+MHOT'OITPOPUJIHA BOJIHUIIA 3A AKTHUBHO JIEYEHMUE - IIYMEH” AJl
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3ann4yeHo Ha OCHOBaHue
PernameHT (EC) 2016/679,

YTBBPKIABAM, BbB Bpb3Ka € 4n.37 ot
M3I1. AUPEKTOP:..... 30n

/n-p IIHMHT’b[ﬁ OpT HeBTHX T rg

JOKJAJ

Ha xomucusita, HazHayeHa cbe 3anose Ne 162/21.04.2021 r. va U3nbaHuTeIHNUA JUPEKTOP HA
-MBAJI-IIYMEH" A]Jl 3a npoBeskaaHe Ha npoleaypa no BbTpelleH KOHKYpeHTeH u30op 1o peaa Ha
un. 82, an. 4 ot 30II 3a onpenensiHe Ha u3nbaHuTen no [lokana ¢ M3x. Ne 761/02.04.2021 r. ¢
npeamet: .. Jlocrapka Ha nexkapcTBeHH npoaykTu mo Odocodena mo3uims Ne 2 3a Hy)auTe Ha ., MBAJI-
[IYMEH” AJl no PamxoBo ciopazymenne Ne PJI-11-158/26.03.2021 r.”, B cbeTaB:

[Ipeacenare.:

[TeTnnka JumutpoBa [TerpoBa & aAMHHHUCTPATUBCH ceKpeTap/KOOpAUHATOP
AJIMHHUCTpATUBHO-cTONAaHcku 0510k B .MBAJI-ITIYMEH™ AJ]

Yienose:

['eprana Banentunosa CriacoBa — Opranu3arop JI0roBOpY U JIOroBOpHH napTHeopH B ,,MBAJI-
IIYMEH” AJl;

Mmar. ¢apM. [lnamena IlerpoBa IletpoBa — Mmaructbp-¢apmaieBr B boilHHYHa anTeka Ha
-MBAJI-INIYMEH™ AJl.

Veaxaemu ["ocrioaun J{upektop,

B u3nbanenue Ha wi. 103, an. 3 ot 3011, BB Bpb3ka ¢ 4wi. 60, an. 1 ot [III30I11, npeacrassme
Bu pesynTatuTe OT mpoBeAeHA MPOLEaypa Mo BTPEILeH KOHKYpeHTeH u300p 1o pela Ha 4wi. 82, ai. 4
ot 3011 3a onpenensine Ha u3nbiaHuTeN o [Tokana ¢ M3x. Ne 761/02.04.2021 r. ¢ npeamer: ..JloctaBka
Ha JekapcTBeHu npoaykti no Obocodena nozuuus Ne 2 3a my:xaure xHa  MBAJI-IHIYMEH” A/l no
PamkoBo criopazymenune Ne PJ1-11-158/26.03.2021 r.”.

Komucusita ce cnbpa na 21.04.2021 r. B 13:00 gaca, 3a ma 3amouHe cBosta pabora. B
IbPBOHAYAIHO OMpeeNeHus OoT Bb3moxkurtens cpok 3a mosydaBaHe Ha odepTH, B €JlEKTpPOHHATA
cucteMa, paspabotena or MunuctepetBo Ha 3apaseonaspanero /L{OINIC3/ nocrenuxa 11 /equnanecet/
o(epTH. KaKTO ciexBa:

1. .MEJO®APMA” EOO/I, moctbnuia B 13:23 waca ¢ Ne 07341/05.04.2021 r.;

2. . ®bOHUKC ®APMA™ EOOJI, nocrsnuia B 13:38 yaca ¢ Ne 07363/05.04.2021 1.;

3. .®APKOJI” AJl, noctenuna B 13:51 gaca ¢ Ne 07382/05.04.2021 r.;

4. . ITPO ®APMAILIMA" EOO/I, noctenuna B 16:50 yaca ¢ Ne 07426/05.04.2021 r.;

s, ,,T'bPFOBCKA JINTA-T'ALL” AJl, noctenuaa B 15:28 gaca ¢ Ne 07669/06.04.2021 r.;

6...COOAPMA TPEUJIUHI™ AJL, nocTsmuna B 23:31 yaca ¢ Ne 07747/06.04.2021 r.;

7. ..®PapmaBuxsn Espona” OO/], noctenuia B 16:08 uaca ¢ Ne 07944/07.04.2021 r.;

8. .,JAHCOH BI"" OO]JI, noctbnunaa B 19:52 yaca ¢ Ne O8716/11.04.2021 r.;

9. .MEJIEKC” OO/I, moctenuna B 13:09 yaca ¢ Ne O8851/12.04.2021 r.;

10 .b. BPAYH MEJIUKAJI” EOOJI, noctenuia B 15:13 yaca ¢ Ne 08985/12.04.2021 I

. ._._COJTOME,H EOO/I, noctenuna B 11:51 yaca ¢ Ne 09318/14.04.2021 r.

Cnen karo ce 3amno3Haxa ¢ Y4YacTHHUIMTE, MPEACTaBHIM O(EepTH, WIEHOBETE HAa KOMHUCHsTA
MOITBJIHUXA M TIOJINHMCaxa JeKIapaluuid B CbOTBETCTBHE ¢ H3UCKBaHeTo Ha wi. 103, an. 2 ot 30I1.



Komucusita npucThiu KbM pasriieik/iaHe Mo ChUIECTBO HA ChIABPIKAHUETO Ha Mpe/locTaBeHaTa
UHGOpPMALIUs U IPEJCTABEHUTE TOKYMEHTH OT YYACTHUIIUTE MO pejla Ha MOCTBIIBAHETO UM, MPU KOETO
0e ycraHOoBeHO, 4e MpeJcTaBeHaTa B odepTuTe Ha BCHYKU YYaCTHMUM HWH(pOpManMs € nbiHa U
ChABPHKA BCHYKH HEOOXOAUMH JIOKYMEHTH U nH(pOpMaLus.

Komucusita pasrnena mpencraBeHata uHpopMmanus B TexHudeckuTe MpEIOKEHUs Ha
BcrukuTe 11 /eMHaeceT/ y4acTHHKa, MPH KOETO YCTAHOBH, Y€ CHIIUTE OTIOBAPAT Ha ODSBEHUTE OT
Bb3noxkuTens ycaoBHUs 3a U3ITbIHEHHE Ha MOpbYKara.

[IpeaBua ropHOTO, KOMUCHSITA €JMHOJIYIIHO pEHIM Ja JONYCHE BCHYKH YYaCTHULH [0
C/Ie/IBAIIMS €Tal, @ UMEHHO OTBapsiHe Ha MPEICTABEHUTE 1LIEHOBH IPEIOKEHHS.

[Ipu oTBapsiHe Ha IIEHOBHTE IPE/UIOKEHUS HA YYaCTHHLHUTE, NpPEACENATEIAT HAa KOMHUCHSATA,
nocpesactBom OytoHa ,.Knacupane™, 3a Beska eiHa 00ocoOeHa NMO3MIKS, MPUKITFOYH TIpoLieaypaTa Ha
IbpBOHAYAJIHA OLleHKa Ha oepTute, B choTBeTCcTBHE € Wil 90, an. 4 ot 30I1.

C orsie1 HarpaBeHUTE 10 MOMEHTA KOHCTATallH, IPEACceaTe/ ST Ha KOMHCHATA U3NIPaTH upe3
Enekrponnata cHcremMa NMOKaHHW 3a IPOBEKIaHE HA EIEKTPOHEH ThPI 10 BCHYKUA YYAaCTHHUIM B
npoliejiypara.

Ha ocnopanue ui.90, an.5, BsB Bpb3ka ¢ wi1.90, an.8 ot 30I1 na 27.04.2021 r. e1HOBpEMEHHO
710 BCHUYKH YYaCTHHMIIM B Tiporeaypara Oeine usnparteHa [lokaHa 3a yuacTHe B €NEKTPOHEH Thpr. B
w3npareHaTa jo ydactauiute [lokaHa B choTBeTcTBHE ¢ M3uckpanusaTa Ha 30II ce cwhabpikaxa
pe3yiaTaTuTe OT MBPBOHAYATHO M3BBPIIEHATa OLUEHKA Ha MOAaNeHMTE O(epTH M CTHIKATa, ¢ KOATO
VYACTHUIUTE MOTaT Ja HaMajsBaT [IbPBOHAYAHO MNPEITIOKEHHUTE OT TAX IE€HH, OMpe/eiieHa OT
BB30kUTENsA, a uMeHHo 0.05 %. B choTBeTCcTBHE ChC 3aKOHOBHTE W3McKBaHus B [lokaHarta Oerne
IOCOUEHO, Y€ eJeKTPOHHHAT Thpr craptipa Ha 07.05.2021 r. B 12:00:00 yaca u mpukimOYBa Ha
13.05.2021 r. B 16:00:00 yaca. EXeKTpOHHHMAT THPr CTApTHPA U NPHKIIIOYBA H3LIIO €JIEKTPOHHO, KaTo
C HACTBhIIBaHE Ha Jjarata W 4achT mocodyeHd B [lokanara, EnexkrpoxHara cHcTeMa aBTOMATHYHO
reHepupa KpaifHOTO KjacupaHe, B pe3y/iTaT Ha HallpaBeHWTE B paMKHTE HA €JIEKTPOHHHS Thpr
HaMaJIsIBAaHMS Ha LIEHMTE OT CTpaHa Ha ydactduiurte. B Tasu Bpb3ka Ha 14.05.2021 r., mocpencteom
EnexTpoHHaTa cucrema mpejaceaTesIiT Ha KOMHCHATa OTBOPH aBTOMATW4HO TIEHEPUPAHOTO OT
maTopmara KpaifHO Kiacupane Ha oepTHTe.

KrnacupaHeTto MOCTHTHATO B pe3yjiTaT Ha INPOBEICHUS EJICKTPOHEH TbPr € OTpaseHo B
[Tpunoxenue Ne 1, Hepasaenna yacT ot IIpoTokona ot paborara Ha KOMECHSITA.

. Cnen ToBa, KOMHCHATA MPUCTBNA KBbM IPOBEPKAa M0 CHIIECTBO HA TNpe/CTaBeHaTa
uHGOPMALIKS B LIEHOBUTE MPEIOKEHUS HAa YIACTHHLIUTE.

Ha ocnosauue 4n. 72, an. 1, BeB Bpb3ka ¢ wi. 72, an. 6 ot 30Il, ciex nmpukimo4BaHe Ha
€NEKTPOHHHUS THPr, KOMHCHSTA H3BbPIIH MPO3EPKA 32 HATMYHETO HA IICHOBO MPETOKEHHE C MoBeYe
oT 20 Ha €TO MO-0JIAarONPHATHO OT CpPeJHAaTa CTOMHOCT Ha IIEHOBHUTE IPEIOKECHHS Ha OCTaHAMTe
YYaCTHHIIH, 32 BCEKH €HH OT JIEKAPCTBEHUTE TIPOIYKTH.

B pe3ynTar Ha W3BbpIIEHATa MPOBEPKA, KOMMCHATA yCTAHOBH CIIETHOTO:

1. IlenoBoTto mpeioxkenue Ha yyactHrka , MEJEKC* OO/ o oTHOIIEHHE Ha JIeKapCTBEHHS
nponykt ¢ ATC JO1IMA12, INN Levofloxacin e ¢ nosede or 20 Ha CTO 1O-OJAaronmpusTHO OT
cpeaHaTa CTOMHOCT Ha IIEHOBHTE MPE/IIOKEHUS HA OCTAHAINTE YYaCTHHLH.

Ha ocuoBanue un. 72, an. 1 ot 30Il, xomucusita €IMHOLYLIHO pEIIM Ja TOHCKA OT
L MEJEKC“ OO/l na npeictaBd nojapoOHa mnucMeHa oOOCHOBKA 3a HauWHa Ha oOpasyBaHe Ha
npejUIoKeHaTa OT y4aCTHUKA [I€Ha Ha OMHCAHUs JIEKapCTBEH MPOAYKT, B CPOK IET AHH OT NOJy4aBaHe
Ha Hckadero B nenosojactsoto Ha ,MBAJI-IHIYMEH” AJl, no dakc na 054/800 751 unm ypes
EnexTpoHHara cHCTeMa 3a 3aKynyBaHe Ha JiekapcTBenu npoaykTu (LIOIIC3).

2. LlenoBoto npemnoxenue Ha ydacTHHKA , PAPKOJI* AJl no oTHOIIEHWE HA JIEKAPCTBEHUS
npoaykt ¢ ATC JOIMA12, INN Levofloxacin e ¢ noseye or 20 Ha CTO MO-0JaronpusiTHO OT
cpejiHaTa CTOMHOCT Ha IIEHOBUTE MPEJUTOKEHN HA OCTAHAJIMTE YYaCTHHUITH.

Ha ocuoBanme wi. 72, an. 1 or 30Il, komucHsita €IWHOIYIIHO peELIM Ja IOHCKa OT
»OAPKOJI“ AJl na npexacraBd mojapoOHa mucMmeHa OOOCHOBKA 3a HauMHa Ha oOpa3yBaHe Ha
rpejjioskeHara OT yJaCTHHKA LIEHA Ha ONUCaH4s JICKapCTBEH MPOAYKT, B CPOK IET JAHH OT [0JIyyaBaHe
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Ha Hckanero B nemoBoncTBoTo Ha ~MBAJI-IIIYMEH” AJl, no (akc Ha 054/800 751 mum ypes
Enextponnara cucrema 3a 3aKylyBaHe Ha JekapcTBeHu npoayktu (LIOITC3).

Ha 19.05.2021 r. B 16:30 Jaca, KoMHucusTa ce cropa B Oten ~MapKeTHHr, Jorosopu u MTO”
Ha .MBAIJI — IITIYMEH” AJI, rp. llymen, yi. . Bacun Anpuios” Ne 63 — I etanc Ha Tepanesruyen
OJIOK CBC Cile/IHUTE 3a1aun:

I. 1a pasriena nomyyennTe mUCMeHH 0GOCHOBKH 34 HauMHa Ha oOpa3syBaHe Ha NpeIOKEHHUTe
OT HacT OT y4aCTHHIHMTE [ICHH, 32 KOHKPETHH JIeKApCTBEHH NPOAYKTH, 3a KOMTO y4acTBaT, B OTTOBOP
Ha HallpaBeHH 3alIMTBAHMS Ha OCHOBaHUe wi. 72 an.] ot 30IT:

2. 1a U3BBPIIM OKOHYATEIHA [TPOBEpKa Ha Mpe/ICTaBEHUTE LIEHOBH MPE/II0KEHHS.

Komucusita 3amouyna cposra pabora mo mnepBata 3anaua, IIpH KOETO YCTAHOBHM, 4e ca
[IPEACTaBEHH JBE IMUCMEHH ODOCHOBKA OT ydactaumure ,MEJIEKC* OOJl u ..®APKOJI* AJl,
H3UCKaHU Ha ocHOoBaHMe uil. 72, an. 1 ot 30I1 3a JiekapcTBeHus npoaykt ATC JOIMA12, INN
Levofloxacin.

[IpeaBua ropensiiokeHoT0, KOMHCHAT2 B3e ClleHHTe peLIeHHus:

1. Ilpuema mpencraBenara ot ~MEJIEKC* OOJ] mucmena 00OCHOBKaA, MOCTBIHIA 4pe3
Enextponnara cucrema nHa 17.05.2021 r. B 10:04:40 4. 3a npemnoxkeHara uena ma JIEKapCTBEHUs
IpOAYKT. B nucMenara 060CHOBKA YUacTHHKBT mMocousa 00EKTHBHH OOCTOSITEICTBA, MPEOCTABSII
MY M3KJIIOUHTETHO OIarONpHATHY YCIOBUS TIPH H3MTbTHEHHETO Ha o0IIeCTBeHATA IOPHYKA — CBHIIUAT €
OCHOBCH OTOpH3HpaH mnpeicTaButen 3a PemyGnuka Bwirapus Ha choTBeTHHS NIPOU3BOIUTENl M
nputexaren Ha Paspemennero 3a ynorpeba /IIPY/. ITocoueHOTO OBCTOATENCTBO MO3BOMSBA Ha
YHaCTHHKA Na JIOCTaBs JIEKAPCTBEHHMsS MPOIYKT OJarojapeHHe Ha MOANHCAHMU JUCTPUOYTOPCKH
AOTOBOPH M MOCTHIHATH TOJIEMH OOEMH Ha MPOJaXOH, KOHTO MPEIOCTaBAT Ha YYyacTHHKA
H3KITIOYUTENIHO OJIarONpUsATHH THPTOBCKH YCIOBHS H AONBTHUTEITHH, Npe(epeHIIHATHA OTCTBIIKH.

2. Tlpuema mpencraBenara or .. MAPKOJI™ AJl nmucMeHa 0GOCHOBKa, MOCTBIHIA ype3
Enexrponnara cucrema na 17.05.2021 r. B 00:45:24 4. 3a npeanoxenara IeHa Ha JIeKapCTBEHHS
MpOAYKT. B micmenata 060CHOBKA Y4acTHHKBT MOCOYBA OGEKTHBHM 00CTOATENCTBA, NPEAOCTABSIIH
MY M3KIIIOYHTETHO ONIaronpUsTHH ThProOBCKH yCIOBHS ITPH U3IBJIHEHUETO Ha O0IIeCTBEHATA TOPBUKa,
MPENOCTABCHH My OT  mpuTexartels Ha Pa3spemeHuero 3a ynorpeda /IIPY/. TIlocouenoro
OOCTOAITENICTBO MO3BOJsIBA HAa y4yacTHHKA Ja KalKynupa MHHMManHa mnevanba. Pasxomure 3a
TPAHCIIOPT, KalIKy/IMpaHH B IIeHATa HA JIEKAPCTBEHHS MPOAYKT CHIIO Ca MHHUMATHY.

B®3 ocHoBa Ha mampaBenuTe KOHCTATAIMM, KOMHCHSTA NPOJB/IKK CBOSITa paboTa 10 BTOpa
3ajlada Kato pasrieqia ICHOBHTE TIPE/UTOKEHH)s Ha YYACTHUIHTE H 32 HAIHYHETO Ha Li€Ha 0-BUCOKa OT
nocoyenara B [Ipunoxenne Ne 2 na Ilozutusnus JIEKapCTBEH CITUCHK.

I1pu nposepkara Ha nenoBuTe MpemIoNeHNs Ha YYaCTHHLUTE, KOMHCHUATA YCTAHOBH, Y€ HIMA
MPC/UVIOKCHA 1IeHa, KOATO 1a HaiBuiNaBa Tasu B Ilpunoxkenne Ne 2 Ha ITO3MTHBHIS JIEKapCTBEH
CITHCEK.

Cren ToBa, koMuCHSTA H3BBPIIHN [IpOBEpKa Ha LECHOBUTE MPE/UIOKEHUS HA YYACTHHLHUTE 3a
HATHYACTO Ha €HAKBY LI€HH 32 €JIMH U ChLIl JIEKaPCTBEH IIPOLYKT U YCTaHOBH CJICHOTO:

Ilo otnomenue Ha nexapcrBenus nponykt ¢ ATC JO1CR02, INN Amoxicilline, clavulanic
acid ygacrauuure ,, MEJJO®APMA“ EOOI u ,MEJAEKC* OO/ ca MPEIJIOKUIIN €HAKBY TIeHH.

Ilpeasun ropeusnoxeroro, KomucusiTa CAMHONYIIHO pelIM Ja mpoBede myOinyeH skpeGuii
MEKIY YYaCTHHLIHTE.

Crnen cobrmacysane ¢ wieHoBeTe Ha KOMHCHATA, MNPEICeNaTeIAT W Hacpoud my6Iu4HO
3dCCllaHle 3a MPOBEkKIaHe Ha XKPeOHil 3a onpejensue Ha bPBO MACTO 3a JICKAPCTBEHMS HPOYKT C
ATC JO1CRO02, INN Amoxicilline, clavulanic acid na 25.05.2021 r. ot 14:00 yaca B 3acenarennara
3anma Ha .MBAJI - IIIYMEH” A/l yu. .Bacun Anpunios” Ne 63 — II etask na TepanesTuuen 610k,

3a npoBexkaHeTo Ha MyGIMYHOTO 3ace/laHue 110 TeryieHe Ha kpebuil na Obe nyoIMKyBaHO
CBOOLICHHE Ype3 eNeKTPOHHATA CHCTEMa 110 BCHUKH YHaCTHHUM B HaCTOsAWIaTa INpOUEIypa Ha

3



BBTpPEIIeH KOHKypeHTeH n30op u B [Ipoduna Ha kynyBaua Ha Bb3noxurens, Hai-maiko 2 paboTHH
JIHH [IpEIU TIPOBEKIAAaHe Ha ChLIOTO.

Ha 25.05.2021 r. B 14:00 yaca B 3acenarennara 3ana #a ,MBAJI — IIYMEH” AJl, yn. ..Bacun
AnpunoB” Ne 63 — II etax Ha TepaneBTuueH 010K, CbC CJIEIHUTE 3a/aUH:

1. na npoBene nydauueH xpeduit, KakTo criesBa:

- Mexny yuyactauuure ,2MEJO®APMA“ EOOA u ,MEJIEKC* OO/l 3a ompenensiHe Ha
IbpBO MACTO 3a JekapeTBeHus MpoaykT ¢ ATC JO1CRO02, INN Amoxicilline, clavulanic acid

2. Ja U3BBPIIM OKOHYATEJHO KJIaCMPaHE Ha YYaCTHHUIMTE B HACTOALIATa Mpoleaypa Mo
BBTpeIIeH KOHKYPEHTEH H300p.

B 14:00 waca — ompeneneHUAT HayajeH 4Yac 3a MPOBEKAaHE HA NyOnuyHMA KpeOuif, Ha
MSICTOTO, OIPEJIEIEHO 3a NPOBEXKAAHETO MY — 3acezarenHara 3ajia Ha Il erax Ha TepaneBruuen 00K
Ha . MBAJI-IIIYMEH™ AJl, yiu. .Bacun Anpuno”™ Ne 63 He mnpuchcTBaxa IpeACTABUTENN Ha
YYaCTHHIIUTE.

3a npoBexaHe Ha MyOJUYHUS KpeOuii 3a JeKapCTBEHUTE NMPOJYKTH, 3a KOMTO 1Ie ce TEerjiu
Kpebusar, OsXxa TNOArOTBEHH [0 YETHPH Hempo3payHu IuMKa, Haanucann c¢ ATC kom w
MEX/IyHapOJHOTO HEMaTeHTHO HAaMMEHOBAaHHE Ha JIEKapCTBEHUTE NpOAYKTH. B rumkosere Osxa
MOCTaBEHHW HANHCAHH Ha JIUCT MMEHATa Ha YYACTHHLIMTE, NMPEUIOKUIN €HAKBH LIEHH, ClIe]l KOeTO
HENpo3payHUTe MIMKOBE 0sXa 3aneyaTaHu.

}erﬁl-‘IﬂT C€ MpOBCKAa B CII€aHATA IMMOCIEI0OBATCIIHOCT!

1. Ilpencenarenar win 4ieH Ha KOMHCHATA pa30bpKBa 3amevyaTaHUTE HEMpPO3payHH IUIMKOBE,
ChABPIKAIM MMEHATA HA YYACTHULUTE, MPEJUIOKHUIM €JHAKBU LIEHH 3a ChOTBETHHUTE JIEKapCTBEHH
MPOAYKTH U KaHU HSKOH OT OCTAHATMUTE WIEHOBE Ha KOMHCHSTA Ja M3TErIM MiukK. B ciyuail, ue Ha
nmyOJAHYHOTO 3ace/laHue 3a MpOoBekKAaHe Ha KpeOril MPUCHCTBAT MPEJCTABUTENN Ha YYACTHHLIUTE WM
JPYrd BHHIUIHYU JIKIA, pa30bPKBALIMAT IUIMKOBETE KaHU ITbPBO HAKOM OT TAX.

2. [lokaHEeHHWAT YieH Ha KOMHUCHSTA H.IM NMPUCHCTBALIOTO HA MyOJINYHOTO 3acelaHie BHHIIHO
JWIE TErJH €IMH OT 3amneyaTaHuTe HENpO3payHH IUIMKOBE, OTBaps ro, MOKa3Ba I'0 Ha OCTaHAJIMTE
MPUCBHCTBAIIM M MPOYMTA HA IJ1aC UMETO HA Y4YaCTHHMKA, HAMCAHO HA JIMCTA, ChABPIKALL CE B IUIMKA.
Y4acTHUKBT, YHETO UME C€ ChJIbPIKA B U3TETICHUSA TUTHK, C€ KJIacupa 110 Kpeduil Ha IbPBO MACTO.

3. Koraro ce ternu sxpeduii Meix1y JBaMa y4acTHHIM cliell pa30bpKBaHe, U3TETIsHE, OTBApsAHE
M OINOBECTSABAHE HA CHABPIKALIOTO Ce B M3TErJICHWs IUIMK WME Ha VYaCTHHK, BTOpPHUsS 3aledaraH
HEMmpo3paueH MK Ce OTBaps OT MpeJcearesis WA ApYr 4ieH Ha KOMHMCHATA, KOHTO MOKasBa
ChABPIKAHUETO HAa OTBOPEHMS IJIMK, IPOUMTA CE€ HA IJIaC MMETO HA JAPYTHs YYaCTHHMK, KOHTO CHIIIACHO
’KpeOHs ce KJlacHpa Ha BTOPO MJIM TPETO MSCTO B 3aBHCHMOCT OT TOBa 3a KJIaCHpaHe Ha KO€ MSACTO C€
TErJH JKpeOuii 3a CbOTBETHUS JIEKAPCTBEH MPOIYKT.

KoMucusTa MpUCTBIIH KBM TNpOBEXAaHe Ha NyOiauyeH KpeOWil 3a CHOTBETHMS JIEKAPCTBEH
npoaykt ¢ ATC JO1CRO02, INN Amoxicilline, clavulanic acid Ilnamena IlerpoBa, unen Ha
KOMHCHSATA, pa30bpKa JABaTa HENpO3pavyHH 3aledaTaHH IUIMKA, €JIMHUST OT KOUTO CBABPKA JIUCT C
vaanuc ,2MEJO®PAPMA“ EOO/, a apyruar — iguct ¢ Hagnuc , MEJEKC* OO/ u nokauu
[Ternnka [lerposa, npescenaTes1 Ha KOMUCHATA, 1a U3TEIJIM €IMH OT JIBaTa IIJIMKa.

[Tetunka IlerpoBa, mnpeacenaren Ha KOMHMCHSTa, M3TErJIM ¢IUH OT JIBaTa 3aneyaTaHu
HEMpO3pavyHu TUTHKA, CIe KOETO o OTBOPH M MpodYeTe Ha Ijlac UMETO Ha H3TEIVICHHs! YYacTHHK
W+wMEJEKC* OOJ/l. nanucad Ha JMcTa, ChAbPIKAIL e B TUIMKA, KOHTO MO Kpeduil ce kiacupa Ha
mepBo MscTo 3a JekapcTBeHus npoaykT ¢ ATC JO1CRO02, INN Amoxicilline, clavulanic acid.

Cnen Tosa ['eprana CnacoBa, wieH Ha KOMHUCHUSITA OTBOPH M BTOPUS HENPO3payeH 3arevyaTaH
IUIMK W TpodeTe Ha riac umero Ha ydactHuka ,MEJOPAPMA“ EOOQO/, HanucaHo Ha JHUCTAa,
ChABPIKALL Ce B IMJIMKA, KOHTO Mo XpeOuil ce KiIachpa Ha BTOPO MACTO 3a JIGKAPCTBEHHUS IMPOAYKT C
ATC JO1CRO02, INN Amoxicilline, clavulanic acid.



B m3mbiHeHHe Ha BTOpATa [OCTAaBEeHA 3a/[a4ya KOMUCHATA H3BBPILHM OKOHYATEIHO KlacHpaHe Ha
o(epTHTe HAa y4acTHUIMTE, oTpaseHo B [Ipunoxenue 1 - Kpaiino knacupane, KoeTo € Hepas/ejiHa 4act
ot [Iporokosia Ha KOMUCHSTA.

Ha 18.06.2021 r. B 17:30 yaca., komucuaTra B cheraB cbwriacHo Ne 162/21.04.2021 r. Ha
Msnbanurennus aupektop Ha ,MBAJI-IIIYMEH™ AJ] ce cbOpa, 3a 1a 00001mu pe3yaTaTuTe OT CBOATa
paboTa 1 Ja U3roTBH HacTosMs Jlokmau.

CpoOpa3sBaiiki TMOCTUTHATHTE B pe3yJaTaT Ha I[pOBEAEHaTa Hpoueaypa [0 BbTPEHICH
KOHKYPEHTEH H300p IIeHH Ha JIEKApCTBEHHUTE MPOAYKTH U LieHHTe, 1o KoaTto .MBAJI-IIYMEH™ A/l B
HACTOSAIIMS MOMEHT 3aKylyBa CBINMTE JIEKAPCTBEHH MPOJAYKTH [0 CHJIaTa Ha CKJIIOYEHH [IOTOBOPH
ci1ej1 poseieHn oTkpuTth npoueaypu no 3011 ¢ yaukanan Homepa B LIAWC EOIT 00444-2021-0001,
00444-2021-0002, 00444-2021-0003, 00444-2021-0005, 00444-2021-0006, 00444-2021-0007, 00444-
2021-0008 1 00444-2021-0009, KoMHCHATA U3TOTBH Clie/IHATa CPABHUTE IHA TabIuua:

ATC - kon MeR1yYHAPOAHO HENMATEHTHO Haunn ia Mspka /mg, Haii-uncxa uena 3a ea. Llena 3a ea. Mapka
HAHMEHOBAHNE NpHIOKEeHHE tabl., ml./ mapka ¢ [LIC, nocturnara ¢ JUIC cbraacHo
INN B PE3YITAT HA HACTOSIATA | jafiergam A0rOBOP
fApoueaypa no 3011 nan OI1
3a Rb3JaraHe no
peaa Ha un.2l, an.
6 ot 3011 (koraTo
€ NPHJI0KHMO)
0,916582 0.8937

JO1AAL2 Tigecycline napeHTepanHa | mg

0,003083 0.00311928
JO1CRO2 Amoxicilline, clavulanic acid napedTepanHa | mgamoxicilin

0.00245-0O11 2a
0,001372 Bb3JIaraHe 1o peia
JO1CRO5 Piperacillin, Tazobactam napeHTepanHa | mgPiperacillin Ha un. 21, an.6
0.00149

0.00111-0OI1 3a
0,001045 Bh3arate no peaa
JO1DB04 Cefazolin napexTepanHa | mg Haul 21, an 6
0,000952 0,00101916

J01DCO2 Cefuroxime napexTepanta | mg

0,002114-011 3a
nepopanHa 0,001586 Bh3/laraHe 1o pefa
101DCOo2 Cefuroxime TEBLPAA mg paun 21, an 6
0.01044-0OI1 3a
0,003268 BL3JAraHe 1o peia
J01DD02 Ceftazidime napeHTepanHa | mg Ha 421, anb
0.965
2.00-0I1 3a
gh3/araHe no peja
naun2l, an6
1.995-0[1 3a
0,957826 Bh3JIArate 1no peja
J01DD04 Ceftriaxone napeHTepanHa | g Ha un2l. an.6b
0.00435-011 3a
0,005351 BB3Jdrase no peja
J01DD12 Cefoperazone napeHTepanHa | mg Ha w2l anb
0.00425-011 3a
0,004681 Bb3jlarane ro peia
J01DD12 Cefoperazone napedTepanHa | mg Ha 4a.21. an.6
0,011875 0,01199928

J01DD62 Cefoperazone, Sulbactam napeHTepanHa | mgcefoperazone

3,688609 3.406200
JO1DEO1 Cefepime napeHTepanHa | g

0,006546 -
JO1DHO2 Meropenem napeHTepanHa | mg

0.01846-011 3a
0,017254 BR3Jdrate no peja
JO1DH51 Imipenem, Cilastatin napexTepanHa | mgimipenem Ha 4121, an.6




0,444- OI1 3a

|

Sulfamethoxazole, 0,445235 Bb3jlaraHe o peja
JO1EEO1 Trimethoprim napextepanHa | ml Ha 4121, an.6
0.0060267- OI1 3a
Bb3/laraHe no pejia
Ha 421, an.6
0,006415- OI1 3a
nepopanHa 0,004031 Bb3JlaraHe 1o peja
JO1FA10 Azithromyecin T8bpAA mg Ha w21, an.6
0,055940 0.054572
JO1FA10 Azithromycin napeHTepanHa | mg
0.0067167- OI1 3a
0,004622 Bb3jlaraHe 1o pejaa
JO1FFO1 Clindamycin napextepanHa | mg Hayn2l, an.6
0.00170833 — OI1
3a Bb3aarase no
nepopanHa pena na w21, an.
JO1FFO1 Clindamycin TBLPAA mg 0,001362 6
J01GB03 Gentamicin napeHTepanHa | mg 0,007637 0.00725
0.0066 ot 250 mg -
OI1 3a BB31arane no
pena va 4a.21, an.6
0,0063 ot 500 mg -
OT1 3a Bb3narane no
pena na 421, ané
0.00984 - OI1 2a
Bb3/laraHe no pejia
Ha w21, an.6
0,006541
J01GBO6 Amikacin napeHTepanHa | mg
JO1MAO2 Ciprofloxacin napexTepanHa | mg 0,012768 0.00864
0,001066 — OI1 3a
nepopanHa 0,000691 Bb3/1araHe no peaa
JO1IMAQ2 Ciprofloxacin TBbpAA mg Ha 41.21. an.6
nepopanta 0,003504 0.002597142
Joimalz2 Levofloxacin TELpAa mg
0,009545 0.010176
JO1IMA1L2 Levofloxacin napedTepanHa | mg
0,010445 0.01158
JO1XA01 Vancomycin NapeHTepanHa | mg
J01XA02 Teicoplanin napeTepanHa | mg 0,090150 0.09015
0.0024-0OI1 3a
Bb3aarate no vn.21,
an.6
0,003-0I1 3a
0,003172 Bb3JjlaraHe 1o peaa
JO1XDO01 Metronidazole napexTepanHa | mg Ha 41.21. an.6
nepopanHa _
JO1XX07 Nitroxoline TELpAa mg 0,002662
0,063824 0.032
J01XX08 Linezolid napeHtepanHa | mg
JO2AC01 Fluconazole napeHTtepanHa | mg 0,089460 0,0894
0.5365-011 3a
0,528034 Bb3jlaraHe no peja
JO2AC03 Voriconazole napeHTepanHa | mg Ha 4121, an.6
4,198682 -
JO2AX06 Anidulafungin napextepanHa | mg
nepopanHa 0,001130 -
J04AB02 Rifampicin TBbpAa mg
nepopanHa <
J04ACO1 Isoniazid TELpAa mg 0,001594
nepopanHa =
JO4AKO1 Pyrazinamide TBbpAa mg 0,000350
nepopanHz -
JO4AKO2 Ethambutol T8bpAa mg 0,000682
0.023213 - OI1 2a
nepopanHz 0,023029 Bb3laraHe no peaa
JO5AHO2 Oseltamivir T8bpAa mg Ha 4n.2l, an. 6




Komucusra, va octosanue . 60, an. I, 1. 3 or [III30I1 Bu otnpass cneqnute MPEUIOKEH U

1. 3a siekapcTBeHNTE MPOYKTH, 32 KOMTO B Pe3yJITar Ha NpoBe/ieHara Ipoueaypa Mo BTPeLeH
KOHKYPEHTEH H300p ca NOCTHUIHATH M0-OJ1arONpPUATHH LEHH, OT Te3H 10 AeHCTBAINTE KbM MOMEHTa
JIOTOBOPH B pE3yiTaT Ha NMpoBeAeHa OTKpUTa mpoueaypa mo 30T, 1a 6bae CKIOYeH JIOrOBOp 3a
AOCTABKA Ha JIEKApCTBEHH NPOAYKTH CbC cpok no 31.12.2021 r. ¢ KJlaCUpaHHusl Ha NbPBO MSIACTO
YHaCTHHK B HaCTOsIIIaTa NIPOLE/Iypa MO BLTPELIEH KOHKYPEHTEH u300p.

2. 3a nekapcTBEHHTE MPOAYKTH, 3a KOMTO HAMA 0GsBeHA OTKpHTa npouexypa no 30I1 wiu
J€HCTBAL I0TOBOP, 1a Obje CKIIOYEH AOTOBOp 3a J0CTaBKa Ha JIEKAPCTBEHH MPOJYKTH ChC CPOK JI0
31.12.2021 r. ¢ knacupanus Ha ITbPBO. MACTO yHAaCTHHMK B HACTOSIIATA MPOLEAYpa 1O BBTPELICH
KOHKYPEHTEH H300p.

[punoxenus: [Ip~=~-~- *= *
Hpurosxerme Ne 1. 3ann4yeHo Ha OCHOBaHMWe
PernameHT (EC) 2016/679,

BbB Bpb3Ka € 4n.37 oT

MMPEACEIATEJ: ... 300

L 3ann4yeHo Ha oCHOBaHUe

3anuyeHo Ha OCHOBaHuUe
PernameHT (EC) 2016/679,
EC) 2016/679,
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