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MPOTOKOI

OT paboTata Ha Komucus, HasHayeHa cbCc 3anoef Ne AP - 01233 / 26.08.2021 r. Ha
N3NbNAHNUTENHUA Aaupektop Ha CBAJIUIMB "npog. WMeaH Kwupos" EAL npod. a-p TatsaHa
UepBeHsKOBa, 3a NpOBeXAaHe Ha nmpoueaypa MO BbTPeleH KOHKYPEHTEH M360p C npegMeT:
JlekapcTBeHM NpPoAyKTU OT aHatomMo- TepaneBTuUYHa rpyna N “HepBHa cuctema”
aHaToMo- TepaneBTUYHa rpyna R “luxatenHa cucrtema”, aHaTOMO- TepaneBTUYHa rpyna
P “AHTnnapasntHM NpPoOAYKTU, WHCEKTULUUAN W penefieHTN”, aHaToOMO- TepaneBTUYHA
rpyna S “CeH30pHM opraHn” U aHaToMo- TepaneBTU4YHa rpyna V “PasHnN”, cbrnacHo P,
11-110 ot 01.03.2021r., o6siBeHa c nokaHa m3x. Ne 293 / 10.08.2021r. upe3 EnekTpoHHaTa
cucTeMa 3a 3akynyBaHe Ha NIeKapCTBEHW MPOAYKTM 3a HYXAWUTe Ha feyebHUTe 3aBefeHus B

Peny6nuka bbarapus,

CbCcTaB Ha KoMmucuaTa:
MNpeacepaten:
Cwnitka Konesa - VIKOHOMUYECKN ANPEKTOP

UneHoBe:
1. AHHa ManeukoBa - 0OLLECTBEHN NOPBUKM
2. MwuneHa MpmaHoBa - HayanHWK AnTteka



PesynTaTwn 0T paboTaTa Ha KOMUCUATa:

Ha 26.08.2021 r. B 11.00 uaca, B8 CBAJIUMNB "npog. MeaH Kupos" EAL, komucuata
OTBOPW NpeAnoXeHusaTa, NonyyeHn B oTroBop Ha lMokaHa Ne 293 / 10.08.2021r. oTnpaBeHa OT
N3NBAHUTENHUA [UPEKTOP Ha NeyebHOTO 3aBefeHue. UneHoBeTe Ha KoMucuATa nognucaxa
feKnapaunm 3a nurnca Ha obctoaTencTea no yn. 103, an. 2 o1 3aKoHa 3a 06LW,eCcTBEHUTE NOPBYUKU
(30n).

B onpegeneHns cpok, B EnekTpoHHaTa cMcTema ca nocTunuam Oq)epTI/I, KaKTO cnepaBsa.:

Odpepta Ne 019712 19-08-2021 09:46 4. - "®bOHUKC PAPMA" EOO/
Odpepta Ne 0 19527 13-08-2021 11:33 u. - "®APKON" ALl

Odepta Ne 019478 12-08-2021 12:23 4. - "MEAEKC" OO0/

Odepta Ne 0 19363 11-08-2021 21:07 u. - "COPAPMA TPENAVNHI™ ALl
Odrepta No019355 11-08-2021 16:12 u. - "6.6BPAYH MEAVKAN" EOO/
Odpepta Ne 0 19326 11-08-2021 14:25 u. - "COJIOMEL" EOO/

N o gk~ W DN

Odpepta N2 0 19318 11-08-2021 13:34 u. - "MPO ®APMALINA" EOOL

Komucusata npuctunm KbM pasrnexpgaHe Ha CbAbpXaHMETO Ha OepTUTe U KOHCTaTumpa
CnegHoTo:

OdepTata Ha "TIPO PAPMALNA" EOO/L cbabpKa BCUUYKN U3UCKYEMU LOKYMEHTU
MH(opMaLMa N KOMUCUATA fONYCHA YYaCTHMKA A0 MO-HATaTbLIHO yyacTue.

Odeptata Ha ,CO/IOMEL* EOO/J cbabpXa BCUYKM MU3UCKYEMW [OKYMEHTU
MH(opMaLMa U KOMUCUATA LONYCHA YYaCTHMKA 40 MO-HaTaTbLIHO yyacTue.

OdwepTarta Ha "B.BPAYH MEANKAJT" EOO/J] cbabp>Ka BCUYKN U3UCKYEMUN LOKYMEHTMU |
MH(popMaLMa N KOMUCUATA LONYCHA YYaCTHMKA 40 MO-HATaTbLIHO yyacTue.

Odeprtata Ha "CODAPMA TPENMAVHI AJl cbbpiKa BCUUKN U3NCKYEMU JOKYMEHTH|
MH(OopMaLnsa N KOMUCUATA 4ONYCHA YY4ACTHUKA A0 NO-HATATbLUHO y4acTue.

Ogeptata Ha "MEJEKC" OO/[, cbAbpXa BCUUYKU U3UCKYEMU LOKYMEHTU U UHGOpMar
M KOMUCKATA LOMYCHA YYaCcTHMKaA [0 NO-HaTaTbLWHO y4yacTue.

Odeptara Ha "®APKOM" ALl cbAbp>Ka BCUUKM U3UCKYEMU AOKYMEHTU U UHOpMaLLL
KOMUCUATA J0MNYCHA yYaCcTHUKa [0 NMO-HATaTbLUIHO yyacTue.

Odeptata Ha "PbOHNKC ®PAPMA" EOO/ cbabpxa BCUUKN U3UCKYEeMU OOKYMEHT*} U
NH(OopMaLUnsa U KOMUCUATa ONYCHA yY4acTHMKA 40 MO-HaTaTbLIHO yyacTue.

B cboTBeTCTBME C npeaBapuTenHo o06aBeHMA rpaduk, Ha 27.08.2021r. B 11.00 vaca
LEeHOBUTe MPeAsiOKEHMA Ha [onycHaTUTe Yy4yaCTHUUM CcTaHaxa [AOCTbNMHU B ENEKTpOHHaTa
cuctema. KomucumaTta npuCTbNM KbM TAXHOTO OTBApAHE M KOHCTaTupa CNefHOTO:



LleHoBo npeanoxeHue Ha "TMPO ®APMALNA" EOOA:

MNpepnaraHn LeHOBU NapamMeTpu

Jou o sdemiinaLiuiib ~Jo3fcjiWier Anraanrnan,
VO8ABO2 lohexol napeHTepanHa mg | Banngen 0,000703 0,000844

LleHoBO npepnoxeHue Ha ,,COJTOMEOn EOOA:

MpepnaraHn LEHOBWU NapameTpu

En.uenO Egn
VO7AB00 Water for injection napeHTepasHa ml BanugeH 0,022583 0,027100

LleHoBo npeanoxeHue Ha "B.BPAYH MEANKAN" EOOL:

MNpepnaraHn ULEHOBW MapameTpu

VO7AB00 Water for injection napeHTepanHa ml BanngeH 0,022583 0,027100

LleHoBO npepnoxeHne Ha "CODAPMA TPENAVHIT™ AL;

MpepnaraHn UEeHOBW NapameTpu

ATC  S3INN D HauuH Hanpwn{ 3ab6ene|| MapkaO CratycO E,D..Ll,er?ol'Ep,.u,eHO
RO3DA05 Aminophylline napeHTtepasnHa mg Banngen 0,008580 0,010296
RO6AC03 Chloropyramine napeHTepanHa mg BanngeH 0,057003 0,068404
VO8ABO2 lohe<ol napeHTepasnHa mg 1 BanugeH 0,000704 0,000845,

LleHoBo npeanoxeHune Ha "MEAEKC" OO/ :

MpennaraHn LEHOBU NapamMeTpu

HauvH Ha npund 3aben
VO7ABOO Water for injection napeHtepanHa Banngen 0,022504 0,027005

LleHoBo npeanoxeHue Ha "®APKOJ/T" AL:

MNpepnaraHn UeHOBU NapamMeTpu

VO7AB00 Water for injection napeHTepanHa ml Banngen 0,022583 0,027100,



LleHoBo npeanoxeHne Ha "®bOHWNKC ®APMA" EOOL;:

MpepgnaraHn LEHOBU napameTpu

RO3AC02 Salbulamol MHXanaropHa mg Banngen 0,145000 0,174000
VO7AB00 Water for injection napeHTepasaHa ml BannpgeH 0,022500 0,027000,

KnacupaHeTo Ha yyacTHuUUuUTE bewwe N3BbLPLUEHO aBTOMATUYHO B ENEKTPOHHATa CUCTEMA,
Mo Bb3XOAALW; pPen, KaTO Ha MbpBO MACTO bewe KnacnpaH y4aCTHUKa, NpPeanoxun Hal-HUCKa
LEeHa KaKTO cnejBa:

AHaToOMO- PetepeHTHa s .
ex__ = 2
TepanesT MexayHapo4Ho . crofMocT Ta 1 S X En ueHa ia  Ef ueHa ?a
HenaTeHTHO HaunH Ha 1 o = eiHnLa eMHMLa
nue H Kon * MKB 6p. MsApka x = YyactHUum
HauMeHOBaHWe  MPUN0XeHNe © msapka 6e! MApKa €
IATC- JINN/ gmfy CbrnacHo 3 é_ c A/C
xon/ S = nnc T AL
RO3AC02 Salbui amol MHXanatopHa mg cbran. PY  0,180000 480 1."®bOHUNKC ®APMA” EOO[, 0,145000 0,174000

RO3DA05 Aminophylline napeHTepanHa mg Cbra. PY 0,010296 12000 1."CO®APMA TPENAUHI" AL 0,008580 0,010296
RO6AC03 Chloropyramine napeHTepanHa mg cbrn. PY  0,068404 10000 1."CO®APMA TPEMANHI" AL 0,057003 0,068404
1"®bOHNKC ®APMA" EOO/[ 0,022500 0,027000

Water for 2."MELEKC" 004 0,022504 0,027005
VO07AB00 iniection napeHTepanHa ml  cbra. PY 0,027100 70000 3,"®APKOT" AL 0,022583 0,027100
) 3."CONOMEL" OO/, 0,022583 0,027100
3."6.6EPAYH MEAVKAN" EOOL 0,022583 0,027106
r
1"MPO PAPMALNA" E 0 7 0844
V08AB02 lohexol napeHtepanHa mg |l cwrn. PY  0,000880 700000 © H 00A 000703 0,0008

2."CODAPMA TPENAUNHT" Af, 0,000704 0,000845

Ha 27.08.2021r. B 11.15 vaca, KOMuUCMUATa M3NpaTu MoKaHa 3a efIeKTPOHeH Tbpr Ad
yyacTHuuuTe. lNokaHata € aBTOMaTU4YHO TreHepupaH AOKYMEHT B €/leKTPOHHaTa cucTema U
CbAbpXa pesynrara OT MbpBOHAyanHaTa OLEeHKa Ha BCAKa ogepTta, pefa 3a CBbp3BaHE KbM
N3N0N3BAHOTO eNIeKTPOHHO 060py/aBaHe, Aata M 4yac 3a Hayano Ha efIeKTPOHHMA Tbpr (He no-
paHo OT fABapaboTHW AHM OT M3npaliaHe Ha NoKaHaTa 3a eneKTpPoHeH Tbpr) - 01.09.2021 r
10:00 vaca, cTbnkarta 3a HaggasaHe - 0,05 % (paBHa Ha onpefefieHata OT MUHUCTbpa LW
3[paBeonasBaHeT0), KakKTo MU HauMHa Ha NPUK/IKYBaHE Ha e/IEKTPOHHUA Tbpr (He No-KpaTbK OT
3paboTHM aHM) Ha 07.09.2021 r., 10:05 u.

Ha cnepasauy etan, Komucusita ce cbbpa U NpoAb/KM cBOATa paboTa, KaTo pasrnena
MoNyYeHnTe pe3ynTaTu, Cef NPOBEAeHUS eNEKTPOHEH THPT.

MpeaBng HanMYMETO Ha NoBeYye OT ABe LLEHOBW MpPeasioXKeHUA 3a HAKOM OT MPOAYKTUTE,
BK/IIOYEHWN B eNIeKTPOHHUA Tupr, Komucmata n3sbpLlln NPoBeEpPKa 3a Hanu4une Ha npeanoxeHue,
KoeTo e c noseye OT 20 Ha CTO NO-6NaronpuMATHO OT cpefHaTta CTOMHOCT Ha OCTaHanuTe
yyacTHMUW, npunararikn yun. 72 30M1. MNpu npoBepkata He 65iXa KOHCTaTMpPaHW MPeanoXeHus,
3a KOMTO e Hanuue xunoTtesarta Ha Yn.72 ot 30Tr1.



KomucusTa M3BBLPWKM MPOBEpPKAa 3a HanuMumMe Ha odepupaHa LeHa, M0o-BMCOKA OT
perucTpupaHuTe LeHn B MpunoxeHue Ne 2 Ha MO3UTUBHUA NEKApPCTBEH CMUCHK UM KOHCTaTUpa
nnncaTta Ha TakMBa.

KnacupaHeTo Ha y4aCTHULMTE Ce U3BBLPLWM aBTOMATUYHO, B ENEKTPOHHATa CUCTEMA, Bb3
OCHOBa Ha MOCTUTHaTUTE HOBMU, MO-HUCKWN LEHW, B pe3ynTaT Ha NPOBeLeHNA eNneKTPOHeH Tbpr?
KakKTO CnejBa.

MexpayHapogHo Mspka PepeperTha

AHaToMo- cToiiHocT3a  Heobxoaum na
HenaTCHTHO HauuH Ha /mg. M )
TepaneBTUYEH MKB 16p. mapka 6poi YyacTHUUM eAVHHW;

HauMeHOBaHue NpUNoXeHne tabl.,
kop /ATC-kop/ JINN/ CbrnacHo MAPKK mapka
ml./
nnc aac
RO3AC02 Salbutamol MHXanaTopHa mg cbrn. PY 0,180000 480 1"®bOHVKC ®APMA" EOOJ, 0445000
RO3DA05 Aminophylline napeHTepaiHa mg cvrn. PY 0,010296 12000 L COQ)APM:‘ATPEM'D'MHF 0,008580

RO6ACO03 Chloropyramine  napeHTepanHa mg curn. PY 0,068404 10000 ' CO(DAPM:HTPEMAMHF 0,657003  0,06841
1."COJIOMEA" 00[, ..

2."DbOHUKC GAPMA”EOQO ~ 0022482 0,02fij9

Water f 3."MEAEKC" 004 0,022500  0,0271

VO7ABOQ yvater tor napentepanda  ml cur PY  0,027100 70000 - . 0072504 00271
injection 4."®APKON" AL, 0022583 00271

4."6.6BPAYH MEAVKAN" 0'0/\2583 0’0271

EOO[ ' '
1."MPO ®APMALIA" EOOA 0.0p0701  0,0008"
VO08AB02 lohexol napeHTepasiHa mg 1 curn. PY 0,000880 700000 2."COPAPMA TPENAUNHI" OYO(K)7O4 0’00084
AL ' '

CovrnacHo lNoctaHoBneHme Ne 146 ot 09.06.2015r. 3a cb3gaBaHe Ha LEeHTpanHuUa opraH X
MOKYMNKM B CeKTop ,3ApaBeonasBaHe, cnej nposeXpjaHe Ha npoueaypata Mo BbTpewler
KOHKYpPeHTeH u360p, cnegga ga ce npeanpuemar AeiACTBMA MO NpekpaTsaBaHe Ha TeKywmT<
[OroBopy 3a OOLWEeCTBEHW MOPbUKM 3@ [0CTaBKa Ha JIeKapCTBEHW MNPOAYKTW, BAU3aLLn
CK/IOYEHNTE PamMKOBM CNopasyMeHus, B Cnyyal ye NOCTUrHaTUTe B pe3ynTaT Ha Mpoueaypar;
Mo BbTPELEH KOHKYPeHTeH M360p LEHM ca MO-HWCKU WM PaBHM Ha Te3n Mo AencTBauT
[,0r0BOpPMU.

Komucmsata m3BbplIM MpoBepka M YCTaHOBM CNeAHUTE LEHW Mo feicTBawuTe Kb!
MOMEHTa A0r0BOPW:

e 3a Salbutamol, nHxanatopHa - 0,146 nB. 6e3 A4AC 3a mr

* 3a Aminophylline, napeHtepanHa - 0,008573 nB. 6e3 A4C 3a mr

» 3a Chloropyramine, napeHtepanHa - 0,0565 ns. 6e3 A4C 3a mr

» 3a Water for injection, napeHTepanHa - 0,02250 nB. 6e3 AAC 3a mn

» 3a lohexol, napeHTepanHa - HsiMa AeicTBaLl, AOr0OBOP

BbB Bpb3Ka C rOpensnoXKeHoTo M Ha OCHOBaHWe pasnopenbuTe Ha NoctaHoBneHue Ne 1
oT 09.06.2015r. 3a cb3gaBaHe Ha LieHTpasHMA opraH 3a MOKYMKW B CeKTop ,,34paBeonasBaHe
Komucuarta npegnara Ha Bb3noxunrtens:



1. [a ckniouy A0roBopy 3a 0CTaBKa Ha:

o Salbutamol, nuxanatopHa
» Water for injection, napeHTepanHa

[MocTurHaTa e Mo-HWUCKa LUeHa cnef NpoBefeHUsA eNIeKTPOHEH Tbpr, CpaBHeHWE C LieHaTa
,qel‘/JICTBaLU,I/ITe KbM MOMEHTa A0roBopu B N1e4ebHOTO 3aBefeHune.

21a CKNouM A0roBop 3a AOCTaBKa Ha:

lohexol, napeHTepanHa

3a NeKapcTBeHNs NPOAYKT, Neye6HOTO 3aBefeHNe KbM MOMEHTA HAMa AeicTBall, 4oroBop.

2. [a npekpatn npouepyparta 3a cnefHUTe IeKapCTBEHU MPOAYKTU:

* Aminophylline, napeHTepanHa
* Chloropyramine, napeHTepanHa

MocTurHaTa e no-BMCOKa LeHa cnef NpoBefeHUs eneKTPOHEH Tbpr, CpaBHEHME C LieHaTa
AencTBalWmMTe KbM MOMEHTA A4Or0OBOPY B Ne4e6HOTO 3aBefieHue.

C noAnMCBaHETO Ha HACTOsALWMA MPOTOKON, pab6oTaTa Ha KOMUCMATA MPUKIHOYM
.......................... 3.(k.Q9j...2021 .

MHpopmaums,

3anvMyeHa Ha OCHoBaHWe
Yn.37 ot 30I

BbB Bpb3ka

c Ynd4, 1.10T1
PernamenTt

EC 2016/679



