PEITYBJIMKA BBJI'APUA

MUHHECTBD Ha 3/[PaBEOIa3BaAHETO

PEMEHHE
NP2 oAl 2/;:9" ........ 20201

Ha ocrosarue wr. 22, ai. 1, 1. 6, un. 106, an. 6 & wi. 108, T. 1 ot 3aKoHa 3a 0OMIECTBEHATE
nopwukd (30I1), BeB Bps3ka ¢ § 131, an. 2 ot I13P ma 3U]I Ba 3011 u BEB Bprika ¢ Pemenne Ne PJI-
11-519/20.12.2019 r. 3a orkpmBane Ha ofImecTBeHa IOpBYKA C IIpEIMET: ,Jocmaexa Ha
nexapcmeenu npodykmu 3a 2020 2., omnyckanu no peda na Hapedba Ne 34 om 25.11.2005 e. 3a
peda 3a 3annawiane om OBPIHCAGHUA Olod0xcem Ha NeueHuemo Ha Gwrzapckume pa)coanu 3a
3ab0nA6aHun, u3evH ofXeama HA 3A0BINCHMENAHOMO 30PAGHO OCUZYPRAEAHe, 34 Je4eHUe Ha
nayuenmu ¢ XHB/CITHH, mybepkyno3a, HCUXUYMHU U ROSEOEHYECKU PA3CmMpolicmea, Ovcauju
ce Ha ynompeba Ha onuouou, 'cuudpo.M Ha 3aeucumocm® U cnen karo yreepaux Joknan ot
25.02.2020 r., B gacTra M0 000coGena mo3mmus Ne 6 33 pesyNTaTHTE OT paborara Ha KOMHCHSL,
HasHageRa che 3anosex Ne PJI-11-40/28.01.2020 r. na MHHHCT'I:pa Ha 3/IpaBeola3BaHeTo, B KOHTO €
TPE/UIOKEHO KIaCHpane Ha YIacTHUIMTE B IPOLERYPaTd, B KbM KOATO ca NPUJIOKEHH H3rOTBCHHTE
B X074 Ha paﬁéraTa Ha xomucasTa [Tporokon Ne 1 or 17.02.2020 r. u [Iporokon Ne 2 ot 25.02.2020
I., # BbB Bpb3Ka ¢ B30 B cwia Pemenue Ne 373/21.05.2020 r. sa Kommcmara 3a samuTa Ha
KOBKypeHuusaTa mo npermcka Ne K3K-209/23.03.2020 r.

PEHIHAX:

L. OrcTparsBam ,,I"JIAKCOCMPITKJIAPTH“ EOO/I ot npoueaypata no o6ocobeHa no3uIus
Ne 6 ma ocropanue wi. 107, T. 5 ot 301II (penalcmu nevicrBama jgo 01.11.2019 r., evrnacuo § 131,
al. 2 or II3P xim 3UJl Ha 30I1), Tsi Karo € OpeCTABHIL od;ep"ra, KOSTO HE OTroBaps Ha yCJIOBHSATA
3a DpeJcTaBsAHe, BKIOYHMTENHO 3a pOpMA, HRYHH M CPOK.

MoTHBH: Y4acTHHKST ¢ npegcraBui 10 (gecer) Opos MIHMKOBE C Ha[IIMCH, KaKTO ClIEfBa:
~3asenenne 3a ywactde u odepra“; Obocobena nosmmus Ne 1 ¢ mpeamer LAMIVUDINE/
ZIDOVUDINE®; ,3agsneHne 3a ydactae H odepra™; O6ocobena mosummsa Ne 2 ¢ mpeaMer
LAMIVUDINE“; »3af9BJICHHE 3a yqacme‘ )24 ocbep'fa“; OGocobena mosuumsa Ne 6 ¢ npegmer
ABACAVIR/LAMIVUDINEY; ,3assieHHe 3a ydactue H odepra™ Obocobena nosuuus Ne 7 ¢
mpeamer MARAVIROC*; ,,3asrieHHe 3a yuactae H opepra” O6ocobena nosumust Ne 11 ¢ npeamer
ZIDOVUDINE®, ,,Baximerme 3a ydactHe ® odepra” O6ocobena mosmmma Ne 15 ¢ opeIMeT
ZIDOVUDINE"; ,3asencHue 34 ydactHe m odepra* Obocobena Tosuimst Ne 16 ¢ mpemmer
LAMIVUDINE®; ,_,3asmnerme 3a yuacime u odepra“ OGocobena mosmums Ne 18 ¢ mpemmer
DOLUTEGRAVIRY; ,3dusncHne 3a yuactue u odepra® Obocobera mosumua Ne 20 ¢ npemmer



DOLUTEGRAVIR/ABACAVIR/ LAMIVUDINE" u ,,3asiB1eHne 3a yuactue 1 opepra“ O6ocoGena
nozmusa Ne 23 ¢ npeamer DOLUTEGRAVIR/RILPIVIRINE®.

Odeprara Ha , TIIAKCOCMUTKJIAMH® EOOJ] e mnpeicraBeHa BBB BHI, KOHTO He
CHOTBETCTBA HZ M3UCKBAHUATA Ha WI. 39, an. 2  ail. 3, BBB BpB3Ka ¢ Wi 47, ai. 3 u an. 9 ot INII30I1
IIpu mpoBexNaHe Ha OTKPHTA IIpOlemypa, omakoBkara 1o wi. 47, an. 2 or III30Il Bkmousa
JOKYMEHTHTE 10 WI. 39, an. 2 ¥ ai. 3, T. 1 ot [III301], onnc Ha peACTaBEHATE JOKYMEHTH, KaKTO X
OTJIENIEH 3ameyaTaH IUTHMK ¢ HaImHc ,Jlpemaranu neHoBH napameTpH”. Korato y4acTHHMK IOZaBa
odepra 3a noseue ot efHa obocofena MOMIMA, 38 BCAKA-OF MOHIHMHTE CE IPEACTABAT HOOT/EIHO
KOMILIEKTOBAHH JNOKYMEHTH mo w1 39, an. 3, T. 1 M OTACTHH Hempo3pavyHH IUIMKOBE C HAIIIMC
,JIpeiarany [eHOBU TlapaMeTpH®, ¢ 1IocoIBaHe Ha MO3HIUATA, 32 KOATO ce OTHAcAT. B nposeaenata
ny6iIAYHAa YacT OT 3acejaHHeTo Ha Kommcwsra mo wi. 103, am 1 ot 30I1 e ycrasoBeHO, 4e
ONAKOBKATa HE CHALPXKa NOKYMEHTHTE mo w1 39, an. 2 u ai. 3, T. 1, onuc H oTAeneH, 3anedaraH,
HeIpo3paueH LMK ¢ Hammuc ,llpeinarany IEHOBH MapaMeTpu”, a camo 10 sameuaranu 1umka ¢
ropenMtHpaBMTe HaauMcH. Ilopagm Tasd KOHCTAaTallMd, B 3aKpUTara 4acT Ha 3ace/laHHeTo,
KOMECHATA € B3eNa peHIeHHe, Ja IPEVIOXKH Ha BB3NIOXKHUTENs, YIaCTHUKBT Aa Objie OTCTpaHeH Io
IMTUPaHUTE N0-Tope 0GOCOGEHA MO3HIHMH. YCTaHOBEHO € CBIIC Taka 10 Ge3cuopeH HavuH, de
JAPYXeCTBOTO, IPH U3rOTBAHE Ha odepraTa CH 3a yd4aciue, He Ce ¢ ChOOpPasuio ¢ HMIICpaTHBHHTE
wauckBanud Ha wi 47, an. 9 or I[MI30II, xomTo H3MCKBaHMA Ca BB3MPOM3BENCHH H B
JOKYMEHTAlMATa Ha OOIecTBeHaTa nopriKa Ha CTp. 25. Cmﬁpasno MOCOYEHHs TEKCT, KOraro
YYacCTHHK I1oZaBa odepTa 3a NOBEYE OT egHa o6oc06eHa IIO3HIASA, B ONTAKOBKATA IO 4N 2 32 BCAKA OT
MIO3HI[HHTE C€ IPEACTaBAT OTHENHH Henpoapatnm IUIIKOBE ¢ Hammuc ,JlpennaraHi LEHOBH
napaMeTpy”, ¢ NOCOYBAHE Ha IO3HIMATA, 33 KOATO Ce OTHACAT, KATO HOpMAara € HMICpaTHBHA.
I'oprOTO 06CTOATENCTBO € nperpa.zmno THINO TaKa H sanwmennero Ha KOMHCHATA 0 WL, 54, an. 4
ot III30I1 na TIOJ(ITHIIe TEXHUHECKHUTE MPEIVIOXKCHHSA H mmKOBere ¢ Hajmuc ,,JIpemnaranu neHosu
napame"fpn“ N0 OTIENHHTE 060cO6EHH HO3HIHH. C'f,m‘a'ra BB3MOXHOCT ¢ 6uia mperpajeHa u 3a
IpUCHCTBAINKTE IPECTABUTENH Ha NPYTATE YIacTHHIM. BrBeneHaTa NpoleAypa € rapalius Cpenty
3JIOYTIOTpe6H ¢ TpECTABEHHTE OT yqacTHEnmTe odeprr. [IpH HeH3BEPIIBaHE HA ONMMCAHHTE B W
54, an. 4 m an. S ot ITII30I1 npouecyarsu AeicTBHS, TasH 1rapammx He MOXe Ha ObJie HOCTHTHATA.
B T03H CMHCHI € K KOHCTaHTHATa npémka Ha K3K (Pemenne Ne 12719 ot 22.10.2018 r. na BAC
o ‘amM. 1. Ne 7996/2018 . IV otnenerne, Pemenne Ne 542 ot 17.05.2018 r. notespaero ¢ Pemmenne
Ne 11676/03.10.2018 r. na BAC, Pemenue Ne 12992 or 30.10.2017 r. na BAC mo agm. g. Ne
8764/2017r.).

II. OGsBSEaM KIAaCHpaHETO MO CHOTBETHaTa 000COGEHa IO3MIMS IPH IIPEIBAPUTEIHO
00sBEHHA KPUTEPHH ,,Half — HUCKA IeHa*, KaKkTo CJIeIBa:

i Toprocko Eannuyna-uena Enaun4yaa
no | ATC kon ; - YuacTank Knacupane
pea HaHMeHOBaHHE Ges JAC uena ¢ JAC ,

: Abacavir/ 3,
\ Lamivudine Mylan, | = | .
- Film coated tablet, - .
2 |, : - 165000 nB. . “ -
6 JOSAROQ 600mg/300mg Pack 2,16 JIB 2,598000 nB HMerexc® OO 1-Bo MacTO
0.30 S

HI. OHOPEJEJISIM 3a usnsiHuTed Ha oOIEeCTBEHATa NOPHHKA IO CLOTBETHATa 06ocobena
HO3MIEA YIACTHHKET KIACHPaH Ha IBPBO MACTO.



IV. Ha ocnoBanne 4i. 43, a1. 1 ot 3011 (penaxmud, xeiicrsama g0 01.11.2019 r., ceriacHo §
131, an. 2 ot I1I3P xeM 3] na 30II) HacToAIMOTO pemeHHe Aa OBie H3NpPATEeHO HAa YYACTHHUIIHTE B
TPHAHEBEH CPOK OT H31aBaneTo My. Ha ocHoBarme wr. 43, an. 1 or 3011 (pemaxuus, peiicTBama 1o
01.11.2019 r., cermacro § 131, am. 2 or I13P xem 3U]] ma 301II) u wi. 24, an. 1, 1. 2 ot IlpaBunseka
3a OpHjaraHe Ha 3akoHa 3a 0OIMeCcTBEHHTE TOPHYKH, CHINOTO Ja Objie MyONAKYBaHO B €NEKTPOHHATA
npenucka Ha obmecTBenaTa Nophyka B paszen ,lIpodun Ha kynyBaya“ Ha HETEpHET CTpaHMIGTa Ha
MunncTEpCTBOTO Ha 3/IpaBeoNa3BaHETO Ha CleHUs afpec: http:// www.mh.government.bg/bg/profil-
na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-zop/dostavka-na-lekarstveni-produkti-za-
2020-g-otpuska/ u Ha CHITHA AeH a C€ U3NMPATH Ha yqacmnnn"’re.'

V. KOHPIC 0T HACTOAIIOTO pemerme Aa ce Bp’l:‘{ld HO KOMHGTCHTHOCT Ha CBOTBETHHTE
JANBKHOCTHH JIHIIA 324 CBCJ.IGHHC n KSH'BJIHCHPIC

VL. Hacrosxmoro pemerne Moxe Ja Oble obxansano B 10./necer/ nreBen CPOK, CUMTAHO OT
JaraTa Ha [OJydaBaHeTo My, npex KoMucuara 3a sammra wa Komcypenunﬂ'ra
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