPEIIEH KOHKYPEHTEH
[IOABOP no PamkoBo cnopazymeHue

YcraHoBH ce, ye 0 KpaiHMs CpOK 3a mojaBaHe Ha odepTH, upe3 EnexTpoHHara cuctema ca
MOJIa/IEHU CIIEHUTE OepTH:

Ne Odepra Ha yYACTHHK Ne Ha odepraTa
1. "COD®APMA TPEMJUHI" AJl Ne 017138
Crnienn y3HaBaHe HAa yYaCTHULIUTE B MOpbhUYKaTa, KOMUCHUATA ChIIacHO Wi. 51, an.8 ot [III30I1 BbB
Bpb3Ka ¢ wi. 103, an. 2 ot 30II monbiaHM AeKIapalMy 3a JIMICa Ha KOH(MIMKT Ha MHTEPECH C
YJaCTHULIUTE B IpolieaypaTa, KakTO M 3a TOBa, 4Y€ C€ 3aAb/DKaBaT Ja Ma3iT B TailHa
oOcTosITeNICTBaTa, KOUTO Ca y3HalIM BBbB Bph3Ka C padoTaTra cu B KOMHUCHSATA, BKIIOYUTEIHO Ja
oTma3BaT JOKYMEHTUTE OT HETPaBOMEPEH AOCTHIT ipeaua ui. 51, an. 13 TIIT3O0I1.




Komucusara npoabiiku cBosiTa paboTa U NPUCTBIIN KbM OTBapsiHe Ha odepTtute B Enerponnara
CUCTEMA, 110 peZia Ha TAXHOTO IOJJaBAHE, KAKTO CJICJBA:

1. OPEPTA HA ,,CO®APMA TPEVMJIUHI“AJI, EMK 103267194:

Cren xaTo M3BBPIIM MOAPOOEH Iperie] Ha mojaaeHaTta odepra, KOMHUCHATA YCTaHOBH, Y€ TS
chIbpka M Tpure Qopmu reHepupanu B Cucremara, a MMEHHO: 3asiBICHHE 3a YyYacTHe,
TexHudecko npeioxkenue u Ilpemnaranu eHOBU apaMeTpHu.

YcranoBu ce, ue pasnen Ilpennaranu LeHOBU MapaMeTpu HE € JIOCThIIEH KbM TO3U €Tall OT
npoBexaneto Ha BKII.

bsixa pasrineganu BCUUKH JTOKYMEHTU U MH(GOpMaIUs, KOUTO C€ ChIbPKAT B pa3zell 3asBICHUE 3a
y4acTHE U Ce KOHCTaTHpa, ue TOi € opopMeH chriacHO u3nuckBaHusTa Ha Bu3noxurens, 3011 u
PamkoBOTO criopaszymeHnue.

[TpucTpnu ce KbM pasriiexaaHe Ha TEeXHUYECKOTO MPEeATIoKEHHE Ha ydyacTHUKA. [1o oTHOIIeHne
Ha HEro, KOMHUCHSTAa NpHEMa, Y€ ChUIOTO € HAJUYHO M OKOMIUIEKTOBAHO C HEOOXOAUMUTE
JOKYMEHTH U OTrOBaps B I'bJIHA CTENEH HA OOSIBEHUTE OT Bb310XKUTENs YCIOBUS 32 U3IIbIHEHHE
Ha TIOpbUKaTa.

[IpenBua N3I0KEHOTO MO-TOPE, KOMUCHSTA €AUHOTYITHO PEIIH:

Jlonycka 10 ywacTue B Cl€IBallUs €Tan oOT IpoleaypaTa — pasriexJaHe Ha LEHOBOTO
npeanoxenue, ydactauka ,CO®APMA TPEHJIUHI“AJl, EMK 103267194 3a odepupanute
ot Hero JIII.

Komucusita aomycHa y4acTHMKa [0 OTBapsiHe HA IEHOBHTE MY IMpelJIOKeHUsl 3a
odepupanure ot Hero JIII, kakTo caeasa:

AnaroMo | MexnyHapo
- TepaneBT AHO Msp Ko
HYeH KOJ| HeNaTeHTHO Ka JlonmycHATH y4aCTHUIH
/ATC- HAaMMEHOBaH €CTBo
Kon/ ne /INN/
HO02AB02 | Dexamethasone| mg 64000 "COD®APMA TPEVJIMHT" AJ]

Komucusita mpoasinku cBosiTa paboTa B HEMPOMEHEH cheTaB. [IpucThIy ce mociieIoBaTeTHO KbM
pasriiek1ane Ha pa3aen ,,[lpeanaranu HeHOBU NPeIIOKEHUS HA YYaCTHUILIUTE, KAKTO CIIE/IBA:

1. OPEPTA HA ,,CO®APMA TPEHIMUHI“AJ], EUK 103267194:

[Ipencenarenar Ha koMucHUsiTa U3BbPINHU B EnexrponHara cucrema, Habupane Ha OyToH ,,OTBOpH
IpeslaraHy LIEHOBU MapaMeTpu™ B opepTaTa Ha y4aCTHUKA.

Crnen ToBa, Upe3 HaTHCKaHE Ha 3HaKa + Ha pasnena/dopmarta ,Ilpennaranu 1eHOBU MapamMeTpu‘
ce BU3yaJlu3Mpa [IEHOBOTO MPEJIOKEHUE Ha YUaCTHUKA.

Komucusita pasriena o0CTOIHO MPEAIOKEHUETO HA yYaCTHUKA U YCTAHOBU ChOTBETCTBHETO MY C
W3UCKBAaHUATA HA Bb3noxurens.

[Ipeasua N3M05K€HOTO MO-TOPE, KOMUCHUATA €TUHOIYIITHO PEITH:

Jlonmycka 10 ydacThe B CII€[Balllg €Tan OT Mpolleaypara — MPEABAPUTEIHO KIACHUpaHE U
MOCJIEBAIIO MPOBEXKIAHE HA EJIEKTPOHEH Thpr, ydyacTHuka ,,CODAPMA TPEVIUHT“A]I,
EUK 103267194 3a odepupanure ot Hero JIII.



Cren xoHcTaTHpaHe Ha ropHoto, Ilpeacenarens Ha KOMHUCUATA U3BBPIINA (PUZNYECKO JOITYCKaHEe
JI0 KJIacMpaHe, 4ype3 HaTuCKaHe Ha OyToH ,,JlomycHM 1o KiacupaHe B Kpas Ha BCSAKO €IHO OT
LIEHOBUTE MPEIOKECHUS Ha yYaCTHUIUTE.

EnexTpoHHara cucrema W3BBPIIM IPEIBAPUTEIIHO KiIacHpaHE Ha IIEHOBUTE MPEUIOKEHHS Ha
Y4aCTHHUIIUTE aBTOMATUYHO, CJell KOeTo ce u3dpa moameHro ,,Kimacupane* oT OCHOBHOTO MEHIO
»IIpouenypu Ha Cucremara. BpeMeHHOTO KiacupaHe Ha I'bpBoHadainHo nojaaeHure B LI Ha
ydacTHUIUTE ce Buzyanusupa B Enekrponnara cucrema Ha L{OIIC3.

Ha 05.08.2021 r. B 11:00 waca B mpocTpaHcTBOTO Ha ElekTpoHHAaTa CUCTeMa, B MEHIO
,IIPOLEAYpU™, OT MOAMEHIO ,,M3mpaTH NmokaHa 3a €JIEKTPOHEH THPI' C€ M3NpPaTH EIEKTPOHHO
CbOOILIICHHE [0 BCHUYKH JIOMYCHATH YYaCTHUIM 32 MPOBEXKIAHETO Ha eJeKTpoHeH Tbpr. C
MOKaHaTa y4YacCTHUIHMTE OsiXa HaAJIe)KHO HMH(GOPMHUpPAHU 3a: PE3YyJITAaTHUTE OT ITbpBOHAYAIHATA
OLIEHKa Ha BCsiKa o(epTa, pe/ia 3a CBbp3BaHe KbM H3IMOI3BAHOTO €JIEKTPOHHO 000py/IBaHe, 1aTara
Y Yaca 3a HayaJlo Ha eJIEKTPOHHUS THPT M CTHIIKAaTa 32 HaMaJsiBaHE Ha IIeHaTa MPH MPOBEKTAHETO
My.

Ha 05.08.2021 r. B 11:05 yaca wyaca Oemie qajJieHO HAYaJIOTO Ha €JIEKTPOHHUS ThHPr. ChIIMAT
npukitoun B Enexrponnara cucrema Ha 09.08.2021 B 09:35 yaca.

Ha 13.08.2021 r. B 13:10 uaca, komucusTa nU3BjIeYe OT EJIGKTpOHHATAa CHCTEeMa pe3yaTara OT
KJIACUPAHETO CJIe/I IPOBEJICHUS CIEKTPOHEH ThPT.

Komucusra INpeMrHa KbM H3BBPHIBAHC Ha OKOHYATCIHO KJIACHUPAHE IO HOMCHKJIATYPH, KAaKTO
CJICaBa:

JlekapcTBeHa
Ne | ATC - ko MHH/INN (¢popma IIepBo MsicTO U BeHa | Bropo MsCTO M neHa

LCODAPMA
TPEUMHI" AL ¢
npeajiarata LeHa
0,072549 8. 6e3 JJIC

1. | HO2AB02| Dexamethasone | napentepanua

Crnen u3BBPIIBaHE HA TOPHOTO, KOMUCHSATA TIpe/yiara Ha Bb3JIokKuUTeNs, KIAaCUPAHUIT Ha TIHPBO
MSICTO YYaCTHHK, J1a ObJIe ONpe/IesieH 3a H3MBJIHNUTEN 3a Te3u JII1, mpu cma3BaHe W3MCKBAaHUATA HA
TIMC Ne146/2015ron.

MOTHUBHU HA KOMUCHATA: KnacupaHusiT Ha I'bpPBO MSICTO YYaCTHUK OTroBaps Ha
M3UCKBAHUATA 32 JIMYHO CHCTOSHHE, MOCTABEHH OT BB3noxurens, npeactaBui € odepra, KOsSTO
HAITBJIHO CHOTBETCTBA HA BCHYKM HM3HCKBaHUS 1O mpouenypara. Odeprara Ha ydacTHHKA,
KJIaCUpaH Ha ITbPBO MSCTO, ChbPIKa CIMHCTBEHATA MPEAJIOKEHA [IeHa 32 HOMeHKarypara JIIT.

C u3BBpIICHHUTE JEHCTBHS, KOMHCHATA MPHUKIIOUN cBosita pabora Ha 26.08.2021 rox. u mpenasa
HACTOSIIHS IPOTOKOJ Ha BB3moxkuTerst 3a mpon3HacsHe ¢ pelieHue.
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