IMMPOTOKOJI Ne 2

or paboTara Ha komucus, HazHaueHa 3anoex Ne P/1-11-294/01.07.2020 r. (u3M. cwe 3amosen Ne P/I-
11-415/26.08.2020 r., 3anmosex Ne P/I-11-491/02.10.2020 r. u 3amosex Ne P/I-11-527/22.10.2020 r.) Ha
MHHHCTBEP2 Ha 3JpaBeONa3BaHETO Ja HM3BBPIIM HOAOOp Ha YYACTHHIWTE, pas3Tiefia, OHEHH M Kiacupa
HoAagcHUTe OQepTH U Ja NpOBEJE €NEKTPOHEH ThPI MPH CHA3BAHETO Ha pela npeasuieH B Wi 89-91 or 3011
[0 OTKPHTA TpOIleJypa 3a Bh3jlaraHe Ha oOLIECTBEHA MOPBYKA C MpPEAMET: ,Jlexapcmeenu npodyxmu om
anamomo-mepanesmuuna zpyna C ,,Cvpoeuno-cvoogéa cucmema*. OOlECTBEHATa NMOPbYKA € OTKPHUTA €
Pemenne Ne PIT-11-250 ot 12.06.2020 rog. Ha ocHoBanue § 137, an. 1 (u3m. [IB, 6p. 102 ot 2019 r., B cuna ot
01.01.2020r.) ot IIpexomanTe U 3aKMOUHTENHH pa3nopeaOU KbM 3aKOHA 32 H3MEHEHHUE U Jonb/HeHne Ha 3011,
qo 1 sayapu 2021 r. IleHTpaHUAT OpraH 3a MOKYIIKH B CEKTOD ,,3ApaBeonasBaHe’ u [leHTpatHUAT OpraH 3a
NOKYIIKK 3a OOIIMHKTE MPOBEXNAT NMPOLEAYPH 3a Bb3JaraHe Ha OOIICCTBCHH MOPBYKA M 33 CKIIOYBAHE Ha
PaMKOBHM CITOpa3yMEHHS Ype3 HIMON3BAHUTE OT TAX MIaTHOPMH, ¢ H3KIIOYEHHE HA M3IPAIAHETO HA PEIIECHAATA
mo un. 22, an. 1, 1. 1 u 2 ot 30I1 u o6sBneHusTa 10 wi. 35 u un. 36, an. 1, 7. 3 u 6 ot 3011, koeTo ce U3BEpIIBA
upes marhopmara mo uin. 39a, an. 1 ot 3011, cerinacuo rpaduka no § 131, an. 1 (mapuuan 3a kpatkoct §137 or
T13P xem 3U/]T Ha 30I1). '

MHUHHCTBPHT Ha 31paBeONa3BaHETO B KaueCTBOTO My Ha LlenTpajien opran 3a IOKYNKH B CEKTOP
,»3IpaBeonassane®, ciensa na npunara Enexrporsara nnatdgopma, caurano ot 01.04.2020 r., B ChOTBETCTBHE
c T. 2, 6ykBa a) ot IlocraHoeienue Ne 332 ot 13.12.2019 r. na Munwucrepcks ceget (06H. B /IB, 6p. 99/2019
r.). B ceotBetcTBHE ¢ § 12 OT 3aKOH 32 MEPKUTE U AEHCTBUATA [I0 BpEME HA M3BLHPEIHOTO NOJOXKEHNE, OBIBEHO
¢ pemenue Ha Hapoguoto cvbpanue or 13 mapr 2020 r., HacTosmaTa oOECTBEHA NIOPBYKA Ce 00ABABA IPH
craspaHe Ha pela 3a Bb3jarane, Aeficrsam g0 1 noemspu 2019 roa.

1. Pasrae:kaaHe Ha ONBJIHHTEIHO NPEACTABEHATE JOKYMEHTH Ha 3aKPHTO 3acefaHue MPOBeJeHo
Ha 08.10.2020 r. oT KOMHCHATA B ChCTAB, KAKTO CJIEABA:

llpenceparesn:

1. llleHai EMuHOBA — TJIaBEH IOPUCKOHCYNT B JUpeKuus ,,OIT;

Unenose:

2. Koncrartuaoc SHuc — nppkaBeH ekcnept B Aupekius ,,OI1%;

3. Mar. ¢apm. Taus I'eprunosa — riaBeH ekcrept B oraen ,,JII*;

4. Mar. gapm. Opnun Henes — qppikaBeH ekcniepT B oTael ,,JII1%,

5. Mar. dapm. L{serenuna [Tonosa — cTapiiy excnept B otael ,,JIII¥.

Ilporokon Ne 1 (cemppskanl yKasaHMsATa Ha KOMHCHSATA 3a OTCTpaHsSBaHE HA YCTAHOBCHH

HECHOTBETCTBHUS, HEMBIHOTH MM JIMNCH Ha uudopMaius) e mybaukysas Ha 29.09.2020 r. B pasaen ,,JIpodun
Ha KylyBaya“ Ha HHTEPHET CTpaHUIaTa Ha MUHACTEPCTBOTO Ha 34PABEONA3BAHETO B EICKTPOHHOTO JOCHE HA
obmecTBeHaTa IMOpBUKA Ha ajgpec:  hitps:/www.mh.government.bg/bg/profil-na-kupuvacha/ramkovi-
sporazumeniya-copsz/ramkovo-sporazumenie-procurment-4/ 1 Ha CbIIUs A€H € U3NpaTeH HA yYACTHHUIUTE B
npoueaypara upes EJeKTpoHHaTa CHCTEMA, 33 3aKyllyBaHE Ha JIEKApCTBEHH MPOAYKTH 3a HYXIMTE Ha
neuebHuTe 3aBeaeHus B Pemybiuka Brnrapus.

B pamkuTe Ha Cpoka OT 5 pabOTHY JHH OT IIOTy4aBaHETO HA MPOTOKONA, ONPEieNEH B ChOTBETCTBHE C
41, 54, an. 9 ot IM30I1, upes Enexrponnara cuctema Ha 30.09.2020r. ¢ npezcrasen ot yyactuka ,, OAPKOJI*
AJl enextponno nognucan EEJIOI o o6ocobena nosumms Ne 2, B CHOTBETCTBHE C YKa3aHHATA NaJCHH OT
KOMUCHATA.

Ha ocHoBanue 4. 54, an. 12 or IIII30I1, koMucHsTa IPUCTHIN KBM PasTIekaaHe Ha JONbIHUTEHATa
HH(OpMALMA M M3BLPLIA MPOBEPKA 33 CHOTBETCTBHETO M C H3HMCKBAHWATA KbM JIAYHOTO CBCTOSHHE H
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KpuTepuuTe 32 TOAOOp, TMOCTaBeHH OT Bb3oxuTexl. Komucusra yCTaHOBHM, 4e € MpPEACTABIHE Ha
JONBIHHTENHATA HHpOpManus yuactHuka ,,0APKOJI* AJl e oTcTpanuiy KoHcTaTHpaHaTa o IIpoTokoi Ne 1
JIMIICA, C OTNIEHA HA KOETO ChIIMAT Ce JOMycka 3a 00ocobeHa mozmmust Ne 2 o pasrnexjiane Ha TEXHHIECKO
HPEIOKEHHE,

I1. Pasriexaane Ha TEXHAYECKATE NPeAJIOKeHAS HA YIACTHALIHTE H BCHIKH H3HCKYEMH KbM TAX
JAOKYMEHTH OT KOMHCHSITA B PeJIOBHHS if CbCTaB.

Ha 3akputy 3acenanus, nposeaeHH B nepuoza ot 08.10.2020 r. mo 12.10.2020 r., komMHCHsATa U3BEPIIN
HpOBEpKa Ha TpEJIOKECHHUATA 33 M3ITbIHEHHE Ha YYaCTHHUMTC M CBOTBETCTBHETO MM C IIPENBAPHTEIHO
0GABEHUTE YCITOBHS.

1. Pasriaexaane Ha TEXHHYECKOTO npenaoxenue npeacraseno ot , MEJO®APMA“ EOO/] 3a
oGocobena mo3uua Ne 1 1 npoBepka 3a CHOTBETCTBHETO MY C NpeJBAPHTE/IHO O00ABECHHTE YCJIOBHA B
CBLOTBETCTBHE ¢ WI. 56, an. 2 ot III30IL

KoMucusiTa yCTAHOBH, Y€ YJYaCTHHKBT € NOCOYMI BBB (opMara "TexHuduecko mpeanoxkeHue", de
TIpejiyiara CleJHATE JEKAPCTBEHH IIPOTYKTH:

Mesicoynapo
ono Konuy
ATC- | nenamenmn Hauun na 3aben Hpumesicamen na Tvpeoecko aK ecmeo Map
Koa o npunoxcenue | excka | paspewieHuemo 3a ynompeba HauMEHOsaHUE THGHO Ka
sewjecmso
HAUMEHOBAH
ue
CO07AG(2| Carvedilol |mepopanHa TBEpAa Medochemie Ltd, Kumrsp Avernol 25 mg
C07AG02| Carvedilol | nepopanHa TBEpIa Medochemie Ltd, Kurrep Avernol 6.25 mg
C09AAQ5| Ramipril | mepopanHa TBEpAa Medochemie Ltd, Kamsp Ramimed 5 mg
CO9AA05| Ramipril | mepopanna TBEpa Medochemie Ltd, Kumrsp Ramimed 10 mg

B TabnuuaTa He ca BIJIOUEHH JIEKAPCTBEHHUTE MPOAYKTH, KOHTO ca oeprupaHy, HO KOUTO ca OTIafHAIH
ot IlosurusHusa nekapctBen cmuckk (IIpwnoxennme Ne 2) crnen kpaiiHusi CpoK 3a MoJaBaHE Ha OQepTd.
VuactauksT ,, MEJJO®APMA® EOO/] Hama odepupaHH NEKapCTBEHH NPONYKTH, KOMTO Ca OTHAJHAIN OT
IMosutrBHEA nekapcTied cnuchk ([Tpunoxenune Ne 2) ciel] kpaifHHS CPOK 3a OJAaBAaHE HA OBEPTH.

KBM TEXHHUECKOTO CH TIPEAJONKSHHUE YYACTHHKET € IPHJIOKHJ HM3HCKyEMHMTE [EKIapaldH OT
YITETHOMOIIEHHTE MPEACTABUTCIN HAa HPUTEXKATENMTE HA paspellcHHATa 3a ynotpefa Ha JeKapCTBEHHTE
IPOLYKTH, Y€ Ca 3all03HATH C M3MCKBAHMATA KbM JIEKAPCTBEHUTE MNPOAYKTH, KAKTO ¥ C MOCOYCHHTE B
Tpoleypara KOJIMYeCTBa 3a JICKAPCTBEHUTE IPOAYKTH.

Cnen karo pasriefa moapo0HO mpejcraBeHoTo of yyactHuka ,,MEJJO®APMA® EOO]I texuu4ecko
TIpe/UIoKEHHE H MPEACTaBEHATE KbM HEro JOKYMEHTH 10 060cobeHa mosuuus Ne 1, KoMuCHSTa YCTaHOBH, de
CBIIMAT OTroBaps Ha OGSBEHWTE OT BB3NOXKHMTENs YCJIOBHS 33 W3NbJHEHHE Ha MOPBYKaTa M Ce JOoMmycKa A0
OTBapAHE HA IIEHOBHTE NMPEIIOKEHH 38 BCHUKH TIPEJIOKEHH OT HErO JIEKAPCTBEHH NPOIYKTH.

2. PasrjeknaHe HA TeXHHYECKOTO MpelioxkeHdHe mpexcraseno ot ,,JAHCOH BI'“ OOJ 3a
060cobeHa mo3amust Ne 1 U HpoBepka 32 CHOTBETCTBHETO MM € NPEABAPHTEHO O0SIBEHHTE YCIOBHS B
¢LOTBETCTBHE ¢ Wi 56, aJ1. 2 ot IIII30IL.
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KoMHCHST2 YCTAHOBM, Y€ YYACTHHKBT € MOCOYMII BBB (popMara "TexHuHecko MpemnokeHue", ye
TpezJiara ClaeqHuUs JEKapCTBEH IPOAYKT:

Mexcoynapo
oHo Ko -
ATC - | nenamenmn Havun na 3aben Ilpumexcamen na Twpeoscko aﬂuuec 60 Map
Koa 0 npuiodceHue exycKka | pazpeuwienuemo 3a ynompeba HauMenoeaHue o Ka
eewjecmeo
HAUMEHOBAH
ue
. : « - ; 10mg/ml-
ICO3CAO1 ' Furosemide TapeHTepanHa ~HAHCOH BI'™ OO0 Furosemid DS >l mg

B ra6uniaTa He ca BKIIOYEHH JIEKAPCTBEHUTE MPOIAYKTH, KOUTO ca OhepHpaHH, HO KOUTO Ca OTIAIHANM
or Ilo3utuBHuA JiekapcTBeH crnuchbK (IIpunoxkeHue Ne 2) cnen KpaliHHS CpPok 3a mojaBaHe Ha OgepTH.
Vuactaukst ,JAHCOH BI' OOJ] HaMa odepHpaHH JEKAapCTBEHH MPOAYKTH, KOHTO ca OTIMagHaH OT
TTosutuBHEA JNekapcTBeH cnuchk (IIpunokerne Ne 2) cien kpaliHuS cpOK 3a IojaBaHe Ha odepTH.

KbM TEXHHYECKOTO CH MPENJIOKEHHE YYaCTHHKBT € NPHIOKHI H3UCKyeMHTe AeKNapandd ot
YITBJTHOMOIIICHUTE TMpPEJCTABHTEN Ha MNPUTEKATEIUTe HAa Pa3pellecHMsATa 3a ynorpeba Ha JIEKapCTBEHHTE
TPOAYKTH, Ye ca 3alO3HaTH C W3MCKBAHUATA KbM JIEKAPCTBEHHMTE MPOAYKTH, KaKTO M C IIOCOYEHHTE B
HporeAypaTa KOIHIECTBa 3a JeKapCTBEHHTE POLYKTH.

Cnen xato pazriega moxpoGHO npeactaBeHoto or ydactHuka , JJAHCOH BI™ OO]] texnuuecko
IpeNIoKeHHe U NPeICTABeHUTE KbM HEro JOKyMeHTH o obocobena mosuims Ne 1, KOMHCHATA YyCTaHOBH, Ye
CBHIIMAT OTIOBaps Ha OOSBEHHTE OT BH3NOKHMTENS YCIOBHS 33 M3NBIHCHHE HA IOpHYKATa M CE JOMyCKa 10
OTBApsiHE HA EHOBUTE MPEIOXNKEHHS 32 BCHUKH IPEIJIOKEHH OT HETO JIEKAPCTBEHH MPOIYKTH.

3. PasriexaaHe Ha TEXHMYECKOTO Npeasiokenue npencraseHo ot ,,6.BPAYH MEJIUKAJI“
EOOJ 3a oGocoGena mo3unusa Ne 1 1 mpoBepka 32 CLOTBETCTBHETO HM ¢ OPeABAPHTENHO O0ABEHHTe
YCJIOBHS B CHOTBETCTBHE ¢ Wl 56, au. 2 ot IIN3O0IL

KomucuATa yCTaHOBH, Y€ yJYaCTHHKBT € MOcodMsl BbB ¢opMara "TexHuuecko mpepsioxeHHe", de
npeanara CleAHus IeKapcTBEH NPOAYKT:

ATC-KOJl | Mexnynapomao | Haums Ha 3abenexxa | [Npureskaren Ha | Tuproscko Komuuecrso | Mapka
HETIATCHTHO HPIIOXKEHHE paspereHHETO HAaUMCHOBAaHHE | AKTHBHO
HAUMCHOBAHIE 3a ynorpeda BELICCTBO
C05BB56 Glucose, sodium | naperTepamHa B. Braun NATRIUM 500 ml
chloride Melsungen AG, | CHLORIDE
T'epmanus 0,9% +
GLUCOSE 5%
B.Braun

KoMucHATa YCTAHOBH, Y€ JIEKapCTBEHHS IPOAYKT odepupan oT y4acTHHKST ,,b.bPAYH MEJIMKAJT*
EOO]I e 3annueH py akTyaitn3aiusata Ha [I03UTUBHUS JIEKAPCTBEH CIHCEHK, npuioxenue Ne 2 pa 02.10.2020
T.

IpeaBHI YCTAaHOBEHOTO MO-TOpe, KOMMCHSATA Ipeijara Ha BB3JIOXKWTENA, Y4aCTHMKLT ,.b.BPAVH
MEJIMKAJT“ EOO]JI, na 6be OTCTpaHEH OT MpoLeAypaTa 3a Ta3H HOMEHKIIATYpa, Ha ocHoBaHue 4l 107, T. 2,
Oyksa "a" or 3011, Thi Kato e mpeacTaBUI oepTa, KOATO HE OTrOBaps Ha NPEIBAPHTENHO OGABEHUTE yCIOBUA
3a M3ITLJIHEHHE HA OPHUKATa U CHINUAT HE ce JOMyCKa 0 OTBAPSHE Ha EHOBOTO MY MPEJINIOXEHHE.

4, Pasriexiane Ha TEXHH4eCKOTO npeaioxenne npeacraseno ot ,MAPHUMIIEKC-7¢ EOOJ
3a o6ocoGeHa no3unus Ne 1 ¥ mpoBepKa 3a CHLOTBETCTBHETO MY € MPEBAPHTEJIHO 00SIBEHATE YCIOBHS B
CHOTBeTCTBHE ¢ 4. 56, ai. 2 ot IIMI30IL.
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KoMHcHATA YCTZHOBH, Y€ YYaCTHHUKBET € HOCOYMJI BBB (opMara "TexHHYecko IpeioxeHHe", de
npejnara CieJHATE IEKapCTBEHH NPONYKTH:

Mexcoynapo
ono K.
ATC- | nenamenmn Hauun na 3aben IIpumeosicamen na Tvpzoscko ‘;‘Z""ec;mm Map
Konq 0 npunoycenue | exucka | pazpewenuemo 3a ynompeba HauMeHosanue THIEHO Ka
seuqecmeo
HauMeHO8aH
ue
KCOIBD01| Amiodarone MapeHTepaTHa Canoni)n]];S warapus EOOL, Cordarone 150 mg/3 ml | mg
BITapHs
CO1BDO1| Amiodarone | nepopatHa TEpaa Ca“"‘i"‘]?”"rap“" EOO, CORDARONE 200 mg
BIITAPUs
CO8CA06| Nimodipine mapenTepaiHa Bayer AG, I'epmanus Nimotep S 10 mg/50 ml | mg
C08CA06| Nimodipine |nepopaiHa TBBEpIa Bayer AG, I'epmanus NIMOTQP S 30 mg mg

B tabnuiiaTta He ca BKIIOYEHH JIEKAPCTBEHUTE MPOYKTH, KOUTO ca ofepHpaHH, HO KOUTO ca OTHaJHAIM
or TlosutusHus nexapcreen cnuckk ([Ipunoxenre Ne 2) cief KpaiiHHs CPOK 3a IojaBaHe Ha odepra.
VyactHursT ,, MAPUMIIEKC-7¢ EOO/] usma odepupany jeKapcTBEHH MPOAYKTH, KOUTO €4 OTHAJHAIH OT
MoswutueHAs nekaperBel cnuchk ([Ipunokenue Ne 2) cren kpalfHUs CPoK 3a IOJaBaHE HAa OEPTH.

KbM TEXHMYECKOTO CH TpEeANOXEHHEe YYaCTHMKBT € IPHIOKHI H3HCKyEMHUTE JEKIapalMu OT
YIIBJIHOMOIIIEHUTE TIPEACTABATENH HA NPHTEKATENHTEe Ha PaspellleHHsATa 3a ymoTpeba Ha JICKapCTBEHUTE
NPOJYKTH, Y€ Ca 3Al03HATH C H3HCKBAHHATA KBbM JIEKaDPCTBEHWTE MPOJIYKTH, KAKTO M C IOCOYECHWUTE B
npoLeypara KOIMYeCTBa 32 JIEKAPCTBEHUTE IIPOLYKTH.

Crie kato pasriieaa noapodHo npeacTaBeHoTo oT ydacTHuka ,, MAPHUMIIEKC-7“ EOO/] TexHu4ecko
NpeAOKEHHE U IPEACTABEHATE KbM HETo JOKYMEHTH 10 o0ocobena nosuims Ne 1, KOMUCHSATA yCTAHOBH, Y&
CBHIIMAT OTrOBaps Ha OOSIBEHHTE OT BB3IOKHUTENS YCNOBUS 32 H3ITBJIHEHUE HA NMOPHYKATA M CC OOIMYCKA 10
OTBapsHE HA ICHOBHUTE MPEIIOXKECHNA 32 BCHUKH NPEJIOKEHH OT HErO JIEKAPCTBEHH MPOAYKTH.

5. Pa3ruie:xaaHe Ha TeXHMYECKOTO npenioxenue npencraseso ot ,,PAPKOJI“ A/l 3a o6ocobena
nozunus Ne 1 H IpoBepKa 32 CHOTBETCTBHETO MY € IPeABAPHTEIHO 00AIBEHUTE YC/IOBHS B CLOTBETCTBHE

¢ 1. 56, ax. 2 or TITMI30IL
Komucusara ycTaHOBH, Y€ YYaCTHHKBT € MOCOUYMN BB (popMara "TeXHHYECKO MNpemoKeHue", 4e

npejyiara CleHUTE JIEKapCTBEHH IPOLYKTH:

Mexcoynapo
ono Konuuecmso
ATC - | nenamenmn Hagun na 3aben Ipumesicamen na Tvpzoscko P Map
Koxqg 0 Hpunodcenue | excka | paspewienuemo 3a ynompeba HauMeHosanUE Ka
senjecmeo
HauMeHosaH
ue
C02ACO05| Moxonidine | mepopanHa TBEpIa Axrasuc EAJ], Benrapus Moxotens 0.4 mg
C02AC05| Moxonidine | nepopanHa TBLpAA | Axrasuc EAJl, bsnrapus Moxotens 0.2 mg
IC02AC06| Rilmenidine | mepopaiHa TBBpAA Teva B.V., Hunepnanaus Rilmenix 1 mg
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. Hydrochlorot DEHYDRATIN
CO3AA03 hiazide TiepopaiHa TEbpAa Axrasuc EAJl, Berrapus NEO 25 mg
C03BA11l| Indapamide |nepopanna TBBpH2 Axrasuc EA/J], berrapus INDEPAM 2.5 mg
(C03BA11| Indapamide |mepopanHa TBEpIa Axrasuc EAJ], Brarapus INDIP% L 1.5 mg
CO3BA11| Indapamide |mepopaiHa TBEpAa Teva B.V., Hupepnanaus Tevalndam 1.5 mg
KC03CAO01| Furosemide |rnepopanHa TBEpIa Axrasuc EAJ], brarapus Furantril 40 mg
Spironolacton SPIRONOLACT
C03DA01 . nepopaiHa TBbpIa Axrasuc EAJl, Beirapus ON ACTAVIS 25 mg
Actavis Group PTC ehf,, r
(C03DA04| Eplerenone |nepopanHa TREpAA Wenanms Carditrust 50 mg
~ . Actavis Group PTC ehf,, :
(C03DA04| Eplerenone |nepopaiHa IBBPAA Vcnamms Carditrust 25 mg
Triamterene,
(CO3EAOQ1 | Hydrochlorot | nepopansa TBEpAa Axrasuc EAJI, bbarapus DIURETIDIN | 25mg/12.5mg | mg
hiazide -
. . Actavis Group PTC ehf,, .
CO4AEQ02| Nicergoline | mepopanHa TBBpAa Vicnamms Nergolin 10 mg
CO4AEQ2| Nicergoline | mepopansa TBEpAa Actav1sHGroup PTC chf, NERGOLIN 10 mg
ClTaHIMs
N Actavis Group PTC ehf., Propranolol
IC07AA05| Propranolol | nepopanHa TBBpIa Vcnanmus Actavis 20 mg
C07AAQ5| Propranolol | nepopaisa TBBpAA | Axrasuc EAJ], Brarapus Prz%f[:?g(ﬂ 40 mg
47.5mg
(choTBETCTBA
CO7AB02| Metoprolo! | mepopasiHa TBBpAA Teva B.V., Hunepnauaus Succiprol mg m #a 50 mg
metoprolol
tartrate)
95 mg
(cpoTBETCTBA
CO7AB02| Metoprolol | mepopanHa TBRpAa Teva B.V., Hunepnanpus Succiprol m Ha 100 mg
metoprolol
tartrate)
. Actavis Group PTC ehf,, g
CO7ABO7| Bisoprolol | mepopanna TBEpAA [P P Blokbis 10 mg
; . Actavis Group PTC ehf., -
C07AB07| Bisoprolo]l | mepopainHa TEEpAa Vcnamms Blokbis 5 mg
'l .
; . Actavis Group PTC ehf,, .
IC07AB07| Bisoprolol |mnepopaiHa TBEpAA | Vcaass Blokbis Cor 5 mg
; . Actavis Group PTC ehf., .
C07ABO07| Bisoprolol | mepopaina TBEpAa chaﬂr;m Blokbis Cor 2.5 mg
C07ABO07| Bisoprolol | nepopanna TBepaa Teva B.V., Hunepnangusa TevaBisoprol 5 mg
C07AB07| Bisoprolol | mepopanna TBEpIa Teva B.V., Hupepnauans TevaBisoprol 10 mg
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_ NEBIVOLOL
ICO7AB12| Nebivolol |nepopaina T8BpZA Axrasuc EAJ], bnrapus ACTAVIS 5 mg
(C07AB12| Nebivolol |nepopansa TBEpAa Teva B.V., Hunepnanausa Nebivolol Teva 5 mg

Nebivolol, | .
C07BB12| hydrochlorot | mepoparsa TBEpaa Actav1sHGroup PTC eht., Nevotens plus 5mg/12.5 mg
. craHausa

hiazide

ICO8CAO01| Amlodipine | mepopanHa TBEpIa Teva B.V., Hunepnannus Amloteron 10 mg
i
(CO8CAO01| Amlodipine | nepopa:Ha TBBpIa | Teva B.V., Hunepnanaus Amloteron 5 mg
KCO8CA02| Felodipine |mepopaisa TBBpIa Teva B.V., Hupepnanausa PRESID 10 MG 10 mg
C08CAQ2| Felodipine | mepopanHa TBBpAa Teva B.V., Hunepnanaua PRESID 2,5 MG 25 mg
(08CA02| Felodipine |nepopamHa TBEpIa Teva B.V., Hupepnasus PRESID 5 MG 5 mg
; g Actavis Group PTC ehf,, .
(_08CA13| Lercanidipine | nepopansa TBEpAa  C—— Lecalpin 20 mg
. e Actavis Group PTC ehf., -
('08CA13| Lercanidipine | nepopansa TBEpaa Vcnam s Lecalpin 10 mg
CO8DAO1| Verapamil | mepopansa tespza Teva B.V., Hugepnannms VER;)gAﬁg) R 240 mg
|
C09AAQ2| Enalapril | mepopanHa TBEpHA Axrasuc EAJl, brirapus Renapril 5 mg
C09AA02| Enalapril | mepopaiHa TBBpia Axrasuc EAJ], Brirapus Renaprit 10 mg
(C09AA02| Enalapril | nepopanHa TBEpAa Axtasuc EAJl, beiarapus Renapril 20 mg
CO9AAQ3| Lisinopril | mepopanmna TBEpIa Axrasuc EAJ, Beirapus Linipril 10 mg
C09AA03| Lisinopril | nepopanHa TBEpAa Axrasuc EAJl, Bearapus Linipril 5 mg
CO9AAO03| Lisinopril | mepopaina TBLpAa Axrasuc EAJI, Brirapus Linipril 20 mg
C09AAO05| Ramipril | mepopanna T8EpIa Teva B.V., Hunepnasjus Ramipril Teva 10 mg
C09AAOQ5| Ramipril | mepopanHa TBEpia Teva B.V., Hunepnannps Ramipril Teva 5 mg
CO09AAQ05| Ramipril | mepopanHa TBspAa Axrasuc EA]Jl, Berirapua Vivace 10 mg
(CO9AAO05| Ramipril | nepoparsa TBEpIAa Axrasuc EAJl, bearapus Vivace 5 mg
Enalapril, | 20 20 mg/12,5

IC09BA02| Hydrochlorot | nepopanna tespaa | mg/12 Axrasuc EAJl, Brirapus Co-Renapril mg i

hiazide 55 mg
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Lisinopril, 20 20 mg/12,5
(C09BAO3 | Hydrochlorot | mepopansa TBbpaa | mg/12 Axrasuc EA]], Borrapus Co-Linipril ’ mg
hiazide ,5mg me
Lisinopril, 10 10 mg/12,5
(C09BAO3 | Hydrochlorot | mepopansa TBbpaa | mg/12 Axrasuc EAJL, brarapus Co-Linipril ’ mg
hiazide ,5 mg me
1 Perindopril, > s
C09BA04 Indapamide [ISPOPATHA TRBPAA ;;_gr/;é Teva B.V., Hugepnanmus Zaprinel Plus 5mg/1,25 mg | mg
|

B Tabnmnata He ca BKJIIOYEHH JICKAPCTBEHHTE MPOAYKTH, KOUTO ca OheprpaHH, HO KOUTO ca OTNaHATH
ot MosutuBHEA nexapetBen cruchk ([Tpunoxenue Ne 2) ciest kpalinus Cpok 3a MofiaBade Ha odepTH.

KbM TEXHHYECKOTO CH MPEAJIOKEHHE YUACTHUKBT € IPHIOKMII H3HCKYEMHTE ACKIApalluK OT
YITBIHOMONIEHATE NPENCTABUTENN Ha [PHTEXKATEINTEe HA pa3pelleHMATa 3a ynoTpeba Ha JieKapCTBEHHTE
TPOJAYKTH, Y€ Ca 3al03HATH C HM3MCKBAHHMATA KBbM JI€KAPCTBCHHTE INPOIYKTH, KAKTO H C MOCOYEHHTE B
mpolieayparTa KOJIHIeCTBa 3a JIEKAPCTBEHUTE IPOAYKTH.

5.1. Komucusra ycraHoBd, ue ydacTHUKLT ,,APKOJI® AJl e Ipeniokun IeKapCTBEHU MPOAYKTH Ha
nBama IlpuTexaTeNn Ha paspellieHHs 3a ymorpeba, mo cienHata Homenknatypa ATC CO3BAll, INN
Indapamide, ¢ Ha4uH Ha NPUIOXKEHHE: IEPOPAJIHA TBhPAA!

I 1
IC03BA11| Indapamide | mepopanna TBBpAa Axrtasuc EAJl, Brarapus INDIPAM 25 mg
(C03BA11| Indapamide | mepopaiHa TEBpAA Axrasuc EAJ], Brirapua INDIP%SR 15 15 mg
C03BA11| Indapamide nepopajina Teva B.V., Hnaepranaus Tevalndam 15 mg
TBLPAA ‘

TTo OTHOIIEHHE HA JEKAPCTBEHUS TIPOAYKT C THProBCko HanMeHOBanue Tevalndam, He € NpeacTaBeHa
JeKIApalys OT yIbTHOMOIIEHHS! IPEACTABHTE Ha NIPUTEXKATENA HA Pa3PENICHUETO 32 ynoTpeGa/mpurexaress
Ha pa3pelenreTo 3a yrnoTpeba Ha nekapcTBeHns npoaykT Teva B.V., Hupepnanmus. ChriiacHO NpeaBapHTEIHO
OGSBEHHTE YCIOBHA B JIOKYyMEHTAIMSATA 32 OOLISCTBEHATa MOPBYKA, ChAbPXKAIM ce Ha ctp. 12 u c1p. 21, B
TeXHHUECKOTO CH NPEAIOKEHHe, YIACTHHINTE I0COUBAT JIEKAPCTBEHNUTE [IPOJIYKTH, 38 KOUTO y4acTBAT, KaKTo
M TpPHTEKATENMTe HA Pa3pelICHHETO 3a yNoTpeba, ¢ YMMTO TPOAYKTH Y4acTBAT. KbM TEXHHYECKOTO
Ipe/iNoXeHHe CENBa Jia & MPYIIOKH KOIHE Ha JEKTapalus oT NPUTEXATelld HA PaspellieHHeTo 3a ynoTpeda
MUITH TIPOM3BOAMTENST Ha JIEKAPCTBEHHS IPOAYKT, € € 3aTI03HAT C M3MCKBAHUATA KbM JIEKAPCTBEHHUTE IIPOAYKTH,
KaKTO W C IIOCOUYEHHTE B IIPOIEAypaTa KONMYECTBA 3a TO3M JEKAPCTBEH MPOMYKT, KAKTO M He € ChITaceH
NeKapcTBEHHs IPOAYKT Jia 6b/1e oepUpaH OT yUacTHHKA B PONEAypaTa (CBOGO/EH TEKCT).

IIpeaBH HINOXXEHOTO, KOMUCHATA IIPEAJIara Ha OCHOBaHHE L. 107, 1. 2, 6yksa ,,a* ot 3011 y4acTHHKBT
xa Gbe OTCTpAaHEH OT Y4acTHe B IpOLeAypara 3a Ce[HHs JexapctBeH Nnpoaykt Tevalndam, ¢ ATC xonx
C03BA11, MexayHapoJHO HENATEHTHO HAaHMEHOBaHue ,, Indapamide “, ¢ dopma Ha IPUIOKEHHE — TTIepopalHa
TRHP/I4, Thii KATO HE OTrOBaps Ha NPeBAPHTEIHO OOSBEHUTE YCIIOBHA 32 H3MBIHEHHE HA NOPbYKATA, & UMEHHO!
3a JIeKapCTBEHHA IPOIYKT C ThPrOBCKO HamMeHoBanue 7Tevalndam, y4aCTHHKBT HE € NPEACTaBMI KOIME HA
JeKIapaLys OT YITBIHOMOIIEHHS IPELCTABATEN Ha IPUTEKATENS Ha Pa3pelleHHeTO 3a ynoTpeSa/ IprTexates
Ha pa3peleHneTo 3a ynoTpeba Ha NEKapCTBEHHS NIPOAYKT, Ue € 3aII03HAT C M3MCKBAHMATA KbM JIEKAPCTBEHHS
TIPOIYKT, KAKTO U C MOCOYCHHTE B MPOLEAYpaTa KOIMYECTBA 33 TO3M JIEKAPCTBEH TPOAYKT, KAKTO H 4e €
ChIIaceH JEKapCTBEHMST NMPOAYKT Ja 65/i¢ odeprpaH OT y4acTHHKA B IIPOLEAYpaTa, ChIIaCHO IPEABAPUTENHO
0GSBEHMTE YCIOBHS B JIOKYMEHTALIHSATA 32 OGIIleCTBEHATA IOPhUKa, ChIBbDKAIIM ce Ha CTp. 12 u c1p. 21.

5.2. KomucHaTa YCTAHOBH, 4€ YYaCTHUKBT € IMOCOYHII BbB dopmara ,,TexHn4Iecko HpeIoKEeHne", 1e
npeiara CIeIHUs JIEKapCTBEH TPOLYKT:
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ATC - KOJ | Mexaynapomao | Hauwn Ha 3abenexka | Ipurexares Ha | Teproscko Komuuecrso | Miapka
HENaTeHTHO MPILTOXKCHHE PaspeleHneTo HAaUMEHOBAHHE | AKTHBHO
HauMEHOBaHHE 3a ynorpeba BEIIECTBO
C05BB56 Glucose, sodium | mapentepanna B. Braun NATRIUM 500 ml
chloride Melsungen AG, | CHLORIDE
I'epmanust 0,9% +
GLUCOSE 5%
B.Braun

KoMHCHSATa yCTAHOBH, Y€ JIEKapCTBEHUS NMPOAYKT odepupaH OT yuacTHUKST ,,APKOJI* AJ] € 3anuuen
TIpH aKkTyann3auusta Ha [T03UTHBHHAS JIEKapPCTBEH CIMCEK, IpUIokeHue Ne 2 crie)| kpaliHaTa iaTa 3a nojjaBaxe
Ha o(epTH.

TIpenBuz yCTaHOBEHOTO [O-rOpe, KOMUCHATA NIPE/Tiara Ha Bb3IOXHTeN, y9acTHUKET ,,APKOJI A,
na 6BJie OTCTPaHeH OT MPOoLEAypaTa 3a Ta3H HOMEHKIIATypa, Ha ocHoBanue 9. 107, T. 2, 6yksa "a" ot 3011, Thi
KaTo € MpeacTaBul odepra, KOATO HE OTroBaps HA IPEABAPHUTENHO OOSBEHHUTE YCIOBHSA 32 H3MbJIHEHHE Ha
HOPBYKATA ¥ CHITUAT HE Ce AOIycKa 10 OTBapsSHE HA IIEHOBOTO My NPEIIOKEHHE.

5.3. Komucusra ycraHoBd, 4e y4acTHUKBT ,,APKOJI“ AJl € npefnoxu TeKapcTBeHH MPOAYKTH Ha
nsama [lputexarenu Ha paspemieHus 3a ymorpeba, mo ciemsata Homenkiatypa ATC CO07AB07, INN
Bisoprolol, ¢ HauKH Ha NPUIIOKEHHUE: IEPOpANIHA TBHPAA.

(C07AB07| Bisoprolol | mepopanHa TBEpIa ACtaViSH(zg:;i}c chf., Blokbis 10 mg
C07AB07| Bisoprolol | mepopanma Tespaa AC‘a"iSHC(‘;‘;‘;‘;g C ehf., Blokbis 5 mg
C07AB07| Bisoprolol | mepopanHa TBLpAA I ACtaVisH(ijl(:;iggc eht, Blokbis Cor 5 mg
IC07AB07, Bisoprolol | mepopansa TBEpAa Actavisyg:aip;g;l‘ C ehf., Blokbis Cor 25 mg
C07AB07| Bisoprolol ner:s:;:a Teva B.V,, Hugepaanans TevaBisoprol 5 mg
C07AB07| Bisoprolol "?::’ :;:a Teva B.V., Hugepaanaus TevaBisoprol 10 mg

[lo OTHOILIEHWe Ha JIeKAPCTBEHHS IIPOAYKT C THPrOBCKO HamMeHoBaHHe TevaBisoprol, ne e
NpeicTaBeHa J[eKiapalds OT YIIBIHOMOIIEHHS TPEACTABATEN HA NPHTEXATelsl HAa pPaspellcHHETO 3a
yrotpeba/mpuTexarTens Ha Pa3pellieHHeTo 3a ynoTpeba Ha nekapcTBeHus npoaykt Teva B.V., Hunepnanaus.
ChIIacHO TPEBAPHTENHO OOSBEHHUTE YCIOBUS B IOKYMEHTALHATA 33 O0LIeCTBEHATa IOPBUKA, ChABPKAIIH Ce
Ha cTp. 12 u c1p. 21, B TexHuuecKoTO U NpeUIOKEHHE, YHaCTHHITUTE NOCOUBAT JICKAPCTBEHUTE NPONYKTH, 32
KOHTO YUacCTBAT, KAKTO M MPUTEXATEINTE HA PAa3PENICHUMETO 3a yNoTpeda, ¢ YHUTO NPORYKTH ydacTBaT. KM
TEXHHYECKOTO MPEJIOKEHHE CIIe/Ba J1a e TIPHIIOKH KONKE Ha JIEKNapanus OT NPUTSKATENA Ha pa3peICHHETO
3a ymorpefa WIH [POM3BONUTENAT HA JIEKAPCTBEHWS NPOAYKT, 4€ € 3alno3HaT C M3MCKBAHMATA KM
NeKapCTBEHUTE MPOJYKTH, KaKTO H C IIOCOYCHUTE B MPOLEAYpaTa KOIMIESCTBa 32 TO3M JIEKAPCTBEH IIPOMYKT,
KAKTO W Ye € ChIVIACeH JIeKapCTBEHHMs IPOAYKT A2 Obae odepHpaH OT yuaCTHHKA B mpoueaypara (cBoboneH
TEKCT).

TMpeaBHuI H3TOXKEHOTO, KOMUCHSATA IPE/iara Ha OCHOBAHHE 1. 107, 1. 2, 6ykea ,,a“ or 3011 y4acTHUKBT
na Gbe OTCTpaHeH OT ydacTHe B IPOUELypaTa 3a cleHHs jnekapcTsen npoaykt TevaBisoprol, ¢ ATC kox
CO7AB07, MeXIyHapoIHO HETATEHTHO HauMeHoBaHue ,Bisoprolol®, ¢ gopma Ha mpuiIOKeHHe — NepopaiHa
TBBP/IA, Thi KaTO HE OTTOBaps Ha PEJBAPHTENHO OOABEHUTE YCIOBUS 32 H3IbIHEHHE HA NIOPBHYKATA, & AIMEHHO!
3a JIeKapCTBEHHA IPOAYKT C THPrOBCKO HanMeHoBaHe TevaBisoprol, ¢ KOMMYeCTBO aKTHRHO BEIIECTBO 5 U 10
mg, YYaCTHUKBT HE € NPEACTABHIT KOMHE Ha ASKIAPAINs OT YIThIHOMOLIEHHS PE/ICTABATEN Ha IPHTEKATEIL
Ha paspellieHHeTo 32 ynoTpeba/npuTeaTeNs Ha PaspellieHHeTo 32 YoTpeda Ha JEKapCTBEHMS IPOAYKT, 4e €
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3aI03HAT C M3HCKBAHUATA KbM JEKAPCTBEHHS MPOLYKT, KAKTO U C IOCOYEHUTE B TPOLEAypaTa KONHYECTBA 34
TO3H JIEKAPCTBEH MPOAYKT, KAKTO U Y€ € ChIJIACeH JISKApCTBEHUAT NPOAYKT Aa 6b/e odepupaH OT y4aCTHUKA B
TIpOLEAYpaTa, ChIUIACHO MPEABAPHTENHO OOSIBEHHTE YCJIOBHSA B JOKYMCHTAIIMATA 32 OOIIECTBCHATA MOPBUKA,
Chabpkanty ce Ha cTp. 12 v cTp. 21.

5.4. KoMucusTa ycranosd, ue y4acTHHKBT ,,OAPKOJI“ A/l € npeanoxun JIeKapCTBEHH NPOAYKTH Ha
nBama IIpHTexaTenu Ha paspelieHus 3a ynoTpeda, o ciegnara Homenknarypa ATC CO7BB12, INN Nebivolol,
hydrochlorothiazide, ¢ HaunH Ha NPHIOKEHHE: NEPOPAIHA TBBPIA.

Nebivolol
s Actavis Group PTC ehf.,
C07BB12 hydrochlo repopaiHa TBhpAa A Nevotens plus 5 mg/12.5 mg
rothiazide
Nebivolol
s Nebivolol/Hydro
CO7BB12 | hydrochl | "ePoPama Ticai DapMicioTHicE ¢ chlorothiazide | Smg/125 | mg
- TBBpAA Bruarapus EOO/, buarapus
orothiazi Teva
de

Budno om zopromo, 3a masu HOMeHMKIAMYPA e Opepupan NeKapcmeer NPOOYKM HQ NPUMENCAmens Ha
paspewenue 3a ynompeba Teea Papmactomuxonc borcapus EOO/], Benzapus, ¢ mvpao8cko HAUMEHOBAHUE
Nebivolol/Hydrochlorothiazi'de Teva, ¢ xonuuecmso axmueHo gewecmeo: 5 mg/12.5, koumo e 3anuuen om
ITosumusnus nexapcmeen cnucvk, Ilpunocenue Ne 2 cned kpaiinama oama 3a nooasare na ogepmu.

IlpenBua yCTaHOBEHOTO MO-TOPe, KOMHCHATA [IPEAJIAra Ha Bh3JIOXKHUTENS, yIacTHUKBT ,, DAPKOJI“ A/,
na 6B4e OTCTpaHeH OT mpoueaypaTta 3a To3H jekapcTBeH mpoaykT ¢ ATC xox CO7BB12, mexnyHapoaHo
HemaTeHTHO HaumeHoBaHue Nebivolol, hydrochlorothiazide, ¢ dopma Ha IpHIIoKeHHe — IEpOpajiHa TBBPAA, C
THproecko HanmeHoanue Nebivolol/Hydrochlorothiazide Teva na ocnosanue uit. 107, 1. 2, 6yksa "a" ot 3011,
TBi KaTo € NpeAcTaBuI odepra, KOATO He OTTOBAps Ha [IPEABAPUTENHO OOSBEHUTE YCIOBHS 32 H3IIbJIHEHHE Ha
[OpPBHYKATA H CHIUST HE Ce JOMYCKa JI0 OTBapsAHE Ha LIEHOBOTO MY MPEIJIOXKEHHE.

Mo OTHOIIEH)E HAa BCHYKH OCTaHAJIH JIEKApCTBEHH NPOAYyKTH OT 00ocobena nozunus Ne 1, odepupann
OT yYacTHHKA, KOMHCHSTA pasriefa MoJpoOHO HAlpaBeHUTe TPEJIOKEHHS U NPEACTABEHHTE JOKYMEHTH H
YCTaHOBH, Y€ OTTOBAPST Ha OGABEHUTE OT BB3NOXMTENS YCIOBHS 38 H3IbIHEHHE HA IOPhUKATa U yYaCTHUKBT
LDOAPKOJI“ Al e momycHaT 0 OTBapsHe Ha [ICHOBUTE UM NPCIIOXKEHUS.

6. Pasriexkaane Ha TEXHHYECKOTO mpenoxende npeactaseHo ot ,,APKOJI* A/l 3a o6ocobena
no3unust Ne 2 H NPOBEPKA 32 ChOTBETCTBHETO MY € NPEABAPHTEIHO 00SIBEHATE YCIOBHS B CbOTBETCTBHE
¢ 4. 56, an. 2 ot IIII30IL

KoMHcHATa YCT4HOBH, Y€ YYaCTHHKBT € MOCOYMI BBB (opmata
Tpejiara CIeIHUTE JIeKapCTBEHH IPOIyKTH:

»TEXHHYECKO TIPEHJIOKEHUE", ue

Mescoynapoo
ATC- 1o Hauun na 3aben Hpumescamen na Tvpzoscko Komusecmao Map
HenamenmHo aKmueno
Koq npunoxcenue | excka | paspemienuemo ia ynompeba HauMenoeanue Ka
HAUMEHOBGHU eeujecmso
e
(C01DAO5 | Pentaerithrityl “i?ﬂ‘;%a;;‘a Axrasuc EAJ], Buirapus Nitrolong 10 mg
Isosorbide TiepopanHa ,
CO1DAO8 dinitrate TSEpIA Axrasuc EAJl, brarapua ISODINIT 10 mg
CoiDAog| 1sosorbide flepopaitsia Axrasuc EAJI, Bairapns ISODINIT 20 mg
dinitrate TBBpAA
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COIEBIS| Trimetazidine | "POPTHa Actavis Group PTC ehf., VASCOTASIN 35 mg
TBBpIA Henannus
COIEBIS| Trimetazidine | P Pt Al"(‘l’fgwilttisol\ﬁ:nat;m T‘%f(f;if“e 35 mg
CO1EB17| Ivabradine fiepopaHa faetavis Group FIC chf, Inevica 7.5 mg
TBBpAA Hcnanaus
COIEB17| Ivabradine flepopaiia Actavis Group PTC ehf,, Inevica 5 mg
TBBpPHAA Hcnanans
CO1EB17| Ivabradine neT;;c;};a;aHa Medochemie Ltd., Kursp Apredonav 5 mg
CO1EB17| Ivabradine Hﬁi%a;:a Medochemie Lid., Kursp Apredonav 7.5 mg
CO9BB04 if;il‘l‘é‘i’gir:e’ HCT‘;‘;’%";;*‘ Teva B.V., Huzepnammas Zaprinel A Smg/S | mg
CO9BB04 i‘;ﬁ{(‘)‘é‘i’giﬁt “ill‘l‘;a;;a Teva B.V., Huzepianmns Zaprinel A 10 mg/5 mg
C09BBO7 Ailal‘;‘:ifl’;‘llne e ACtaViSHGcTH‘:}‘;EEC eht., VivaceDuo | Smg/Smg | mg
CO9BBO7 A‘fnaf;‘é‘i’;iil;le e ACt"‘ViSH(ZfI‘;‘:I‘J’IEHTC ehf, VivaceDuo | 10mg/5 mg | me
C09CA03|  Valsartan “"T‘;‘g;a;:a Axtasuc EAJT, Birapns Valtensin 320 mg
C09CA03|  Valsartan “?;‘;%a;‘:a Axrasuc EAJI, Bparapnas Valtensin 160 mg
KC09CAQ3|  Valsartan ncg;;];a;:a Medochemie Ltd., Kumop Vapress 160 mg
C09CA03|  Valsartan “eg‘;%a;g‘a Teva B.V., Hunepnanpus Sartoval 160 mg
C09CA04| Irbesartan “‘;‘;‘;};“;‘;a Hobex ®apma EOO]I, Brarapus IRBESAN 300 mg
(C09CA04| Irbesartan “ﬁ‘;‘;}a;:a Hoben ®apma EOOJI, Buirapus IRBESAN 150 mg
C09CA04|  Irbesartan “ﬁ‘zﬁfa Acm"isﬂ(i;‘:l‘:&gc ehf., Trprestan 300 mg
C09CA04| Irbesartan “i‘ﬁ%";:a ACtaViSH(;‘;‘:{‘;E:C ehf., Trprestan 150 mg
C09CA06| Candesartan “eg;‘;a;;‘a ACta"iSH(i?g‘:fl’IE}C ehf., CAI\]A%%‘“{,%;AN 16 mg
C09CA06| Candesartan “‘;‘;‘;ﬂ)";:a ACtaViSHGc;‘;‘;‘;EEC A S AN 8 meg
C09CA06| Candesartan “eT‘:;‘;a;‘;‘a A“aViSHGc;‘;‘;‘;EgC b, CAIX%I%%}}ST AN 32 me
C09CA06| Candesartan “"T‘;‘;‘;";‘;a Ho6en ®apva EOO], Buarapws Cantab 8 mg
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KC09CA06| Candesartan ne’r;;(;’l;zn:a Hoben @apma EOO/, Brirapus Cantab 16 mg
C09CA06| Candesartan ne;;(;[;a;l:a Ho6en ®apma EOO/, Bearapus Cantab 32 mg
C09CA07| Telmisartan TEpOpAIHA Actavis Group PTC ehf., ACTELSAR 80 mg
TBBPIA Hcnannus
ICO9CAO07| Telmisartan neg;;;a;;{a Teva B.V., Hugepnanaus Telmisartan Teva 80 mg
Losartan, 50 .
C09DA01| Hydrochlorithi nepopaiHa mg/12 Actavis Group PTC ehf., RASOLTAN 50 mg/12,5
azide TRBpAA 5 mg HUcnannma PLUS mg
Valsartan, 160 . )
C09DA03| Hydrochlorothi | "SPOP¥HR | pmgpys | Actavis Broup PTC ehf, Valtensin Plus | 100 ™82
azide TBBpHA . CHaHIus mg
Valsartan, 160 .
09DA03| Hydrochlorothi | "POPEIRA | oy | Actavis Group PTC ehf, Valtensin Plus | 160 m&/12.5
azide TBEpAA Smg Hcnaunna mg
Valsartan, 320 .
C09DA03| Hydrochlorothi |  "SPOPA™H2 | popp | Actavis Group PTC ehf, Valtensin Plus | 32008125 | 0
azide TBBpZA 5 me Hcnanmus mg
Valsartan, 320 .
C09DA03| Hydrochlorothi | "SPOPATHA | popg | Actavis Group PTC ehf, Valtensin Plus | S20™M&23 | ;0
azide TBBpPIA mg HUcnangus mg
150
COSDAO4 Irb?artaP and fepopaaa mg/12 | Hoben ®@apma EOOJI, Benrapus Co-Irbesan 150 mg/12.5 mg
turetics TBEPAA 5 mg mg
150 .
C09DA04 Irbe§artap and NepopaiHa mg/12 Actavis Group PTC ehf., Irprezide 150 mg/12.5 meg
diuretics TBBPAA 5 me Hcnauaus mg
150
C09DAQa| Trbesartanand | mepopatia | 5 | Medochemie Ltd., Kamsp CONVERIDE | 130 m#/12:3
diuretics TBBPAG 5 mp mg
300 .
CO9DA04 Irbe;artap and nepopaiHa mg/12 Actavis Group PTC ehf., Irprezide 300 mg/12.5 -
diuretics TBBPAA S mg HWcnanous mg
Candesartan, 8 -
. . TiepopanHa Actavis Group PTC ehf., CANDESARTAN
CO9DA06 Hydroifitélortlaz i rr;gl/nlf Menanmis HCT ACTAVIS | 8 m&/125 mg | mg
Candesartan, | o0 ma 16 Actavis Group PTC ehf. CANDESARTAN | 16 mg/12,5
(C09DAO06| Hydrochlortiaz mg/12 ? ’ mg
ide TRBEPAA 5 mg Hcnanpus HCT ACTAVIS mg
Candesartan, IepopanHa 16 16 mg/12,5
[C09DA06| Hydrochlortiaz mg/12 | Hoben ®apma EOOI, buirapus Cantab Plus > mg
ide TEpa 5 mg me
Candesartan, | oypan | 32 32 mg/12,5
C09DA06| Hydrochlortiaz pop mg/12 | Ho6en ®apma EOO]I, Barapns | Cantab Plus 2 | mg
ide TBBPIA 5mg mg
Candesartan, 32 .
C09DA06| Hydrochlortiaz ncpopaIHa mg/12 Actav1sHGroup PTC ehf., Cand;sartar.l HCT | 32mg/12,5 mg
ide TBEpAA 5me clasus ctavis mg
Telmisartan, 80 .
C09DA07| Hydrochlorothi | TCPOPAHA | 1o A°ta‘”SHGr°“p PTCehf, | \crprgarpcer| 30mE125 | o
azide TBBpPAA 5mg ClTaHaus mg
Telmisartan, F—— 80 Telmisartan/Hydr 80 mg/12,5
(C09DA07| Hydrochlorothi pop mg/12 Teva B.V., Hugepnauaus ochlorothiazide ’ mg
azide IBERAG S mg Teva mg
Telmisartan, . 80 .
C09DA07| Hydrochlorothi nepopatia mg/12 Amsoress Dapua, Tpel e Telmotens Plus 80 mg/l2.5 mg
azide TBBPAA 5mg IOpbu EQO[, Bearapus mg
Telmisartan, 80 .
C09DA07| Hydrochlorothi | TSPOPAIHA | pops ACtaV‘SHG“’“p PTCehf. | A\CTELSARHCT | 80 mg/25 mg | mg
azide TBBPIA g cranaus
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.. 10
A Amlodipine, nepoparHa Actavis Group PTC ehf., 10 mg/160
CO9DB01 Valsartan TEEIA n(;g/ 16 Vicas ns Valtensam mg
mg
. Smg/ .
" Amlodipine, niepopaHa Actavis Group PTC ehf.,
KC09DBO01 Valsartan — ::: P Valtensam 5 mg/160 mg
Olmesartan HeDODATHA 20
C09DB02 medolxomil &L%ﬂa mg/5 Teva B.V., Hunepianus Olmesta A 20 mg/5 mg
and amlodipine mg
Olmesartan T — 40
CO9DB02| medoxomil T};mp 8 mg/5 Teva B.V., Hunepnauins Olmesta A 40 mg/5 mg
and amlodipine P mg
. ] . HEpOpATHA Actavis Group PTC ehf., .
IC10AAQ01| Simvastatin i Wcnarmms Actalipid 20 mg
" . . nepopaitHa Actavis Group PTC ehf., ..
C10AAQ1| Simvastatin TREpIR Wenarms Actalipid 40 mg
C10AA05| Atorvastatin ne;.r;;c;[;a;l:a Medochemie Lid., Kumrsp Amicor 10 mg
(C10AA05| Atorvastatin neg(;};)a;l;a Medochemie Ltd., Kumsp Amicor 20 mg
(C10AA05| Atorvastatin ni[;(;i)a;:a Ho6en ®apma EQOO]I, Brirapus Atorvin 40 mg
C10AAQ5| Atorvastatin ni[:;;;a;:a Ho6en ®apma EQO/I, benrapus Atorvin 20 mg
IC10AAQ5| Atorvastatin Hﬁi%?:a Ho6en ®apma EOO/], byarapua Atorvin 10 mg
C10AAO05| Atorvastatin rlt;;:;‘;a;:a Teva B.V., Hunepnanmaa Avanor 20 mg
C10AA05| Atorvastatin nicl%a;;a Teva B.V., Hunepnanaus Avanor 10 mg
C10AA07| Rosuvastatin nﬁ(;;;)a;:a Medochemie Ltd., Kurrsp Rovasta 10 mg
IC10AA07| Rosuvastatin nel‘p;c;f;[n:a Medochemie Ltd., Kumsp Rovasta 20 mg
. - nepopaitHa Actavis Group PTC ehf., .
C10AA07| Rosuvastatin TREIA Vicnas s Tintaros 5 mg
C10AA07| Rosuvastatin Tepopata Actavis Group PTC ehf., Tintaros 10 mg
TBBPAA Hcrannus
‘ ] nmepopanna Actavis Group PTC ehf, .
C10AA07| Rosuvastatin TEEDIA Venamwms Tintaros 20 mg
C10AA07| Rosuvastatin H?:;I;a;:a Hoben ®apma EOO/I, bearapus Ultravas 20 mg
C10AA07| Rosuvastatin Hii?b%a;:a Hob6en ®apma EOO/I, brarapus Ultravas 10 mg
C10AB05| Fenofibrate n?;(;’;;a;;{a Teva B.V., Hunepnanaus Fibranor 160 mg
C10AB05| Fenofibrate rleg;ia;:a Teva B.V., Hunepaaryms FIBRANOR 200 mg
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B Tabnnrara He ca BKJIKOYEHH JTeKapCTBEHHTE MPOLYKTH, KOUTO ca o(eprpany, HO KOHTO ca OTIALHAIH
ot ITo3utnBHuS NekapcTBeH cnHuchK (IIpunoxenne Ne 2) cien kpaiiHus Cpok 3a MofaBaHe Ha odepTy.

KbM TeXHMYECKOTO CH NPEIJIOKEHHE YJACTHUKLT € IPHNOKHI H3UCKYEMHTE AeKnapaluy o©T
YIOBTHOMOIIICHHTE MPEACTABUTENM HA TNPHTEXKATENIHIE HAa Pa3pEIICHHMATA 3a ynotpeba Ha JIEKapCTBEHHTE
TOpPOAYKTH, Ye ca 3all03HATH C H3UCKBAHMSATA KbM JIEKapPCTBEHWTE NPOJYKTH, KaKTO M C INOCOYEHHTE B
HpoLnenypaTa KOMIECTBa 32 IEKAPCTBEHUTE MIPOJYKTH.

6.1. Komucusta yctaHoBH, 9e Y49acTHHKBT ,,DAPKOJI AJl e npeqyioxKuI ekapcTBEeHN NPOLYKTH Ha
nBaMa IlpuTexxaTenn Ha pazpelueHusi 3a ynorpeba, mo cnenHara HoMmeHkmarypa ATC CO1EBI1S, INN
Trimetazidine, ¢ HauMH Ha TIPHUIOXKEHHE: IEPOpATHa TBBPIA:

. . - nepopanna Alvogen Malta Operations Trimetazidine
(COIEB1S| Trimetazidine TBHpAA (ROW) Ltd., Manra Alvogen = mg
COIEB1S| Trimetazidine | '“PoPoiid Actavis Group PTC eht., VASCOTASIN 35 mg
TBEPIA Hcnanpua

Io oTHOIIEHHE HA JIEKAPCTBEHHSl MPOAYKT C THPrOBCKO HaMMEHOBaHME [rimetazidine Alvogen, He e
npejCTaBeHa JeKiapanis OT YNHJAHOMOILIECHHUS IPEACTABMTEN Ha MPHUTEXAaTeld Ha paspelieHHeTo 3a
ynotpeba/upuTexarens Ha pa3pelieHHeTo 3a yroTpe6a Ha nexapcTeenus npoaykt Alvogen Malta Operations
(ROW) Ltd., Manta. ChriacHO NpeABapHTENHO OOSBEHHTE YCIOBHUS B JOKYMEHTAlMATa 3a OOIIeCTBEHATa
NOpBUKa, ChabpKAIlK ce Ha cTp. 12 1 c1p. 21, B TeXHNUYEeCKOTO CH NPEANIOKEHHE, YHACTHHIUTE TTOCOYBAT
JEKapCTBEHHTE MPOIYKTH, 38 KOUTO YUIacTBAT, KAKTO U IIPUTEKATEIMTE Ha PA3PEIICHUETO 3a ynoTpeda, ¢ YAUTO
HpOJAYKTH ydacTBaT. KbM TEXHHYECKOTO MPEAJIONKEHHE CIeABa Ja Ce NPHIOXKH KONHE HAa AeKjiapanus OT
NpUTEXATENS HA pa3pelleHHeTo 3a YIoTpeda UM NPOU3BOIUTENAT Ha JIEKAPCTBEHUS TIPOJIYKT, € € 3aro3HaT ¢
U3MCKBAaHMATA KM JEKAPCTBEHHTE NPOAYKTH, KAKTO M C IIOCOYEHHTE B IIPOLEAypara KONHUYECTBA 34 TO3H
NeKapcTBEH TPOAYKT, KAKTO W Y€ ¢ ChIVIaceH JIeKapCTBEeHHs IPOAYKT Ja Obie odepupaH OT yyaCTHHMKA B
npouenypara (cBoOOIEH TEKCT).

IIpensua U3IOKEHOTO, KOMUCHATA NpeJiiara Ha ocHoBanue wI. 107, T. 2, 6yksa ,,a* ot 3011 yuaCTHHKBT
Ja OB/l OTCTpaHEH OT yyacTHe B MPOIeAyparta 3a CIeIHHs JlekapcTBeH NMpoaykT Trimetazidine Alvogen, ¢ ATC
xox COI1EB15, MexAayHapoAHO HENMAaTeHTHO HauMeHoBaHUe Trimetazidine, ¢ (opMa Ha NPHIOXECHHE —
nepopaiHa TBBPA4, THi KaTo HE OTroBaps Ha MNpPeIBapUTENHO OOABCHHUTE YC/IOBUA 3a H3NbJIHEHME Ha
IOPHUKATA, A MMEHHO: 32 IJIEKapCTBEHMs IPOAYKT C ThProBCKO HauMeHoBaHue Irimetazidine Alvogen,
YYACTHHKBT HE € MPEeLCTAaBHI KOIME Ha NEKNapalys OT YIbJHOMOLICHHS IPEACTABUTEI HA MPHUTEKATENS Ha
paspelleHHeTo 3a ynotpeba/mpuTexarens Ha pa3pelieHHeTo 3a ynorpeba Ha NeKapcTBEHHs TIPOMIYKT, Y€ €
3aM03HAT C H3UCKBAHMATA KbM JIEKAPCTBEHUS MPOJYKT, KAKTO U C MOCOYEHHTE B NPOLEAypara KOJIMYECTBA 34
TO3H IEKAPCTBEH MPOJYKT, KAKTO H e € CBIIIACEH JISKAPCTBEHMAT IPOAYKT fia 6bje odbepupan OT y4aCTHHKA B
NpOLEeaypaTa, ChriacHO MPEABAPHTENHO O0ABEHNUTE YCIOBAS B JOKYMEHTAUHITA 33 OOIIECTBEHATA TOPHUKa,
ChAbpIKAIIH ce Ha cTp. 12 u cTp. 21.

6.2. KommcusTa yCTaHOBH, Ye YYaCTHUKBT € MOCOYAN BB (opMaTa ,, TeXHHYECKO NpeaoKeHue”, ye
npejiara cieIHHS IEKapCTBEeH IPOIYKT:

ATC -KOJl | Mexnaynapoaso | Haumx Ha 3abenexka | [Ipurexaren va | Twproscko KomiaectBo | Mspka
HENATeHTHO NPHIOKCHHE paspeIneHHETO HAaNMCHOBAaHHE | AKTHBHO
HAUMEHOBAHHE 3a ynorpeba BEILECTBO
~ niepopaHa Axrasuc EAJT,
C09CA01 Losartan i Brrapas RASOLTAN 50 mg
|

KoMHCHATA YCTAHOBH, Y€ IEKaPCTBEHHS IIPOAYKT odepHpaH OT y4acTHHKBT ,,APKOJI* A/l € 3anuven
npu akTyanu3auusTa Ha [[03uTHBHES JIEKapCTBEH CIHCHK, Npriokenue Ne 2 cien kpaitHaTa iaTa 3a MojjaBaHe

Ha o(epTH.
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IIpeaBua ycTaHOBEHOTO TTO-TOPE, KOMHCHATA NPEAara Ha Bb3IOXUTENS, y4acTHUKET ,,0APKOJI* A]],
Ia GbJie OTCTpaHeH OT MPOoLEeAypaTa 3a Ta3d HOMEHKJIaTypa, Ha ocHoBaHue 4. 107, T. 2, 6yksa "a" ot 3011, Tkt
KaTo € MpeAcTaBii odepra, KOSATO HE OTroBaps Ha NPEABAPHUTENHO OOSBEHHTE YCIOBHS 32 M3IbJIHCHHE HA
MOPBUKATA W CHIIUAT HE ce JAOMycKa A0 OTBAPAHE Ha MEHOBOTO MY TIPEJIOKEHHE.
6.3. Komucusra ycraHoBH, 9e yqacTHHKBT ,,QAPKOJI* A/l € npeuioskuil JEKapCTBEHH IIPOLYKTH Ha
TpuMa [Iputexxarend Ha pa3pelnieHus 3a yroTpe6a, o cieaHara HoMenknarypa ATC CO9CAO03, INN Valsartan,
C HYWH Ha MPUIIOXKEHHUE: IEpOpaliHa TBbpa:

C09CA03| Valsartan [ICPOpaIHa Axrasuc EAJL, Brarapus Valtensin 320 mg
| TBBpAA
i
(C09CAO03 Valsartan ncfg}(;;;a;;{a AxTtasuc EAJ], bsarapus Valtensin 160 | mg
C09CA03| Valsartan | Tiepopaita Medochemie Ltd., Knmsp Vapress 160 | mg
TBBpAA |
C09§:A0 Valsartan nepopa.na Teva B.V., Hunepaanausa Sartoval 160 mg
TBbLPAA

o oTHOLIEHHE Ha JIEKAPCTBEHUS MPOAYKT ¢ THProBCkO HaMMEHOBaHHMe Sartoval, He e mpejcTaBeHa
JeKJapanys oT YITbIHOMOIIEHHS NPSACTABATEI HA MPUTEXATENs Ha PaspEIICHUETO 38 yNoTpeda/mpuTeKaTes
Ha pa3pelIeHHETO 3a yroTpeba Ha nekapcTBeHus npoaykt Teva B.V., Hunepnanmus. ChriacHo MpeABapHTENHO
00sBEeHNTE YCJIOBHS B JIOKYMEHTALMSTA 32 OOMIECTBEHATa MOPBYKA, ChAbpXKAIM Ce Ha cTp. 12 u c1p. 21, B
TeXHUUECKOTO CH MPEIIOKEHHE, YIACTHUIINTE IOCOYBAT JEKapPCTBEHHTE IIPOAYKTH, 38 KOUTO Y4acTBAT, KaKTo
¥ TIpPHTEXaTeJUTe Ha DaspelleHHeTo 3a YNoTpeba, ¢ HYMHTO YIPOAYKTH yudacTBaT. KbM TEXHHYECKOTO
TIPEIOKEHHE CeBA 12 Ce IPUIOKH KOTHE Ha JeKNapalus OT NPUTEXATENs] Ha PaspelieHUeTo 3a ynoTpeda
UM IPOM3BOAUTENSAT HA JICKAPCTBEHHS MPOAYKT, Y€ € 3al03HAT C H3UCKBAHUATA KbM JIEKAPCTBEHUTE MPOAYKTH,
KaKTO M C IIOCOYEHHTE B MPOINEAypara KOJIHYECTBA 3a TO3M JIEKAPCTBEH MPOAYKT, KAKTO H Y€ € ChIVIACeH
JNeKapcTBEH s TTPOAYKT Aa Obje odepHpaH OT YHACTHHKA B IIpoLeypara (CBOGOJIEH TEKCT).

ITpenBua H3NOKEHOTO, KOMUCHSATA Ipe/Iara Ha ocHoBanme 4. 107, T. 2, 6yksa ,,a“ ot 3011 yyacTHUKBT
1a 6b/ie OTCTPaHEH OT yUacTHe B IPOLEAYPATa 3a ClIeIHHs IeKapcTseH npoaykt Sarfoval, ¢ ATC kon CO9CAOQ3,
MEXAyHAPOIHO HEeNaTeHTHO HauMeHoBaHHe Valsartan, ¢ popma Ha IpUIIOXKEHHe — IepOpaNHa TBbPAa, ThH KaTo
He OTroBaps Ha INPeIBAPUTENHO 0OSBEHHUTE YCIOBHS 3a H3MTbJIHEHHE HA IOPBUKATA, & UMEHHO: 33 JICKAPCTBEHHS
IPOAYKT ¢ THPTOBCKO HAHMEHOBaHHWE Sarfoval, yJaCTHHKBT HE ¢ MPEJCTaBHN KOMHME Ha JEKNapalus OT
YITBITHOMOIIEHHS ITPE[CTABUTEN Ha MpPHTSKATENs HAa DPa3pelleHHETO 3a ymorpeba/mpuTexarens Ha
paspeleRreTo 3a yrnoTpeba Ha JEKApCTBEHHs NPOAYKT, Y€ € 3all03HAT C M3MCKBAHMATA KBM JEKapCTBEHMA
NPOMIYKT, KAKTO M C IIOCOYEHHTEe B MPOUEAypaTa KOJMYECTBa 32 TO3M JNEKapCTBEH NPOJYKT, KaKTO H 4 €
CBIUIACEH JIEKAPCTBEHHUST IIPOAYKT fa Obzie ofepupaH OT yYaCTHUKA B IPOLIE/ypaTa, ChrIacHO MPENBAPHTENHO
0GsiBEHUTE YCIIOBHSA B IOKyMEHTALMATA 32 OOLISCTBSHATA IOPBUKa, ChAbPXKALIK ce Ha ¢Tp. 12 u c1p. 21.

6.4. KomucusiTa ycTaHoBH, de y4acTHHKBT ,,0APKOJI* AJl ¢ npeyioxun JeKapcTBeHH IPOJYKTH Ha
xama IIpuTexaTenn Ha paspelleHusi 3a ynotpeba, mo cnenHaTa Homenkiaarypa ATC CO09DA06, INN
Candesartan, Hydrochlortiazide, ¢ Ha4nMH Ha IPUICKEHUE: TTEPOPATHA TBBPJA:

Candesartan -8 .

. .. nepopaina Actavis Group PTC ehf,, CANDESARTAN | 8 mg/12,5
C0SDAGS Hy droict:il‘lalomaz TBBPIA n;gI/[}g Hcnanmns HCT ACTAVIS mg me
' Candesartan, 16 . CANDESARTA 16 R
CODAY| Hydrochlortia el A““"'slf;‘;':{l}’li TC eht NHCT mg/125 | mg

zide p Smg | o W ACTAVIS mg
Candesartan, 16 16
(C09DA06| Hydrochlortiaz “i‘;‘;a;;a mg/12 | Hoben dapma EOOJT, Buarapus | CantabPlus | mg/12,5 | mg
ide L ) mg | mg
Candesartan, B — 32 32
(C09DA06| Hydrochlortiaz gmr;)zla mg/12 | Hoben ®apma EQO/, brirapus Cantab Plus mg/12,5 mg
ide S mg | m




: Candesartan, | 32 . 32
C09DA0 Hydrochlortia nepopaina mg/12 Actavis Group PTC ehf., Candesarta'n mg/12,5 mg
6 . TBBpPAA Hcnanaus HCT Actavis
zide » mg | mg

ITo oTHOIIEHHE HA JIEKAPCTBEHHS MPOAYKT ¢ ThproBcko HaumenoBanue Candesartan HCT Actavis, ¢
KOJHYECTBO axkTHBHO BemlecTeo 16mg/12,5mg u 32mg/12,5Smg He ¢ InpeacTaBeHa JAeKiIapanus oOT
YIBIHOMOLIEHHS MPEACTABUTEN Ha IpUTEXATeNns Ha paspellleHHeTo 3a yrnorpeba/mpurexarens Ha
paspelieHHeTO 3a ymortpeba Ha JekapcTBeHus npoaykT Actavis- Group PTC ehf., HMcnanmua. CeriacHo
NpeNBAPUTENHO OOSIBEHHTE YCIOBHS B JOKYMEHTAI[HATA 33 001IeCTBEHATa IOPBYKA, ChABPXKAIIH Ce Ha CTp. 12
" c1p. 21, B TeXHUYECKOTO CH HPEANOXEeHHe, YIACTHHINTE IIOCOYBAT JIEKAPCTBEHHUTE NPOLYKTH, 38 KOHTO
y4acTBaT, KAKTO M NPHUTEXATENHTe Ha paspelleHHeTo 3a ynoTpeda, ¢ 9YHMHTO MPOAYKTH ydacTBaT. KbM
TEXHHYECKOTO MPENJIOKEHHE CIIeABa [a C¢ MPUIIOKH KOIMHE Ha JIEKIapalys OT NPUTEKATENS HA Pa3pELIEHHETO
3a ymoTpe6a WJIM NPOHM3BOAMTENIST HA JEKApCTBEHHS IPOAYKT, Y€ € 3allO3HAT C M3HCKBAHHUATA KbM
JIEKAPCTBEHUTE MPOJYKTH, KAKTO M ¢ MOCOYEHUTE B MPOLEAYPaTa KOJIMYECTBA 32 TO3M JIEKAPCTBEH IIPOIYKT,
KAKTO M Y€ € CBINIACEH JIEKapCTBEHHA NPOAYKT jAa Obae odepHpaH OT yJacTHHKA B Iponeaypara (cBoboaeH
TEKCT).

ITpenBra H3NOXEHOTO, KOMUCHATA IpeAJIara Ha ocHoBanue ul. 107, 1. 2, 6yksa ,,a* or 30I1 yuacTHUKBT
Aa 6BJe OTCTpaHeH OT yYacThe B IpOIeaypaTa 3a cnefHus nexapcrBed npoaykt Candesartan HCT Actavis ¢
KONMYECTBO aKTHBHO BelllecTBO 16mg/12,5mg u 32mg/12,5mg, ¢ ATC xox CO9DAOQ6, MexiayHapoIHO
HenareutHo HanMmeHosauue Candesartan, Hydrochlortiazide, ¢ dopMa Ha IPHUNOKEHNE — NEPOPANHA TBHP/A,
THil KATO He OTroBaps Ha MpPEeABAPHUTEIHO OOSBEHHTE YCIOBHS 3a M3NBJHCHHE HA NOPBLUYKATa, 4 HMEHHO: 33
NEKapCTBEHUS MPOLYKT C ThproBcko HamMmeHoBaHue Candesartan HCT Actavis, ¢ KONMYECTBO AKTHBHO
BemecTBo 16mg/12,5mg w 32mg/12,5mg, yJacTHHKBT HE € [PEACTaBHJ KONHME Ha JCKIapaius OT
YIIBIHOMOLIEHHMS [MPEACTABHTENl HA TIPHTEXATelsd HA paspPEIICHHETO 3a ymoTpeGa/mpurexarens Ha
paspelieHreTo 33 yrnorpeda Ha JISKApCTBEHHs IIPOJYKT, Ye € 3alO3HAT ¢ U3UCKBAHHATA KbM JICKAPCTBEHHS
MPOAYKT, KAKTO M C IOCOUCHHMTE B IIPOIeypaTa KONHYECTBA 34 TO3M JICKAPCTBEH NMPOAYKT, KAKTO U Y€ €
CBIVIACEH JIEKAPCTBEHHST TIPOAYKT Aa Obae odeprpaH OT yUaCTHHKA B NPOLEAypaTa, CbrIIaCHO NPEABAPHTEIHO
0OsBEHHTE YCIOBHS B IOKYMEHTAIMATa 33 o0IecTBeHaTa TOPBbYKa, ChAbPAKANIY Ce Ha CTp. 12 u crp. 21.

6.5. Komucusra ycranosH, ge y4acTHUKBT ,, PAPKOJI“ AJl e npenioxun JJekapCTBEHH TIPOAYKTH Ha
TpuMa IlpuTexareny Ha paspelleHHs 3a ynoTpeGa, mo crnemnara HoMenknatypa ATC CO9DAO7, INN
Telmisartan, Hydrochlorothiazide, c HauuH Ha NPHUIIOKEHKE: NEPOPAIHA TBBPAA:

Telmisartan, | 80 . | 80
~09DA07| Hydrochlorothi | "POPATHA [ 0i1p A"_taV‘SHGT"“p PTCehf, | ACTELSARHCT | mg/12,5 | mg
azide TBRp/IA 5me CITaHTHs i
Telmisartan, T 80 | Telmisartan/Hydr | 80
(C09DA07| Hydrochlorothi &Tg)na mg/12 Teva B.V., Hunepranaus ochlorothiazide | mg/12,5 mg
azide ,5 mg Teva mg
Telmisartan, 80 . i 80
C05DAQ Hydrochlerot fiepopanna mg/12 Asimonci diapua Tpellipur Telmotens Plus | mg/12,5 mg
7 hiazide TBBpAA 5 mg Opsn EOO/J, Bearapus i
k)
Telmisartan, 80 .
(C09DA07| Hydrochlorothi | "SPOPHIH2 | ons ACtaV‘SHG“’“p PICehf, | scTrisarmCT| 200825 | 0
azido TEBpIa ng cauans mg

Ilo oTHolleHHe HA JIEKApCTBEHHS MPOAYKT € THPrOBCKO HEHMEHOBAHHE Telmotens Plus, He €
IpefcTaBeHa JeKiapanys OT YIBIHOMOLIEHHS NpPENCTAaBHTENl HA TNpPHUTEXATeNsl Ha DPaspelleHHeTo 3a
ymoTpeba/mpuTexareNs Ha pa3pelIeHHETO 3 YOTpeda Ha JIeKapcTBeHus NPoAyKT AnBoreH Gapma Tpednunr
IOpsn EOO/T, Bnrapus. ChriiacHO NpeIBapUTENHO OOABEHHTE YCIOBUS B IOKYMECHTALMATA 32 OOIIECTBCHATA
MOpBYKa, ChABPXKAIM ce Ha cTp. 12 H cT1p. 21, B TexHWYECKOTO CH NpPeIIoKeHHe, YIaCTHHLIHUTE TOCOYBAT
NIEKAPCTBEHHTE MPOLYKTH, 32 KOHTO Y4acTBAT, KakTO U IPUTEXKATEUTE Ha PA3PEIIEHHAETO 3a yNoTpeda, ¢ IHHTO
IPOJYKTH ydacTBaT. KbM TeXHHMYECKOTO MPENIOKEHHE Clie[Ba [a CC MPHIOKM KONHE Ha JAeKIapalks OT
ApHTEKATENA HA PaspelicHHeTo 3a yIoTpeOa Wi IPOM3BOUTENAT Ha JICKAPCTBEHUS IPOAYKT, Ue € 3all03HAT C
M3UCKBAHMATA KBbM JIEKAPCTBEHHUTE MPOAYKTH, KaKTO U C IIOCOYEHHTE B Mpoleaypara KOJIHYECTBa 33 TO3H
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JIEKapCTBEH MPOMYKT, KAKTO M 4e € ChIJIaceH JeKapCTBEHUs MPOAYKT Aa ObAe odepHpaH OT yyacTHHKA B
mponeaypara (CBoOO/IEH TEKCT).

TlpenBua H3NOXEHOTO, KOMUCHSATA Npefiara Ha ocHoBaHue 4i. 107, 1. 2, 6yksa ,,a“ ot 3011 y4acTHUKBT
Ja Obe OTCTpaHEeH OT y4acTHe B MPOIelypara 3a CleHus nekapcTBeH npoaykT Telmotens Plus, ¢ ATC koa
CO9DAO07, MexayHapoqHO HeNMaTeHTHO HamMmeHoBauwe Ielmisartan, Hydrochlorothiazide, ¢ ¢opMa Ha
NpHIOKEHHE — IEpOpajiHa TBbpJAa, Thil KaTO HE OTToBaps Ha IPEABApUTENHO OOSBEHUTE YCIOBUS 32
W3OBJIHEHAE HA TIOPHYKATA, 8 MMEHHO: 32 JIEKapCTBEHUS MPOAYKT C THProOBCKO HauMeHoBauue Telmotens Plus,
YYacTHHKBT HE € MPEACTABAN KONHE Ha JEKNapalys OT YIbJIHOMOILECHHS IPEACTABUTEN HA NPHTEKATEI Ha
paspellieHreTo 3a ynoTpeba/IpUTexXaTed Ha paspelieHHueTo 3a ymorpeba Ha JIEKapCTBCHMS MPOIYKT, Y€ €
3aII03HAT C M3HCKBAHMATA KbM JIEKAPCTBEHUS TIPOAYKT, KAKTO M € IOCOYEHHUTE B MpOLeAypaTa KOIMYECTBA 3a
TO3H JIEKAPCTBEH MPOAYKT, KAKTO M Ye & ChIIIACEH JIEKapCTBEHHUAT HPOLYKT Ja O6be odepupaH OT y4aCTHHKA B
nporeaypaTa, ChIIIACHO MPeIBAPUTENHO OGSMBEHHUTE YCIOBHS B JOKYMEHTAIMsTA 32 OOIECTBEHATa MOPBUKa,
ChAbpKaIy ce Ha crp. 12 u c1p. 21.

6.6. KoMucHsaTa YCTAHOBH, Y€ YUACTHHKBT € TIOCOYMI BBB (opmara ,, TexHuuecko mpeyioxeHue”, e
npejnara cleHus JIGKapCTBEH MPOAYKT:

ATC - MexayHapoJHO Hauwun Ha 3abenexka | Ipurexkaren Ha | THProscko Kommuects | Mspka
KOJ HEIATEHTHO TIPUAIOKEHHE paspeIieHUETo | HaMMEHOBaHME O aKTHBHO
HAUMEHOBAHHUE 3a ynotpeba BEILCCTBO
Olmesartan
CO9DAO medoxomll., ) nepopaiHa 20 mg/25 TevaB.V,, Olmesta Plus 20 mg/25 mg
8 Hydrochlorothiazid TBBPAA mg Huzepnanams mg
€
Olmesartan
C09DAO medoxomﬂ‘, ) nmepopaiHa 40 mg/25 TevaB.V,, Olmesta Plus 40 mg/25 mg
8 Hydrochlorothiazid TBBDIA mg Hunepnanus mg
e |

KoMHCHATa YCTAHOBH, Y€ JIEKAPCTBEHHTE NMPOAYKTH, C KOJIHMYECTBO aKTHBHO BemecTBo 20mg/25mg u
40mg/25mg odepupany ot ydacTHUKST ,,QAPKOJI“ AJl ca 3anM4eHH NpH aKTyanu3anuaTa Ha [lo3uTHBHMS
JeKapcTBEH CIUCHK, mpuiioxeHue Ne 2 cej kpaiiHaTa farta 3a mofgaBaHe Ha Oo(epTu.

TpeaBuj yCTaHOBEHOTO MO-TOPE, KOMUCHSTA IPEAJIara Ha Bb3I0XKHUTeNs, y4acTHHKST ,, DAPKOJI* A/l,
Jia 6671 OTCTpaHeH OT IPOLIEAypaTa 3a Te3a HOMEHKIIATypa, Ha ocHoBaHue wi. 107, T. 2, 6yxsa "a" ot 3011, Twii
KaTo € MpencTaBui odepra, KOSTO HE OTroBaps Ha NPEABAPHTENHO OOSBEHHTE YCIOBHS 32 M3IBIHEHHE Ha
TOPBYKATA H CHLIMAT HE CE AOIYCKa 10 OTBapsHE Ha LIEHOBOTO MY IIPEAJIOKCHHE.

6.7. KoMucuaTa YCTaHOBH, Y€ YUYACTHUKBT € MOCOYHT BB (popmara ,, TeXHUYECKo MpeiIokeHne”, Je
TpeAJiara cieAHHs TIEKapCTBEH NPOAYKT:

ATC -KOJl | Mexnynapoaso | Hadun na 3abenexka | IIpurexaren Ha | Twproecko Konnuecteo | Mspka
HEIATEHTHO OPUIOKEHHE pa3pelieHHeTO HAMMEHOBaHWE | AKTHBHO
HAUMEHOBAHUS 3a ynorpeba BELIECTBO

Ho6en ®apma
CI0AA05 | Atorvastatin SCPORIED EOO]I, Atorvin 80 mg
TERpAa Brnrapus J

Komucusita yCTaEOBI/I, ye JIeKapcTBEHWs TPOAYKT odepupal oT yuactHUKST ,,APKOJI“ AJl € 3aim4ueH
1pu axtyanmsauusTa Ha [T03UTUBHHSA JIEKapCTBEH CIMCHK, npuiokeHue Ne 2 ciiefl KpaiiHaTa faTa 3a IofaBaHe
Ha obepTu.

TlpenBr/ yCTAHOBEHOTO MO-TOPE, KOMHICHATA NIpe/Iara Ha Bh3JIOXKHATENA, y4acTHHKET ,, GAPKOJI“ A/,
Ja ObJle OTCTPaHEH OT IPONEAYPaTa 3a Ta3H HOMEHKIATYpa, Ha ocHoBanue 4. 107, 1. 2, 6yksa "a" ot 3011, Thit
KaTo € mpeactaBui odepra, KOSTO HE OTroBaps HAa NPEABAPUTENHO OOSBEHHTE YCIOBHS 3a H3MBJIHCHHE HA
TIOPBUKATA H CHIUMAT HE Ce ZIOTYCKa IO OTBAPSHE Ha LIEHOBOTO MY IIPEAJIOKEHHIE.
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6.8. KoMHCHATa yCTAHOBH, Y€ YUaCTHHKBT € MOCOYM BB (opmara ,, TexHuuecKko NpeoxKeHne”, e
mpejJiara cJeHus JeKapeTBEH NIPOAYKT:

ATC - KOJl | Mexaynapoguo | Haunx Ha 3abenexka | IIpurexaren Ha | Teproacko Komuuecrso | Mapka
HEMaTeHTHO [PHIOKCHHE pa3pereHRETO HAUMEHOBaHHE | aKTHBHO
HaHMEHOBAHHE 3a ynorpebda BEIIECTBO

. HepopamHa Medochemie
C10AA07 Rosuvastatin TREpIA Ltd., Kemep Rovasta 10 mg
S — Actavis Group
C10AA07 Rosuvastatin pop PTC ehf,, Tintaros 40 mg
TBBpIA Ucnanmua
|

KoMHCHATA YCTaHOBH, Y€ JIEKApPCTBEHHTE NPOAYKTH obeprpaHu oT ydacTHHKBT ,,DAPKOJ AJ] ca
3aJIMYEHY PY aKTyanu3anuaTa Ha [To3uTHBHYUS JIeKapCTBEH CIUCHK, IPHIIOKeHHe Ne 2 ciiel KpaliHaTa fara 3a
nojiaBaHe Ha OQEPTH.

IIpenBu yCTaHOBEHOTO MO-TOPE, KOMHCHATA TIpe/iara Ha Bh3NIOKUTENS, y9acTHHKBT ,,dAPKOJI“ AL,
1a ObJle OTCTPAHEH OT MPOLEeAypaTa 3a Ta3H HOMEHKIIATYpa, Ha ocHoBaHue wi. 107, 1. 2, Gyksa "a" ot 3011, Tbil
Karo e npejcTaBul oepTa, KOSITO HE OTTOBaps Ha NPEABAPUTEIHO ODABEHHTE YCIIOBMS 32 M3MbIIHEHHE Ha
HOPBYKATA M CHIMAT He ce JOIMYCKa 10 OTBapAHe Ha IICHOBOTO MY TPE/JIOKEHHUE.

TTo oTHOIIEHNE Ha BCHYKHA OCTAHAIIN JIEKAPCTBEHH MPOXYKTH OT o6ocobeHa nosunus Ne 2, opepupanu
OT y4acTHHKA, KOMHCHSTA pa3rie/ia MoAPOoOHO HANpaBEeHHUTE NMPEJOKEHUS W MPeJCTaBeHHTe TOKYMEHTH H
YCTQHOBH, Y€ OTTOBAPSAT HA OOABEHUTE OT BB3JIOKUTENS YCIOBHS 38 U3IBJIHCHUC HA IOPHUKATA H YJACTHUKBT
LOAPKOJI“ AJl e nomycHAT A0 OTBapsiHE HA LIEHOBUTE MM IIPSITIOMKEHUS.

7. PasriexaaHe Ha TeXHHUECKHTE Npeanoxenus npeacrasenu ot ,CO®APMA TPEMIMHT “
AJl, 3a o6ocobenn nozuumu Ne 1 1 Ne 2 u npoBepKa 3a CbOTBETCTBHETO MM C IIPEJBaPUTEIHO 00SIBeHHTe
YCIOBHS B ChOTBETCTBHE ¢ 4.1 56, aJ. 2 ot ITNI3O0IL

3a o6ocobena nosuiua Ne 1:
KoMHCHSITa YCTaHOBH, Y€ YYACTHHKBT € MOCOYMI BB (opMara ,, TeXHH4eCKO MPEeNNIOKEHUE™, 4e

npeanara CICIHATE JICKAPCTBEHN IIPOAYKTH:

Mexncoynapod -
ATC - o Hauun na 3aben IIpumesicamen na Twpzoecko Konuuecms Map
Henamenmuo 0 aKmusHo
Konq npunoxcenue | excka | paspeuwienuemo ia ynompeba Haumenosanue Ka
HAUMEHOGARY selecmeo
e
|
. S Digoxin 0.25 mg/ml
C01AAQ05 Digoxin MapeHTEpaIHA Cotapma AJl, brarapus Sepharma “oml mg l
ICOIBD0O1| Amiodarone napeHTepaiia Canogu Br.arapus EOO]L, Cordarone 150 mg/3 mg
Brirapus ml
C02AC01|  Clonidine “ﬁippa;‘:a Codapma AJl, Buarapus Chlophazolin 0.15 mg
|
C02AC01,  Clonidine nmapeHTepalHa Codapma AJl, Berrapus Chlophazolin 0.15 mg
IC02AC05| Moxonidine ne;;(;];a;:a Axrasuc EAJl, bsarapus Moxotens 0.4 mg
C02AC05| Moxonidine ne::;;;a;:a Axrasuc EAJl, Bearapus Moxotens 0.2 mg ‘
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IC02AC06| Rilmenidine mﬁ:ﬁ];a;:a Teva B.V., Hanepnannus Rilmenix 1 mg
5 . nepopanHa PRAZOSIN
C02CA01 Prazosin TBEDIA Codapma AJl, bearapus SOPHARMA 2 mg
C03BA11| Indapamide “Z‘;‘g;a;‘:a Axrasuc EAJI, Brrapus INDIPAM 2.5 mg
CO3BA11| Indapamide “?;‘gf;:a Axtasnc EAJT, Bpirapus INDIP%SR L3 1.5 mg
X . Furosemide 10 mg/ml -
C03CA0Q1| Furosemide napeHTepaTHa Codapma AJl, Bearapus Sopharma 2l
N . nepopaina Furosemide
C03CAOQ1| Furosemide TEEpIA Codapma AJl, bearapus Soph 40 mg
Menarini International
C03CAQ04| Torasemide MapeHTeparHa Operations Luxembourg S.A., TRIFAS 10mg/2ml | mg
JokceMOypr
Menarini International
C03CA04| Torasemide apeHTepaIHa Operations Luxembourg S.A., TRIFAS 20 mg/4 ml | mg
|
JhiokceMOypr
C03DA04| Eplerenone | TEPOPAIHA Actavis Group PTC ehf, Carditrust 50 mg
TBBpAA Hcnangus
CO3DA0O4| Eplerenone niepopama Actavis Group PTC ehf., Carditrust 25 mg
TBBPAA Hcnannus
CO4AE02| Nicergoline | "éPoPama Actavis Group PTC chf,, Nergolin 10 .
TBBPAA Hcnaunns
CO4AE02| Nicergoline fcpopaiHa Actavis Group PTC chf., NERGOLIN 10 mg
TBBpAA Hcnanana
. l 1 mg/ml-5
L07ABO2| Metoprolol TIapeHTepanya Amudapm EAJl, bearapus METOCOR ml mg
C07AB12| Nebivolol neg;;;a;:a Teva B.V., Hunepnanaus Nebivolol Teva 5 mg
CO8CAO1| Amlodipine “i‘;‘;‘;}a;:a Axrasuc EAJI, Barapus Amlovask 10 mg
COSCAO01| Amiodipine “?B‘;%a;:a Axrasuc EAJL, Buirapus Amlovask 5 mg
CO8CAO02| Felodipine “"jr‘;‘l%a;:a Teva R.V., Huzepnanmus PRESID 10 MG 10 mg
COSCA02|  Felodipine “?;‘l%";:a Teva B.V., Hunepnauws PRESID 2.5 MG 25 mg
ICO8CA02| Felodipine ne&(;%a;:a Teva B.Y., Hanepianus PRESID 5 MG 5 mg
C08CA06| Nimodipine napeHTepaiHa Bayer AG, I'epmanus Nimotop $ 10 ﬁ%/ 50 mg
C08CA06| Nimodipine MapeHTepanHa Bayer AG, I'epmanust Nimotop § 10 ﬁ%/ 30 mg
(CO8CA06| Nimodipine He;‘;l;a;‘:a Bayer AG, Tepvanus NIMOTOP § 30 mg
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| .
C08CA13| Lercanidipine |  ePOPaIHa actavis Group FIC AL, Lecalpin 20 mg
TBBpPAA Hcnanaus
4 o HepopanHa Actavis Group PTC ehf., o
KC08CA13| Lercanidipine - i B P Lecalpin 10 mg
CO8DAO1| Verapamil MIapCHTepaIHa Codapma AL, bearapus Isocor 23 12n 1%1/ lm -
= R [cpopaiHa Diltiazem
CO8DBO01| Diltiazem THEDIR, Codiapma AJl, beirapus Sopharma 60 mg
C09AA02|  Enalapril Hiepopaiia Axtasuc EAJl, benrapus Renapril 5 mg
TBBpAA
(09AA02|  Enalapril nepoparta Axtasuc EAJI; Brirapus Renapril 10 mg
TBBPHAA
(C09AA02  Enalapril “e;;‘;ia;:a Axrasuc EAJI, Bpnrapus Renapril 20 mg
C09AAO03| Lisinopril fiepopatHa AxtaBuc EAJ], barapus Linipril 10 mg
- TRBpIA
CO09AA03| Lisinopril flepopatsa Axrasuc EAJI, Brirapus Linipril 5 mg
f TBBPAA I
[
C09AA03| Lisinopril TiepopaiHa | Axrasuc EAJl, brarapus Liniprit 20 mg
TBBpAA
CO9AADS Ramipril neg:;f;a;:a Teva B.V., Hanepnaunus Ramipril Teva 10 mg
CO9AADS Ramipri} ne;(;;;a;:a | TevaB.V., Hugepnanaus Ramipril Teva 5 mg
|
| |

B TabnuIara He ca BKIIOYEHH JIEKAPCTBEHHUTE MTPOAYKTH, KOUTO ca ohepHpaHy, HO KOUTO Ca OTNa HAIH
ot ITosutueaus nekapctseH cruchk ([Iprnoxkenue Ne 2) crien kxpaiiads Cpok 3a mojiaBaHe Ha OQepTH.
VuactruksT ,,COOAPMA TPEMIUHT“ AJ] HsaMa oheprpaHy JEKapCTBEHH [POLYKTH, KOMTO Ca OTIIA/{HAIH
ot [TozutuBHHA NekapcTBer cruchk (IIpunoxenne Ne 2) cie kpaliaus CpoK 3a MofiaBaHe Ha O(epTH.

KbM TEXHMYECKOTO CH TNPedJOKEHHE YUYACTHHKHT € MPHUIONKHI HM3HCKYEMHTEe [AEKNapalud OT
YITLITHOMOIIEHHTE MPEJCTABATENN Ha NPUTEXKATENMTe Ha pa3pelleHAsTa 32 ynorpeba Ha JeKapCTBEHHTE
MPOAYKTH, 4€ Ca 3amO3HaTH C M3UCKBAHMATA KBM JICKAPCTBEHHTE MPOAYKTH, KAKTO M C IOCOYCHUTE B
nporieypara KOJIM4ECTBA 33 IEKAPCTBEHUTE MPOAYKTH.

7.1.1. Komucusra ycTaHoBH, Ye y4acTHHKGT ,,COPAPMA TPEMIMHI™ Al € pe oKy JeKapCTBEeH
IPOIYKT Ha enuH [IpuTeXKaresn Ha paspelleHne 3a ynorpeba, 1o crennara Homenknatypa ATC CO7ABO7, INN
Bisoprolol, ¢ raduH Ha IpPUIIOKEHNE: [IEPOpaliHa TBhpAA:

ATC -KOJ | Mesxayrnapons | Haumn na 3abenexk | Ilpurexaren Ha | Tnproecko Konwuecrs | Mspxka
0 HEIATEHTHO NPAUIIOKEHUE a pa3pelICHUETO HAWMEHOBAaHHE | O aKTHBHO
HaUMEHOBAHWEC 3a ynotpeta BEIIECTBO

Actavis Group
CO7AB07 | Bisoprolol [iepoparia PTC ehf, Blokbis mg
. TBEPJA cnanmms
Actavis Group
CO7AB07 | Bisoprolol nepopanta PTC ehf., Blokbis mg
TBBpA2 Hcnauamusa
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Actavis Group
C07AB07 | Bisoprolol popopaa PTC ehf,, Blokbis Cor 5 mg
Pt Hcnangus
Actavis Group
CO7ABO7 Bisoprolol fiepopaisa PTC ehf., Blokbis Cor 25 mg
TBBpAA
Hcnannus

Io oTHOLIEHHE HA JEKAPCTBEHUS MPOAYKT ¢ ThproBcko HamMeHoBanue Blokbis Cor, ¢ KomuuecTso
aKTHBHO BeINECTBO 2.5mg ¥ Smg He e NpefcTaBeHa AEKIapauys OT YI'bJHOMOLICHHMS IIPEJCTaBHTEN Ha
TIPUTEXKATENS HA Pa3pelieHHeTo 3a YIOoTpeda/MIpUTeXaTess Ha Pa3pellIEHHETO 3a ynoTpeba Ha JIeKapCTBEeHUs
npoxykr Aciavis Group PTC ehf, Hcmanaus. CerinacHo mnpeABapHTENHO OOABEHHTE YCIOBHS B
JOKYMEHTAI(MATA 3a OOLIECTBEHATa MOpbuYKa, ChABpXAIH ce Ha cTp. 12 u crp. 21, B TexauyeckoTo cu
TpeIoKEHHE, YYACTHHUIUTE [IOCOUBAT JIEKAPCTBEHNTE NPOXYKTH, 32 KOUTO y4acTBaT, KAKTO U IPATEXATEHUTE
Ha paspelleHreTo 32 ynotpeGa, ¢ YUUTO IPOJYKTH ydacTBaT. KbM TEXHHYECKOTO NPEATOKEHHE Clle/iBa fia ce
NPUIOKH KOMKME HA ICKJApalius OT MPHTeXaTelds Ha PaspEIICHHETO 34 yNoTpeda Wik NMPOM3BOAUTENAT Ha
JIEKApCTBEHHMST IPOIYKT, Ue € 3aIT03HAT ¢ H3UCKBAHMATA KbM JIEKAPCTBEHATE MPOAYKTH, KAKTO M C IOCOYCHUTE
B IIPOLE/lypaTa KOMMYECTBA 33 TO3H JIEKAPCTBEH IPOAYKT, KAKTO W Y€ € ChIIACCH JICKAPCTBEHMS MPOAYKT Aa
65/1e oleprpaH OT yUaCTHHKA B MPOLEKypaTa (cBOOOIEH TEKCT).

TTpeaBya U3NOKEHOTO, KOMUCHSATA TIPeANara Ha ocHoBanue 4. 107, 1. 2, Gyksa ,,a“ ot 3011 yuacTHUK BT
na Gbjie OTCTpaHEH OT Y4aCcTHE B IPOLEAypaTa 3a CefiHuTe JekapcrBenu npoaykry Blokbis Cor, ¢ konnyecTso
akTHBHO BemecTBo 2.5mg u Smg, ¢ ATC xon CO07AB07, MexAyHapoOHO HENAaTEeHTHO HAMMECHOBAHHUC
Bisoprolol, ¢ hopMa Ha NPUIIOKEHHE — [IEPOPATHA TBBPAA, ThH KAaTO HE OTrOBapsi Ha MPE/IBAPUTENHO OOSIBEHHTE
YCIIOBHS 3a M3IBJHEHHE Ha TIOPBUKATa, @ MMEHHO: 34 JIEKAPCTBEHHA MPOAYKT C ThPrOBCKO HAMMEHOBAHHE
Blokbis Cor, y4acTHHKBT He € IPEICTAaBMN KONHE Ha JEKNapanus OT YIIBIHOMOIIEHHs MpeJCTaBUTEN Ha
TIpUTEXKATENsl HA Pa3pellieHHeTo 3a yNoTpeda/IpUTEXaTeNs Ha pa3pellieHHeTo 32 ynoTpeda Ha NeKapCTBEHIA
APOJYKT, Y€ € 3ar03HAT C U3UCKBAHUATA KbM JICKAPCTBEHUS MPOJYKT, KAKTO H C IOCOYEHHTE B NpoNeaypaTa
KOJIMYECTBA 3a TO3H JIEKAPCTBEH MPOJYKT, KAKTO ¥ Y€ € ChIIIaCeH JIEKapCTBEHUST NPOAYKT Aa 6b1ie odepupan
OT y4YacTHHKAa B IpOLEAypaTa, CBIIACHO NPEIBapUTEIHO OOSBEHHTE YCIOBHS B JOKYMEHTALMsATa 3a
obIecTBeHATa IOPBUKA, ChIbPXKAIH ce Ha cTp. 12 u c1p. 21.

7.1.2. KoMuCHSATa YCTAHOBH, Y€ yIacTHUKET ,, CODAPMA TPEUJIUHT“ Al e npeIosKn JeKapCTBEH
TIPOAYKT Ha enun Ilputexaten Ha paspelreHne 3a ynorpe6a, no cnennara nomenxiarypa ATC CO7AG02, INN
Carvedilol, ¢ HaunH Ha TPHUIOKEHHE: IEPOPATIHA TBBPIA:

ATC -KOI | Mexnaynapoma | Hauwmn Ha 3abenexk | Ipurexarenna | Tuprobcko Konvaecre | Msapka
0 HEIATEeHTHO HPHIOXKEHUE a pa3peleHHeTo HAUMEHOBAHHE | O AaKTHBHO
HaHMEHOBaHHE 3a yrotpeba . BEIIECTBO

. repopaina TevaB.V,, CARVETREN

CO7AGO2 Carvedilol TEEpIA Hapeprasps D 25 mg
. nepopwiia | TevaB.V., CARVETREN

C07AG02 Carvedilol THEpTE Huiepianmus D 12.5 mg
. niepopaHa Teva B.V,, CARVETREN

C07AG02 Carvedilol -y Huepas s D 6.25 mg

TTo OTHOILEHHE HA JIeKAPCTBEHHS MPOAYKT ¢ ThproBeko Hanvenosanue CARVETREND, ¢ konu4ectso
aKTHBHO BelllecTBO 6.25mg, 12.5mg n'25mg He ¢ npejcTaBeHa AeKIApanus OT YIIbIHOMOIICHHS NPECTaBUTEN
Ha IIPUTEXKATEisl HA PAa3pellieHHeTo 3a YNoTpe6a/NpHTeKaTeNs Ha PAsPEIIeHAETO 3a YIIOTPeOa Ha JICKAPCTBEHAS
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o0LIeCTBEHATA IOPHYKA, ChHABPXKALIM ce Ha cTp. 12 u cTp. 21, B TeXHUYECKOTO CH NPEIOKEHUE, YIACTHUIIUTE
[IOCOYBAT JIEKAPCTBEHUTE MPOLYKTH, 338 KOWTO YYACTBAT, KAKTO M NPHUTEKATEIMTE HA DaspelIeHHeTO 3a
yroTpeba, ¢ YHUTO MPOAYKTH ydacTBar. KBM TEXHHHYECKOTO NPEANOKCHHUE CIIEBa Aa CE€ MPHIIOKH KOMHE Ha
JEeKJapanys OT IIPUTEXATEIS] Ha pa3pellieHHETO 32 YNOoTpeda il IPOM3BOAUTENAT Ha JICKAPCTBEHHS TIPOYKT,
4ye ¢ 3all03HaT C HM3MCKBAHHATA KBM JIEKAPCTBEHHTE NPOJYKTH, KAKTO H C IOCOYEHHTE B IIpoledypara
KOJIMYECTBA 32 TO3M JIEKAPCTBEH IPOJIYKT, KAKTO U Ue € ChIIIACEH JIEKAPCTBEHHU NPOAYKT Aa Obje opeprpan ot
y4acTHMKa B Ipolenypara (cBOGOZEH TEKCT).

TIpeapu H3M0XKEHOTO, KOMHCHATA NIpeJIara Ha ocHoBaunue ui. 107, T. 2, 6yksa ,,a* ot 3011 y4acTHHKBT
Ja Ob/ie OTCTpaHeH OT y4acTHE B HpoueﬁypéTa 33 CNIe/IHATA HOMEHKIATypa: JexkapcTseH nponykt ¢ ATC xox
C07AGO02, mexayHaponHo HenareHTHo HauMenoBaume Carvedilol, ¢ dopma Ha mpunoxenne — nepopanHa
TBBP/A, Thil KATO HEe OTrOBapsl HA NPEABAPHTETHO OOSIBEHUTE YCIOBHS 34 H3MBIHEHHE Ha MOPHYKATA, 8 UMCHHO!
3a JIeKapcTBEHMsS NpoayKT ¢ ThproBcko HamMeHoBaHHe CARVETREND, ¢ k0/IM4YeCTBO aKTUBHO BEIIECTBO
6.25mg, 12.5mg u 25mg, y4YaCTHHKBT HE € IPEIACTaBMJI KOIHE HAa JAeKiapalds OT YIIBIHOMOIIEHHS
Ipe/ICTABATE Ha TPUTEXATENS Ha Pa3peIleHHeTo 3a ynoTpeba/npuTekatena Ha paspelleHHeTo 3a YIIoTpeda Ha
NEKAPCTBEHHS MPOAYKT, Y€ € 3al03HAT ¢ M3UCKBAHHUATA KbM JIEKAPCTBEHHUS MIPOIAYKT, KAKTO U C IIOCOUYCHUTE B
npoleaypaTa KOJIMYECTBA 3@ TO3H JIEKapCTBEH NPOJYKT, KAKTO M Y€ € ChITIACEH JIEKAPCTBEHMST TPOJYKT 12
Onge odepupaH OT YYaCTHHKA B MpONeAypaTa, CBIIACHO NPEOBAPUTENHO OOABEHHTE YCIOBHSA B
JOKYMEHTAIMsTA 3a o0LIecTBeHATa MOPBYKa, ChABPXKALIY ce Ha cTp. 12 u ctp. 21.

ITo OTHOLIEHHE HA BCHUKH OCTAHAJIH JIEKAPCTBEHH MPOAYKTH OT 00ocobena nosuuus Ne 1, opepupann
OT y4acTHHKA, KOMHCHsTAa pasriefia NoAPOOHO HANIPABEHMTE NPEUIOKCHUS W MPEICTABEHATE NOKYMEHTH H
YCTaHOBH, Y€ OTTOBAPAT HAa OOSBEHHUTE OT BB3JIOXKUTENS YCIOBHS 34 M3IIBJIHEHHE HA IOPBYKATA U YYaCTHUKBT
,,CODAPMA TPEMJIVHI“ AJ € A0MyCHAT 0 OTBAPSIHE Ha HEHOBATE MM IPEIIOKCHHL.

3a obGocobena mo3nuns No 2:

KoMucuaTa yCTaHOBH, 4€ YYACTHMKBT € MOCOYHI BBEB Qopmara ,,TeXHMYECKO NpPEUIOKEHHE™, Y€
Tpe/jiara clIeAHNTE JeKapCTBENH POAYKTH:

Mexcoynapod
ATC- Ho Hauun na 3aben Hpumencamen na Topzoscko Kamusecma Map
Henamenmuo 0 AKMUGHO
Kon npunoxcenue | excka | paspemienuemo 3a ynompeba Haumenosanue Ka
HAUMEHOBAHU eenjecmeo
e
. . Warsaw Pharmaceutical Works 40 mg/ml -
01CA04| Dopamine mapenTepantHa Polfa S.A., Ionma DOPAMIN WZF S ml mg
5 . . Adrenaline Img/ml -
C01CA24| Epinephrine napeHTepanna Codapma AJl, beirapust Soph Ll mg
| e ot
. Lo popaiiHa ctavis Group PTC ehf., ~
CO1EB15| Trimetazidine ‘ TBEpIA Vcxanms VASCOTASIN 35 mg
. nepopanHa | Actavis Group PTC ehf,, .
CO1EB17| Ivabradine TBEpIA Vcnanmus Inevica 7.5 mg
. niepopainHa . Actavis Group PTC ehf., ey
CO1EB17| Ivabradine TEEDIA | . . Inevica 5 mg
C09CA03|  Valsartan ne&i};a;:a Axrasuc EAJl, buarapusa Valtensin 320 mg
C09CA03|  Valsartan “‘i?ﬁ‘;%?:a Axrasuc EAJT, Brarapus Valtensin 160 mg
. HepopaiHa Actavis Group PTC ehf,, ey
CO9CAO04| Irbesartan e Hcnaiyma Irprestan 300 | mg
— |
. ) fepopayiHa Actavis Group PTC ehf,, !
CO9CA(04| Irbesartan TREpIA H Wenamms Irprestan 150 mg
|
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4 repopantHa Actavis Group PTC ehf., CANDESARTAN
CO09CA06| Candesartan TEBpIa Vcnass ACTAVIS 16 mg
. NepopaiHa Actavis Group PTC ehf., CANDESARTAN
C09CA06| Candesartan TREDR | % P ACTAVIS 8 mg
| |
3 NIepOpaIHa | Actavis Group PTC ehf., CANDESARTAN
ICO09CA06| Candesartan TEEpI Wensoms ACTAVIS 32 mg
(C09CA07| Telmisartan | "CPOPATHA Aictayis Group PTC Cit, ACTELSAR 80 | me
TBEpAA Hcnanus
i |
C10AA01| Simvastatin Tiepopa:iHa Actavis Group PTC ehf., Actalipid 20 mg
TBBpIAA [ Henanpug
C10AAO1| Simvastatin | "CPOPauR Actavis Group PTC ehf, Actalipid 40 mg
TBBpAA HWcnanans
(C10AAOQ5| Atorvastatin Tiepopaisa Teva B.V., Hugepnanmia Avanor 20 mg
TBBPHA .
('10AA05| Atorvastatin e i Teva B.V., Hupepnanmus Avanor 10 mg
TBBpAA
('10AA07| Rosuvastatin ficpopaia Astavis Group F1C ehd, Tintaros 5 mg
TBBPAA Hcnanpus
C10AAQ7| Rosuvastatin | [CPOPTHE Actavis Group PTCehf,, | gy 10 m
|' TBHpIA ' Henauus | g
10AA07| Rosuvastatin | "CPOPATH2 AcvisGrotp PIC eht, ‘ Tintaros 20 mg
TBBpAA Hcnanpus
("'10AB0O5| Fenofibrate neg(;ia;:a Teva B.V., Hunepias qus Fibranor 160 mg
C10AB05| Fenofibrate "‘Eﬁ:’;:a | Teva B.V., Hagepaannus FIBRANOR 200 mg

B rabiniiara He ca BKIFOYEHH JIEKapCTBEHHTE MPOAYKTH, KOUTO ca oeprpan#, HO KOUTO ¢a OTHaZHAIH
ot ITosutusHus nexkapcTBeH cnuchk ([Ipunoxenne Ne 2) cnen kpaifHus cpok 3a OAABaHE Ha O(epTH.

KBM TeXHMYECKOTO CH TPEJJIOKEHHE YUACTHMKBT € NPHJIOKHI H3HCKYEMHTE IEKIAapalHMH OT
YI'BIHOMOIIEHNATE MPEJCTABUTENA HAa IPHTEXATEIMTE HA pa3spelicHUATa 3a ynoTpeba Ha JeKapCTBEHHTE
NpPOAYKTH, Y€ Ca 3aII03HATH C H3HCKBAHUATA KBM JIEKAPCTBEHUTE MNPOAYKTH, KAKTO M C TOCOYEHHMTE B
npolieypara KOMM4YecTBa 3a JIEKAPCTBEHUTE NPONYKTH.

Cnen xaro pasriiefa noapoOHO TpencTaBeHOTo OT ydacTHMka ,,CODAPMA TPEMUHI“ AJl
TEXHUYECKO IPEMJIOKEHHE W TPEACTABEHATE KbM HEro JOKyMeHTH 1o o6ocobeHa nmosuuust Ne 2, KoMHMCHSTa
YCTaHOBH, Ye CHINUAT OTrOBaps Ha OOSBEHUTE OT BBH3NOKHUTENS YCIOBUS 34 H3IBbJIHEHHWE Ha MOPBHUKATA H Ce
IOIIyCKa MO OTBapsHE HA EHOBUTE NMPENJIOKEHHS 38 BCHYKH MPEJIOKEHH OT HErO JIEKAPCTBEHH HPOYKTH TIO
o6ocobena no3unus Ne 2.

8. Pasrmexane Ha TeXHHYECKOTO TpeasioxeHue mnpeacrasens ot ,,COJIOMEN* EOOJ 3a
o0ocoGena no3unpsa Ne 1 1 MpoBepKa 3a ChOTBETCTBHETO HM C NIPEABAPHTEIHO 00SIBEHHTE YCJIOBHS B

CHLOTBETCTBHE ¢ Wi 56, a7 2 ot IINI30IL.
Komucuara ycTaHOBH, Ye YYaCTHHKBT € IOCOYMI BBB (opmara ,,TeXHHUECKO IpeiokeHHE", ue

npeagara CaeqHus JJEKAPCTBEH IIPOAYKT:
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ATC -KOJi | Mexgynapoano | Hauun na 3abenexxa | [Ipurexaren Ha | THproscko KosmuectBo | Mspka
HENATeHTHO - | HPHIOXKCHHE Pa3peIICHUETO HAUMEHOBAHHE | AKTHBHO
HAUMEHOBAHHE 3a ynorpeba BEIIECTBO
CO05BB56 Glucose, sodium | mapenTepanHa B. Braun - NATRIUM 500 ml
chloride Melsungen AG, | CHLORIDE
T'epmanus 0,9% +
GLUCOSE 5%
B.Braun

Komucusara ycTaHOBH, Ye IeKapcTBeHHS TIPOAYKT odepupal oT ydacTHUKET ,,COJIOME“ EOO/] e
3a/IMYeH TP aKTyamu3annsaTa Ha [Io3UTHBHUSA AEKApCTBEH CHMCHK, pHIokeHne Ne 2 cnes KpaliHaTta Jara 3a
nmoAaBaHe Ha odepTH.

ITpenBuzx ycraHOBEHOTO IIO-TOpe, KOMHCHATA Mpeljiara Ha BB3NOXKUTENS, Y4acTHUKET ,,COJIOMEJN®
EOO/I, na 6be oTcTpaHEH OT MpOLEAypara 3a Ta3u HOMEHKJIaTypa, Ha ocHoBaHue 4. 107, T. 2, OykBa "a" oT
3011, Twif kato e mpeActaBma odepra, KOATO HE OTroBaps Ha IPEJBApPHUTENHO OOSABEHUTE YCIOBHS 3a

H3IIBJIHCHUC HA MOPHUYKATA U CHIUAT HE C€ NOMYCKA N0 OTBAPAHE HA LICHOBOTO MYy IIPCIIONKEHUE.

9. PasriexnaHe Ha TEXHHYECKOTO mpeanoxenne mpeicrapeno ot ,JAHBHUOTEX“ OO] s3a
ob6ocolena mosunusa Ne 1 H mpoBepKa 332 CHOTBETCTBHETO MM ¢ NpeJBaPHTENHO 00SIBeHHTE YCIOBHSA B
CHLOTBETCTBHE ¢ Wl 56, an. 2 ot TITI30IL

Komucusita yCcTaHOBH, Ye YYaCTHHKBT € MOCO4YMN BBB (opMara "Texumdecko mpeanoxkeHue", 4e
TipeJiara cleAHUTE JeKapCTBEHY IIPONYKTH:

ATC- Mesicdyuapoouia Hauun na | 3aben Hpumexcamen na Tupzoscko Konuuecmeo Map
HenamenniHo aKmueHo
Koq npunodcenue | excka | paspemenuemo 3a ynompeba Haumenoganue Ka
HauMenosanue eenjecmeo
(CO9AA02|  Enalapril “‘*TP;‘;T;;“ ‘ Hr6uorex OO]I, brarapus Enpril 10 mg
C09AA02|  Enalapril “ﬁ‘;‘;*‘;:a ‘ Ur6uotex OO/, Boirapus Enpril 20 mg

B Tabnuuata He ¢a BKIOYESHH JIEKAPCTBEHATE POAYKTH, KOUTO ¢a 0(h)epHpaHH, HO KOUTO Ca OTIIAHAIN
or IlosutuBHua nexkapctBen cmuchk ([lpwioxenne Ne 2) ciesy xpaHHHS CPOK 3a HOfaBaHe Ha OQepTH.
Vyactaukst ,,MHBHUOTEX“ OOJl Hsama odepupaHd JIeKapCTBEHH INPOAYKTH, KOHTO €a OTIajHaIM OT
[Mosutusaua nekapcTBed crucek ([Ipunoxenne Ne 2) caen KpaliHus CPOK 3a TIOAaBaHE Ha OQepPTH.

K®pM TEXHHYECKOTO CH MpPERJIOKCHHE YYACTHHUKBT € INPHUJIOKHI H3HCKYEMHTE NEKIapalyH oOT
YOBJIHOMOILIICHATE TIPEACTABHTENH Ha NPUTEXATEINTE Ha PaspelleHMsTa 3a ynorpeba Ha JeKapCTBEHHTE
NPOAYKTH, Y€ Ca 3aMO3HATH C M3UCKBAHHMATA KbM JICKAPCTBEHUTE HPOJYKTH, KAKTO M C MOCOYEHHTE B
HpoLeAypaTa KOMUUECTBa 32 JICKAPCTBEHHUTE IPOIYKTH.

Cnen kato pasriefa noapoGHO npencTaBeHoTO OT yuyactrEKa ,JAHBUOTEX® OO]l TexHHYECKo
NpeMIOKEHHE U MPCACTABEHHTE KbM HEro AOKYMEHTH 1o obocobena nosuipst Ne 1, KOMHCHATA YCTAHOBH, Y€
CBINHUAT OTrORAPS HA OOABEHUTE OT BBHIIOKUTENS YCIIOBHS 3a U3IbIHEHHE HA NOPHYKATA M €€ JOIYyCKa J0
OTBapAHE Ha LICHOBHTE MPE/IOKEHHUS 33 BCUYKH NIPEJIOKEHH OT HETO JIEKAPCTBEHU TIPOAYKTH.

10. Pasriexaane Ha TEXHAYECKOTO npemioxkenne npeacraseHo ot ,,MHEUOTEX® OOJ 3a
ofocobena mosuuua Ne 2 # MPOBepKa 3a CHOTBETCTBHETO MM ¢ NPEIBAPHTENIHO 00sSIBEHHTE YCJI0BHA B
chLOTBETCTBHE ¢ WI. 56, aj. 2 ot IIII3OIL
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Komucusta ycraHoBH, Y€ yYacTHHKBT € IOCOYHA BbB (popmara "TexHmuecko
mpezara CleJHUTE JIeKapCTBEHH POAYKTH:

npeayioxesue”, ye

ATC - Meawcoyrapooio Hauun na | 3aben’ Ilpumencamen na Twpzoscko. Koausecmao Map
HEnamenmHo ) aKmueHo
Koxg npuaoxcenue | excka | paspewenuemo 3a ynompeba Haumenosanue Ka
HauMeHoeanue sewecmeo
\CO1EB17 Ivabradine Hﬂzga;:a Hubuorex OO/, Brirapus Corledin 7.5 mg
Telmisartan, | = o hama ' 80 mg/12,5
(09DA07| Hydrochlorothia | "POP Vin6worex OOJL, Buirapis Telsol Plus mg/12,
Zide TBBpIA mg
Telmisartan, N -
C09DA07| Hydrochlorothia ’II;’LI;)I[a ‘ Hnbuorex OO, brirrapus Telsol Plus 80 mg/25 mg | mg
zide

B ra6nunara He ca BKIIOYEHH JIEKApCTBEHHUTE NPOLYKTH, KOUTO ca oeprpaHul, HO KOUTO ca OTIa{HAJIK
or IlosutusHug -nekapcTBeH cnucbK ([Ipunoxenue Ne 2) crnen kpaliHMA CpOK 32 IOAaBaHE Ha o(epTH.
Vuactauxer ,,MHBHMOTEX“ OOJl HsMma ofeprpaHd JIEKApCTBEHH UPOAYKTH, KOUTO ca OTHagHAIHU OT
[MosuTuBHus NekapceTBeH cnuchK (IIpunoxkenne Ne 2) crieq kpaliHus cpok 3a mojasaHe Ha odepTH.

KbM TEXHHYECKOTO CH MpeANMKEeHHe YYaCTHUKBT € IIPHJIOKWI HM3MCKYEeMHTEe AeKIapanud OT
YITBIHOMOIIIEHHTE NPEACTABHTENH Ha NPHUTEXKATENMTe HA pa3pellieHusTa 3a ynorpeba Ha JeKapCTBEHHTE
OPOAYKTH, Y€ Ca 3alO3HATH C HM3UCKBAHWMSATA KbM JEKAPCTBEHUTE NPOMYKTH, KAKTO M C IIOCOYEHHTE B
DpoLeaypara KOJIA4ecTIRa 3a TEKAPCTBEHUTE IPOAYKTH.

Cnen xarto pasriega moapoOHO mpexncraBenHoro oT ydactHHka ,MHBHUOTEX® OOJ] texHuvecko
[peANOKeHHE H IPEACTABCHHTE KbM HETO JOKYMEHTH Mo 060cobeHa no3uuus Ne 2, KOMUCHATA YCTAHOBH, €
CBHIIMAT OTroBaps Ha OOSBEHUTE OT BB3NOKUTENS YCIOBUS 34 M3MbJHEHAE Ha NOPBUKATA ¥ C JOIyCKa 10
OTBApsIHE Ha [EHOBHTE TIPSIIOKEHHS 32 BCHUKH TIPEANOKEHH OT HETO JIEKAPCTBEHH NPOIYKTH.

11. PasraexaaHe Ha TEXHHYECKOTO NpelIokenHe mpeacraseHo or ,,MEIEKC* OOH 3a
obocobGena nozunus Ne 1 ¥ npoBepKka 3a CLOTBETCTBHETO MM ¢ HPEABAPHTEIHO O0SIBEHHTE YCIOBHA B
CBOTBETCTBHE ¢ W1 56, an. 2 ot II30IL

KomucusTa yCTaHOBH, Y€ YYaCTHMKBT € TMOCOYMI BBB (popmara "TeXHHMYECKO NpEmIOKeHHe", ue

npeanara cieAHATE JEKapCTBEHH TPOMYKTH:

ATC - Mesicoynepoono Hauunna | 3aben Ilpumescamen ne Twpoecko Keawuecmao Map

Koq Henamenmio npunodcenue | exncka | papewienuemo ia ynompeba | Haumenosanue aKmUGHO Ka
Haumenoeanue senjecmeo

. Canodu benrapus EOO/],

COIBDO01| Amiodarone N2peHTepaHa . _ Brrapus Cordarene 150 mg/3 ml | mg

; . | | Hameln Pharma Plus GmblI, Furosemid 10 mg/ml - 2
(C03CA01| Furosemide napenTepaia | Tépmanns Hameln ml

. . 1 mg/ml -5

C07AB02| Metoprolol MGPEHTCpaIia Anudapm EAJ], Benrapus METOCOR nl mg
C08CA06|  Nimodi e - Bayer AG, Tepwmm | NmoopS, | g mg/50 ml

imodipine napeHTepaiHa ayer AG, I'epmanus ‘ O = mg

C08CA06| Nimodipine “i‘;‘;ﬁ;a Bayer AG, [epmasns ! NIMOTOP § 30 mg

— !

B Tabnunara He ca BKIIOYEHH JEKapCTBEHUTE NPG/IYKTH, KOHTO ca ohepHpaHH, HO KOMTO €a OTIalHaIu
ot ITosutuBHHUS nekapcrBed cnucsk (TIpumoxenue Ne 2) ciiel KpaliHus CpOK 3a MOJIaBaHE Ha OhepTH.




KbM TEXHHYECKOTO CH TpPEeANOXKEHHE YYAaCTHHKBT € TPWIOKAI HM3MCKYEMMTC JEK/Iapalud OT
YITBIHOMOINEHUTE TIPEICTABUTENH. HA NPHTEXKATEJNHATE HA PaspellleHusTa 3a ynorpeba Ha JIeKapCTBEHHTE
HOPOAYKTH, Y€ Ca 3aro3HATH ¢ W3HCKBAHHMATA KbM JIEKAPCTBEHUTE MPOAYKTH, KAKTO M C IIOCOYCHHTE B
IpoleayparTa KOJIMYeCTBA 32 JIEKAPCTBEHHTE NIPOAYKTH. '

11.1. KoMHCHATA YCTaHOBH, Y€ YIACTHHKET € TOCOUYMN BB (opMaTta "TexHuyecko mpeioxenue”, 4e
mpeAnara clieIHUs JeKapCTBEH npd;[yKT:

ATC -KOJ | Mesxaynaponso | Hauwn Ha 3abenexka | Ilpurexaren va | Trproscko Kosmyecreo | Mapka
HEerlaTeHTHO HPUICHKEHUC paspewmeHreTo HAHMEHOBAHKE | AKTHBHO
HAUMEHOBAHHUE 3a ynorpeba BEIIECTBO

C05BB56 Glucose, sodium | maperTepanHa B. Braun NATRIUM 500 ml
chloride . Melsungen AG, | CHLORIDE

T'epmanus 0.9%+ _
GLUCOSE 5%
B.Braun

KoMucHsTa YCTaHOBH, Y€ JIEKAPCTBSHUST MPOAYKT odepHpan oT ydacTHuksT ,,MEJIEKC* OO/ e
3aIIHYeH NPU aKTyalu3aluaTa Ha [To3MTHBHESA NekapCTBeH CIHCHK, npuiokenne Ne 2 ciex kpaiHaTa fata 3a
nofaBane Ha odepTy. V

Tlpensuy yCTAHOBEHOTO MO-TOPE, KOMHCHSATA Mpeara Ha Bb3JOXKHTENd, y4aCcTHHKBT ,,MEJIEKC*
OO]1, na 6B/e OTCTpaHeH OT MPOLEAYpaTa 3a Ta3H HOMEHKIaTypa, Ha ocHosaHue 4. 107, T. 2, Gyksa "a" ot
3011, Th# KaTo e mpeACTaBHA odepra, KOATC He OTroBaps Ha TNPEABapUTENHO OOSBEHHTE YCINOBHS 3a
U3IIBIIHEHWE HA MOPHYKATA W CHIUAT HE Ce NONycKa A0 OTBapAHE HA LIEHOBOTO My TIPEJIIOKCHHUE.

Tlo oTHOLIEHNE HA BCHYKH OCTAaHAJIHM JIEKAPCTBEHH MPOAYKTH OT obocobeHa nmosunus Ne 1, obhepupanu
OT YYACTHHMKA, KOMUCHSATA pasriesia NOApOoOHO HanpaBEeHWUTE IPEAIOKEHHS U NPEACTABEHUTE JOKYMEHTH H
YCTAHOBH, Y€ OTrOBApsIT Ha OOSIBEHUTE OT BB3IOKHMTENIA YCIOBKS 32 H3MTBIIHEHAE HA MOPBYKATA U YIACTHUKBT
L.MEJIEKC“ OO/] ¢ nonycHaT 10 OTBapsiHe Ha IEHOBHTE MM NPEAIOKEHHIA.

12. Pasrnesciame HAa TeXHHYeCKoTO npemioxkenue nperacraseno or ,MEIAEKC“ OOJ 3a
obocofeHa mo3umua Ne 2 ¥ NpPOBepKa 3a ChOTBETCTBHETO HM C NpeABAPHTEHO 00SBEHHMTE YCIOBHS B
CchOTBETCTBHE ¢ Wi 56, aj1. 2 ot IIII30IL

KomucusTa yCTAaHOBH, Y€ YYaCTHHKBT € mocounn BB ¢opmara "TexHU4YeCKo NPEemIOKEHHE", 4e
Tpe/iiara CIEAHUTE JSKapCTBEHH TPOIYKTH:

Mexncoynapoono Konuuecmeo
ATC - YHep Hayun nua | 3aben Ipumexcamen na Twpzoscko Mnp
HenameHmHo AKmMueHo
Koxq npunoxcenue | excka | paspewienuemo 3a ynompeba Haumenosanue Ka
Haumenosanue seuecmeo

Warsaw Pharmaceutical Works MIN 40 mg/ml - 5
Polfa S.A., loxma 2 0L% WZF ml

~01CA04 Dopamine napeHTepanHa mg

B Ta6auMuaTa He ca BKIIOYESHH JIeKapCTBeHUTe MPOTYKTH, KOWTO Ca o eprpaH, HO KOATO ca OTHAHATHA
ot IlosuTuBHus nexapcTseH cnuchbk (IIpunoiexue Ne 2) cyen kpaiinusa Cpok 3a noxasane Ha ogepra. Ilo
obocobeHa HOSl/IHI/IHV.N‘__’ 2, yaactHukbT ,, MEJIEKC* OO/] HsiMa ocpupann NeKapcTBEHH MPOLYKTH, KOUTO ca
otnagHanu ot IlosmTusHus nekapctBeH cnuchk (IIpunoxkennme Ne 2) chex KpaiHHA CPOK 3a MOJaBaHe Ha
odepru.

KbM TEXHHYECKOTO CH NPEINONKCHUE YUACTHHKBT € [PUIIOKAN WIUCKyeMHTe JeKNapaluH OT
YITBIHOMOILUEHHTE TIPEACTABUTENM . HA TPHTCKATENNTE Ha Pa3spelUCHHATd 3a ynorpeba Ha JCKAapCTBEHHTE
IPOIYKTH, Y¢ Ca 3al03HATH C W3WCKBAHMATY KBM JIEKAPCTBEHHTE TIPOJAYKTH, KAKTO H C IIOCOYCHHMTE B
mponeaypara KOJIYeCTsa 34 JICKAPCTBEHUTE MPOLYKTH.

Cnep karo pasrimens nonpoGHO mpeacrasenoro or yuactHuka ,,MEJIEKC® OO/ texnudecko
NpeNIOKEHHE H NPEACTABEHHTE KbM HEro ZJOKYMEHTH N0 060cobera no3uuust Ne 2, KOMHCHSTA YCTaHOBH, 4e




ChIIUAT OTTOBapsa Ha 0OSBEHHTE OT Bh3JI0KHUTEIL YCJIOBHS 3a U3NBJIHCHHC Ha NOpbLYKATa U CE NOMyCKa 10
OTBApsSIHE Ha ICHOBOTO MY HPEATIOKCHHUE 3a IPSANTOMKEHHA OT HET'O JICKAPCTBCH MPOAYKT.

13. Pasryieskaane Ha TEXHHYECKOTO NpeAJOkKenne npeacrageHo ot ,[IPO ®APMAILIUAS“ EOOJ
3a 06ocobeHa mosunus Ne 1 u MpoBepKa 32 CHOTBETCTBHETO HM C NPeIBAPHTEIHO 00siBEeHHTE YCJIOBHA B
CHOTBETCTBHE ¢ 9J1..56, aa. 2 or ITIII3OIL.

KoMucHaTa yCTAHOBH, 4€ YYACTHHKBT € MOCOYMI BbB (opMata "TexXHHUecko MpeaiokeHue", ue
TIpeAnara cIeAHus JIEKApCTBEH NPOAYKT:

ATC -KOJ | Mexnynaponao | Haumiga - ~|'3abemexkxa | Ilpurexarenna | Teproscko Komauectso | Mspka
HETATEHTHO HPHIIOIKEHNE : paspellleHHero | HAMMEHOBAHME | aKTHBHO
HAHMEHOBAHWE 3a ynorpe6a BEIIECTBO

C05BB356 Glucose, sodium | mapenTeparna B. Braun NATRIUM 500 ml
chloride ) . ‘Melsungen AG, | CHLORIDE

Fepmanus 10,9% +
! ' GLUCOSE 5%
B.Braun

KoMucusta YCTAaHOBH, e JIEKapCTBEHUS NPOLXYKT odepupad OT y4acTHUKBT ,[IPO OAPMAIIMA*
EOO/I e 3anuueH npH akTyaiu3anusaTa Ha [To3WTHBHUS IEKapCTBEH CIUCEK, NpUoxKenHne Ne 2 ciien kpaidHara
JlaTa 3a nogaBane Ha oepTH.
IlpenBua YCTAHOBEHOTO MO-TOpe, KOMHUCHATA INpeAjara Ha BB3JOXKHTENA, YYacTHHKBT ,,IIPO
OAPMAIMS® EOQ/]; na Gbe OTCTpaHeH OT mpolleAypaTa 3a Ta3sH HOMEHKJIATypa, Ha OCHOBanMe 4. 107, T.
nLn

2, 6ykBa "a" ot 30Il, Tbit kaTo e NnpelcTaBHl odepra, KOSTO HS OTroBaps Ha IIpe/BApHTENHO OOSBEHHTE
2
YCIIOBHS 33 H3UBIHEHHE Ha TOPBUKATA H CEILMAT HE Ce JIONyCKa 10 OTBAPSAHE Ha UEHOBOTO My MPEIOKECHHE.

14. Pazrae:xaasie Ha TEXHHYECKOTO npeiiokenne npeacTasedo ot , T bPIOBCKA JIUI' A-T AL
AJl 3a 060coGena mo3unusa Ne 1 1 mpoBepKa 3a CbOTBETCTBHETO UM € NPEIBAPHUTE/IHO 00sSIBEHATE YCJIOBHS
B CHOTBETCTBHE ¢ 4. 56, a1, 2 ot TITI3OIL.

KompucHaTa yCTaHOBH, Y€ YYaCTHHKBT € MOCOUMNI BbB (opmara "TexHudecko npemnoxenue", de
npeiara Ci¢AHATE JIEKAPCTBEHH TPONYKTH:

ATC- Meaicoyuapoono Hauur na | 3aben Hpumescamen na Tvpzoscko Komugechan Mnp
HEnaAMeHInHe AKMUGHO
KoXq npunocenue | exjcka | . paspewienuemo 3a ynompeba naumenosanue Ka
HauMmeHosanue seujecmeo
i Y Yaitkadapma
C01BC04| Flecainide | tiepopartHa - BrcoxokauecTBeHUTE ICKAPCTBA Amaarhyton 150 mg
TEBpA2
- AJl, Bearapus B
A Yaikadapma [
‘C01BC04 | Flecainide Pop BuCOKOKaYECTBEHATE JIEKAPCTBA Amarhyton 100 mg
TBEDAA
N AJl, brirapus
SOGDAIE . Yaiixadapma
C01BC04| Flecainide fepopaHa | BHCOXOKau&CTBEHUTE JIEKAPCTRA Amarhyton 50 mg
TBEPAA .
AJl, bearapus 3
) Yatixadapma 10mg/ml-
C03CAO01| Furosemide TIapenTepaIta | BHCOKOKQUECTBEHHTE CKapCTHA FUROSER 2ml mg
' | . AL, Benrapmsi m

B TabIMnaTa He ¢a BIUOYEHY JeKaPCTECHUTE IIPOAYKTH, XOUTO ¢a odepUpaHi, HO KOUTO Ca OTIaIHAIH
ot [losuTuBHES nekapcTBeH c¢muchk (IlpunoxeHue Ne 2) cnel KpaiiHEs CPOK 33 IO/iaBaHE Ha O(QepTH.
VuactHUKET ,, [BPTOBCKA JIUTA-T'ALL* AZ§ Hama odepHpaik AeXapcTBEHM NPOAYKTH, KOHTO Ca OTHAJHAIH
ot IMo3uTuBHEA fekapcrsed crnuchk (IIprnoxkenue Ne 2) cnes kpaliHAs cpok 3a noadsaHe Ha odepru.
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KBbM TEXHHYECKOTO CH NPEIJIOKCHUC YYAaCTHHKBLT € IPUIIOKH/ H3HCKYEMMTE JeKjapaluy OT
YITBTHOMOIIEHHTE [PEACTABHTENN Ha IPUTEXATENNTe HA Pa3spelleHMATa 3a ynorpeba Ha JIeKapCTBEHHUTE
IIPOAYKTH, Y€ Ca 3al03HATH C HM3MCKBAHMATA KbM NEKAPCTBEHHTE NMPOAYKTH, KAKTO M C IOCOYEHHTE B
TIPOLIEYpaTa KONMYECTBA 3a JIEKAPCTBEHATE POAYKTH.

' Crnen xato pasriiena noapobHo npexcraBemTe oOT y4vacthuka ,, ThbPTOBCKA JIMTCA-TALT* AJl
TEXHHYECKH TPEJIOKEHUsS U TPENICTABEHATE KbM TAX JOKyMeHTH No obocobeHa mosuuus Ne 1, koMucHsATa
YCTAHOBH, Ye CBHIIUAT OTTOBAps Ha OOSBEHUTE OT BB3NOXKHTEIS YCJIOBHA 33 M3NbIHEHHE HA NOPHYKATA H CC
JIOTIyCKa 10 OTBAapsHE Ha IEHOBHTE MY TPEIIOAKEHHs 33 IPEUIOKERUTE OT HETO JIEKAPCTBEHU TIPOYKTH.

15. Pasriexaane H2 TeXHHYECKOTO NpeAJioxeHHe mpeacraBeno or ,,0bOHUKC ®APMA“
EOO/ 3a oGocodena uormumf Ne 1 u npcBepka 32 CHOTBETCTBHETO HM € NPEJBAapHTENHO O0sIBEHHMTE
yCJIOBHSI B CHOTBETCTBHE ¢ 4. 56, aa. 2 ot IIMI30IL

KoMHUCHSATA yCTAHOBH, Y€ YYaCTHHKHT € MOCOYH) BbB (hopmara "TeXHHWYECKO NpENnokeHue", ye

npejiara CIeHATE TeKapCTBEHN TPOAYKTH: -

ATC - Memcoyuapoduo Hauun na | 3abene IIpumesicamen na Tvpzoscko Konuyuecmaeo Map
Henamenmuo AKMUBHO
Koa npunoyceHue | Jcka | paspewtenuemo 3a ynompeba naumenosanue Ka
HOUMEHOGaHUE semecmeo

CO1AA08| Metildigoxin | [CPOPHa Riefiiser Arsmetmiyiel HG; LANITOP 0.1 meg
TBBEpAA I'epmanns

('01BD01| Amiodarone | mapestepama Canodm Brarapux EOOT, Cordarone 150 mg/3 mi | mg

| Brarapua

COIBDOI| Amiodarone | [CPOPAIRA Caoda Bsarapis EOOLL | corpaARONE 200 | mg
TBBPJA bbirapus [

C02AC05| Moxonidine {IEpOpaIHL Axrapue EAJ, Brirapus Moxotens 04 mg

1 TBHPIA

CO2ACO05| Moxonidine v ’r[eg;;; a;;{a Axrasuc EAJ], Buarapus Moxotens 0.2 mg

(C02AC06| Rilmenidine Tiepopa.Ha Teva B.V., Hinepian s Rilmenix 1 mg
TBBpIA

C03AAO3 Hydrocmoroﬂna TICpOpaTHa Axrasic BAJ, Boirapws DEHYDRATIN 25 e

zide TBEPHA | NEO
T I
C03BAI1l| Indapamide uegl%a;:a ‘ Axrasuc EAJ], Bearapus INDIPAM 25 mg
. , . . TepopaiHa . T INDIPAM SR 1,5

(C03BA11| Indapamide TEEDIR Axrasuc EAJ], Bearapud MG 1.5 mg

ICO3BA11| Indapamide neg:b[;a;;a » Exotapm I'pyit AJl, Buarapust Indolen SR 1.5 ang

CO3BA11| Indapamide nf;;:;;;a;:a KRKA. d.d., CnoBenua RAWEL SR 1.5 mg

. L Accord Healthcare Polska Sp. Furosemide | 10 mg/mi -
C03CA01| Furosemide [EpEHTSpaNHa 2.0.0,, Toyma e | > ml
C03CA01| Furosemide nﬁi‘;)a:;:a Akrasnc EAJL, Bearapus | Furantril 40 mg




Menarini International
IC03CA04| Torasemide IapeHTepanHa Operations Luxembourg S.A., TRIFAS 10 mg/2 ml | mg
JIrokcemOypr
Menarini International
IC03CA04| Torasemide HapeHTepaTHa Operations Luxembourg S.A., TRIFAS 20mg/4 ml | mg
JIroxcem6ypr
3 v . nepopaiHa SPIRONOLACT
CO3DAO01| Spironolactone TEEpIA Axrasuc EAJ], Brarapus ON ACTAVIS 25 mg
C03DA01| Spironolactone rl'c‘pop‘anua Accord Healthcare Polska Sp. Spironolactone 25 mg
“TBEPHA 2.0.0., [Toama Accord
C03DA01| Spironolactone nepopaisa ~ Accord Healthf:are anted, Spironolactone 50 mg
. TBBpAA ObenuncHo Kpanctso Accord
Triamterene, g
ICO3EA01| Hydrochlorothia pepopamid Axrasuc EAJ], Bearapns DIURETIDIN 25mg/12.5m mg
zide TebpIa o g
Triamterene
. HepopaiHa , § TRIAMPUR | 25mg/12.5m
ICO3EA0Q1 Hydro;:ihc{:rothla tEpia Exodapm P'pynt AJl, Bearapua COMPOSITUM . mg
(CO4AD03| Pentoxifylline “‘f[‘;f;a;:a G. L. Pharma GmbH, Ascrpus Vasonit 600 mg
: . 3 niepopansa Actavis Group PTC ehf,, .
ICO4AEQ2| Nicergoline TERpIA Ay Nergolin 10 mg
. . HepopaiHa Actavis Group PTC ehf,,
CO4AEQ2| Nicergoline —— Wcnas s NERGOLIN 10 mg
C04AX21| Naftidrofuryl “ﬁf;};a;:a Merck Sante S.A.S, ®pasmms | DUSODRIL 100 mg
2 TepopaiHa Accord Healthcare Polska Sp. Propranolol
C07AA05| Propranolol v 2.0.0,, Hoxma Accord 40 mg
. TiepopaiHa Actavis Group PTC ehf, Propranolol
CO7AAQ05| Propranolol TREDI cnarmus Actavis 20 mg
o nepopanHa i - Propranolol
ICO7AA05| Propranolol TEEpIa Axraeuc EAJl, byarapua Actayis 40 mg
3 nepopaia EGIS Phérmaéeuticais PLC, :
ICO7AB02| Metoprolol - Vurapus EGILOK 50 mg
ICO7AB02|  Metoprolol negl;;)a;;a Anudapm EAJL, Boarapus Metocor 100 mg
CO7AB02|  Metoprolol ng;(l;;a;;a Anudapm EAJl, Brirapus Metocor 50 mg
y nepopan=a Accord Healthcare Polska Sp. | Metoprol tartrate
C07AB02 Metoprolol TEBpIa z.0.0., Tonma Accord 100 mg
47.5 mg
(cpOTBETCTBA
(C07AB02| Metoprolo! JIEPERatEa Teva B.V., Hapepnanjus Suceiprol mg m Ha 50 mg
TEBRpA2 metoprolol
tartrate)
95 mg
5 _ (choTRETCTBA
CO7AB02|  Metoproiol fepopanka Teva B.V., Hugepnannuas Succiprol m Ha 100 mg
TBEPAQ
metoprolol
tartrate)
CO7ABO7 Bisoprolol ﬂe_rl;%;f:a J Exoapm [pym AJl, Bearapus Bisolen 10 mg
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C07ABO7 Bisoprolol ne&(;;;a;:a Exodgapum I'pyn AJl, Brarapua Bisolen 5 mg
S . mepopaiHa Actavis Group PTC ehf,, .
(C07AB07|  Bisoprolol TBEPIA HcTanm Blokbis 10 mg
C07AB07|  Bisoprolol [EPopaIHa Actavis Group PTC.ehf,, Blokbis 5 mg
TBHPJA Ncnannys
. . nepopanHa Actavis Group PTC e¢hf., .
(C07AB07| Bisoprolol - 7 p— Blokbis Cor 5 mg
L . nepopaiHa Actavis Group PTC ehf., e
KC07AB07|  Bisoprolol TEEpIE Hicnamms Blokbis Cor 2.5 mg
C07AB07|  Bisoprolol NEpOpAnHa | Mepx Brarapus A/, CONCOR 10 e
TBBPAA Brrapus
C07ABO7| - Bisoprolol TiepopaitHa Mepx Br.rapusa EAZL, CONCOR 5 mg
TEEPAA brnrapus
C07AB07|  Bisoprolol Tiepopa.tHa Mepx Burapus EATL, CONCOR COR 5 mg
TBBEpAA Denrapust
C07ABO7|  Bisoprolol uepoparia Mepx brarapus EAL, CONCOR COR 25 mg
TBBEpAA Beirapus
(07AB07|  Bisoproloi Tepoparia Mepx Enaraps EALL, Concor 5 mg
TBEPJA bearapus
C07ABO7 Bisoprolel ne;(;};a;:a “Teva B.V.; Hunepnauaus TevaBisoprol 5 mg
CO7ABO7 Bisoprolol ne’rl;(z;a;;a Teva B.V., Huaepnasaas TevaBisoprol 10 mg
C07AB07|  Bisoprolol (EpUpAIHA Alecard LICAIthcAR: POISER 5. Bisoprolol Accord 2.5 mg
TBBpIA 2.0.0., [Tonima
; . nepopantHa Accord Healthcare Polska Sp. .
C07ABO7 Bisoprolol THLpIA z.0.0., Tlontma Bisoprolol Accord 5 mg
(C07AB07|  Bisoprolol fiepopaiia Accord Healthcare Polska Sp. Bisoprolol Accord 10 mg
TBBpAA I z.0.0., [lomma
; . fiepopaiHa o . NEBIVOLOL
CO7AB12 Nebivolol TEBDIA Axraeuc EAJI, boarapus ACTAVIS 5 mg
'07ABI12 Nebivolol Ticpopaiia Teva B.V.. Huagepnanaus Nebivolol Teva 5 mg
TBBpIA
CO7ABI2|  Nebivolol “iﬂi‘;’a;;*a Exotapm pyn AJl, Bwirapes NEVOLEN 5 mg
Bisoprolol, 10 - . T
COTBBO7| Hydrochlorothia | “POPATRa | piojes | Mepi Barapia BAJL, LODOZ 10me/6.25 |
. TBBpAA benrapus mg
zide . S5mg
Bisoprolol, - 5 :
IC07BB07| Hydrochlorothia nc-,:g(;})an:a mg/6,2 Mepx E;J'[I::gpz: EAlL LODOZ 5 mg/6.25 mg
zide DA Smg P mg
Nebivolol, ) - P v
C07BB12| hydrochlorothiaz fepopana Actav1sp§;roup PICELE, Nevotens plus 5mg/12.5 | mg
ide TBBpIA CITAHTHS
: .. TepopaHa - . . = B Amlodipine
ICORCAO1| Amlodipine TEEDIS i Exodapm I'pyn Ajl, Brnrapus | Ecopt 5' mg
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CO8CAO05| Nifedipine He:;(;%?;a Exotapm ['pyn AJl, brarapns CORINFAR 20 mg
CO8CA06| Nimodipine HapeHTepanya Bayer AG, I'epmaniist Nimotop S 10 mg/50 ml | mg
C08CA06| Nimodipine ”ﬁ‘;ﬁfa Bayer AG, Tepmanns NIMOTOP $ 30 mg
(C08CA09| Lacidipine | UPopamHa GlaxoSmithKline (Ireland) Lacipil 4 mg
TBBpAA Limited, Hpnanmus
. e flepopaiHa Actavis Group PTC ehf,, .
CO8CA13| Lercanidipine REpma Honanms Lecalpin 20 mg
CO8CA13| Lercanidipine | TCPOPATHA Aletayss Group FTC ERE. Lecalpin 10 mg
TBBpAA Hcnanaus
C09AA02 -Enalapril ne;il;a;:a Exodapm ['pyn AL, bearapust Laprilen 10 mg
C09AA02 Enalapril "?‘;ﬁ)?:a Exodapm ['pyn AJl, benrapus laprilen 5 mg
CO9AAD2 Enalapril fiepopaiia | Axrasuc EAJ], brarapus Renapril 5 mg
TBBpIA |
| =
I
ICO9AAD2 Enalapril ncg')b};a;:a ’ Axrasuc EAJ], Benrapua Renapril 10 mg
C09AA02|  Enalapril “?:;%?;’:‘a Akrasuc EAJI, Brarapas Renapril 20 mg
CO9AAD2 Enalapri! negzl;a;l;m Hu6uorex OO/, bunrapus Enpril 10 mg
C09AA02|  Enalapril “i‘;‘lli;";:a Hu6uotex OO, Brirapusa Enpril 20 mg
"09AA03 Lisinopril ﬂeT;;(;;;a;:a Axrasuc EAJl, bearapus Linipril 10 mg
i
C09AA03|  Lisinopril “"T’;‘ii?;a | Axvasac EAJI, Brarapus Linipril 5 mg
C09AA03|  Lisinopril “ﬁ‘;‘;f;‘:a Axrasuc FAJL Goirapus Linipril 20 mg
CO9AA05|  Ramipril “i‘;i%a;:a " Axrasuc EAJ], Bearapus Vivace 10 mg
CO9AAQ05 Ramipril n‘eﬁ:g;a;:a ‘Axraauc EAJ], Brarapui Vivace 5 mg
CO9AALS Zofenopril TepopanHa Berlm—_Chenue‘AG (Menarini ZOFEN 75 mg
TBLPA Group), ['epmanns
Enalapril, - 20 o
(C09BA02| Hydrochlorothia “?f;ﬁ%";g*a mg/12, | KRKA, dd., Cropenus Enap HL 20 mrf; 125 | e
zide Smg
Enalapril, - : 20 v
("09BAO02| Hydrechlorothia negfﬁl;;a;:a mg/12, Axrasuc EAJT, benrapus Co-Renaprii 20 n;ng;l 25
zide - - 5mg
Lisinopril, NS 20 _ ,
C09BA03| Hydrochlorothia ““Tl';‘;‘;a;‘:“ mg/12,|  Axrasuc EAJ], Bearapus Co-Linipril | 2° “;ilz’s mg
zide 5mg =
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Lisinapil, HepopanHa o - 10 mg/12,5
(C09BAO03| Hydrochlorothia TI;T)p a “ | mg12, Axvasuc EAJ], Berrapus Co-Linipril ’ mg
zide PA Smg - mg
. . 5 S
. Perindopril, nepopaiHa . ey 5 mg/1,25
C09BA0O4 Indapamide TEEpIA n;gllég,!Z Teva B.V., Hugepnanaus Zaprinel Plus mg mg
Fosinopril, Qwiss Cesk i
(C09BA09| Hydrochlorothia | TCPOPAIHE Pharma Swiss Ceska Repudlixa | noNoZIDE | 20 mg/12,5 | mg
zide TBBPAA s.r.0., Yemka pemyGnika

B TabnmiiaTa He ca BKIIOYEHH JIEKapCTBEHUTE IIPOTYKTH, KOUTO ca o(pepupaHu, HO KOUTO ca OTIAJHAIH
ot ITosutusHus nekapcteed cmuckbk ([Ipminoxenue Ne 2) cex kpaliHus cpok 3a nosiaBane Ha oeprH.

KBM TEXHHYECKOTO CH TpEJOKEHHE YYACTHHKBT € IIPHJIOKHI H3HCKYEeMHTE [EKIapalH OT
YII'BJIHOMOLICHATE MPEACTABHTENH HA IIPHTEXATCINTE Ha PaspellcHUsTa 3a ynorpeba HA JEKapCTBEHUTE
TIPOIYKTH, Ue Ca 3AMI03HATH ¢ MBHCKBAHWATA KBM JIEKapCTBEHHTE NPOAYKTH, KAKTO M C IOCOYECHHTE B
TIpolleaypaTa KoJIH4eCTBa 3a JIEKAPCTBEHUTE MPOJYKTH.

15.1. KoMucHsTa yCTAHOBH, Y€ YYACTHHKBT € TOCOYMI BB (hopmara "Texnnuecko npeaioxeHue”, ue
Apeiara cIeIHus 1eKapcTBeH IPOIYKT:”

ATC -KOJ | Mexnaynaponso | Haunmn Ha 3abenexka | Ilpurexaren na | Tsproecko Konuuecrso | Mspka
HETATEHTHO HPUIOKCHEE paspenIeHHeTo HAaHMCHOBAHHUE | AKTHBHO
HAaUMEHOBaHHC 3a ynotpeba BEILIECTBO
C05BB356 Glucose, sodium | mapeHTEpaIHa B. Braun NATRIUM 500 ml
chloride Melsungen AG, | CHLORIDE
T'epmanis 0,9% +
GLUCOSE 5%
B.Braun

KoMucuaTa ycTaHoBH, ye JIeKapCTBeHHs. HpoayKT odepupan oT ydacTHUKET ,,ObOHUKC ®APMA®
EOO]] e 3anuued NpH aKTyalu3auuata Ha [T03NTHBHUSA TE€KapCTBEH CIUCHK, Tpunoxenye Ne 2 crienl kpakinara
JaTa 3a nojaBage Ha ohepTi.

[lpeaBua YCTGKOBEHOTO MO-TOPE, KOMECHATA TpEJUiara Ha Bh3JIOXMTENs, Y4acTHUKBT ,,ObOHHUKC
®APMA“ EOO/I, na Obe OTCTpaHeH OT mpolleypaTa 3a Ta3d HOMEHKJIATypa, Ha ocHoBanme wi. 107, T. 2,
6yxBa "a" ot 30T, Thil Kato e mpeACcTaBIII OdePTa, KOATO HE OTTOBAPS HA MPEIBAPUTENHO OOSBEHHUTE YCIOBHS
3a M3MbLIHEHHE HA IOPHYUKATA H CHIIHAT HE Ce JOTYCKa JI0 OTBapsHe Ha LIEHOBOTO MY IPE/IOKEHHE.

15.2. B Texnumeckomo Bu npednoscenue no obocobena nosuyus Ne 1, cme odepupanu crednama
HOMEHKNAMYPA 1 CReOHUME Jzexapcrhéeﬂu NPOOYKMY, BKIIOUERY 8 HESL.

Mexcoynapod
ATC - o Hauus na 3abesi Hpumesicamen na Twpzoecke Koausecmao Map
Kong fenamenting npunoxcenue | excka | paipeuwenuemo 3a ynompeba HAUMEHOGARUE SR Ka
HAQUMEHOBAHU : sewecmao
e
fepopatHa EGIS Pharmaceuticals PLC,
C07AB02 | Metoprolol | - Varapus EGHLOK 50 mg
CO07AB02 | Metoprolol _"i?;f:::? | Anedapm EAJY, Buarapas Metoeor 100 mg
| - ! _
CO7ABOZ | Metoprolol “?B‘:f'[f;’:a | Axudapm EAJL, Bnarapus Metocor . 50 mg
TepopaTHa - Accord Healthcare Polska 8p. | Metoprol tarirate I
iabez | Metoprolal * TEBPIA 7.0.0., [fomua . Aceord 100 me
B ! | nepe aﬁHa' ' T 47.5mg
C07AB02 | Metoprolol  Tepop a Teva B.V., Hugepnaunns Saceiprol mg (chOTBETCTBA
‘ - TERDA _ v J . 1 Ha 50 mg

31|Page



metoprolol
tartrate)

95 mg [
- (croTBETCTBA |
Teva B.V., Hunepnanaus Succiprol m sa 100 mg
metoprolol
- tartrate) |

15.2.1. Buono om zopnomo, 3a masu HOMEHKIAmypa cm? oghepupan rexapcmeen NpPOOyKm Ha
RPUMENCAmens Ha paspewenue 3a ynompeba Aaud)apM EAT, szzapwz ¢ mbp2oscko naumernosanue Metocor,
c xonuwecmso axmusno sewecmeo. 100 mg u Metocor, ¢ xonuwecmeo axmueno eewyecmeo: 50 mg.
IIpooyxmume Metocor, ¢ KORUHECTNBO GKMUBHO 6EWeCmBo; 100 mg u Metocor, ¢ xoruuecmeo axmueHo
gewgecmeo: 50 mg ca 3anudeny om Ilozumusnus nexapcmeen CnucwK, przoofceuue No'2 cned kpaiinus cpox 3a

nepopansa

C07AB02 | Metoprolol
TBBpP/Ia

nooasaiie Ha od)epmu ,

IlpenBua yCTaHOBEHOTO HO-TOpe, KOMHCHATA NpeNjara Ha BB3IOKMTENS, y4acTHUKBT ,,ObOHUKC
®APMA“ EOOJ, na 6B1¢ OTCTpaHEH OT MpoLefypara 3a JIekapCTBeHUTe NPOAyKTH Metocor, ¢ KOIUYECTBO
aKTUBHO BemecTso: 100 mg 1 Metocor, ¢ KOJIM4EeCTBO AKTHBHO BEMIECTBO: SO mg, ¢ ATC C07AB02, HaunH Ha
TPHIIOXKEHHE: IEPOpaIHA TBLP/IA Ha ocHOBaHHe 4n. 107, T. 2, 6yksa "a" ot 3011, ThH Kato e mpeacTaBui odepra,
KOSITO HE OTrOBaps Ha NPefBApPUTCIHO OOSBCHUTE YCTIOBHS 32 M3MNBJIHEHHME HA NMOPHYKATa U CHINUAT HE Ce
JIOIIyCKa N0 OTBapsiHE HA LEHOBOTO MY NIPEJUIOKEHIE.

15.3. B TexumueckoTo Bu npepnoxenue 110 obocobena mosumus Ne 1, cre odepupany creanara
HOMEHKIIATYPA H CIEAHNTE JIEKAPCTBEHH MIPOJYKTH, BKIIOUYCHH B HEA:

Mescoynapod
ATC - HO Hauun na | 3aben Ilpumexcamen na Twvpeoecxo Konuuecmso Map
Henamenmuo AKMUGHO
Koxg rpunoxcenne | evicka | paspewienuemo 3a ynompeba HOUMEHOGAHUE Ka
HauMenoeaHu seujecmso
e -
. nepopaiHa Actavis Group PTC ¢hf, .
CO07AB0O7 | Bisoprolol TEEpIA ‘ Menammms Blokbis 10 mg
CO07ABO7 |  Bisoprolol flepopaita Actavis Group PTC chf., Blokbis 5 mg
TBEDAA Hcnangns
C07AB07 | Bisoprolol | MEPOPATHa ActaviSiGroup PTC ehf; Blokbis Cor 5 mg
. TBbpia . | v Heaanpna
|
CO7AB07 | Bisoprolol | "CPOPATH2 Actavis Group PTC ehf, | gy 1 pic oo 2.5 mg |
. TBBpRA . ‘ HAcenangus |
1 | ) |

BuOHo om zopuomo "3a mMasu HoMewkIamypa, cme O@epupany iexapcmeenume npoOyKmu HA
HpUmMedICamenst Ha pa3pemeﬁuemo 3a ynompeba Actavis Group PTC ehf. Hcnawous, koumo ca HQIU4HU 8
Hosumusnus nexapcmeen cnucok, punosiceriue Ne 2. Komucusma ycmaiogy, ue 3a ieKapcmeenume npooykmu
C MbP20BCKO HAUMEHOBAHUE Blokbis Cor 5 mg u Blokbis Cor 2.5 mg me e npedcmasena Kpamka
XAPaKmepUCmuKa, Kakmo U He Colyume. He uzypupam € npedcmasenama Oexnapayis Ha YRoIHOMOUjeH s
npedcmasumen ., Axmasuc EAJ], Bvazapus na npumedxcamens Ha paspeulenuemo 3a ynompeba Actavis Group
PTC ehf., Henanous.

ChI7IacHO TpPEBAPUTENHO OOSBEHWTC VCIOBHA B JOKyMEHTAMsTa 32 oOllecTBeHaTa MOPbHUKa,
ChAbpXKaIK ce Ha cTp. 12 u c1p. 21, B TeXHNYECKOTO CH NPE/IOKEHHE, YIaCTHHIIHTE [I0OCOUBAT JICKAPCTBEHHTE
TIPOZLYKTH, 33 KOUTO y4aCTBAT, KAKTO W IPUTEKATEINTE HA PA3PELICHHETO 3a ynoTpeba, ¢ YMHUTO TMPOAYKTH




yuacTBaT. KbM TEXHMUYECKOTO MPENIOKEHNE CHEABA fa Ce TIOCOUM eNeKTPOHEH ajipec, Ha KOHTO € AOCThIIHA
KpaTKaTa XapakTepHCTHKA Ha CbOTBETHHSA JIEKapCTBEH NPOAYKT, KaKTO M Aa c€ MIPUIOXKH KOIHE Ha JeKIapalis
OT IIPUTEKATES HA PA3PEIICHHETO 33 YIOTPeOa 1T NPOH3BOTUTENAT Ha IeKapCTBEHHMs IPOAYKT, Y€ € 3aI03HaT
C M3UCKBAaHHATA KBM JIEKAPCTBEHUTE [POAYKTH, KAKTO U C MOCOYEHHTE B MPOIEAYPaTa KOIMYECTBA 3a TO3H
JEKapCTBEH MPOAYKT, KAKTO M Y€ € CBIVIAceH JIEeKApCTBEHHs MPOAYKT Aa ObJe odepHpan OT ydaCTHHKA B
npoleaypata (CBoOOAeH TeKCT).

[IpeaBu H3/I0KEHOTO, KOMUCHSATA [TPeJiara Ha ocHosanue wi. 107, 1. 2; 6yksa ,,a“ ot 30I1 yyaCTHHKBT
Ja 6b1e OTCTpaHeH OT yyacTHe B IIpoLEeLypaTa 3a CIeJHHTE IeKapcTBeHU NpoaykTH Blokbis Cor 5 mg u Blokbis
Cor 2.5 mg, ¢ ATC xox C07ABO07, MexxayHaponHO HENATEHTHO HAWMMEHOBAHUE ,Bisoprolol”, ¢ dopma Ha
OpUIOXKEHHE — IepopaliHa TBBpPAA, Thil Karo HE OTroBaps -HA IIPEABAPHTEIHO OOSBEHUTE YCIOBHA 3a
H3MBITHEHUE Ha TOPHUKATA, @ HMEHHO: 32 JISKAPCTBEHUTE TPOYKTH C ThPrOBCKO HauMeHoBauue Blokbis Cor 5
mg u Blokbis Cor 2.5 mg, nuncBaT KpaTKH XapeKTEPHCTHKYA M YYaCTHHKBT HE € NPEACTABHUN JeKIapanus OT
YII'BIHOMOIICHUS IPEACTABKTEI/IPUTEXATENS Ha PA3pEeLICHHETO 3a.ynoTpeba Ha IeKapCTBEHHs IPOAYKT, Ye €
3all03HAT C U3UCKBAHUATA KbM I€KaPCTBEHHUS MIPONYKT, KAKTO U C IIOCOUEHHTE B MPOLEAypaTa KOJIHYECTBA 3a
TO3U JIEKAPCTBEH MIPORYKT, KAKTO U U€ € CHIIIACEH JISKAPCTBEHUST NPONYKT a Ob/ie oepupan OT y9aCTHHKA B
npoleaypaTa, ChracHo NMpeaBapHTENHQ O0SIBEHUTE YCIOBHS B JOKYMEHTAIIHATA 32 o6INecTBeHaTa IOPhUKa,
ChIBPIKAIIK Cce Ha CTp. 12 u c1p. 21.

15.4. B Texnunecxomo Bu npednodicenue no obocobena nosuyus Ne 1, cme ogepupanu careonama
HOMEHKNAMYPA U CReOHUMe AEKAPCHIBEHU NPOOYKINU, BKIOYEHY 8 HEAL!

Meacoynapod
ATC - o Hauunna | 3aben Hpumexncamen na Tepzoscko Konuuecmso Map
HeHamenmno o _ AKMUGHO
Kox npunodcenue | exckd | paspewenuemo 3a ynompeba HauMenoeanue Ka
HaAUMEHOBANU senjecmao
e L
C07ABO7 | Bisoprolol nepopaiHa Accord Healthcare Polska Sp. Bisoprolol 2.5 mg
TBBLpAA Z.0.0., [lostma Aecord
CO7ABO7 | Bisoprolol fiepopaiHa Accord Healthcare Polska Sp. Bisoprolol 5 mg
TBBpAA 2.0.0., lloama Accord
CO7ABO7 | Bisoprolol nepopasia Accord He?lthcare Polska Sp. Bisoprolol 10 meg
TBHpAA Z.0.0., Ilomma Accord

Budno om zopHomo, 3a ma3u HOMEHKIAMYPA, CMe Opepupany 1exapcmeenume npooyKmu Ha
npumexcamens Ha paspewenuemo 3a ynompeba Accord Healthcare Polska Sp. z.0.0., IHomua, xoumo ca
nanuyny 6 Hosumusnus nexapemeen chuucvx, Hpunoocenue Ne 2. Komucusima ycmanogu, ue 3a iexapemeenume
HPOOYKIMU C MBP20ECKo Haumerosanue Bisoprolol Accord ne e npedcmasena Kpamka Xapakxmepucmura, Kaxmo
U ue cuiyume He Qusypupam 8 npedcmagenama Oexnapayus Ha ynbﬂﬁomou;eﬁwz'npeacmaeumejz »» QoOHUKC
@apma” EOOL, Bvrzapus Ha npumedicamens: ia paspeuienuemo 3a ynompeba Accord Healthcare Polska Sp.
z.0.0., lonmua.

CbriacHO MpeaBapUTENHO OOSBCHWTS YCIOBMS B JOKYMEHTauuaTa 3a OOIIECTBEHATa MOPBYKA,
ChABPKAIIM Ce Ha CTp. 12 ¥ c1p. 21, B TeXHHYECKOTO CH TPESTOKEHUE, YIACTHUINITE TIOCOUBAT JJEKAPCTBEHUTE
NPOAYKTH, 33 KOMTO yHaCTBAT, KAKTO ¥ IpPHTEXAaTeNUTe Ha Pa3pelienteTo 3a ymoTpeba, ¢ TMMTO MPOIYKTH
yuacTBaT. KM TEXHHYECKOTO MpEIOKEHHE ClENBA 1A CE OCOUM EIEKTPOHEH aapec, Ha KOWTO € JOCTBhIHA
KPaTKaTa XapaKTepHCTHKA HA. ChOTBETHUS JIEKAaDCTBEH IIPOAYKT, KAKTO ¥ 1a CE TIPHIIMKH KOIIME Ha JeK/Iapanus
OT NPUTEXKATEII Ha Pa3pellieHUEeTo 3a ynoTpeda uny NpoH3BOJUTEIAT Ha JIEKApCTBEHUS IPOJYKT, Y€ € 3aM03HAT
C M3NCKBAHMATA KBM JIEKAPCTBEHMTE IPOAYKTY, KAKTO M ¢ MOCOYEHHTE B IPOIEAYPATa KOJIMYECTBA 34 TO3H
JEKAPCTBEH MPOAYKT, KAKTO M 4€ € ChIVIACeH JIeKapCTBEHHS NPOIYKT Aa Oble odepupaH OT ydacTHHKA B
npoueaypara (cBOOOAEH TEKCT).

Ipensuji H3N0KEHOTO, KOMUCH ST TIpeuiara Ha ocHoBadue Wi 107, T. Z, 6yxsa ,.a“ or 3011 y4acTHUKBT
Ja Opjie OTCTpaHEH OT ydacTue B IIpoleypaTa 3a ClieqHaTa HoMeHnKiaTypa: nekaperser npoaykr ¢ ATC kox
CO07ABO07, MeXIyHapoJHO HENATEHTHO HAMMEHOBAHUE ,,Bisoprolol”, ¢ Gopma Ha npuoxkenne — nepopanHa
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TBBPJA, Thil KaTO HE OTTOBAPS HA NPEBAPUTETHO OONBEHHTE YCNOBHS 33 H3IIBIHCHHAE Ha IOPHYKATA, & HMEHHO:
3a JISKApCTBEHHTE NMIPOAYKTH C ThPrOBCKO HAMMEHOBaHKe Bisoprolol Accord, MATICBaT KPaTKA XapeKTEPUCTHKH
¥ YY4aCTHMKBT HE € NPEJCTABHJ MCKIApAs OT YIThIHOMOIIEHHS IpPEACTABUTE/IPATEKATENS Ha
paspelIeHreTo 3a ynorpeda Ha NeKapCTBEHHS NPOAYKT, Y€ € 3al03HAT C M3HCKBAHUATA KBM JIEKAPCTBEHHS
HPOIYKT, KAKTO M ¢ IIOCOYCHHTE B ,npque,uyphra KOJAMYECTBA 34 TO3H JIEKapCTBEH NPOIYKT, KaKTO W Ye e
CBIJIaCEH JIeKAPCTBEHUST npo;[ylgf na 6ne oq;épnpaH OT YYaCTHHUKA B MPOLEAYPATa, ChIIACHO NPEABAPUTENHO
O0ABEHMTE yYCIIOBHSA B JOKYMEHTALHSTA 32 OBLIECTBEHATa IOPbUKa, CBABPXKAIIM ce Ha cTp. 12 u ctp. 21.

15.5. B Texnuyecxomo Bu npeaﬂoolceuué;ho obocobena nosuyus Ne 1, cme ogepupanu creonama
HOMEHKAAMYPA U CIeOHUME NIEKADCMEENY NPOOYKMY, EKIIOUERY 8 HEA

ATC- Mexcoynapoono Hawun ua 3abene ' Ilpumexcamen na Tapaoscxo Konuuecmeo Map
Henamenmio paspeuieruemo 3a. AKMUEHO
Koxq npunoscenue JHeKa Haumenosanue Ka
HauMeHOBaAHUE ynompeba : eeujecmeo
CO7ABO7 |  Bisoprolol miepoparnia Mepx Boarapus EALL, CONCOR 10 mg
TBBPIA Buirapusa
CO07ABO7 |  Bisoprolol [Hepopaima | Mepx Brarapusa EATL, CONCOR 5 mg
TBBbpAA | Briurapus
CO7AB07 |  Bisoprolol Hepopaia | Mepeboarapmi BAIL | oone0R COR 5 mg
TBBpAA | Brarapua
CO7ABO7 |  Bisoprolol nepopaika Mepi Brawaput EAJL | o6000R COR 25 mg
TBEpIA Brirapus
|
CO07ABO7 Bisoprolol nepopata Mepxk brarapua EALL, Ceoncor 5 mg
TBBpAA . bruarapus

Buono om eopnomo, 3a masu Homenxiamypa, cme oQepupanu Jexapcmeenume NpoOYyKmu HA
npumedcamenst Ha paspeutenuemo 3a ynompeba Mepx Bvaecapus EAJ], Bwreapus, xoumo ca nanuuxu 6
Hozumusnus nexapcmeer cnucek, Hpunoocenue Ne 2. Komucusma ycmanosu, ye 3a 1exapcmeeHume npooyKmi
¢ mvpzoscko Haumenosanue Concor 5 mg, onaxcexa: 100, ne guzypupam & npedcmasenama dexiapayus na
HpUmMedCcamens Ha paspeuienuemo 3a ynompeba Mepr Bvnzapus EAJl, Bvazapus.

ChBriacHO MpeIBapuTeNHO OOSBEHHWTE YCIOBHS B JOKYMEHTAIMATA 3a OOIiecTBeHAaTa IOphYKa,
CBHABPXKAIIH ce Ha ¢Tp. 12 u cTp. 21, B TeXHNUECKOTO CH NPE/UIOIKEHNE, YYACTHHIUTE MIOCOUBAT JICKAPCTBEHHTE
TPOXYKTH, 32 KOUTC yJacTBAT, KAKTO M NPHTEXATENUTe Ha paspelleHHeTo 3a ynorpeba, ¢ YUHTO NPOAYKTH
y4acTBaT. KbM TEXHUYECKOTO IPEAJIOKESHUE CIIeABA JIa C€ TPUJIOKH KOMHE Ha JIeKIApallis OT IPUTEXATENA Ha
pasperieHreTo 3a ynoTpeda MM MPOM3BOAUTENSAT HA NEKapCTBEHNA NMPOAYKT, Y€ € 3aM03HAT C M3UCKBAHHUATA
KbM JIEKAPCTBEHHTE NPOSYKTH, KAKTO H C MOCOYEHUTE B IPOLEAYPATa KOJIMYECTBA 3d TO3H JIEKAPCTBEH IPOIYKT,
KaKTO M Y€ € ChINacefl JeKapCTBEHUS MpOayKT Aa 0bje odepupaH OT y4aCTHHKA B Iporeaypara (cBo0oaeH
TEKCT).

IpenBua U310KEHOTO, KOMHCHATA IIpejiara Ha ocnosan¥e wi. 107, . 2, 6yksa ,,a“ ot 3011 yuacTHUKBT
Ja 6BJle OTCTpaHeH OT YHacTHE B MPOLEAypaTa 3a CIEOHUS JICKapCTBSH npoaykt Concor 5 mg, onaxosra: 100,
¢ ATC xox C07AB07, MexxyHapOJHO HEMATEHTHO HAMMEHOBAHUE ,,Bisoprolol“, ¢ (opMa Ha PUIOKEHHE —
nepopanHa TBBP/Ja, Thif KaTo He OTroBapsd Ha INPEABApPUTENHO OO#BEHHTE YCIOBHH 3a H3ITBIHEHHE Ha
MOpbUKaTa, 8 AMEHHO: 3 ICKapPCTBEHUTE NMPOAYKTH C ThProBcko HavumeHoBanue Concor 5 mg, onakoexa: 100,
YYaCTHHKBT HE € IPEeCTaBIII ICKIIapalyis OT YIIbIHOMOLIEHUS IIPEACTABHTEI/IPUTEKATENs Ha pazpelIeHHETO
3a ynorpe0a Ha JIEKAPCTBEHUS IPOLYKT, Ue € 3al03HAT ¢ H3UCKBAHMITA KbM JIEKaPCTBEHHUS IPOAYKT, KaKTO H C
OOCOYEHHTE B TIPOIE/AYPATa KONHIECTBY 38 TO3M NEKAPCTBEH IIPOAYKT, KaKkTo M 4€ € ChINIaceH TEeKapCTBEHUSIT
MPOAYKT Aa OvJie odepupad OT y4aCTHUKA B NPOLENYPaTd, CbIUIACHO IIPEIBapUTENHO O0IBEHUTE YCIOBHS B
NOKYMEHTaUMATA 3a 0OIIECTBEHATa HOPBYKA, ChBPXKAIIM Ce Ha CTp. 12 u cTp. 21.

15.6. B Texnuueckomo Bu npednoscenue no obocobena nosuyus Ne 1, cme odepupanu cnednama
HOMEHKAAMYPA U CIEOHUME NEKAPCIMSEHY NPOCYKINH, BKIIOYEHY 8 Hes.
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Mexcoynapoo
ATC - Ho Havun na | 3aben Ilpumencamen na Twvpzoecko Nonyaechep Map
Kojq WEHSICHING HpUnodNCeRUE | excKa | paspeuienuemo 3a ynompeia HauMeHosanue o Ka
HAUMEHOSAHU ) seuecmeo
e
S nepopaiHa i GlaxoSmithKline (Ireland) - ™
| CO8CA09 | Lacidipine TEEpIa ‘ " Limited, I/Ipnaﬂzmﬂ Lacipil 4 mg

Buono om eopromo, 3a masu HOMeszamypa cme oqbepupa/zu Rexapcmeen npoaykm HQ NpUmMecamens
na paspewenuemo 3a ynompeba GlaxoSmithKline (Ireland) Limited, Hpaanous, xoiimo e naiuuer 8
ITosumusnus nexapemeen cnucvok, Ipunoocenue Ne 2. Komucusama ycmanosu, ue 3a 1exapCmeeHus nPoOyKm ¢
muwpzoscko Haumenoeanue Lacipil, ne guzypupa 6 npedcmasenama Oexaapayus Ha npumescamens HA
paspewenuemo 3a ynompeba GlaxoSmithKline (Ireland) Limited, Hpranous.

ChriacHO TIpeBapUTETHO  OOABEHUTE YCIOBUS B JOKYMEHTallUATa 3a oneCTBeHaTa HOPbUKa,
ChIBPKAIH ce Ha CTp: 12 ¥ ¢Tp. 21, B TeXHUYECKOTO CH MPETTOXKEHHE, YIaCTHULIMTE NOCOYBAT JICKAPCTBEHUTE
IPOLYKTH, 32 KOHTO YYacTBAT, KAKTO M MPHTEXKATENMTE HA Pa3spEINEHMETO 32 ynoTpeba, ¢ YMHTO TPOAYKTH
ydacrsar. KbM TEXHAYECKOTO IPEIIOKEHHE CIIE/Ba JIa CE MPUIIOKH KOMKE Ha AeKIapaiys OT MPUTEKATEIs Ha
pa3spelleHreTo 3a ynorpeda Wi IPOU3BOTUTENAT HA JIEKAPCTBEHHS NPOAYKT, Y€ € 3all03HAT C H3UCKBAHUATA
KbM JIEKAPCTBEHATE MPOAYKTH, KAKTO U C TIOCOYEHHTE B IPOIIEYPATa KONTHYECTBA 32 TO3HU JIEKAPCTBEH IPOAYKT,
KaKTO W 4e € ChITaceH JeKapCTBEHMsS HPOXYKT ja Obae obepupaH OT y4acTHHKa B mpoueaypara (cBoboneH
TEKCT).

I[IpeaBua U3NOKEHOTO, KOMHCHSATA IPpeIara Ha ocHoBaHue 4i1. 107, T. 2, Gyxsa ,,a“ o 3011 yuacTHUKBT
na 6bJie OTCTPaHEH OT y4acTHe B NPOLCJYpaTa 3a Cle[HATa HOMEHKIATypa: jekapcTeeH npoaykt ¢ ATC kon
C08CA09, MexIyHAPOIHO HENATEHTHO HAaUMEHOBaHue ,,Lacidipine™, ¢ Gopma Ha TPUIIOKEHHE — MIEPOPaIHA
TBBPAA, Thil KATO HE OTTOBAPS Ha NIPEIBapUTETHO OOSBEHHTE YCIIOBHS 33 U3IIbJHEHUE Ha IOPbYKaTa, 8 MMEHHO:
3a JIEKaPCTBEHHTE NIPGAYKTH C THPrOBCKO HanMeHOBaﬁne Lacipil, y9acTHUKBT He € NPeACTABHI IeKIapalys OT
YITBTHOMOILIEHNS TIPEACTABUTEI/TIPHTEXKATENA Ha Pa3PEIIEHHETO 32 YNOTpeOa Ha JIeKapCTBEHHUs POAYKT, 4e €
3aM03HAT C W3UCKBAHUATA KbM JIEKAPCTBEHHS TIPOAYKT, KAKTO H ¢ TIOCOYEHHTE B MPOIEAypara KOIMIECTBa 3
TO3H JIEKAPCTREH MPOJLYKT, KAKTO M Y€ € ChIIACeH JTEKapCTBEHUAT IIPOIYKT 11a Objie 0OhepupaH OT y4acTHHKA B
TPOLIEAYpaTa, ChIVIACHO TipeIBAPUTEIHO OOSBEHUTE YCIOBHS B JOKYMEHTALHMATA 32 O0IIeCTBEHaTa MOPBYKa,
ChABPIKAIIM ce Ha cTp. 12 ¥ c1p. 21.

ITo OTHOLICHAE HAa BCUYKH OCTaHAJH JEKAPCTBEHH MPOAYKTH OT 00ocobeHna nosumus Ne 1, obepupasu
OT y4acTHHKA, KOMHCHSTA Pa3riieia NOJPOOHO HANPABEHUTE NPESANOKEHHS M TIPENICTABEHUTE TOKYMEHTH H
YCTAHOBH, Y€ OTTOBAPAT Ha OOSBEHMTE OT BB3JOXKHUTEIIA YCIOBUS 38 U3MBbIHEHNE Ha IOPHYKATA U YIaCTHUKET
,,®bOHHUKC ®APMA“ EOO]I e nonycHar o0 OTBapsHe Ha IEHOBHUTE WM IIPEIOKCHUSL.

16. PasriexnaHe HA TEXHHYECKOTO lpepnoxkenue npexcraseHo or ,,DbOHUKC PAPMA“
EOO/ 3a oGocobena mosuuust Ne 2 ¥ MpPOBepKa 3a CHOTBETCTBAETO HM ¢ MPeJBAPHTE]IHO OOHBEHHTE
yCJIOBHA B CHOTBETCTBHE ¢ il 56, an. 2 o1 [HI30IL

KOMMCHSATA YCTAHOBH, Ye YYACTHHKBT € 1OCOYMI BB (opmarta "Texnmyecko mpepnoxenue’, de
Tpe/ara ciefHUTE JEeKApCTBERH IPOLAYKTH:

Meacoynapod
ATC - Ho " Howmnna | 3aber Mpumencamen na T'spzoscko Rozgvecmea Map
Kojq HERAMERMAO 4 . nooicenue | excka | paspewtenuemo 3a ynompeda | naumenosanue aKmueHo Ka
RAUMEHOBAHYU i sewecmeo
e —_— _
. Admeda Arzneimittel GmbH, Dobutamin 5 mg/ml -
C01CA07 | Dobutamine . napemepanna - Tepmamis Admeda 50 ml
| ; | . el i =]
Glyceryl - : | G. Pohl-Boskamp GmabH & Co. | 4,0 o 1 mg/ml -
C01DAQ2 trinitrate ] HaperTepanHa KG, Tepmariz . Nitroral aqueous 50 ml
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CO1DAOQS | Pentaerithrityl nn’;[‘;(;;;a;[n:a Axrasuc EAJl, Brarapust Nitrolong 10 mg
Isosorbide nepopaaHa X i
CO01DAO0S dinitrate TREpIE Axrasuc EAl, brarapus ISODINIT 10 mg
Isosorbide TEpopaIHa o s
CO1DAOS dinitrate e Axrasuc EAJT, Brarapus ISODINIT 20 mg
1.25
Isosorbide nepopaina Merus Labs Luxco Il S.a.R.L., -
COIDAOS dinitrate TeuHa JrokcemOypr JROKET: mg/dose -
300 doses
COIDX12 | Molsidomine | "CPOPI2 Warsaw Pharmaceutical Works | v ry1cid0min WzF 2 mg
TBBpAA Polfa S.A., ITomma ‘
COIEBIS | Trimetazidine | "CPOP&-Ha ~Actavis Group PTCeht, |y s gc0rASIN 35 mg
TBBPAA Hcnaugus
COIEB17 | Ivabradine -“el?;‘;f;;a Zentiva k.s., Uemka peny6muxa Tibrift 7.5 mg
CO1EB17 Ivabradine neg;[;)a;;a Hubuorex OO/, buarapus Corledin 7.5 mg
CO1EB17 | Ivabradine flepopaia Actavis Group PTC ehf., Inevica 7.5 mg
TBBpPAA Hcnatpun
CO1EB17 [vabradine nepopanrda Actavis Group PTC ehf., e 5 e
TBBPIA Hcnannua
o 5 -
Perindopril, TIepOpaiHa _ ; . .
C09BB0O4 Amlodipine - Tenpa nrlf,c/: Teva B.V., Hunepnaumus Zaprinel A 5 mg/5 mg
Cooppos | Perindopril. | nepopana | 1 o Huneprasis Zaprinel A 10mg/5 | m
Amlodipire TBEPAA ni) crE et A P! g
o 10 .
. . ; £
CO9BB07 Ram1;.)r1‘l,l nepopamHa |- /10 Actavis Group PTC ¢hf.,, Vivace Duo 10 mg/10 mg
Amlodipine TBBLPAA e Hcnanaus mg
. 110 . .
: p p PTC ehf. :
CO09BBO7 Rann;.m‘l, nepopaisa | /5 Actavis Group PTC ehf., Vivace Duo 10 mg/5 mg | mg
Amlodipine TBBpAA mg Hcmannua
CO9CAOI |  Losartan TIEPOPED, Zentiva a.s., CnoBakus Lozap 50 50 mg
~TBBpIa
C09CA02 | Eprosartan “‘i‘;‘l‘:’;:a Maitnan EOOJT, Burapus Teveten 600 mg
C09CA4 Irbesartan nEePOpasIHa Accord Healthcare Poiska Sp. Tiee Accord 300 mg
TBBPAZ 7.0.0., [Tonmma
uepopaIHa Accord Healthcare Polska Sp.
C09CA04 | Irbesartan THEpIR | 2.0.0., Tonua Irbesartan Accord 150 mg
CO9CAO4 | Irbesartan | POPOPRA Actavis Group PTC ehf., Trprestan 300 mg
. TBBpAZ - HUcnaapus
CO9CAO04 | Irbesartan | TPopama iSE)s GIOUpITC St ‘Trprestan 150 mg
TRBpAA Hcnasam
s - mepopanHa Actavis Group PTC ¢hf., CANDESARTAN
C09CA06 | Candesartan el Hcrammn ACTAVIS 16 mg
nepopanna Aciavis Group PTC ehf,, CANDESARTAN
C09CAO06 | Candesartan TEEpEL Vcnanmus ACTAVIS 8 mg
[Epopana Actavis Group PTC ehf, CAN DESARTAN
C09CAT6 Candesart.an TBRpIA Wcnaupus ACTAVIS 32 mg
CO09CA06 | Candesartan fiepopaitta Exodapm I'pyn AL, brirapns Candesartan 16 mg
TEBpIA i Ecopharm
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CO9CAQ7 | Telmisartan | |CPOP2MHA Actavis Group PTC eht., ACTELSAR 80 mg
TBBpAA Hesanaus
CO9CA07 | Telmisartan “2‘;‘;“;;3 Gedeon Richter Plc., Vrapus Tanydon 40 mg
CO09CAQ7 | Telmisartan neT;;(;};a;;a Gedeon Richter Plc., Vrrapus Tanydon 80 mg
C09CA07 | Telmisartan “ﬁ‘;‘]’;’;;*a Stada A ;‘::}‘Iﬁd AG | Telmisartan Stada 80 mg
Losartan, © 100 ' )
CO9DAO! | Hydrochlorithi | "SPOPRTHR | y0/1) KRKA, d.d;, Crosenus LoristaHL | 100 mg/12,5
g azide TBEPIA 5mg
Losartan, i 50 ‘
C09DAO1 | Hydrochlorithi “?;‘;W:a mg/12 KRKA, d.d., Cnosenns LoristaH >0 mg/12,5
azide PA ,5mg mg
Losartan, . 100
CO9DAO! | Hydrochlorithi | "POPR™H2 1 pons KRKA, d.d., Crorenms Lorista HD 100 mg/25
azide TBRpIR mg - mg
Valsartan, 1160 .y i
C09DA03 | Hydrochlorothi | "POPTS | pygpys | Actevis Broup St ValtensinPlus | 100 M8/23
azide P mg . A mg
Valsartan, . 160 ' .
C09DA03 | Hydrochlorothi mp(?pa.]ma mg/12 Stada zi:rznelmlttel AG, V%Lglc[;ll 160 mg/ mg
AGite TBBP/A 5 ma epManus 12,5 mg
Valsartan, - 320 .
CO9DAO3 | Hydrochlorothi | MPOPMIHA | gy | Actavis Sroup PTC chf., ValtensinPlus | S20m¢ | o
aFiiE TBBpAa 5 mg ClIaHaust 12,5 mg
Valsartan 320 .
iy ; . . 2
C09DA03 | Hydrochlorothi | "POPRIE | mgpps AC‘a"‘SHCzI‘;‘;‘;EEC ehf, Valtensin Plus | 20 I‘:g/ 25| g
azide . pa mg g
Candesartan, 8 . . .
LepopaHa Actavis Group PTC eht’, CANDESARTAN | 8 mg/12,5
C09DA06 Hydroiczi};lomdz TBEpPIAA n;gl/if Hceaannms HCT ACTAVIS mg mg
Telmisartan 80 . o
h vis G > ehf. g .| 80 12,5
C09DAOT | Hydrochlorothi | "POPEIE | ;o1 Acta“SH‘;;‘;‘g;C ehf, | ACTELSAR HC1 n:ng/ mg
azide PA ,5 mg g
Telmisartan 80 . .
.| uepopanHa s Actavis Group PTC ehf., ACTELSAR HCT 80 mg/25
C09DA07 Hydrg;:ihdl;)rothl TBpIA mégl/glb Wcnanmms CTELSAR HC m mg
Olmesartan
] 20
CooDAog | medoxomil, | mepopamEa 5 | Teys BV, Hupepnanma Olmesta Plus | 20 M&/123
Hydrochlorothi TBEPAA S¥is | mg
azide ’ " | _
Olmesartan 40 o
medoxomil, nepopansa 19 . ] 40 mg/12,5
CO9DAOS Hydrochlorothi TBBpIA “;gl/r}; I- Teva B.V., Hunepnawus Olmesta Plus mg
azide i o
Olmesartan P —— 20 :
C09DB02 | medoxomil P _Ep a mg/3 Teva B.V., Huaepnas,ma Oimesta A 20 mg/5 mg
and amlodipine bl mg | . . o
Olmesartan , L 2C 1T 3 Olmesartan
CO9DBO2 | medoxomuil | CPOPRIR | pgys | Accerd Tieattheare B OIskaSP- | medoxomil/Amlo | 20 mg/S mg
and amlodipine TBEPIE mg T _dipine Accord
Olmesartan . 40
C09DB02 | medoxomil VGPOPAIHA. | 05 | Teva B.V., Humepnaraua- Olmesia A 40 mg/5 mg
and amlodipine TEEPAA me |
CI0AAOL | Simvastatin | " P il s PIC oAt Actatipid 20 mg
CI0AADL | Simvastatin | "RoPE Actavis Group PIC ehf. Actalipid - 40 | mg
. ; nepopanHa Accord Healthcare Polska Sp. SIMVASTATIN
C10AA01 | Simvastatin TEEpIR - 2,00, [Tomma - ACCORD 40 mg




CloAA0 | Simstain | RO Avsond BsltcarePosaSp. | SIMVASTATIN | 5|,
C10AAOI | Simwvastatin | TP | Accord Eﬁf’iff‘%ﬁi‘;ls‘kasg B smi\é%%%)m_ 0 mg
CI0AAOT | Simvastatin | PPt GEneE i°°£::m“;’ﬂa Rl - 20 mg |
C10AAOS5 | Aforvastatin "‘*T‘;‘gﬁ:a Exodapu Tpyin AJl, Brrapus Aégg;a;;zg“ 20 mg
Cl0AAOS | Atorvastatin | "CPOP&/IHA Teva B.V., Hunepanzus Avanor 20 mg
TEBpIA A
C10AAD5 | Atorvastatin n?;b%?:a | TevaB.V., Hupepnanmys Avaner 10 mg
C10AA07 | Rosuvastatin ne;;zp;a;;@ Exodapm I'pyrr AJl, Brarapus Rosistat 20 mg
C10AA07 | Rosuvastatin r{ﬁi%?:a Exodapm I'pyn All, Brarapus Rosistat 10 mg
CI16ABO05 | Fenofibrate TepopanHa Teva B.V., Hunepnannus Fibranor 160 mg
TREpAA
C10AR05 | Fenofibrate nej]f:;[;a;;a Teva B.V., Hugepnanus FIBRANOR ] 200 mg
CIOABOS | Ciprofirate | e .[ Canodu ]fzfr’:lf:: EOOZ, Lipanor I 100 _;g—

B tabnunara He ca BKIIIOYECHH JIEKaPCTBEHUTE NPOAYKTH, KOHTO ca 0(epupani, Ho KOUTO Ca OTHIHAIA
ot ITosutuBHus nexapcTed cmuchk ([Tpunoxerne Ne 2) cnex KpaifHis Cpok 3a nojasane Ha odepTy.

KbM TEXHUUECKOTO Cd NpETOKEHHE YYACTHHKBT ¢ NPUIIOKHI H3UCKYeMHTe NeKIapaldH OT
YITBJHOMOIIEHHATE MPEACTABATENH. HA NPHTEXATCIUTE HA paspellenuara 3a ynorpeda Ha JICKapCTBEHHUTE
IPOIAYKTH, Y€ Ca 3aMC3HATH C M3MCKBAHUATA KBbM JE€KADCTBEHHTE TNMPOJYKTH, KaKTO H C IOCOYECHUTE B
HpoleaypaTa KOJTM4ecTBa 3a JIEKAPCTBEHHTE IPOAYKTH.

16.1. B Texuuuecxomo Bu npednodscenue no obocobena nosuyus Ne 2, cme ogepupanu creonama
HOMEHKAANYPA U CLeOHUME NeKAPCMEEHU NPOOYKMU, BKIIOYEHU 8 Hesl:

Mexcdynapod
ATC - 1o Hauurina | 3aben IIpumencamen na Tvpzoscko Kopwuecmeo M=ap
HEnamenmno AKMUGHO
Koxng npunoycenue | excka | paspewienuemo 3a ynompeoa HAUMEHOBAHUE Ka
HAUMEHOBAHU seujecmeo
e ]
C09CA07 | Telmisartan "?::;;:a Gedeon Richter Plc., Vurapust Tanydon 40 mg
N
[
CO09CA07 | Telmisartan neT;;c;;;a;:a 1| Gedeon Richter Plc., YHrapus Tanydon 80 mg |

Buono om eopnomo, .3a- masu HOMeHKIamypa, cme O(epUpani ReKapcmeeny npooyKmu Ha
npumexcamens na paspewenuemo sa ynompeba Gedeon Richter Plc., Yueapus, xoumo ca HanudHu 6
Iosumusnus. nexapemeen cnucovk, Ipuncocenue Ne 2. Komucuama ycmanosy, ue 3a 1eKapemsenust npooyKm ¢
mupeoscko naumenosanue Tanydon 40 mg, ne gueypupa 6 npedcmasenama Oexaapayusi On YnbIHOMOUEHUA
npedcmasumen I'edeon Puxmep AJl, Beneapus na npumedcamens #a paspewenuemo 3a ynompeba Gedeon
Richter Plc., Yueapus, '

ChIacHO TPeEBapUTEH0 OOSBEHWTE YCIOBHS B JOKYMEHTANHMATa 3a OOLIECTBEHATA MOPHUKA,
CHBPXALIE CE Ha CTP. 12 1 cTp. 21, B TeXHHUECKOTO CH MPEANIOKEHUE, YHACTHEIATE IOCOYBAT JIGKAPCTBEHUTE
TIPOIYKTH, 338 KOMTO YYACTBAT, KAKTO U NPHTEKATEIHTe Ha Pa3peleuyero 3a ynorpeda, ¢ YMHTO HPOYKTH
y4aacTBar. KbM TEXHHYECKOTO NPERIIOKEHHUE CIIC/Ba /A Ce IIPHNOIKHA KOilHe Ha /ieK/1apanus OT MPUTEXaTeNs Ha
pa3pellieHKeTO 3 YMOTPeda Kk NPOU3BOIMTENAT Ha. JISKAPCTBEHHsS POAYKT, He € 3aNO3HAT C M3UCKBAHMATE
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KBM JIEKAPCTBEHRHUTE MPOJIYKTH, KAKTO W ¢ IOCOUEHHTE B IIPOLENYPaTa KOMMYECTBA 33 TO3H JIEKAPCTBEH POAYKT,
KAKTO U Y€ € ChIVIACEH JIeKAPCTBEHHA NPOAYKT fa ObAe odepyupaH OT y4acTHHKA B Ipoueayparta (cBoGoneH
TEKCT).

IIpeaBua U3N0XKEHOTO, KOMHCHSITA npem_lara na ocaopanme wi. 107, 1. 2, 6yksa ,,a* or 3011 y4acTHUKBT
na OB/ie OTCTPaHEH OT YUacTHe B IPOLEAYpaTa 3a CleJHUs JIeKapcTBeH NpoaykT Tanydon 40 mg, ¢ ATC kox
CO9CA07, MexayHAPOAHO HETIATEHTHO HANMEHOBAHUE ,,Telmisartan”, c popMa Ha NPUIOXKEHHE — IIEPOpATHA
TBBPJIA, Thil KATO He OTTOBaps Ha NIPEABAPHTEIHO OOSIBEHUTE YCIOBUS 38 U3NBIHEHHE HA IOPBYKATA, 4 MMEHHO:
3a JIEKapCTBEHHTE TPOAYKTH C ThProOBCKO HamMeHoBanue Tanydon 40 mg, y4aCTHHKBT HE € IPEACTABHII
JEeKJIApalHs 0T YIrbJIHOMOLICHHS IPES/ICTABUTEI/TIPUTEXATENs HA pa3spellleHUeTO 3a ynoTpeba Ha JIEKapCTBEHHU
HPOLYKT, Y€ € 3aMO3HAT C M3UCKBAHMATA KbM JIEKAPCTBEHHs IIPOJLYKT, KAKTO M € IIOCOYEHUTE B MpOIeAypaTa
KOIHYECTBA 3a TO3H JIEKAPCTBEH MPOLYKT, KAKTO M Ye € ChINIACeH JIeKapCTBEHHAT NPOAYKT Aa 6bae odepHpaH
OT yYacTHWKAa B MPOLEAYypaTa, CBIIIACHO ' MPEABAPHTENHO OOSBEHUTE - YCIOBHS B JOKyMEHTAIHUATA 34
olbInecTBedara NophuKa, ChIbPKAINHK ce Ha ¢Tp. 12 m c1p. 21.

16.2. B Texnuueckomo Bu npeonooicenuée no obocobena nosuyus Ne 2, cme ogepupanu crednama
HOMEHKAAMYPA U CAeOHUMe-1eKapCmeen NPOOYKINY, 6KIIOYEHU 6-Hes.

ATC - Meacoynapoono Hawun Ha 3abene ITpumesicamern )fm Taproscxo Konuuecmao Map
Henamenmuo paspewmenuemo 3a AKMUGHO
Koa npuapdicenue JHCKa Haumenosanue Ka
HaumeHosanue ynompeba seujecmeo
C10AA07 | Rosuvastatin nepopaa Exogapm I'pyn AL, Rosistat 20 mg
TBbHpAA Brarapus
C10AA07 | Rosuvastatin fepopaita . EK_Oq)apM Tpyn AB"_ Rosistat 10 mg
TEBPIA . % |~ - boarapus- | |

Buduo om zopnomo, 3a mazu HOMeHKiamypa, cme ogepupanu nexapcmeenume nPOOYKMU HA
npumescamens Ha paspeuenuemo 3a ynompeta Exogapm Ipyn A/l Beneapus, xoumo ca nanuunu 6
Hosumusnusa aexapcmaen cnucevk, Hpunoxcenue Ne 2. Komucusma ycmanosu, ye aexapcmeenus NpooyKm ¢
mupeo6cko Haumenosanue Rosistat 20 mg, ne uzypupa 6 npedcmageHama Oexnapayus Ha NPUMeXCamens Ha
paspewenuemo 3a ynompeba Exogpapm I'pyn AJl, berzapua.

ChriacHo TpeABapUTENHO OOSBEHWTE YCIOBUS B JOKYMEHTalUMATa 3a OOLECTBEHATd NOPBYKA,
chAbpkani ce Ha crp. 12 u ctp. 21, B TexHU4ecKoTO CH IPEIOKEHHE, YIACTHHIIMTE TOCOYBAT JIEKAPCTBCHHUTE
NPOIYKTH, 38 KOUTO YJacTBAT, KAKTO M IPHTEXATENMTE HA Pa3spELCHHETO 34 ynoTpeba, ¢ YMHTO MPOLYKTH
ydacTear. KbM TEXHHYECKOTO TIPEIIIOKEHHE CIIe/Ba A CE NIPUIIOKH KOIUE Ha NCKIapaliis OT PUTEkKATeN s Ha
pa3spellenneTo 3a ynorpeba MM IPOU3BOANTENAT Ha JIEKAPCTBEHUA NPOJYKT, Y€ € 3aMO03HAT ¢ H3HCKBAHHUATA
KBM JIEKAPCTBEHHTE POLYKTH, KAKTO ¥ C IIOCOYEHWTE B IIPOLIEAypaTa KOJHYECTBA 32 TO3U JIEKAPCTBEH TIPOMYKT,
KaKTO H 4Ye € ChIJIaceH JieKapCTBEHHA TPOLYKT ja Obje odepupaH OT y4aCTHHKa B Mpoueaypara (CBOOOKEH
TEKCT). :

IIpeasu1 U3I0KEHOTO, KOMHCHSITA Ipejiiara Ha ocHoBanue 4. 107, T. 2, 6yksa ,,a* o1 3011 y4acTHHKBT
Ja ObJie OTCTpaHEeH OT Y4aCTHE B IpOLIeAypaTa 33 CleH}s JeKapcTBeH mpoAykT Rosistat 20 mg, ¢ ATC kon
C07AB07, MEXIYHAPOIHO HENATEHTHO HaMMEHOBaHHE ,,Rosuvastatin®, ¢ GopMa Ha IIPUIIOKEHKE — IIEpOpalTHa
TBBPJIA, Thil KATO HE OTTOBAPA Ha IpE/IBAPUTENHO OGABEHHTE YCIORMS 32 M3MBITHEHUE HA TOPHUKATA, 3 AIMEHHO:
3a NEKapCTBEHMTE IPOAYKTH C THPrOBCKO HeMMeHOBaHue Rosistai 20 mg, y4acTHUKET HE € HPEICTABHI
JEeKapanys OT YITbJHOMOLIEHHS TIPEACTABUTEN/NTPHTEKATENS HA PA3PEILICHHETO 32 yNOTpeOa Ha JleKapCTBEHHS
NPOAYKT, Y€ € 3aMO3HAT C MAUCKBAHHSTA KBM JIEKApCTBEHNA [POAYKT, KAKTO W C MOCOUEHNTE B NPOLlelypara
KOJIMYECTBA 3& TO3Y JTEKAPCTBEH TPOAYKT, KAKTO U Y€ € ChIIACEH JIEKapPCTBEHHST IPOAYKT Ja ObJie odepupan
OT YYacTHHKa B MPOL@IYypara, CBIIACHO IIPEABAPUTENHO OOSBEHWTE YCIOBMA B JOKYMEHTalWsTa 3a
obLIeCTBEHATa IOPBYKaE, ChIbpPKALIY ce Ha cTp. 12 u cTp. 21.

[To oTHOIIEHUE HAa BCHYKH OCTAHAJIH JieKapCTBEHH MPOAYKTH OT obocobera nosunus Ne 2, odepupanu
OT Y4acCTHHK2, KOMHCHATA pasriiena noApoOHG HalpaBeHUTe JIPEANOKEHHS ¥ UPEACTaBEHUTE NOKYMEHTH M




YCTaHOBH, Y€ OTrOBAPST Ha OOSIBEHHUTE OT BB3JI0KHTEIS YCIOBHS 3a N3IIHIHEHHE Ha TOPBYKATa M YYaCTHHKBT
»@DbOHHUKC ©GAPMA*“ EOOJ] e nonycHaT 10 OTBAPSAHE HA YICHOBUTE UM IPEIJIONKCHHS.

B usnbianenne na pasnopenbara Ha 4n.:57; an. 3-ot [I130I1, xomucusita o6seu Ha 12.10.2020 r., upe3
cwobwenue B ITpoduia Ha KymyBava, myOI¥KyBaHO B eICKTPOHHATA [IPENUCKA Ha 0OLIeCTBEHATA TOPHYKA Ha
CIICTHUAT azpec: https://www.mh.covernment.bg/bg/profil-na-kupuvacha/ramkovi-sporazumeniva-
copsz/ramkovo-sporazumenie-procurment-4/, ‘ue OTBApAHETO HA LEHOBHTE MPEIJIOKEHHS Ha IOIYCHATHTE
y4YacTHHITH e ce posezie Ha 15.10.2020 r. ot 15:00 yaca B crpagarta Ha MHHUCTEpPCTBO Ha 31paBeona3BaHETo,
rp. Codwms, ma. ,,Ceera Hemens* No 5. _

Cpo0IneHHETO 3a OTBApsAHE HA LCHOBHTE NpeljiokeHHs Oellle M3NpaTeHo B CHUIMA JeH H Ha
yuyacTHHIHTE Ype3 EnexTpoHHaTa cucteMa. :

IIL IIyGau4Ho 3acexanue 32 OTBapaHe HA HEHOBHU NPENJICKEHHA,

Ha 15.10.2020 1. o1°15:00 yaca ce mpoBeze MyOJINUHO 3acejaHie HA KOMUCHS, Ha3HAYeHa ChbC 3amoBe]
Ne PJ1-11-294/01.07.2020 r. (u3m. cbe 3amoreq Ne PJT-11-415/26.08.2020 1., 3arosey Ne PJ1-11-491/02.10.2020
r. ¥ 3amoeen Ne PJI-11-527/22.10.2020 r.) Ha MMHUCTBpA Ha 3[paBEONa3BAHECTO B PEAOBHUA i CHCTAB.

Ha myGnudaara yacT Ha 3ace1aHNeTO Ha KOMHUCHATA HE MMPHCHCTBAXa NPEACTABUTENN HA YIACTHAIHTE,
KaKTO U MPEJCTABATENY HA CPEICTBATA 334 MacoBa HHGopMalHs.

B croTercTBHE ¢ ul. 62, an. 1, T. 2 ot IIII30I1 (ot™.), BBB Bpb3Ka ¢ § 137 ot II3P3HU 13011 B pamkuTe
Ha NyOJHYHOTO OTBApSAHE HA MOCTBIMIKTE MPEANOKCHHUS, IyOIuuHKTe AeHCTRUS HAa KOMHCHSTA MOXelIe Ja
014t NPOCNENIEHH B peaiHO BpeMe Ha ajpec: hitps://cop.mh.government.bg KakTo OT perHCTPHPAHH, TAKA U OT
HeperucTpupanu norpebuteny Ha EnexkrponHara cucrema. [IpencenatensT Ha KOMHCHATA OTBOPH LEHOBHTE
MPEAIOKEHHS 34 JIEKAPCTBEHKTE TPOAYKTH, KOHTO ca JOIyCHAaTH 10 oTBapsHe upe3 EnexrpoHHata cucrema,
KATO JEUCTBHATA MO OTBApPSHE MOXeXa Ja ObJar HaOMIOHaBaHH OT BCHYKM HPHCHCTBALM HA €KpaH, 4pes3
MYyITHMeINHHA TPOKEKLHS.

Ilpu oTBapsHe Ha HEHOBHTE MNPEIJIOKEHMS, NpPEACENAaTeNsAT Ha KOMHCHATA TOCPEICTBOM OyTOHA
LKimacupaHe®, 3a BCAKa eqHa OT oepTHTe, IPUKIIIOYY NIPOlefypaTa Ha IIbPBOHAYAIHA OIICHKA Ha o(epTure, B
cboTBeTCTBYE C W 90, ai1. 4 o1 30I1. BeHuky yuacTHHLH B IPOLEAypaTa MOXKeXa a HabTIoIaBaT BPeMEHHOTO
CH KJIacHpaHe 10 MOMEHTA. PesynTaTire OT BPEMERHOTO KJIACHPAHE HA YUACTHUIMTE CA CIICTHHTE:
3a obocodena nozuuun N 1:

AnaromMo- MezorysapoxEo Msapka | |
TepaHeBTHYICH HEHATEHTHO /mg, | 3ate Ea. nena3a En. nena 3a
won /ATC- HAAMEHOBABHE Hawan Ha “tabl, | mewx | Heobxopmm | VuacTEARE B | eAHEENA MSpKa eRHHARA
Ol Kon/ NN/ OPRIOKEHKE ml/ ka3 | Bpoli MADKE | KRacHpage ez JLIC mapka ¢ JUIC |
1 | COLAAOQS Digoxin napeHTepanHa | mg 85193 1."C9<DAPMA 1,746667 2,096000
o TPEARWAHT"
- i | . ALl
1 | CO1AAO08 Metildigoxin mepopaiHa | mg 8956 | 1."®bOHUKC 0,516667 0,620000
TEBpAA | DAPMA" EOOJ
1 | CO1BCO4 Flecainide epoparHa | mg 13634500 | 1."TBEPT'OBCKA 0,004147 0,004976
TEBpAR JUTA -TAIT"
! ‘ AL
1 | COIBDO1 | Amiodarone | napeutepamna | mg 69793719 | 1."®BOHHKC 0,003878 0,004654
| | GOAPMA" EOOJ 0,004000 0,004800
|' 2."MAPUMIIEK 0,004000 0,004800
[ . C-7"E0O 0,004000 0,004800
| 2"CORAPMA
| TPEH/IUHT"
! ] ALl
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2."MEJEKC"
[810)1)

C01BDO1

Amiodarone

nepopanHa
TBBPAA

mg

106679793

1."®BLOHUKC
®APMA" EOOJI
2 "MAPHMITEK
C - 7" EOOJ

0,000703
0,000711

0,000844
0,000853

C02ACO01

Clonidine

HepopanHa
TBBpAA

mg

372459

1."CO®APMA
TPEAIVHT™
Al

0,200000

0,240000

C02ACO1

Clonidine

[apeHTepaIHa

mg

212215

L."CO®APMA
TPEAJTUHT"
Al

5,291926

6,350311

C02AC05

Moxonidine

TiepopaiHa
TBBpAA

mg

88900

1."®ROHUKC
®APMA" EQOJT
2. "®APKOJI"
AL
2:"CODAPMA
TPEMAHT™
All

0,341667
0,583333
0,583333

0,410000
0,700000
0,700000

CO02AC06

Rilmenidine

nepopaiHa
TBBPIA

mg

22896

1."®bOHUKC
®APMA" EOOJI
2. "®APKOMI"
ALl
3."COPAPMA
TPENJTUHT™
ALl

0,087000
0,251666
0251667

0,104400
0,301999
0,302000

C02CAQ1

Prazosin

nepopanta
TBBPAR

mg

82946

1."CO®APMA
TPEWTUHT™
ALl

0,022000

0,026400

CO3AAO03

Hydrochlorothia
zide

nepopanra

TBEPLA |

mg

3406470

1."®bOHHUKC
GAPMA" EOOJL
2"OAPKOI"
Al

0,004080
0,004700

0,004896
0,005640

CO03BAL1

Indapamide

fepopasHa
TBBpAA

tabl

211084

1."®bOHUKC
®APMA" EOO]1
2 "DAPKOI"
ANl
3"CO®APMA
TPEMAHHT
ALl

0,077000
0,081666
0,081667

0,092400
0,097999
0,098000

CO3CAQ1

Furosemide

TapeHTepATHA

mg

73489830

1."®BbOHHKC
®APMA" EOO/I
2"ThPTOBCKA
JIATA - TALT"
ARl
3.JJAHCOH kI'
| 00
4"COGAPMA
TPEAUAT"
AH- -
4."MEJIEKC"
(sl0)1

CO3CAO1

| Furosemide

[epopasHa
TBEPIO&

mg

28616982

1."®bOHUKC
®APMA" EOO[
2. "GAFKON"
ALl
2."CO®APMA,
TPEAUET"
LAl

0,013950
0,015833
0015916
0,015917
0,015917

0,016740

0,019000
0,019099
0,019100
0,019100

0,000979
0,000990
0,000990

0,001175
0,001188
0,001188

C03CA04

Torasemide

TapCHTCPAIHE.

mg

6791542

1."®bOHUKC
®APMA" EOOJ
2."CO®APMA
TPEHAIAHT™"
AJl

0,082000
0,084083

0,098400
0,100900
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| co3pAo1 Spironolactone | mepopansa I'mg 32179057 | 1."OBOHHKC 0,002733 0,003280
TBLPAE- GAPMA" EOO[ 0,003366 0,004039
2."®APKOJI"
All
CO3DAO4 Eplerenone nepopaiHa mg 588800 | 1."®APKOJI" 0,012789 | 0,015347
TBBpIA ALl 0,012789 0,015347
L."CODAPMA
TPEAMHI™
I AN
CO3EAO01 Triamterene, nepopanHa tabl 275898 | 1."®bOHUKC 0,053000 0,063600
Hydrochlorothia | TBEpAa GAPMA" ECO[, 0,053666 0,064399
zide 2."®APKOJI"
Al -
C04ADO3 Pentoxifyliine nepopagHa mg 143813362 | 1."®@bOHHKC 0,000240 0,000288
TBBpAa OAPMA" EOO/J] |
CO4AEQ02 Nicergoline epopanHa mg 3118700 | 1."®bOHHKC 0,014167 0,017000
TBBPAA DAPMA" EOOJ] 0,016824 0,020189
2."®@APKOJI" 0,016824 0,020189
All
2."COPAPMA
TPEAIUHT
f All
C04AX21 Naftidrofuryl niepopanHa mg 9360026 | 1."ObOHHKC 0,001780 0,002136
TBBpAA DAPMA" EOOJ
COTAAOS Propranolol TIepopanHa mg 3142923 | 1."®OBOHHUKC 0,001850 0,002220
TBBpAA DAPMA" EOO[ 0,001875 0,002250
2."OAPKOIT"
ALl S
C0O7AB02 Metoprolol niepopanHa mg 18146945 | 1."®bOHUKC 0,001017 0,001220
TBBpAa GAPMA" EOOJQ 0,001052 0,001262
2 "OAPKOJ"
Al
C07AB02 Metoproiol nmapeHTepalHs | mg 275995 | 1."®BbOHHUKC 0,678400 | 0,814080
GAPMA" EOOJ 0,684333 0,821200
! 2."CODAPMA 0,684333 0,821200
' TPEU/TUHT"
ALl
2."MEJEKC"
Qon
CO7ABO7 Bisoprolol [IEPOPAITHA. mg 4752516 | 1."®bOHHKC 0,005333 0,006400
’ TBBpIA GAPMA" EOOI 0,005777 0,006932
2. "OAPKOJ"
Al
C07AB12 Nebivolol nepopanHa mg 939076 | 1."®@bOHHUKC 0,019467 0,023360
TBBPAA ®APMA" EOOJ 0,025778 0,030934
2."@APKON" 0,025778 0,030934
AN
| 2."CODAPMA
| TPEMJIHHI™
. | AL
C07AG02 Carvedilol nepopansa mg 1419589 ] 1. Menobapma 0,003955 0,004746
TBBpAA - | EOOQ
C07BB07 Bisoprelol, ngpopanta tab) 10 8340 | 1."®bOHUKC 0,083333 0,100000 |
Hydrochlorothia | TBBpAa mg/6 ©APMA" ECOJ |
zide i 25 , |
mg
C07BB07 - Bisoprolol, nepopanHa tabl 5 14480 { 1."ObOHHKC 0,050667 0,060800
[ Hydrochlorothia | TBBpA4 mg/6 GAPMA" EOOJ
zide 25
mg |
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1 | CO7BBI12 Nebivolol, TIepopasTHA tabl 33067 i 1."®bLOHHKC 0,176000 0,211200
hydrochlorothiaz | TBspaa | ®PAPMA" EOQOJ 0,187641 0,225169
ide 2."OAPKOJ"

ALl
1 | COBCAO1 Amlodipine [epopanHa mg 2932187 | 1."®bOHHUKC 0,003533 0,004240
TBBpIA DAPMA" EOOQ 0,003778 0,004534
2."®@APKOJT" 0,003778 0,004534
All
2."CODAPMA
TPEHIMHI™
All
1 | CO8CA02 Felodipine nepopanHa mg 382331 | 1."®APKOJI" 0,010611 0,012733
TBBPAA . All : 0,010612 0,012734
2."COPAPMA
TPEA[MHI™
- ALl
1 | CO8CAOS Nifedipine repopaiHa mg 2651290 | 1."®bOHHKC 0,002000 0,002400
TEEPIA e ’ DAPMA" EQOJ|
1 | COBCAOQ6 Nimodipine [apeHTepatHa | mg 481816 | 1."®bOHHKC 0,967000 1,160400
GAPMA" EOOJ] 1,026666 1,231999
2."MAPHUMIIEK 1,026667 1,232000
C-7"EOOX 1,026667 1,232000
3."CO®APMA
TPEHAWHT"
AL
3."MEHEKC"
004
1 | COBCAOQ6 Nimodipine riepopanHa : mg 1663512 | 1."®@bOCHHKC 0,007300 0,008760
TBBpAA DOAPMA" EOO/, 0,0075%4 0,009113
2."MAPUMIIEK 0,007594 0,009113
C-7"EOO] . 0,007594 0,009113
2."COPAPMA -
TPEAJIUHT
Al
2. "MEJEKC"
o | OO
1 | CO8CAL3 Lercanidipine nepopaiHa mg 1712700 | 1."®bOHHKC 0,006667 0,008000
TBBpIa DAPMA" EOOX 0,013194 0,015833
2. "DAPKOJI" 0,013194 0,015833
All
2."CODAPMA
TPEMUHT"
Al
1 | CO8DAO1 Verapamil napenTepaina | mg 1098810 | 1."COPAPMA 0,140667 0,168800
TPEMJ(UHIT™
ALl
1 | CO8DAO1 Verapamil epopa;Tna mg 14951877 | 1."®APKOJI" 0,000742 0,000890
TBEP/JQ All
1 | CO8DBO1 Diltiazem nepopaiHa mg 3236320 | 1."CO®APMA 0,000611 0,000733
TBBpAA TPEWITUHI ™
Al ‘
1 | CO9AAO02 Enalapril TiepopaHa mg 5068974 | . Muduorex 0,002618 0,003142
TBBpAA oon 0,004467 0,005360
2."ObOHHUKC 0,005402 0,006482
i DAPMA" EOOJ] 0,005402 0,006482
3."@AFKON"
ALl -
3."COOAPMA
TPEHIUHIT™ -
AL
1 | COSAAO3 Lisinopril nepopanHa mg 1664058 | 1."®bOHUKC 0,006800 0,008160
TBBpAA GAPMA" EOGJ 0,008652 0,010382
1 2" DAPKON" 0,008652 0,010382
All

2."COBAPMA
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TPEUAMHI™
All
1 | CO9AA05 Ramipril HepopaiHa mg 1044608 | 1."®bOHHKC 0,006800 0,008160
TBBPAA ©APMA" EOOZT 0,009276 0,011131
2 Menodapma 0,009276 0,011131
EOOJ 0,009277 0,011132
2."®APKOI"
Al . .
3."CODPAPMA
TPEWUHL"
AL I
1 | CO9AALS Zofenopril nepopanHa mg 1438098 | 1."®bOHHUKC 0,029333 0,035200
TBBpAA OAPMA" EQOOL
1 | COSBAQ2 Enalapril, repopanHa tabl 20 139694 | 1."®@bOHUKC 0,155333 0,186400
Hydrochlorothia | Teepaa- mg/1 DAPMA" EOOJ 0,164725 0,197670
zide 2,5 2."®APKOJT"
mg All - |
1 | CO9BAO3 Lisinopril, riepopaiia tabl 20 4530 | 1."®bOHHKC 0,086667 0,104000
Hydrochlorothia | TBEpA2 mg/l DAPMA" EOOJT 0,220275 0,264330
zide 2,5 2."®@APKOJT"
mg All
1 | CO9BAO3 Lisinopril, nepopanHa tabl 10 7380 | i."®bOHHUKC 0,070000 0,084000
Hydrochlorothia | Teepaa mg/1 OAPMA" EOOJL 0,145275 0,174330
zide 2,5 2."®APKOII"
mg | AL
1 | CO9BAO4 Perindopril, niepopasHa tabl 5 19108 | 1."®BOHHUKC 0,104333 0,125200
Indapamide TBBpA2 mg/1 DOAPMA" EOO 0,125141 0,150169
25 2."®APKOI" |
mg Al |
1 | CO9BAO9 Fosinopril, nepopanta tabl 2780 | 1."®bOHUKC | 0,295357 0,354428
Hydrochlerothia | tBepIa OAPMA" EOOLL
zide :
3a obocobena nosuuus No 2: ,
OIT | ATC-xon | INN Hauwn Ha Mspka 3abeaexka Heo6xoqn Y4acTHHAOHA A Ennena | Ex uena
opraoKenHe | /mg, ™M Gpoii Kiacupase 3a 3a
tabl., I MAPKH enaHMI [2:0:3:0: 11
i mb./ | aMApKa | a MAPKa
. | l Be3s IAC | e AAC
2 CO1CA04 | Dopamine MapeHTepanH | mg 84828082 1."COPAPM 0,00870 | 0,01045
| a A 8 0
| TPERIHr 0,00870 | 0,01045
Al 8 0
| 1."MEJIEKC"
, - i 0011 a
2 CO1CA07 | Dobutamirie napeHTepans | mg 16286275 1."®@bOHUKC | 0,02908 0,03489
a DAPMA" 0 6
EOOL
2 CO01CA24 | Epinephrine TApeHTEepPATH | mg 352019 1."CODAPM 1,00833 1,21000
a i A 3 0
TPEVTMHT™
ALl
2 COIDAO2 | Glyceryl trinitrate naperTepanH | mg | 6749201 1."®BOHUKC | 0,22260 | 0,26712
a DAPMA" 0 0
. EOOH
2 CO1DAOS | Pentaerithrityl nepopaiHa mg 669500 1."OLOHHUKC | 0,00474 | 0,00568
TBLPJAA | GAPMA" 0 8
EOOA 0,00476 | 0,00571
2DAPKOIY | 2 4
— | AR
2 CO1DAOS8 | Isosorbide dinitrate | mepopania mg 3602598 | 1L"®BOHUKC | 0,00341 | 0,00410
TBLpUA ; DAPMA" 7 0
| EOOL
1

T Taae



2."®APKOJI" | 0,00452 | 0,00543
All 7 2
CO1DAO8 | Isosorbide dinitrate | mepoparHa mg 2247477 1."ObOHHUKC | 0,02864 | 0,03436
TeuHa OAPMA" 0 8
EOOL
C01DX12 | Molsidomine nepopaiHa mg 153763 1."®bOHHUKC | 0,03266 | 0,03920
TBBpAA ‘ DAPMA" 7 0
EOOA
CO1EB15 | Trimetazidine nepopanHa mg 10823354 1."®bOHUKC | 0,00136 0,00163
TBEPAA GOAPMA" 2 4
EQOL 0,00323 | 0,00387
2"®APKO" | O 6
All 0,00323 | 0,00387
2."CODPAPM 0 6
A
TPEWIMHI"
All. .
CO1EB17 | Ivabradine nepopanHa mg 476537 1.Mu6uorex 0,03011 0,03614
TBEpAA [ ooa e 9 3
2."®bOHHK! 0,03366 0,04040
DAPMA" 7 0
EOOL 0,05212 | 0,06254
3."@APKOJI" 3 8
Al 0,05212 | 0,06254
| 3."CO®APM 3 8
| A
; | TPEMIMHT™
| ALl
' C09BB04 | Perindopril, nepopaiHa tabl 5 mg/S mg 29932 1."®bOHHKC | 0,09066 | 0,10880
‘ Amlodipine TBBPAA OAPMA" 7 0
[ EOON . 0,10320 | 0,12384
| 2."®@APKOI" | O 0
| AL
| C09BBR04 | Perindopril, nepopanHa tabl 10 mg/5 mg 29748 1."®BbOHHKC | 0,14666 0,17600
Amlodipine TBHPAA DAPMA" 7 0
‘ EOON 0,18750 | 0,22501
2."®APKOJI" | 8 0
| ALl
[ C09BB07 | Ramipril, nepopaiHa tabl 5 mg/5 mg 3810 1."®APKOJ" | 0,06527 | 0,07833
| Amlodipine TBBpAa A]l 5 0
|
[ CO09BB07 | Ramipril, nepopaHa tabl [ 10 mg/10 mg 1800 1."®@bOHHUKC | 0,13000 | 0,15600
[ Amlodipine TBBpAa GOAPMA" 0 0
EOOL - 0,13055 | 0,15666
| 2."DAPKOJ" | 0 0
! All
C09BB07 | Ramipril, nepopanHa tabl 10 mg/5 mg 4308 1."®BbOHHKC | 0,11100 | 0,13320
Amlodipine TBEPIA DAPMA" 0 0
EOON 0,11165 | 0,13399
2."®APKOJI" | 8 0
— AL
CO9CAOQ! | Losartan nepopanHa mg 4014870 1."®bOHHKC | 0,00158 | 0,00189
TBBpI2 DAPMA" 0 6
R E0OJ )
CO09CAQ2 | Eprosartan HepopanHa mg 2308800 1L."®bOHHKC | 0,00112 | 0,00135
TBBPAA DAPMA" 5 0
EOOI
CO9CAO03 | Valsartan nepopangHa ng 21947928 L."®APKOJ" | 0,00110 | 0,00132
TBBpIA AN i 1
1."CCHAPM 0,00110 | 0,00132
A 1 1
TPEUIAHT™
C09CA04 | Irbesartan TepopaTHa mg 7200800 1."®LOHUKC | 0,00046 | 0,00056
| TBBPEA DAPMA" 7 0
| EOOA 0,00076 | 0,00092
2"OAPKOI" | 7 0
AR 0,00076 | 0,00092
2."CODAPM 7 0
A
‘ TPEWIMHL™
AL




2 C09CA06 | Candesartan nepopansa { mg 1617691 1."®LOHUKC | 0,00625 | 0,00750
TBBpAA | DAPMA" 0 0
EOON 0,00701 | 0,00841
2."®APKOI" | 2 4
AR 0,00701 | 0,00841
2."CODAPM 2 4
A
TPENAUHT™
Al
12 CO09CA07 | Telmisartan nepopaiHa mg 3705128 1."®bOHHKC | 0,00273 | 0,00328
TBBpRZ OAPMA" 3 0
| EOOJ1 - 0,00276 | 0,00332
I 2."®@APKOI" 8 2
ATl 0,00276 | 0,00332
2."CODAPM 8 2
A
TPEHIMHI"
Al
2 CO09DAO1 | Losartan, nepopanHa tabl 100mg/12,5m | 2460 1."®bOHUKC | 0,21700 | 0,26040
Hydrochlorithiazide | Tespaa g OAPMA" 0 0
EOQ[ -
2 C09DAO1 | Losartan, niepopanHa tabl 50 mg/12,5 21170 1."®LOHHUKC | 0,13821 | 0,16585
Hydrochlorithiazide | TBBnpaa mg GAPMA" 4 7
{ EOOq 0,13836 | 0,16604
2."®APKO" | 7 0
R 1 All
2 CO09DAO1 | Losartan, nepopaitHa tabl 100 mg/25 mg | 300 1."®ObOHHUKC | 0,20035 | 0,24042
Hydrochlorithiazide | TBbpaa ' DAPMA" 7 8
EOON
2 CO9DA03 | Valsartan, nepopanHa tabl 160 mg/25 mg | 22868 1."®bOHHUKC | 0,13607 | 0,16328
Hydrochlorothiazid | TebpOa DAPMA" 1 5
€ EQOH 0,16815 | 0,20179
2."®APKOJ" | 8 0
Al
2 CO9DAO03 | Valsartan, niepopanHa tabi 160 mg/12,5 57403 1."®BbOHUKC | 0,22666 | 0,27200
Hydrochlorothiazid | TBRpAa mg DAPMA" 7 0
e i EOOH 0,23000 | 0,27600
‘ 2."®APKOJI" 0 0
| | Al
2 CO09DAO03 | Valsartan, nepopanHa tabl 320 mg/12,5 3370 1."®bOHHUKC | 0,33392 | 0,40071
Hydrochlorothiazid | TBBpOa mg OAPMA" 9 S
e EOON 0,41098 | 0,49318
2 "®APKOI" | 3 0
Al
2 C09DAO3 | Valsartan, nepopanHa tabl | 320 mg/25mg | 710 1."®LOHMKC | 033133 | 0,39760
| Hydrochlorothiazid | TeBpna GAPMA" 3 0
e EOO] 0,43690 | 0,52429
| 2."DAPKOJT" | 8 0
| Al
2 CO09DA04 | Irbesartan and repopaiHa tab! 150 mg/12,5 28045 | L"®APKOJI" 0,17375 0,20850
diuretics TBBpIA mg Al 0 0
2 CO9DA04 | Irbesartan and nepopaita tabl 300 mg/12,5 1899 1."®APKOJI" | 0,23000 | 0,27600
diuretics TBBEPAA mg Al 0 0
2 CO09DA06 | Candesartan, TepopanHa tabl 8mg/12,5mg | 9510 1."®bOBUKC | 0,11066 | 0,13280
Hydrochlortiazide TBBpIA DAPMA" 7 0
EOOH 0,11485 | 0,13782
2"OAPKOJI" | 0 0
Al
2 C09DA06 | Candesartan, nepopaiHa tabl 16 mg/12,5 25516 1."®APKOJ" | 0,17095 | 020514
Hydrochlortiazide TBBPIA mg H Al 0 0
2 CO09DA06 | Candesartan, nepopatna | tabl 32 mg/i2,5 450 1."DAPKOJI" | 0,28315 | 0,33978
Hydrochlortiazide TBbpIA mg Al 0 0
|
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2 CO09DA07 | Telmisartan, nepopaiHa | tabi 80 mg/12,5 | 16952 1.*®bOHUKC | 0,09285 | 0,11142
Hydrochlorothiazid | TBRpaa I mg DAPMA" 7 8
e l EOORT | 0,11746 | 0,14095
| 2 Unbuotex 4 7
| oo 0,20944 | 0,25133
[ 3"GAPKON" | 2 0
I AL
i |
2 CO9DAO7 | Telmisartan, nepopansa | tabl 80 mg/25 mg 9644 1."®bOHUKC | 0,10000 | 0,12000
Hydrochlorothiazid | TBBpIa DAPMA" 0 0
e EOON 0,15032 | 0,18038
2. Unbuorex 1 5
(o0 0,20944 0,25133
3."®APKOJI" | 2 0
AR
2 CO9DAO8 | Olmesartan nepopanHa tabl 20 mg/12,5 3460 1."®bOHHUKC | 0,13733 | 0,16480
medoxomil, TBBpAA mg DOAPMA" 3 0
| Hydrochlorothiazid EOO 0,23708 0,28450
| e 2."®APKOJI" | 3 0
ALl
2 CO9DACS | Olmesartan TepopaHa tabl 40 mg/12,5 1260 1."®LOHHUKC | 0,14666 | 0,17600
| medoxomil, TBEPAA mg DAPMA" 7 0
| Hydrochlorothiazid I EOOQ 0,32350 0,38821
e 2."®APKOJI" | 8 0
1 AI[
| 2 C09DBO! | Amlodipine, nepopanta tabl 10 mg/160 mg | 3524 1."®APKOJI" | 0,21390 | 0,25668
Vaisartan | TBBpHA Al 0 0
| |
2 C09DB01 | Amlodipine, nepopaiina tabl 5 mg/160 mg | 2650° 1."®GAPKOT" 0,19500 0,23401
Valsartan TBBPIa AL 8 0
2 | Co9DBO02 | Olmesarian nepopansa tabl 20 mg/5 mg 3280 1."®BLOHHUKC | 0,17400 | 0,20880
medoxomil und TBBpAA DAPMA" 0 0
amlodipine EOO/| 0,19722 | 0,23667
2"®APKOJI" | S 0
Al
2 COSDB02 | Olmesartan epopaiHa tabl 40 mg/5 mg 780 1."®LOHUKC | 0,22866 0,27440
medoxomil and TBBEpIA DAPMA" 7 0
| amlodipine | EOOA 0,36399 0,43678
2."®APKON" 1 9
All
2 C10AA01 | Simvastatin mepopanHa mg 1471620 L"OLOHHUKC | 0,00232 | 0,00278
TBHpAA DAPMA" 1 5
) EOOA 0,00265 | 0,00318
| 2"®OAPKOII" | 2 2
i Al 0,00265 | 0,00318
2."CODAPM 2 2
A
TPEJIMHT "
ALl
2 C10AAQ5 | Atorvastatin nepopanta mg - 2691129 1."®LOHUKC | 0,00270 | 0,00324
TEBpIA DAPMA" 0 0
EOOJ, 0,00291 0,00349
i 2 OAPKOII" | 6 9
| A%l 0,00291 | 0,00350
3."COOAPM 7 0
A
TPEAIMHL™"
| AL
|2 C10AA07 | Rosuvastatin HEePOPATHi mg | 4226993 1."®@LOHHKC | 0,00870 | 0,01044
TBBPAa [ DAPMA" 0 0
' EOOX 0,01222 | 0,01466
2."OAPKOJI" 2 6
ALl 0,01222 | 0,01466
2."COQAPM 2 6
A .
TPERAMHT
AL




2 C10AB05 | Fenofibrate nepopanga tabl/cap 17330 1."®BOHUKC | 0,00072 | 0,00086
TBBPLa s DAPMA" 1 5
EOOJ | 024222 | 029067
2."®APKOII" 5 0
AL 0,24222 | 0,29067
2."COPAPM 5 0
A
TPEHAIUHI™
=% AL
2 C10AB0O8 | Ciprofibrate nepopanHa mg 365800 1.*®bOHUKC | 0,00193 | 0,00232
TBBEpAA OAPMA" 3 0
EOOJI -

Cnen H3BLPIIBAHEC HA MOPHUTE JeHCTBUSL, npeaceaarensaT Ha KOMHCHATa 3aKpH nyﬁnanaTa JacT Ha
3aCCHaHucCTO.

1V. IIpoBe:xxaane Ha e1eKTPOHEH THPI.

Ha ocuosanme un. 90, an. 5, BsB Bpb3ka ¢ ui. 90, an. 8 ot 30I1 ma 15:10.2020 r. enHOBpEMEHHO O
BCHYKH YUACTHHIH B IpolieAypaTa Oeme u3npaTeHa MOKaHa 3a y4acTue B €JIEKTPOHEH Thpr. B u3nparenara
[OKaHa B COTBETCTBHE ¢ u3nckpanuaTa Ha 3011 ce cpabpxaxa pe3ylITATHTE OT TbPBOHAYAIHO H3BELPIIECHATA
OLIEHKA HA O()ePTHUTE MOCOYEHHU MO-TOPE U CTHIIKATA C KOSTO YYACTHHIIUTE MOraT Ja HaMaJIsABaT MPEAJIOKEHUTE
OT TSX LIEHH, ONpeIeNieHa OT Bb3/I0XKHUTENS B AOKYMEHTAIMATA 32 YYacTHe B Ipoueypara, a uMenHo 0,05%. B
CHOTBETCTBUE ChC 3aKOHOBHUTE M3WCKBAHHS B MOKaHaTa Oelle IOCOYEHO, Y€ €NIEKTPOHHHUAT ThPI CTapTHpa Ha
20.10.2020 r. B 09:00 yaca u npuwmousa Ha 21.10.2020 r. B 17:30 4aca. EjleKTpPOHHHSAT TBPT CTapTHPA K
NPUKIIOUM H3LAIO NEKTPOHHO, KATO C HACTBNBAHE HA JaTaTa M 4aca, NIOCOYCHH B TOKAHATA, 2 MMEHHO
21.10.2020 r. B 17:30 uaca, EnexTpoHHaTa CHCTEMa aBTOMATHYHO Ie¢HEpUpa Kpaﬁﬂdro KJIacHpaHe B pe3ynTar
HA HaNpaBeHWUTEe B PaMKHTEe Ha EJEKTPOHHHMs TBPIr: HAMANECHHA HA LEHHTE OT CTPaHa HA YYaCTHUUMTE B

npoleaypara.

KracupaHeTo MOCTHIHATO B pe3ysITaT Ha IPOBEIEHHs €IEKTPOHEH THPF, € CIIEHOTO:

Knacupane no o6ocobena nosuvua N 1:

O ATC-kon | INN Hauns na Mapka | 3aeneskx | HeoOxonm YuacTHAUN A Ennesa | Exnema
I npaioxkenne | /mg, a v Gpoii Kiacupame 33 3a
tabl., MApKA eAHEHY eqHHAN
Il ral/ amapka | aMApKa
. I 6e3 JAC | ¢ AAC
1 COJAAQ | Digoxin NapeHTepaiH | mg 85193 1."CODAPMA 1,74666 | 2,09600
5 a TPEHIMHI™ AL | 7 0
1 CO1AAG | Metildigoxin mepopaiHa mg 8956 1."®LOHUKC 0,51666 | 0,62000
8 ' C TBBpAA DAPMA" EOOL | 7 0
1 CO01BC04 | Flecainide Tiepopanya mg 13634500 1."TBPTOBCKA | 0,00414 | 0,00497
TBBPAZ JIT'A -TAI" 7 6
AR
1 C01BDO!. | Amiodarone mapeHTepantH | g’ 69793719 1."®@bOHUKC 0,00387 | 0,00465
[ a ®APMA" ECOL | 8 | 4
| 2."CODPAPMA 0,00388 | 0,00465
TPEHIWAHT™ AL | O 6
3."MEJIEKC" 0,00395 | 0,00474
[0, )1 ) 0 0
4 "MAPHUMIIEK 0,00400 | 0,00480
C-7"EOOK 0 0
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CO01BDO1 | Amiodarone nepopasHa | mg 106679793 | 1."®bOHUKC 0,00070 | 0,00084
TBEPIA DAPMA" EOO 3 4
2 'MAPUMIIEK 0,00071 | 0,00085
C-7"EOOX 1 3
|
C02AC01 | Clonidine [epopaiHa 1 mg 372459 1."CODPAPMA 0,20000 | 0,24000
TBEpAA TPEMIWHI™ ALl | O 0
|
C02ACO1 | Clonidine [MapeHTCPAIH ! mg 212215 - | 1."CO®APMA 529192 | 6,35031
a ‘ TPEAIVHI™ ALl | 6 1
C02AC05 | Moxonidine nepopanHa mg 88500 1."®bOHUKC 0,34166 0,41000
h TBBpZA v DAPMA" EOOH | 7 0
2."CO®PAPMA 0,34176 | 041011
| TPEHMHI™" AL | 5 8
i 3."DAPKOM" ALl | 0,37283 | 0,44740
9 7
C02AC06 | Rilmenidine nepopaitHa mg 22896 1."®bOHHUKC 0,08700 | 0,10440
TBBpLA ©APMA" EOO | 0 0
2."CODPAPMA 0,08703 | 0,10444
TPEHOUHI™ Al | 7 4
3"OAPKON" AT | 0,09504 | 0,11405
6 5
C02CAQ01 | Prazcsin nepopaiHg mg 82946 1."CO®APMA | 0,02200 | 0,02640
TBBpIA TPEHIIMHI" AL | 0 0
CO03AAQ | Hydrochlorothiazid | mepopamua mg 3406470 1."®bOHHKC 0,00408 | 0,00489
3 ¢ TBBpAA DAPMA" EOODI | 0 6
2 "PAPKOII" Al | 0,00446 | 0,00535
0 2
C03BA1]l | Indapamide nepopaiHa tabl 211084 1."®bOHUKC 0,07700 | 0,09240
TBBpAA GAPMA" EQO 0 0
2."COGAPMA 0,07702 | 0,09243
TPEUIUHI™ ALL | 5 0
3."OAPKOII" Al | 0,08166 | 0,09799
6 9
C03CAO01 | Furosemide napeH1epaH | mg 73489830 1."®@bOHHUKC 0,01395 0,01674
a GAPMA" EOOL | O 0
2"TBPIOBCKA | 0,01395 | 0,01674
JAT A - TAIY" 1 1
ALl 0,01395 | 0,01674
3. JIAHCOH BT 4 5
oon 0,01395 0,01674
4."CODAPMA 5 6
[ TPEMJIMHI™ AJL | 0,01395 | 001674
! 4 "MEIEKC" 5 6
001
C03CA01 | Furosemide nepopanta mg 28616982 1."CODAPMA 0,00097 | 0,00117
TEBpIA j TPEHJIMHI" ALl | 9 5
1."dbOHUKC 0,00097 | 0,00117
DAPMA" EOOJ 9 5
2. "®APKOI" A | 0,00099 0,00118
0 8
CO3CA04 | Torasemide MapeHTCpalR | mg 6791542 1."®LOHUKC 0,08200 | 0,09840
N CAPMA" EOOL | O 0 -
2."CODAPMA 0,08200 | 0,09840
TPEUIUHI™ AT | 6 7
CO03DA0 | Spironolactone nepopaiIHa mg 32179057 1."®bOHHUKC 0,00273 | 0,00328
1 TREPIA ' OAPMA" EOOJ, 3 0
2."OAPKOI" AJl | 0,00290 | 0,00348
0 0
C03DAO | Eplerenone IepopaJIHa mg 583800 1."@APKOJ" ANl | 0,01278 | 0,01534
4 TBEPAA ) 1."CODAPMA 9 7
TPEYJTUHT™ ALl | 001278 | 0,01534
9 7
CO3EAOU | Triamterene, MepOpaIHa tabl 275898 1."®BbOHHKC 0,05300 | 0,06360
Hydrochlorothiazid | TBBpIA DAPMA" EOQO | 0 0
e 2"®APKOJI" Al | 0,05366 | 0,06439
6 9
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1 CO4AD0 | Pentoxifylline llepopaHa mg 143813362 | 1."®BOHHKC 0,00024 | 0,00028
3 TBLPIA GAPMA"EOQOOL | O 8
1 CO4AEOQ2 | Nicergoline mepopaiHa ! mg T 3118700 1."®@BOHUKC 001416 | 0,01699
TBBpAA GAPMA"EOOO | O 2
2."C9€DAPMA 0,01416 0,01699
TPEUJHHI™" ALl | 5 8
3."®@APKOJI" ALl | 0,01506 | 0.01807
4 7
1 C04AX2 | Naftidrofuryl nepopaiHa mg 9360026 1."®@bOHHUKC 0,00178 | 0,00213
| i TBLpAA DAPMA"EOOL | O 6
i 1 CO7AAQD Propranolol HEPOpLITHA mg 3142923 1."®BbOHUKC 0,00185 0,00222
5 TBBpE DAPMA"EOOH | O 0
2"®APKOI" AT | 0,00187 | 0,00225
: 5 0
1 C07AB02 | Metoprolol népopansa mg 18146945 | 1."®bOHHUKC 0,00101 | 0,00122
TBBpI ®APMA"EOOL | 7 0
2."®APKOJI" AL | 0,00105 | 0,00126
2 2
1 CO7AB02 | Metoprolol napeHTepanH | ing 275995 1."®BbOHUKC 0,67840 | 0,81408
- a DAPMA"EOOA | 0 0
2"COPAPMA 0,67853 | 0,81424
TPEAIMHAT" AJ] | 9 7
2."MEJEKC" 0,67853 | 0,81424
| (0.0)1 9 7
1 CO07ABO7 | Bisoprolol nepopanda | mg | 4752516 1."®bOHHUKC 0,00533 | 0,00640
TBEPIA DAPMA"EOCONT | 3 0
2"OAPKON" Al | 0,00577 | 0,00693
7 2
1 CO7AB12 | Nebivolol HepopaiHa mg 939076 1."ObOHHKC 0,01946 | 0,02336
TREPIE DAPMA"EOON | 7 0
2"CODAPMA 0,01947 | 0,02336
TPEAIMHI™ AJl | 2 6
3."®APKOJI" Al | 0,02103 | 0,02523
0 6
1 CO7AGO | Carvedilol niepopaiHa mg 1419589 1.Menodapma 0,00395 | 0,00474
2 TBBPia EOON 5 6
"1 | CO7BBO7 | Bisoprolol, _Tepopania tabl 10 mg/6,25 | 8340 1."OLOHHUKC | 0,08333 | 0,10000
Hydrochlorothiazid | TBbpIa mg OAPMA" EOOH | 3 0
€ s
1 CO07BBO7 | Bisoprolol, TIepopaHa tabl 5 mg/6,25 14480 1."®bOHHKC 0,05066 | 0,06080
Hydrochlorothiazid | Teepaa mg $APMA" EOOH | 7 0
e
1 C07BB12 | Nebivolol, nepopansa tabl 33067 1. "®bOHHKC 0,17600 | 021120
hydrochlorothiazide | .TBBpna GAPMA"ECQOL | O 0
2"DAPKOI" ALl | 0,18764 | 0,22516
1 9
1 CO8CAO01 | Amlodipine HEpOpaTHa mg 2932187 1."®BbOHHKC 0,00353 0,00424
TBBpA2 D®APMA" EOO 3 0
2."CODPAPMA 0,00353 | 0,00424
TPERAMHI AL | 5 2
3"OAPKOI" Al | 0,00377 | 0,00453
8 4
1 CO8CAQ2 | Felodipine nepopansa mg 382331 1."®APKOJ" AL | 0,01061 0,01273
. TBSpIA . 2."CODPAPMA 1 3
‘ | TPEWOMET™ Al | 0,01061 0,01273
| . 2 4
1 CO8CAOQ5 | Nifedipine nepopamHa | mg 2651290 1."®bOHHUKC 0,00200 | 0,00240
TBBpAR DAPMA"EOOL | 0 0
1 CO8CA06 | Nimodipine 1 UapeHTepanH | mg 481816 1."®&bOHUKC 0,96700 | 1,16040
a GAPMA" EOOA 0 0
2."COPAPMA 096734 | 1,16081
TPEMZIUHI™ AL | 8 8
2. "MEEKC" 0,96734 | 1,16081
6:0)11 8 8
3 "MAPUMITEK 1,02666 | 1,23199
C-7"EQON 6 9
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1 CO08CA06 | Nimodipine | mepopaiHa mg 1663512 1."®@bOHHUKC 0,00730 | 0,00876
TBBPIA GAPMA" EOCOL | 0 0

2."COPAPMA 0,00730 | 0,00876
TPEAIUHT" ALl | 3 4

3."MEJEKC" 0,00731 0,00877
oon t 3

4."MAPUMIIEK 0,00759 | 0,00911
C-7"EOONT 4 3

1 CO8CA13 | Lercanidipine nepopaiHa mg 1712700 1."®bOHHUKC 0,00666 | 0,00800
TBEpIA OAPMA" EQOT | 7 0

- 2."CO®APMA 0,00667 | 0,00800
TPEHIMHT™ Al | 0 4

3"DAPKOJI" Al | 0,00719 | 0,00863
. 7 6

1 CO8DAO | Verapamil napeHTepaiH | mg 1098810 1,"CODAPMA - | 0,14066 0,16880
1 a TPEAIMHT A | 7 0

1 CO8DAO | Verapamil nepopanHa mg 14951877 1."OAPKOJ" ANl | 0,00074 | 0,00089
1 TBBpAA 2 0

1 CO8DBO1 | Diltiazem nepopansa mg 3236320 1."CODAPMA 0,00061 | 0,00073
TEBPAA TPEUIMHI™ ALl | 1 3

1 CO9AAQ | Enalapril nepopansa mg 5068974 1.Wubuorex OO | 0,00261 0,00314
2 TBBPAR 2."CODPAPMA 8 2

TPEUIUHT" ALl | 000262 | 0,00314
3"DAPKOM" ALl | O 4

4."®bOHUKC 0,00285 0,00342
GAPMA" EOOHL | 5 6

0,00446 | 0,00536
. 7 0

1 CO09AAQ | Lisinopril nepopaiia mg 1664058 1."®bOHUKC 0,00680 | 0,00816
3 TBBpAA DAPMA"EOOL | 0 0

: 2."COOAPMA 0,00680 | 0,00816
TPEUIHUHI™ ALl | 2 2

3."®APKOJ" AL | 0,00740 | 0,00888
2 2

1 C09AA0 | Ramipril nepopanHa mg 1044608 1."®BLOHUKC 0,00680 0,00816
5 TBEPOA OAPMA" EOOL 0 0

2."COOAPMA 0,00680 | 0,00816
TPEMIMHT AJl | 4 |5

3PAPKOJI" Al | 0,00739 | 0,00887
4 Megnodapma 9 9

EOOI 0,00747 | 0,008%96
0 4

1 C09AAL Zofenopril nepopanHa mg 1438098 1."®bOHHKC 0,02933 | 0,03520
5 TBBpAA DAPMA" EOOJT 3 0

1 C09BAO02 | Enalapril, nepopainHa tabl 20mg/12,5 | 139694 1."®bOHHKC 0,15533 | 0,18640
Hydrochlorothiazid | TBBDIAE mg DAPMA" EOOL | 3 0

e 2"OAPKOJI" AL | 0,16456 | 0,19747
0 2

1 CO9BAO3 | Lisinopril, nepopaiHa tabl 20mg/12,5 | 4530 1."®bOHHKC 0,08666 | 0,10400
Hydrochlorothiazid | teepra mg OAPMA" EQOJ | 7 0

e 2"®APKOJI" ALl | 0,09450 | 0,11340
6 7

1 C09BAO3 | Lisinopril, nepopaiHa tabl 10mg/12,5 | 7380 1."®@bOHHKC 0,07000 | 0,08400
| Hydrochlorothiazid | T8®RpAa mg DAPMA"EOQOH | O 0

e 2."®APKOJI" ANl | 0,07609 | 0,09131
4 3

1 C09BAO4 | Perindopril, fepopaika tabl 5 mg/1,25 19108 1."®bOHHKC 0,10433 | 0,12520
Indapamide TBEpPIA mg GAPMA" EOOL | 3 0

2."@APKOJ" ALl | 0,11368 | 0,13642
3 0

1 CO9BAQ9 | Fosinopril, nepopaiHa tabl 2780 1."®bOHHKC 0,29535 | 0,35442
Hydrochlorothiazid | tBepna GAPMA® EOOJT | 7 8

I e

Knacupane no odocobena nozunun Ne 2:
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OII | ATC-kon | INN Haunn na Msnpka 3abenex | HeoGxomum YyacTannm m . Exnesaza | Exmena
NpHToKeRKe /mg, tabl., Ka Opoii MmupkE | knacupane eIHHANS 3a
’ ml/ mapka Ge3 eArAANA
JAC MAPKa ¢
Aac
2 COICAO4 | Dopamine | mapemrcpamma | mg 84828082  1L."CO®APMA 0,008708 0,010450
o TPEUMHI" ALl | 0,008708 0,010450
1L."MEJEKC"
i oon
2 COICA07 | Dobutamine | TapeHTepantHa mg 16296275 1."OBOHHKC 0,029080 0,034896
GAPMA" EOOJT
|2 | CO0ICA24 | Epinephrine | napentepanna | mg 352019 1."CODAPMA 1,008333 1,210000
| TPEMJIUHT™" ALl
I
2 CO01DAO2 | Glyceryl | MapeHTepanda | mg 6749201 1."®BOHHKC 0,222600 0,267120
trinitrate | DAPMA" EOOL
2 CO1DAO5 | Pentaerithrityl | nepopaina mg 669500 1."®bOHHKC 0,004740 0,005688A
TBBEPAA ®APMA" EOOl | 0,004762 0,005714
2."DAPKO" AL
2 COIDAO8 | Isosorbide nepopaiHa mg 3602598 1."ObOHMKC 0,003417 0,004100
dinitrate TBEPAA - - DAPMA" EOOJ1 | 0,003721 0,004465
2 "®APKOI" ALl
2 C01DAO08 | Isosorbide nepopaina mg 2247477 l."(DLOHHKC 0,028640 0,034368
dinitrate TeyHa DGAPMA" EOOJ
2 C01DX12 | Molsidomine | mepopanna mg 153763 1."®@LOHUKC 0,032667 0,039200
TBEpAA DOAPMA" EOO/]
2 CO1EB15 | Trimetazidine | nepopaisa mg 10823354 1."OLOHUKC 0,001362 0,001634
“TBBpIA DAPMA" EOOJ] 0,001485 0,001782
2."OAPKOJI" ALl | 0,003209 0,003851
3."CODAPMA
TPEHJHHI™ AR
2 CO1EB17 | Ivabradine TlepopanHa | 'mg 476537 1.Mu6uorex OO, | 0,030119 0,036143
TBBPAA 2."COD®APMA 0,030129 0,036155
TPEAIMH ALl | 0,032835 0,039402
3."OAPKOJ" AJl | 0,033667 0,040400
4."®LOHUKC
OAPMA" EOOJ
2 C09BB04 erindopri!, ]'lep()paJIH; tabi | Smg/5 29932 1."®hOHUKC 0,090667 0,108800
Amlodipine TREPIA mg DAPMA" EOOL | 0,098855 0,118626
2."OAPKOII" A |
|
2 C09BB04 | Perindopril, nepopania tabl 10 mg/5 29748 1."®bOHUKC | 0,146667 0,176000
Amlodipine TBEpAA mg DAPMA" EOOL | 0,160097 0,192116
2."@APKOI" AJl
L P e
2 C09BBO7 | Ramipril, nepopanHa tabl 5 mg/s 3810 1."OAPKOI" Al | 0,065275 0,078330
Amlodipine TEbpAA mg
| -
2 C09BB07 | Ramipril, NEPOpAJHA tak! 10 mg/10 | 1800 1."OLOHHKC 0,130000 0,156000
Amlodipine | TREpna mg DAPMA" EOOLl | 0,130550 0,156660
h 2."@APKOI" ALl




C09BB07 | Ramipril, nepopaiira tabl 10mg/s | 4308 1."®BbOHUKC 0,111000 0,133200
Amlodipine TBBPAA mg ©APMA" EOOJ1 | 0,111658 0,133990
2."DAPKOJI" Al
C09CA0!1 | Losartan nepopansa mg 4014870 1."®bOHHKC 0,001580 0,001896
TRBEpAA | @PAPMA" EQO/JT
CO9CAO02 | Eprosartan epopanHa mg 2308800 1."®@BOHHKC 0,001125 0,001350
TEBpAA DAPMA" EOOJL
C09CA03 | Valsartan nepopaiHa mg 21947928 . 1."OAPKOMI" A | 0,001101 0,001321
TBBpAA. 1."COPAPMA 0,001101 0,001321
. TPEMJTHHI™ ALl
C09CAQ04 | Irbesartan nepopasHa mg 7200800 1."®bOHUKC 0,000467 0,000560
TBEpIA ®APMA" EOOZT | 0,000468 0,000562
2."CODAPMA 0,000509 0,000611
TPEMIMHI™ A/l
3."OAPKOI" A
CO09CA06 | Candesartan mepopanya mg 1617691 1."®LOHHKC 0,006213 0,007456
TBBpIA GAPMA" EOOJ] | 0,006216 0,007459
2"COPAPMA 0,006761 0,008113
TPEHAIMHI™ AL |
3."OAPKOII" Al
CO09CA07 | Telmisartan HEpOpaIHA mg 3705128 1."®bOHUKC 0,002733 0,003280
TBBEpPAA DAPMA" EOQOJ] | 0,002734 0,003281
2."CODAPMA 0,002768 0,003322
TPEMIAHI" ALl
3."®APKOI" ALl
CO9DAQ] | Losartan, nepopaiHa tabl 100 2460 1."®BOHHUKC . 0,217000 0,260400
Hydrochlerith | Tespaa mg/12,5 DAPMA" EOOJ
iazide ’ mg
C09DAO1 | Losartan, nepopaisa tabl 50 21170 1."®BOHHKC 0,138214 0,165857
Hydrochlorith | TBBpaa mg/12,5 OAPMA" EOOA 0,138367 0,166040
iazide mg 2."@APKOJ" AL
CO9DAO1 | Losartan, nepopaiHa tahl 100 300 1."®bOHHUKC 0,200357 0,240428
Hydrochlorith | TBBpHA mg/25 GAPMA" EOO/
iazide mg
CO09DA03 | Valsartan, | nepopanua tabl 160 22868 1."®bLOHUKC 0,136071 0,163285
Hydrochlorot | TBBpIA mg/25 DOAPMA" EOOJT | 0,148320 0,177984
hiazide mg 2."®APKOJI" AL
CO9DAO03 | Valsartan, nepoparHa tabl. 160 57403 1."®BbOHHKC 0,226667 0,272000
Hydrochlorot | 18Bpaa mg/12,5 DAPMA" EOOJl | 0,230000 0,276000
hiazide ' mg 2'@APKOJI" ALl
C09DAO03 | Valsartan, TIepoparHa tabi 320 3370 1."®@LOHUKC 0,333929 0,400715
Hydrochlorot | TeBpOa mg/12.5 DAPMA" EOOO | 0,363770 0,436524
hiazide ing 2."®APKO" ALl
CO9DAOQ3 | Vaisartan, nepopaiHa tabl 320 710 1."®bOHKKC 0,331333 0,397600
' Hydrochlorot | TsBpna mg/25 DOAPMA" EQOJ | 0,361649 0,433979
hiazide mg 2" DAPKON" ATT |
CO9DAO4 | Irbesartan and | mepopanna tabl 159 28045 1 "DAPKOIM AL | 0,173750 0,208500
“diuretics ‘TBbpAa ‘ mg/12,5 |
mg ]
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2 CO9DA04 | Irbesartanand | mepopanna Tt’abl [ 300 I 1899 1."®APKQII" ALl | 0,230000 0,276000
diuretics TBEpAA i mg/12,5
mg
2 CO9DA06 | Candesartan, | mepopanHa tabl 8 . 9510 1."®@bOHUKC 0,110667 0,132800
Hydrochlortia | TBBpHA mg/12.5 GAPMA" EOOl | 0,114850 0,137820
zide mg 2.*OAPKOI" AL
2 CO9DA06 | Candesartan, | mepopansa tabl 16 25516 I"®APKOJI" ALl | 0,170950 0,205140
Hydrochlortia | Tenpna mg/12,5 '
zide mg
2 CO9DA06 | Candesartan, | mepopanHa tabl 32 450 1."®APKONI" Al | 0,283150 0,339780
Hydrochlortia | TeBpAa mg/12,5
zide - mg
2 CO9DAO7 | Telmisartan,- | mepopanHa tabl 80 - 16952 1."®hLOHUKC 0,092857 0,111428
Hydrochlorot | TBBpIa mg/12,5 GAPMA" EOOI 0,100662 0,120794
hiazide mg 2"@APKOI" ALl | 0,102166 0,122599
3 Hubuorex OO
2 CO09DAO07 | Telmisartan,” | mepopanna tabl 80 mg/25 | 9644 1."®bOHUKC 0,100000 0,120000
Hydrochlorot | tsbpma mg OAPMA" EOOJZ | 0,109048 0,130858
hiazide 2."®@APKOJI" ALl | 0,130744 0,156893
3. Hubunotex OO
2 CO9DAO8 | Olmesartan | mepopanHa tabl 20 3460 1."®@bOHUKC 0,137333 0,164800
medoxomil, TEBpAA mg/12,5 OAPMA" EOOL | 0,149949 0,179939
Hydrochlorot mg 2."®APKCI" AL
hiazide
2 C09DA08R | Olmesartan nepopaiHa tabl 40 1260 1."®@LOHHKC 0,146667 0,176000
medoxornil, TBBpAA mg/12,5 DAPMA" EOOJI | 0,159900 0,191880
Hydrochlorot mg 2."®APKOJI" ALl
hiazide
2 CO09DBO1 | Amlodipine, nepopaisa tabl 10 ° 3524 1."®APKOJI" Al | 0,213900 0,256680
Valsartan TBBPIA mg/160
ing |
2 CO09DBO! | Amlodipine, DepopaiHa tabl S mg/160 | 2650 1L."©APKOJ" A | 0,195008 0,234010
Valsartan TBLpAA mg
2 CO9DB02 | Olmesartan nepopanHa tabl 20 mg/5 3280 1."®LOHHUKC 0,174000 0,208800
medoxomil TBEpAA mg DAPMA" EOOJ | 0,190059 0,228071
and 1 2 "OAPKON" AL
amlodipine
2 CO09DBO02 | Olmesartan HepopanHa tabl 40 mg/5 780 1."®bOHUKC 0,228667 0,274400
medoxomil TBBPIA mg PAPMA" EOOJ| | 0,249894 0,299873
and 2."®APKOI" Al
amlodipine
2 C10AAO1 | Simvastatin nepopanHa mg 1471620 1."®bOHHKC 0,002321 0,002785
TBBpAA OAPMA" EOOJT | 0,002322 0,002786
2."COLAPMA 0,002531 0,003037
TPEMIMHI™ ALl |
3"OAPKON" AL
2 C10AAQS5 | Atorvastatin nepopanHa mg 2691129 1."®HCHUKC 0,002700 0,003240
T3BpAa ®APMA" EOOJ | 0,002701 0,003241
2."CO®APMA 0,002916 0,003499
TPEMMHT AL
3OAPKOI" ALl
2 C10AAO7 | Rosuvastatin | nepopanHa mg 4226993 1."®BOHHUKC 0,008700 | 0,010440
TBBPAA PAPMA" EOOJ1 | 0,012222 0,014666
: 2."@APKON" ALl | 0,012222 0,014666
2."CO®APMA
TPESOMHI™ AT |
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2 CI0AB05 | Fenofibrate | mepopaina tabl/caps | 17330 1."®bOHUKC 0,000721 [ 0,000865
TBBpIA | OAPMA" EOOJl | 0,240655 0,288786
| | 2."CO®APMA 0,242225 0,290670

| | TPEUIHUHI™" ANl

| ‘ 3."OAPKOI" ALl

} l 4

2 C10ABO8 | Ciprofibrate | nepopatHa mg ’ 365800 1."®BOHHKC . 0,001933 0,002320

‘ TBBpIA ‘ DPAPMA" EOOJ

V. IIpoBepKa Ha NEHOBHTE NMPEAJIOKEHHS 32 HAJMIHETO HA HeoGu4aiino 6raronpuaTau odeprd,
m3Bbpinena Ha 21.10.2020 r. oT KOMHUCHS B CbCTAB:

Ilpeacenarten:

1. lllenait EMunoBa — TJ1aBeH IOPUCKOHCYNT B qupexuus ,,OI1%;

YneHose: .

2. KoncrantuHoc SIauc — AbpakaBeH ekcrnepT B aupexnus ,,OI1%;

3. Mar. ¢apm. Tans ['epruHosa — rnaBeH ekcnept B otaed ,,JIIT“;

4, Mar. dapm. Opiun Hepes — yppixaBeH ekcniepT B OTACT ,,JITT*;

5. Mar. ¢apwm. Ligeremuna [TornoBa — crapmu ekcnept B otaen ,, JIIT .

Ha ocnosanme w1 72, an. 1, BB Bpb3Ka ¢ 4l 72, ain. 6 ot 3011, ciel nprAKirouBaHe HAa SNEKTPOHHHS
TBPI KOMHCHSITA M3BBPIllH 1IPOBEPKA 3a HANMYMETO HAa LIEHOBH IPEIOKEHHs C moBeue oT 20 Ha cTo mo-
ONATONPHATHH OT CPEHATA CTOWHOCT Ha IEHOBHTE MPEIOKEHHS HA OCTAHAIMTE YJAaCTHHUIM 33 BCEKH €/IHH OT
NEKAapCTBEHHUTE POAYKTH, BKITIOYEHH B CAMOCTOATE/IHA HOMEHKIATypa. B pe3ynTar na u3pbpincHaTa IpoBepKa
C€ YCTaHOBH, Y€ ¥Ma HEHOBH MPEINIOKEHNS, KOHTO ca ¢ nosede OT 20 Ha CTO NO-0NaronpHsTHH OT CPEAHATA
CTOHHOCT Ha LICHOBHTE IPE/IOXKEHNS Ha OCTAHANMTE YIaCTHULH, 8 IMEHHO:

MO OBOCOBEHA O3UIINA Ne 1

1. YVuacrnuk ;,,Maéuorex* OO

Mexaysaponuo Mapka '
ot A:?::Mo' 4 HENaTeHTHO Hauus x#a /g, 3aben | Heobxomam Gt ST— = f::l u?::a "
TCPANCBIWIEN | o venosanue | mpunowesue | tabl, | ewxa | GpoH mapkn d ag e MoK
kon /ATC-xon/ e Gea JJIC
X /ENN/ ml/
1 CO9AA02 Enalapril mepopamia | 5068974 | 0556/30.06.2020 | »HHOmOTEX" 0,002618
: TBBpIA 00

B CHOTBETCTBHE ChC 3aKOHOBHTE HM3HCKBAHMSL, OT TIOCOYEHH: [O-Tope yHacTHHK, Ha 22.10.2020 r. ¢
NHCMO, H3NpaTeHo 4pe3 EnexTpoHHaTa cucTeMa, Gerlle H3MCKaHO J1a fipe)cTaBy 000CHOBKA Ha IIpeJiaraHara ot
HEro IeHa 3a JIEKapCTBEHUs TPOAYKT, YHATO LeHA e ¢ moBede oT 20 Ha €10 110-0NaronpHaTHO OT cpeaHara
CTOMHOCT Ha LEHOBKTE MpeIIOKEHHATA Ha OCTaHANKTE YYaCTHHMLN, KaTo Ha ydacTHHKa ,.HOuorex* OO/,
Oellle DaIeHE CIeTHOTC YKa3zaHue:

,, Obocrosxama we 6u0e OYeHeHa Ne OMHOULEHUE HA HETIHAMA NBIHOMG % 0DEKTUEHOC OMHOCHO E0HO
WU HAKOAKO Ot CREORUME COCMOAMENCMEQ.

1. uxoromuueckume ocobeHOCMY HA RPOUIBOOCINBENHIS NPOYEC, HA NPedoCmasanume YCayau wiu Ha

CMPOUMERHUA MEMCD;

2. usbpanume MEXHUMECKU PEUICHUS Wil HANUNUSINO HO UFNOYUMENHO ONG2ORPUSIMIY YCI08Us 30

yHacmuuxka 30 HApeQOCMAaBsIHEMO Hd NpOOYKmume Wiu yCiyeume um 3d UsnbiHeHUemo Ha

CIMPOUMENCMBEOMO,



3. OpuSUHANHOCI HA RPEORONCEROMO OM YYACIMHUKI DEUEeHUL. O OMHOULERUE HA CMPOUMENCMEONO,

docmasxume Uy yenysume,

4. cnazeanemo Ha zadvaxcenusma no wi. 115 om 30I1;

5. 8baModICHOCMA YHACMHUKBIM A ROLYYU ODPAHCABHA HOMOU.

Obocnosxkama crnedeéa 0a nmpedcmasume 6 -5- OHegeH CPOK Om NOAYHABAHE HA M06a UCKAHe, upe3
Enexmponnama cucmema. Ha ocnosanue 4. 107, m. 3 om 3011 npu Henpeécmaeﬂne 8 CPOK Ha NUCMeHama
060cHO8Ka unU npu Henpuemanemo i, uge 6baeme npeonoiceH 3a omcmpanﬂeaue OMm NO-HAMAMBULHO YUACUE
& npoyedypama. .

B nocouenus o1 Komncmna cponc Ha 26 10 2020r. e nocn,mmo lmcMO ¢ 060CHOBKA OT Y4acTHHKA
»HAHOHoTeX* OO/:

YuactruksT ,,Mu6HOTeX OO/ € npezcTaBm noapobHa nrucmMeHa 060CHOBKa 0 060Co0eHa MO3ULIKA

Ne 1. YuacTHuKBT 000CHOBaBa LIEHOBOTO CH MPEJIOKEHHE ¢ HATMUMETO HA M3KIIOYMTENHO GIIarOnpUsTHHA
YCIIOBHSAL.

Komucusta nposepy, aHamu3upa u npuema obocHoBkaTa Ha ,,JHO6notex OO/l no ropeunTupanara
o6ocobena mosuius. KoMucusara cMaTa, e ca Hajuile 61aronpHsaTHY YCIOBH, CBIIIACHO WL 72, al. 2, T. 2 oT
30I1 3a yuactHuka ,,Mibrorex” OO/, Thi KaTO ydacTHHKA HMa BE3MOXHOCT Ja KAJKYJIHpa Mo-01aronpusTHa
HeHa, mpefBHA (PaKTa, de € MPO3BOAMTEN ¥ NPUTEKATEN Ha Pa3pELICHHETO 3a ymoTpeba Ha NpeijiaraHus
nexapcTeeH npoaykt Eanpun 10 mg tabnerku. KoMmucusaTa cMsiTa, 4e H3NOXKEHOTO MO-TOpE Lie JOBEAE 10
HKOHOMUYHOCT IIPM H3UbJiHEHUE Ha IIOPbYKATA, ThH KaTO €€ M3KMOYBAT MOCPEAHHYECKH H MApPKETHHIOBH
pasxoau. KoMucHsATa MpremMa NOCOYEHOTO B 000CHOBKATA HA YYaCTHHKA, Y€ Peatn3nupa 3HAYUTEIHA HKOHOMUS
OT TOBA, 4e 01384 COGCTBEH TPAHCMOPT, B KA9eCTBOTO My Ha THPIOBEL| Ha €PO, M Ye TOBA BOJM 10 HAMAJIsHE
Ha JOTHCTHYHMTE ¥ TPAHCIIOPTHH Pa3XOH, a ¥ NPeIaraHeTo Ha oepHpaHus IPOAYKT B 0400peHa yaayna
ONAaKOBKa, BKIFo4BaIna 50 6p, TabneTky BOMH AQ KankylHpaHe Ha MHHMMAJIHA neyanoa.

Bb3 OCHOBa Ha TIOPEH3IOKEHOTO KOMHCHATAa NpHeMa (uHaHcoBaTta OOOCHOBKA HAa YYaCTHHMKA
L r6notex™ OO/ no o6ocodena mozuuus Ne 1. '

2. Vuacraux ,,COOAPMA TPEHIUHTS AJl

MexmyHaporso Mspra
AHSTOMO- Ex. uena za
HENaTeHTHO Hauns 5a / 3aben | HeoOxonpm |
ot xﬁﬁ?g(:::/ HANMEHOBAHHE | NPHIOSKCHHE taﬂ‘;‘l’,.’, exmwa | Gpost Maprs IE e YAIDEER eu"ge";u;m“‘é?m
/INENY ml./ B
H~CODAPMA
TPEAIAHT
) HepoparHa Al
1 C09AA02 Enalapril TBbpAa mg 5068974 | 0551/30.06.2020 | 0,002620

B CHOTBETCTBUE CHE 3aKOHOBUTE M3UCKBAHHUS, OT IOCOYEHHUst NO-rope yyacTHuk, Ha 22.10.2020 r. ¢
EcMo, H3MpaTedo ypes EnexTpoHHAaTa CHCTeMa, Gelile M3UCKARO /1A (IpeficTaBi 00CCHOBKA Ha [peAaraHaTa ot
HEro LIeHa 32 JIeKApCTBEH s TPOJYKT, YHATO Ligka ¢ ¢ nosede oT.20 Ha cTo no- -OaronpuaTHO OT CpeAHaTa
CTOMHOCT HAa LEHOBHMTE NPEMIOKEHHATA HA OCTAHAINTE Y4YaCTHWLW, xaro Ha ydacthuka ,,CODAPMA
TPEVTUHTS AJl, Geiie faneHo CIEIHOTO yKasaHue:

., O6ocHosrama wje 6bOE OyeHea No OMHOWEHUE HA HEUHAMA NoHOMA 1 0GEKMUBHOCI OMHGCHO €0HO
WA HAKONIKO OM CAeOHUme cbemosinéencmea.

1. uxoHOMUUECKUNT2. OCODEHOCINY HA REOUSE0OCMEEHUS NPOYEC, HA NPECOCMAagsnume YCiyeu ui Ha

CMpOoUumenia Memoo; o

2. usbpanume MeSHUMECKU. pewehfw: URH HQIUYUETNO HQ UIKTIOYUMERHC ONAZONpUSIMHY YCA0BUS 30

YUACHHUKG 304 RPedOCMABAHeMO 1na NPOOYKMUME uRY YCAYZUME UL 3Q USNBIHEHUEMO HA

CMPOUMEACEoMO;
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3. opueuHaIHOCI HA NPEONONCEHOMO O YHACMHUKA PEUMEHUE 1O OMHOUEHUE HA CINPOUMEICEOMO,

docmaskume uly ycayeume;

4. cnaseanemo na sadvaicenusma no.us. 115 om 301I;

5. 8b3MOIICHOCIIMA YHACMHUKLM OQ NOLYYU ObPICABHA NOMOLY.

Obocuosxkama caedga da npedcmasume 8 5- OHegen CPOK 0N RONYYABAHE HA MOBA UCKAHe, upe3
Enexmponnama.cucmema. Ha ocnoeanue un.. 107, m. 3 om 30II npu nenpeocmagsane 8 Cpox Ha nucmMenama
060CHO8KA UAU BPU HERPUEMAHEMO U, uje ObOSme NPEOONCEH 3a OMCMPANABARE OM NO-HAMAMBULHO YUACTUe
& npoyedypama. *'

B nocouenus 0T KOMHCHSITA CPOK Ha‘26.:1¢-0.2020 I. € IOCTHIMJIO MUCMO ¢ 0G0CHOBKA OT YYaCTHHKA
»CO®APMA TPEMJIVHT“ ANl:

VyactaukeT ,,COPAPMA TPEI/I)II/IHF“ AI[ e MpeacTasua HoxpoOHa NHCMEHa ODOCHOBKA MO

o0bocobena mozursg Ne 1. VuacTHUKET 000CHOBARA HEHOBOTO:CH IPEANIOAKCHHUE ¢ HATMYHMETO Ha H3KITIOUUTEIHO
6IaTONIPHATHH YCIIOBHSL

Criex KaTo ce 3amo3Ha ¢ IpeJicTaBeHaTa 000CHOBKA, KOMUCHSITa yCTaHOBH, e MOXe Jia 6B/l IpreTo,
4Ye 3a YYACTHHKHT Ca HAIMIC - U3KITIOUUTENHO - ONaronpusaTHH YCIIOBHS; -C OIJIEA IOCOYCHUTE OT HEro
obCTOsSITENCTBA, Y€ HMa JBJITOTOAMINHO TNapTHHOPCTBO, OCHOBAHO HA JOTOBOPHHM B3aHMMOOTHOLIEHMS ChC
CHOTBETHMTE Npou3BoauTend. KakTo W mpexsui, TOBa 4Ye € TOCOYMJ, Y€ 3a pealH3HpaHuTe 00OpOTH Ha
JIEKAPCTBEHM IPOJIYKTH Ce TI0N3Ba C MpeepeHIUaIHN IIeHH KaTO0 OCHOBEH TeXEH NHCTPUOYTOP M CHOTBETHO
HOJIy4aBa U3KJIFOUHTEIHO ONaronpusiTHH ThProBeku yenoBus. ITpe/iBua H3N0XKEHOTO 10 TYK, KOMUCHATA CHHTA,
4e 3a yYaCTHHKBT Ca Hamulle OOEKTHBHUTE ODCTOATENCTBA IOCOYEHH B Wil 72, aml. 2, T. 2 ot 3011 1 ¢ orsien, Ha
KoeTo 060cHOBKaTa 34 JekapeTeHus mpoAykT ¢ ATC — xox: CO9AAOQ2 ce mpuema.

MO OBOCOBEHA ITO3U LIS e 2

1. YuactHuka ,,@APKOJI“ A/

‘ ‘Mexnyrapomro | Msipxa ,
Anatomo-~ H . 1 En. yena3sa
OIl | wepanepTHYEH e L EEES My 1) sy el ol Oepra Yuacrruk SIMHITHA MAPKA
oz JATC xon/ | HAVMEHOBAHHE | HAPHIMKCHUE tabl.., emxa | 6poH mapka Ges JUIC
| i "'[NN/ = ml./
J | nepopanna
2 \ CO1EB15 J_Irimetazidine TBBpIA mg | 10823354 | 0550/30.06.2020 | ,,@APKOJI“ ALl | 0,001485

B CHOTBETCTBHE ChC 3AKOHOBUTE W3WCKBaHUs, OT [IOCOYEHHS IO-rope ydactHuk, Ha 22.10.2020 r. ¢
IHCMo, U3NpaTeHo ypes Enekrponnata cucteMa, 6elle H3MCKaHo Ja MPEACTaBM 000CHOBKA Ha Mpe/iiaraHaTa ot
HEro 1|eHa 3a JeKapCTBEHHs MPOLYKT, YUSTO HeHa € ¢ mosede oT 20 Ha CTO 10-ONaronpusTHO OT CpeAHaTa
CTOMHOCT Ha LIEHOBHTE NIPE/IOKEHHUATA HA OCTAHAMTE YUaCTHUIIM, kKaTo Ha yyacTruka ,,0APKOJI“ AL, Gewe
JaJSHO CIeAHOTO yKa3aHue:

,, Obocrosxama we 6v0e OyeHena o OMHOMEHUS HA HETHAMA NHIHOMA U OOEKMUSHOCT OMHOCHO €0HO
WU HAKOIKO Om CAeOHUme 06Cmosmencmea.

1. uxonomuueckume ocoberocmy Ha RPOUIBOOCMBEHUS NPOYe:, HA NPedOCMABAHUME YCIY2U Wl HA

CIMpOUMenHus Memoo; .

2. usbpanume MexHu4eCKyU Peuienus Wik HAIUNUEMO KA USKIIOYUMENRO OIazonpusmuu ycioeus 3a

YHACMHUKA 30 NPEeOOCMAGSHEmO HA NPOOYKmMuUme ULY YCIY2ume Wik 30 USNbIHEHUemo Ha

CMPOUMENCMBOmo; B B

3. opuzuHAIHOC 1t NPEONOACEHONMO ONL YHACIMHUKA PEWEH e N0 OMHOUEHUE HA CIMPOUMENCMBOMO,

oocmasiume Uy yeayzume; '

4. cnaseanemo Ha 3a0vaxcenusma no ua. 115 om 30I1;

5. swaMOdICHOCIIMA YYACMHUK DI OQ ROMU ObPICASHI NOMOW.

Ob6ocnosxama credea oa mpedcmasume 8 5- OHegen CPOX OM ROAYYAGAHE HA MOBA UCKAHE, ype3
Enexmpounama cucmema. Ha ccnoeanue . 107, m. 3 om 3011 npu nenpedcmasane 6 CpOK HA NUCMEHAMA
0boCcHOBKa U npu Henpuemanemo u, we 6b()eme npe()JzoofceH 30 OMCMPANSBANE OM NO-HAMAMBUHO YHACMUE
& npoyedypama. “. a

B nocovensi oT KOMHCHS[Ta cpmc Ha 23 10.2020 1. ¢ nocTmeo HHCMO ¢ 0GOCHOBKA OT YYACTHHKA
»DAPKOJI“ AJT:
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Yuactaukst ,,DAPKOJI” AJ] € npeacraBun noapobHa niucMeHa 000CHOBKa 1o 060co0eHa Mo3uITHs Ne
2. V4acTHUKBT ODOCHOBaBaZ EHOBOTO CH IPEAJIOKEHHE C HAIMYMETO HAa M3KIMOYHTETHO ONaronpHsSTHH
YCJIOBHSL.

Kommucusara nposepy, aHanu3upa U npuema o60CHOBKATa Ha ,,<DAPKOJI“ A]Jl mo o6ocobeHa mo3UIUSL
Ne 2. Komucusita cMsiTa, Ye ca HaluIe 6naroanﬂTHH VCJIOBI/IH CBIJIACHO 1JI. 72, an 2 T. 2 oT 30I1 3a yyacTHHKA
~»@APKOJI* AJl, npenoctaneny oT crpasa HA NPOU3BOMTENS Ha OtbepI/IpaHl/I;[ npo;[yKT 'KaTo U3KIOYHTEHO
OJIarompUATHH THPrOBCKM YCJIOBHS M KalKy/IApaHa MMHMMAlHa meyanba OT CTpaHa Ha MPOH3BOAMTEIS HA
IPOAYKTA U OT cTpana Ha ,,bAPKOJI“ AJl, no3BoigBaT odeprupaHeTo Ha JICKAPCTBEHHS IIPOAYKT Ha TAaKaBa
ueHa. YuactHHKeT -,,PAPKOJI® AJl, e nmocoyunm, 4e KaTo ABITOTOAMINCH H3NBIHHUTEN HA JOTOBOPH IO
mpouenypu mo 30I1 e peammzupan Ha OONHUYHHS Ma3ap MHOTO TOJEMH KONMYECTBA MEIHKAMEHTH.
ITponaxOuTe 3a U3MHHAN nepnoz[, KAKTO U OETUTE AHTKHMEHTH 33 JIOCTABKH TIO cera IeHCTBALlU I0rOBOPH
[IOCTaBAT ,,CI)APKOJI All“ B TMO3KIATA My Ha ThProBel| Ha e;[po KOHTO ZIOTOBAps C NPOM3BOAHTEIATE H
TEXHHUTE MPEICTABATENH B CTPAHATA ITO-6IIATONIPHUATHH ThPrOBCKH yenoBusi. ChILO TAka KOMHCHSTA CMSITa, Ue
ydactuero Ha ,,0APKOJI* AJl B TpbXHaTa IpoLeaypa Cb¢ COOCTBEH TPAHCHIOPT, 5 (eT) cKiaaa Ha gupmara
pa3nonokeHd PaBHOMEPHO B CTPAHATA, JOCTaBKHTE Ha TeKapCTBEHH nponyian CBIJIACYBAaHH B ONMTHMAJIEH
rpaduk 3a 3apexiiaHe Ha DOTHHYHUTE 3aBEJICHHS B CHOTBETHHS PETHOH, CHXPAaHEHHE H TPaHCIOPTHPAHE Ha
FOJEMH KOJHYECTBA OT MPEIJIAraHWUTE JICKAPCTBEHH MNPOLYKTH M ONTHMH3AIMA HAa JOCTABKUTE BOAM 0
HamMaiABaHe, KAKTO Ha EJWHWYHATA IleHa 3a MpUAoOHBaHe HA NEKAPCTBEHWS! TMPOAYKT OT CHOTBETHHA
TIPOU3BOIUTEN, TaKa U Ha Pa3XONUTE 3a CKIAJUpaHe U TPAHCIIOPT.

Bb3 OCHOBa Ha TOPEH3JIOKCHOTO KOMHCHATA TIpHeMa (QHHAaHcOBaTa OOOCHOBKA HAa YYACTHUKA
LOAPKOJI“ ALl o o6ocobeHa mo3unus Ne 2.

2. Yuactenka ,,®@bOHUKC ®APMA“ EOOJ

_ Mesxyrapoaue | Msipka .
AH?MMO- HEHATEHTHO Hawun pa /mg, | 3aben | HeoBxozum LI
Ofl | repanesTuuen Odepra YuactHux EARHUIE MAPKA
HAKNMEHOBAHHE | NPHIICKCHHE tabl, | exxa | 6po¥ mapwu i
xox /ATC-xox/ Ges JIC
/INN/ ml./
~O@BOHUKC
nepopanHa | DOAPMA™
|2 | COIEBI5 Trimetazidine TBBpIZ [ mg 10823354 | 0565/30.06.2020 EOON | 0,001362
| ~OBOHHKC
nepopanHa | DGAPMA*
2 C10ABO0S Fenofibrate TBB/Ia | tabl/caps | 17330 0550/30.062020 | ~ EOON |  0,000721

B chOTBETCTBHE CHC 3aKOHOBUTE M3UCKBaHHs, OT MOCOUECHHA MO-TOpe y4acTHUK, Ha 22.10.2020 r. ¢
IMCMO, H3npareHo 4ype3 Enexrponnara cucteMa, Oelle H3HCKaHO Ja NpeACcTaBH 0OOCHOBKA Ha MpejlaraHara ot
HEro IicHa 3a JICKAPCTBEHHS MPOAYKT, YMATO IlgHa € ¢ mosede oT 20 Ha cTO Mo-OJIAroNpHATHO OT CpeaHaTta
CTOMHOCT Ha IICHOBHTE TPEIOKEHUATA Ha OCTAllalTNTe yYACTHHUIIM, KaTo Ha yyacTHUKa ,, DbOHUKC OAPMA®
EOO/I, 6¢e1ue naneHo CleqHOTO YKasaHue:

,, Obocroskama uje 6v0e OyeHena no OMHOULEHUZ HA HEUHAMA NBJHOMA U OBEKMUBHOCT OMHOCHO E0HO
WU HAKOIKO OM CleOHUme. OOCMOsImeIcmeaq:

1. uxonomuHeckume ocobenocmi Ha NPOU3B00CIMEERUS NPOYEC, HA NPEOOCMABIHUME YCIYeU UNU HA

CMPpOUmennus Memaoo;

2. u3bparume MexXHUHECKU PEUICHUL WK HANUMHEIMO HA USKTIOYUMENHO OIA2OnpUsmHY YCI08Us 3a

YyuQCcmHuKa 3a Hpedocmassnemo HG NpOoOYKMuUme Wi YCIysume uiu 30 USHbAHEHUEMO Ha

CIPOUMENCBomo;

3. opuzunanHoCr! HG NPEONOCENOMO Ot YHACMHUKA DEULEHUE N0 OMHOUEHUE HG CIPOUMELCMEOMO,

docmasKkume uaw YCrysume;

4. cnazeanemo Ha 3a0vadicerusma no yi. 115 om 30I1;

3. 6L3IMONCHOCINMA YUACMHUKBIN DA NOZYYEY ObDACABHA NOMOLY.

Obocroskama caedsa da npedcmaeume 8 5- OHeser cpox oM NOAYNABAHE HA MOBA UCKAHE, Ype3
Enexmponnama cucmema. Ha ocnoeanue un.- 107, m. 3 om 3011 npu nenpeocmasamne 8 Cpox Ha NUCMEHama




060CHOBKA WY NPU HENPUEMAHEMO Ui, e Gboeme nPednodiceH 3a OMCMPAHABAHE OM NO-HAMAMBULHO YHacmue
8 npoyedypama.

B nocoueHHs 0T KOMUCHATA CPOK Ha 26.10.2020 1. e mocTHLRUIIO NHCMO € 000CHOBKA OT YYACTHHKA
»@®BOHUKC ®APMA“ EOOA;

2.1. 3a nekapcrserus mpoxykt ¢ ATC - womx: CO1EBIS, yuacTHHKBT OGOCHOBaBa LEHOBHTE CH
MPEIIOKEHNS] ¢ HATHYUETO HA U3KIIOYUTEIHO GJIaFOHpI/ISiTHH YCIIOBHL. VyactauksT ,,PBOHUKC GAPMA®
EOO/I e npenctaBui HOAPOOHN IUCMEHH 0GOCHOBKY 110 060co6eHa 1037 Ne 2, B KOATO [OCOYBA CIENHOTO:

. ®BOHHKC ®apma” EOQI nonzea uskniovumento 006pu mvp20o8CKi YCIOBUA 30 OOCMAEKA HA
nocoYenume nexapcmeeny npodykmu cve cvomsemuume npouseodumenw/TIPY: Actavis Group PTC ehf.c
KOtimo umame Oba20200UUHO RAPMHBLOPCMEBO, OCHOBAHO HA 002060PHY 63AUMOOMHOULEHUS.
3a cpoxa 3a usnvanenue Ha obujecmeenama NOPLYKA ce NON3BaME C HPEPEPEHYUAIHY YCI0BUL KAMO MeXeH
oucmpubymop. Toea obcmosmencmeo om USKNIOUUMETHO BLU2ONPUAMHY YCA0GUS, 06 BBIMOICHOCH HA
,, DBOHHUKC ®apma” EOQOI] da npednaza u opmupa yenume KoM KpaiHume KIueHmu maxuea, ue 0a
nocmuza yeerusagare Ha, 06opoma u Hanazane Ha nasapa Ha nexapemeenu HPOOYKmMU ¢ QOKA3AHO CBEMOBHO
Kavecmso. - :

Lenosama noaumuxa #a dmp;vama 3a B ft;:apwz € 8 PesyImam Ha MAPKEMUH2060 NPOYYEAHE HA MBPCEHEMO U
npeonazanemo Ha mesu CMoKU 8 CMpaHama. 3anazeanemo u HAMAIAEAHEMO HA YeHume HA NPOOYKmume u
YCay2ume 3a CMEmKa Ha neuanbama ce okased eOHa Om YCReutHume MepKi 3a Oyenssane Ha gupmume.
ITocouenuam nexapcmeen APoOyKm OOCMAsaMe OUPEKmHO Om upmama npousgooumen (e om Opyeu
Qucmpubymopu), kamo 8 cobcmeernus Ha OPY*CECMBOMO CKIA0 HA e0po pasnonazame ¢ Heobxooumume
KOMUHeCcmaa, KOemo e USKIOUUmento 000p0 MexHUYeCKo Peulenue 3a USNbIAHEHUE HQ HOPLUKAMA.
Bu3sooicHocmma 3a 2pyRupane na pAaiusHume JeKapCmeeHy NpOOyKmi. Ha RPOU3B00UMeNs NP U3gvpueane
HAQ QOCMABKUMEe HY NO3601A8A Od ONMUMUIUPAME JOSUCIUYHUME pA3X00U U NO MO3U HAYUH 0a NOCIUSHEM
UKOHOMUYHOC 1:Q JOCHABKUmME. N o _

., ®bOHUKC Dapma’ EOOI ¢ ceoemo npednodiceniie ce e cbobpazuna u ¢ USKNIOYUMenHo GRazonpusmuus
gaxm, ue sene usevpuiea Jocmasku 60 Bvanoxcumenu & O1u30cm, 6b3 0CHOBA HG Oeticmeauyu 002080pu ¢ Opyau
neuebHu 3a6edenus, Koemo 0a8a OONGIAHUMENHA GL3MOJICHOCI 30 ONMUMUIUDAHE HA pasxodume no
MPAHCROPMUPAHE U USNBIHEHUEMO HA OOCMABKUME.

Tosa nu nosgorasa 0a .Bu npednojcum maxa oepupanume yenu Ha NeKAPCMBEHYU NPOOYKMU, Mbil KAMO
Busnoscumensm e npuopumemna bonnuya 3a vauwama gupma.

Crex karo ce 3alo3Ha ¢ Taka MpefcTaBeHara OGOCHOBKd, KOMHCHATA YCTAHOBH, Y€ MOXE na Obie
NPHUETO, Y€ 3@ YYaCTHUKBT Ca HANMIE H3KMOUMTENHO OJArONpPHATHA YCIOBUS, C OMIEN MOCOYEHUTE OT HEro
0BGCTOSTENICTRA, Y€ HMa IBJArOTOAHIIHO MapTHBOPCTBO, OCHOBAHO HA JIOTOBOPHH B3aHMOOTHOLIEHHS ChbC
chOTBeTHUS Tporssogutes/ Actavis Group PTC ehf., Henanousn. Kakto v IpeABU, TOBA Ye € TIOCOYMI, Y€ 3a
peajiusupanmTe 06OPOTH HA JIEKAPCTBEHH MPOIYKTH C€ M0JI3Ba C NpeepeHIHATHH. IeHH KaTO OCHOBEH TEXCH
IUCTPUGYTOP. M CHOTBETHO MOJTyUaRa H3KTIOWUTEIHO O1aronpusTHA ThPrOBCKH YCIOBH. [IpeaBH H3IOKEHOTO
JI0 TYK, KOMUCHSITA CUHTA, Y€ 38 YUaCTHHKBT €2 HaJuile 00eKTUBHATE OGCTOATENCTSA [TOCOYEHH B Wl 72, ai. 2,
1. 2 ot 3011 # ¢ orien, Ha koeTo 000CHOBKATA ce IpHeMa.

B3 OCHOB2 Ha TFOPEH3JIOKEHOTO KOMUCHSITA NpHeMa (MHAHCOBaTa OOOCHOBKA HA yYacTHUKa
2PBOHUKC ®APMA® EOO]l 1o oﬁocoﬁeHa mosuums Ne 2, 3a nekapctBends mpoaykr ¢ ATC — xox:
CO1EBI1S.

2.2. 3a nexapcteenust npoaykr ¢ ATC ~ koa: Cl0ABOS or y4yacTHHKa € HMOCTBNWJ CJIEJHHS
OTIOBOP:

., 3a Obocobena nozuyua Ne 2 C104B0OS F. nofzbrate Hepopante mevpoa tabl/caps ne ce nomewpoicoasa
yenama, nopac)u OONYCHANIA MEXHUYECKA 2pemia. . -

Clien KaTo ce 3aIl03Ha ¢ TaKa TipeicTaReHatd 000CHOBKA, KOMHCHSATA YCTaHOBH, Y€ NPEICTaBCHATA I10-
HHCKA [eHa He ¢ (JOPMHpPaHa OT YYaCTHUKE, a ChILATA € PE3yJTaT Ha TeXHHYeCKa Ipellika NpH NOIbIBaHe Ha
LIEHOBOTO NPE/ITIOKCHHE.

TIpenBHA YCTAHOBEHOTO MO-FOpe KOMHCHSTA fIpe/iara Ha ocdosanye 4i. 107, 1. 3 or 3011, y4acTHHKBT
fa 6bjie OTCTPaHeH OT YHacTHe B NPOUEAypaTa 3a CleJHaTa HOMEHKIaTypa: JexapcTsen nponykt ¢ ATC kox
C10ABO05, MexAYEapOIHO HENATEHTHO HagMeHOBaHue ,, Fenofibrate ™, ¢ popma Ha NpUIIOXKEeHHE — IepopaHa
TBBpIA, Thif KATO NMPEJIOKEHaTa OT HEro Jo-HHCKA lieHa He ¢ GopMHpaHa Ha fasa Hskoe 0T OOEKTHBHMTE
obcrosTencTraTa noco4eri 8.l 72, an 2 ot 301, a chiara ce JbIKY HA TEXHHUECKA TPeIllka JIONyCHaTa OT
YYACTHHKA.
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VL IIpOBeplca Ha HEHOBHTE MPEHJIOKECHEA 32 HAJHYACTO HA LEHAa HAX IlozuTHBHUS JICKAPCTBEH

couchk (Ilpmaoxenne Ne 2), m3pppimena Ha 27.10.2020 r. oT KoMHCHATA B pPeJOBHHS

KJIACHPAHE HA YYACTHHIMTE. - : -

1. KoMucusTa H3EbPIIM OPOBEPKA 33 HANMYMETO Ha [EHOBM NpPEJNIOKEHHS, KOMTO Jja Ha/BHINABAT
nenara B [TosuTuBHits nekapcteeH cnucsk (ITpunoxenne Ne 2) u yCTAHOBY, Ye HAMA [IEHOBH MPEIIOKEHHS HAJ(
pedepentHara croiinoct Ha I1JIC, aktyanen keMm 02.10.2020 .

.

H Cb(CTAB H

Komucusta npu Chro0pa3sBaHe Ha YCIOBHETO 32 H3IIBJIHHUTENH IO PaMKOBO CIIOpa3yMeHME na ce
OMpEAENAT YYaCTHHKBT NPEAIOKKT Hafi-HUCKa TIEHA ¥ BCHUKH APYrH y4aCTHUHH, IPEIJIOXKHIN LIEHa, KOSTO €
10 10 % no-Bucoka Ot Hali-HHCKATa MPE/JioKeHA. [[€Ha, HO He ¢ HoBeye OT 10 M3MBIHUTENH, Mpeiara Ha
BBL3NOKHUTENS Ja ObJAT ONpeleICHY 34 W3ITBIHUTENN MO PAMKOBH CIIOPasyMEHHS YYaCTHHIIHTE NMOCOYEHH IMO-

JIOTTY:
Ilo obocobdena nozuus Ne 1:
on ATC-xon INN Hauna ma Mspka -3aGeste. | YuactHuna n - * | Exneda l Enuenaza | Yyacranom n
upuioxes | /mg, - xR KiacHpane 3 eAMHANA KiIacHpane
ne tabl., = | . e(HAHNA | MAPKAC
ml./ MApPKa AC
fes JAC
1 CO1AA05 Digoxin tapeHTepan | mg 1."COD®APMA 1,746667 | 2,096000 1."CODAPMA
Ha TPEMJIUHI™ ALl TPEWIUHI™ AJl
1 CO1AAO8 Metildigoxin nepopaiHa |- mg 1."®@bCHHKC 0,516667 | 0,620000 1."®bOHHKC
TBbpAa DOAPMA" EOOJ] GAPMA" EOOJT
1 C01BC04 I Flecainide nepopanHa | mg 1 "TBPTOBCKA | 0,004147 | 0,004976 1."THPTOBCKA
TBBpAA JIMTA -TAIT" JIMTA -TAIT" Al
- L AL o
1 C01BDO1 Amiodarone napentepan | mg 1."®bOHHUKC 0,003878 | 0,004654 1."®dbOHHKC
Ha DAPMA" EOOX{ 0,003880 | 0,004656 DGAPMA" EOOJ
| 2."CODAPMA 0,003950 | 0,004740 2."CODAPMA
[ TPEWJIVHI™ AL | 0.004000 | 0,004800 TPEHIHI™" ALl
"3."MEJEKC" 3."MEJIEKC" 00
oon 4 "MAPUMIIEKC
4 "MAPHMITEK - 7" EOOA
C-7"EOON
1 COIBDOI | Amiodarone | mepopanna | mg [ L*®BOHKKC 0,000703 | 0,000844 | 1."®@bOHHKC
TEBpHZ - | ®APMA"EOOJ, | 0,000711 | 0,000853 DAPMA" EOOJ]
2."MAPHUMIIEK 2."MAPHUMIIEKC
C-7"ECO], . - 7" EOO[
1 C02ACO01 Clonidine nepopayiHa | mg 1."CO®AFMA 0,200000 | 0,240000 1."CO®APMA
TBBpZA TPEMMHAT™" AJ] TPEMIHT™ Al
1 C0O2ACO1 i Clonidine . napentepan | mg 1."CO®APMA 5291926 | 6,350311 1."CODAPMA
Ha TPEUJIUHI™ A TPEMJHUHI™ ALl
| - J— -
1 C02ACO05 Moxonidine nepopaiHa | mg 1."®BLOHHUKC 0,341667 | 0,410000 1."OLOHUKC
TBBpIA GAPMA" EQO), | 0,341765 | 0.410118 OAPMA" EOOJ
2."CO®APMA 0,372839 | 0,447407 2."CO®APMA
TPEUIUHI™ AJL TPEHIAHT™ AJT
I 3."OAPKON" AL 3."®@APKOII" ALl
1 C02AC06 Rilmenidinef- nepopamna | mg - 1."®bOHHKC 0,087000 | 0,104400 1."®BbOHUKC
TBBpA GOAPMA" EOOJ] 0,087037 | 0,104444 DQAPMA" EQOOJ
' 2."CODAPMA 0,095046 | 0,114055 2."CODAPMA
TPEHVHI™ ALl TPEAIMHI™ AJl
3. "OAPKON" ANl 3."@APKOI" ALY
|
1 C02CAQ1 Prazosin nepopanHa | mg | 1."CODAPMA 0.022000 | 0,026400 1."CODAPMA
TBHPAR . TPEMIOMHI™ AL TPEMJUHI™" A
|
1 CO3AAQ3 Hydrochlorot | mepopama | mg 1."®OHOHUKC 0,004080 | 0,004896 1."®bOHHUKC
hiazide TBBpIA ®APMA" EOOJ{ | 0,004460 | 0,005352 GAPMA" EOO[
| 2 "®APKOI" AZY ‘ 2."®APKOI" Al
|
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C0O3BALll Indapamide mepopanHa | iabl 1."®bOHHKC 0,077000 | 0,092400 1."®bOHHKC
TBBpIa GAPMA" EOOJL | 0,077025 | 0,092430 DAPMA" EOOI
2."CODOAPMA 0,081666 | 0,097999 2."COOAPMA
TPEAIUHT™ ALl TPEAVHT™ AZL
3."OGAPKOI" ALl 3."OAPKOIT" AL
C03CAO01 Furosemide [apeHTepan | mg 1."®bOHHKC 0,013950 | 0,016740 1."®LOHUKC
Ha | ®APMA"EQOX | 0,013951 | 0,016741 DAPMA" EOOJ
2"TBPI'OBCKA | 0,013954 | 0,016745 2."TBPIOBCKA
| JIUrA - TALY 0,013955 | 0,016746 JIUTA -TALT" ANl
Al 0,013955 | 0,016746 3. JAHCOHBI'
| 3. JIAHCOH B 00J1
(e]0)1} o 4 "CODAPMA
4."CODAPMA TPEMIMHI™ Al
TPEUIIAHT" A} 4 "MEJTEKC" O0O/1
4."MEJIEKC" -
oo - -
C03CA01 Furosemide fepopajiHa mg | 1."CO®APMA 0,000979 | 0,001175 1."CO®APMA
TBBpAA TPEMIOUHI™ AL | 0,000979 | 0,001175 TPEAIUHI™ Al
| 1."®bOHUKC 0,000990 | 0,001188 1."®bOHHUKC
GAPMA" EOOJ DAPMA" EOOJ]
| 2."®APKOI" AJ{ 2."®APKOJI" Al
| CO3CAQ4 Torasemide mapeHTepal | mg ] 1."®bOHHKC 0,082000 | 0,098400 1."®bOHHUKC
: HA | DAPMA"EOQJ] | 0,082006 | 0,098407 GAPMA" EOOJ
| 2."CO®APMA 2."CO®APMA
TPERIIAHT™" AJl TPEAJIMHI™ ALl
C03DAO01 Spironolacton | mepopanHa | mg 1."®BbOHHKC 0,002733 | 0,003280 1."®bOHUKC
e TBBpIA GAPMA" EOOZ | 0,002900 | 0,003480 DAPMA" EOOJ1
2."@APKOJI" AL 2."@APKOJI" ALl
CO3DA0O4 Eplerenorie mepopanHa | mg 1."®APKOJI" AL | 0,012789 | 0,015347 1. "®APKOJ" AL
TRBPAA 1."CODAPMA 0,012789 | 0,015347 1."CODAPMA
TPEUAMHI™ AT e ' TPEMIUHI™ AJ],
CO3EA0] | Triamterene, nepopanHa | tabl 1."®BbOHUKC 0,053000 | 0,063600 1."®bOHUKC
| Hydrochlorot | TBBpHA DAPMA" EOOJT | 0,053666 | 0,064399 GAPMA" EOOJ
| hiazide 2"OAPKON" A 2. "OAPKOJI" ALY
| CO4ADO03 | Pentoxitylline | mepopaira | mg 1."ObOHUKC 0,000240 | 0,000288 1."®bOHHUKC
TBBpAA GAPMA" EOONT | DAPMA" EOOJ]
CO4AEQ2 Nicergoline nepopanHa | mg 1."®@EOHUKC 0,014160 | 0,016992 1."®bOHHUKC
TBBpAA ®APMA" EOOZ | 0,014165 | 0,016998 GAPMA" EOOJ
2."CODAPMA 0,015064 | 0,018077 2."COPAPMA
TPEMJIMHI™ ANl TPEMIUHI™ AJ],
3."@APKOJI" ALl 3."®APKOJI" AZl
C04AX21 Naftidrofuryl | mepopansa | mg 1."®bOHUKC 0,001780 | 0,002136 1."®bOHHUKC
TEBpIA OAPMA" EOOJ DAPMA" EOOJ
CO7AAQS Propranolol nepopajHa | mg 1."®bOHHUKC 0,001850 | 0,002220 1."®bOHUKC
TBHpIa ®APMA" EOOL | 0,001875 | 0,002250 DAPMA" EOOJ
2."©APKOJI" AL} 2."©@APKOII" ALl
C07ABO2 Metoproiol nepopanHa | mg 1."®LOHHKC 0,001017 | 0,001220 1."®bOHHKC
TBBPIA ®APMA" EOOZ | 0,001052 | 0,001262 DAPMA" EOOJ
2."®APKOJT" Al 2."@APKOI" AR
CO7ABO02 Metoprolol TmapeHTepait | mg 1."ObOHUKC 0,678400 | 0,814080 1."®bOHHUKC
Ha DAPMA" EOQOJ[ | 0,678539 | 0,814247 OAPMA" EOO/
2."CODAPMA 0,67853% 1 0,814247 2."COPAPMA
TPEHUHAT" AT . TPEMIHT" ATl
I | 2"MEJEKC" | 2."MEJIEKC" 004
| oot | |
C07ABO7 Bisoprolol nepopanma | mg [ 1."®bOHUKC 0,0065333 | 0,006400 1."ObOHUKC
TBBpAA OAPMA" EOOZ | 0,005777 1 0,006932 OAPMA" EOOJ]
2 MDAPKOR" AL 2."®APKOJI" AL
C07AB12 Nebivolel nepopanHa | mg [ "GHOHUKC 0019467 | 0,023360 | 1."®BOHHUKC
TBBpAA QAPMA" FQCJT | 0,019472 | 0,023366 | ®APMA" EOOJ
2."COTAPMA 0,021030 | 0,025236 2."CODAPMA
TPEHAVHT" AJL : TPEFIHI™ AL
3."®APKOJE" AR 3."OAPKOI" ALl

el | o dg .




CO7AGO2 | Carvedilol nepopankEa | mg | 1.Mencthapma 0,003955 | 0,004746 1.Menodapma
TEBpIA iEOOH EOOJI
C07BB07 Bisoprolol, nepopansa | tabl i0 I 1."OBOHHKC 0,083333 | 0,100000 1."®bOHUKC
Hydrochlorot | TsBpRa mg/s.2 | ®APMA" EOO] GAPMA" EOOJ
hiazide 5mg B
C0O7BBO7 Bisoprolol, nepopanHa | tabl 5 1."®bOHHUKC 0,050667 | 0,060800 1."®bOHHKC
Hydrochlorot | TBBpAA. mg/6,2 | ®APMA" EOO/ ' DAPMA" EOOL
hiazide 5mg
C07BB12 Nebivolol, nepopanHa | tabl | I."GBOHHUKC 0,176000 | 0,211200 1."®bOHUKC
hydrochloroth | TBBpHA OAPMA" EOOL 0,187641 | 0,225169 GAPMA" EOOJ
iazide 2."®APKOJI" A/l 2."OAPKON" AL
CO8CAO0l. | Amlodipine nepopanHa | mg 1."®b0OHUKC - | 0,003533 | 0,004240 1."®bOHHUKC
TBBPAA - ®APMA" EOOJ, | 0,003535 | 0,004242 OAPMA" EOOJ]
i 2"CODAPMA. 0,003778 | 0,004534 2."CODAPMA
TPEWUIVHI" A TPEUJUHT" A/l
) 3."®@APKOJI" AQl 3."OAPKOI" ALl
C08CAQ02 Felodipine nepopanrHa | mg I.*®APKOJI" AL | 0,010611 | 0,012733 1."®APKON" AL
TBBpAA 2."COPAPMA 0,010612 | 0,012734 2."CODPAPMA
TPEMIMHT" AJT TPEHIAHI™ AL
CO8CAO5 Nifedipine nepopajiHa | mg 1."®LOHHKC 0,002000 | 0,002400 1."®bOHHUKC
TBBPAA OAPMA" EOOJT DAPMA" EOOJ
| CO8CA06 Nimodipine napeHtepan | mg 1."®bOHHKC 0,967000 1 1,160400 1."®bOHHKC
Ha GAPMA" EOOL | 0,967348 | 1,160818 OAPMA" EOOJ
2."CODAPMA 0967348 | 1,160818 2."COPAPMA
TPEHJIMHI™" AJT | 1,026666 | 1,231999 TPEHIIMHI™ AL
2."MEJEKC" 2 "MEJIEKC" 00
00/ 3."MAPHUMITEKC
3."MAPUMITEK - 7" EOOJ
C-7"EOON
CO8CAC6 Nimodipine nepopanHa | mg 1."®bOHHKC 0,007300 | 0,008760 1."®bOHUKC
TEBpOA OAPMA" EQO/ | 0,0073C3 | 0,008764 ®APMA" EOOJ
2."CO®APMA 0,007311 | 0,008773 2."CO®PAPMA
TPEUIIAHT™" ALl | 0,007594 | 0,009113 TPEM/MHI™ ATl
3."MEJEKC" 3."MEJEKC" 00[ |
oo | 4"MAPHUMIIEKC
i 4."MAPHUMIIEK - 7" EOON
C-7"EOOA
CO8CAIl3 Lercanidipine | mepopanHa | mg 1."O@bOHHUKLC - 0,006667 | 0,008000 1."®hOHUKC
! TBBpPAA ®APMA" EOOL | 0,006670 | 0,008004 OAPMA" EOOJ
| 2."COPAPMA 0.007197 | 0,008636 2."CO®APMA
TPEMIMHT™ ALl TPEUIAHT" AJT
i 3."®APKOI" Al 3."OAPKOI" A
|
CO8DAO1 Verapamit napenTepan [ mg L."CODAPMA 0,140667 | 0,168800 1."CO®APMA
Ha TPEUIUHT™" AL TPEHIIMHI™ AJT
|
| Co8DAOL Verapamil nepopasHa | mg 1."OAPKOM" A)] | 0,000742 | 0,000890 1."®APKOJI" ALl
| TBBpAa
["cosDBo1 | Diitiazem nepopaHa | ILg 1."CO®APMA 0.00061% | 0,000733 1."CODAPMA
| ' WEpIA TPEWJTUHI™ A/ TPEHUHI Al
CO9AA02 Enalapril mepopalHa | mg 1. Mubuorex COJT | 0002618 | 0,003142 1.MnouoTex OO
TBBPOE 2."COBAPMA 0002620 | 0,003144 2."CODAPMA
TPEMIIMHI" ALl | 0,002855 | 0,003426 TPEMIIVHI" AJ(
3."OAPKOIT" AL | 0004467 | 0,005360 3."Q@APKOJI" All
4 "DbOHMKC
DGAPMA" EQOJ, |
CO9AA03 Lisinopril nepopaiHa | g 1."®bOHEKC 0,006800 | 0,008160 1."®@bOHUKC
TBBpAE OAPMA" EOOI[ | 0,006802 | 0,008162 DAPMA" EOOJ
2."CO®APMA 0.,007402 ] 0.008882 2. "CO®APMA
TPEUIUHI™ ATL TPEAIUHT Al
3."GAPKON" ALl 3."®APKOI" ALl

é]?age




1 CO9AAOS Ramipril nepopaiHa | mg 1."®bOHUKC 0,006800 | 0,008160 1."dbOHUKC
TBBPAA DAPMA" EOCLK 0,006804 | 0,008165 DAPMA" EOOJL
2."COPAPMA 0,007399 | 0,008879 2."COD@APMA
TPEHIMHI™ AJl | 0,007470 | 0,008964 TPEHIMHI AJl
3."OAPKOII" AL 3."®APKOJT" All
4 Menodapma 4 Menodapma
EOO# - EOO/|
1 C09AALS Zofenopril nepopaiHa | mg 1."®bOHHKC 0,029333 | 0,035200 1."®bOHUKC
TBBpAa DAPMA" EOOZ | -~ GAPMA" EOOJT
1 CO9BAO2 Enalapril, nepopanHa | tabl 20 1."®bOHHKC 0,155333 | 0,186400 1."®bOHMKC
Hydrochlorot | TBbpaa mg/12, | PAPMA" EOO[ 0,164560 | 0,197472 QAPMA" EOOJ,
hiazide 5 mg 2."O@APKOII" Al 2."O@APKOI" Al
1 CO9BAO3 Lisinopril, nepopanHa | tabl 20 1."®BbOHUKC 0,086667 | 0,104000 1."®bOHHMKC
Hydrochlorot | TBBpma mg/12, | ®PAPMA" EQQJT | 0,094506 | 0,113407 OAPMA" EOO]T
hiazide 5mg 2."®APKOJI" ALl 2."OAPKOI" ALl
1 C09BA03 Lisinopril, nepopasiHa | tabl 10 1."®bOHUKC 0,070000 | 0,084000 1."®bOHUKC
Hydrochlorot | teBpIa mg/12, | DAPMA" EQOQO] - | 0,076094 | 0,091313 OAPMA" EOO/]
hiazide 5 mg 2"®APKOJI" AJ] 2."®APKOI" ALl
1 C09BA04 Perindopril, TEPOpaTHA tabl 5 1."®bOHUKC 0,104333 | 0,125200 1."®bOHHUKC
Indapamide TBBpAA mg/1,2 | ®APMA" EOOJ] | 0,113683 | 0,136420 GAPMA" EOOJ
5mg 2."®APKOI" Al 2."®APKOJ" A
1 CO09BA09 Fosinopril, nepopanHa | tabl 1."®bOHUKC 0,295357 | 0,354428 1."®@bOHHKC
Hydrochlorot | teBpHA OAPMA" EOOJ DAPMA" EOOJ
hiazide
Ilo oflocobena nozuyua Ne 2:
OIl | ATC-kon INN Hagmnma | Msapka 3abene | YuacTEHEH H Enuerasa | Exuesa | YvyacTHHOE H
opunoxes | /mg, KKA KIIACHpaHe eIHAARA 3a Knacapane
He tabl., MApKa Ge3 eXHBEHNA
ml./ JacC MApPKAa ¢
ARC
2 C01CA04 Dopamine napeHTepan | mg 1."COPAPMA 0,008708 0,010450 | 1."COPAPMA
Ha TPEMJIMHI™ ALl | 0,008708 0,010450 | TPEMJIUHI™ Al
1"MEJEKC" 1."MEJIEKC" OO
0o
2 COI1CAO7 | Dobutamine | mapentepan | mg 1."®BOHHKC 0029080 | 0,034896 | 1."®LOHMKC
Ha GAPMA" EQOJ( OAPMA" EOOJ
2 C01CA24 Epinephrine mapeHTepan | mg 1."CO®APMA 1,008333 1,210000 | 1."CO®@APMA
Ha TPEHIMHT™ A/J] TPEMJIMHI™ Al
2 COIDAQ2 [ Glyceryl yapeHTepail | mg 1."®bOHUKC - 0,222600 0,267120 | 1."OBOHUKC
i trinitrate Ha (DAPMA" EOO]] GAPMA" EOO/]
|
2 CO1DA0O5 | Pentaerithrityl | mepopaina | mg 1."®bOHHKC 0,004740 0,005688 | 1."®@bOHUKC
TRBpPIA SAPMA" EOOM | 0,004762 0,005714 | ®APMA" EOO[
'| 2"@APKOI" ALl 2."OAPKOI" AL
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COIDA08 | Isosorbide lepoparHa | mg 1."0LOHHKC 0,003417 | 0,004100 | 1."®hOHHKC
dinitrate TBBPIA OAPMAYEQOJ | 0,003721 0,004465 | ®APMA" EOOJ
2."®APKOI" Al 2."®APKOJI" AJ]
| CO1DAOS8 Isosorbide epopanHa | mg ~ [ 1."®bOHUKC 0,028640 0,034368 | 1."®BOHHUKC
| dinitrate TeYHa DAPMA" EOOJ GAPMA" EOOJ]
| COIDX12 Molsidomine | mepopaina | mg 1."®@bOHHKC 0,032667 0,039200 | 1."®bOHHKC
| TBEpAE GAPMA" EOOJ| DAPMA" EOOJ
CO1EB15 Trimetazidine | mepopaiHa | mg 1."®bOHHKC 0,001362 0,001634 | 1."®bOHUKC
TBBPAA DAPMA" EQOJ] | 0,001485 0,001782 | ®APMA" EOOJ]
2."®APKOJ" ALl | 0,003209 0,003851 | 2."®@APKOIJI" Al
3."CO®APMA
TPEUJVHT™ AT
| CO1EB17 Ivabradine mepopanHa | mg 1.Mubuorex OO[ | 0,030119 0,036143 | 1.Hubuorex OOH
[ TBBpIA 2."CO®APMA 0,030129 0,036155 | 2."COPAPMA
| TPEMIUHI™ Al | 0,032835 0,039402 | TPEHJMHT™ Al
3."OAPKOJI" ALY | 0,033667 0,040400 | 3."®APKOJ" AL
4 "®BOHUKC
CAPMA" EOOJL
C09BB04 Perindopril, nepopasiHa | tabl 5mg/5 | 1."®bOHHKC 0,090667 0,108800 | 1."®bOHHKC
Amlodipine TBBPAA mg DGAPMA" EQOJ] 0,098855 0,118626 | ®APMA" EOOJ|
| 2. "®APKOI" AL 2."@APKOI" AL
|
C09BB04 Perindopril, nepopansa | tabl 10 1."®BbOHHKC 0,146667 0,176000 | 1."®BbOHHKC
Amlodipine TBBpAA | mg/5 GAPMA" EOOJl | 0,160097 0,192116 | ®APMA" EOOJ
mg 2."®APKOJI" A/l 2."®APKQJI" Al
CO9BB0O7 | Ramipril, nepopanna | tabi S mg/5 1-."<;)APIEOJI" Al | 0,063275 0,078330 | 1."®APKOJI" Al
Amlodipine TBBpIA mg '
C09BB07 | Ramipril, nepopanta | tabl 10 | 1."®bOHAKC 0,130000 0,156000 | 1."®bOHHKC
I Amlodipine T8EpAA mg/10 | ®APMA" EQO[ | 0,130550 0,156660 | ®APMA" EOOJ
mg 2."CDAPKOH" Al 2."®APKOJI" All
C09BB07 Ramipril, nepopanna | tabl 10 1."®bCHHKC 0,111000 0,133200 | 1."®bOHHMKC
Amlodipine TBBPAA mg/5 DAPMA" EOOJ 0,111658 0,133990 | ®APMA" EOOJ]
mg 2."®APKOJI" Af 2."OAPKOI" ALl
C09CAO1 | Losartan nepopasiHa | mg 1."®@bOHUKC 0,001580 0,001896 | 1."®bOHHKC
TEBPIA | DAPMA" EOOX GAPMA" EOOJT
N | |
C09CAO2 Eprosartan nepopanHa | mg 1."®bOHHKC 0,001125 0,001350 | 1."®@bOHHKC
TBEpIA ®APMA" EOO[] DAPMA" ECOJl
CO9CAO3 Valsartan nepoparHa | mg L"OAPKOS" ALl | 0,001101 I' 0,001321 | 1."®APKOJI" Al
TBBpAA 1. "CODAPMA 0,001101 0,001321 | 1."CODAPMA
| TPEMAWUHI™ AJ TPEAJIUHI™ AJl
[
CO9CAO4 Irbesartan nepopaiHa | mg 1."®bOHKKC -0,000467 0,000560 | 1."®bOHHKC
TEBPIA ®APMA" EOOZ | ;000468 0,000562 | ®APMA" EOON
2."COOAPMA 0,000509 0,000611 | 2."COPAPMA
TPEMAUHI" AL TPEUJIVIHI™" ALl
3."OAPKOJI" AL 3."®APKOJI" ALl
.. | - 1
C09CAO6 Candesarian nepopaiHa - | mg 1."@LOHUKC 0006213 | 0,007456 | 1."®bOHUKC
o TBBPIA ®APMA" EOOJ 4 0,006216 0,007459 | ®APMA" EOOQJ{
2"CODAPMA . | 0,006761 0,008113 | 2."CODPAPMA
| | TPEHUJTUHL™ AJ] TPEUIHUHI™ A/l
3."®APKON™ AL 3 "®APKOI" A
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CO9CAQ7 | Telmisartan | mepopansa | mg { 1."®HLCHUKC 0,002733 0,003280 | 1."®BOHUKC
TBBpIR OAPMA" EOOCL 0,002734 0,003281 | ®PAPMA" EOOJL

2."CODAPMA | 0002768 0,003322 | 2."CODAPMA
TPEHIWHI™ ALl TPEMJIMHI™ ATl
| 1 "OAPKOJI" ALl 3."®APKOJI" AJ]

CO9DAOI | Losartan, nepopanta | tabi 100 1."OBLOHHKC 0217000 | 0,260400 | 1."®HOHHUKC
Hydrochlorith | TBBpRa mg/12, | ®APMA" EOQN DAPMA" EOOX
iazide 5mg T !

C09DAO1 Losartan, nepopanHa | tabl 50 1."®bOHHKC 0,138214 0,165857 | 1."®BLOHHUKC
Hydrochlorith | Teppaa mg/t2, | ®APMA" EOQJ | 0,138367 0,166040 | ®APMA" EOOI
iazide 5mg | 2."®APKOJI" AJl 2."®APKOJI" AJl

C09DAO1 Losartan, nepopanHa | tabl 100 1."®bOHHKC 0,200357 0,240428 | 1."®BbOHUKC
Hydrachlorith | Tenpaa mg/25 | PAPMA"ECOI] D®APMA" EOOJ]
iazide o mg 3

C09DA03 Valsartan, nepopanna | tabl 160 1.*®bOHHKC 0,136071 0,163285 | 1."®BOHHUKC
Hydrochlorot | TBBpaa mg/25 OAPMA" EQOL | 0,148320 0,177984 | ®APMA" EOOJ
hiazide mg 2 "®APKOJ" Al 2."DAPKOI" Al

CO9DAO3 Valsartan, nepopanHa | tabl 160 1."®BbOHHKC 0,226667 0,272000 | 1."®bOHHKC
Hydrochlorot' | TBbpaa mgf12; | ®APMA"EOCOJ | 0,230000 0,276000 | ®APMA" EOOQ
hiazide Smg 2."®APKOJI" ALl 2."®@APKOI" Al

C09DA03 | Valsartan, mepopansa | tabl 320 I"OLOHMKC | 0333929 | 0,400715 | 1."®LOHHMKC

| Hydrochlorot | tBBpAa mg/12, | ®PAPMA" EOO[ | 0,363770 0,436524 | ®APMA" EOOJ1
| hiazide 5mg 2."O@APKOJI" Al 2 "®APKOJI" Al

COSDAO3 Valsartan, nepopa.ni{a tabl 320 1 ."QBOHHKC 0,331 333 0,397600 | 1."®LOHHUKC
Hydrochlorot | TBBpmA mg/25 | ®APMA" EOCGH | 0,361649 0433979 | ®APMA" EOOJ
hiazide mg 2."@APKOJI" AJl ' | 2."@APKOJI" ALl

CO9DA04 | Irbesartarand | mepopansa | tabl 150 1."®APKOI" ALl | 0,173750 0,208500 | 1."@APKOJI" AJl
diuretics TBHpAA mg/12,

5 mg. _

C09DA04 Irbesartan and | mepopanxa | tabl 300 1."®APKOII" AJl | 0,230000 0,276000 | 1."®APKOJI" A

diuretics TBBpAA mg/12,
Smg

CO09DA06 Candesartar, nepopanHa | tabl 8 1."®BbOHUKC 0,110667 | 0,132800 | 1."®BOHHKC
Hydrochlortia | T8BpAa | mg/12, | ®APMA" EOO[ 0,114850 | 0,137820 | ®APMA" EOOJ
zide 5mg 2."®APKOJI" Al 2."®APKOJI" Al

| "coopAoe | Candesartan, | nepopansa 1 tabl 16 1."OAPKOJ" ALl | 0,170950 0205140 | 1."®APKOJI" AJl
| Hydrochlortia | Teepna mg/12,
| zide o 5mg
COSDAQ6 Candesartan, riepopanHa tabl 32 1."PAPKOJI" AZ{ | 0,283150 0,339780 | 1."®APKOJI" ALl
! Hydrochlortia | TeBpIa mg/12,
| zide - | S mg )
| CO9DA07 Telmisarten, nepopanHa | tabl 80 1 "®OLOHUKC 0,092857 0,111428 [ 1."®bOHHUKC
Hydrochlerot | TBpHa mg/12, | BAPMA" EQOJ | 0,100662 0,120794 | ®APMA" EOOI
hiazide 5mg 2."OAPKON" Al | 0,1021€6 0,122599 | 2."®APKOJI" A/l
3 Hubuorex OO |

CO9DAO7 Telmisartan, nepopanua | tabl T 80 1."ObOHHUKC 0,160000 | 0,120000 1."®bOHHUKC
Hydrochlorot | TeERpHa mg/25 | WAPMA" EQO/ | 0,109048 0,130858 | ®APMA" EOOJ{
hiazide . mg 2 "OAPKQT" Al | 0,130744 0,156893 | 2."®@APKOII" Al

! 3 Hubnorex OOQ

CO09DA08 Olmesartan nepopanHa | tabl 2 1."DbOHHUKC 0,137333 0,164800 | 1."®bOHUKC
medoxomil, TBBpIa mg/12, | PAPMA" EOCA | 0,14994% 0,179939 | ®APMA" EOOJ
Hydrochlorot Smg 2'"®APKOI" AL | 2."OAPKON" ALl
hiazide | |l
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2 CO9DA0O8 | Olmesartan i'lepop.'m}‘ia tabl | 40 1."®EOHUKC 0,146667 0,176000 | 1."®BOHUKC

medoxomil, T8BP/A i mg/12, | ®APMA" EOOJ 0.159900 0,191880 | ®APMA"EOO[
| Hydrochlorot. | 5mg 2."OAPKOI" ALl 2."®@APKOJI" Al
hiazide

2 COSDBO1 | Amlodipine, nepopanna | tabl | 10 - 1."@APKOJI"-ALl | 0,213900 0,256680 | 1."®APKOJ" AJl
Valsartan T8BpOR mg/160

U
2 C09DBO1 | Amlodipine, nepopansa | tabl- | 5 - 1."OAPKOCII" ALl | 0,195008 0,234010 | 1."®APKOJ" AL
| Valsartan TBBpAR ' mg/160
[ mg .

2 COSDB0Z | Olmesartan nepopanHa | tabl 20 1."®bOHHKC: 0,174000 0,208800 | 1."®@LOHMKC
medoxomil TBEpAA mg/S GAPMA" EOOJ | 0,190059 0,228071 | ®APMA"EOO][
and ‘ . mg 2."@APKQII" ALl 2."@APKOI" ALl
amlodipine

2 C09DB02 Olmesartan nepopasiHa tabl 40 1."®@bOHHKC 0,228667 0,274400 | 1."®OLOHUKC
medoxomil TBBpIA mg/5 | ®APMA" EOOJ 0,249894 0,299873 | ®APMA"EOO[
and mg | 2."®APKOJI" Al 2."DAPKOJI" ALl
amlodipine

2 C10AA01 Simvastatin repopaiHa mg 1."®@bOHHUKC 0,002321 0,002785 | 1."®@BOHHUKC

TBBEPAA DOAPMA" EOOJ1 0,002322 0,002786 | ®APMA" EOOJ
2."CODAPMA 0,002531 0,003037 | 2. "CQ‘DAPMA
! TPEUIHUHI™" AT TPEUIHHI™" ALY
3"DAPKOJ" AL 3."®@APKOJ" A/l
2 CI10AAQ5 Atorvastatin nepopansa mg 1."®bOHUKC 0,002700 0,003240 | 1."®bOHUKC
TBBPAA OAPMA" EOOL 0,002701 0,003241 | ®APMA" EOOJ1
2."CQ<DAPMA .. | 0,002916 | 0,003499 2."C9!DAPMA C
TPEWJUHI" Al ! | TPEMAUHI™ Al
3"®APKOI" AL 3 "OAPKO" AL
l g
2 C10AA07 Rosuvastatin Tiepopanua mg 1. "®bOHHUKC 0,008700 0,010440 1."®BbOHHUKC
TBBpJa ] OAPMA" EOOL 0,012222 0,014666 | GAPMA" EOO/
2."DAPKOJI" A/T | 0,012222 0,014666
2."COQAPMA
| TPEMHUHT™ AL{ [
2 | CL0ABO5 | Fenofibrate nepopaina | tablicaps 1."COPAPMA 0240655 | 0,288786 | 1."CODAPMA
TBBPHA TPEUIHI™" AL | 0,242225 0,290670 | TPEUIUHI™" Al
2."®APKOJI" A 2."OAPKO" Al
=2 C10AB08 Ciprofibrate nepopanHa | mg 1."OBOHKKC | 0.001933 | 0,002320 | 1."®BLOHUKC
| TBBPJA | ®APMA" EQOJ | OAPMA" EOO
VII. Ho oTHOmIeHHE HA CACIHHTE JIEKAPCTBEHH IPOAYKTH, XOMHCHATA Npejjara Ha

Bh3JIOMKHTE IS, 00IecTBeHATa MOPbYKA A2 Ob/le NpeKpaTena, MPH [PaBHATe OCHOBAHHS MOCOUEHH MO-

JOJIy:
T o .
| : - Ipaeso ocaoBanHE 32 NpeKpaTABaHE
| Dopma Ha . o Heobxonum
ATC | INN - A—— Mspra Jadenerns Gpoil mupn
| Ha ocuosanue un. 110, an. 1, 1. 1 ot
nepopansa 3011, Thit kato HAMa IONaNEHE O(epTH
CO01AA05 | Digexin TBhpIA mg 169686 | 38 Ta3l HOMEHKIATYpa
Ha ocxosanue un. 110, an. 1, 1. 1 ot
nepopanta b 3OI1, TLi kaTo HAMA TIONANEHH OPEpTH
CO01BC03 | Propafenone TBBEPAS mg ] 24334224 | 3a Ta31 HOMCHKIIATYpa
’ Ha ocroBarme wi. 110,an. 1, 1. 1 ot
Tiepopansa 30T, Toif kaTo HAMA ToNafeHH ohepTH
C02CA04 | Doxazosin TSBpIA | mg | 148076 | 3@ Ta31 HOMEHKJIATYPA
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i Ha ocHoBanye un. 110, an. 1, T. 1 ot
nepopatHa 30T1, Trif kato HsIMa noxaneHH odepTH
C03CA04 | Torasemide TBBpAA mg B 2956799 | 34 Ta3H HOMCHKIATYpa
Ha ocHoBanue un. 110,an. 1, T. 1 ot
) ) 30I], Teii xaTo HAMA NIOAAREHH 0depTH
C04ADO03 | Pentoxifylline napeHTepanta’ mg — - 54349123 | 3a Ta3%u HOMEHKIATYpa
Ha ocHoBanue 4. 110, an. 1, T. 1 ot
nepopansa 3011, T kato HaAMa noganeHH odepTa
CO7AA07 | Sotalol TBBpAA mg 488812( | 32 Ta3H HOMEHKIATypa
Ha ocnoBanune un. 110, an. 1, 7. 1 o1
nepopanua 3011, Tr# kaTo HAMa nogaaeHH odepTH
CO07AB03 | Atenoclol TBBIE mg 3324600 | 3a Tash HOMEHKIaTypa
N Ha ocuoBanue wi. 110,an. 1, 1. 1 or
Bisoprolol, nepopanta ' 3011, Thit KaTo HAMa NOAANEHH O(epTH
CO7BB07 | Hydrochlorothiazide | Tenpma tabl 5mg/12,5 mg 28880 | 38 Ta3H HOMCHKIIATYpa
Ha ocrnopanne wi. 110, an. 1, 1. 1 ot
Bisoprolol, TepopanHa 2,5 mg/6,25 3011, Tp#i kaTo HAMA roHaneHH odepTH
CO7BB07 | Hydrochlorothiazide TBBRpAA tabl mg 10860 | 38 Ta31 HOMEHKNATypa
. : Ha ocuoBanue un. 110,an. 1, 1. 1 or
nepopanua 30T1, TH KaTo HAMA NOAANEHH OGEPTH
CO7FB07 | Bisoprolol, Amlodipine | T8Bpas tabl 5 mg/5 mg 7600 | 3@ Ta34 HOMEHKIIaTypa
| Ha ocnoBanmne un. 110,an. 1, 1. 1 ot
nepopana 30I1, Tbi KaTo HiIMa MoganeH: odepT
CO8DAS1 | Verapamil, Trandolapril | T8bpna tabi 180mg/2mg 7970 | 38 Ta3H HOMEHKIIATypa
Ha ocnoeanmne wr. 110,an. 1, T. 1 or
nepopaHa 30T, Trit kaTo HAMa nofazeHk odepTH
CO8DAS1 | Verapamil, Trandolapril | 1ehpaa tabl 240mg/dmg | 7320 | 3@ TasH HOMEHKJIATypa
Ha ocnoBanme an. 110,an. 1, 1. 1 o1
Tepopania l 3011, it kaTo HiMa oganeHy odepTu
CO8DAS1 | Verapainil, Trandolapril | tespaa tabl | 240mg/2mp 7040 | 33 TasH ROMEHIJIATYpA -
Ha ocnoBanue un. 110,an. 1, 1. 1 o1
Indapamide and Tepopanta | 30I1. it kaTo HiMa noganeHu odeptu
C08GA02 | amlodipine TBEpHA tabl 1,5 mg/5 mg 6000 | 33 Ta3H HOMEHKIIATYpa
Ha ochosaume un. 110,an. 1, 1. 1 ot
nepopanHa 3011, Teit kaTo HsIMa NoAAAEHH OhEPTH
CO9AA04 | Perindopril TBBpIA mg - i 937503 | 3@ Tasu HOMCHK/IATypa
[ Ha ocHoeanwe un. 110, an. 1, T. 1 ot
nepopansa I 3011, Tei kaTo HsMa noaneHH odepTH
CO9AA06 | Quinapril TBBpIE mg 3900 | 3@ Ta3H HOMEHKIIaTypa
’ Ha ocHoBanve wi. 110, an. 1, 1. 1 ot
| mepopamia 3011, TbH KaTo HsMa TOoAAREHU ohepTH
C09AA09 | Fosinopril TBBPAA mg 302280 | 34 Ta3u HOMCHKIIATYpa
Ha ocuosanue wn. 110, an. 1, T. 1 oT
HepopaIHa 3071, thit kKaTo HAMA NOAAnEHU OhepTH
C0O%AAI10 | Trandolapril TRBPAA mg 19685 | 38 TA31 HOMEHKIIATYpa
Ha ocuopanre un. 110,an. 1, 1. 1 o1
Enalapril riepopaTHa 30T, Te# Kato uAMa nojaneHy odepTu
COSBAQ2 | Hvdrochlorothiazide TBBpPAZ tabl. 10 mg/25 mg 2120 | 32 Tasy HOMEHKIaTypa
Ha ocuoBanue un. 110,anm. 1, 1. 1 ot
Enalapril, nepopata 3011, Tri kaTo HAMa nojaneHu odepTu
CO9BAQ2 | Hydrochlorothiazide TBHPIE tabl 10 mg/12,5 mg 13660 | 3@ Ta3¥ HOMEHKaTypa
Ha ocnopanne un. 110, a1 1, 7. 1 ot
Tepopastaa 3011, Tsii kato HaMa roaaneHy odepTH
C09BA04 | Perindopril, Indapamide | téhpaa tabl 4 mg/1,25 mg 9246 | 30 TasH HOMEHKNIATypa
Ha ocuoBanue un. 110,an. 1, 1. 1 ot
Nepopanta 30T, Teii kaTo HaMa noaneHu odeptu
CO9BA04 | Perindopril, Indapamide | Tabpaa tabl 10 mp/2,5 mg 34450 | 38 TasH HOMCHIUIATypa
1 Ha ocHosauue wi. 110, an. 1, 1. 1 ot
fepopasia i 30I1, Tl karo HsIMa MOJANEHH OfepTH
CO09BA04 | Perindopril, Indapamide | tespma tabl . | 2 mp0.625 mg 1520 ] 34 Ta3u HOMCHKJIATYpa
!I Ha ocsosanpe wr, 110,an. 1, 1. 1 ot
nepopaHa 2.5 mg/0,625 301, 15it kaTo HAMa noxaneHu odepTa
CO9BA04 | Perindopril, Indapamide | t8Bpaa tab! mg . 4120 | 3 Ta3K HOMCHKJIATYPA
Ha ocnosauue wi. 110, an. I, 1. 1 oT
Hepopanma 30F_l, ThH KQTO HAMA NOAAACHH odepTH
CO9BAO4 | Perindoptil, Indapamide. | T8apaa. tabl 8 mg25 mg 360 | 32 Ta3y HOMCHKIATYPA
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| Ha ocuoranue un. 110,an. 1, 1. 1 o1
Ramipril, nepopanta | 3011, Tofi kaTo AsAMa noaaneHH ohepTH
CO09BAOS5 | Hydrochlorothiazide TBBpAR tabl 10 mg/12,5 mg 51Q | 38 T34 HOMEHKJIaTypa
Ha ocrosanne un. 110, an. 1, 1. 1 ot
Ramipril, IepopanHa ) 30IL, TbH kaTo HAMa AomaneHu odepTd
CO9BAOS5 | Hydrochlorothiazide TBBpIA fabl 10 mg/25 mg 360 | 3@ Ta3H HOMCHKJIATypa
Ha ocuosanue wn. 110, an. 1, 1. 1 ot
Ramipril, | ) nepopasina 30IL Tsi# kaTo HAMa ofaneHu odepTH
C09BAO5 | Hydrochlorothiazide | tewpaa tabl 5mp/12,5mg 610 | 32 Ta3d HOMEHKJIaTypa
Ha ocroBanveun. 110, an. 1, 1. 1 ot
Ramipril, nepopanta . v 30T, Twii kKaTo HAMA ToAaAEHY OhepTH
| CO9BAOS | Hydrochlorothiazide TBBPAA tabl 5 mg/25 mg 360 | 38 Tasu HOMCHKIIATypa
o Ha ocropanne un. 110,am. 1, 1. 1 o1
Lisinopril and nepopanna N ; 3011, Ts# kato HAMA IoxaneHy odepTH
C09BBO3 | amlodipine’ TBBPIR tabl 20 mg/S mg' '3720 | 32 TA3K HOMEHKNATypa
I ' Ha ocuosanne 1. 110,an. 1, . 1 ot
Lisinopril and nepd;ianua ‘ 3011, T# kaTo HAMa nojaneHn odepTH
C09BB03 | amlodipine TBEpAA tabl 10 mg/5 mg 5836 | 32 TA3H HOMEHKNATypa
Ha ocuosanue un, 110, a1 1, T. 1 oT
Lisinopril and ljlepobaJ'IHa' 30IL T kato HaMa noaaneHu opepTy
C09BB03 | amlodipine ° “TBBPIA tabl 20 mg/10 mg 1260 | 32 TA31 HOMEHKNATypa
Ha ocuoBanue un. 110, an. 1, T. 1 ot
3011, T kaTo HAMA moganeH:n odepTH
33 Ta3H HOMEHKJIATYpa
fepopaiHa
C09BB04 | Perindopril, Amlodipine | TBBpaa _ | tabt 4 my/5 me 3460
Ha ocroBanne un. 110, an 1, 1. 1 ot
30I1, Tb# KaTO HAMa NOAaACHH ODEPTH
32 Ta3W HOMEHKIIaTypa
nepopaiHa
CO9BBO04- | Perindopril, Amlodipine | T8npaa tabl 10 mg/10 mgz 8993
Ha ocuopanue wi. 110, an. 1, 1. 1 ot
3011, Teit xaTo HsiMa nonanenH odepTy
34 TA2H HOMEHKJIATYpa
fiepopatia 2,85 mg/2.5
C09BB04 | Perindopril, Amlodipine | TBbpaa tabl mg 1800
Ha ocrosanne . 110,an. 1, T. 1 oT
30II, Te#f kaTo HAMA TIOAAACHH O(epTH
33 TA3H HOMEHKJIATypa
nepopanHa
C09BB04 | Perindopri!, Amlodipine | TBEpra tabl 4 mg/10 mg 1800
| | Ha ocHoBanme wi. 110, an. 1, . 1 ot
l 30I1, il kKaTo HAMa nojaneHu oHepTH
' 34 Ta3W HOMEHKJIATypa
nepopansa
C09BB04 | Perindopril, Amlodipine | TBbpaa | tabl _ 5 mg/10 mg 8040
C ‘Ha ocnosauue wi. 110, an. 1, 1. 1 ot
3011, Thi kaTo HAMA NOAALEHH ODEPTH
uepopanHa 3a Ta3xd HOMEHKIATypa
C09BB04 | Perindepril, Amlodipine | T8hpaa tabl 8 mg/10 mg 180G
Ha ocropanne un. 110,an. 1, 1. 1 or
3011, et kKaTo HaMa nozanesH odepTr
33 Tasu HOMEHK/IATypa
NEpOpANHA
C09BB(4 | Perindopril, Amlodipine | TBBpna tabl 8 mg/5 mg 3450
] ] Ha ccrosaaue un. 110,an. 1, 1. 1 o1
i‘;’:{;‘;‘;pfﬂ, . 2 mes 30T, Toit kaTo HaAMa noxaneHu odepTH
Lodipine, NepopuiHa ) mg/ 32 TA3W HOMEHKJIATYPa
C09BX01 | Indapamide TRBPAA wahl - mg/0,625 ing .1800
Ha ocuosauue un. 110, an. 1, 1. 1 ot
3011, Tbii kaTo HamMa nonaneH: odepru
Perindopril, 32 TA3H HOMEHKIIaT1ypa
Amlodipine, nepopansa 4 mg/10
C09BX01 | Indapariide _TBBpIa iabl mg/1,25 mg: 1406
Ha ocuoBanre un. 110,an. 1,1. 1 o1
3011, Tl xato HAMa noganeny odeprH
Perindopril, 34 T231 HOMEHKJATYpa
Amlodipine, nepopanHa 4 mg/5
C09BX01 | Indapamide | TBBpIA tabl mg/1,25 mg 3030
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Ha ocHoBanme uit. 110, an. 1, 1. 1 o1
) 3011, Toit kaTo HaAMa opaneHu odepry
Perindopril, 3a Ta3W HOMEHKJIATYDa
Amlodipine, [IEPOPAJIHA 8 mg/10
CO9BX01 | Indapamide TBBpIA tab; mg/2,5 mg 1200
' Ha ocHoBanue wi. 110, a;m. 1, 1. 1 oT
3011, Toii KaTo HAMA TofaneHu odepTu
Perindopril, ’ - 3a°TA3H HOMEHKJIATYpa
Amlodipine, TiepopanHa 8 mg/5 mg/2,5
C09BX01 | Indapamide TBBpIA tabl mg 1500
- Ha ocnosanne un. 110,an. 1, 1. 1 ot
: 3011, ToH kaTo HAMa oxaneHH OhepTH
Perindopril, 33 Ta3¥ HOMEHKIIATYpa
Indapamide, TIEpOpATHA 4 mg/1,25 )
C09BX01 | Amlodipine TBBPIA tabl mg/5 mg | 150
Ha ocuomanne un. 110, an. 1, 1.1 or
3011, Tri kaTo Hama. mozaneH: odepry
Perindopril, 33 TA3H HOMEHKIATYpa
Indapamide, nepopaiHa 5mg/1,25
C09BX01 | Amlodipine TBBpAA tabl mg/S me 7338
Ha ocuoBanue wi. 110, a1. 1, 1. 1 o1
30I1, Trit kaTo HAMa monancHH odepTu
Perindopril, 33 TA3H HOMEHKIIATYpa
Indapamide, riepopanHa 10 mg/2,5
C09BX01 | Amlodipine TBBPIA tabl mg/10 mg 13440
Ha ocuoranwue un. 110, an1. 1, T. 1 or
30I1, Thi KaTo HAMa nofaneHu odepTu
Perindopril, 34 TA3M HOMEHKJIATYpa
Indapamide, mepopanHa 5mg/1,25
C09BX01 | Amiadipine TRHpPIA tabl mg/10 mg 1100
Ha ocnopanue wit. 110, am. 1, 1. 1 or
30I1, T KaTo HAMa NoJaAeHH odepTu
Perindopril, 3a Ta34 HOMEHKIATYpa
Indapamide, nepopanya 10 mg/2,5
C0O9BX01 | Amlodipine TBBpIA tabl mg/5 mg 10020
Ha ocnoBanue wn. 110, an. 1, 1. 1 or
nepopansa | 30I1, Toi kato HAMa NoRaAeHK odepTH
C09BX02 | bisoprolol, perindopril | TBBpaa tabl {0 mg/ 10 mg | 600 | 33 TA31 HOMEHIJIATYpa
Ha ocuosanue un. 110, am. 1, 1. 1 ot
mepopanna 3011, Toit kaTo HAMA onaneHH otdepTr
C09BX02 | bisoprolol, perindopril | respaa tabl 10 mg/' 5 mg 600 | 33 Ta3M HOMCHKNIATypa
Ha ocnoBanwe un, 110, an. 1, 1. 1 oT
repopanHa 3011, ToH xaTo HAMA IIOAANERH 0DEPTH
C0SBX02 | bisoprolol, perindopril | Tenpaa tabl 5 mg/ 10 mg 600 | 33 T34 HOMEHKIATYpa
Ha ocnosanue 41, 110, am. 1, 1. 1 or
_ TiepopanEa 3011, Tri XKaTo HAMA TIOAANEHHK OhEPTH
CO9BX02 | bisoprolol, perindopril | tebpaa tabl 5 mg/35 mg 900 | 3@ Ta3W HOMEHKNaTypa
Ha ocHoBanue wi. 110, am. 1, 1. 1 ot
yiepopasiHa SOII, TBH KaTo HAMA MOAaAeHH obepTH
C09CAO08 | Olmesartan medoxomil | Tebpaa mg 345800 | 3@ Ta3W HOMEHKIATYpa
Ha ocroanme wn. 110, an. 1, 1. 1 ot
Telmisartan, Hepopatna 3011, i xaTo HIMa ToAaneHH OdepTH
| CO9DB04 | Amlodipine TEBPAR tabl 80 mg/10 mg 1620 | 3@ Task HOMEHIIaTypa
Ha ocuoBanue 4, 110, an. 1, 1. 1 ot
Telmisartan, nepoparsa | 3011, Tei kaTo HAMA MOAANEHH ODEPTH
C09DB04 | Amlodipine TEBpAA tabl 80mg/5mg | 4970 | *a Task HOMERKIaTypa
[ Ha ocHorauue un. 110, an. 1, 7. 1 ot
3011, Tbit kato HAMA NOAaAEHH 0depTH
Amlodipine, Valsartan, | mepopaina 5 mg/160 33 TA3H HOMEHKIATYpa
C09DXO0! | Hydrochlorothiazide TBBpIA tabl mg/12.5 mg 750
Ha ocnoBanue yn. 110, an. 1, 1. 1 ot
3011, Toii xaTo HAMa noaneHu odepru
Amlodipine, Valsartan, | nepopanna 10 mg/160 38 Tasv HOMeHKIaTypa
C09DXO01 | Hvdrochlorothiazide TBBpAA tabl mg/12,5 mg 300
Ha ocroanue un. 110, an. 1, 1. 1 ot
3011, T8t xaTe HaMa HoRancH: odepTH
32 Ta3u HOMEHKIATypa
népopaiha |
C09DX04 | Sacubitril, Valsartan TBBPAA. tab! 24 mg/26 ma 280
f Ha ocnosanue wn. 110, an. 1, 1. 1 oT
. ! 3011, Tuii xaTo HAMa noganeHu odepTy
Tiepopa/iia i 33 TA3H HOMEHKJaTypa
CO9DX04 | Sacubitril, Valsartan TBBPAA tabl 49mp/Simg | 80|




Ha ocHopanue wi. 110, an. 1, 1. 1 ot
nepopaina 3011, it kaTo HAMa NoHaAcHH ohepTH
C10AAQ3 | Pravastatin TBBpIA mg 142160 | 3@ TasH HOMEHKIIATYpa
Ha ocuoBanue wi. 110, an. 1, 1. 1 ot
30I1, TrH kaTo HaMa noganeHu odeptu
niepopanta 38 Ta31 HOMEHKNATYpa
C10AA04 | Fluvastatin TBBpA2 ~ |mg 224000
Ha ocHoBanue un. 110,an. 1, 1. 1 ot
30I1, T kato HAMa nofaneHH odepTa
niepopasa 3a Ta3H HOMEHKIaTypa
C10BA0O4 | Fenofibrate, Simvastatin | TREpaa tabl 810
Ha ocuorauue un. 110, an. 1, 1. 1 o1
3011, it kaTo HAMa noganeHyd odepru
nepopama 34 Ta3H HOMEHKIaTypa
C10BAO5 | Ezetimibe, atorvastatin | TBBpIa tabl 10 mg/10 mg 330
Ha ocHoeanne un. 110,an. 1, 1. 1 oT
3011, Tbi kaTo HAMA HOAANEHH 0depTH
. 34 TA3W HOMEHKIIATypa
Amlodipine, TIepopanHa
C10BX03 | Atorvastatin TBBPAA tabl 10 mg/10 mg 1500
Ha ocnosanume wn. 110, an. 1, 1. 1 ot
3011, Thii kaTo HAMA noAaACHH odepTH
Amlodipine, TiepopaHa 3a Ta3H HOMCHIJIATYpa
C10BX03 | Atorvastatin TBBpIA tabl 5 mg/10 mg 5580
Ha ocnoBanue wi. 110, an. 1, 1. 1 ot
3011, Teit KaTo HAMa MoAAACHH 0hepTH
33 Ta3H HOMEHKJIATYpa
Atorvastatin, nepopaiHa
C10BX03 | Amlodipine TBEPAA tabl 20 mg/10 mg 360
Ha ocuoranne un. 110,an. 1, 1. 1 ot
30I1, Tsi# Kato HAMa noAaAeHH othepTH
3a Ta3H HOMCHKJIATYpa
Atorvastatin, nepopanHa
C10BX03 | Amlodipine TBBpAA tabl 10 mg/10 mg 360
Ha ocuoBanue un. 110, an. 1, 1. 1 ot
30I], TB# kaTo HAMA NogaaeHH oepTH
. 3a Ta3n HOMEHKNIATYpa
Atorvastatin, nepopaiHa
C10BX03 | Amlodipine TBBpAA tabl 10 mg/5 mg 360
Ha ocHoBanue un. 110, an. 1, . 1 ot
3011, Thit KaTo HiMa NOAANEHH OhepTH
Atorvastatin, nepopaiHa 32 Ta3H HOMERKNATYpa
C10BX03 | Amlodipine TBBpIA tabl 20 mg/5 mg. 360 |
Ha ocroBanue wi. 110, an. 1, 1. 1 ot
3011, Tsit kaTo HAMa nonaneHu odepTH
33 Ta3H HOMEHKJIATYpa
nepopanHa
CO01DAI14 | Isosorbide mononitrate | TBbpaa mg 2111903 -
Ha ocroBanue ui. 110, an. 1, T. 8 ot
3011, T5it KaTo TeKapCTBEHHS IPOLYKT €
3AIHYEH OT [I03HTHBHUA JICKAPCTBEH
CIIHCEK.
Glucose, sodium
C05BB56 | chloride napeHTepalHa ml 500 ml 271572600
Ha ocuosanue un. 110, an. 1, 1. 8 ot
30IL TeH KaTO NEKAPCTEEHUS IPOAYKT €
3afHYEH OT TO3HTHBHH JIEKAPCTBEH
CITUCEK.
Olmesartan medoxomil, | nepopamHa
COSDAO8 | Hydrochlorothiazide TBBPAA | mg 20 mg/25 mg 810
Ha ocunoBanue un. 110, an. I, T. 8 ot
301, Thi KaTo sIeKapCTBEHHS IIPOAYKT €
3aJIHYeH OT IO3HTHBHUSA JIeKApCTREH
Olmesartan medoxomil, | nepopanxa CIHERI.
C09DAO8 | Hvdrochlorothiazide TBBpN2 mg 40 mg/25 mg 810
Ha ocHoBanne wi. 110, an. 1, 1. 2 ot
3011, Thi KaTO BCHYKH O(epTH He
nepopaina OTTOB2PSAT HA NPENBAPUTENHO OOSBEHHTE
CO08CA09 | Lacidipine TRBpIA mg YCJIOBHSL.

Hacrosmusat IpoToKo ce ¢heTaBy M noamnuca Ha 27.10.2020 r.
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