MBAJ ,JOJUHUSA BPEBCKA“-BSIJA EOO/J

7100 Bsana, o6n.Pyce, yn. “Bacun Jlegcku” Ne 62, men. 0817/ 71244, haxc 0817/ 73504

MPOTOKOJI
3a pe3ynTaTHTE OT JEHHOCTTa Ha KOMHUCHATA 3a pasTiiexkIaHe, OlieHKa U KIacHpaHe Ha
NoJIy4eHUuTe 0(epTH 3a Bh3JIarane Ha oOuiecTBeHa mopbuka mo Ilokanu nsx.Ne
769/25.08.2020 u m3x.Ne 770/25.08.2020, ¢ npeamer: ,,JIocTaBka Ha TeKapCTBEHH IIPOIYKTH
no O6ocobena no3unus Ne 1 3a Hyxaute Ha MBAJT , JOnus Bpescka® — Bsma EOO/, rp.
bsna no PamkoBo cniopasymenue Ne PI1-11-270/22.06.2020 r.* u ,,JlocTaBka Ha JIeKapCTBEHH
npoaykTn o O6ocobena nozumus Ne 2 3a Hyxaure Ha MBAJT ,, JOmus Bpescka®“ — bsuta
EOQ/, rp. bsina mo PamkoBo cnopasymenue Ne PJI-11-277/24.06.2020 r.“
Coe 3anosenu Ne BKU - 1/09.09.2020 r. u Ne BKU - 2/09.09.2020 r., na YopaButens
na MBAJI ,,JOmus Bpescka®™ — bsma EOO]J] € Ha3zHaueHa KOMHCHS B ChCTAB:
IIpeacenaren:

Tonop KoncranTunoB AHresioB — ri1. cueroBoauresa Ha MBAJI ,,JOua Bpescka® —
bsaaa EOO/J

Ynenone:

Bennecnas Tpudonos 'eoprues - topuct aHa MBAJI ,,JOnus Bpescka“ — bsna EOO]]
H-p Ilers Hukonopa IlerpoBa — O6perenosa — Hawanmuux OXJ] ma MBAJI ,JOnus
Bpescka® — bana EOOJ

Ha 09.09.2020 r. B 13:00 yaca, B rp. bsa, B 3a1aTa 32 IpoBex/IaHe Ha panopTy Ha MBAJI
-1Omus Bpescka® — bsita EOO/I, B usneianenne Ha 3amoseau Ne BKU - 1/09.09.2020r 1 Ne
BKHU - 2/09.09.2020 r. va Yupasurens sa MBAJI ,,JOnus Bpescka“ — Bsta EOO]/], ce ¢u0pa
¥ 3aroy4Ha paboTa Ha3HAUCHATa KOMHUCHS B ITbJIEH CHLCTAB.

YnenoseTe Ha KOMHMCHATA HoANKcaxa Aeknapanun o wi. 103, an.2 ot 3011, 6B Bp.wr.51,
ain.13 or III30I1.

KomucusTa oTBOpH IIponienypuTe Ha Iardopmara B Ipolec Ha olieHka. Buzyanusupaxa
ce NpeUIOKEHHUATA 110 IIPOIielypa 110 BhTpelieH KOHKYPEHTeH u360p, 3a O60co0eHa O3HIHs
1 Ha yyacTHHIMTE, KAKTO CIe/Ba:
1.,,Copapma Tpeiimmnr” AJl, obepra Ne 01282, 27.08.2020 r, 12.52 u.
2.,,®ponnkc ®apma” EOO/JL, odepra Ne 01387, 01.09.2020 r, 09.05 4.

3., Menexc” EOOJI, opepra Ne 01410, 01.09.2020 1, 15.26 1.

1 O60cobeHa mO3uIKS 2 Ha YYACTHHUIUTE, KAKTO CIIEIBA:

1.,,Cobapma Tpeitmunr” AJl, obepra Ne 01284, 27.08.2020 r, 12.54 u,

2.,,Oponnkc ®apma” EOO/L, odpepra Ne 01377, 31.08.2020 1, 16.16 4.

3.,,Menexc” EOOJ, odepra Ne 01400, 01.09.2020 1, 15.02 4.

Komucuara mpeMuHaBa KbM OTBapsHe Ha 3asBICHHATA 3a YyYacTHe [O IOPETHOCTTA Ha
perucrpupaneTo UM B atgopmara. Komucusata koHcTaTHpa:

1.,.Codapma Tpeitnunr” AJl — npescraBs 3asBIeHAE 3@ yYacTHe B HACTOAIIATA IPOLEAYPA U
npunoxenus ¢ KEIL. Komucusra equHOYIIHO pely: A0MyCKa YYacTHHKA JO OTBAapsHE Ha
TEXHUYECKOTO IIPEITOKEHHE.

2.,,Oponukc @apma” EOOJ] — mpencTaBs 3asBlICHME 3a yJacTHe B HACTOSINIATA IPOLeypa i
npuinoxenus ¢ KEII. Komucusara exuHomyniHO penmu: JOIycKa YYacTHHKA JI0 OTBapsHE Ha
TEXHUUECKOTO IIPEIIIOKECHHIE.

3..Menexc” EOOJl — mnpencraBs 3asBieHHE 3a yd4acTHe B HACTOSIIATa IIPOLEAYpa H
npuitoxenus ¢ KEII. Komucusita eauHOIyIIHO pemm: JOMYCKa y4aCTHHKA JIO OTBApSHE HA
TEXHHUYECKOTO IIPEJIOKECHHUE.
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KoMucusra koHCcTaTipa, 4e HIMa YYaCTHHK, KOWTO Ja € MpeICTaBHI JOMbIHUTENEH
EJZIOIT ¢ yBemomienne kbM Bw3noxutenms MBAJI ,JOmus Bpescka“ — Bana EOQOJ, sa
HACTHIIWIM IPOMEHH B oOcTosITeNncTBara mo wi. 54 u wi. 55, an. 1, 1. 1 or 30IL

KoMucusra mpumema, 4e cbC CKIIO9EHOTO PamkoBo cmopasymenwe Ne PJI-11-
270/22.06.2020 r. u Ne P/1-11-277/24.06.2020 r mexay yyacTHuIMTe ¥ MHUHHMCTEPCTBO HA
37paBEOIIa3BaHETO ca U3uepnany 3aabkeHusTa no 3011 3a ycranosiBaHe Ha 0OCTOATEICTBATA
33 IMYHO CBCTOSHUE W IOAOOP W TIPEABU THENIHATE KOHCTATAIMH HAa KOMHCHATA I CJIeIBA
BCHYKH YYaCTHHIH Ja ObHaT JOIyCHATH 10 cie/Baiiara ¢asa.

IIpenBua Ha TOBa U PEABU/ BUJIA M YCIIOBHATA HA HACTOSMIATA IIPOIETyPa, KOMUCHSITA
€MHOYIITHO,

PEIIN: ‘

JOIIYCKA BcHYKHM yYacTHHIH IO OTBapsHe Ha IpeACTAaBeHUTe TeXHHUYECKH
IIPEIJIOKCHHUA.

B wu3smbniHeHMe Ha IIPeAXOJHOTO peIleHHe Ha KoMucHata, llpemcenarensr Ha
KOMHMCHATA CTapTHpa ,JlomyckaHe Ha YYacTHHKAa JI0 OTBapsHE HA TEXHHYECKOTO
NpeIOKEHAE” .

Komucusra pasriena TexandeckuTe IpeyIOKEHAS HA YYACTHUITMTE M KOHCTATHPA, Y&
BCHYKH IMIPEANOXKEHHS CBABPXKAT HEOOXONVMHUTE pEKBH3UTH, OTHOCHO MPOM3BOIHUTEIL,
THPrOBCKO HAUMEHOBAHHE M IpeJIOXKEHUs JiekapcTBeH npoaykT € Hamuwden B [UJIC. Ilo
H3KCKBaHMATA HAa Bb3/1oxkuTens, MUHUMAIEH CPOK Ha FOAHOCT ClIE/Ba Jia HE € [MO-KPaThK OT
40%, ot obsBenus oT npomssoamtens 3a JIII wmm He mo-kpaTbk oT 20% OT OOSBEHHS OT
NPOM3BOJUTENS 32 OHONPONYKTHTE Wi OnomoaoOHUTe mpoaykTe. KoMucuara KoHCTaTHpa
HAJIMYHY TIPEIIOKECHNS 33 MHUHUMAIHUS CPOK HAa TOJHOCT B Te€XHHYECKOTO IIpeIOXKEHHE,
KaKTO clleBa:
1.,,Coapma Tpeiaunur” AJ] — He mo-KpaTbK cpok oT 40% OT 0OSIBEHHS OT MPOU3BOAUTENS 3
JIII u 20% 3a Omompoxyxtute. Komucusara eaunoaymuo peiw: [IPUEMA TexHuueckoto
npeanoxenne u JIOITYCKA odeprara no orBapsine Ha [Ipeaniarand eHOBH apaMeTpH.
2.,,Oronnke ®apma” EOO/ — He mo-kpaThbk ¢pok o1 40% oT 00SBEHHUS OT MPOU3BOIUTENS 34
JIIT u 20% 3a Guonpoaykrute. Komucusara exunoaymuo pemm: IIPUEMA TexHuueckoTo
npegnoxenue u JJOITYCKA odeprara no orBapsHe Ha [Ipe/uiaranu nieHoBH nmapaMeTpu.
3..,Menekc” EOO/] — He no-kpatsK cpok ot 40% oT 06siBeHus oT mpousBoauTens 3a JIIT u 20%
3a 6monpoaykture. Komucusra equnonymuo peumd: [IPUEMA TeXHHYECKOTO NPEAIoKEHHEe
u JIOITYCKA odeprara 1o otBapsue Ha [Ipeiaranu neHoBr nmapameTpu.

Komucusta npukintoun pabora B 16.50 gaca Ha 09.09.2020 r.

Komucusra nmpoasmkasa pabota B mbjieH cbeTaB Ha 14.09.2020r ot 13.00 vaca 3a oTBapsiHe

Ha LeHoBuUTe odeprH, no O6ocobeHa nosuuus 1, KakTo cieasa:
1.,,Codapma Tpeiinuar” AJ] - TIpencenarenst Ha KOMUCHATA CTAPTHPA ,,OTBapsHE HA LIECHOBHTE
napamMeTpH” W ce BH3yaJll3upa LEHOBO IPEAJIOKeHHEe C LEeHOBU napametpu. Komwucusara
ennnoaymno pewn: JOITYCKA odeprara Ha yuactHuka 10 ,,Knacupane”. [peacenarenst Ha
KOMUCHATA CTApTHpA ,,JlonyckaHe 10 Ki1acupase™.
2.,,OporuKc Papma” EOO/] - IIpencenarenst Ha KOMHUCHsITA CTapTUpa ,,OTBapsHE Ha IEHOBUTE
napaMeTpu” M C€ BHM3yalM3upa WEHOBO MpeMJIOKCHHE C LIEHOBH mapamerpu. Komucusra
eauHoaymHo pemn: JJOITYCKA odeprara Ha ydactHuka 10 ,,Knacupane”. Ilpeacemarenar ua
KOMHCHATA CTapTUpa ,,JlolryckaHe 10 KinacupaHe”.
3., Menexc” EOOJI - Ilpencemarensr Ha KOMHCHATa craprdpa ,,OTBapsHe Ha UEHOBUTE
napamMeTpu” M C€ BH3yalM3dpa LEHOBO MpEMJIOKeHHe C LEHOBH Imapamerpu. Komucusra
enunomymHo pewmu: JJOITYCKA ogeprara Ha yuactHuka 1o ,,Knacupane”. Ilpeacenarenar na
KOMUCHSATA CTapTHpa ,,Jlonyckane 1o kiacupade”.

Ot 14.00 gaca KomucusTa npoasku paboTa B IbJIEH ChCTAB 33 OTBAPAHE HA IIEHOBUTE
oteptu, no O6ocobeHa no3uilks 2, KakTo ciejBa:
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1.,,Codapma Tpeiinunr” AJl - Ipeacenarenst Ha KOMucHATa cTapTupa ,,OTBapsiHe Ha LCHOBUTE
napaMeTpu” M CE BU3yalM3HMpa LEHOBO IIPCIIOKEHHE C IIEHOBM mapameTpH. Komucusra
equnoayHo peud: JTOITYCKA odeprara Ha ydactHuka 1o ,.Knacupane”. [lpencenarensr Ha
KOMHMCHATa cTapThpa ,,JlonyckaHe 1o knacupane”.

2.,,®pornkc Gapma” EOO/] - Ipencenarensat Ha komucusaTa craptupa ,,OTBapsiHe Ha LIEHOBUTE
napamMeTpu” M C€ BH3yalM3Hpa LEHOBO MpelJIoKeHWe C IIeHOBH mnapaMeTpd. Komwcusara
equnoymHo pemn: JOITYCKA ogeprata Ha yyactHHKa 1o ,.Knacupane”. Ilpencenarenst Ha
KOMHMCHUATA CTapTupa ,,Jlonyckane /1o knacupaHe”.

3.,Menexc” EOOJl - Ilpeacenmarenst na komucusta craptupa ,,OTBapsiHeé HA LEHOBUTE
napameTpu” W €€ BU3yalM3Mpa LEHOBO TMpPEOKCHHE C LEHOBH MapameTpd. Komucusra
enuHonymHo pemu: JIOITYCKA odeprara Ha ydactHuka a0 ,,Knacupaue”. TlpeiaceaarensT Ha
KOMHCHATA CTapTUpa ,,Jlonyckane 10 Knacupaue”.

Komucusra npemrnaBa KeM IpoBexxiate Ha ¢asa ,,EnextpoHeH Thpr’, upes uanpalane Ha
NIOKaHa 3a eJIEKTPOHEH THPT 0 BCUYKH YYACTHHIIM.

Ilokanata BKmOuYBa: pe3ynTarta OT IbpPBOHAYAIHATA OUEHKA Ha odeprara, peny 3a
CBBbp3BaHe, HavanHa xara 18.09.2020 r, 00.00 yaca, kpaiina gara 24.09.2020r, 24.00 yaca, cTeIKa
3a npomsHa Ha uenata 0.05%.

[Tokanata ce w3npama [0 BCHYKM YYacTHHLM dYpe3 eNeKTpoHnara miardopma 3a
NPOBEXKJaHE Ha EJIEKTPOHHHUS Thpr, qHec — 14.09.2020 r.

Komucusra npukioun pabora B 15.40 yaca.

Komucusra npoabikasa padoTa B wbjieH cbeTa Ha 25.09.2020 r, 13.00 gaca.

B MeHio ,eneKkTpoHHM TBproBe”, IOIMEHIO ,HEAaKTHBHH® C€ BHU3YAIU3MPAT
IPUKIFOYUIATE €ICKTPOHHH Thprose. OT OyTOH KpaifHO KJIacHpaHe ce BHXXAa KIaCHPAaHETO 110
IICHH OT €JI.THPT 38 BCHYKA HOMEHKIATYPHU €THHHUITH.

Kowmnucusra npemunaBa KeM TpoBepka Mo H3uckBammara #a wi72 ot 30II, 3a
HAJIMYHCTO Ha IIEHOBO NpeJIoXeHHe mo-OnmaronpusitHo ¢ 20% OT cpeiHaTa CTOMHOCT Ha
TPE/UIOKEHHSATA HA OCTAHAIMTE YYACTHUIU U KOHCTaTUpa:

Hsama nenoBo mpemioxende mo-Onmarompustho ¢ 20% or cpeamara CTOMHOCT Ha
IPEIOKEHHUATA HAa OCTAHAIUTE YYACTHHIIH,

Komucusta KoHCTaTHpa, 4Ye HsMa KIaCHPaHM Ha BPBO MACTO IIOBEYE OT €IHH
YYaCTHHUK ¥ HE ¢a HAaJIHLE OCHOBAHUS 3a IPOBEXKJAHE Ha KPEOHI.

Komucusra nmpuema, 4e B elleKTpOHHATA IIaTdopMa ca MOAPCACHH B HU3XOMIALL PEl
[NEHOBUTE LPEIIOKEHHUS, OCUTYPSIBAIIY U3NBIIHEHUETO HA METOAMKATA ,,Hal-HUCKA I[€HA.

IIpenBux Ha TOBa, KOMHCHSITA €AUHOAYIIHO,

PEIIU:

KJIACHPA y4acTHHIHTE, ChOOpa3HO 00SBEHOTO B €IEKTPOHHATA IUIaTGopMa MopeskaaHe
B HM3XOAsUl pell MO ,Hal-HUCKA LieHa”, KosATo TabiMiUa Ja ce cuuTa HepasdeiHa 4YacT OT
HACTOSLIOTO peLIeHHUeE.

Komucusara npuema, ye cbhoOpasHO NpaBHiaTa Ha HACTOSIIATA OOLIECTBEHA INOPHUKAE,
€ IMHOIYLITHO

PEIIINU:

IPEJJVIAI'A Ha BB3noxuTens a CKIFOYH JOTOBOP 3a M3IBJAHCHHE Ha OOLIECTBEHATa
NIOpBYKA C KIACHPAHUTE HA ITBPBO MACTO YYACTHHUIM, KAKTO ClieIBa:
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MeayHapoaHo
| HenarenTHo

,' k EA Qe\vna“‘ EA‘\\:ugnaj
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' erythropoietin
1 BO3XA01 . napeHtepanHal U 1824000 1 "MEAEKC" 00 0,006603{ 0,007923
{Epoetin alfa) .
"
COOAPMA
1 TPEVIﬂ,VIHr" Al 0,065545| 0,078654
1 HO2ABO2 | Dexamethasone [napeHtepanHa| mg 19968
i "
PbOHUKC PAPMA ‘
2 0,072514( 0,087017
£00[
Anatomo{ : .
| |Tepanest Memayuapoan Mspka | o |EAueHazal | 3a
06.n0(nuen koa| o HenatentHo | ‘j\flmg, Heo6xonnm eavHMLa leauHnua
suuMal /ATC- iHaumeHoBanWe| Hauum Ha | tabl, S 6pon o mApKka Bea | mapka ¢
Ne ii' kon/ /INN/ npunoxkenme| ml/ | 3abenexua |- mapkn | Knacupaue YuactHuum nnc AAC
1 "®bOHUKC GAPMA"
Hepopanta E00A 0,012511| 0,015013
2 [ N02aA05 | Oxycodone T'pr ; me 2240 , "COGAPMA
P TPERAUNHI AL 0,012540( 0,015048
3 "MEZIEKC" 00A1 0,012993| 0,015592
- "CO®APMA
2 NO2ABO2 Pethidine rnapeHTepanHaj mg 16000 1 TPEAAMHI™ ALl 0,013951| 0,016741
1 "COPAPMA
2 NO2AX02 Tramadol napeHTepanHal mg 82400 IPEM'D’MHF Al = 0,006629| 0,007954
2 ®bOHUKC PAPMA
EQOA 0,007127| 0,008552
1 "CO®PAPMA
2 NOZAX02 Tramadol nepopanHa me 24800 TPEMAWNHI AL, _ 0,001984| 0,002381
TBbpAa 2 "®bOHUKC GAPMA
EOOA 0,001997| 0,002396
Tramadol, nepopanHa
2 37.5 2 834
NO2AX2 | paracetamol TEBbpAa tabl me/325 mg 340 ! "MEAEKC" 00f] 0,130000] 0,156000

KomucusTa npuema, ye ¢ M3BBPLICHATE JSHCTBUS HACTOSILATA IPOLEAYPa TIO BETPEIIEH
KOHKYPEHTEH M300p M €NEKTPOHEH THPT € 3aBBPLICHA U MPOTOKOIBT 3a paboTaTa Ha KOMHCHSATA
creaBa Aa Ob/ie MpeIcTaBeH Ha PHKOBOIUTENS Ha JIe4eGHOTO 3aBe/ICHKE 32 0A00PEHHE U M3rOTBSIHE

Ha pelICHHUE.

KomucusTa npukmouu pad Sra B 15.00 yaca.

IIpencenaren:

Tomop Auresion

Ynenose:

1. Bennecnas ['eopru

2. J-p llers Hukomnosa IlerpoBa

Janmsen @ WHBOpMaLMA Ha OCHOBaHMe 41 370r30n

oL Bpvaka cun,

4w cn. or Pernament (EC) 2016/679
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