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PEHIEHHNE

----------------------------------------------------------------

34 OIpPEaC/ITHE Ha M3ITLJIHUTE

Ha 06II.IeCTBeHa IMopLYKa

¢ IpeIMET Ha IopbuKaTa: ,JlocTaBka Ha JICKAPCTBEHH MPOAYKTH 33 HYXKAWUTE Ha
,» CBAJIII®3 — byprac” EOOJ1

Breanoxuren: ,Croenuanusupana OoJHMIIA 3a aKTHBHO JICYCHHE HA IIHEBMO-
dTu3narpuunm 3abonssanus — byprac” EOOJ]

Karo B3ex npeaBua npoTokoia oT paborara Ha Ha3HadeHaTa che 3amoBeq Ne PJI-05-
142/19.04.2017 r. na Yupasurens Ha ,,Chnenuanusupana OOJHHIA 3a aKTHBHO JICUEHHE HA
nHeBMO-GTU3MaTpHyUHK 3abomsiBanust — Byprac” EOOJ] koMHCHS 10 pasriexnane, OUEHKa 1
KJIacupaHe Ha yYacTHHUIUTE B IIPOLEAypa 3a Bh3jIarane Ha oOIIecTBeHa MOPHUKA, C MPE/IMET:
,»JJ0CTaBKa Ha JIEKapCTBEHU NpPOLYKTH 3a Hyxaute Ha ,,CBAJIII®3 — Byprac” EOO]I,
nyOJIMYHO CBCTE3aHUe, ¢ MOocIeABaNl noaoop, otkpura ¢ Pemenne NoPJ[-125/27.03.2017 r.
Ha Yupasutend Ha ,,CBAJIII®3 — Byprac” EOO/], 34 xosto Ha 27.03.2017 r. € ny0IuKyBaHo
obaBneHne B Perucrbpa Ha OOMIECTBEHHUTE IIOPBUKK IPH ATreHIMATA MO OOIIECTBEHH
IOPBYKH, KOHTO IPOTOKON OTpas3siBa paboTara Ha KOMHUCHSTA OT 3allO¥BaHETO U Ha
19.04.2017 r. no meiinoro npukmoysane Ha 24.04.2017 r., Ha KOSTO JaTa MU € MpeAaaeH U
IIPOTOKOJIa OT paboTara Ha KOMHCHATA, 3a€/(HO C IsuiaTa JOKYMEHTAIHs, ¥ KOWTO IIPOTOKOI
H3LSJI0 BB3NPUEMAM H CBM YTBBPJAWIA, C OIJIEJl M3BBPIICHOTO OT KOMECHSATA, CHIVIACHO
IIPEOCTaBEHHUs MU IIPOTOKOJ OT paboTara M, KiacupaHe Ha YYaCTHHIIUTE B IPOIEXypara,
cp00pa3sHO pe3ylTaTUTE OT OLEHSIBAaHETO Ha odepTHTe, IpU MpUIaraHe U30paHus KpUTECPHH
34 OIl€HKa, KaKTO CJIe]Ba:

Ha nepBo MsicTo ce kimacupa y4acTHHKBT ,,DAPKOJI” AJl, ¢ EMK 102227154, ¢
opepra — Bx.NeP/I-150/18.04.2017 r., Bxoxupana B 15,52 yaca, ¢ npeioxena nena — O0ma
KOJIMYECTBEHA CTOMHOCT HA JOCTABKUTE HA JIEKAPCTBCHHTE MPOJAYKTH, B JIEBA, C BKIIOYEH
JIC — 264 738,60 JiB. /nBecTa IMECTAECET U YETHPH XU YETHPUIECET M JEBET XUIAIH
[IECTCTOTHH CEAEMIECET U CIUH JIEBa U CIIHHA/ICCET CTOTHHKH/,



ITo orromenne Ha ,,®bOHUKC ®apma” EOOJ] u ,,COOAPMA TPEI?'II[I/IHT” AJl,
Ce yCTaHOBSBA, e OhepTUTE UM U IO-TOYHO IIEHOBHTE UM IPEIUIQKEHHS, HE OTTOBAPAT Ha
OpeJBApUTENHO OOSBEHHTE YCIOBHS — OCHOBAHHE 3a OTCTpaHABAHE OT NPOIEAypara,
cernacuo wi. 107, 1. 2, 6. ,,a” ot 3akona 3a obmecTBennTe nopbuky /3011/.

B pamkuTe Ha W3BBPUIBAHE OT KOMMCHATA Ha IIOCIEABAIMA TOAOOpP, IIPU
pasrieKiaHe Ha JIOKyMEHTATE, CBBP3aHH C JIMYHOTO CHCTOSHUE U KPUTEPHUHUTE 3a I0A00p Ha
yuactauka ,,OAPKOJI” AJl, KOWTO ¢ eIUHCTBEHHUS YYacTHUK, YMATO odepTa OTroBaps Ha
IPEIBAPUTEIIHO OOSBCHUTE YCIOBMS U M3UCKBAHUA HA BB3JIOKHUTEINSA, ChOTBETHO YYaCTHUKBT,
KJIacHpal Ha IIBPBO MSCTO, ¢ KOHCTAaTHpa, ChOTBETCTBUE HA CHINUA M C M3UCKBAHHATA 3a
JINYHO CHCTOSIHME M KPHTEPHUTE 3a 110/(00D, IOCTABEHH OT Bh3JIOKUTEIIS.

3aroBa ¥ THH Karo equuCcTBeHO odeprara Ha yyactHuka ,,dAPKOJI” AJ] otrosaps Ha
HPEABAPUTEIHO OOSBEHUTE YCIOBUS M M3HCKBAHHA HA BBL3JIOKHTENS, HA M3UCKBAHUATA 32
JIMYHO CHCTOSHHE W KPUTEPHUTE 32 TMOI00D, IPEIIOKEHUETO Ha KOMUCHATA € 33 U3IIBIHUTEN
Ja OBJe ONpeIeNeH KIACHPAHUST Ha IhpBO Msicro ydacTHuk ,,PAPKOJI” AJl, ¢ EMK
102227154, cne cepanumie u aapec Ha ynpasnenune: rp. byprac, 6yn. ,,Can Credano® Ne28 ¢
npemioxkena neHa — OOIma KOJIMYECTBEHA CTOMHOCT Ha JOCTABKHTE Ha JICKAPCTBEHHUTE
IpOAYKTH, B JeBa, ¢ BkmodeH JJJIC — 264 738,60 nB. /mBecta meCTAECET M YETHPH XMILIIH
YeTHPUIECET U JAEBET XHJISA/IU IIECTCTOTAH CeJICMIECET 1 €IUH JI€BA U €MHA/IECET CTOTHHKH/.

ITo ormomenue nHa ydactHuWka ,,OAPKOJI” AJl ce ycraHoBsfBa CBHOTBETCTBHC Ha
moJafeHaTa OT Chbius odepra ¢ IMpeABAPUTEIHO OIOBECTEHUTE YCIOBMA M M3HCKBAaHHSA Ha
BB30XKUTENS, KAKTO U ChOTBCTCTBUE C M3UCKBAHUITA 3a TUYHO CHCTOSHUEC U KPUTEPUUTE 3a
1o100p, IOCTABEHU OT BB3NIOKHUTEINL. He ca Hanume oCHOBaHMS 32 OTCTPAHsBaHE yYaCTHHKA.
[Tpu mpuitaratne u30paHus KPUTEPHUI 3a OLEHKA B IIPOIlEAypaTa B IPEIBHU]L TOBA, Y¢ Ce Kacae
33 eIUHCTBEH YYAaCTHHUK, YMITO odepTa OTTOBaps Ha IPEABAPUTENHO OOABECHUTE YCIOBHS H
W3MCKBAHUS HA BH3JIOKHUTENA, TPEIIOKEHATa OT ChIIUS IIeHa ce sBABA Hal-HUCKATa, MOpagu
KOETO ¥ Ha ocHoBaHue wi. 22, ai. 1, T. 6 oT 3axkoHa 3a obmecrBenute nopbuku /3011 B
Ka4ecTBOTO Ha BB3I0KATE N 110 ITUTHpaHaTa Iponeaypa, B3eX CIEIHOTO

PEHIEHHE:

I. OmpenernsM 3a M3IBIHATEN Ha OOIIECTBEHA IOPHYKA, ¢ Ipeiamer: ,JlocTtaBka Ha
JEKAPCTBEHH TPOAYKTH ¥ MEIWIMHCKA M3Aenus 3a Hyxaure Ha IleHTBp 3a clienmHa
MenunuHcKa oMol — Byprac”, otkpura ¢ Pemmenne NePJ1-125/27.03.2017 1. na Yupasurens
Ha ,,CBAJIII®3 — byprac” EOO/L:

®APKOJI” AJl, ¢ EMK 102227154, cbc cepaydine U aJpec Ha YIPaABICHHUE:
rp.byprac, 6yi. ,,Can Ctedano* No28

¢ MpeMIoKeHa TeHa 3a U3IBJIHCHHE Ha Mopbukara — OOma KOIMYCCTBeHA CTOMHOCT
Ha JOCTABKUTE HA JICKAPCTBCHHUTE MPOIAYKTH, B JeBa, ¢ BkmoueH JJJIC — 264 738,60 ..
/mBecTa MIECTAECET M YeTUPU XUISLIH YSTHPUIECET U JICBET XML MIECTCTOTHH CeACMICCeT
U eIMH JIeBA K €INHAICCET CTOTHHKHY/.

I1. TTomu3OBNHATENN ¥ [O41 OT JAOrOBOpa 3a OOIIECTBEHA MOpPHYKA, KOHTO TE INE
M3ITBIHABAT: HE C¢ ITPEABIIK/IA TIOJI3BAHETO. Ha 110 JU3IBIHUTCIIH. ’

I11. OtcTpaneHn y4acTHHUIIN:

- ,ObOHUKC ®apma” EOOJ, ¢ EMK 203283623, cnc cepaimiie 4 aapec Ha
ynpagnenue: rp. Codus, paiion ,,Crynentekn”, yi. ,,Okonospberer b1’ Ne199 A;

- ,,CODAPMA TPEPTZ[HHF” AJl, ¢ EMK 1032267194, cec cepainuine ¥ ajpec Ha
ynpasnenume: rp. Codusi, paiion ,,M3rpes”, yi. ,JIpuesap Cramues” Ne5, Codapma busnec
Taymnpe, crpama A, eT.12



Momueu 3a omcmpanseane:

ITo oTHOmenue Ha vyyacteuka ., DbOHUKC dapma’” EOO/:

Ilo otHomeHne 1eHOBOTO mpemioxkenue Ha ,,OBOHUKC dapma“ EOOJ ce
KOHCTATHpa CIETHOTO;

1,

B Texcrorara yact Ha meHOBOTO mpemtoxkenue Ha ,,ObBOHUKC dapma“ EOO], B
CLOTBETCTBHE C M3WCKBAHUATA Ha BB3JIOKHICHS, € IOCOYeHO, He IHPEUIaraHuTe OT
JIPYKECTBOTO €IMHUYHU IEHU Ha JIEKApCTBEHHUTE MPOJAYKTH HE Ca IO-BUCOKH OT CHOTBETHHUTE
perynupany IeHA B Il03UTHBHU JIeKapCTBEH CHHUCHK, KOMTO Ca B CHJIa KBM MOMEHTA Ha
noJlaBaneTo Ha odepTara — 3a JeKapCTBEHUTE MPOAYKTH, BKimroueHu B [1JIC.,

Ilpennaranure OT y4acTHHKa o0ade eIWHWYHU IICHH HA HIKOH OT JIEKapCTBEHUTE
MPOJYKTH, TOCOYEHH B TalnHIara — I[EHOBO MPEIJIOKEHHE ca IMO-BUCOKU OT LEHUTE HaA
CHLOTBETHHUTE JeKapcTBa 1o 1103uTUBHMS TeKapCTBEH CITUCHK, M TO-KOHKPETHO:

1.1. JlexkapcTBeH NpoAyKT ¢ aHaTOMO-TepaneBTuueH koa JO1XX08, ¢ nrammeHoBaHHE
Linezolid /ctp.3, pen 9 B TaGnuiiara — IEHOBO IpPeIT0KEHNE HA YIACTHAKA — IPHIIOKCHHUE 2/
€ ¢ NpeJyIoKeHa OT yJyacTHHKa eIMHW4YHA IteHa 56,05 JB., a uenara B 11JIC e 38,99 nB., T.e.
YYaCTHUKBT € IIPeUIOXNII 1IeHAa Ha JeKapCcTBEeH MpoaykT, BkmoueH B [1JIC, mo-Bucoka ot
nocouenara B IIJIC 1ieHa 3a TO3M IPOMYKT, KOETO € HECHOTBETCTBHE C IIPCIBAPUTEIHO
00sIBEHUTE OT BE3JIOKUTENIS YCIIOBUS 1 M3UCKBAHUS,

1.2. JlexapcTBeH NpoayKT ¢ aHaroMmo-TepaneTuueH koa A11GAOL, ¢ HaumeHOBaHKE
Ascorbic acid /ctp.4, pem 5 B Tabmumara — I[EHOBO NpEIOKEHWE Ha YJIaCTHUKA —
TpUJIOXKEHNE 2/ € ¢ TIPeJUIoKCHa OT YYyacTHMKA eiMHUYHA IeHa 1,24 nB., a nenara B [IJIC e
1,232 5B., T.€. yYaCTHUKBT € NPEJIOKII [IEHA Ha JEKapCTBEH NPOIyKT, BKmodeH B I1JIC, no-
Bucoka oT nocodeHara B IIJIC meHa 3a TO3u OPOAYKT, KOETO € HECHOTBETCIBHE C
1IpEeIBAPUTEIIHO OOSIBEHUTE OT BB3JIOKUTEIIS YCIOBUS M H3UCKBAHMUS;

1.3. JlexapcrBenuss mponykT ¢ aHaromo-TepameBTmueH kox CO3CA0l, ¢
HaumeHoBaHue Furosemide /cTp.6, pen 8 B TabauIiaTa — MeHOBO MPEAJIOKECHNIE Ha yUaCTHHKA
— IpUIoKeHue 2/ € ¢ MpeioKeHa OT Y9acTHHKA ejinHnYHa reHa 1,43 8., a menara B [1JIC e
0,46 7nB., T.e. yYaCTHUKBT € MPEJIOKUI [I€Ha Ha JICKApCTBCH IPOAYKT, BKitoueH B I1JIC, mo-
Brcoka orT mmocoucHara B IIJIC .meHa 3a TO3M HPOAYKI, KOETO € HECBOTBETCTBHE C
[IpeIBapUTEIHO OOSBEHUTE OT BLsij;C[)'_mnTenﬂ YCIIOBUS ¥ H3UCKBAHMUS;

1.4. JlexapctBeHus mpoAyKT ¢ aHaromo-tepaneBTmueH kox CO3CAO01, ¢
HauMeHoBaHue Furosemide, yiekapcrBena dopma - tabmeTku /cTp.6, pen 9 B tabimmnara —
IIEHOBO IPEANIOKCHHE Ha YYaCTHHUKA — MPHIOKEHHWE 2/ € C IpejioKeHa OT yYacTHUKA
enunpyHa nena 0,05 iB., a menara B IUJIC e 0,0475 nB., T.e. yYaCTHUKBT € TIPEIUIOKKT IEHA
Ha JIeKapcTBEH NpoJykT, BkmoueH B I1JIC, no-Bucoka ot nmocouenara B I1JIC 1eHa 3a To3u
IIPOAYKT, KOETO € HECHOTBETCTBUE C IIPEIABAPUTENHO OOSABEHUTE OT BB3JIOKUTENS YCIOBUS U
M3UCKBAHMUS;

1.5. JlekapcrBeHuss mOpoAyKT ¢ aHaToMmo-TepameBtmueH kox CO3DAO1, ¢
HauMeHoBaHHe Spironolactone /ctp.6, pen 10 B Tabmmiiata — IEHOBO TPEMIOKECHHE HA
y4acTHHKA — IIPHIIOJKEHHE 2/ € ¢ TIpe/UIokeHa OT ydyacTHUKa exuHmuHa rexHa 0,24 nB., a
renara B IIJIC e 0,19 nB., T.e. yUaCTHUKBLT € MPEJUIOKKI I[€HA HA JICKAPCTBEH MPOIYKT,
BkmodeH B IIJIC, mo-Bucoka ot mocoueHara B IIJIC mena 3a TO3M HPOAYKT, KOETO €
HECHOTBETCTBHE C IIPEABAPUTENHO OOIBEHATE OT BB3JIOXKHTENS YCIOBHSA U H3UCKBANNSL,

1.6. JlekapcTBeHuss npOAYKT C aHatoMmo-tepameBruyeH koa CO8DAOL, ¢
HauMmeHoBaHue Verapamil Hydrochloride /ctp.6, pen 13 B Tabnuiiata — eHOBO MPeIIOKESHHE
Ha YYacTHHKA — IPIIOKeHHe 2/ € ¢ TpeUIosKeHa OT yyacTHHKa equau4dHa 1ieHa 0,09 nB., a
nenara B IUIC e 0,0646 nB., T.e. yIaCTHHKBT € IIPEAJIONKUT LI€HA HA JIEKApCTBEH IPOIYKT,
BiatoyeH B IIJIC, mo-Bucoka or nocodenHara B IIJIC meHa 3a TO3W MPOIYKT, KOETO €
HECHOTBETCTBHUE C IIPEABAPUTEIHO OOSBEHUTE OT BB3JIOKHUTEIS YCIOBUS M H3UCKBAHUS;



1.7. JlexapcTBenus TpPOAYKT ¢ aHaroMo-rTepanerudeH kxojx HO2AB06, c¢
naumeHoBanue Prednisolone /ctp.7, pen 6 B TabmuraTa — IIGHOBO WpEUIOKEHHE HAa
yUYaCTHUKA — IPWIOKEHHE 2/ ¢ C Npe/UIoKeHa OT ydacTHHKA eaumuuuHa rexa 0,13 nB., a
menata B IIJIC e 0,129 nB., T.e. y4acTHUKBT € MPEAIOXUI IIeHA HA JEKapCTBEH IPOJYKT,
BimoueH B ILJIC, mo-Bucoka or mocouyeHara B IIJIC meHa 3a TO3W IPONYKT, KOETO €
HECHOTBETCTBHE C MPEIBAPUTENIHO OOSIBEHHATE OT BB3/I0XKUTENS YCIOBYS U U3NCKBAHMUS,

1.8. JlexapcTBeHHs TPOAYKT C aHaroMo-TepaneBTHueH xoxm MO1ABOS, ¢
nauMenoBanne Diclofenac sodium, nexapcrBena ¢opma - Tabmerku /crp.7, pem 9 B
TabIUIATa—ICHOBO MPEJUIOKEHUE Ha YYaCTHHKAa — IPWIOXKEeHHe 2/ € ¢ TpemiokeHa OT
yuactHuka enuHuyHa neHa 0,10 nB., a nenara B IIJIC e 0,066 mB., T.€. Y4aCTHHUKBT €
IIPEITIOKHUIT IieHa Ha JEKapCTBEH MPOAyKT, BKmoueH B I1JIC, mO-BHCOKA OT IOCOUYEHATA B
ITJIC 1eHa 3a TO3H MPOIYKT, KOETO € HECHOTBETCTBHE C IPEABAPUTCIHO OOSBEHHUTE OT
BB3JIOKUTENS YCIOBUSI U U3UCKBAHMUS;

1.9. JlekapcTBeHWs TPOMYKT ¢ aHaToMo-TepaneBTHueH kox NO1AHO1, ¢
manMenoBaaue Fentanyl /ctp.7, pex 11 B Tabnmiara — 11eHOBO MPeAIOKEHUE Ha YUaCTHHKA —
IprIoXKeHne 2/ € ¢ Tpe/IoKeHa 0T yJacTHHKa euHuYHa 1eHa 0,45 nB., a neHara B [IJIC e
0,386 51B., T.c. YYACTHUKBT € IIPECIUIONKMII TIEHA Ha JICKApCTBeH MPoAyKT, BKitoueH B I1JIC, mo-
Bucoka oT mocouenHara B [IJIC mena 3a TO3W MOPOJAYKT, KOETO € HECHOTBETCTBUE C
MIPEABAPUTEITHO OOSIBEHUTE OT BBH3JI0XKHTENSI YCIOBUS U U3UCKBAHUS;

1.10. JlekapcrBenms TpPOXYKT C aHaromo-TepameBTHueH kox VO07ABO00, ¢
HauMeHoBanue Water for injection, KOMMYeCTBO aKTHBHO JieKapcTBeHO BemiecTBO — 10 ml
/cTp.8, pen moce/ieH B Tabnuiiara — IIeHOBO MTPEIOKEHNE Ha Y9aCcTHUKA — IIPHIIOXKEHUe 2/ €
¢ IpemjioXkeHa oT ydacTHuka eawHmdHa nena 0,23 nB., a nenara B I1IJIC e 0,0225 is., T.e.
YUYACTHHKBT € MPE/UTOKMII IIeHa Ha JIEKapCTBEH IpojykT, BkmoueH B I[JIC, mo-Bucoka ot
mocouenara B IIJIC meHa 3a TO3M IPOAYKT, KOETO € HECHLOTBETCTBHE C IPEABAPUTEIHO
00sIBEHUTE OT BB3JIOKUTENS YCIOBUS U M3UCKBAHMSL.

B Texumueckara crermuduKaIys, 9acT OT JOKyMeHTaIlusITa Ha ITophyIKaTa 110 T.2.2.3.1
ca ITOCTAaBeHH W3UCKBAHMS, YCIOBHS — IMpeIaraHUTe €IUHWYHU IICHW Ha JICKAPCTBCHUTE
IPOAYKTH B odepTara Ha y4acTHHKA — B IIEHOBOTO My 1IPEJUIOKEHHUE, Jia HE OBJAT IO-BUCOKH
/3a IeKapcTBEHUTE MPOAYKTH, BKItoueHH B [Ipunoxenue 2 u IIpunoxenne 3 Ha Ilosurusnns
JIEKapCcTBEH CIHCHK /choOpaszHo wi. 55 ot Hapenbara 3a ycnoBusATa, IIpaBujiara U peaa 3a
peryiupaHe W peruCTpHpaHe Ha IICHUTE Ha JIEKApCTBEHUTC NIPOAYKTH/ — OT ped)epeHTHHTE
CTOMHOCTH 10 CHOTBETHOTO Tpuiloxenue Ha [[03UTHBHHA NEKapCTBEH CIHUCHK, IOCOUCHH B
xonona M ,,CToiiHOCT 3a OIaKOBKa, H3YHMCIeHA Ha 0a3a pedepeHTHa CTOHHOCT®, KOUTO ca B
cuja KbM MOMEHTA Ha IofaBaHe Ha odeprara. Te3w M3MCKBaHUS ca BUJIHHU U OT obOpasena
Nell — o6paseria Ha IEHOBO MPEUIOKEHHE, IPUIIOKEH B JOKYMEHTAIMATA HA IOphYKATa.

Ot HalpaBeHUTE OT KOMHCHATA KOHCTATallMM OTHOCHO HOCOYEHMTE I10-TOPE 10 TOUKH
or 1.1.1. 1o 1.1.10 meceT mexkapcTBeHM MPOIYKTa, € BHUAHO, Y€ B KOHKPETHHUA CIIydail OT
CHOTBETHHS YYACTHHK Ca IPETOKEHH eIHHUYHH IIeHH Ha JIEKapCTBEHH NPOJYKTH MO-BHCOKH
OT LIEHUTE Ha CHIUTE II0 TO3UTHBHUA JICKAPCTBEH CIHUCHK, B CHIIA KbM MOMEHTA Ha IOJaBaHe
Ha odepraTa.

CremoBarenHo mpeacTaBeHara odepTa He OTToOBaps Ha IIPENBAPUTEIHO OOSIBECHUTE
YCIOBHUS Ha IOPEYKarTa. .

CoritacHo pasmopenbara Ha wi. 107, T. 2, 6. ,,a” 0T 3aKoHa 3a 0OILIECTBCHUTE TIOPBHYKA
/301I1/, or mpoleaypara ce OTCTpaHsBa yJaCTHHK, KOHTO € MpeAcTaBhi odepra, KOSATO He
OTroBaps Ha IPE/IBAPUTENHO OOSIBEHUTE YCIOBHS Ha IIOPHYKATA.

Besixa efiHa OT IMOCOYEHUTE II0-IOpe KOHCTaTanui no Toukd oT T.1.1. mo T.1.10 cama
mo cebe CH JaBa OCHOBAHME Ja CE¢ HalpaBH TaKkbB W3BOA — de odepTara He OTroBaps Ha
NPEABAPUTEITHO OOSBEHHUTE YCIOBUA Ha IOPHUKATA.



OcgeH TOBA:

1.11. JlekapcTBeHHMAT MPOLYKT C aHaToMo-TepameBtuuen kox COSCASIL, ¢
nrauMenoBanne Rutoside/Ascorbic acid /ctp.9, pen 6 B TaGnumaTa — NEHOBO TIPEMIOKECHIE Ha
YYaCTHHKAa — IPHIOXKEeHHe 2/ € ¢ MpemoXeHa oT ydacTHUKa enumnuyHa nexa 0,08 is., a
neHara B Perucrbpa Ha MaKCHMAIHUTE TIPOJAKHU IIEHU Ha JieKapcTBeHuTe npoayktu e 0,04
JIB., T.€. YYACTHHUKBT € MPEIJIOIKIII [IeHA Ha JIEKAPCTBEH MPOJIYKT I10-BUCOKA OT IOCOYCHATA B
Perucrhbpa Ha MakCHMaJIHWTC TPOAAXHU IL[EHU Ha JEKapCTBEHHUTE IIPOJYKTH II€HA 34 TO3H
IPOAYKT, KOETO € HECHOTBETCTBHE C IIPEIBAPUTEIIHO OOSBCHUTE OT BB3JIOKUTEINS YCIOBUSA U
H3HCKBaHUSL.

B TexHuueckarta crenuukanuys, 9acT OT JOKYMEHTalusITa Ha mophrukara mno 1.2.2.3.1
ca TIOCTaBCHHM HW3UCKBAaHUS, YCJIOBUSA — MpeAjaraHuTe eIWHWYHH IICHU Ha JIEKapCTBEHHUTE
HMPOJYKTH B oepTara Ha y9acTHHKA — B IIEHOBOTO MY IIpENJIOKEHNE, Ja He ObJaT 110-BUCOKH
/3a MeKapcTBECHATE IIPOIYKTH, OTIYCKaHW 0e3 JIEKapCcKo Mpeanucanue /cpobpa3Ho 1.2, ai. 4
or Hapenbara 3a ycioBHsiTa, MpaBUjaTa U pella 3a peryjiupaHe ¥ perucTpUpaHe Ha LEHHUTE
Ha JICKAPCTBEHHTE IIPOAYKTH/ — OT MAaKCHMAJHHATE UEHHW, MOCOYCHH B Perucrepa Ha
MAKCUMATHUTE TIPOJAKHH IICHH Ha JICKAPCTBEHUTE NPONYKTH, OTIYCKaHu Oe3 JIeKapcKo
npeanucanye, B KojioHa F , Perucrpupana MakcuMaina mpojiaykHa I1leHa”, KOMTO ca B CHIa
KbM MOMCHTa Ha IT0JlaBaHeTo Ha odepraTta. Te3n U3NCKBaHUA ca BUIHU U oT oOpasena Nell —
obpazena Ha IICHOBO IPEAJIOKEHHUE, MIPIIIOKEH B JIOKYMEHTAIMSITA Ha TIOPhUKaTa.

Ot HampaBeHWTE KOHCTATaIlMH, OTHOCHO IOcCOYeHHs mo-rope no T.1.11 sexapcrsen
MPOAYKT, € BHUIHO, Ye B KOHKPETHHS clIydalli OT CHOTBETHHS YYAaCTHUK € IIPEJUIOKEHa
eIMHUYHA II€Ha Ha JIEKapCTBEHMs IPOAYKT IIO-BUCOKAa OT CHOTBETHATA LCHA, IIOCOYEHA B
Perucrbpa Ha MakCHMAaIHUTE [POJAXHH [EHA Ha JEKapPCTBEHUTC HMPOMYKTH, B CHJIA KBM
MOMEHTa Ha TojaBaHe Ha odeprarta. CriemoBaTesHo mpencTaBenara odepra HE OTroBaps Ha
TPEeBAPUTETHO OOSIBEHHUTE YCIOBHS HA MOPHUKATA.

1.12. JlekapcTBeHMAT MNpPOAYKT ¢ aHaToMo-TepaneBTHueH Kox NOSBAOQY9, c
HamMeHoBaHHE Bromozepam, /ctp.9, pen 13 B Taliumara — IIEHOBO IPEJIONKEHHE HA
yYacTHHKa — TpUIIOXKeHHe 2/ € ¢ TpeayoXeHa oT ydacTHuKa eaunuuna neHa 0,10 uis., a
nenata B Permcrspa Ha NpelesnuTe LEHM Ha JlekapcTBeHHTe nponykru e 0,098 is., T.e.
YYACTHUKBT € IPEUIOKUJI IIeHa Ha JIEKApCTBEH IIPOJYKT I0-BHCOKA OT IIOCOYEHATa B
Perncrepa Ha mpenenHuIC HCHH Ha JIEKapCTBEHUTE MPOJIYKTU, KOETO € HECHhOTBETCTBHE C
IIpeIBAPHTENHO OOSBEHUTE OT BH3JIOXKUTENS YCIOBHS H H3UCKBAHMIAL

B TexHnueckaTa cuenuukanus, 9acT OT JOKYMCHTAIMATa Ha MophYKata mo 1.2.2.3.1
ca IOCTaBEHU W3HCKBAHHSA, YCJIOBUSl — NpeAjaranuTe eIdHUYHU HEHH Ha JIEKapCTBEHUTE
IPOAYKTH B o)epTaTa Ha yYACTHHKA — B IEHOBOTO MY MPEIOKEHHE, /1a He OBIaT I0-BUCOKH
3a JIEKapCTBEHUTE MPOAYKTH, OTILyCKaHH MO JIEKapCKO NpEeANACcanie, KOUTO He ca BKIIOUYEHU
B llo3uTwBHUS JleKapcTBEH CIUCHK /choOpasHo wi. 21, T. 2 or Hapenbara 3a ycnoBusTta,
MpaBUJiaTa U pea 3a peryMpaHe W PeTUCTPUPaHE Ha ICHUTE Ha JIEKAPCTBCHUTE IIPOJTYKTH/ —
OT IIpefeJIHUTE IEHH 3a ThProBell Ha eIpo, TOCOYEHM B Perucrbpa Ha MpenenuuTe EeHU Ha
JIEKApCTBEHUTE IIPOAYKTH, OTIIYCKAaHHU II0 JIEKApCKO Ipeanucanue, B konona M ,,YTBbpacHa
[leHa 110 €JIEeMEHTH , KOMTO ca B CHJa KbM MOMEHTa Ha mojaBaHeTo Ha ogdeprara. Tesu
M3UCKBaHMs ca BUAHM M OT oOpasena Nell — obpasena Ha 11eHOBO IIpEIOKEHHE, IIPHIIOKEH B
JOKYMEHTAIIUATa-Ha TophUKara. T

OT HanpaBeHWTE KOHCTATAIlMH, OTHOCHO MOCOYCHMSI 1mo-rope 1o T.1.12 jexapcTBeH
LIPOAYKT, € BHUJHO, Y€ B KOHKPETHHs clydail OT CHOTBETHHS YY4aCTHHK € IIpe/IosKeHa
CIMHUYHA IICHA HA JICKapCTBCHMS IIPOAYKT II0-BHCOKA OT CHOTBETHATA I€HA, [OCOYEHA B
PerucTepa Ha TPEJEIHATE IIEHH HA JIEKAPCTBEHHTE MPOAYKTH,, B CHJIa KbM MOMEHTA Ha
nonaBaHe Ha odeprara. CrefoBarenHo mpeacraBeHara odepra He OTroBapsd Ha
IIPEIBAPUTEIIHO OOSIBEHUTE YCIIOBUS Ha TOphUKara.



Begka efqma oT HOCOYEHHUTE MO-TOpE KOHCTATAINK 1o Touky oT T.1.1. mo 1.1.12 cama
mo ceGe CH /aBa OCHOBAaHME Ja CE€ HAIpaBH TaKbB H3BOA — He odeprara He OTTOBAps Ha
IIpeIBAPHTEIHO OOSBEHUTE YCIOBHS HA IIOPHUKATA M IIPEACTABIABA OCHOBaHUe 10 wi. 107, T.
2, 6.,,a” o1 3011 3a oTcTpaHsBaHe OT y4acTHE.

Eto 3amo u ce Hajara u3Boja, ue no ortuomerne Ha ,, 0bOHUKC ®apma®“ EOO/] ca
Hanune yeinosusaTa mo wi. 107, 1. 2, 6. ,,a” o 3011 3a oTcTpaHsBaHe OT y4acTHeE.
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OCBEH TOBa, IIPK IIPOBEpKA HA €JIMHUYHHUTE KOIMIECTBEHH CTOMHOCTH B TaliMuaTa—
LICHOBO IIPEITOKEHNE ~ NPUIOKCHAE 2 /Ha XapTHEH nocurenr/ Ha ydactuuka ,,@bOHHKC
®apma“ EOO/], ce ycTaHOBABA, Y€ Ca HAIUIC CAy4Yad, B KOWTO SJUHUYHATA KOJIHYECTBCHA
CTOMHOCT He IIPEJICTaBIIsIBa IPOU3BEJCHUE HA EIMHAYHA [[EHA ¥ KOJHYCCTBOY KaKTO CIE/Ba:

2.1. OTHOCHO JeKapcTBEH MPOAYKT C aHatoMo-TepaneBTudeH kox JOIAAOQ2Z, c
HauMeHoBaHMe Doxycycline /ctp.l, pex 1 B Tabmuumara — UCHOBO MPEUIOKCHHE HA
yJacTHHKa—IPUIOXKEHUE 2/, TOCOYEHOTO KOITHIESCTBO e 120, npennoxceHaTa eqUENYHA IIeHa €
0,24 7B., IPOU3BEICHUETO HA KOUTO CE€ PaBHABA Ha 28,80 1B., a B Ta6n1/1uaTa HEMPABUIIHO €
OCOYEHA E€IUHWYHA KOJMWdecTBeHa croiiocr 28,32 yB., T.e. €IMHUYHATA KOJIMYECTBEHA
CTOMHOCT HE€ IMpPEeJCTaBIsiBA DPOU3BEACHMETO HA €IUHMYHA I[€Ha M KONMYECTBO HA
CBHOTBETHUS JTEKAPCTBEH MPOAYKT, KOETO € HECBOTBETCTBUE C MPEIBAPUTEIHO OOJBEHUTE OT
BE3JIOKUATENS YCIOBUSI M N3UCKBAHMSI, s ‘

2.2. OTHOCHO JeKapcTBEH MPOAYKT ¢ aHaromo-TepameBTmuen kox JOICROS5, ¢
gauMeHoBanue Piperacillin/ Tazobactam /ctp.1, pen 4 B TabIaUIATa — IEHOBO MPEIOKCHHE
HA YYacTHHKA — IPUWIOKEHHE 2/, MOCOYEHOTO KOMM4uecTBO € 20, MpeUIoKeHaTa eMHAYHA
nena e 7,37 IB., IPOM3BENECHUETO HA KOUTO CE paBHSBA Ha 147,40 nB., a B Tabnuuara
HCMPAaBWIHO € I0COYeHa eJAMHHYHA KOJMYCCTBEHA croituoct 147,36 nB., T.. eOUHUYHATA
KOJIMIECTBEHA CTOMHOCT He IPEICTaBIISIBA MPOM3BEICHUETO HA €{UHMYHA [{€Ha U KOIUICCTBO
HA CHOTBETHHS JEKAPCTBEH MPOAYKT, KOETO € HEChOTBETCTBUE C IPEABAPUTENHO OOSIBEHUTE
OT BBL3JIOKHATENS YCIOBUS M M3UCKBAHMS,

2.3. OTHOCHO JEKapCTBEH IPOIYKT ¢ aHaTOMO-TepameBTHueH xon JOIMAIL2, ¢
nanmenosanue Levofloxacin, nexkapctena ¢opma - tabnerkd /ctp.3, pen 4 B Tabnunara —
[[EHOBO TPSAJIOKCHUE Ha YYaCTHHKA — TPIIIONKCHUE 2/, mocoyeHoTo KoamaectBo € 6300,
IpeAIoKeHaTa efMHNIHa eHa € 1,05 JIB., MpOM3BEICHHETO Ha KOMTO CE PaBHsABA Ha 6615 nB.,
a B TaOJNUIATA HEMPABWIHO € II0CovUeHa eANHUYHA KOIMUeCTBeHa CToiHoCT 6598,62 1B., T.C.
eMUHUYHATA KOJIMYECTBEHA CTOMHOCT HE IPEACTABIIABA IPOM3BEACHUETO HA CIUHMYHA ICHA 1
KOJIMYECTBO HA CHOTBETHHS JIEKAPCTBEH MPOAYKT, KOETO € HECHOTBETCTBHE C NIPEABAPHTENIHO
00SBEHUTE OT BH3JIOKUTENS YCIOBUS M M3UCKBAHHUS.

B Paszzen 1II Kpurepuit 3a Bb3jIaraHe B JOKYMEHTAllMATa Ha MOPBUKATa M3PHYIHO €
yKa3aHO, 4Ye EJWHWYHUTC KOJMYECTBEHHM CTOMHOCTH TpsOBa Ja IPECTaB/ABaT
IPOU3BENEHIATA Ha SAMHIMYHATA II€HA HA CHLOTBETHUS JICKAPCTBEH MPOAYKT M MPOTHO3HOTO
KOJIMYECTBO 34 ChINKMSA. B ChHINHS CMHECEHI Ca M IIOCOUYCHHTE M3MCKBaHuUs B obpasen Nell na
I[EHOBOTO IpEJIoXKeHHe, B 3a0eNeXKH, T.5 — eIuHUYHATA KONMYECTBCHA CTOMHOCT Ha
CHOTBETHHSA JIEKAPCTBEH MPOAYKT ¢ MPOU3BEeHHE Ha odepyrpanara OT yJaCTHUKA SIMHAIHA
[[CHA ¥ MPOTHOZHOTY KOJMYECTBO Ha CHOTBETHHS JIEKAPCTBEH NPOIYKT, IHOCOYEHO OT
BB3JIOKUTEI.

IMocoueHrTe KOHCTATAIMM IO T.2 OTHOCHO E€IMHWYHUTE KOJIMYECTBEHH CTOXHOCTH
TIOCTABSAT IOZ BHIIPOC U 1I0COYEHATa OT YYacTHHKA 00Ia KOJIHYECTBEHA CTOXHOCT, Thil KaTo
cpinaTa ce popmupa Kato c6op OT eAMHHYHUTE KOJIUYECTBEHH CTOMHOCTH, NOPaaX KOETO U
61 TpAOBAIO BCAKA MPOMsIHA B CAMHUYHATE KOIMYECTBCHH CTOMHOCTH J1a JOBEAC /10 NPOMSIHA
Ha 00I1aTa KOMHYeCTBEHA CTOMHOCT.

CiefoBaTelIHO IpejicTaBeHara odepra He OTIOBaps Ha IIPEIBAPHTENHO OOSBEHUTE
yCJIOBHS HA MOPBUKATA.



CwraacHo pasmopendara Ha wi. 107, T. 2, 6. ,,a” o1 3akoHa 3a 00IIeCTBEHUTE NOPBUKH
/301I1/, ot mpomeaypaTta ¢¢ OTCTpaHsABa YYAaCTHHK, KOUTO € MpencTaBuy odepra, KOATO He
OTroBaps Ha MPEIBAPUTEIIHO OOSIBEHUTE YCIOBUS Ha MOPHUYKATA.

Besxa eqHa 0T IOCOYSHHUTE MO-rope KOHCTATaIlMK 110 TOUKH OoT T.2.1 10 T.2.3 cama 1o
cebe cM JaBa OCHOBaHME Oa C€ HallpaBd TakbB H3BOJX — de odeprara He OTroBaps Ha
[pe/IBAPUTEITHO OOSIBEHUTE YCJIOBUS Ha MOpPHUKaTa.

ETo 3amo u ce Hanara u3Boja, uye mo otHomreHue Ha ,,bOHUKC ®apma™ EOO/] ca
HayuIe ycnoBusTa mo wi. 107, T. 2, 6. ,,a” ot 3011 3a oTcTpaHsBaHe OT yyacTue.

3.

[Ipu pasrfexxnane Ha WHGOpPMANHITa HA MPEJICTABCHHS €JIEKTPOHEH HOCHUTEN Ha
[[EHOBO TpejyIoKeHne — Taljula — MPUIOKEHHE 2, KOMUCUATA KOHCTATHpa Y€ CBINOTO HE
CHOTBETCTBA, HE € WACHTHYHO C TabJMIlaTa — IIEHOBO MpeIioKeHHWE — IPIIOKECHHE 2 Ha
XapTHEeH HOCHTEN, a TaKOBa M3HMCKBAHE 3a WJCHTHYHOCT € IIOCTABEHO OT BB3NOXKUTENIS B
oOpaszera Ha IICHOBO NPEUIOKEHHUE, MPIIOKEH B JOKYyMEHTAalUATa 3a IMOphYKara, B
3abeexKy, T.7.

B nucka ce chaspikaT €IMHAYHY IIeHN, KOUTO ca ApoOHM H¥ciIa, HO He ca 3aKphIIIeHH
JIO BTOpHS 3HAK CJeJ JeceTHYHaTa 3ameTas, KaKBOTO € H3MCKBAHETO HA BB3JIOXKUATEN,
MOCOYEHO B oOpasena Ha IEHOBOTO IIPEUIOKCHHE, NPHIOXKEH B JOKYMEHTAlUsATa Ha
NOpBYKATA, B 3a0CIICKKH, T.3, a M KaKBHTO /APOOHM YMCIIA, 3aKPBIVICHH A0 BTOPHU 3HAK CIEX
JleceTHYHaTa 3amneTas/ ca IeHHTe Ha XapTHeHHs HOCUTel. B enekTpoHHHS HOCHTEN MMa
eAMHUYHYN IIEHU J0 TPEeTH M A0 YEeTBBPTH 3HaK ClieH JIeCeTHUYHAaTa 3ameras, OO XWIATHH U
JIECETOX IS THM. ’

CrejioBareHo HpCIICTaBeHaTa odepTa He oTroBapsl Ha IPCBAPUTEIHO OOSBEHUTE
YCIIOBUS Ha MOPBUKATA.

CeritacHo pasnopendara HA L. 107 T. 2, 6. ,,a” oT 3aKoHA 32 OONIECTBCHUTE TOPBUKH
/301V/, oT mpomenaypaTa ce OTCTPaHABA YYAaCTHHK, KOHTO € IpPEeacTaBHil 0QepTa, KOATO He
OTroBaps Ha [PEABAPUTENHO OOSIBEHUTE, YCIOBHS HA OPHUKATA.

Besiko enHa 0T MOCOYEHHTE IO-FOpe KOHCTATaluu cama 1o cebe cu JaBa OCHOBaHUE
Jla ce HAIpaBW TaKbB M3BOJ H MpEJCTaBiIsgBa ocHoBaHue no wr. 107, 1. 2, 6. ,,a” ot 30l 3a
OTCTpaHSIBAHE OT yHacTHe.

[Ipensuy u3710keHOTO mOo T. 1, 2 ¥ 3, NEHOBOTO MpeMIONKEHUE Ha y4YaCTHHKA
»@®BOHUKC ®apma“ EOOJ[ HE CHOTBETCTBA Ha H3UCKBAHMNTA M YCJIOBHATA Ha
BB3IIOJKUTENS], TIOCOYEHH B JIOKYMEHTAIMATa HA MOpbUKATa U C€a HAIMIE OCHOBAHHS 34
OTCTpaHgBaHETO My OT y4dactue no wi. 107, 1. 2, 6. ,,a” ot 30I1. Ero 3amo u y49acTHUKBT
»P@DbOHUKC dapma“ EOO/I cneasa na Oblie OTCTpaHEeH OT IpoIeaypara.

IMpaBmiHO, KOMUCHATA € TpHeNa, UYe He € HalIuile HeoOXOTUMOCT OT YIpaKHSIBaHE
npapoMmomusATa o wi. 104, an. 5 or 30II 3a u3BbpiBaHEe Ha NMPOBEPKH M M3UCKBAHE HA
passcHEHHs 3a 3agBCHUTE OT YUaCTHHUKA JaHHH U JONBJIHUTETHH 0Ka3aTeNICTBA 3a JaHHUTE,
II0COYEHH B o(epTara, Thil KaTo IEHOBOTO NMPEUIOKEHNE HE MOXKE /1a OBJIe MPOMEHSIHO CIe.
U3THYaHe CpoKa 3a MoJIaBaHe Ha OQEePTH, HUTO OT KOMHCHSTA, HUTO OT YYaCTHUKA.

C oryen mocoycHHTE KOHCTATAllMM M U3BOJM OTHOCHO IICHOBOTO IIPEUIOKEHHME Ha
YYaCTHHUKA, Y€ --CHIIOTO HE CBHOTBETCTBA Ha MPEJBAPUTENHO OOSIBEHHUTE YCIOBHS Ha
LOpPBYKaTa, KOETO € OCHOBaHME 3a.OTCTpaHsSBaHe HAa Y4YaCTHHKAa OT MPOIeAypara, He ¢
crneBano, OMio € Oe3lpelMeTHO,: 1a ObAe PasIIeKAaHO  TEXHHUECKOTO IIPEUIOKCHUE Ha
yJacTHHKa, [1a Ce OIICHABA U Kiacupa odeprara My, KakTo ¥ Jla C¢ pasriiexzia odeprara 3a
CBOTBETCTBHUE C U3HCKBAHUATA 32 JIMYHO CHCTOSHUE U KPATEPHUUTE 32 000D,

CuenoBarenHo, no oTHolneHue Ha ydactauka ,,bOHUKC ®apma™ EOO/] ca namuie
ocHoBanusaTa o wi. 107, 1. 2, 6. ,,a” ot 3011 3a oTcTpansBaHe OT MpoleTypata.

Ero 3amo u yuactauksT ,,0bOHUKC ®apma” EOOJ] cienrsa ga 6bji¢ oTcTpaHeH OT
npoleaypara.



Ilo oTHOLIEHHE HA

yacrauka ,,COO®APMA TPEMIUHI” A

Ilo oTHOmIEHME IIEHOBOTO Ipemioxenne Ha ,,CODAPMA TPEMIUHI™” ANl ce
KOHCTaTHpa CIEAHOTO: FroaLh

B TexcToBaTa 4acT Ha IEHOBOTO mpetoxenué na ,,COPAPMA TPEUJIAHI™ AJl, B
CHOTBETCTBHE C M3WUCKBAHMATA HA BB3JIOXKHUTENS, € IOCOYEHO, 4Ye MpeJlaraHuTe oT
JIPYKECTBOTO €AUHUYHH [ICHA Ha JIEKAPCTBEHHUTE IPOAYKTH HE Ca IIO-BUCOKH OT CHOTBETHUTE
peryimpand 1eHH B [[03UTHUBHUS JE€KapCTBEH CIHCHK, KOMTO Ca B CHJa KBM MOMEHTA Ha
II0JABaHETO Ha opeprara — 3a JICKapCTBEHUTE IPOAYKTH, BKIodenu B I1JIC.

TIpennaranute OT y9acTHHKa o0aye C/MHUYHM LEHHA Ha HAKOHM OT JIEKAPCTBEHHTE
IPOAYKTH, TMOCOUCHN B TaONHIAaTa — LIEHOBO IIPEIJIONKCHHE Ca IO-BUCOKM OT ICHHTC Ha
CHOTBETHMTE JeKapcTBa Mo [{03UTUBHMS NEKapCTBCH CIMCBK, U IIO-KOHKPCTHO:

1. JlexapctBen mpoaykT ¢ anatoMmo-TepaneBTHyeH kKox CO9CAOQ3, ¢ nanMeHOBaHHEC
Valsartan /cTp.6, pexi 8 B TabnHIara — [EHOBO IIPEIOXEHIE Ha YIACTHUKA — HPUIIOKEHUE 2/
¢ ¢ IpelUTOXKeHa OT yyacTHHKa equnnyda mexa 0,28 1., a reHara B IJIC € 0,21 1B., T.c.
YYACTHAKBT € IIPEUIOKUI [[eHa Ha JIeKapeTBeH HPOAyKT, BkmodeH B I1JIC, mo-Bucoka ot
nocouenata B IIJIC meHa 3a TO3M TPOAYKT, KOETO € HECHOTBETCTBHE C IPEIBAPHTENIHO
00ABEHNTE OT BH3JIOKHUTEIS YCIOBUS U U3UCKBAHMS,

2. JlexapcTBeH HPOAYKT ¢ aHaTOMO-TepameBTHucH Koj NO6BX03, ¢ HaumeHOBaHHE
Piracetam, nexapctBena ¢opma — Ttabnerku /cTp.7, pen 15 B Tabmunara — IECHOBO
TIpeJIoKEHHE Ha yIACTHIKA — IPAIIOKEHHE 2/ € C IPeIoKeHa OT y4acTHUKA CANHIYHA LeHa
2,92 1B., a nenara B [1IJIC e 0,146 nB., T.e. Y4aCTHUKET € npennoxgpm IICHa Ha JICKAPCTBEH
npoaykt, BkimoueH B [1JIC, mo-Brcoka ot nocoueHata B I1JIC nena 3a To3u MpOAyKT, KOETO €
HECHOTBETCTBHE C IIPEIBAPUTEITHO OOSBCHUTE OT BB3JIOXKUTEN YCIOBUS M H3UCKBAHMS;

3. JlexapcTBemnus npoaykT ¢ aHatoMo-TepanesTuueH koj RO3AC02, ¢ naumeHoBanmne
Salbutamol /ctp.8, pen 1, B Tabnumara — HEHOBO MPEUIOKECHNE HA YYaCTHUKA — TMTPUII0KEHHUE
2/ € ¢ mpeIoKEHa OT YYacTHHKA €IMHAYHA 1ieHa 3,83 JIB., a 1leHaTa B I1JIC ¢ 3,82 nB., T.€.
YYaCTHUKDT € NPEJIOKKII IIeHa Ha JeKapcTBeH MpoiaykT, kmouen B [IJIC, no-sucoka ot
mocouenara B IIJIC 1eHa 3a TO3HM IIPOAYKT, KOETO € HECHOTBETCTBHE € IIPEABAPUTCIIHO
00SBEHMTE OT BB3JIOXKUTENS YCIOBHS M H3MCKBAHHUS,

4. JlexapcTBeHMs IPOJIYKT ¢ aHaroMo-TepanesrudeH kojg V07ABOO, ¢ HanmMeHOBaHME
Water for injection, KOJHMYeCTBO aKTHUBHO JIeKapcTBEHO BemecTBO — 10 ml /cp.8, pen 8, B
TabnuIaTa — IEHOBO IPEJIONKEHNE HA YUYACTHMKA — TPUWIOKEHHE 2/ € ¢ IPEIIoXKEeHa OT
yuacTHHKA enwnwdHa meHa 0,77 nB., a menara B IJIC e 0,0225 1B., T.e. YYaCTHHKBT €
IpENIOKHAI LIEHA Ha JIEKapCTBEH IPOAyKT, BKmoueH B IIJIC, mo-BrcoKa OT MOCOYCHATa B
[UIC meHa 3a TO3M IIPOAYKT, KOETO € HECHOTBETCTBHE C IPEJBAPUTENHO OOSBEHHTE OT
BE3JIOXKHTEIIS YCIIOBHS U U3UCKBAHUS.

B Texuuueckara crenu(puKaiys, 9acT OT JoKyMeHTanusITa Ha HophyKaTa 1o T.2.2.3.1
ca TOCTABE€HHM HW3UCKBAHMS, YCIOBUSA — MpeUIaraHUTe €IMHUYHU ILEHH Ha JIEKapCTBEHUTE
IIPOJIyKTH B oheprara Ha yu4acTHHKA — B IIEHOBOTO MY HPEIUIOKEHHE, [a He OBbAAT MO-BUCOKH
/3a TeKkapcTBEHUTE IPOYKTH, BKitoucHn B [Ipunoxenue 2 u [Ipunoxenve 3 Ha Tlo3uTuBHus
JIEKapCcTBEH CIMHUCHK /chobpasHo wi. 55 or HapenGara 3a ycnosusita, IpaBHiIaTa M pela 3a
peryJupane ¥ PEructpupane Ha IICHATE HA JEKAPCTBEHHTE IIPOMYKTH/ — OT peepeHTHHTe
CTOMHOCTH IO CBOTBETHOTO TIpIUIOXKEeHHE Ha II03UTUBHUSA JIEKapCTBEH CNUCHK, IIOCOUYCHH B
xostona M ,,CTOHHOCT 3a OIAKOBKA, M34MCIIcHA Ha Gasa pethepeHTHA CTOMHOCT®, KOUTO ca B
ciia KbM MOMEHTA Ha mojaBaHe Ha oeprara. Te3w M3WCKBAaHMS ca BHJHH M OT obpasena
Nell — oGpasena Ha IIEHOBO IPEUIOKEHHE, IIPHIIOKEH B TOKYMEHTALUATA HA IOpbYKATA.

Ot HampaBeHUTE KOHCTAaTAIlMY OTHOCHO ITOCOYEHHTE [0-TOope MO TOYKH OT T.1. j10 T.4
YeTUPH JIEKAPCTBEHH TIPOLYKTA, € BUIHO, Y€ B KOHKPETHHS CIIy4ail OT CBOTBETHUS YIaCTHUK
ca IPENIOKEHH €IMHIYHA TIeHY Ha JIEKAPCTBEHM IIPOJyKTH 110-BUCOKH OT IICHHTE Ha CHIIUTE
110 TTIO3MTHBHMS JIEKAPCTBEH CIIMCHK, B CHJIA KBM MOMCHTA Ha II0J[aBaHe Ha odeprara.



CnenmoBarenno ImpeacraBeHaTa odepTa He OTrOBaps Ha NPEABAPUTENHO OOSBEHUTE
YCIIOBUS Ha MOphUKaTa.

CwriacHo pasnopeabara Ha wi. 107, T. 2, 6. ,,a” oT 3akoHa 3a 001IeCTBEHNTE IOPHYKH
/3011/, oT mpouenypara ce OTCTpaHsABa YYacTHHK, KOWTO € IpeJcTaBml odepra, KOATO HeE
OTrOBaps Ha MPEIBAPUTEITHO OOSBEHUTE YCIIOBHS Ha IOPHUYKATA.

Bcesika eHA OT MOCOUEHHUTE MO-TOpe KOHCTATAITMK 10 TOYKH OT T.l. 10 T.4 cama mo
cebe CHM JlaBa OCHOBAaHMC Jia CC HAllpaBH TaKbB HM3BOJN — 4Ye odeprara HE OTTOBaps Ha
NpeIBapUTeIHO OOSIBEHUTE YCIOBHS Ha IOphUKATa U MpeACcTaBIsIBa OcCHOBaHue mo wi, 107, 1.
2,0.,,a” ot 3011 3a oTCcTpaHsBaHE OT y4acTHE.

Ocsen TOBa:

5. JIexkapcTBeHUST IPOAYKT ¢ aHatoMo-TepaneBTuyeH koji COSCAS]1, c HamMeHOBaHHE
Rutoside/Ascorbic acid /cTp.8, pen 15 B Tabmuiara — EHOBO TIPEIUIOKECHNE Ha Y4ACTHHKA —
OpUIOXKEeHue 2/ e ¢ IpeyiokKeHa OT ydacTHMKa eamHuyHa nena 0,08 1B, a meHara B
Perucrbpa Ha MaKCHMAJIHUTE IIPOJAXKHH IIEHH Ha JieKapcTBeHuTe Ipoayktu € 0,04 nB., T.e.
YYaCTHHKBT € IIPEJUIOKHI IeHa Ha JIeKapCTBEH IPOAYKT IIO-BUCOKA OT IOCOYEHATa B
Perucrspa Ha MakCHMAIHHTE IPOJIAXKHM IIEHH HA JICKAPCTBEHHTE IIPOAYKTH II€Ha 3a TO3HU
MPOIOYKT, KOETO € HEChOTBETCTBUE C MPEABAPUTETHO OOSIBCHUTE OT BBIJIOKHUTEINS YCIOBHS H
M3UCKBAHUSL.

B Texnuyeckara creruduKaIys, 9acT OT JOKyMEHTAIUsATa Ha mophuKara mo 1.2.2.3.1
ca MOCTaBEHU H3UCKBAHWS, YCIIOBUS — IpelJiaraHATe CIWHUYHU IT[eHH Ha JICKapCTBEHUTE
IPOAYKTH B oeprara Ha yYaCTHHKA — B IIEHOBOTO MY MPEIJIOKSHHE, J1a He OBAAT MO-BUCOKH
/3a JleKapCTBEHUTE IIPOIYKTH, OTIycKanu 0e3 JICKapCKO TPEUCAHIE /cpobpazuo wi.2, an. 4
ot Hapebara 3a ycnmoBusiTa, IpaBHjaTa U pejla 3a pPeryjupaHe U perucTpupane Ha IEHUTE
Ha JICKAPCTBEHWTE WPOJYKTH/ — OT MaKCHMAJHWTE [EHH, IIOCOYCHH B Perucrepa Ha
MaKCUMaTHUTE IPOJAKHH I[€HM Ha JIEKapCTBEHUTE IIPOIAYKTH, OTHyCKaHI/I 0e3 JIeKapcKo
npeanvcanue, B KoyioHa I, Perucrpupana MakcuMmainna mpojaxHa IeHa’”, KOUTO ¢a B CHJIa
KBEM MOMCHTA Ha IOIaBaHeTO Ha oq)epTaTa Tesn n3nuckBanus ca BUIHA U OT oOpaszena Nell —
obpasena Ha IEHOBO MPEUIOKEHUE, IPHIJOKEH B JOKYMEHTALMSITa HA IIOPBYIKATa.

Ot HampaBeHHWTE KOHCTATAI[MH; OTHOCHO IIOCOYEHHS IO-TOpe Mo T.5 JICKapCTBEH
OPOAYKT, € BUJHO, He B KOHKDETHH: ciydall OT CHOTBETHHS YYacTHHK € IIpEAJIOKeHa
¢/IMHMYHA [[CHA Ha JICKAPCTBEHUS TEPOAYKT II0-BHCOKA OT CHOTBETHATA IEHA, [TOCOYEHA B
Peructepa Ha MakCUMaJIHHUTE IIPOJAXKHU IICHHW HA JIGKAPCTBEHUTE MPOAYKTH, B CHJIAa KBM
MOMEHTa Ha IoJaBaHe Ha odepraTa. CliezioBaTeNIHO MpeacTaBeHara oepra He OTroBaps Ha
IIpe/IBApUTENHO OOSBEHUTE YCIOBUS Ha MOPHUKATA.

[TocodeHara mo-rope KOHCTaTailusA 110 T.5. caMa TI0 ceO¢ CHM JlaBa OCHOBaHHE /a Ce
HallpaBH TAKBB U3BOJ — Ue odepTaTra He OTTOBaps HA MPEIBAPUTEITHO OOSIBEHUTE YCIIOBH HA
[opbYKaTa U IpecTaBiasaBa ocHoBanue no wi. 107, 1. 2, 6. ,,a” ot 30II 3a orcrpansBade ot
y4dacTue.

CnenoBatenso mpezcraBeHaTa odepTa He OTroBaps Ha NPEABAPUTEIIHO OOSIBEHUTE
yCJIOBUSL Ha NOph4KaTa. Beska eHa OT MMOCOYSHNTE MMO-TOpe KOHCTATAalldh caMa 1o cede CH
JlaBa OCHOBAHHE Jia C€ HAIPaBU TaKbB M3BOJ M IpEJCTaBisiBa ocHoBaHWE mo wi. 107, T. 2,
0.,,a” ot 3011 3a oTcTpansBaHe OT y4acTHE.

ETo 3amme # ce #Hanara u3poza, uye no orxHomenue na ,,bOHUKC dapma“ EOO]] ca
nanune yenosuara no wi. 107, 1. 2, 6. ,,a” ot 3011 3a oTcTpansBane OT yyacTHe.

IIpensun mamoxkeHoto mo-rope mo T. 1, 2, 3, 4 u 5, IICHOBOTO NpeAIOKEHHE Ha
yaactauka ,,COOAPMA TPEVJIUHI™ AJl He CHOTBETCTBA HA W3VNCKBAHUATA U YCJIOBUSITA
Ha BB3JIOXKATENSA, IIOCOYEHH B JOKYMEHTALMATA Ha IIOPHUYKATA W €A HAJMIEC OCHOBAHUS 3a
OTCTPAHABAHETO My OT ydactue 1o wr. 107, 1. 2, 6. ,,a” or 3011

ETo 3amo u y4acTHUKBT ,,COd)APMA TPEI/IJII/IHF” AJl cnenpa ga Onae OTCTpaHEH
OT mpoueaypara.
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IIpaBuiiHo, KOMHCHATA € LpHENa, Y€ HE € Haluile HEOOXOAHMOCT OT YIPAKHIBAHE
npasomoruaTa mo wi. 104, am. 5 or 30II 3a u3BBpIIBaHE HA MPOBEPKH M M3MCKBAHE HA
passgCcHEHMs 3a 3aJBE€HUTE OT YYACTHHUKA JNAHHU U JONBIHUTSIHUA JOKA3aTeICTBA 34 JaHHUTE,
TIOCOYCHHM B O(epTara, Thil KaTo IEHOBOTO NPEUIOKEHHE He MOXKE Aa OBIE NPOMEHIHO CIej
M3THYAHe CPOKA 3a I0JJaBaHe Ha O(QepTH, HUTO OT KOMHCHSATA, HUTO OT YYACTHHKA.

C orex mocodeHuTe KOHCTATAIIMH U M3BOJIM OTHOCHO IEHOBOTO IIPEIIOKEHHE HA
yYacTHHMKA, Y€ CBINOTO HE CHOTBETCTBA HA MPEABAPHTCIHO OOABEHHWTE VCIOBUS Ha
IOPBYKATa, KOETO € OCHOBAHHE 3a OTCTpaHsBAaHE HA YJYaCTHHKA OT IPOIEAypaTa, HE €
cineasano, Omnmo e OesnpeaMeTHO, Aa ObJe pasTIeKNaHO TEXHHYECKOTO IIPEMNIOKEHHE Ha
YYaCTHHKa, Jla Ce€ OLEHsBA M Kiacupa odepTara My, KakTo U Ja ce pasriexna odeprara 3a
CHOTBETCTBHE C H3UCKBAHHSTA 3 JIMIHO CHCTOSHUE H KpUTEPHUUTE 32 TTO00D.

CremoBarenHo, Mo OTHOLIEHHMe Ha ydacTHuKa ,,CODPAPMA TPEUIUHI” AJl ca
Hajuie ocHoBanusaTa o wi. 107, 1. 2, 6. ,,a” ot 3011 3a oTcTpansBaHe OT mporeaypara.

Ero 3amo u yuactHuxsT ,,CODAPMA TPEfII[HHF” AJl cnenpa na 6p1c oTCTpaHeH
OT TIpolleypaTa.

Hacrosmoro pemenne Moxe na ce obOxkamsa mpen Komucusara 3a 3amura Ha
KOHKYpEeHIHATa B CpoKoBeTe no wi. 197, an. 1, 1. 7 ot 3011

Hacrodmoro pemenne na ce u3npary Ha YYaCTHHUIIUTE B MPOIEC/Iypara 3a BH3IAraHe
Ha o0ILIecTBEHaTa MOpPHUKa, B TPH/IHEBEH CPOK OT M37aBaHETO MYy. B ChInus AeH — AeHAT Ha
H3IPAIIaHETO MY [0 YYaCTHUIWTE, HACTOANIOTO PEUICHHE W NUTHUPAHMAT IIPOTOKON Ha
KOMHUCHATA 10 IIPOBEKAAHE Ha NpoLeNypaTa Aa ce MyONnuKyBaT B Mpoduia Ha KymyBaya Ha

BB3JIOKUTECIIA. NudopmauunaTta B
HacToAMA
AOKYMEHT e
3asMyeHa Ha
OCHOBaHue
3a BB3JI0KHUTEL: un.2,an.2 or 3314, m DA
BbB Bpb3Ka C A i g PN
J-p EBenuna TpomanoBa | un.42,an5 ot 300 Q"

Yupasumen na ,, CBAJIIID3 — bypeac” EOO/]
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