3A/IMMEHA UHOOPMALIUA HA
YTBBPINJI OCHOBAHMA 4N.37 OT 30N
NBITBIIHUT B e
HA ,YETBBPTA MBAJI - COOUA“ EAJ]
JOI.JI-P APKAJIN UBAHOB
/Mama:30.07.20212/

INPOTOKOJI
no un.82, an.4, m.4 om 3011 6v6 epv3xa c [IMC Nel46 om 20152

Ha KOMHCHS HazHaueHa cbe 3amoBen Ne183/28.04.202 1r Ha M3MBIHUTEIHUS TUPEKTOP HA
»HETBBPTA MBAJI - CO®UA” EAJ] 3a pa3riiexxaane, olieHsIBaHe U KJlacupaHe Ha opepTuTe Ha
YYaCTHHULIUTE B MPOBEXK/IAaH BbTpelLIeH KOHKypeHTeH n36op mo 3011 ¢ npeamer:

"' locmaeka na nekapcmeenu npooykmu no PC Ne P/]-11-102 om 25.02.2021 3a nyscoume na
Yemevpma MBAJI — Cogpun EAJ] 3a 20212 "

/otkpur ¢ mokana u3x.Ne189/15.04.2021r/

Ha 28.04.2021r ot 08,00 uaca, Ha3zHaueHaTa cbhc 3amoBen Nel83/28.04.2021r HAa HM3OBIHUTEIHUS
nupexktop Ha ,,UETBBPTA MBAJI - CODUA” EAJ] Komucus 3a mnpoBexaaHETO Ha BBTPEIICH
KOHKYpPEHTEH H300p, B ChCTaB:

IIpencenaren:

Mar.¢papm. Enena ApnaynoBa — H-K AnTeka
Yaenose:

Mapust Muxaitnoa — ukonomuct Ol
Mapus KpbscreBa — agBokar

3armovHa cBosAta padoTa 1Mo MPOBEKAAHE HA MPOIeIypaTa, KaTo ChCTaBU HACTOSIIIHS IIPOTOKOJ B TIEpHOAA
ot 28.04.2021r go 28.07.2021r, kaKTo ciaeaBa:

|. Ha mocouenaTa B mokaHaTa JjaTa M 4yac 3a OTBapsiHe Ha odepTute, uiaeHoBeTe Ha Komucusara
nocrenuxa ExanHHara HanmMoHanHa 1uiatdopma 3a ThProBHsI C JIEKAPCTBEHU NMPOAYKTH 3a HYXKIWUTE Ha
neueOHuTe 3aBenenus /J13/ B Penyonuka beirapus /Enekrponna cucremal, 3a 1a U3BbpIIAT HEOOXOJUMUTE
JEHCTBUS 1O OLEHKAa M KJIACUpaHE Ha MOCTHIUINTE OPEepTH M Ja MPOBENaT EJIEeKTPOHEH Thpr, B
CBhOTBETCTBUE C U3UCKBaHMATA HA NPOBENEHAaTa OT MUHHUCTEPCTBOTO HA 3APAaBEONAa3BaHETO MPOLEypa 3a
Bb3JIaraHe Ha oOlIecTBeHa MOopbuka 1o paMmkoBo crnopasymenue P/I-11-102 ot 25.02.2021, c npeamer:
JlekapcrBenn npoayktu or ATC D "Jepmaroaornunu cpeacrsa', ATC G "llukoyno-nonosa
cuctreMa u nojioBu xopmouu", ATC H "XopMoHajnnu mpenapatu 3a CHCTEMHO NPHJIOXKEHHE, C
HU3KJII0YCHHE HAa 1M0J0BM XOpMOHHM W HMHCYJIMHH" W ATC J "AHTHHH(QEKIHO3HH cpeacTBa 3a
CHCTEMHO NpujioxeHue'

[Tponienypara Ha M3 e peructpupana B AOIT mox Ne 00080-2020-0012 n e :
otkpuTa ¢ Pemmenne Ne P/1-11-251 ot gara 12.06.2020 r., my6nukyBano B POIT ¢ Ne 983516
obsiBienue B POIT Ne 983522

Il. UneHoBere Ha KOMHCHATAa KOHCTaTHpaxa, 4e B OINpeAeNieHuss OT Bb3ioxkutens cpok B
EnexTpoHHaTa cucremMa ca perucTpUpaHd KaTo MOCTHIMIM o0Imo 2 /aBa/ Oposi eneKTpoHHH odepTH,
KaKTO CJIe]Ba:

Homep na
JlaTa u yac Ha mogaBaHe HanMeHOBaHUEe HA yYaCTHHKA
odepra _
09776 16-04-2021 16:25 "COOAPMA TPEUJVHI™" AJl
09620 16-04-2021 11:51 "TTPO ®APMAIINA" EOOJ]




B wm3mepaHenme wm3uckBaHuATa Ha wi.51, an.8 ot IIII3OII, Bcmuku YiaeHOBEe Ha KOMHCHSITA
MOMBJIHUXA JEKIapalui, OTHOCHO u3uckBanusaTa Ha wi.103, an.2 ot 30I1 u wn.52 ot III30I1.

I11. TIpeacenarensT Ha KOMUCHATA IPUCTHIN KbM OTBapsHe Ha opepTute B ExekTpoHHaTa cucrema,
10 peJia Ha TSIXHOTO [10/1aBaHe, IPU KOETO c€ KOHCTAaTHpa CIEIHOTO!

BB Besika ot mogaienute ohepTy Ha y4acTHUIMTE BbB BhTpemnus koukypenten u3dop /BKU/ ce
ChIBpAKAT U TpUTE popMu, reHepupanu oT Cucremara: 3asiBIE€HHUE 3a yyacTue, TeXHUYECKO NPeI0KEeHNe
u [Ipennaranu eHOBU apaMeTpH.

ITpu oTBapsiHETO Ha BCsIKa OTAEIHA oepTa, IpeacesaTesst Ha KOMUCUATA OTBOPH U ChIbPIKALIUTE
ce B Hes 3asBJICHUE 3a ydyacTue U TeXHUUYECKO MPEUI0KEHHUE, KaTO ChIIEBPEMEHHO KOMHUCHSTA CE YBEPH,
Yye [ICHOBUTE MPEAJIOKEHNS Ha YYaCTHULIUTE Ca 3aKIF0UYEHU U HEJOCTBIIHM 3a Pa3[VIeXkAaHe Ha TO3M eTal
OT IPOBEKJAHETO HA MPOLEAYpaTa 10 BHTPELICH KOHKYPEHTEH U300D.

Koncraranus Ha KomucusiTa 1mo oTHOIIEHHE HA PECAOBHOCTTA HA JOKYMCHTHUTC CbAbPiKalllu CC B
3asgBieHHATA 32 y4aCTHUC HA YHaCTHULIUTE!:

"CO®APMA TPEMJUHI" AJl — B 3asBicuuero Ha YYaCTHHKA € HaJMle HEChOTBETCTBHE C
u3uckBanusaTa Ha 3011 o oTHOIIEHHE HAa KpUuTepuuTe 3a Moa00p. Odeprara HA yUyaCTHUKA € MOANUCAHA U
nonazeHa ot nuueto Benera KoceBa — ymbiaHOMOIeH motpebuten B enekTpoHHaTa rwiardopma. Ha
ocHoBanue wi.54, an.3 ot 30Il, koraro yyacTHUKa Ce€ MPEACTaBs OT JUIIE MO IMBIHOMOIIKE, TO 32 HETro
cienBa Ja ce AcKiaapupar oOcrosTencrBata mo wiS4, an.l, 1.1, 2 u 7 or 30Il. B npeacraBenus B
obmectBenara nopwruka EEJIOIN, nunceat nqannu 3a iunero Benera KoceBa u chIoTo HE € MOAMHUCAIO €
KBaTM(ULIMPaH eIEKTPOHEH MOJIUC TOKYMEHTA.

C ornen Ha ropeusnoxxkeHoTo, Komucusra m3mcka ¢ mucmo Ha 11-05-2021r, yuyactHuka na
npenoctrasu HOB EEJIOII unu apyru 1oKyMeHTH, B KOUTO J]a ca OTpa3eHu 00XBaTa Ha yIIbITHOMOIIIABAHETO
u oocrositencTnara o ui.54, an.1, 1.1, 2 u 7 ot 30I1 otHocHo nuiiero Benera Kocena.

YyactHukbT mpenoctaBs Ha 11-05-2021r wusuckanute oT Kommcusita JOKYMEHTH, C KOHUTO
yIOCTOBEpsiBa ChOTBETCTBUETO ¢ M3nckBaHUATa Ha 30I1. Komucusara equHOIYNTHO PEIId Ja JOMyCHE
y4acTHUKA JI0 MO-HATATHIIHO Y4acTHE B IPOIEAypara.

"TIPO ®PAPMAILIUA" EOO/I — 3asBneHreTo 3a yuactue € 0opopMeHO ChIIacHO M3ucKkBaHusATa Ha 30I1.
Y4acTHUKBT € MpeloCTaBUIl BCHUUKM HEOOXOAMMM JOKYMEHTH, ChbIiacHO u3uckBaHusata Ha 30l u
PamkoBoTo cnopasymenue. Komucnara eaMHOOYIIHO pellM Ja JONYCHE YYAaCTHUKA JO MO-HATATBIIHO
ydJacTHe B IIpoLEeaypara.

IV. Komucusta npoabpku paboTata CH MO pasriiek/JaHe Ha TEXHUYECKUTE MPEIIOKEHHUS Ha
JIONyCHAaTUTE Yyd4acTHUIM. HampaBeHWTe OT yYacTHMLIMTE IpeJUIOKEHUs ca IMOCOYeHH B Tabiuua

[Ipunoxenne Nel KbM HACTOSIIMS IPOTOKOJI.

KOHCTaTaIII/[I/[ Ha KoMHCHSITA IO OTHOIIICHHE PECAOBHOCTTA HA HAITPABCHUTC TCXHUYCCKHU IMPEATIOKCHUA:

"CO®APMA TPEHUJIMHI" AJl — HamnpaBeHWTE OT YYacCTHHKA TpPELIOKEHHS 33 M3IbIHEHHE HA
NopbUKaTa OTTOBapsAT HA U3UCKBAaHUATA Ha Bb310XKUTENS MOCOYEHU B JOKYMEHTAlLMATA 3a y4acTHE, B
PamkoBOTO cropasymeHue M B TOKaHaTa 3a y4yacTHE BbB BBTPEIIHUS KOHKYpeHTeH u300p. Bcuuku
JIEKapCTBEHU IPOAYKTH OTIOBApPAT 10 CBOSITA TEHEPUKA HA M3UCKBAHMTA HA Bb3110kNTENS U ca BKIIOYEHH
B [Ipunoxenne Ne2 na [TJIC. C ornen Ha TOPEeU3I0XKEHOTO, YYACTHUKBT CE€ JIOMYCKa JI0 MO-HATATHIITHO
ydacTue B Ipoleypara.

"ITPO ®PAPMAIIUA" EOO/| — HartpaBeHUTE OT Y4aCTHHUKA IPEUIOKEHHS 32 U3I'BJIHEHUE HA TIOphUYKaTa
OTrOBapAT HAa M3UCKBAHMSTA Ha Bb3mokuTenss mocoYeHH B JOKYMEHTalusATa 3a y4yacTtue, B PaMkoBOTO
CIOpa3yMEeHHE M B IOKaHaTa 3a yyacTHe BBHB BBTPEIIHUS KOHKYpeHTeH u300p. Bcuuku sekapcTBeHU
IPOAYKTH OTTOBapsT IO CBOATAa T'€HEpHMKa HAa M3UCKBAHMATA Ha Bb310XkuTeNns M ca BKIIOYEHU B



[Ipunoxenne Ne2 na IIJIC. C ornen Ha ropeusiokeHOTO, YYACTHUKBT CE€ JOMYCKa A0 MO-HATATBIIHO
y4JacTHe B MpoLeaypara.

V. Cnen HacTbhliBaHE Ha OOSBEHHs B MOKaHATa CPOK 3a OTBApsSHE Ha IEHOBUTE IMPEIUIOKCHUS -
12.05.2021r B 08:00 waca, Ilpencemarenss Ha KOMHCHSATa W3BBPIIM TOCICIOBATEIIHO - MO pela Ha
noctbiBane Ha odeprure B EnekTpoHHaTta cuctema, HabupaHe Ha OyToH ,,OTBopH [Ipemiaranu 1eHOBU
napaMmeTpu B odeprara Ha BCeKH eauH OT ydacTHuiuTe. Crieln ToBa, uype3 HATHCKAaHE Ha 3HAK + Ha
paznena/popmara IlpennaraHu [EHOBH NPEUIOKEHHSI C€ BU3yalM3Upa BCSIKO €IHO OT IICHOBHUTE
MMPCAJIOKCHUA HA YHaCTHUIIUTC.

Komucusta 00CTOIHO pasriena BCSKO €IHO IIEHOBO MPEUIOKEHUE, YCTAHOBH ChHOTBETCTBHE C
W3UCKBaHUATA Ha Bwb3noxurens u CAMHOAYIIHO PpCHIIM Ja AOINYCHC BCHUYKHU IIPCACTABCHU ILEHOBU
NPEUIOKEHHS HA YYaCTHHUIIUTE JI0 TIPEABAPUTEIHO KITACUPaHE U TIOCIIEBAIIO TPOBEXKIAHE HA EIIEKTPOHEH
TBPI.

VI. Tlpeacenatenst Ha KOMUCHATA U3BHPINU (PU3HMUECKO TOMYCKAHE IO KIIACUPAHEe, Ype3 HATUCKAHE
Ha OyTOH ,,JlonycHM J10 KilacupaHe™ B Kpasi Ha BCSIKO €IHO IICHOBO MPEJIOKEHHE HA YYaCTHHUIIHUTE.

EHGKTpOHHaTa CUCTCMa MU3BLPUIM MNPCABAPUTCIIHO KIACHPAHC Ha LNCHOBUTC NPCIJIOKCHHA Ha
YYaCTHHUIIUTE AaBTOMATHYHO, CJIEJl KaTo Mpelceaaresis Ha KOMHCHUsATa M30pa TMOIMEHI0 KacHpaHe Ha
nbpBoHauanHo noxanenu LI na ygactHunure. Buszyanusupa ce B Enexrponnara cucrema na L{OIIC3
I'BPBOHAYAITHO KJIACHPaHe, KOeTo € 0Tpa3eHo B [IpuioskeHre Ne2 KbM HACTOSIINS TIPOTOKOJL.

VII. Ha 26.05.2021, 10:194. B npoctpancTBoTo Ha EnextponHaTa cucrema, B MeHo , I [ponienypu
OT TOAMEHIO ,,M31paTu mokaHa 3a eNeKTPOHEH ThPr'' mpeceaaTess Ha KOMUCHATA U3MPATH eJEKTPOHHO
ChOOIIICHHE 10 BCHYKH JIOMYCHATH YYaCTHHMIIM 3a TPOBEKIaHE Ha eJeKTpoHeH Thpr. C TmokaHara,
y4aCTHHLIUTE OsiXa HaUIeKHO MHOOPMHUpPAHU 3a PE3YyJITAaTHUTE OT IThbPBOHAYAJIHATA OICHKA, Ha BCSKa
odepTa, pena 3a cBbp3BaHE KbM H3IOJI3BAHOTO SIICKTPOHHO 00OpPYIBaHE M 32 JlaTaTa M 4aca 3a Ha4aJoTo U
Kpast Ha eNeKTpoHHHS Thpr — Havyaso 31.5.2021 r,. 7:30:004 u kpaii - 9.6.2021 r., 19:10:004.

Crnen u3TMYaHe HA KpaHHUS CPOK 3a MPOBEKIAaHE HA Thpra, Komucusra u3Biede OT cucremara
pe3yaTara B KJIaCHPAHETO CIIe]] IPOBEICHHS €IEKTPOHEH ThPT, KOeTo € oTpa3zeHo B [Ipunoxenne Ne3 xpm
HACTOSILUS TPOTOKOJL.

VIII. Komucusita mpoibJiku CBOsiTa paboTa MO MPOBEXIaHe Ha Mpoleaypara, KaTo IpeMHHA KbM
pasriexaaHe Ha eHOBHUTE O(epTH Ha JOMyCHATHTE YYaCTHUIIH, IO OTHOIIICHNE HATMYNETO Ha OCHOBaHHE
3a npuiarade Ha wi.72, an.1 ot 30I1. Komucusita yctaHOBH, 4e He ca HaJIMIle OCHOBAHHUS 3a MpUJIaraHe Ha
w1.72, an.1 ot 3011 mo HUTO enHa OT HOMEHKJIATYPHUTE €IMHULH, 32 KOUTO YYaCTHUILIUTE ca JIOIyCHATH
JI0 yJacTue B IpoLeaypara.

IX. Komucusara u3BbpILIM OKOHUATETHO KJaCHMpaHe 3a KOHKpPETHaTa HOMEHKJIATypa JIEKapCTBEHU
IPOAYKTH, KOETO € KaKTO CIIe/Ba:

®
S | Amuaromo- MesKIyHAPOIHO
5 | TEPANICBTUICH HEMMAaTCHTHO HauwuH Ha
S 4 3a0enexka | Knacupane YyacTHunm
= kona /ATC- HaMMEeHOBaHUe NPUWIOKEHHEe
O Kon/ /INN/
=)
. . "TIPO ®APMALINA"

1 HO1BAO4 Terlipressin napeHTepaiHa 1 EOOJI

. "CODAPMA
1 HO02AB04 Methylprednisolone | napenrepanua 40 mg 1 TPEIIMHT™ AJT

. "CODAPMA
1 HO02AB04 Methylprednisolone | napenrtepanta 250mg 1 TPEIMJIAHT" Al




X. Komwucusita mpeanara Ha Bb3moxuTens, KIACUPAHUAT Ha THPBO MICTO YYACTHUK CIEN
MIPOBEICHUS BhTpEITHO KOHKypeHTeH n300p o PC na M3 Ne P/1-11-102 o1 25.02.2021r. 32 HOMEHKJIAaTypa
JeKapcTBeHH TpoAykTu oT mpenmera Ha OII, na Obae ompeneneH 3a W3MBIHUTEN, NMPU Cla3BaHEe
n3uckBanusaTa Ha [IMC Nel146 ot 2015 1.

C m3pppuieHoro Komucusara npukitoyu cBosita pabota U mpeaaBa Ha Bb3noxurens HacToOAMIUA
[IpoToko:n oT paboTaTa CH ¥ IOJTY4YEHUTE M CbCTAaBEHH B X014 HA MPOBEX/IaHE Ha IPOIIeypaTa JOKYMEHTH,
3a B3eMaHe Ha pelICHus.
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