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PEINEHME

mo . 22, aa. 8 or 3akona 3a oﬁ‘mecTBeHnTe NOPBYKH
Ne 22 / 21.09.2020 rog.
|

|
IIpouenypara ¢ otkputa ¢ Pemenne No 15 or 31.03.2020 ron. ra Ususnuurenaus
AMPEKTOP Ha NPYy>KECTBOTO, IO 0OSIBICHHE, Banaﬁb B Perrcropa Ha 06IecTBennTE TOPHIKH
B AOII mox Ne 00083-2020-0008, 06siBena B EBporelicki BECTHHK KaTo IIOpHYUKa 3a JOCTABKA
2020/ 067-158872, mpurypka kbM oduIHaTHus BeiCTHI/IK 2020/S 086-204548.

Ilponenypara ¢ mpukiIounna ¢ Pemefm&e mo 4wi.l08, . 1 or 30IT Ne 21 /
09.09.2020 rox. Permrennero e momyueso ot yqac&HHuHTe CBITIACHO OOpaTHa pasmucka 3a
MOJIy9aBaHe, KaKTo ClIeBa; |

. "B BPAYH MEIIMKAJT" EOO/I, nonyvero na 14.09.2020 rom.;

"MEJO®APMA" EOO/I, MOJIYYECHO f-iaf 14.09.2020 ron.;

"HIAHCOH-BI'" OO/I, nosnyueHo na 14.09.2020 ron.;

"MAT'HA®APM BBJITAPUST" EAJL, ﬁonyquo Ha 14.09.2020 rox.;

"MEJEKC" OO/I, nonydeno ua 14.09.2020 ron.;

"EKO®APM" EOO/], nonyueno na 14.09.2020 ro.;

"AJITA DAPMACIOTUKBJIC" EOOI[L nosy4yeHo Ha 14.09.2020 rox.;

"®APKOJI" AL, IIOJTY4EeHO Ha 14.09.2020 roJ.;

"POIL BBIITAPUA" EOOJ, mosysero ma 14.09.2020 rop.;

"TBPI'OBCKA JIMI'A-HALIMOHAJIEH AIITEYEH IEHTBP" AJl, nony4eno
Ha 14.09.2020 rox,; ‘

"®bOHUKC @API&/IA" EOO/, HOque}FO na 14.09.2020 rogz.;

"CO®APMA TPEUJIUHI™ A]l, nonyqeiﬁo Ha 14.09.2020 rogz.;

1. CJIC,II KaTo H3BBPIINX IIOBTOpHA MPOBEPKA HA AOKYMCHTAUATA II0
OGH.[CCTBeHaTa NOpBYKa KOHCTATHPAX CIIEIHOTO:

1.1. C Pemenwue Ne 21/ 09.09.2020 rozxi HCTIPaBUIIHO A KJIACUPAaHU YYACTHHUIIUTE
no obocobena nosunus Nel Jlexapcrenu IPONYKTH — OOIIK IO HOMEHKJIATYPHY eauHUIA No
Ne 15, 130, 198, 199, 201, 281 u 286. Ilpuunnara ¢ MOIyCKaHe Ha TCXHUYECKA Ipelika IIpu
HaHACAHETO Ha [ICHOBUTE MPEUIONKEHHS Ha YYaCTHHLUTE 3a IOCIeBALIA OLeHKA.

[.2. Tlo o6ocoGena mozumms No 1, HoMmeHkiIatypa Ne 38 Midazolam R
JekapcTBeHa dopma solution for injection, 15mg/3ml, HENPaBUJIHO € OTCTPAHEH YYACTHHKELT
»Menexc” OO/, xaTo npHYHHATA € Y€ He e HampaBeHa HaBpPEMEHHa [IPOBEPKA ¢ TOTHOCT KbM
Aatara Ha oTBapsHe Ha odeprute B [Ipmmoxenne Ne 2 na [TosurHBHus JICKApCTBEH CITHCHK
MIJIC/, B KOHMTO eXeMECETHO ca Bb3MOKHY I/ISMGHC%[I/I}I WK OTNIAJIaHe Ha JaJeH JICKapCTBeH
IPOJIYKT, ‘

Cpox®bT 32 o6xanBane Ha Permenne No 211 /09.09.2020 roz. uztnua Ha 24.09.2020
rof., I0pajy KOCTO Ha OCHOBaHHUE Wi, 22, an.§ or 30}H,
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PENIUX:

1. OrMensm wactuuno Pemenme Ne 21(/ 09.09.2020 rom. 3a ompexcisHe Ha
H3I'BIHUTEN O JJOrOBOPH 3a OOIIECTBEHa NOpbhuUka ¢ MpeaMeT ,llepromudHa mocTaBka Ha
JICKApCTBEHH NPORYKTH 3a Hyxuute na ,,MBAJI-Jlobpua” A" B 4/4etnpu/ o6ocobenu
IIO3UIMH B YaCTTa 3a ONPEAC/IaHe HA M3IBJIHATEN }no ob6ocobena nosunust Nel JlexapcTeeHH
NPOAYKTH — OOLIH 10 HOMCHKIIATYPHU CIMHULH, KAKTO CIIC/IBA;

\
1.1.  Ormensam touka 1.10.1. B qaCT'Uia 3a HOMCHKIaTypHa enuHuna Ne 15
Gabapentin B nexapctBena gopma tablets ot 300 mg ChC CIEJHATE MOTHBH:

MOTHBU: B Tabnuuara [prioxenne Nol KbM IPOTOKONIA HA KOMUCHATA HE € HAHECCHA
[[eHaTa Ha y4acTHUKBT ,,Codapma Tpeiaunr” Aﬂ;, a BHIHO OT LEHOBOTO IPEIIOKEHUE HA
YYaCTHHKA, MPEACTABEHO ¢ odeprara M MOAMUCAHO OT WICHOBETE HA KOMMCHSTA U
npencrabutens Ha Qupma ,,Jlancon-BI™ OO/, };ﬂlaCTHI/IK’BT »Cobapma Tpeimgunr” AJl e
npemnoxut neHa ot 13.20 sesa Ges JIJIC 3a onakoska ot 100 Gp. TabneTky, mopagd KOeTo
IICHOBOTO UM MpPEAJIOXKCHHUE Cle[Ba Ja ObJe ipasrnenaHo, OLICHEHO M KJIACHUPaHO OT
KOMUCHSATA.

12, Ormenam Touka 1.11.1. B wacTra 3a HOMeHKIaTypHa egmumuma Ne 130
Butylscopolamine B mekapcrsera ¢opma solution for injection ot 20 mg. CbC CIIETHHUTE
MOTHBH: ‘

MOTHUBU: B rabnuuara [Tpunoxenne Nel KbM IIPOTOKOJIA HA KOMHUCHATA HE € HANECEHA
IeHAaTa Ha Y4YaCTHUKBT ,Menopapma” EOO/], 4 BHAHO OT NEHOBOTO NpemIoXeHHe Ha
YYaCTHHKa, ITIPEACTABEHO ¢ odeprara M MOMIHCAHO OT WICHOBETE HA KOMHCHATA H
Ope/cTaBUTEeINTe Ha ywacTHHnute ,,Codapma TU“peI?mHHr” Al n ,Jancor-BI"” OO/,
y49acTHUKET ,,Menodapma” EOOQ/] e nmpennoxun L[?Ha ot 8.41 nepa 6e3 JIJIC 3a onakoBKka OT
10 Op. ammysny, mopagu KOETO HEHOBOTO MM HpPCUIOKEHHE Cle/Ba Ja ObIe pasrieaHo,
OLICHEHO M KJIACHPaHO OT KOMUCHSTA.

1.3, Ortmensm Touka 4.7.1. B yacrra 3a Iv‘}OMeHKJIaTypHa enununa Ne 198 Glucose-
PE botlle B nexapcTBena ¢hopma solution for inj ectiqn 5% -500ml cwe cnequvre MOTHBY:
|
MOTHBMU: B tabmuuara [punoxenne Nol K’bN]![ IIPOTOKOJIA HA KOMHUCHSTA HE ¢ HaHECEHa
neHata Ha y4acTHUKBT ,Dponuke @apma” EOOJI, a KakTo € NOCOYeHO B IEHOBOTO
MPEANOXKCHAE HA yYacTHHKA, NPEACTABEHO ¢ odeprata U NOMIHCAHO OT WICHOBETE HA
KOMHUCHATA U IIPEJCTABUTEINTE HA YUACTHHIHTE ,,poq)apMa Tpettmuar” ANl u ,,Jancon-BI™
OOJl, yuactHUKET ,,Dbonuke Gapma” EOOJT e npejutoxu nexa ot 1.09 nepa 6e3 JJIC 3a
omakoBka OT 1 Op. GaHKa, mopajy KOETO LEHOBOTO WM MPEIIOXKEHHE CIIeABA Ja Obhie
pasriielaHo, OLEHEHO U KIIACHPAHO OT KOMUCHSTA.

1.4, Ormensam Touka 4.7.1. B 9acTTa 3a Hﬁ)MeHKnaTypHa equauna Ne 199 Glucose B

nexapcTeeHa (opma solution for injection 10% -5 00ml cbe cnepnuTe MOTHBY:
|

MOTUBMU: B Tabnumara [Ipunoxerne Nel KbM MPOTOKOJIA HA KOMUCHSITA HE ¢ HAHECCHA
[eHaTa Ha Y4YacTHUKBT ,,OboHukc ®apma” EOOJl, a kakTo € TOCOYEHO B ILEHOBOTO
IPEJUIOKCHUE HAa YYaCTHHKA, NPENCTaBeHO ¢ odieprara ¥ NOAIHCAHO OT YICHOBETE Ha
KOMHUCHATA U MPEACTABUTEIINTE HA YIACTHUI[UTE ,,¢o®apMa Tpetiguur” AJl u ,,JJancou-bI"™
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OO/, yuactuukst ,,OpoHHKC Oapma” EOO] e npentoxut nesa ot 1.27 nera 6e3 JJC 3a
omakoBka ot 1 Op. Oamka, mopaam KOeTo LICHO&BOTO UM TPEMIOKECHHE cliefiBa fa Obie
pasTieaano, OICHEHO U KJIaCHPaHO OT KOMUCHSATA. ‘
;

1.5, Ormensm Touka 1.7.1. u Touka 4.9.1. 3a HOMeHKmaTypHa emmuuma Ne 281
Gentamycin B jiekapcTBeHa Gopma ointment cbe cieﬂHnTe MOTHBH:

MOTHUBHU: B Tabmunara [Tpunosxerne Nol KbM IIPOTOKOIA Ha KOMACHSTA HEINPaBUITHO €
HAHCCCHA II€HATa Ha y4aCTHUKBT ,,Papkon” AJl, karo e mombiHeno 1.17 nesa 6e3 JJIC 3a
ONAKOBKa, & BHJIHO OT LIEHOBOTO MM IIPeUIOKCHHE, IIOIHCAHO OT 4ICHOBETE Ha KOMHCHSITA,
KaKTO W OT MPEJCTABUTECIUTE HA YYACTHHI[UTE ,,¢o¢)apMa Tpetinunr” Al u ,,Jancon-BI™
OO/, cpmara e 2.17 nesa Ge3 JIJIC 3a omakorka. Ilopanu Te3u obGcrosTencTsa ciempa
LEHOBOTO UM IIpeJUIoXKeHHe Aa ObJle pasriieiaHo, ojueHeHo U KJIACHPAHO OT KOMUCHSATA,

|
1.6.  Ormensm Touka 1.7.1. 3a HoMenknatypHa exuuuna Ne 286 Retinol/Tocophenol
B rekapcTBena dopma caps 1 500 pg RE /5000 IU/;b7 mg /100 IU/ c¢be cnequnre MOTHBH:

MOTHBU: B tabnunara Ipunoxerue Nel KLN{I IIPOTOKOJIa HA KOMUCHSTA HE € HaHeCceHa
IcHaTa Ha YYaCTHHKBT ,,Obonukc @apma” EOOJl, a KaKkTo € IOCOYEHO B IEHOBOTO
IPEJNIOKCHAE HA YYAaCTHHKA, NPEACTABEHO C o(eprara W NOJIHCAHO OT YICHOBETE Ha
KOMUCHATA ¥ NIPEACTaBUTENNTE HA ydacTHHuuUTe ,,Codapma Tpeimunr” ALl u , Jlancon-BI™
OO/, yuactHuKsT ,,®ponuke ®apma” EOOJ] e npennomnn nena ot 3.25 nesa 6e3 IJIC 3a
omakoBka 0T 20 Op. Kamcyiu, mopajd KOETO HEHOBOTO MM HpeJIOKEHUE CIEABa Aa Obie
pasrieaano, OIeHEHO U KJIACHPaHO 0T KOMHUCHUSATA.

1.7.  OrmeusMm uyactuuno Pemmnenue Ne 21 / 09.09.2020 rom. B wactra 3a
IIpEKpaTsaBaHe Ha IIpoLeaypara, Touka 7 BB Bmeé cwr110, an.1, . 1, He e nomajeHa HUTO
enHa odepra, 110 HomeHKnatypHa exunnma Ne 201 Alanine,Arginine, Aspartic acid,Glutamic
acid, Glycine Histidine, Isoleucine, Leucine, Lysine acetate, Methionine, Phenylalanine,
Proline, Serine, Threonine, Tryptophane, Tyrosine, Valine, Sodium acetat, Sodium
glycerophosphate, cacium chloride,dihydrate B sexapcrrena gpopma emulsion for infusion
1000 ml ¢be cileAHUTE MOTHBH: |
\

‘

MOTHBHU: B Tabnunara Ipunoxenue Nel K’bl}id MIPOTOKOJIa Ha KOMUCHSATA HE € HAHECCHA
leHara Ha y4acTHHKBT ,,Meznexc” OO/, a KaKkTo ¢ II0COYCHO B LICHOBOTO NPEIOXKEHHE Ha
yJacTHHKA, TMPEACTaBeHO ¢ odeprara ¥ MOAIMHCAHO OT WICHOBETE HA KOMHUCHATA W
IpCe/CTaBUTENNTe Ha ydactHunure ,,Codapma TpeﬁnHHr” AJl n ,Jaucon-bI™” OO/,
y49acTHHKBT ,,Menexc” OO/l e mpemmoxun rneHa O:T 27.05 nera 6e3 JJJIC 3a 1 Gpoit Ganka,
HOpagd KOETO LEHOBOTO HM MPEIIIOKCHUE cna&;uaa Ja ObIe pasriiefaHo, OLEHEHO H
KJIACHUPaHO OT KOMHCHUSITA. . |
|

1.8.  OrmensaM vactiuno Pemenue Ne 21 / 09.09.2020 rOJI. B 4acTTa 3a IpeKpaTsBaHe Ha
npoueAypara 1o Todka 7.2.2., ¢ KOETO Ha OCHoanI/Ie . 107, 1. 2, 6ykea "a" or 30I1
MophYKaTa ¢ IpeKpaTeHa, Thi KaTo ¢ PHUETO, Y€ He OTTOBaps Ha TPEABAPUTENHO OOSIBEHUTE
YCIIOBHA. :

1

MOTVBU: Ilo HOMeHKnIarypHa cIOMHHIA N(_)i 38 Midazolam B sekapcTBena (opma

solution for injection, 15mg/3ml, e yuacrsan eI[I/;IHCTBeHO YYacTHHKBT ,,Mezaexc” OOJI ¢
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IIPCIUTOXXCHA [IEHA, KOSITO KBbM JaTaTd Ha IIOaBaHe \Ha odeprara oTroBaps Ha IPENBAPUTEITHO
obsBeHuTE ycnoBus. Ha nocoueHara nata 3a OTBApsiHE HA OQEPTUTE, MOCTHIMIA OT
YUaCTHMINTE, KaKTO M TCXHHTE LEHOBH IPEIUIOKEHHS, IOCOYCHATA OT dupma ,Menexc”
OO/l uena e cpoGpasHO mpeaBApHTEIHO 06;1BeHI/11Te YCJIOBHS IIOCOYCHHU B II0 TOYKA 5 Ha
pasnen VL.3) or O6saBinenneTo 3a onoBecTIBane HQ TIpOLeAypaTa, IIPH KOUTO Ipe/jiaraHara
lieHa Ha JICKAPCTBEHUTE NPOJYKTH, KOUTO Ca BKIIOUeHH B [103uTHBHAS JICKApCTBEH CITUCHK U
3aIuIallaHy ¢ MyOIMYHE CPEICTBA, /1a HE € I10-BUCOKA OT perymipanara riena no [Ipunoxenne
Ne 2 or TUIC, mocovena B xooHa (CTOWHOCT Ha OIAKOBKa, M34HcneHa Ha 6aza pedepenTHa
CTOHHOCT 3a JedHHHpaHATA JHEBHA nosza). Kem mara 02.06.2020 roxm. memata ma
JICKapCTBEHUS IPOAYKT nocoyeHa B Ipunoxenne Ne 2 na ITJIC e Guna 34.96. nesa Ges JJC
32 omakoBKa OT 10 aMmOynid M y4YacTHHUKLT e AomycHar. B paGotata cu xomucusita
HELENeCh00Pa3HO € TPEUIOKIIA YIACTHHKA 32 OTCTpaHsIBaHe, Thi KATO Ha CIIE/BALL ETAll &
U3BBPIICHA NIPOBEPKA 3a CHIIOCTARSIHE C Hpniioxenue Ne 2 ot ITJIC, chriacHo m3MeHeHHETO
My CICA laTaTa Ha mOAaBaHe Ha oepTaTa CIeIBAIo Ja s CHIOCTABAT C ne¥crearnus [TJIC
KbM MOMEHTa Ha I10JjaBaHe Ha odeprara. ‘

2. Pasmopexxnam BprImaneTo Ha npoue/:[yf)aTa Ha eTall pasriexaaHe, OLeHKa u
KIIaCHpaHE€ Ha Yy4aCTHULIUTE 110 0OocobeHa No 1 JlexapcTBenn mpomyktH — o6mm 3a
HOMCHKIaTypuy exununm NeNe 15, 38, 130, 198, 199, 201, 281, 286.

3. Hacroamoro pemrenue crensa na 6nue M3TPATEHO JI0 YYaCTHUIHTE B TPHIHCBEH
CPOK OT M3/aBaHeTO My. B neHa Ha m3npaianero My ga 6ne MyOInKYyBaHO B mpoduia Ha

KyllyBaya,
A

Pemenuero moxe ma 6bae o6xkanBano B 10-gHeBen cpox or
Komucusra 3a 3ammra ma KOHKYPCHITHITA.

AHETO MY Hpej

3anuyeHn OaHHU Ha
ocHoBaHu 4n.37 ot 30I1
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Заличени данни на основани чл.37 от ЗОП


