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Juec, 26.03.2021 rox., B 14:00 uaca, B agmMurrcTparusHara crpaga Ha LICMIT — Illymen,
Haxonama ce B rpan Illymen, yiu. ,,Bacun Anpunos” Ne63, er.12 /xupyprudecky 610K/, KOMHCHATA,
HasHadeHa cbe 3anosex Ne PJ-01-24 or 26.03.2021r. a [-p Pymsna I{aTkoBa, npecTaBIiBaima
IICMII - Illymen Ha ocHoBauue 3anosex Ne PJ1-01-18 ot 05.03.2021,r. va [lupexropa Ha IICMII -
Illymen, ce cxbpa Ha CBOE IIBPBO PEIOBHO 3acellaHue, 3a Ja IIPOoBEJIE IPOLENypa 3a OIIPECIIHE Ha
M3ITBIHUTET W Bh3jaraHe H3MbIHEHHeTo Ha oOIecTBeHa TOpBYKa, ¢ IpejMer: JlocTaBKka Ha
JIEKapCTBEHM IIPOAYKTH OT aHaToMo-TepaneBrmuHa rpyna C "CppraedHo-ChAoOBa cHcTeMa' IIO
ob6ocobena nmo3umms 1 3a Hyxmute Ha LICMII - Illymes.

TIpoitemypara ce mpoBex/ia Ha OCHOBaHHE CKIII09eHO PamkoBo cnopasymenue Ne PJI-11-55
or 28.01.2021r. oT MHHHCTHPA Ha 3paBeOla3BaHETO B Ka4eCTBOTO My Ha lleHTpasieH opraH 3a
MOKYIIKK B CEKTOP ,,3ApaBeoniazBaie”.

KOMHCHISITA ¢ B IbIIEH M PEIOBEH ChCTAB, KAKTO CIENBA:
NPEJACEIATEJN: Tonop Unwues, ansokar ot IIIAK;

YIEHOBE:
1. Jlusna Briaxanosa — MoxkanoBa, ['1. mexn. cectpa B LICMII — Illymen;
2. Tans Manea, Haganank antedeH cxiax B [{CMIT— Ilymesn;
KoMucusra KOHCTaTupa, He BB3JOXKHTEIAT € NyOmukypas, dpe3 EnekTpoHHaTa cucTeMa 3a
3aKylyBaHe Ha JICKapCTBEHU IIPOJYKTH 3a HYXJIUTe Ha jeueOHUTE 3aBeleHus B PemyOiuka B
Beirapus (EnexkTpoHHaTa cHcTeMa) ITOKaHa 3a y4acTHE B Ipolefypa 3a BHTPEHICEH KOHKYPEHTEH
H300p IO TOBa PaMKOBO CIIOpa3yMeHHE.

Jlo H3THYaHe Ha ONPENeNEHMAT CPOK 3a mMpejcTaBsHe Ha obepTH TakiBa ca IIONYYeHH, 4Ype3
-€JIEKTPOHHATa CUCTEMA OT CTpaHa Ha CIEIHUTE YIaCTHHUIIH:

"ObOHMKC ®APMA" EOO/
"COGAPMA TPEVIVHI™ AT

B crotBeTcTBHE ¢ pasnopenbata Ha wi. 103, an. 2 ot 30I1 u wi. 54, an. 13 ot IIII30I1 xoMucusra
HOITBIHY ACKIIapalids yI0CTOBEPSBAIIIa JIUICAaTa Ha IOCOYEHUTE B TE3X HOPMHU OOCTOSTENCTRA.



KoMmucHATa MPHCTHIM KBM INPOBEpKa Ha IOJaJcHHTE OQepTH OT CTpaHa Ha YYacTHHIMTE B
Hpollelypara 3a BbTpelieH KOHKYPEHTEH IoAO0p.

Komucusara KOHCTaTHpa, 4€ MOoJAaJeHHTE OT CTpaHa Ha YIaCTHUIHATC 0(1)epm HE C€ BU3yalIu3upar.

Cnen CIIpaBKa C JIMIlaTa HAaTOBapE€HH C aJIMUHHCTPHPAHETO Ha CHCTCMAaTa C€ KOHCTaTHpa, Y€
O(bepm’re HE ce BU3yalM3upaT NPEABHJ JIHMIICaTa Ha BAIMIHHA KEII na uineHOBeTE HA KOMHUCHATA,
KaKTO W IpeaBHJ JHUIICATa Ha PErucCTpanys Ha TE3H CICKTPOHHHU cemeanam B CHCTEMATA.

rOpHOTO OT CBOS CTpaHa Hajara 3aceJaHHeTO Ha KOMHCHATA 1a onae 3aKpUTO H CBIIOTO Ha CC&
OTKpHE OTHOBO CJICI OTI&TaHETO Ha IIOCOYCHUATE II0 IOpe AIMUHHUCTPATUBHY IIPCIKH.

JTHec Ha 24.03.2021 r. B 15:00 4. ce mpoBe/ie 3acefaHne Ha KOMHCHITA Ha3Ha4Y€Ha CbC 3aIlI0BE] Ne
PJ1-01-22 ot 09:03:20211'. Ha JI-p Pymsna I[BarkoBa. KoMucHATa 3aceiaBa B I'BJICH TUTYJIPEH
CHCTaB. .

IIpescenaTenaT Ha KOMHCHATA YBEJOMH IPHCHCTBAIIMTE, Y€ BCHIKM aJMHHHUCTPATHBHA NPEIKH 1O
OTHOIIEHME paboTaTa ¢ eJIeKTPOHHATa CHCTEMA Ca OTCTPAaHEHH.

Ha gireHoBeTe Ha KoMucHATa ca usganesu KEI ¥ cemuTe ca perncTpupaHy B miardpopmara.
[lonyd4ena € ¥ OTOpHU3AIMS OT CTPaHa Ha aIMUHHUCTPATOPHTE Ha IuTaTdopMara 3a pafoTa ¢ Hesl.
KoMmucusaTa IPUCTHIM KBM pasIexIaHe Ha IPEIIOKEHUATa Ha YIaCTHHIUTE, KaKTO CIIeIBa |
Vuacrruk "COOAPMA TPEMJIUHI™" AL

KoMHcHSATa KOHCTaTHpa, 4e TO3M YIacTHHK, 4pe3 EleKTpoHHaTa cucTeMa € MPEeCTABHII 3asdBICHHE
3a y4acTHe o o6pasel. B ChIIOTO ca TOCOYCHH NaHHHTE Ha yIaCTHHUKA M OAHKOBH PECKBH3HTH.

KM 3asBieruero ca npuxadeny: EEJIOIT u Jlexrapanus mo wi. 54, an. 2 u 3 ot 3011

HpPI Mperjic Ha Taka IIpeNCTaBCHUTC JOKYMEHTH KOMHCHsATa KOHCTarHpa, 4c JEKIapupanute oT
CTpaHa Ha Yy4YaCTHHKa MIOKYMCHTH OTrOBapsAT Ha MPEABUACHUTE H3UCKBAHHA KBM JHYHOTO
CHCTOSHYE, KAKTO U 110 OTHONIEHHC Ha U3HCKBAHUATa 32 TOTHOCT KbM Y4YaCTHHULIUTE.

B Ta3u Bpb3Ka KOMHCHATA B3€ CIEIHOTO pElICHHE:
Jlonycka 10 pasriiex/JjaHe Ha TeXHHYECKOTO IPEeVIOKeH!e Ha yIaCTHHIKA.
Vuaactauk "ObOHUKC ®APMA" EOO/]

KoMmucHATa KOHCTAaTHpa, Y€ TO3M YJaCTHHK, dpe3 EnexTpoHHaTa cucreMa e npeCTaBul 3asIBICHHe
3a yaacTHe 1o obpasel. B CBIIOTO ca MOCOYEHHN JaHHHUTE HA yIaCTHUKA M GAHKOBU PEKBU3UTH.

KoM 3asBnennero ca mpukadenn: EEJIOIL

HpH IIperjiea Ha TakKa IIPEACTaBCHHUTE JOKYMEHTH KOMHCHATA KOHCTATHpa, 4C JCKJIapHpaHuTe OT
CTpaHa Ha YYJaCTHHKA HOKYMEHTH OTrOBapAT HA MNPEABHACHHUTE H3HUCKBAaHHUSA KBM JIHYHOTO
CHCTOSIHHE, KAaKTO U 110 OTHOIICHNEC Ha H3UCKBaHMsTa 38 TOJHOCT K'BM‘y‘IaCTHIfIIIHTC.

B Ta3su Bpb3Ka KOMHCHSATA B3€ CIIEAHOTO PENICHUE:
Jlomycka /10 pasriexIaHe Ha TEXHIYECKOTO IPEIOKEHNe Ha YIaCTHUKA.
Vuacraux "CO®APMA TPEHIVHI™" ALl

KoMucHATa KOHCTATUpA, 9€ TO3HM y4acTHHUK, dpe3 EnexkTpoHHara CHCTEMa € NpeJICTaBHIl 3asBICHHE
3a yuacrde 1o o6pasen. B CIOTO ca IOCOYCHH JAHHHTE Ha yIaCTHHKA U 6aHKOBH PEKBH3HTH.

K®M 3asBneHnero ca npukagenn: EEJIOIT u [exnapauus no 4. 54, an. 2 u 3 or 3011

HpPI npernen Ha Taka IpPCACTaBEHUTE NOKYMEHTH KOMHCHATA KOHCTaTrupa, 4€ AJCKJIapupaHuTe OT
cTpaHa Ha YYacCTHMKa JOKYMEHTH OTroBapsAT Ha IpeABUACHUTE H3HUCKBAHUSI KBM JIHYHOTO

CBECTOSIHHE, KAKTO U I10 OTHOIIIEHHE HA M3UCKBAHUATA 34 I'OAHOCT KbM YIaCTHHIMTC.
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B Tazu BpBH3KA KOMHUCHATA B3€ CIICIHOTO PCIICHHE.
IIOIIYCKa 0 pasrnexaaHe Ha TCXBHYECKOTO NPEUIOXKCHUE Ha yIaCTHIKaA.

Komucusara OPUCTBNK KBM DPAsTJICKAAHE HAa TEXHHUYCCKHUTC IIPCATIOKCHHA Ha YYaCTHHIMUTE, KaKTO
ciaenna:

Vuactauk "ObOHUKC ®APMA" EOO/]

HpeﬂCTaBCHO € TEXHAYECKO MIPEJJIOKEHHE, ChAbPXKAIIO.

HpezmoxceHne 3a JOCTaBKa Ha CIICIHHUTE JICKapCTBCHHU NPOAYKTH:

P PRy

1. YyacTHuKa € JeKiapypall, 9¢ MOXXE J1a U3IIbJIHH Ka4€CTBCHO nopmxa*ra’ H B ITBJIHO CHOTBETCTBHE
C TCXHHYICCKAaTa CHCIIH(I)I/IK&III/ISI H U3UCKBAHUATA HA BB3JIOXUTCIIA.

2. VyacTHHKa € JeKJIapHpal, uye KBbM Jarara Ha BCsKa JOCTaBKa A0 JIe4eOHUTE 3aBelCHHA -
BB3JIOXKUTEIM OCTATHYHMAT CPOK Ha FOAHOCT Ha IPEIOKEHUTE OT HAc JEKapCTBEHM IIPOJYKTH IIe
¢ He mo-KpaTeK oT 40 % oT 00sABEHUS OT IPOU3BOLUTENA.

3. VadcTHHKa € JeKiapupal, ¢ KbM JaTara Ha BCAKa JIOCTaBKa JO JICUcOHHTE 3aBEICHHUA -
BB3JIOKHMTEIH OCTaTHYHHAT CPOK HAa TOAHOCT Ha IIPEUIOKEHUTE OT Hac OHONPOAYKTH H/HIH
OHOmOJO0HH IIPOIYKTH IIe € He o-KpaThK oT 20 % oT 00BE€HMs OT IPOHU3BOAUTEN.

IIpencTaBeHH ca M JOKa3aTeJICTBA 3a pa3pelaBaHeTo u ynoTpedaTa Ha IEKapCTBEHHAT IPOXYKT.

Komucusara KOHCTaTHpa, Y€ TCXHHUYCCKOTO IIPEUIOKEHHE Ha YJacTHHKA CBHOTBECTCTBA Ha
H3HUCKBaHHUATA IIOCOYCHM B IIOKaHaTa 34 YJaCTHE IIOpaJd KOETO B3€ CIICAHOTO peleHune:

Z[onycxa YYaCTHHKaA O €Tall OTBApsAHE HA IIEHOBOTO MIPEATIOKCHHC.

Vyactaux "COOAPMA TPEMIUHI™ AJ]

Hpe,ucraBeHo € TEXHHYCCKO IIPEIIIOKCHAC, CHABPIKAIIO.

Hpe,unoxceﬂne 3a JOCTaBKa Ha CJICAHHUTE JICKaApCTBECHH IIPOAYKTH:

1. YuacTHHKa € JCKJIapupall, 9€ MOXKE Ja U3IIBJIHU Ka4€CTBCHO IIOPBhYKATa U B IIBJIHO CHOTBETCTBHC
C TCXHUYICCKaTa cnennquamm H N3UCKBAHHUATA HA BB3JIOXKHUTEC]IA.
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2. YuacTHMKa € JeKJIapHpal, Y€ KbM JaraTa Ha BCSKa JOCTaBKa HO JIeYeOHUTE 3aBEleHHS -
BB3JIOKHTEIIM OCTATHYHUAT CPOK Ha TOJHOCT Ha MPEUIOKEHNUTE OT HAC JIEKAPCTBEHU MPOAYKTH LI
e He mo-KpatsK oT 40 % oT 064BeHus OT IPOU3BOTUTEL.

3. YuacTHMKA € JeKiapupall, 4¢ KbM JaTaTa Ha BCsSKa JOCTaBKa IO JIe4eOHUTE 3aBENEHMA -
BB3JIOXKHUTENH OCTATHPYHHAT CPOK HA TFONHOCT Ha IPELIOKEHHTE OT Hac OHONpPOXYKTH H/HIH
6HON0J00HK IIPOAYKTH 1€ € He MO-KpaThK oT 20 % OT 0OSBEHHS OT IPOU3BOUTEN.

HpeIICTaBCHI/I ca M J0Ka3aTciICTBa 3a pas'pemaBaHeTo H y1’IOTpG6aTa Ha JICKapCTBECHHUSAT IIPOAYKT.

Komucusra KOHCTardpa, 4Y¢ TEXHHYCCKOTO IIPEUIOKCHHE Ha YYacTHHKAa CBHOTBCICTBA Ha
M3UCKBAaHUATA IOCOYECHHU B IIOKaHAaTa 3a Y9aCTHUC IIOpagn KOCTO B3€ CIICTHOTO PCIICHUC:

IIOII}’CK& ydJaCTHHKa 0 €Taln OTBapAHE Ha LIEHOBOTO IIPEIJIOXKCHUC.

KoMucHsTa IPACTHIM KM OTBapSHE Ha IIEHOBHTE IIPEATIOKEHI Ha YYACTHUIIMTE KaKTO CIIe/Ba:
"GHOHUKC ®APMA" EOOJI [IpencTaBeHo € IEHOBO NPEUIOKEHHUE 110 06pasel.

Odepupana e cieqHara eHa Ha JIEKAPCTBEHUTE IPOAYKTH:

Nifedipine, nena 3a mg 0,002000 1. 6e3 JIJIC u 0,002400 8. ¢ JIC.

Ilocoueno e e npenjioXeHaTa I€Ha € OmpeNciieHa IIPH IIBJIHO CBHOTBEICTBHE C YCIOBHATA OT
JOKYMEHTAIUATA- IO IIporeaypara.

VyacTHHKa ce € 3agbJDKHI, aKo IPEIOXKCHHUE Gsze IIPUETO, 663}’CJIOBHO Ja WU3IbJIHABA
H3UCKBAHHUATA U 3aIbJDKEHUATA, IIOCOYCHHN B paMKOBOTO CIIOPa3yMEHHE H JIOTOBOPA.

Komucusra KOHCTaTHpa, 9¢ NPEACTaBEHOTO, IIEHOBO NMPEIUIOKEHNE, CHOTBCTCTBA HA HA3UCKBaHHUATA
IIOCOYCHH B IIOKaHaTa 3a y4acTue.

Jlomycka y9acTHHKa 10 KJIaCHpaHe.

"COPAPMA TPEMJIHI™" ALl

ITpencraBeHo € NEHOBO IPEUIOKEHHE II0 00pasell.

Ogepupana e cneHaTa lIeHa Ha JIEKAPCTBEHUTE IPOIYKTH:
Verapamil, riena 3a mg 0,14066718. 6e3 JJIC u 0,168800 1. ¢ JJIC.

[TocoueHo e 4e mpe/UIOKEHATa LieHA € ONpe[eNeHa IpPU IIBJIHO CHOTBETCTBHE C YCIOBHATA OT
JOKYMEHTAIUATA 110 Ipoueaypara.

VaacTHHKA c€ € 3agb/DKAN, aKo NpemIokeHwe ObIe IpHeTo, Oe3yClIOBHO Ja H3IBIHABA
M3UCKBAHUSATA ¥ 3aIBDKEHHATA, [IOCOYCHH B paMKOBOTO CIIOpa3yMEHHE U IOTOBODA.

Komucusara KOHCTATHPa, Y€ MPEACTaBCHOTO, NEHOBO NPEUIOKEHNE, CHOTBECTCTBA HA HN3NCKBAHHUATA
IIOCOYCHH B IIOKaHATa 3a YyIacCTHE.

Honycka y4acTHHKa JI0 KJIaCHpaHe.

Ha ocHOBaHHE B3€TUTE 110 rope peleHus, KOMHCHATa IIpeJiara CICTHOTO KIaCHpaHe 10 OTACIHUTC
HOMEHKIIATypH €IHMHHIY Ha JICKQPCTBCHUTE IIPOLYKTH KaKTO clieaBa:
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1, $bOHUKC
nepopanHa CbIN. GAPMA" 0,002000

Nifedipine TBbpAA mg PY 0,003408 6000 EOO] 0,002400
"COPAPMA
‘ cura. TPEAANHT™

Verapamil napeHTtepasnHa | mg Py 0,168800 120 AL 0,140667 |0,168800

Ha ocHoBaHHe M3BBHPINIECHOTO KiIacHpaHe H.pasnopendara ya 4. 4, ai. 2 ot IIMC 146 or 2015 r.,
KOMHCHATAa Hpe[Ulara Ha BB3JIOKHUTEIAT Ja H3IpaTH IIOKaHa N0 KIaCHPaHHTEe YJacTHHIHM 3a
IIPOBEXIaHe Ha €IEKTPOHEH THPT 1o pexaa Ha wi. 90, ai. 8 ot 3011.

C H3BBPHIBAHE HA IOCOYCHHUTE II0 rope JEeHCTBHUS 3aCCHaHMETO Ha KOMUCHATA 6e 3aKpHUTO.

Juec 12.04.2021 r. B 10:00 4. ce mpoBeae 3aceaHne Ha KOMHCHATA Ha3HaueHa che 3anoBes Ne PJI-
01-22 o1 09.03.2021r. Ha JI-p Pymsana I{saTkoBa . KoMucusaTa 3aceiaBa B II'bJIEH TUTYJIAPEH CHCTAB.

IIpeacenaTensT Ha KOMHUCUSTA YBEIOMH HpHUCHCTBamuTe, de Ha 30.03.2021r. , BB3IOKUTENAT €
H3IpaTHI, 9pe3 cHUCTEMAaTa 0 KIACHPaHUTE YJaCTHHIIM IIOKaHa 3a y4aCTHE B €JIEKTPOHEH ThHPT.

Omnpenener e Cpok 3a npoBexade Ha Thpra 1o 9.4.2021 r. 16:00:004.

Ha ocnoBanue IPOBEOCHUAT C€JICKTPOHCH THPI' ¢a NOCTHTHATH CIICTHUTE (I)HHaHCOBI/I YCIIOBHA Ha
JIEKApPCTBCHHUTC IPOAYKTH 110 TOBA PAMKOBO CIIOpa3yMCHHE!
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1, ®bOHUKC
nepopasHa Cbr. OAPMA" 0,002000
Nifedipine TBbpAa mg PY 0,003408 6000 EOO/L 0,002400
"COPAPMA
cbrA. TPEMOUH™
Verapamil napeHTepanHa | mg Py 0,168800 120 AL 0,140667 |0,168800

Ha ocHOBaHHE TOCTHTHATUTE 1IEHH B IIPOBCACHNS CIIEKTPOHCH THhPI' KOMHACHATA IIpeajiara CICTHOTO
KJIaCHpaHe IO OTACIIHATE HOMCHKIIATYPHH €AHHHULIH, KaKTO CJICABa:




Nifedipine

I[IxpBo MacTo: ®bOHUKC ®APMA" EOO/], npu npenoxena nexa 0,002000:s. 6e3 IJIC 3a mg.
Verapamil

ITspBo Mscro: "CODPAPMA TPEWIVIHI™ AJl, npu npemioxera nena 0,1406671s. 6es JJC 3a
mg.

Ha ocHoBanue H3BBPIICHOTO KJIACHpaHe, KOMHCHATA IIpeanara HHIXBHAYaJIHATE JOr0BODPH
CKJIIOYEHHU HA OCHOBAHHE Ha PaMKOBOTO CIIOPa3yMEHUE a C€ CKII0YAT ChC YI1aCTHHIUTE KJ1aCHupaHu
Ha ITbPBO MSCTO 10 OTACITHUTE HOMEHKIIATYPHU CIMHMITH.

Komucusara npukmouu paborara ci Ha 17.05.2021 .

KoMmucusta CBCTaBM TO3H HOpOTOKON B mepuwoma oT 26.03.2021r. mo 17.05.2021r.
BKJIIOUHTENIHO, KOWTO CIIE IPOYMTAHETO MY, B IOTBBPXKIECHHE Ha BEPHOCTTA HA OTPA3CHOTO B HETO
1 6e3 BB3paXKEHHU, Ce MOIIIca OT BCHIKH HEHHM 4IIEHOBE U Ce IpeJajae Ha BB3JIOXKHUTENS BEIHO C
JIOKYMEHTAIUSITa, KAaKTO CIIE/BA;

IpencemaTen: gl ieeeeeeeee

Tonop Himmen

YsneHone: %
1. Ta. cectpa JAusana Briakanosa — MogaHoBa -

2. Men.cecrpa Tanss MaHeBa - ....0
/.2..{..05.20211*. Ilpenas npoTroKo/a M JOKYMEHTAIMATA:
IIpencenarein;
/ Togop Wimes /
.4{.05.20211". IIpues npoTokosa M JOKYMEHTANHATA
Bu3aoxuTen:
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