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,ZlOKJ]AI[

Ha xomucusTa, HazHadeHa cbe 3amoBe 1 Ne 163/21.04.2021 r. Ha M3nbaHUTEIHHS JUPEKTOP Ha
~MBAJI-IIIYMEH™ AJ] 3a npoBex/aaHe Ha Mpolleaypa o BbTPEHIeH KOHKYPEHTEH H300p [0 peja Ha
1. 82, an. 4 or 30I1 3a onpenensHe Ha usnbianute] no [lokana ¢ M3x. Ne 809/08.04.2021 r. ¢
npeaMmer: ,,JIoctaBka Ha JeKapcTBeHH npoaykTH 1o Odocobena nosumms Ne 2 3a nyxnure Ha .MbAJI-
IIYMEH” A/l no PamxoBo criopazymenue Ne PJI-11-110/01.03.2021 r.” B cheTaB:

[Tpeacenaren:

[leTnHka Jumurtpona [Terpora - a/IMUHUCTpaTHBEH CeKpeTap/KOOPAUHATOP
AnmuHHCTpaTHBHO-cTONAHCKH 610K B . MBAJI-IIYMEH™ AJ]

Unenose:

I'eprana Banentunosa CriacoBa — OpraHu3aTop J0r0BOPH H JI0TOBOPHM NapTHHOpH B .MBAJI-
[IIYMEH" AJl;

mar. ¢apm. ITnamena [lerposa IlerpoBa — MarumcTbp-apmaiieBT B bonnnuna anrteka Ha
-MBAJI-IIYMEH” A/,

Yeaxaemu ['ocnioaun Jlupexrop,

B u3nbanenne Ha wi. 103, an. 3 or 3011, BB Bpw3ka ¢ ui. 60, ai1. 1 ot [ITI30I1, npexncrassme
Bu pesyataTuTe OT POBE/IEHA MPOIIE/Lypa 0 BHTPEILeH KOHKYPeHTeH u300p 1o pena Ha 4. 82, an. 4
ot 30I1 3a onpenensite Ha u3mbianuTesn no [Tokana ¢ u3x. Ne 809/08.04.2021 r. ¢ npeamer: ,.JlocraBka
Ha JeKapcTBeHH npoayktu no Obocobena noszuuus Ne 2 3a HyxauTe Ha JMBAJI-INYMEH™ Al no
Pamkoso criopasymenune Ne PJ1-11-110/01.03.2021 r.”

Komucusita ce cvbOpa Ha 21.04.2021 r. B 15:00 uaca, 3a 12 3amouHe cBosita paboTa. B
'bPBOHAYATHO OMNpeE/IeNieHus] OT BB37I0XkuUTeNns CPOK 3a MosyyaBaHe Ha O(epTH, B €NEKTPOHHATA
cucteMa, paspaboTeHa or MunucrepeTBo Ha 3apaeomasBanero /L[OIIC3/ nocrbmuxa 8 /ocem/
o(epTH, KaKTO cleBa:

LOAPKOJT” AJl. noctenuna B 10:35 yaca ¢ Ne 08417/09.04.2021 r.;

.CO®APMA TPEMJIMHI™ AJl, noctsmuna B 19:43 gaca ¢ Ne 08706/11.04.2021 r.;
MAPUMIIEKC-7" EOO/I, nocrenuna B 09:00 yaca ¢ Ne 08739/12.04.2021 r.;
WMEJIEKC” OO/I, noctbruia B 12:35 uaca ¢ Ne 0O8805/12.04.2021 r.;

..5. BPAYH MEJJMKAJI” EOO/I. nocrenuia B 14:17 yaca ¢ No 08914/12.04.2021 r.;
.OHbOHUKC ®APMA” EOO/I, nocrenuna B 11:28 gaca ¢ Ne 09151/13.04.2021 r.;
.COJIOMEJ” EOO/I. noctemmna B 13:29 yaca ¢ No 09180/13.04.2021 r.;
Juarsoctuk Umumpxuar” OOJ1, nocrenuna B 18:24 yaca ¢ Noe 010046/19.04.2021 r.;

GelsEy ks Ll =

Crnen xaTo ce 3amo3Haxa ¢ Y4YaCTHHI(UTE, MPEACTaBUIM O(QepTH, WIEHOBETE Ha KOMHCHATA
MOMBIHUXA U TTOJTNMCAXa AeKIapallii B ChbOTBSTCTBHE ¢ M3HCKBaHeTo Ha wi. 103, an. 2 ot 3011

KomucusTa MpUCTBIIM KBM pasriielkIaHe Mo ChINECTBO Ha ChIbPIKAHMETO HA MpeNocTaBeHaTa
MH(pOpPMAIMs ¥ IPEICTABEHUTE JOKYMEHTH OT YYaCTHHMIIMTE MO PEJia Ha MOCTHIIBAHETO UM, MPH KOETO
Oe ycTaHOBEHO, 4e MpelcTaBeHara B odepruTe Ha BCHYKM YYaCTHHUM HMHpOpMauus ¢ MbjlHA U
ChABPIKA BCHYKH HEOOXOIUMH JOKYMEHTH U HHpOPMALIHS.



Komucusta pasriena mpenctaBenata unpopmanusi B TeXHHUECKHTE TNpEUIOKEHHs Ha
BCHYKHTE 8 /ocem/ ydyacTHHKA, NPH KOETO YCTAHOBM, Y€ CBIIMTE OTrOBApAT HA OOSBEHHTE OT
Bb3noskutens ycoBus 3a u3nbIHeHHE HA TOPbYKATA.

[IpenBuA rOpHOTO, KOMHCHATA €IMHOYLIHO pEeUlM Ja JAONYCHE BCHYKH YYACTHMIM JIO
ClI€/IBalMA €Tall, a MMEHHO OTBapsiHe Ha NPEeICTABEHHUTE [IEHOBH MPEIIOKEHHS.

[lpn oTBapsine Ha UEHOBHTE NpPEUIOKEHUS HA YYACTHUIIMTE, NIPEJCEHATENST HA KOMMCHSATA,
nocpeacTBom OyTona .. Knacupane™, 3a Besika eHa 060cobeHa MO3HIUHS, TPHKIIOYH npoueaypara Ha
I’bpPBOHAYaJIHA OLCHKA Ha opepTuTe, B ChoTBETCTBHE ¢ wi. 90, ain. 4 ot 30I1.

C oriien HanpaBeH#Te 10 MOMEHTa KOHCTATALIUH, NIPE/ICEIATENST Ha KOMHCHSTA H3MPATH upe3
EnekTpoHHata cucTema NOKaHH 3a HpPOBEKIAHE HA €JIEKTPOHEH THPT 10 BCHUKH YYACTHHULM B
poueaypara.

Ha ocnoBanue 41.90, an.5, BbB Bpb3ka ¢ wi.90, an.8 or 3011 ua 27.04.2021 r. €HOBPEMEHHO
710 BCHUYKH Y4aCTHHIM B Iporejypara Oeure m3npatesa [lokaHa 3a yuacTHe B €1€KTpOHeH THpr. B
usnpareHara 10 yvactHuuute lloxana B chorBercTBHEe ¢ M3mckBanusita Ha 30I1 ce chabpikaxa
PE3YATATHTE OT ITbPBOHAYATIHO M3BBPUICHATE OLIEHKA Ha MOJaJeHHUTE O(QEepPTH M CTHIKATA, C KOATO
YYaCTHHIUTE MOraT Jla HamajsBaT MbPBOHAYAIHO MPEUIOKEHUTE OT TAX LEHH, ONpelesieHa OT
BB3JI0KUTEN, a uMeHHO 0,05 %. B choTBeTCTBHE ChC 3aKOHOBHTE WIMCKBAHMA B llokaHaTa Oele
MOCOYEHO, Y€ €NEKTPOHHHMAT ThPr craprupa Ha 11.05.2021 r. B 09:00:00 waca u npukmo4Ba Ha
13.05.2021 r. B 13:30:00 yaca. EneKTpOHHHST THPr CTAPTHPA M MPUKIIOEBA H3IEIO €IEKTPOHHO, KATO
C HacThIIBaHE Ha JaTata W 4achT mocoyeHu B Ilokanara, EnextposHHaTa cucremMa aBTOMAaTHYHO
FEHEpUpa KPaHHOTO KJIaCHpaHe, B PE3y/Tal Ha HANpaBeHHTE B PAMKHTE HA EJIEKTPOHHMS Thpr
HamallsiBaHHsA Ha LCHHTE OT CTpaHa Ha yuyactHuuure. B Tasu Bpw3ka Ha 13.05.2021 r., nocpenctBom
Enexrponnara cuctema npejcematensT Ha KOMHCHSITA OTBOPH ABTOMATHYHO T'€HEPHPAHOTO OT
nnardopmara KpaifHo KjlacupaHe Ha oepTure.

Knacupaneto mnOCTHrHaTO B pe3yiNTaT Ha IMPOBEJEHHS EIEKTPOHEH THPr € OTpPa3eHO B
[Ipunoxenue Ne 1, Hepasznenna gact ot [Iporokosa ot paGoraTa Ha KOMECHSTA.

Crel1 ToBa, KOMHCHATA MPUCTBITH KBM MPOBEPKA MO CHIIECTBO Ha MpeacTaBeHaTa HHMOPMAIIHS
B [IEHOBUTE IIPE/UIOKEHHS HA YUACTHHIUTE.

Ha 14.05.2021 r. na ocHoBaume wi. 72, aix. 1, BeB Bpb3ka ¢ wi. 72, an. 6 ot 30I1, ciex
NPUKITIOYBAHE Ha EJIEKTPOHHMS ThPr, KOMHCHUATA M3BBPIIN IPOBEPKA 3a HAJIUYMETO HA LIEHOBO
npejulokeHne ¢ nosede oT 20 Ha CTO MO-OMAroNmpHsTHO OT CpeaHara CTOMHOCT Ha IEHOBHTE
Npe/IOKEHHS Ha OCTAaHAIMTE YYaCTHHIIM, 32 BCEKH €JIMH OT JICKAPCTBEHHTE MPOIYKTH.

B pe3yaraT Ha u3BbpLIEHATA TPOBEPKA, KOMUCHSITA YCTAHOBH CJIEHOTO:

1. IlenoBoTo npemioxkenue Ha yyacturka , MEJEKC* OO/l no oTHomIeHue Ha JIEKapCTBEHUS
npoayxr ¢ ATC VO8ABO4, INN Iopamido! mg/l e ¢ mosede or 20 Ha CTO MO-G.1arONPHATHO OT
Cpe/iHaTa CTOMHOCT Ha [IEHOBUTE MPEIOKEHUS HA OCTAHAIHTE YYaCTHHIH.

Ha ocuoBanme un. 72, an. 1 ot 30Il, komucusTta €MHOAYIIHO pEelId Jia TIOMCKa OT
»MEJIEKC* OOJ na npesnctaBu mojapobHa mucMeHa O0OCHOBKA 324 HayWHAa Ha oOpasyBaHe Ha
NPEUIOXKEeHaTa OT YUYaCTHHKA IIeHA HA ONHMCAHAsl JIEKAPCTBEH MPOAYKT, B CPOK IET JHM OT I10/1y4aBaHe
Ha VMckanero B genoBoacteoto Ha ..MBAJI-IIIYMEH” AJl, no ¢daxc Ha 054/800 751 mmam uypes
EnexTponnara cuctema 3a 3aKynyBaHe Ha JiekapeTBenu npoayktu (I{OI1C3).

Ha 17.05.2021 r. B 16:30 yaca B Otaen ,Mapkerunr, jgorosopu u MTO” na .MBAJI —
HIYMEH™ AJl, rp. llymen, ya. .Bacun Anpunos™ Ne 63 — I erax na TepameBTHUeH GJ0K Cbe
CIIEIHUTE 3a1a4H:

1. na pasriesa nosyyenara nucMeHa 0OOCHOBKa 3a HauMHa Ha OOpa3yBaHe Ha MpeUI0JKeHaTa
ot ydactHuka “MEJIEKC™ OO/l nena, 3a KOHKpeTeH JeKapCTBEH MPOIYKT, 32 KOHTO yuyacTBa, B
OTTOBOP Ha HANPABEHO 3allMTBaHHE Ha OcHOBaHue 4. 72 an.l ot 30I1;

2. 1a W3BBPIIM OKOHYATE/IHA [IPOBEPKA Ha MPEJICTABEHUTE LIEHOBH MPE/UTOKEHHS.

Komucusara 3amouna cBosra pa0oTa 1O I'bpBaTa 3ajaya, [IPH KOETO YCTAHOBH, He e
npeJcTaBeHa nucmMena o0ocHoBKa ot yyacTHuka ,, MEJJEKC* OO/, usuckana Ha ocHOBaHHe 4iI. 72,



an. 1 or 3011, ¢ KosATO KOMHCHSATA € TOUCKasa JIa 0DOCHOBH IIPE/UIOKECHATA II€HA 32 JIEKapCTBEHHUs
npoaykt ¢ ATC VO8ABO4, INN Iopamidol mg/l.

[IpesBua ropensnoKeHOTO, KOMHCHUATA B3e pEIICHHE ja HpHEMe INpeACTaBeHaTa OT
~MEJIEKC* OOJI nucmena o0oCHOBKa, IoCThIIa upe3 EleKrpoHHaTta cucTeMa Ha
14.05.2021 r. B 15:00:46 4. 3a npe/uiokeHaTa 1[EHA Ha JIEKapCTBEHUs POAYKT. B nucmenara
000CHOBKA  yY4aCTHHKLT T0COYBA  OOCKTHBHM  OOCTOSTENCTBA,  MPEAOCTaBALIA MYy
M3KIIOYUTENHO OJIaronpusTHU YCJIOBUS TPH W3MBJIHEHHETO Ha OOIIECTBEHATa MOphYKa —
CBIMAT € OCHOBEH OTOpW3MpaH IpejcTaBuTel 3a PemyOmmka bbiarapus Ha cbOTBETHHS
NpOU3BOJMTEN M IpuTexaren Ha Paspewenuero 3a ynorpeda /IIPY/. Ilocouenoro
00CTOATENCTBO M03BOJISIBA HA YYACTHHUKA Jia JIOCTABs JI€KapCTBEHUTE MPOAYKTH OJarojapeHue
Ha MOJAMHUCAHU IUCTPUOYTOPCKU JJOTOBOPH M MOCTUIHATH TOJeMH 00eMH Ha Mpojak0ou, KOUTo
MPEOCTaBAT HA YYaCTHUKA U3KIIOUMTEIHO ONaronpusiTHH ThPrOBCKH  YCJIOBUS U
JOITBJIHATEIHU, TpedepeHIIUaIHU OTCTBIIKH.

Komucusdra pasriesia HEHOBUTE MPEUTOKEHUS Ha YYaCTHUIIMTE U 32 HAJTMUMETO Ha IeHa
Mo-BUCOKa OT rnocouyeHara B Ilpunoxkenwe Ne 2 Ha [To3UTHUBHUSL JIEKAPCTBEH CHUCHK, MPH
KOETO YCTAaHOBU CJIETHOTO:

- HAMA MOCOYEHA 1I€Ha, KOATO J1a HajBuIaBa Ta3u B [Ipunokenue Ne 2 na ITozuruBHus
JICKapCTBEH CIHCBK.

- ceriuacHo Ilpunoxenune Ne 2 na IUIC, akryanno kem 02.05.2021 r. e ornaaHan
nekapctBenus npoaykt ¢ ATC RO6AE(09, INN Levocetirizine /mepopaJina TeuHa/.

[Ipy wu3BBpLIBaHE Ha TMpPOBEpKAa HAa LIEHOBHUTE TPEJIOKEHUS Ha YYacCTHMIIMTE 3a
HAJIMYMETO Ha €/IHAKBU LIEHU 3a €/IMH U ChIIl JICKAPCTBEH MPOAYKT, KOMUCHSATA YCTAHOBH, Y€ OT
MPEJCTABEHUTE LIEHOBHU IPE/UIOKEHUSI Ha VYACTHULIMTE HAMAa OCHOBAaHHE 3a MPOBEXKIaHE Ha
nmyOmnyeH xpeduit no pena Ha ui. 58, an. 3 ot [MIT30I1.

Caen xaTo yCTaHOBH, Y€ HE € HaJIMIle HUKOS OT ropen30pOoeHNTE XMIOTE3U, KOMUCHSITA
M3BBPIIM KpaifHO KJlacMpaHe Ha y4yacTHULMTE, oTpazeHo B [lpuioxkenue No 2, HepasienHa
yact ot [IpoTokona or paGorara Ha KOMUCHSITA.

Ha 11.06.2021 r. B 18:00 uyaca, xomMucusiTa B CBbCTaB cChIvlacHO 3amoBen Ne
163/21.04.2021 r. na Usnbauutennus aupexrop Ha ..MBAJI-IIIYMEH™ A/l ce cu0pa, 3a aa
0000111 pe3yaTaTUTe OT cBOsITa padoTa U J1a U3roTBU Hacrosus Jloknan.

CpoOpa3zaBaiiku NMOCTUTHATUTE B pPe3yJITaT Ha MpOBEJAEHATa MPOLEAypa MO BHTPEUICH
KOHKYPEHTEH H300p NEHM Ha JIEKapCTBEHUTE MNPOAYKTH M leHuTe, no kouto ,.MBAJI-
[IYMEH” AJl B HacTOALIMS MOMEHT 3aKVIIyBa ChIIUTE JEKAPCTBEHU MPOAYKTH MO CUlaTa Ha
CKJIIOYEHH JIOTOBOPHU CJI€/l MPOBeAeHU OTKpUTH mnpoueaypu no 3011 ¢ yHukanHu HOmepa B
[HAWUC EOII 00444-2021-0001. 00444-2021-0002, 00444-2021-0003, 00444-2021-0005,
00444-2021-0006, 00444-2021-0007, 00444-2021-0008 un 00444-2021-0009, xomucusra
M3TOTBH CjI€/HATa CPaBHHUTEIHA TabuIa:



ATC - koa Me#ayHapoano HenaTeHTHO Haunn va Msipka /mg, Haii-nncka Llexa 3a ea. MsipKa ¢
HauMeHoBalHe npuIcKeHHe tabl., ml./ 1eHa 3a el JJC cbraacho Llena 3a
INN mapka ¢ JUIC, en. msapka ¢ JJIC
"0::2?;11-:: ChIracHo aeiicTeai
::al‘.‘:l"t‘rﬂllla'l'a aorosop no 30I1 uan
npoueaypa OTl 3a eB3aarane no
peaa Ha 4a.21, ax. 6 oT
30I1 (korato e
NPHJIOEKHMO)
RO3ACO02 Salbutamol HHXATATOPHA mg 0.174000 0.1752
0.00017534 -OI1 3a
nepopansa Bb3JlaraHe 1o peja Ha
RO3DA04 Theophylline TBBpIA mg 0.000175 yn.21. an. 6
RO3DA0OS Aminophylline napeHTepaiia mg 0.010296 0.0102917
ROSCB0O2 Bromhexine napeHTepaiHa mg 0,349500 0.3475
RO6ACO3 Chloropyramine napeHTepanHa mg 0,068404 0.0684
RO6AD0O2 Promethazine napestepanHa mg 0,013460 0.0134
nepopansa
RO6AEN9 Levocetirizine TevHa mg 0.088458 0,0938
ROTAAO2 Natural phospholipids HHTpaTpaxeaiHa | mg 4.245694 4.38225
BHTpeaHa
SOIEAD3 Brimonidine TeuHa ml 1,185600 -
BUTpCaHa
SO01EDS51 Pilocarpine, Timolol TeuHa mg 1.862400 -
BUTpeanHa
SOIEDS1 Pilocarpine, Timolol Te4Ha mg 1.768800 -
BHTpeaIHa
SOIEEOI Latanoprost TeuHa ml 3.182400 -
VO3ABI13 Naloxone napeHTepanHa mg 2.363705 -
0,00102625 - OIl 3a
nepopaiHa Bb3/laraHe no peia Ha
VO3AE02 Sevelamer TBBpAA mg 0,000954 yi.2l.an 6
0,027 - OII 3a Bb3narane
VOTABOO Water for injection napexTepanta ml 0.027000 1o pesa Ha w21, an 6
VO§ABO4 lopamidol napeHTepania mg | 0.001140 0.000998918
VOSABI0 lomeprol napeHTeNaNHa mg 0,001687 0,00167

Komucusdra, na ociosanue 4i. 60, an. 1, 1. 3 ot [1I130I1 Bu oTnpaBs cineaHuTe NpeaioKEHH:

1. 3a j1ekapCTBEHUTE MPOYKTH, 3a KOUTO B pe3yJITaT Ha NMPOBEAeHAaTa IIpoleaypa no BbTpeiieH
KOHKYPEHTEH M300p ca MOCTUIHATH MO-0JaronpusiTHU 1IEHH, OT TE3W 110 JieHCTBAIUTe KbM MOMEHTA
JIOTOBOPH B pe3yjiTarT Ha mpoBeieHa orTkpura npouexypa mo 30I1, xa ObJe CKIOYEH 0TOBOp 3a
JIOCTaBKa Ha JIEKAPCTBEHH MpPOAYKTH cbc cpok Ao 31.12.2021 r. ¢ kiacupaHus Ha ObPBO MSCTO
YUaCTHUK B HACTOSAIIATA MPOLE/IyPa [0 BHTPEIIeH KOHKYPEHTEH H300p.

2. 3a neKkapcTBeHUTE MPOJYKTH, 3a KOWTO HAMa oOsBeHa oTkpuTta npoueaypa no 30I1 wiu
neicTBall J0roBop, Ja Obae CKIOUYeH JOTOBOP 3a J0CTaBKa Ha JIEKApPCTBEHH MPOJIYKTH ChC CPOK 10
31.12.2021 r. ¢ kjJacupaHHsd HaA MBPBO MACTO YYAaCTHHK B HAcTofAIlaTa Ipoueaypa Mo BbTPELICH
KOHKYpEeHTeH u300p.

3. 3a nekapctBenus npoaykT ¢ ATC RO6AE09, INN Levocetirizine /nepopaana reunal/,
KolTO € ormagsan ot Ilpunoxkenne Noe 2 na [UIC, akryanso kM 02.05.2021 r. 1a He ce CKIO4Ba
JIOTOBOP/OTIPE/IENS M3MBJIHUTEN B HACTOSIIATA TIPOLEIypa 110 BBTPELIEH KOHKYPEHTEH H300p.
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