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I0POTOKOI

IHec, 24.02.2021 rogwuaa, B 13:30 waca, Ha azpec: Tp.Byprac,
Ooys.“Cr.Cramboso™ N 73, XupyprMueH Kopnyc Ha YMBAJI-Byprac AJll, er.7, cT.3,
KOMUCHSA B CBCTAB:

llpencemaTen: WpwurHa TomopoBa - MarucTep-bapmaleBT, yHopaBuUTes OOJHMUYHA
anrekxa, ,KOI-Byprac” EOOI;
UjieHOBE !
2. Jeana IlerpoBa — NOpapocnocobeH wopucT, no un.20, an.4, 7.3 or 30II;
3. Mwmuxo Koer - 1JjaBeH ekcrnepr, Iupexums “3CIOC” - ObumHa Byprac no uju.20,

an.4, 7.3 or 30I;

B MU3NOBJHEHMe Ha 3anoBen N 045 or 24.02.2021 rommHa Ha YnpaBuTensa Ha “KOI-
Byprac” EOOI, ce cvbpa B3a H»Ha M3BBPUM B [IPOCTPAHCTBOTO Ha EOMHHAaATa
HaluMOHaJIHa IJJaTdopMa 3a TBHPIOBMSA C JIeKAapCTBeHM OponykTu (JIII) 3a HyXIOIMUTe Ha
JeuebHUTe 3aBereHwus (JI3) B Penybmmka Bwbiarapus (EjexkTpoHHa cucTema/Cucrema),
OlleHKa U KJlacupaHe Ha [IOCTBIMIKTEe odQepTM M Ia OpoBele eJIeKTPOHEeH TBpI, B
oTKpuUTara oT MMHMCTEPCTBOTO Ha 3ApaBeolasBaHeTo (M3) mnpouemypa 3a Bb3JaraHe
Ha obmecTBeHa Hopbvuyka uype3 BBTPEINEH KOHKYPEHTEH J¥M3BOP 10 PaMKOBO
CropasyMeHMue, C IIpelIMEeT:

,ljocrmaBka Ha JIeKapCTBEHM INpoayKTu oT PaMkoBO crnopalyMeHme Ha M3 N PAO-11-
54/28.01.2021 r. za HyxguTe Ha ,KOL-Byprac“ EOOL".

[lpouenypaTa Ha M3 e permumcTpupaHa B AOI nonm M 00080-2020-0011, un e

- oTkpuTa C Pemenme N PIO-11-250/12.06.2020 r., nybamuxkysBaHo B POIl ¢ N 983504
Ha 15.06.2020 r.;

- ObgBjeHue - B POII N 983507, nybmnmxkyBanHo Ha 15.06.2020 r. m B OB Ha EC N
2020/S 116-281333 uHa 17.06.2020 r.;

- BBBJIOXEeHa — CKJIoueHM PaMKOBUM ClHoOpas’yMeHus 1[I0 2 o0600cofeHM [HO3UUUM -
O6asyiedue POII N 1007720/17.02.2021 r., nybamukyBaHo Ha 22.02.2021 r. m B OB
Ha EC N 2021/S 036-089857 Ha 22.02.2021 r.

[lpencemaTesaT Ha KOMUCUSATA IMIPOBEPM CBCTaBa Ha IIPUCHCTBAIIMTE UM CJEI KaTo
YCTaHOBM, Ue MNPUCHCTBAT BCUUKU UJIEHOBE Ha KOMMCHSATA, OTKPM BaCEIaHUETO.

Ha 3aCegaHMeTO Ha KOMMCHUMATAa HEe IIPpMCBCTBAT IMNPpeldCTaBUTEJIM Ha YYAaCTHMLIUTE WMIINU
OpyT¥Y OpaBoOMMAlM JIMia.

HpencenaTenHT Ha KOMUCHUATA IOOCTBIIM B EJ'[eK'I‘pOHHa'I‘a cucreMa "M BU3yaJim3upa
CIIMMCBKA Ha O(_l)ep'I‘M'I‘e Ha YydYaCTHMLIMTE B HaCTOAWlaTa IIpouenypaTa IO BbBTPEIEeH
KOHKYpPeHTeH m36op kBM PC N PIO-11-54/28.01.2021 r. Ha M3.



UjleHOBETEe Ha KOMMCHUATA YyCTAHOBMXA, Ye B OIpenesieHMs OT BbB3JIOXUTENS CPOK B
EjlekTpoOHHAaTa CuUCTEeMa Ca pPeTruMCTPUMPAaHM KAaTo [NOCTBIMIM ofmo Tpu 0posd
€JIEKTPOHHM ObepTM, KaKTO CJIenOBa:

1 | ,,MEIOEKC” 0OI Obepra N 02504/11.02.2021 r.-13:01 uaca
2 | ,,COPAPMA TPEMIVHT” AL Obepra N 02760/15.02.2021 r.-15:16 uaca
3 | ,,®bOHMKC ®APMA” EOOI Obepra N 02799/15.02.2021 1.-15:47 uyaca

B wuanbiIHEeHMEe WU3UCKBaHMUSATa Ha wi.51, anx.8 ot III30I, BCUUKM UJIEHOBE Ha
KOMMCHUATA IIONBJIHMXA IeKJlapaluuM, OTHOCHO M3MCKkBaHMATA Ha uin.l1l03, amn.2 ot 30II
u uyn.52 ot II30II.

[lpencemaTesiaT Ha KOMUCHATA NPUCTBIM KBM OTBAapsAHe Ha obepTuTe B EJeKTpoOHHATa
cucTeMa, [0 pella Ha TAXHOTO IojakaHe, IIpUM KOEeTO Ce KOHCTaTupa:

B BCAKa OT HNOZameHMTe OQepTM Ha YUYaCTHMLUUTE BBB BBTPElHUA KOHKYPEHTEH
nzbop (BKM) mno PC N PO-11-54/28.01.2021 1. ce cbOobpxaT u Tpure dopwmu,
TreHepupaHu oOT CucTemaTa: 3adaBJieHMe 3a ydacTue, TexXHUUYEeCKO IMNIpelJIOXeHMEe U
[lpenjsaraHM LEHOBM IapaMeTpu.

[Ipy oTBapsAHETO Ha BCHAKa OTHEeJIHa obepTa, NpencemaTesiAT Ha KOMUCHUATA OTBOPU U
CBOBPXALMTE Ce B Hesd 3adBJjleHMe 3a ydacTue ¥ TexXHUUeCKO NpelJIOXeHMe, KaTo
CBIIEBPEMEHHO KOMMUCHATA Ce& yBepM, UYe LIEHOBUTE IIPEeIJIOXEHMT Ha y4dYaCTHULUMUTE Ca
BAKJIOUEHM M HEeOOCTBIIHM 3a paslJlexIaHe Ha TO3M eTal OT I[IPpOoBeXxIaHeTO Ha
npouenypatTa mno BKHU.

3asaBJIeHUATA 3a yuyacTue Ha BCUUKU yuyaCTHULM ca odopmMeHM CBIJIACHO
n3nuckpaHuaTa Ha 30l m PaMKOBOTO cCHopasyMeHue Ha M3.

Komucusara IPOOBJIXA paboTaTa cu 1o pasriexnaHe Ha TEXHUUECKUTE
npenyoxeHud (TIl) Ha ydacTHUMLUUTE, KOMUTO ca m3bpaHM 3a manwjiaHuTenau no PC Ha M3
u ca nomanm obeprm B HacToammsa BKM, npm KoeTO Cce yCTaHOBM:

BCHUKM y4YacCTHMUM Ca NPelCTaBUIIM TexXHUUeCKUTEe CU NPEelJIOXKEeHMS, OKOMIIJIEKTOBaHU
C HeOoOXOoIOMMMUTE HOOKYMEHTH.

Cien xaTo pasIJyiena NOOpoOHO IpelcTaBeHMUTe OT ydacTHuumuTre TII ¥ HpemcTaBeHUTE
KBM TAX IOOKYMEHTM, KOMUCHATA yYyCTaHOBM, dYe TII Ha BCUUKM YYACTHULM OTTOBAPSAT
Ha OOSBEHMTE OT BBIJIOKMTEJS YCJIIOBMSA 3a MIMNBJIHEHME Ha HOopbYKaTa.

KomucuaTa n»Oonycka ydaCTHUUMTE OO OTBapsAHEe Ha LEeHOBUTE UM [IPenJjOXeHMA 3a
obpepmpaHuTe oT TaAx JIII, KaAKTO CJenpa:

MexayHapogHo Bpoit MmApKK Ha
NN Ne ATC-kop, HenaTeHTHO ®opma Mspka NN BKkA. B JAonycHamu yyacmHuyu
HaumeHoBaHwue /INN/ npoueaypa
. "MEAEKC" 004
1 | CO1CAO04 | Dopamine napeHTepanHa mg 50000 "CODAPMA TPEANHI™ ALl
2 | CO1CAQ7 | Dobutamine napeHTepasHa | mg 12500 "ObOHUKC PAPMA" EOOL
3 | CO1CA24 | Epinephrine napeHTepasHa | mg 200 "CO®APMA TPEAANHI™ AL
4 | CO1DAO02 | Glyceryl trinitrate | napeHTepanHa | mg 5000 "ObOHUKC GAPMA" EOO/

KoMmcusTa npomowrxmu CcBosTa padora Ha 04.03.2021 r., B 10:30 waca, B CBIMdg
CBCTaB, Ha CBUIMA ajpec.

[IlpencenmaTesdT Ha KOMMCHMATA M3BBPUM I[IOCJIEIOBAaTEeJIHO — IO pena Ha I[IOCTBIBaHE
Ha oQpeprtuTe B EJeKTpoHHaTa cucTeMa, HabOupaHe Ha OyToH ,Oreopu IllpenjaraHm
LIeHOBM NapaMeTpu" B OPepTUTe Ha BCEKM eIMH OT ydYaCTHMLUTE.




Cienm ToOBa, uype3 HaATUCKaHe Ha 3Haka + Ha pasnmesna/bopmaTa lpensmaraum LI ce
BMU3yaJM3ypa BCAKO enHo oT LIl Ha ydacTHUUUTE.

KommcusaTa o0OBCTOMHO pa3l3rJjieda BCAKO enHo oT I, yCTaHOBUM CBOTBETCTBUE C
M3UCKBaAHMATA Ha BB3jIoXMTesN IS M eOMHONOYIHO pelln:

JHomycka BCUYKM  [IPenNCTaBeHU LIEHOBU IPEenJIOXEeHN S Ha YYaCTHULINTE oo
NPENBaAPUTEJIHO KJIaCMPaHe M IOCJIeIBAll0 MNPOBEXIAaHE Ha EJIEKTPOHEH TBPI.

B cBOoTBETCTBME C TI'OPHOTO, IIpencenaTesiaT Ha KOMUCHATA WM3BBPUM (M3MUEeCKOTO
IOONIyCKaHe »Oo KJjlacupaHe, dYpes HaTUCKaHe Ha OyToH ,JONyCHM OO KjlacupaHe" B
Kpasd Ha BCAKO €IHO OT LEeHOBUTEe NPEeNJIOXKEeHMA Ha ydJaCTHMLUTE.

EsnexTpoHHAaTa cucTeMa M3BBPUM  [NPeOBaAPUTEJIHOTO KJIacrpaHe Ha LIeHOBUTE
IpenJioXeHd Ha  y4dacCTHMUIMTE  aBTOMaTUUHO, cJylel KaToO I[IpencenaTesyaAT Ha
KoMmCcuATa mM3bpa nomMeHOTO ,KinacumpanHe“ or mMeHoTO ,llpouenypm" Ha cuUCTeMaTa.
BpeMeHHOTO KJlaCHMpaHe Ha [IbpBOHAYAJIHO nomameHuTe I[II Ha ydYacTHHMLUMTE Ce
Bu3yanmsupa B EjexTpoHHaTa cucrteMa Ha [OIC3 m e KakTo CcJjensa:

H Mspka Heobxogum Ea ueHa 3a Ea ueHa 3a
ATC-Kop, INN a4 Ha /mg, tabl., 6poi YuactHuum epn.maApKa 6e3 eauHULa
NpuNoXKeHue ml./ MAPKY anc msApkKa c A4C
1."MEAEKC" 00/ 0,008708 | 0,010450
C01CA04 | Dopamine MapeRTepan | 50000 . ’ ’
P a & 1."COGAPMA TPEVAMHI™ AZl | 0,008708 | 0,010450
C01CA07 | Dobutamine | PPN mg 12500 | 1."®bOHUKC PAPMA" EOO/], | 0,029080 | 0,034896
. . napexTepan " “ "
C01CA24 | Epinephrine o mg 200 | 1."COPAPMA TPEMAUHI" A, | 1,008333 | 1,210000
C01DA02 fr'l‘r’]clfr;yt'e napeepan | meg 5000 | 1."®bOHUKC ®APMA" EOOJ], | 0,222600 | 0,267120

Ha 05.03.2021 r., B 14:05 waca, B NpoCTPaHCTBOTO Ha EJEeKTPOHHATA CUCTeMa, B
MEHIO spouenypn™ oT [IOIMEHIO LY3NpaTU mokaHa 3a eJIEKTPOHEH TP
npencenaTeyaT Ha KOMMCHATA M3MNPaTU E€JIEKTPOHHO CBHOOMEeHMe IO BCUYUKM HOOIYyCHATU
YYaCTHMLUM 3a I[IpOoBexIaHe Ha eJlekTpoHeH Tepr. C nokaHaTa, ydYacTHuMUMTe Osaxa
HamyexHo wmHboOpMMpPaHM 3a: pesyJjTrara OT I[IbPpBOHAYaJjIHATA OlleHKa Ha BCsKa
obepTa; pema 3a CBBP3BAHE KbBM MIIOJIBBAHOTO EJIEKTPOHHO OOOpyABaHe; HaraTa U
yaca 3a Hayvajio Ha eJIeKTPOoHHMS TepT — Ha 10.03.2021 r. or 09:00 uwaca; HaumHa
Ha M[PMUKIIOYBaHE Ha eJIEKTPOHHMA TBPI Ha 16.03.2021 r. B 17:00 waca m crTeOKaTa
3a HaMajsgpaHe Ha lieHaTa [IpM NPpOoBeXIaHeTO Ha eJIEKTPOHHMUS TBPI.

Ha 17.03.2021 r., B 09:08 waca, xoMucusaTa M3BJIEUe OT CHUCTEMATa pPel’yJjTara B
KJIaCUMPaHETO CJlel NPOBEINEHMS eJIEKTPOHEeH TBPI, KOeTO €, KaKTO CJjlenBa:

NekapcreeHa Mspka Heobxoaum En ueHa 3a En ueHa 3a

ATC-Kop, INN ¢:pma /mg, tabl., 6poit YuyactHUum ep.maApKa 6e3 eanMHULA
ml./ MAPKU AAc msapka ¢ AAC
, 1."MEZEKC" 004, 0,008695 | 0,010434

Co1CcA04 | D rapenTepan 50000 . ! ¢
opamine Ha meé 2."CODAPMA TPEMANHI™ ALl | 0,008704 | 0,010445
C01CA07 | Dobutamine | PP mg 12500 | 1."®bOHUKC PAPMA" EOO/, | 0,029080 | 0,034896
c01cA24 | Epinephrine | PPN mg 200 | 1."CO®APMA TPEMONHI™ AL | 1,008333 | 1,210000
Glyceryl napeHTepan " "

cotpoz | 2V - mg 5000 | 1."®bOHUKC PAPMA" EOO/Z, | 0,222600 | 0,267120




Ciien ofOcToeH ImpeIrJyiel Ha OKOHYATEJIHOTO KJlacupaHe, KOMMUCHUATA YCTAaHOBM, Ue
HAMa OCHOBAaHMSA 3a NpujlaraHe Ha uj. /72 ot 30II.

KoMucusita msewpum okoHuarTenHoTo KJIIACMPAHE Ba BCsIKa OTIeNIHa HOMeHkJsaTypa JlI,
KOeTO € KaKTO clemnsa:

?1?'/ ATCxoa INN ne';a)g:LB:Ha I-Bo macTo ll-po msicTO

2.1 | C01CA04 | Dopamine napexTepasHa "MEOEKC" 00/, "CODAPMA TPEVILI,MHF" Al
2.2 | C01CA07 | Dobutamine napeHTepanHa "ObOHUKC GAPMA" EOO/] X

2.3 | C01CA24 | Epinephrine napexTepasHa "COD®APMA TPEML],MHF" AL X

2.4 | CO1DA02 | Glyceryl trinitrate napentepanta | "®bOHUKC ®APMA" EOO/, X

KomMucusaTa npemsara Ha Bb3joXmuTesid, KJIACUPAHMUTE HA MIBPBO MACTO YUYACTHULU CJen
NPOBEeNEeHUs BLTPElleH KOHKypeHTeH u3bop mo PC Ha M3 N PI-11-54/28.01.2021 1.
3a BCAKa HOMEHKJIaTypa JeKapCTBEeH MNPONYyKT OT IOpenMeTa Ha ofmecTBeHaTa
rnopwyka, na ObOaT OINpelejieHM 3a MI3MIBJIHUTENM 10 Tesy HOMeHKJarTypu JII, npwm
crialsBaHe MBMCKBaHMUATa Ha [IMC N 146 or 2015 1.

MOTHBI: KijlacuMpaHMTE Ha IBPBO MACTO YYaCTHMLM OTIOBAPAT Ha M3MCKBaHMATA 34
JIMYHO CBCTOAHME, I[IOCTaAaBEHM OT Bbp3jioxuTesnd, OpencTaBuimM ca odoepTu, KOUTO
CBOTBETCTBAT HAII'BJIHO HAa BCUYUKM WU3MCKBAHMA IO I[pouenypara. OdepTuTe Ha
y4acCTHMUMTE, KJIACHMPaHM Ha IBPBO MACTO, CBIABPXAT Hal—-HUCKMUTE NPEeAJIOXKEHM LIeHU
3a BCAKa OoTHmeJyIHa  HOMEeHKJIaTypa  JIeKapCTBeH [IPOOyKT, crien  HNpOBeIeHUA
€JIEKTPOHEH TBPI B IpocTpaHcTBOTO Ha [OII C3.

C WM3BBPIUEHOTO KOMUCHATA I[IPUKIINUBA CbBOATa paboTa M IpelaBa Ha Bbe3jJoxmuTresd
HacToAuMa I[IPOTOKOJI OT 3acenaHmMATa CU M I[IOJIydeHMTe M ChCTaBeHM B XOoIa Ha
paboraTa CM IOOKYMEHTHM, 33 B3eMaHe Ha pelleHHue.
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