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3annyeHo Ha ocHOBaHue
VTBBPKIABAM, Pernament (EC) 2016/679,
M3I1. JUPEKTOP:.. BBB Bpb3Ka C 4n.37 oT
/a-p i 30rn

Jlara:.. l .ZL : w . "QO"(JQ \'Ihﬂg‘?‘@@\,\;/’/
JOKJI AL

Ha xomucusTa, HazHaueHa cbe 3anmoed Ne 157/19.04.2021 r. va M3nbiaHUTEIHUS JUPEKTOP Ha
~-MBAJI-IIIYMEH"” AJ] 3a npoBexkaaHe Ha mpoleaypa rno BbTPELIEH KOHKYPEHTEH H300p 10 pea Ha
yia. 82, an. 4 or 30I1 3a onpenensive Ha usnbiaauren no [lokana ¢ u3x. Ne 806/08.04.2021 r. ¢
npeamer: ..JlocraBka Ha JiekapcTBeHH NpoayKTh no Odocobena nosunus Ne 1 3a nyxaute Ha .MBAJI-
[IIYMEH" A/I” no PamkoBo cniopazymenue No PJI-11-55/28.01.2021 r.”, B cbeTas:

IIpeacenare:

[letunka Jumutposa [Terpora - aJIMUHUCTPATUBEH ceKpeTap/KoOpaAnHaTop
AIMUHHCTpaTHBHO-cTONaHcku 010k B ,MBAJI-IIIYMEH" A/

Yirenose:

['eprana Basentunosa CriacoBa — Opranuzartop JI0TOBOPH M JIOTOBOPHH MapTHLOpH B ..MBAJI-
LIYMEH” ALl;

mar. ¢apm. Tarsna Iletposa IlerpoBa — ympaBuren Ha bonHuuna anteka Ha . MBAJI-
HIYMEH™ AJl.

Veaxaemu ['ocnioaun J{upexrop,

B m3nbnuenue va uin. 103, an. 3 or 3011, BB Bpb3ka ¢ wi. 60, an. 1 ot [ITI30II, npencrassame
Bu pesysitatuTe OT MpoBejieHa Mpolieypa Mo BbTPELIeH KOHKYPEeHTeH u300p mo pena Ha 4. 82, an. 4
ot 3011 3a onpenenste Ha u3nbianuTesn no [lokana ¢ u3x. Ne 806/08.04.2021 r. ¢ npeamer: ., Jloctaska
Ha jiekapcTBeHu npoayktH mo Obocobena nozuis Ne 1 3a nyxaure Ha .2MBAJI-IITYMEH™ AJT”. rp.
[lymen nmo PamkoBo criopazymenue Ne PJ1-11-55/28.01.2021 r.”.

Komucusra ce cvopa Ha 19.04.2021 r. B 13:30 uaca, 3a a2 3amouHe cBosTa padora. B
IbPBOHAYAIIHO OMNpeeeHust OT Bb3nokuTenss cpok 3a mojydaBaHe Ha O(QepTH, B €IEKTPOHHATa
cucteMa, paspaGorena oT MuHucTepctBo Ha 3xapaseonazsaHero /IIOIIC3/ moctemuxa 8 /ocem/
odepTH, KakTo clie/aBa:

. . @APKOJI” AJl, noctbnuna B 10:30 gaca ¢ Ne O8413/09.04.2021 r.

. .JJAHCOH BI"” OO/1, noctbnuna B 11:46 yaca ¢ Ne 08459/09.04.2021 r.

. .Mudunorex™ OO/, nocrenuna B 11:38 yaca ¢ Ne 08476/09.04.2021 r.

. .,CODAPMA TPEﬁI{I/IHF” AJl, nocrenuia B 21:25 gaca ¢ Ne 08719/11.04.2021 r.;

. .MAPUMIIEKC-7" EOOJI, noctsmn4aa B 09:03 yaca ¢ Ne 08745/12.04.2021 r.;

. .MEJEKC” OO/, noctemnuia B 14:46 yaca ¢ Ne 09202/13.04.2021 r.;

. . TBPTOBCKA JIMTA-TALl” AJl, noctenuna B 17:06 waca ¢ Ne 09295/13.04.2021 r.;
. . ®bOHHUKC ®APMA” EOO/I. nocrenuna B 17:33 waca ¢ Ne 09799/16.04.2021 r.;
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Cnex Karto ce 3ano3Haxa ¢ YYaCTHHIIMTE, MPEeACTaBlid O(epTH, WICHOBETE HAa KOMHCHSATA
MONBJAHMXA M NOJINKCAXa JeKIapallii B ChOTB2TCTBHE ¢ M3uckBaHeTo Ha wi. 103, an. 2 ot 3011

KoMmucusiTa MPUCTBITH KBbM pa3riiekaaHe Mo ChINECTBO Ha ChABPKAHMETO Ha MpelocTaBeHarTa
MH(pOPMALMS U TIPe/ICTABEHUTE JOKYMEHTH OT YJaCTHHIIMTE [0 Pe/ia Ha MOCTHIIBAHETO UM, TIPH KOETO
Oe ycTaHOBEHO, 4e TpejcTaBeHaTa B o(epTHTe Ha BCHYKH YYaCTHHUM HMH(OpMAIMsA € IbjHA W
ChIBPXKA BCHUKH HEOOXOANMH JOKYMEHTH H HH(popMarus.



Komucusita pasriena mpencraBenata wuupopmanus B TeXHHUECKHTE NpPeUVIOKEHMS Ha
BCHYKHTE 8 /OceM/ yuacTHHMKA, MPH KOETO YCTAHOBH. Y€ CBIIMTE OTrOBAPAT HA OOSBEHHTE OT
Bb310KHTeENS YCI0BUS 32 H3IBJIHEHHE HA TOPbHYKATA.

IIpesBua ropHOTO, KOMHCHSITA €IMEOIYUIHO pPEllM 1a JONYCHE BCHYKH YYAaCTHHIM 10
CJICBAILUS €Tall, @ HMEHHO OTBapsHe Ha NPeICTaBeHUTE IIEHOBH IIPE/UIOKEHHSL.

[Ipn oTBapsHe Ha LeHOBHTE NpeUIOKEHHsS HA yYACTHHIMTE, NPEACEHATEISAT HA KOMHCHSTA,
nocpejicTBom OyToHa ..Knacupane™, 3a Besika ejiHa 060co6eHa M03MILMS, PUKITIOUN TIPOLeypaTa Ha
IbPBOHAYAJIHA OLIEHKA Ha odepTuTe, B ChoTBETCTBHE ¢ wil. 90, an. 4 ot 30I1.

C orznex HanmpaseHuTe 10 MOMEHTa KOHCTATALIMH, [IPEJICEAATENST Ha KOMUCHATA H3MPATH 4Ype3
EnexkTpoHHaTa CHCTeMa MOKaHM 3a MPOBEXKIAHE HA EIEKTPOHEH ThPr 10 BCHUKH YUACTHHIH B
npoleaypara.

Ha ocnoBanue un.90, an.5, BbB Bpb3ka ¢ wi.90, an.8 ot 3011 Ha 26.04.2021 r. €HOBPEMEHHO
N0 BCHYKHM YYaCTHULHM B npoueaypara Oeme msnparena Ilokana 3a yuyacTue B eNeKTpOHEeH Thpr. B
usnpareHaTta 10 ydactHuuute llokana B cnhoTBeTcTBHE ¢ m3uckBaHusta Ha 30I1 ce chabpkaxa
pe3yaTaTHTE OT MbPBOHAYAIHO M3BBPIIEHAT: OLIEHKA HA MOJAJEHHTE O(EepPTH M CTHIKATA, ¢ KOATO
YYaCTHHLMTE MOraT ja HamaslsBaT M'bPBOHAYAIHO MNPEUIOKEHHUTE OT TAX IIEHH, ONpeiesieHa OT
BB3I0KHTENA, a uMeHHO 0,05 %. B cbhOTBETCTBHE ChC 3aKOHOBHMTE M3HcKBaHHMs B IlokaHaTta Oerme
MOCOYEHO, Y€ eNeKTPOHHMAT Thpr crapthpa Ha 29.04.2021 r. B 10:00:00 yaca u mpukIOuBa Ha
07.05.2021 r. B 16:00:00 yaca. EneKTpOHHHST THPr CTApTHpa M MPHKIIOYBA W3IS0 €JIEKTPOHHO, KATO
C HACTBIBAHE Ha JlaTata M 4achT mocoueHd B [lokanara, EnexrpoxHHara cHcTeMa aBTOMATHYHO
reHepHpa KpalHOTO KiacHpaHe, B pe3y/Tal Ha HANpaBEeHHTE B PAaMKHUTE HA EJIEKTPOHHHS ThPr
HamaJIIBaHWs Ha IIEHWTE OT CTpaHa Ha ywyactHuuute. B Ta3u Bpw3ka Ha 10.05.2021 r., nocpeacreom
EnekTpoHHaTa cucTema npelcenaTeNsT Ha KOMHCHSITa OTBOPH aBTOMATHYHO T'E€HEPUPAHOTO OT
niatdopmara kpaifHo KilacupaHe Ha oepTHTE.

Knacupaneto nocTturHato B pe3ynTaT Ha TMpPOBEICHUS €JIEKTPOHEH ThPI € OTpPa3eHO B
[Tpunoxenne Ne 1, Hepaszuenna gact ot [IpoTokona ot paGoTara Ha KOMKCHSATA.

Komucusta u3BbpIIH Ol1iie HAKOJIKO MPOBEPKH HA MPEAI0KEHUTE LEHH, a UMEHHO:

- 32 HaJIMYKE Ha LEHOBH Ipe/JIoKEeHHUs, KOUTO ca ¢ noBeve oT 20 Ha CTO no-01aronpusTHH OT
cpeHaTa CTOHHOCT Ha LIEHOBUTE MPEIOKEHHS HA OCTAHAIMTE YYACTHUILU:

- 3a NpeIOKEHH LEeHM, HaJBHINaBauld nocoyenute B [lpunoxenune Ne 2 Ha Ilo3uTHBHHS
JICKApCTBCH CITHCBK,

- 33 HAJIM4ME Ha e/IHAKBH [IEHH 3a €JIMH H CBIIl JIEKAPCTBEH IPOJIYKT.

KoMucusta yctaHoBH, CIEIHOTO:

- Yyactauuute ., OAPKOJT* AJl u .ObOHUKC ®APMA™ ECO/J] ca npeaioxuid LUeHa 3a
nekaperBeHust npoaykt ATC CO03DAO1 INN Spironolactone /mepopaina TBBLpAa/, KOSTO
HajBu1IaBa nocoyenata B [Ipunoxenne Ne 2 ra [1JIC, aktyannsupano xsm 02.05.2021 r.

- Ilo oTHolIEHHE HA OCTAHAJIUTE JIEKAPCTBEHH MPOAYKTH, BCHUKH YYACTHHIH Ca TMOCOYHIIH
LIEHH, KOUTO He HajBuIuaBaT nocouenute B [Ipunoxenune Ne 2 na [1JIC

B pesynatar Ha ropHOTO, KOMHUCHATA NpeJiara 3a oTcTpansaBane yqactuuuure .. QAPKOJI* A
u . ObOHUKC ®APMA*™ EOO]] nekapcrBenus npoaykr ATC CO03DAO01 INN Spironolactone
/nepopaJjina TBbpaa/.

IIpenBua ropHOTO, KOMHCHSATA M3BBPIIM KpPalHO KJIacHpaHe Ha YYaCTHHUIIMTE, OTPa3eHO B
ITpunoxenne Ne 2, nepaszenna yact ot [Iporokona ot pabotara Ha KOMKCHATA.

Ha 11.06.2021 r. B 16:30 yaca, koMHcHsTA B ChCTaB chriiacHo 3amosen Ne 157/19.04.2021 r.
Ha M3nwenuutennuns aupextop Ha . MBAJI-IIYMEH™ AJl ce cvbpa. 3a ma 0600UIM pe3yaTaTHTE OT
cBOsiTa padoTa U J1a U3roTBU HacTosAHa JloKiaL.

CpoOpa3sBaiiky IOCTMrHATHTE B pe3yNTaT Ha IpOBEJEHATa Mpolle/lypa MO BbTPElleH
KOHKYPEHTEH H300p LIEHH Ha JIEKapCTBEHUTE IIPOAYKTH | LeHuTe, no kouro ,MBAJI-LIYMEH” Al B
HACTOSILIMSA MOMEHT 3aKylyBa ChIUUTE JIEKApPCTBEHH IPOJYKTH MO CHilaTa Ha CKIKOYEHH JIOTOBOPH
Clie]l npoBeAeHH OTKpHTH nporeaypu no 3011 ¢ yuukanuu Homepa B LIAVC EOII 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 K3rOTBY CJIC/HATA CPAaBHUTETHA TaOIHIIA:



ATC - koa Meaaynapoano Hauun na Mspka /mg, Haii-nucka nena Ilena 3a en. mapka ¢ JUIC
HEMATEHTHO npujoKeHne tabl., mL/ 3a el MApHA ¢ epraacHo llena 3a en.
HAHMEHOBAHHE JULC, MApKa C JUIC cbraacHo
INN MOCTHIHATA B 5 F
s, aeiicrsawm aorosop no 3011
St wan OIl 3a BB31arane no
npoueypa peaa Ha 4a.21, an. 6 o1 3011
(KOraTo e NPHI0KHMO)
CO1AAQS Digoxin napexTepanHa mg 2,096000 2,08
0,0048 — OI1 3a pw3narane no
C01BDO1 Amiodarone napeHTepanHa mg 0,004638 pesa aun. 21, an.b
0,0008534 — OI1 3a sw3narane no
CO1BDO1 Amiodarone nepopanHa Tebpaad mg 0,000844 pena naun. 21, an6
0.24 — OI1 3a pp3naraie no pea
C02AC01 Clonidine nepopanta Tebpaa mg 0,240000 Haun 21, an 6
CO2AC01 Clonidine napeHTepanHa mg 6,350311 6,334
0,0264 — OTI1 2a pu3naraHe no
C02CAD1 Prazosin nepopanHa TBbpaa mg 0,026400 peaa na un. 21, an.6
0.00564 - OI1 3a pp3narase no
C03AAD3 Hydrochlorothiazide nepopanHa TeLpaa mg 0,004854 peaa Haun. 21.an 6
C03BA11 Indapamide nepopanHa Tebpaa tabl 0,091756 =
0.019 - OI1 3a sb3narane no peaa
C03CA01 Furosemide napeHTepanHa mg 0,015396 Haun 2l.an 6
0.0011875 - OI1 3a pp3narase no
C03CAD1 Furosemide nepopanHa TeLpaa mg 0,001162 peaa Haun. 21, an. 6
CO3CAD4 Torasemide napeHTepanHa mg 0,098063 0,04752
C04ADO3 Pentoxifylline nepopanta TebpAa mg 0,000288 -
CO4AEQ2 Nicergoline nepopanHa Tebpaa mg 0,016728 0.0164000
0,00282 - OIT 3a u3narane no
CO7AADS Propranolol nepopanHa Tebpaa mg 0,002218 pena naun. 21, anb
CO7ABO2 Metoprolol nepopanHa Tebupaa mg 0,001219 -
CO7ABD2 Metoprolol napeHTepanHa mg 0,813433 0,792
0.,006867 - OI1 za sL3naraye no
CO7ABO7 Bisoprolol nepopanHa TBbpad mg 0,006384 peaa Ha 4. 21, an.6
0.037467 - OI1 3a pL3nAraHe no
CO7AB12 Nebivolol nepopanHa TBbpaa mg 0,023156 peaa Ha wi. 21, an.6
(,004534 - OI1 za pB3naraHe no
C08CAO1 Amlodipine nepopanHa Tebpaa mg 0,004204 peaa Ha un2l, an.6
COBCAOG Nimodipine napeHTepanHa mg 1,159657 1.1052
0,0091134 — OI1 3a aw3narane no
COBCAO06 Nimodipine nepopantHa Tebpaad mg 0,008755 pena Ha un. 21, an.6
C08DA01 Verapamil napeHTepanHa mg 0,168800 0,168
0,0065 — OI1 3a pL3narade no
C09AA02 Enalapril nepopanHa 1eupAa mg 0,003130 peaa na w21, an.6
0,01034 — OI1 3a pw3naraxe 1o
C09AAD3 Lisinopril nepopanHa Tebpaa mg 0,008140 pena sa un. 21, an.6
0.011134 - OI1 3a BB3Narale no
CO9AADS Ramipril nepopanHa TBbpaa mg 0,008148 pena Ha un. 21, an.b

KomucusTa, Ha ocHoBanue wi. 60, a1, 1, T. 3 o1 [TT130I1 Bu oTmpaBs ClI€AHUTE MPEUIOKEHUS!
1. 3a yleKapCTBEHUTE TIPOYKTH, 32 KOMTO B PE3yJITaT Ha MPOBE/CHATA [pote/lypa 1o BbTPEIICH

KOHKYPEHTEH M300p ca MOCTUTHATH 11

JIOTOBOPH B pe3yJTaT Ha Ip

IocraBka Ha JEKapc

y4aCTHHK B HACTOSLIATA MPOLEYPA MO BHTPEIUCH KOHKYPEHTCH u30op.

2. 3a JgeKapCTBEHHTE MPOAYKTH, 38 KOHTO HAMA obsBena oTkpurta npoueaypa no 30I1 win
JeficTBaN J0rOBOP, Ja OB CKJIFOYEH J0TOBOP 3a JOCTaBKa Ha JICKapCTBEHH MPOAYKTH ChC CPOK 110
31.12.2021 T. ¢ KJIacHpaHHs Ha [BPBO MSACTO YYaCTHWK B HACTOsAIIaTa MPOHEdypa MO BBTPELICH
KOHKYpEHTEH U300p

[punoKeHN 3anu4yeHO Ha OCHOBAHUE

MPEACEJATEJL

YJIEHOBE:

1 u [Mpunoyxenue Ne 2.

PernameHT (EC) 2016/679,

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

BbB BPb3Ka C 4N.37 oT
30

BbB Bpb3Ka C 4n.37 oT
300

0-6arOMpUATHY LIEHH, OT T€3U IO JCHCTBAIMTE KbM MOMEHTA
osenieHa orkputa npouexypa no 30II, 1a Obae CKIOHEH J0roBop 3a
TBEHM MPOAYKTH che cpok o 31.12.2021 r. ¢ Kiackpanus Ha IBPBO MICTO

3anM4yeHo Ha ocHoBaHue
PernameHT (EC) 2016/679,
BbB Bpb3Ka ¢ 4n.37 ot

300

/mar. ffapm. TaTsua [lerposa /



