MBAJ ,IOJUA BPEBCKA“-BAJA EOO/J

7100 bsna, 06n.Pyce, yn. “Bacun Jlescku” Ne 62, men. 0817/ 71244, gpaxc 0817/ 73504

MMPOTOKOJI Ne 1

Ha 30.03.2021 r. B 13:00 4. B MHoronpoduiHa 0onHUIIa 32 aKTHBHO JieueHue ,, FOmus
Bpescka™ — bsana EOO/J] ce npoBeze 3acefaHde Ha KOMHCHs, Ha3HaueHa ¢be 3amosex Ne BKU-
5/30.03.2021 na IIpoxypucra na MbAJI , JOnus Bpescka®™ — bana EOO/] cbe 3anaua 1a pasriea,
OIICHU W Kiacwpa nojaneHuTe opepTH Ha YYaCTHUIUTE W Aa MPOBEIC CICKTPOHEH THPT IO
porleypa Mo BBTPEIeH KOHKYpeHTeH u300p 3a Bh3jarane Ha o0IecTBeHa MOphUKa 110 MOKaHa C
N3x. Ne246/12.03.2021 ¢ npeamer: ,,JJocmaska nexkapcmeenu npodykmu no Qbocobena no3unus
Nel 3a nyscoume na MBAJI ,,JOnua Bpeecka“ — bara EOO/] no Pamkoeo cnopaszymenue Ne P/]-
11-55/28.01.20212.“

KoMucusTa e B ¢hCTaB:

Hpeacenaren:

Jlernc ocudon Bparanos — Hauanauk sa “ITIIOKXJT” npu O6muna bsna, npaocnocoGen
IOPHCT;

UneHose:

Tomop KoncrantunoB Anrenos — . cderoBoaurena Ha MBAJIL JOmus Bpescka“ — bsna
EOOJ;

J-p Ilets Huxonosa IletpoBa-O6perenosa — Hauanuuk OXJ| sa MBAJI , }Omusa BpeBcka® —
bana EOO/I.

Ha 3acenanuero B3exa ydacTue npeacecaarcyiaT 1 BCUYKHA PCIOBHH WICHOBC Ha KOMHUCHATA. Hamauie
PCHKH 3a MPOBCKAAHE Ha 3aCCIaHACTO. Komucusita [PUCTHITN KbM pa60Ta.

I. CiuchbK HA PEAIOKEHUATA HA YYACTHHIINTE B IPOLEAYPATA 34 Bbh3J1araHe Ha 00IecTBeHa
NOPBHYKA, N0 pPeIa HA TAXHOTO moaaBaHe B EjlekTpoHHaTa cHcTeMa.

Komucusara oTBOpH Hpomeaypata B moapasgen .llporemxypun B mpollec Ha OIEHKa™ B
EnexkTpoHHaTa cucTeMa UM KOHCTAaTHpa, Y€ B OMPEAENCHUsS CPOK 3a MMOjaBaHe Ha MNPEATOKECHHUs
(26.03.2021) ca nocTbnuiIn npeIokeHus ot 8 (0ceM) y4acTHHKA, KaKTO Clie/IBa:

1. Ipeanoxenue ¢ Ne 06056 monaneno ot "O®BOHUKC ®APMA" EOO/ 3a o6ocobena
no3unus Nel mHa 26.03.2021 B 08:14 4.

2. Ipemnoxenue ¢ Ne 05350 momaaeno ot JAHCOH BI' OO/] 3a o6ocobena mo3umus Nel
Ha 18.03.2021 18:114.

3. Tlpennoxenue ¢ Ne 05221 nmoganeno ot ,,AHOHOTEX” OO/ 32 060c06eHa Ho3utmst Nel
Ha 17.03.2021 B 15:374.

4. Ipennoxenue ¢ Ne 04856 nmonaneno or "CODAPMA TPEfII[HHF" AJl 3a 06ocobeHa
mo3unmsa Nel Ha 15.03.2021 B 15:124.

5. TIpennoxenne ¢ Ne 04717 nonaneno ot "®APKOJI" A/l 3a o6ocobena mozumust Nel Ha
15.03.2021 B 11:38 4.

6. Ilpennoxennie ¢ Ne 04709 noganeno or ,, I'bPI'OBCKA*“ JIUI'A - TAIl" A/l 3a
obocobena nozuuus Nel ma 15.03.2021 B 10:144.

7. Hpennoxenue ¢ Ne O4701moganeno or "MEJEKC'" OO/] 3a o6ocobena mo3urmust Nel
ma 23.03.2021 B 15:134.

8. Ilpennoxenue ¢ Ne 04691 nonganeno ot "MAPUMIIEKC - 7" EOQOJI 3a o6ocobena
no3unus Nel wa 15.03.2021 B 07:57 4. ‘

II. Ily6au4unHo oTBapsiHe HA perucTpupaHnTe B EjeKTpoHHaTa cucTeMa MpelJIO:KeHHS Ha
y4acTHHIHTE,

[Ipencenateniat Ha KOMMCHSATa OTBOPH IOCTBIMIMTE NpelJIOKeHHs 4dpe3 EnexTpoHHarta
CHCTEMA I10 peZia Ha TSXHOTO IIOAaBaHe U YCTaHOBH, Y€ BBB BCAKO €JHO OT TAX CE CBABPXKAT U TPUTE
(dopMHu, KOHTO ce reHepupaT OT EneKTpoHHaTa cHCTeMa, a MMEHHO: 3asdBJICHHE 3a YYacTHE,



Texuuduecko mpeanoxenue U [Ipeanaranu 1ieHoBu napametpu. [Ipu orBapsHETO Ha Besika odepra
mpeJicesiaTeNsiT Ha KOMHCHATA OTBOPH H CHIBP)KAIIUTE C€ B Hes 3asBJICHHATA 33 y4acTHE W
TexHUYeCKH PeI0KeHNs, KOMHUCHSTa Ce YBepH, ue [[eHOBUTe IpeIIokKeHHS ca 3aKIFOYEeHH U He
Morat jia ObJJaT OTBOPEHH Ha TO3M €Tall OT MPOIeypaTa.

ITI. Pasriexnane Ha goxkymentTure mo 4wi. 39, an. 2 or IIMI3OII, 3a cwhorBeTcTBHE C
H3HCKBAHHUATA KbM JIMYHOTO CHCTOSIHHE H KPUTEPHHTE 32 noadop.

1. Paszraexnane gokymenrure npeacraperau or "ObOHUKC ®APMA" EOO/I no o6ocobena
no3unus Nel 32 cbOTBETCTBHE ¢ M3HCKBAHHATA KbM JHYHOTO ChCTOSTHHE M KPUTEpHHTE 32
noaoop.

B cpoTBeTCTBHE ¢ W3HMCKBaHMUATA HA BBHIIOKUTEIIT YIACTHUKHT € HOMBJIHWI (opmara
»3asBIIEHHE 3a yJacThe", ChabpiKalia ce B ElekTpoHHaTa cHCTeMa, KBM KOSTO € MPHIIOKEH (aiii
B apXHMBCH (hopmar, chixbpxall exekrponHo noamucad EEJIOIL

Komucusita ycranoBu, e ¢opMmarst, B Koiito e mpenocraBen enekTpoHHus EEJIOII e
[I03BOJISIBA PEJAaKTHPaHe Ha HeroBoTo chabpikanue: [IpencraBenusit EEJIOI ¢ moamwmcan ot
yIpaBUTENs Ha IPYKECTBOTO.

Crnen wu3BbpUICHATa NOPOBEPKA, KOMHUCHSITA KOHCTaTUpa, Y€ ca MpelCTaBeHH BCUUKHU
HEOOXO/IMMH JIOKYMEHTH OT YYaCTHHKA, KOHTO OTrOBapsAT Ha M3UCKBaHWATA Ha Bp3moxurens.
KoMmucusra koHCTaTHpa, Y€ YYACTHHKBT OTIOBaps HAa W3MCKBAHUATA 33 JIMYHO CHCTOSHUE U €
HAJIUIE CHOTBETCTBUE C KPUTEPHHUTE 3a MOIO0D.

2. Pasraexnane noxkymenture npeacraseHu ot JAHCOH BI' OO/] mo o6ocobena moznnus
Nel 3a cbOTBETCTBHE ¢ H3HCKBAHUATA KbM JIHYHOTO CHCTOSIHUE U KPUTEPHHTe 32 0A00P.

B CHOTBETCTBHE C M3MCKBAHMATA Ha BB3NOKMTENAT YUACTHUKBT € TONBIHIT (HopMaTa
»3asABJIICHUE 32 yIacTHE ", ChABbpKaIa ce B EJekTpoHHaTa CHCTEMa, KbM KOSITO € TPHIOKEH (aitn
B apXHBeH (opMaT, chabpxar enexrponso noamiucad EEJIOIL

Komucusita ycranoBu, ue gopmarst, B KoiTO € mpemocraBeH enekrporHus EEJIOII He
MIO3BOJIsIBA peAaKTHpaHe Ha HeroBoro chbabpxkanue. lIpeactapenust EEJIOIl e noamucan ot
yIOpaBUTENS Ha JPYKECTBOTO.

Crnen wW3BBpLICHATA IIPOBEPKA, KOMUCHSTA KOHCTATHpa, Y€ Ca MPEACTABEHH BCHYKHU
HEOO0X0/IMMH JIOKYMEHTH OT YYaCTHHMKA, KOMTO OTroBapsAT Ha M3MCKBaHMATA Ha Bb3noxurens.
Komucusita KOHCTaTHpa, Y€ YYaCTHUKBT OTrOBapsl Ha HM3MCKBAHUATA 32 JIMYHO CHCTOSHHUE U €
HAJIUIC CHOTBETCTBHE C KPUTEPHUTE 32 MOI00P.

3. Pasriexnane 1okymeHTHTe npeacrasenu ot ,,Muéuorex* OO/I mo o6ocodena mozumus Nel
3a ChOTBETCTBHE ¢ H3HCKBAHHATA KbM JIHYHOTO CbCTOIHNE H KPHTCPHHTE 3a nogdop.

B cpoTBeTCTBHE ¢ H3WCKBAaHHATA HAa BB3JIOXKHUTEIAT YYaCTHUKBT € MONBIHHI (opmara
»3asABIICHHE 3a yJacTHe", ChabpxKaia ce B Enekrponnara cuctema, KbM KOSITO € TIPHIIOKEH (aits
B apxuBeH $opMmart, cbappixai enekrporao noxnucad EEJIOTIT.

Komucusra ycranosu, ye ¢opMarsT, B KOHTO e npepoctaBeH enekrponHus EEJIOII ne
MO3BOJIABA PEIAKTHpPaHe Ha HEroBoTo chabpxkanue. lIpencraBenuar EEJIOII e moammcan ot
yrpaBUTeIs Ha IPYKECTBOTO.

Crmex wu3BBpIIEHATA IPOBEpPKA, KOMHCHATA KOHCTATHpa, 4Ye ca IIPECTaBEHH BCHUKA
HEOOXOMMH JOKYMEHTH OT YYacTHHKA, KOHUTO OTTOBApAT Ha M3WCKBAaHHATA Ha BB3moxuTens.
Komucusta KOHCTaTupa, 4e y4acTHHKBT OTrOBaps Ha M3WCKBAHHMATA 3a JINYHO CHCTOSHHE U €
HAJIAIIE CHOTBETCTBHE C KPUTEPHHTE 3a MOI00P.

4. Pasraexnane 1oKymenTHTe nipexcrasend ot "COD®APMA TPEMJIUHI " Al no oGocobena
no3unus Nel 32 ¢b0TBETCTBHE ¢ M3HCKBAHUATA KbM JHYHOTO ChCTOSIHUE H KPHTEPHHTE 32
noadop.

B CcHOTBETCTBHE ¢ HM3HCKBAHUATA HA BB3IIOKHUTENAT YYACTHUKHT € IONBIHAI (opmara
»JasiBJICHHE 3a yyacThe", chabpiKaia ce B ElekTpoHHaTa cHCTeMa, KbM KOATO € MPHIIIOKEH (haitn
B apxuBeH $opMmaT, chabpxan enekrporno noamucad EEJIOIL



Komucusita ycranoBu, e ¢popMarsT, B KOHTO € mpemoctaBeH enekTponHus EEJIOII we
[I03BOJIsIBA PEJlaKTUpaHe Ha HeroBoTo chabpxanue. llpeacraBenust EEJIOII e mojmucan ot
yIIPABUTEINS HA IPYKECTBOTO. '

Cnen wu3BbpIIGHAaTa NPOBEPKA, KOMHCHITA KOHCTATHpa, 4Ye €A I[IPEJACTABeHH BCHUKU
HEOOXOAMMH JOKYMEHTH OT y4YaCTHHKA, KOUTO OTTOBApSAT Ha W3WUCKBAHHMATA Ha BB3MOXKATENS.

- Komucusra KoHCTaThpa, 4€ y4acTHHKBT OTTOBaps Ha M3HCKBAaHHATA 3a JHYHO CHCTOSHUE U ©
HAJINIE COTBETCTBHE C KpUTEPUUTE 3a IOAOOP.

S. Pasruexknane nokymenture npeacrapeHu ot "®APKOJI" A/l mo o6ocobena mozumms Nel
32 CbOTBETCTBHE ¢ H3UCKBAHUATA KbM JHYHOTO ChCTOSIHHE H KPUTEPUHTE 32 MoaA00p.

B croTBeTcTBHE € H3HUCKBAaHMATA HA BB3IOXKUTENSAT YYaCTHHKHT € TONBIHWAA (opMaTa
»J3asBICHUE 3a y4acTHe™, ChIbpXKaIla ce B EJeKTpoHHATa CHCTEMa, KbM KOSTO € MPHIOXKEH (aii
B apxHBeH (GopMmar, Cbabpikar enekTporHo noamucan EEJIOIL.

Komucusita ycranoBu, ue ¢opmarsT, B KoiTo ¢ npenocraBed enekrponnus EEJIOIL ve
II03BOJISIBA PEHAKTUpaHE Ha HEroBoto chabpikanue. [IpencraBenust EEJIOII e moamucan ot
YIIpaBHTEIA Ha APYXKECTBOTO.

Cnen wu3BbBpIIEHaTa WTPOBEpKA, KOMHCHSTA KOHCTaTHpa, Y€ ca MPEACTaBeHH BCHYKA
HEOOXOIUMU JOKYMEHTH OT YYaCTHHKAa, KOMTO OTTOBapsST Ha W3UCKBAHHATA Ha BB3MoXHTENs.
Komucusita KoHCTaTHpa, 4€ YYacCTHHKBT OTIOBaps Ha W3HUCKBAHHATA 33 JIMYHO CHCTOSIHUE W €
HaJIUIE CHOTBETCTBHE C KPUTEPHHTE 3a MOA00pP.

6. Pasrae:xnane nokyMeHtute mpeacrasenu ot ,, I bPI'OBCKA“ JIMT'A - TAII" A/ no
obocobena mozunusa Nel 3a CHOTBETCTBHE ¢ H3HCKBAHHATA KbM JHYHOTO ChCTOSIHHE W
KPHTepHUHTE 32 MOA60P.

B cboTBeTCTBHE C M3HUCKBAHUATA HA BBIJIOKUTENAT YYACTHHKBT € MONBJIHII (dopMmara
»JaABIICHHE 3a ydacTHe™, ChIbpXkalla ce B EJeKTpOoHHATA CHCTEMa, KbM KOATO € IPHIIOKEH daitn
B apXUBEH (opMaT, chabpKal eaekrponHo nogmucad EEJIOIL.

Komrucudara ycranosu, ue (opmarsT, B KoiTo e mpenoctaBen enektpounus EEJIOII ne
[I03BOJISIBA pENAKTHpaHe Ha HEroBoTO chabpxkanue. IIpencraBenusar EEJIOIl e moamucan ot
yIPaBUTEINA Ha APYKECTBOTO.

Crnen w3BbpiieHATa NPOBEpKa, KOMHCHATA KOHCTATHpa, Y€ ca IMpeACTaBeHH BCUUKH
HE00X0IUMH JOKYMEHTH OT YYacTHHKA, KOMTO OTrOBAapsT Ha M3HCKBAHHUATA HA BB3IOXUTEN.
Komucusita KoHCTaTHpa, Y€ y4aCTHMKBT OTIOBaps Ha M3UCKBAaHUATA 3a JIMYHO CBCTOSHUE U €
HaJIMIIE CHOTBETCTBHE C KPUTEPUUTE 3a TOA00P.

7. Pasraesxxnane nokymenture npeacrasend or "MEJIEKC" OO/l no o6ocobena mo3umus Nel
3a ChOTBETCTBHE C H3HCKBAHHATA KbM JHIHOTO ChCTOSIHHE H KPUTEPHHUTE 32 MOADOP.

B cpoTBeTCTBUE ¢ W3HMCKBAHHMATA HA BB3IOXKHTEIAT YYAaCTHHUKBT € HMONBIHHI (opmara
,»3agBICHUC 3a yJdacTHe , ChIbpXkaIla ce B EJeKTpoHHaTa CHCcTeMa, KbM KOSTO € TIPUIIOKeH (ait
B apxuBeH (Gopmar, chabpxkail enexkrponHo noamucan EEJIOIN.

Komucusita ycraHoBu, 4e (opMaThT, B KOHTO e mpenocraBeH enekrpoHnus EEJIOII ne
MO3BOJIABA PEIAKTHUpaHE Ha HEroBoTo chibpxkanue. Ilpenacrasenuar EEJIOIl e noanucan ot
yIIpaBUTEIS Ha JIPYKECTBOTO.

Cnen wusBbplIEHaTa MPOBEpKA, KOMHCHSATA KOHCTAaTHpa, Y€ ca IPEeJCTaBeHH BCHYKH
HEOOXOJMMH TOKYMEHTH OT YYaCTHHKA, KOMTO OTrOBapsAT Ha M3NUCKBAHMATA Ha BB3nokuTeNd.
Komucusita koHCTaTHpa, Y€ YYaCTHHKBT OTrOBaps HA M3UCKBAHHUATA 32 JTHUYHO CHCTOSHHUE H €
HaJIAIE CHOTBETCTBHE C KPUTEPUUTE 32 MOJ00P.

8. Pasraexnane nokymentute npeiacraBeHa oT ""MAPUMIIEKC - 7" EOO/I no o6ocobena
no3unua Nel 3a CHLOTBETCTBHE ¢ H3HCKBAHUATA KbM JIHYHOTO CHCTOTHHE H KPHTEPHHUTE 3a
noadop.

B chOTBETCTBHE € HM3MCKBAHHMATA HA BBIJIOXKHTENAT YYaCTHAKBT € MOIMBJIHHI (hopMaTa
,»JAsABJICHHE 3a yUacTHe , ChabprKaia ce B ENeKTpoHHATa CHCTEMa, KbM KOATO € MPHIIOKEH (aiin
B apX®BeH (opMmar, ChabpKall enekrponHo moamucad EEJIOIL.



Komucusita ycranoBu, ue ¢opMaThT, B KoiiTo ¢ mpesoctaBeH enexktponnus EEJIOII ne
[I03BOJIABA pelaKThpaHe Ha HEeToBOTO chabpkaHue. [Ipeacrasenmsit EEJIOII e moanucan ot
yIIpaBUTENS Ha Py KECTBOTO.

Cnen wu3BBpIICHATA NPOBEPKA, KOMHCHSTA KOHCTATHpa, Ye ca TPeICTaBeHH BCUYKH
HEOOXOUMH JOKYMEHTH OT YYacTHHKA, KOUTO OTTOBapsT Ha HM3MCKBaHHATA HA BB3moxwrerns.
Komucusita xoHCTaTHpa, Y€ YYaCTHHKBT OTI'OBaps HAa M3UCKBAaHUATA 3a JUYHO CHCTOSHHE U €
HaJIUIE CHOTBETCTBHE C KPUTEPUUTE 3a 1MO00D.

Bonena ot FOPHOTO U BB3 OCHOBA Ha IIPOBEPKATA 3a CHOTBCTCTBHCTO HA YUACTHHIOUTE C
KPHUTCPHHUTC 3a HOI[60p " U3WUCKBaHUATA 3a JIMYHO CHCTOAHHUC,

KOMUCHUATA PEIN:

1. JOIIYCKA BcHYKH YYACTHUIIM J0 pa3Tiiex/iaHe TEXHHUCCKUTE MPEIOKEHHS 1o 00IecTBeHA
IIOpbUKa C IpenMer: ,/Jocmaeka nekapcmeenu npodykmu no Obocodena nozuyua Ne 1 3a
nyscoume na MBAJT ,,JOnua Bpeecka® — bana EOO/ no Pamkoso cnopazymenue Ne PJJ-11-
55/28.01.20212.“

IV. PasriexaaHe HA TeXHHYeCKHTE MpEIJI0OKeHHs HA YJACTHHIMTE H BCHYKH H3HCKYEMH
AOKYMEHTH KbM THX.

B u3nbiHeHue Ha IPEeaXOIHOTO pelleHHe Ha Komucusata, lIpemcenarensT Ha KOMHCHSATa
IIpeMHHA KbM mperien Ha gopmara ,, Texauuecko npeanoxenne” B ExexrpoHHara cucrema.

1. Pasriie:xiaHe HA TeXHUIECKOTO npejuioxkenue npegocrapeHo ot "ObOHUKC ®APMA"
EOO/I no obocobena nosunusi Nel 1 npoBepka Ha CbOTBETCTBHETO MY C IpeIBAPUTETHO

00sIBeHHTE YCJIOBHA B ChOTBETCTBHE ¢ WiI. 50, aj1. 2 ot [HII30II.
KowMmucusTa ycTaHOBH, 9¢ YHaCTHUKBT € MOCOYHI BBB opmara ,, TeXHHIeCKo IMpeIIoKeHue ™,
ye IIpeiIara CJICHUTE JIeKapCTBEHU NPOYKTH:

Mexpxynapoano
AHaTomo- HeNATeNTHO Haunn na IIpuresxkaren Ha Thprosexo Kosmuects | Msipka
TepaneBTHYEH paspemienne 3a : 0 AKTHBHO
HAHMEHOBaHHE | NPHJIOKEHHE HAHMEHOBAHHE
xox /ATC-xon/ ynoTpeoda BeleCTBO
/INN/
C01BDO1 Amiodarone [NapeHrepanna Canodu brrapus Cordarone 150 mg/3 ml
pexTep EOO/] mg
C01BDO1 Amiodarone [lepopanna Canodw Boarapus Cordarone 200
EOO/J mg
- AKTABUC EA/L,
C02ACO05 Moxonidine Ilepopanna EBIITAPUS Moxotens 04 mg
- AKTABHC EA[L,
C02ACO05 Moxonidine [Nepopanua BBITAPUSE Moxotens 0.2 mg
o AKTABUC EA]L,
CO3AA03 Hydrochlorothiazide | Ilepopasnna EBIITAPHS DEHYDRAT 25 mg
. AKTABHUC EAL,
CO3BA11 Indapamide Ilepopanna BFBIICAPUS INDIPAM 2.5 mg
. AKTABUC EAL,
CO3BA11 Indapamide Iepopanna EBITAPHS INDIPAM 1.5 mg
. Accord Healthcare Furosemide 10 mg/ml - 2
C03CAO01 Furosemide [Mapenrepanna Polska Sp. 2.0.0. Accord ml mg
. AKTABUC EA]L, .
C03CA01 Furosemide Ilepopanna EBIITAPHS Furantril 40 mg




Menarini
International

CO3CA04 Torasemide [TapenTtepanna Overati TRIFAS 10mg/2m mg
v perations
Luxembourg S.A.
Menarini
CO3CA04 Torasemide ITapenTepasna Internat}onal TRIFAS 20mg/4m me
Operations
Luxembourg S.A.
. Accord Healthcare | Spironolactone
CO3DAO01 Spironolactone Ilepopanna Polska Sp. 7.0.0. Accord 25 mg
. Accord Healthcare | Spironolactone
CO3DAO01 Spironolactone Ilepopanna Polska Sp. z.0.0. Accord 50 mg
. AKTABUC EAJ], | SPIRONOLACT :
CO3DAO01 Spironolactone Ilepopanna BBIICAPHSI ON ACTAVIS 25 mg
I G.L.Pharma .
C04ADO03 Pentoxifylline Ilepopanua GmbH, Asctpus Vasonit 600 mg
Actavis Group
CO4AEQ2 Nicergoline [Nepopanna PTC ehf., Nergolin 10 mg
Hcnanaus
Actavis Group
CO04AE02 Nicergoline Ilepopanua PTC ehf., NERGOLIN 10 mg
Hcnanans
Accord Healthcare Propranolol
CO7AA05 Propranolol IMepopanna Polska Sp. z.0.0. Accord 40 mg
Actavis Group Propranolol
CO7AA05 Propranolol [lepopanna PTC ehf., pranc 20 mg
Actavis
Hcnanaus
| AKTABHC EA/], Propranolol
CO7AA05 Propranolol Ilepopanna EBIITAPUSL Actavis 40 mg
1 mg/ml -5
CO7ABO2 Metoprolol Iapenrepanna | Amudapm EAJ] Metocor ml mg mg
Accord Healthcare | Metoprol tartrate
C07AB02 Metoprolol Ilepopanna Polska Sp. .0.0. Accord 100 mg
EGIS
C07AB02 Metoprolol Iepopanua Pharmaceuticals EGILOK 50 mg
PLC
47.5 mg
(cvoTBETCTB | Mg
C07AB02 Metoprolol Ilepopanna TevaB.V. Succiprol amrﬁg >0
metoprolol
tartrate)
95 mg
(cboTBETCTB | Mg
C07AB02 Metoprolol IMepopanua TevaB.V. Succiprol an Elagloo
metoprolol
tartrate)
. Accord Healthcare Bisoprolol
C07ABO7 Bisoprolol [epopanna Polska Sp. 2.0.0. Accord 2.5 mg
. Accord Healthcare Bisoprolol
C07AB0O7 Bisoprolol [Nepopanna Polska Sp. .0.0, Accord 5 mg
. Accord Healthcare Bisoprolol
C07ABO7 Bisoprolol [lepopanua Polska Sp. z.0.0. Accord 10 mg




Actavis Group

CO7ABO7 Bisoprolol [lepopanna PTC ehf., Blokbis 10 mg
HUcnaugus
Actavis Group
C07AB0O7 Bisoprolol [epopanna PTC ehf., Blokbis 5 mg
Hcnanaus
Actavis Group
CO7ABO7 Bisoprolol IepopasiHa PTC ehf,, Blokbis Cor 5 mg
Hcnannps
Actavis Group
CO7ABO7 Bisoprolol [TepopanHa PTC ehf., Blokbis Cor 2.5 mg
Hcenangns
CO7ABO7 Bisoprolol [Nepopanuna Teva B.V. TevaBisoprol 5 mg
CO7ABO7 Bisoprolol [Tepoparna Teva B.V. TevaBisoprol 10 mg
. Exodapm ['pyn .
C07AB07 Bisoprolol Ilepopanna Al Bisolen 10 mg
. "Exodapm ['pyn .
CO7ABO7 Bisoprolol Ilepopanua Al . Bisolen 5 mg
. Mepx bearapus
CO7AB07 Bisoprolol Ilepopanna EAT CONCOR 10 mg
. Mepk bearapus
C07AB07 Bisoprolol MepopanHa EAI CONCOR 5 mg
. Mepk bwarapus
CO7ABO7 Bisoprolol Iepopanua EAI CONCOR COR 5 mg
. Mepk benrapus
CO7ABO7 Bisoprolol [Tepopanna EAT CONCOR COR 2.5 mg
CO07ABO7 Bisoprolol [lepopasna Mepk borapis Concor 5
EAJL mg
C07AB12 Nebivolol Ilepopanna Teva B.V. Nebivolol Teva 5 mg
. AKTABHC EAJ], Nebivolol
C07AB12 Nebivolol [Nepopasna BLITAPHS Actavis 5 mg
Nebivolol, Actavis Group 5 mg/12.5
C07BB12 hydrochlorothiazid | Tlepopanna PTC ehf., Nevotens pluse m ' mg
e Hcenangus £
" Exodapm I'pyn Amlodipine
CO8CAO01 Amlodipine IMepopanua Al Ecopharme 5 mg
CO8CA05 Nifedipine [Mepopasnna EKOQD?E Tpym CORNIFAR 20 mg
Actavis Group
CO8CAI13 Lercanidipine [lepopanna PTC ehf,, Lecalpin 20 mg
Henanpus
Actavis Group
CO8CA13 Lercanidipine [lepopanna PTC ehf., Lecalpin 10 mg
Ucnanaus
C09AA03 Lisiriopril Ilepopanna AxraBuc EA/J] Linipril 10 mg
C09AA03 Lisinopril Ilepopanna Axkrasuc EAJ] Linipril 5 mg
C09AA03 Lisinopril [Mepopainua Axrasuc EAJ] Linipril 20

mg




C09AA0S Ramipril [Nepopanna AxTtasuc EAJ] Vivace 10 mg

CO9AAO0S5 Ramipril [epopanua Axrasuc EAJ] Vivace 5 mg
. Berlin-Chemie AG

CO09AA1S5 Zofenopril Ilepopaina (Menarini Group) ZOFEN 7.5 mg

C09BA02 Enalapril Ilepopanna Axrasuc EAJ| Co-Renapril 20 mmgg 125 mg

B tabmuiara He ca BKJIIOYEHH JEKAPCTBEHH MPOJIYKTH, KOUTO ca oepupanu, HO KOHTO ca
ornagHanu oT [[o3WTHBHUS JIEKapCTBEH CMHUCHK CJE KpalHUS CPOK 3a IojaBaHe Ha OQepTH.

KBM TeXHHYECKOTO CH MIPEUTOKeHHE YYACTHUKBT € TIPHIIOKHIIT H3UCKYEMUTE JEKIIapaluy OT
MpUTEKATEUTEe Ha pa3pellleHuara 3a ymorpeba Ha JICKApCTBEHUTE, Y€ Ca 3alo3HATH C
M3MCKBAHKUATA KbM JIEKAPCTBEHUTE MPOJYKTH, KAKTO M C IOCOYSHHTE B HACTOAIIATa Mpoleypa
KOJIMYECTBA 32 JICKAPCTBEHUTE MPOJTYKTH.

[IpennoxeHueTo OTroBaps Ha H3UCKBAHUATA ChIIIACHO BB3M0XUTEN 32 MUHUMAIEH CPOK Ha
TOTHOCT He MOo-KpaThK oT 40 % oT 00SABEHUS OT MPOU3BOAUTENS 32 JCKAPCTBCHUTE TTPOAYKTH WITH
He mo-kpaTbk oT 20 % oT 0OsSBEHHS OT HPOM3BOTUTENS 3a OHOIPOAYKTHTE HIIH OHOIOIOOHHTE
MPOIYKTH.

Cnep xato pasrieja noapo6no mpenoctaBeHoTo oT ydactHuKa "®BOHUKC ®APMA"
TEXHUYECKO MPEIOKEHHE W TTPEJOCTABEHUTE KbM HEro jJokyMmenTH 1o O6ocodena mosumns Ne 1,
KOMHCHSTA YCTAHOBH, Y€ CBHIUAT OTTOBAPS HA OOSIBEHUTE OT BH3JI0KUTE/IS YCIIOBHS 3 H3MBIIHEHAE
Ha TIOpHYKATa U ce JOIycKa W ce JOMycKa J0 OTBapsiHe Ha [[CHOBUTE IPETOKCHUS 38 BCHYKA
IIPEJUI0KEHU OT HETO JIEKAPCTBEHH MPOIYKTH.

2. PasrnexnaHe Ha TeXHHYecKoTo npeano:xkenue npexocrasedo or JAHCOH BI' OO/ no
obocodena mozunusa Nel U MpoBepka HA CHOTBETCTBHETO MY C IPEIBAPUTEIHO OGSIBEHHTE
yCJI0BHA B CHOTBETCTBHE € Wi 56, an. 2 ot [ITI30IL.

Amatomo- Meaxaynapoano Hauun na Hpurexares Toproecko | Koanvecrso Mspxka
TepaneBTHYE HENATEHTHO HA
HPHJIOKEHH HAHMEHOBAH AKTHBHO
H ko1 /ATC- | nHammeHoBaHue o pa3peumieHne e BeLIECTRO
Koa/ /INN/ 3a ynorpebda -
. JAHCOH-BI . 10 mg/ml - 2
C03CAO01 Furosemide napeHTepanHa 00]I Furosemid DS ml mg

B rtabnuiata He ca BKIFOYCHH JICKAPCTBEHH IPONYKTH, KOUTO ca odepHpaHH, HO KOHUTO ca
otnagHaiu oT Il0O3UTUBHUS JIEKapCTBEH CHOHMCHK CiieA KpallHHs CpOK 3a MOjAaBaHE Ha O(epTu.

KBM TeXHHYECKOTO CH IPEUIOKEHIE YIACTHUKDT € IPUIIOKII H3UCKYEMUTE ACKIapaliy OT
IpUTEXATEIUTEe Ha pa3pelleHusTa 3a ynorpeda Ha JIEeKapCTBEHHTE, Y€ Ca 3all03HATH C
H3HCKBAHMUATA KbM JICKAPCTBEHUTE NPOAYKTH, KAKTO M ¢ MOCOYEHUTE B HACTOSIIATA MpoLeaypa
KOJIMYECTBA 32 JICKAPCTBEHHUTE IIPO/TYKTH.

[IpeanoxenneTo oTroBaps Ha M3NCKBAHUITA CHIIIACHO BB3moKuTe sl 32 MUHUMAJIEH CPOK HA
TOJHOCT He N0-KpaTbK 0T 40 % oT 00sBEHUs OT IIPOM3BOAUTEINS 3a JIEKAPCTBCHUTE MPOJYKTH KA
He mo-KpaTbK oT 20 % oT 00sBeHHs OT HMPOU3BOTUTEINS 33 OHONPOAYKTUTE WM OHOIOI00HHTE
IIPOJTYKTH.

Crnen xarto pasriena mojipoOHO mpexoctaBeHoto oT ydactHuka JJAHCOH BI' QO[]
TEXHHYECKO MPeATIOKEHHE U IIPEIOCTABEHUTE KbM Hero JokyMeHTH no O6ocobera mo3urmus Ne 1,
KOMHCHSATA YCTAHOBH, Y€ CHIOUAT OTrOBaps HA O0SIBEHUTE OT BB3JIOXKUTEIIS YCIOBHS 34 H3IIbIIHEHHE



Ha MOpPhYKATA H C€ JOIyCKa U ce TOIyCKa 10 OTBapsSHE Ha IEHOBHTE NPE/UIONKEHHS 32 BCHUKH
IIPEJJIOKEHN OT HETO JIEKAPCTBEHU IIPOLYKTH.

3. Pasriexnane Ha TEXHHYECKOTO NpeiioxeHnne npeaocraseno or Muduorex O0/I mo
o6ocobena mosunusa Nel U npoBepKka HA CbOTBETCTBHETO My ¢ NPEABAPHUTEHO 00SBEHHTE
YCJI0BHA B ChOTBETCTBHE € WI. 56, aj1. 2 ot [TIT30II.

Anatomo- Mezxaynapoano Havun Ha Hparexaren Teproscko | KoamdecTBo Mspxka
TepaneBTHYE HeMaTeHTHO Ha
NPHJIOKEHH HAHMEHOBAaH | AaKTHBHO
1 ko /ATC- | HammeHOoBaHHe o pasperieHue " CLIECTEO
xon/ /INN/ 3a ynorpeba ¢ pemecrs
CO9AA02 Enalapril nepopanna |  NOAOTEX Enpril 10
00/ mg
CO9AA02 Enalapril nepopanHa Huorex Enpril 20
oo mg

B rabnunata He ca BKIIOYEHH JICKApCTBEHU TPOJYKTH, KOHTO ca o)epHpaHy, HO KOHTO ca
ornansany oT [To3UTUBHUS TeKapCTBeH CIUCHK Clie/] KpallHUs CPOK 3a 1ojiaBane Ha odepTH.

KBM TEXHHYECKOTO CH NPEIUIOXKCHHE YYACTHHKBT € TIPUIIOKUT U3HCKYEMUTE AEKIApaIluH OT
NIPUTEKATCTMTC Ha paspelleHusTa 3a ynorpeba Ha JIEKapcTBCHHTE, Y€ Ca 3allO3HATH C
U3UCKBAHUATA KbM JIEKAPCTBCHUTE IMPOJAYKTH, KaKTO U ¢ MOCOYCHUTE B HACTOSIIATA MPOIEAypa
KOJINYECTBA 3a JIEKAPCTBECHUTE IIPOIYKTH.

VyactauksT UH6H0TEX OO/ € npemioxkui cpoK Ha TOXHOCT Ha JOCTABEHUTE CTOKH HE T10-
kpaTbK 0T 50 % OT 06sBeHNS OT IPOM3BOINTEIS 38 JIEKAPCTBEHATE IIPOAYKTH HIIM HE IO-KPATBK OT
50 % or 00sBEeHHs OT NPOM3BOJMTENS 3a OHOTPOAYKTHTE HIH OHOMOAOGHHTE IPOLYKTH.
IIpennoxenueTo oTroBaps Ha W3UCKBAHHMATA CBITIACHO BB3IOKHTENS 32 MHHMMAJIEH CPOK Ha
TOTHOCT He T0-KpaThK OT 40 % 0T 00sBEHHs OT IPOU3BOAUTEIS 3@ JICKAPCTBEHUTE MPOAYKTH HITH
He 1o-KparbK oT 20 % or 00ABEHUS OT IPOU3BOMUTENS 3a OHONPOAYKTHTE MM OHONOJOOHUTE
POIYKTH.

Cren xaTo pasrirejia HopoOHO NpeocTaBeHoTo OT yuacTHrka Muomorex OO /I TexHHUECKO
MPEITIOKCHUE U IIPEJOCTABEHUTE KBM HETo JIOKyMeHTH TIo O0ocobeHa nozumus Ne 1, koMucusITa
YCTaHOBHM, Y€ CBIIUAT OTroBapsd Ha OOSBEHHTE OT BBHIJIOKHUTENIS YCIOBHS 3a H3IbIHEHHE Ha
LHOphYKAaTa M C€ JOIyCKa M ce AOIyCcKa J0 OTBApsHE HAa LIEHOBHMTE TPEUIOKEHHS 34 BCUYUKU
IIPEJVIOKEHH OT HETO JIEKAPCTBEHH MTPOAYKTH.

4. PasraexnaHe Ha TEXHHYECKOTO NpeliokeHHe mnpegocraBeno or "CODAPMA
TPEMJUHI"AJl no o6ocobena nosmmms Nel u NPOBEPKa HAa CHOTBETCTBHETO My C
NpeABApUTE/HO 00sIBeHHTE YCI0BHSA B CHOTBETCTBHE ¢ WI. 56, aJ. 2 ot IITII30II.

Kowmucusra ycTanoBH, 4e y4aCTHUKBT € TIOCOUYMI BBB hopMmara ,, TeXHMuecKo MpeaaoKeHue™,
4e IIpejylara cjeJHUTE JIEKapCTBEHH TTPOIYKTH:

Mexaynapoano
AHaTomo- HeNATEeHTHO Hauun na Ilpure:xkaTen Ha Tuproseko KoauuecTBO Mspka
TepaneBTHYEH pa3peleHne 3a AKTHBHO
HAHMCHOBAaHHE | NPHJIOKEHHE HanMeHOBaHHe
xox /ATC-xoa/ ynorpeba BemeCTBO
/INN/
Lo Codapma AL, Digoxin
CO01AAO05 Digoxin HapeHTepaTHa Brarapus Sopharma 0,25 mg
. Canotu bbarapus
C01BDO1 Amiodarone napeHTepaTHa EOO]I Cordarone 150 mg/3 ml mg
- Codapma A, .
C02ACO01 Clonidine IapeHTepaiHa Buarapus Chlophazolin 0.15 mg




Cogapma A/,

C02ACO01 Clonidine niepopaHa Braraphs Chlophazolin 0.15 mg
g AKTABHC EAJL,
C02ACO05 Moxonidine nepopanHa BT APHS Moxotens 0.4 mg
o AKTABHC EA],
CO2ACO05 Moxonidine nepopaciHa BBITAPUS Moxotens 0.2 mg
. AKTABHUC EAL, '
CO3BA11 Indapamide nepopaitHa EBICAPUS INDIPAM 2.5 mg
. AKTABHC EA/], :
CO3BAT11 Indapamide nepopaiHa EBIICAPUS INDIPAM 1.5 mg
. Codapma AJl, Furosemide 10 mg/ml - 2
CO3CA01 Furosemide HapeHTepaiHa Biraphs Sopharma ml mg
. Cogapma AJl, Furosemide
CO3CAO01 Furosemide nepopania Brirapus Sopharma 40 me
Menarini
CO3CA04 Torasemide napeHrepaiHa Internat}onal TRIFAS 10mg/2m me
Operations
Luxembourg S.A.
Menarini
C03CA04 Torasemide napeHTepaiHa Intemat}onal TRIFAS 20mg/4m me
Operations
Luxembourg S.A.
Actavis Group
CO4AE02 Nicergoline nepopansa PTC ehf., Nergolin 10 mg
Hcnaunms
Actavis Group
CO4AE02 Nicergoline nepopasHa PTC ehf., NERGOLIN 10 mg
Wcnannus
C07AB02 Metoprolol napenrepaiHa | Anudapm EAJ] Metocor I mg/ml - 3
ml mg mg
CO07AB12 Nebivolol nepopaitHa Teva B.V. Nebivolol Teva 5 mg
.. AKTABHC EAL,
CO8CAO01 Amlodipine nepopajHa BEBIT APUSI Amlovask 10 mg
" AKTABHC EAJL,
CO8CAO01 Amlodipine nepopanHa BBITAPUS Amlovask 5 mg
CO8CA02 Felodipine nepopajiHa Teva B.V. PRESID 10 MG 10 mg
CO8CA02 Felodipine nepopansa Teva B.V. PRESID 2,5 MG 2,5 mg
CO08CA02 Felodipine nepopaiHa Teva B.V. PRESID 5 MG 5 mg
Actavis Group
CO08CA13 Lercanidipine nepopaaHa PTC ehf., Lecalpin 20 mg
Hcnanmus
Actavis Group
CO8CA13 Lercanidipine nepopaiHa PTC ehf., Lecalpin 10 mg
Hcnanus
i Codapma AJI, Diltiazem
CO8DBO1 Diltiazem nepopaiHa Brrapus Sopharma 60 mg
C09BA02 Enalapril nepopaiHa Axrasuc EAJ] Renapril 5

mg




C09BA02 Enalapril nepopaiHa Axrtasuc EAJ] Renapril 10 mg
CO09BA02 Enalapril nepopaiHa Axrasuc EAJ] Renapril 20 mg
C09AA03 Lisinopril nepopaiHa AxktaBuc EAJ] Linipril 10 mg
C09AA03 Lisinopril niepopaiHa Axtasuc EAJ| Linipril 5 mg
CO09AA03 Lisinopril nepopansa AxraBuc EAJ] Linipril 20 mg
C09AA05 Ramipril rnepopanHa Teva B.V. Ramipril Teva 10 mg
CO09AA05 Ramipril nepopaiHa Teva B.V. Ramipril Teva 10 mg

B tabnuiara He ca BKJIIOYEHH JICKAPCTBEHH MPOIYKTH, KOHUTO ca odepupaHu, HO KOUTO ca

oTnagHaiy ot [103UTHBHUS NeKAPCTBEH CITUCHK ClIe/ KPaiHUS CPOK 3a MoJaBaHe Ha 0depTH.

K'BM TEXHHYECKOTO CH NPEIOKEHIE YIACTHUKBT € TIPHIOKAIT H3UCKYEMHUTE NeKIIapalidy OT
IpUTEKATEIMTE Ha paspelleHHsTa 3a yrnorpeba Ha JIEKapCTBEHHTe, 4Ye ca 3alo3HaTH ¢
U3HCKBAHUATA KbM JIEKAPCTBEHUTE NPOAYKTH, KAKTO H C TMOCOYSHHTE B HACTOSINATA MpoIeaypa
KOJIMYECTBA 32 JICKAPCTBEHHUTE [IPOTYKTH.

[IpennoxeHneTo OTroBaps Ha M3UCKBAHUSATA ChITIACHO BB3noXKuTeNs 32 MUHUMANEH CPOK Ha
TOJHOCT He No-KpaThK OT 40 % 0T 00SBEHUS OT MPOU3BOAUTEINS 3a JICKAPCTBCHUTE MPOJAYKTH WA
He 1o-KpaThk 0T 20 % oT 00sBEHHS OT IPOU3BOAMTEI 3a OHOIPOAYKTUTE MM OHONOA0OHHTE
OPOAYKTH.

Crnen xaro pasriefa mnoapoOHo TnpemoctaBeHoro ot  yuacTHHKa "CO®APMA
TPEHIUHI"AJl TexHMUYCCKO TNPEINIOKEHHE M IMPEIOCTABEHHTE KbM HErO JOKYMCHTH IO
OO6ocobena mnosuiust Ne 1, KOMHCHSTA YCTaHOBH, Y€ CBHINUAT OTroBaps Ha OOSBEHHTE OT
BB3JIOKUTEIIS YCIOBUS 33 U3NBJIHEHNAE HAa IOPBUKATa M CE JIOTYCKA U ¢€ JIOIyCKa JI0 OTBapsHE Ha
[ICHOBHTE IPEITOKCHHUS 38 BCHUKH MPEIUIOKEHH OT HErO JIEKAPCTBEHH POIYKTH.

5. Pasriexane Ha TEeXHHYECKOTO mpeaioxenue mperocraBeHo ot "®APKOJI" Al mo
000cobdena mozumusa Nel U npoBepka HA CHOTBETCTBHETO MY C NMPEABAPHTE/HO 00SIBEHHTE
YCJI0BHSA B ChOTBETCTBHE ¢ Wi 56, an. 2 ot HII3OIL.

Komucusira ycTaHOBH, Y€ yHaCTHHKET € TOCOYHT BBB (popMmara ,, TeXHHIeCKO MpeAIoKeHne™,
ye Mpezsiara cjaeJHUTE JIEKapCTBEHH MPOTYKTH:

Mesxkaynapoano
TeA:aTOMO- HeNaTeHTHO Haunn na IIpnTemaT;.u Ha Thproscko K:i::iﬂom Msipka
PANEBTHECH | o iMenoBanme NpHJIOKeHHE paspeente 3 o uMenosanue "
Kxop /ATC-kon/ /INN/ ynotpeda BelllecTBO
1 AKTABUC EAJL,
C02AC05 Moxonidine nepopasiHa BLITAPHS Moxotens 0.4 mg
- AKTABUC EA]L,
C02AC05 Moxonidine nepopanHa ELITAPUS Moxotens 0.2 mg
Hydrochlorothiazi AKTABHUC EA]L,
CO3AA03 de nepopanHa BBICAPHS DEHYDRAT 25 mg
CO3BA11 - Indapamide TiepopaHa Teva BV Tevalndam 1,5 mg
. AKTABUC EAJL,
CO3BALll Indapamide nepopaiHa BBICAPHA INDIPAM 25 mg




AKTABHC EAJL,

CO3BAL1l Indapamide nepopaHa BBITAPHS INDIPAM 1.5 mg
. AKTABHUC EA]L, .
C03CAO01 Furosemide nepopaiHa EBIITAPHSA Furantril 40 mg
. AKTABHC EAJ, | SPIRONOLACT
CO3DA01 Spironolactone Ilepopanna EBITAPUS ON ACTAVIS 25 mg
Actavis Group Propranolol
CO7AA05 Propranolol [Mepopanna PTC ehf., pranc 20 mg
Actavis
Ucnanmns
AKTABHUC EAJL, Propranolol
CO7AA05 Propranolol Ilepopanna EBLIITAPUSA Actavis 40 mg
47.5 mg
(cpoTBeTCTBA | MY
CO07AB02 Metoprolol [epopasna Teva B.V. Succiprol u Ha 50 mg
metoprolol
tartrate)
95 mg
‘ (cpoTBETCTBALL mg
C07AB02 Metoprolol IMepopasna TevaB.V. Succiprol Ha 100 mg
metoprolol
tartrate)
Actavis Group
C07ABO7 Bisoprolol [lepopana PTC ehf., Blokbis 10 mg
Ucnauaus
Actavis Group
CO07ABO7 Bisoprolol Iepopasina PTC ehf., Blokbis 5 mg
Hcnanaus
Actavis Group
CO07ABO7 Bisoprolol Hepopasnna PTC ehf., Blokbis Cor 5 mg
Hcnanaus
Actavis Group
CO07ABO7 Bisoprolol Ilepopaina PTC ehf., Blokbis Cor 2.5 mg
HUcnanams
C07AB07 Bisoprolol INepopasna Teva B.V. TevaBisoprol 5 mg
C07AB0O7 Bisoprolol IMepopanna TevaB.V. TevaBisoprol 10 mg
C07AB12 Nebivolol Iepopanna Teva B.V. Nebivolol Teva 5 mg
. AKTABUC EAJ], Nebivolol
C07AB12 Nebivolol [lepopanua BLICAPHS Actavis 5 mg
Nebivolol, Actavis Group
C07BB12 hydrochlorothiazid | Ilepopanna PTC ehf., Nevotens pluse | 5mg/12.5mg | mg
e Hcnanaus
C08CAO01 Amlodipine Ilepopanna Teva B.V. Amloteron 10 mg
CO08CAO01 Amlodipine Ilepopasnna TevaB.V. Amloteron 5 mg
CO8CAO02 Felodipine niepopajiHa TevaB.V. PRESID 10 MG 10 mg
CO08CA02 Felodipine nepopaiHa TevaB.V. PRESID 2,5 MG 2,5 mg
C08CA02 Felodipine niepopasiHa Teva B.V. PRESID 5 MG 5

mg




Actavis Group
CO8CA13 Lercanidipine nepopanHa PTC ehf.,, Lecalpin 20 mg
Ucnannng
Actavis Group
CO8CA13 Lercanidipine nepopajHa PTC ehf., Lecalpin 10 mg
Hcmanaus
C09BA02 Enalapril nepopasHa Axrtasuc EAJ] Renapril 5 mg
C09BA02 Enalapril nepopaliHa AxtaBuc EAJ] Renapril 10 mg
C09BA02 Enalapril nepopasiHa Axtasuc EAJT Renapril 20 mg
CO09AA03 Lisinopril nepopanHa Axrasuc EAJ] Linipril 10 mg
C09AA03 Lisinopril nepopanna Axtapnc EAJL Linipril 5 mg
CO9AA03 Lisinopril nepopaiHa AxraBuc EAJ] Linipril 20 mg
CO09AA05 Ramipril Ilepopanna Axrasuc EAJ] Vivace 10 mg
CO09AA05 Ramipril [epopasHa Axraeuc EAJ] Vivace 5 mg
CO9BA02 Enalapril [epopanna Axrtasuc EAJ] Co-Renapril 20 mﬁé12,5 mg

B TabnunaTa He ca BKIIOYCHH JTEKApCTBEHH MPOIYKTH, KOHTO ¢a odepHpaHh, HO KOHTO ca
ornaaHamy oT [103UTHBHMS JIeKapcTBEeH CIHMCHK Ciiejl KpaifHUs CPOK 3a ToiaBaHe Ha o(epTH.

KbM TeXHHUYECKOTO CH IIPE/IOKEHUE YIACTHUKDT € IPUIIOKII H3UCKYEMUTE ACKIIapalii OT
OpUTeXaTeauTe Ha paspelieHuara 3a ynoTpeba Ha JeKapcTBEHUTe, Y€ ca 3allo3HaTH C
U3HCKBAHUATA KbM JIEKAPCTBEHUTE MPOAYKTH, KAKTO H C IOCOYCHHUTE B HACTOAMIATA NpoLEeaypa
KOJIMYECTRA 3a JIEKAPCTBEHUTE TIPOAYKTH.

IIpennoxeHneTo OTrOBAPS HA U3UCKBAHUATA CHITIACHO BB3M0XKUTENS 38 MUHIMAJIEH CPOK Ha
TOJHOCT He NO-KpaThbK 0T 40 % OT 00ABEHHUS OT MPOM3BOJUTENS 38 JIEKAPCTBEHUTE HPOIYKTH HIIH
He 1o-KpaTbk oT 20 % oT 00siBeHHs OT HMPOU3BOAUTENS 3a OHONPOAYKTUTE WIHM OHOHNOJOOHMTE
IPOYKTH.

Cnen xaro pasrineaa mnoapobHo mnpenocraBeHoTo oOT yuacthuka "®APKOJI" Al
TEXHUYECKO MPeJUIOKEHHEe U TPEJOCTABeHUTe KM Hero JTokyMeHTH 1o Obocobena nozurmst Ne 1,
KOMHUCHSTA YCTAHOBH, Y€ CHIIUAT OTTOBaPs HA 00SIBEHHUTE OT BB3II0KUTEIIS YCIOBHS 32 U3NbIHEHAE
Ha MOpbUKaTa U €€ JOMyCKa U ¢e IONyCKa IO OTBApsHE HA IICHOBUTE MPEJIOKECHHS 32 BCHYKH
1IPEJITIOKEHN OT HETO JIEKAPCTBEHHU MPOTYKTH.

6. Pasriexnane Ha TEXHHYECKOTO NpeiokeHue npegocraseno or ,, TbPITOBCKA“ JIUT A -
TAIL" A/l mo 060cobena mo3ummsa Nel u nipoBepka Ha CHOTBETCTBHETO MY € HPEIBAPUTEIHO
00sIBeHHTE YCJIOBMS B ChOTBETCTBHE ¢ 4. 56, an. 2 ot III3O0II.
AHaToMo- Mexayunapoano Haunn na Ilpurexaren Tuprosexo | Kommuecrso | Mspxa
TepaneBTHYE HeNATeHTHO Ha
NPUJIOKEHH HAHMEHOBAH | AKTHBHO
H koa /ATC- | HammMeHOBaHHe o pa3pelnenne e BIECTRO
Ko/ /INN/ 3a ynotpeba
UYatikadapma
. Bucokokauects v 10 mg/ml - 2 mg
C03CA01 Furosemide nepopaiHa FUROSER
eHUTe ml
nexapctea AJl




B rabmunara He ca BKIIIOYEHH JIEKapCTBEHU HMPOAYKTH, KOMTO ca O(epHpaHy, HO KOMTO ca
orianHand oT I103MTHBHMSA JIEKApPCTBEH CIHCHK Clie]| KpaHHsS CpPOK 3a mojaBaHe Ha odepru.

KBM TEXHHYECKOTO CH MPEIOXCHAE YIACTHUKBT € MPHIOKII H3UCKYEMHUTE JEKIApaIii OT
NPUTEKATEIUTE HA paspelleHMsaTa 3a ynoTpeda Ha JICKApCTBCHUTE, 4Y€ Ca 3alO3HATH C
H3UCKBAHUATA KBbM JIEKAPCTBEHUTE IPOAYKTH, KAKTO U C IIOCOYCHHTE B HACTOSAIATA MPOLECIypa
KOJIMYECTBA 32 JIGKAPCTBEHUTE TIPOIYKTH.

IpeutoxerneTo oTroBaps Ha I3MCKBAHUATA CHIITACHO BB3JI0KHATENS 34 MUHUMAJIEH CPOK HA
TOIHOCT He H0-KpaThK 0T 40 % oT 00gBeHHS OT MPOU3BOIUTENS 32 JIEKAPCTBEHHTE MIPOAYKTH HIIH
He N0-KparbK oT 20 % oT 00sBEHHUs OT MPOM3BOJUTENS 32 OHOIPOAYKTHTE HIH OHONOIOOHUTE
MPOYKTH.

Cnen xaro pasriena moApoOHO MPEIOCTaBeHOTO OT y4acTHHKA ,, [ BPTOBCKA“ JIUT A -
I'AIT" AJl TeXHHYeCKO IPE/UTOKEeHUE W LPEJIOCTABEHHTE KbM HEro NOKyMeHTH 110 OGocobeHa
no3unus Ne 1, komucHsTa yCTaHOBH, Y€ CHIIUAT OTTOBApPS HA OOSBEHUTE OT BB3JIOKUTENS YCIOBHS
3a M3IIBJIHCHUE HAa TOPBYKATA U CE AOIYCKA U ¢ JOIYCKa A0 OTBapsHe Ha EHOBHUTE MPe IOKESHMS
3a BCUYKH OPEAN0XKEHH OT HETO JICKAPCTBEHU IPOIYKTH.

7. Pasrilex/iane Ha TEXHHYECKOTO mpeasioxenue mpeaoctaseno or "MEIEKC" OO/l mo
o0ocobena no3unusa Nel ¥ npoBepka Ha CHLOTBETCTBHETO MY ¢ NPeIBAPUTE]IHO 00SIBEHHTE
YCJI0BHA B CHOTBETCTBHE ¢ WI. 56, aj1. 2 ot IITI30I1.

Me HAPOAHO Hpnrexare Koauuecr
Anaromo- AAYHAPOA 1 Ha Msapka
HENATEHTHO Haunn Ha Tnproscko BO
TepaneBTHYeH paspelienu
HANMEHOBAHHE | TNPHJIOKEHHE HAHMMEHOBAHHE | AKTHBHO
ko /ATC-kon/ ei3a
/INN/ BelIeCTBO
ynorpeba
Canodu 150 mg/3
C01BD01 Amiodarone ITapenTepanna | brarapus Cordarone mg
ml
EOO/]
Hameln Furosemid 10 mg/ml -
C03CA01 Furosemide napenTepayHa | Pharma Plus & mg
Hameln 2 ml
GmbH
Anudapm 1 mg/ml -
CO7AB02 Metoprolol [Napenrepanna EAT Metocor 5 mlmg mg

B Tabnmriata He ca BKJIIOUECHH JIEKapCTBEHH IPOIYKTH, KOHUTO ca 0epupaHH, HO KOHTO ca
OTIaaHaIu OT lI03MTUBHHUA JNEKapCTBEH CIHUCBK clef KpaliHHS CpOK 3a mojaBaHe Ha odepTH.

KBM TEXHHYECKOTO CH IIPEAT0KEHHE YIACTHUKBT € IPUIIOKAIT H3UCKYEMHUTE JAeKJIapaiui OT
NPUTEKATENATE Ha pa3pelleHHdra 3a ymorpeba Ha JEeKapCTBEHHWTe, Y€ ca 3allo3HaTH C
H3HCKBAHUATA KbM JIEKAPCTBEHUTE IPONYKTH, KAKTO M C MOCOUYECHHUTE B HACTOANIATA TIPOIEaAypa
KOJIMYECTBA 3a JICKAPCTBEHUTE IIPOTYKTH.

IIpeanoxenneTo OTroBaps Ha M3UCKBAHUATA CHIIIACHO BB3/I0XKUTENs 32 MUHUMAIICH CPOK Ha
FOJHOCT He N0-KpaTbK OT 40 % 0T 0OSBEHHUS OT MPOM3BOAUTENA 32 JICKAPCTBCHUTE IPOAYKTH HIIH
He mo-KpaTbK oT 20 % OT 0O0SBEHUS OT MPOU3BOIUTEINS 3a OHOIPOAYKTHTE WM GHONONOOHHUTE
MPOJYKTH.

Cien xaro pasriesa noapoOHO mpenoctaBeHoTo oT yuactHuka "MEJAEKC" OO/
TCXHHYECKO NMPEAT0KEHHE M NIPENOCTAaBEHUTE KbM HETO TOKyMEHTH 1o O6ocobeHa mo3uius Ne 1,
KOMHCHSITa yCTAHOBH, Y€ CHINUAT OTTOBAPS HA OOSIBEHUTE OT BB3JIOKUTENS YCIOBHS 33 H3IBIHEHHE
Ha MOpBHYKATa U CE JIOIYCKa M C€ JOIlyCKa 10 OTBAapsSHE HAa LEHOBUTE MPEIJIOXEHUs 3a BCHUYKH
IIPEATIOKEHH OT HETO JIEKAPCTBEHU TPOTYKTH.

8. Pasriiesknane Ha TeXHHYECKOTO MpeaJoxkeHHe mpegocrageno or "MAPHUMIIEKC - 7"
EOO/ no ob6ocodena mosuumsi Nel u mpoBepka HA CHOTBETCTBHETO MY ¢ NpPeIBAPHTEHO
00sIBeHUTE YCJI0BHA B CHOTBETCTBHE ¢ Wi 56, ax. 2 ot ITII30IL



Anaromo- | MexayHapoaHo HpaTexaren
KoauyectrBo Msipka
TepaneBTH HelaTeHTHO Hauun na HA Tbproeexo AKTHEHO
YeH Ko/ HAMMEHOBaHHE | NPHJIOKeHHe | paslpellleHHe | HAHMEeHOBaHHe
/ATC-kon/ /INN/ 3a ynorpeba Betiectso
Canodu
C01BDO1 Amiodarone IMapentepanna | bobarapus Cordarone 150 mg/3 ml mg
EOOA
Canodu
C01BDO01 Amiodarone Ilepopanna bearapus Cordarone 200 mg
EOOA

B Tabnumara He ca BKJIIOYECHH JTEKApCTBEHH MPOIYKTH, KOUTO ca oepupaHH, HO KOUTO ca
otnagHamy oT [Io3uTHBHES JIEKapCTBEH COHMCHK ClIel KpalHHS CPOK 3a MoJaBaHe HA OQEepTH.

K'bM TEeXHUUECKOTO CH MPEIIOKCHHE YUACTHUKBT € MIPHUIIOKIIT H3UCKYEMHTE JIEKIIapau OT
IpUTSKATCIUTe HA pa3pelicHuATa 3a yrnorpeba Ha JISKapCTBEHHTE, 4Y€ Ca 3allo3HATH C
M3UCKBAHUATA KbM JEKAPCTBEHUTE IPOAYKTH, KAKTO U € [IOCOYEHMTE B HACTOSIATa IpoLesypa
KOJIMYECTBA 3a JIEKAPCTBEHUTE TTPOIYKTH.

[IpemnoxkeHneTo OTTOBaps Ha M3UCKBAHUSTA ChITIACHO BB3I0KUTENs 38 MUHUMAJIEH CPOK Ha
TOJHOCT HE MO-KpaThk oT 40 % oT 00sBEeHUS OT IPOU3BOAUTEINS 32 JICKAPCTBEHUTE MPO/IYKTH WIIN
He To-KpaTtbk OT 20 % 0T OOSBEHHUS] OT MPOM3BOJUTEINS 3a OUOIPOAYKTHTE WU OUONOAOOHHTE
MPOIYKTH.

Cnen karo pasriiega moapobHo mpeaoctaBeHoTo oT yvyacTHuka "MAPUMIIEKC - 7"
EOO/I TexHu4ecko MpelIoXKEHAEe W MPeJIOCTaBEHUTEC KBM HEro JoKymeHTH Mo (ObocobeHa
no3unus Ne 1 , KOMHCHSITA YCTaHOBH, Y€ CHUTHAT OTTOBAPSI HA OOSIBEHUTE OT BH3JIOKUTENS YCIOBUA
3a U3IIBIHEHHE HAa TOPBUKATA U CE IOMYCKa U ce JOIMyCKa 10 OTBAPSHE HA IIEHOBUTE NIPEIUIOKEHUS
3a BCHYKH IIPEUIOKEHU OT HETO JIEKApCTBEHU TIPOLYKTH.

CJIC)I HampaBeHaTa IIpOBEPKa Ha TEXHUICCKUTE IIPEIIIOKCHHA Ha YIACTHUIINTC,

KOMUCHUATA PEMIMU:

1. TOITYCKA no oTBapsiHe Ha IVIAKA ¢ HAANHC: ,,lleHoBH npeaioxkenna”, opepTUTE Ha BCHUKH
YYACTHHIIHU:

Komucusara Hacpoun 3aceianue 3a OTBapsiHe Ha IieHoBuTe npuiaoxenus 3a 05.04.2021 8 13:00 u. B
Enextponnara cucrema.
Komucusita npukmoun pabota B 16:00 yaca Ha 30.03.2021r.

V. 3acenanue 3a oTBapsiHe HA IEHOBH NPeIJI0KEHH.

Ha 05.04.2021r. B 13:004. ce mpoBeaeH mMyOIHMYHO 3ace/IaHNE B ITBJICH CHCTAB HA KOMHUCHS
HazHauyeHa cbe 3anore Ne BKN-5/30.03.2021 ma Ilpokypucta Ha MBAJL ,,}Onus Bpescka™ — bsna
EOO/.

[Ipencemarensr Ha KOMHUCHSATA TPUCTHIIM KBM OTBapsHE Ha I[CHOBHTE MPEUIOKEHHS Ha
yuactuuiure. Cliell HapaBeHaTa IbpBOHAYATHA OI[CHKA HA IIEHOBHUTE MPEI0KEHUS, KOMUCHATA
JOIyCHA [EHOBUTE TpeIIoKeHus Ha y4acTHUIUTe chrinacHo wi.90, ain.d ot 30I1. C mocouyenute
JEWCTBUS TPHKIIOUM IPOIeaypara Mo MbPBOHAYATHA OIEHKA Ha o(epTHTe, B CHOTBETCTBHE C
W3HACKBaHUATA M TocpenctBoM Oytona ,Kimacupane, EnexTpoHHara cucTeMa TreHepHpa
pe3yJiTaTuTe OT BPEMEHHOTO KIIaCHpaHe Ha YYaCTHHUIIUTE.

Pe3y1'ITaTI/ITe ca CJICIHUTC.

3a Obocobena nozunua Ne2




- COIAAOS

_ Digoxin

COIBDOI

Amiodarone

| IIapeHTepalHa = mg

. MapeHICpaiHa

132000

1."CODAPMA

| TPEMJMHI™" ALl

1."®bOHHUKC
DAPMA" EOOJ]
2."CO®PAPMA

3."MEJIEKC"
001

- 7" EOOJ

~ CO0IBDOI

Amiodarone

C02ACO01

CO02AC01

. Clonidine.

Clonidine

repopanHa
TBBpAa

547200

‘ nepopanHa mg 65

TBBp/Ia

| napentepania

CO2AC05
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Moxonidine

| TiepopaHa
TBBpZA

Hydrochlorothiazide
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HepopanHa

nepopanHa  mg

tabl
TBbPIA

 mapeHTepanha - mg
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. Furosemide

. Torasemide

pironolactone

CO4AE02  Nicer

| mepopajHa
| TBbpIA

nepoparma  mg 221600

TBBpAA

TB’Bp]la .
HepopaJIHa mg
TBBp/a

 I"CODAPMA
TPEAJMHI ANl

A S 00)1
- mg 266880

| 2."dAPKOIT" A

1."dBLOHUAKC
GAPMA" EOOJT

- 2"MAPHUMIIEKC

i -.,.7," BOOX
1."CODAPMA
TPEA/IMHI" AJ{

1."dbOHHUKC

| ®APMA" EOOJ
| 2"CO®APMA
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 OAPMA" EOOJ]
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. 4"CODAPMA
‘ TPEI/II[I/IHI‘" ALl
4MEJEKC"

4."MAPUMIIEKC

- 1,746667

- 0,003878

0,003880

TPEUIMHI" ATl

. 0,003950

0,004000

2.096000
1 0,004654

0,004656

0,004740

0,004800

0.000703

0000711

0,200000

0,341667

0,341765

|0,342350
- 0,004080

0,004088
1 0,077000

0,077025
£ 0,013951

| 0,013955

£ 0,013955

"COd)APMA
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. 1."GbOHUKC
- ®APMA" EOO]]

 1."®bOHHKC
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' 1."@bOHHKC
®APMA" EOO/I

5 ‘600 G RS

(DAPMA" EOO/J

o 2"DAPKOIN" Al
s60000 12 ,

0,000979

0,000981
0,082000

5291926

0,000979

0,000844

0,000853

10,240000

6350311

10410000

0,410118

0,410820
0,004896

0,004906
0,092400

- 0,092430

. 0,016741

. ()\,Qi6745\\
0016746
0016746
0,001175

10,001175

1 0,001177
‘ 0098400

0 082006

0002733

£ 0,002738

,663’28’0""” ":

0,003286 |
0000288

0,016992:




1 CO7AADS

1 CO7ABO02

1 CO7AB0O2 Metoprolol

1 CO7ABO7

. Propranolol

4 Metoprolol

| Bisoprolol

 mepopaHa :
 TBBpAA

nepopanHa

- TBbpAa

_ MapeHTepanHa  mg

HepopaiHa

TBBbpHa

mg

33600

2."COPAPMA
TPEWIMHI™" AJl
3."DAPKOJI" AJl

 1."ObOHHUKC
| ®APMA"EOO
2."OAPKOJ" Al

4nig

16800

D0

1."®bOHUKC
®APMA" EOO/]
2."OAPKOJI" Al

 1'"OBOHUKC
 DAPMA" EOOTT

2."MEJIEKC"
00x
2."COPAPMA
TPEAIMHI™ AJL

0,014165

0,014188

10001850

0,001854

0,001017

10,001019
0,678400

0,678539

0,678539

L 0,016998

0017026
0002220

- 0,002225

0,001220

10,001223
- 0,814080

- 0.814247

0,814247

1."®bOHUKC
®APMA" EOOJI
2."®APKOJ" AJT

0,005333

0,005344

0,006400

0,006413

1. COTABI2

Nebivolol

1 CO7BBI2

nepopainia
TBBpIA

Nebivolol,

- hydrochlorothiazide

nepopaiHa

TBBpIA

1 C08CAO1

1 COSCA0Z

1 CO8CA0S !

Amlodipine

‘F‘elodipin‘e M

Nifedipine

1 CO8CAIl3

1 C08DBOI

1 C09AAR2

1 CO09AA03

Enalapril

1 CO09AA05

1 C9BAG2

 Zofenopril

Lercanidipine

Diltiazem

Lisinopril

Ramipril

Hydrochlorothiazide

epopaHa

TBBpAA

TiepoparHa

TBBbpIA

nepopaa
. TBBPAA .

nepopaiHa
TBBpAA

nepopanHa /
mBBpEA
nepopaiHa

TBBpIA

nepopantHa
_TBBpAA

HepopaﬁHa
TBBPIA

 nepopaia
Gooub o TEEPAR
Enalapril,

nepopanHa
TBBHpIA

mg

tabl

mg

mg

i

mg

- :

kmg

mg

tabl |

34120

1500

. 4520
5360

16080

13280

193200

1240

s

64

1."ObOHUKC

 ®APMA" EOOJI

2./CODAPMA

3."OAPKOJI" Al

0,019467

« C - 0,019472
 TPEHJIMHI" ATl o
. 0,019506

0,023360

0,023366

0,023407

~ 1."®BOHUKC
- ®APMA" EOOJL
 2."®APKOJT" AJ{

0,176000

0,176352

0,211200

0,211622

1."7dBbOHHUKC

- ®APMA" EOOJT
2)CODPAPMA
 TPEWUJUHI" AL
| 3. OAPKOI" AR

1."OAPKOJI" AZY
2."COPAPMA

TPEUIIMHI™ AJT

["®bOHUKC

1."®bOHHUKC
OAPMA" EOO/]

2."CO®APMA
TPEI/II[I/IHF” All

3."®APKOJI" Al

1."CODAPMA

1.Auduotex OO
2. "CQ<DAPMA
TPEUIUHT" ALl

3 ®APKOII" ANl

- 5680 |

L e ‘i;;‘&cDAPMA" EOO/,
 2"CO®APMA

- TPEWJAHI" ALl

 3.'"OAPKOI" AJl

1."®bOHUKC

1."®bOHUKC
®APMA" EOO/]
2."CO®APMA

TPEVUHI™ ATl

o 3 "@APKOTT" AZL
 1)®BbOHHUKC
_ ®APMA"EOON

1."®bOHUKC
OAPMA" EOOJ
2."®@APKOJI" AT

0,003533

£ 0,003535

0,003540
0,010611

0,010612
- 0,002000
®APMA" EOOJL

0,006667
0,006670

0,006680

; 0,000611
| TPEMIMHI AL

4880 10,002618

0,002620

0,002855

- 0.006802

0,006814
0,006800

0,006804

0,006814

. 0029333

0,155333

0,155643

0,004240

0,004242

0004248
£0,012733

0,012734

0, 002400

0,008000

0,008004

0,008016

 0,000733

10,003142
£ 0,003144

| | 0,003426
£ 0,006800

0,008160

0,008162

0008177

0,008160

0,008165

10,008177
0,035200

0,186400 |

0,186772

Ha ocroBanue wi.90, an.5 ot 3011 na 05.04.202 1. eqTHOBpEMEHHO 0 BCHYKH YYACTHUIIU B
nporeaypara Oele H3MpaTeHa MOKaHa 3a Y4acTHe B eJIeKTPOHEH Thpr. B m3mpareHaTa MmokaHa B




ChOTBETCTBHE ¢ M3uckBaHuATa Ha 3011 ce chabprkaxa pe3ynraTuTe OT ITbpBOHAYaIHO H3BbpPIICHATA
OIICHKA Ha O(pepTHTE OCOUCHH TO-TOPE M CTHIKATA, C KOATO YYACTHHIIUTE MOraT Ja HaMalsiBaT
TIPeTOKEHUTE OT TAX IIEHHW, OIpeseieHa OT BB3JIOKHUTENS B JOKYMEHTAIUATa 33 Y4acTHE B
npoueaypara, a umeHHo 0.05%. CwrimacHo 4w1.90, an.8 or 30I1 B noxanata 6 MOCOYEHO, Y€
eNeKTPOHHHST THPr e craptupa Ha 08.04.2021r. B 01:30:00 4. n npukmousa Ha 13.04.2021r.
01:30:004.

CHCZ{ HU3BBPIIBAHE HA TOPHUTE JECHCTBHSI KOMHCHSATA IIPUKIIFOYH CBOATA pa60Ta.

VI. IIpoBexiane Ha e1eKTPOHEH THPT.

Esextponnnst Tepr craptupa Ha 08.04.2021r. B 01:30:00 4. 1 npukmousa Ha 13.04.2021r.

B 01:30:00u., chryiacHO MOCOYEHOTO B MOKAaHATa . EIEKTPOHHUAT ThPr c€ IPOBEE U3LSIIO B
EnexTpoHHaTa cucTeMa, KOSTO aBTOMAaTUYHO [CHEPUPA KPaHOTO KJIacHpaHe B pe3ynrar Ha
HalpPaBSHUTE B PAMKHTE Ha eIIEKTPOHHHSA THPT HAMAJICHHS Ha IICHUTE OT CTpaHa Ha yUaCTHUIUTE

B IIPOLIEAypara.

Knacupaneto B pe3yaTar Ha IIpoBeJicHUsE ENEKTpOHEH THPT, € CIeIHOTO:

Knacupane no Obocobena nozunus No2:

. AHaTomo- MexayHapoaHO Mspka Heo6xomum YuyacTHHIH Eu;eﬂa Eu;‘eﬂa
OIl | TepaneBTH HENATEHTHO Hauun Ha /mg, 6D0ii n PP [—
Ne YeH KoJ HauMeHOBaHMe npuioxeHne = tabl., Mfi)pl(l/l Knacupane wsIpKa | MEpIA ©
/ATC-xon/ /INN/ ml./ 6e3 JUIC JIC
1 CO1AAO05 Digoxin napeHTepaina | mg 296 1."CO®APMA 1,746667 = 2,096000
, B - S , TPEAJIMHI" AL ‘
1 C01BDO01 Amiodarone TapeHTepalHa = mg 132000 1."®bOHUKC 0,003866 = 0,004639
OAPMA" EOOJ]
2."COOAPMA 0,003874  0,004649
TPEHAJIUHI™" AT
3."MEJEKC" 0,003950 0,004740
0101
4."MAPUMIIEKC | 0,004000 | 0,004800
IR R S AR NN S - 7" EOOJ
1 C01BDO01 Amiodarone nepopaiHa mg 547200 1."®dbOHUKC 0,000703  0,000844
TBBpAA DAPMA" EOOL
2."MAPUMIIEKC @ 0,000711 0,000853
- 7" EOO/J
1 C02ACO01 Clonidine nepopaisa mg 65 1."CO®APMA 0,200000 = 0,240000
TBBpIA TPEUIAHT" ATl ,
1 C02AC01 Clonidine TapeHTepaliHa | mg 342 1."CO®APMA 5,291926 .. :6,350311
, ) TPEAJIUHI™ AJT
1 C02ACO05 | Moxonidine nepopaiia mg 2282 1."®APKOJI" Al | 0,340813 | 0,408976
TBBp/IA 2."®bOHUKC 0,340814 | 0,408977
OAPMA" EOOJ
3."CO®PAPMA 0,341082 . 0,409298
TPEMUIUHI" AJl
1 CO3AA03  Hydrochlorothiazide = mepopanna mg 3600 1."OAPKOJI" ALl  0,004076 : 0,004891
TBBpPJAA 2."®bOHHUKC 0,004078 = 0,004894
DAPMA" EOO/]
1 CO3BAI11 Indapamide nepopaiHa tabl 440 1."®APKOJI" Al : 0,076808 0,092170
TBBbPZA 2."®LOHUKC 0,076846 = 0,092215
®APMA" EOOJL
3."CODAPMA 0,076910 . 0,092292
, TPEAJIMHI™" AL ‘
1 CO03CA01 Furosemide napeHTepaiHa  -mg 190400 1.JAHCOH BI' 0,012052 | 0,014462
’ 00/
2."TBPTOBCKA | 0,012086  :0,014503
JIUTA - FAIL"
ALl
3."CODAPMA 0,012684 : 0,015221
TPEAIUHI" ATl ,




4."®bOHUKC 0,013950- 0,016740
DAPMA" EOO/[]
5."MEHEKC" 0,013955 . 0,016746
00[
CO03CA01 Furosemide nepopaliHa mg 266880 1."OAPKOJI" AL  0,000974 | 0,001169
TBBpAA 2."@bOHHUKC 0,000975  0,001170
DAPMA" EOO/I
3."CODPAPMA 0,000977 = 0,001172
TPEUAUHT" ALl
C03CA04 | Torasemide TIApEHTEpaliHa | Mg 20240 1."OBbOHUKC 0,081877 . 0,098252
DAPMA" EOOJ,
2."COOAPMA 0,081883 ' 0,098260
B B TPEUJVHT" AZL
CO03DAO01 Spironolactone nepopasiHa mg 221600 L."®APKOI" Al = 0,002728 | 0,003274
‘ TBBP/IA 2."®bOHUKC 0,002730  0,003276
PAPMA" EOOJ
C04ADO03 | Pentoxifylline nepopaiHa mg 560000 1."®bOHUKC 0,000240 | 0,000288
B ' ‘ TBbpAE PAPMA" EOOJ]
CO4AE02  Nicergoline nepopaiHa mg 600 1."®@APKOJI" ALl  0,014124 . 0,016949
TBBpIA 2."®bOHHUKC 0,014125 | 0,016950
OAPMA" EOOJZ  0,014137
3."CODAPMA 0,016964
B} TPEUJIVHT" ATl .
. CO7TAAO5 Propranolol | repopaiHa mg 33600 1."®APKOJI" Al  0,001849 = 0,002219
. TBBpIA 2."®bOHUKC 0,001850 | 0,002220
. OAPMA"EOQOJ
CO07AB02 Metoprolol IliepopainHa mg 16800 1."®APKOII" Al  0,001016 = 0,001219
TEBpPAA ‘ 2."®bOHUKC 0,001017 = 0,001220
‘ DPAPMA" EOOJZ ‘
- CO7AB02 = Metoprolol IIapeHTepaNHa  mg 176 1."®bOHUKC 0,670641 0,804769
OAPMA" EOOJL
2."COPAPMA 0,670779 + 0,804935
TPEHJIMHI™ AT
3."MEIEKC" 0,671450 | 0,805740
oo
C07AB07 | Bisoprolol niepopanHa mg 19120 1."®APKOJI" A]l = 0,005328 | 0,006394
TBbpJA 2."®bOHUKC 0,005330 : 0,006396
((((( - ®APMA" EOO/JI
- CO7ABI12 | Nebivolol nepopanHa mg 34120 1."®APKOJI" AZT | 0,019389 | 0,023267
TBBPAA 2."®bOHUKC 0,019399 1:0,023279
OAPMA" EOO]JT
3."COPAPMA 0,019433 | 0,023320
o TPEUAUHT™" AJL
C07BB12 | Nebivolol, nepopanHa tabl 1500 1."®APKOJ" ALl | 0,175912 | 0,211094
hydrochlorothiazide = TBBpna 2."®bOHUKC 0,176000 | 0,211200
OAPMA" EOOJ
CO8CAO01 Amlodipine nepopansa mg 4520 1."®APKOJI" AZl.  0,003528 | 0,004234
TBBp/A 2."®@bOHUKC 0,003529 | 0,004235
GAPMA" EOOJL
3."CODPAPMA 0,003530 | 0,004236
TPEVAUHI" AJT
CO8CA02  Felodipine nepopanHa mg 5360 1."®APKOJI" AJT . 0,010606 = 0,012727
TBBP/Ia ' 2."COOAPMA 0,010607 : 0,012728
TPEUVHI" AT
CO8CAQOS5  Nifedipine nepopasita mg 6080 1."®bOHHKC 0,002000 | 0,002400
TBEpIA DAPMA" EOOJX
CO08CA13 | Lercanidipine niepopaHa mg 13280 1."®APKOJI" AJl | 0,006653 | 0,007984
TBBDAA 2."®bOHHUKC 0,006654 | 0,007985
DAPMA" EOOJ]
3."CODAPMA 0,006657 | 0,007988
TPEUAHI™" AJT
C08DBO1  Diltiazem nepopaiHa - mg 193200 L."CO®OAPMA  0,000611 0,000733
. TBBpIA . TPEAJIHT" AT
CO9AA02 . Enalapril niepopanHa mg 4880 1."CO®APMA 0,002599 : 0,003119
TBBp/A TPEAAUHI™" AL




2.Wubuotex OO/ | 0,002600

0,003120

3."®APKOJI" Al  0,002854 | 0,003425
C09AA03 | Lisinopril . nepopansa mg 5680 1."®APKOJI" ALl - 0,006787 | 0,008144
TBbpAa 2."®bOHUKC 0,006790 | 0,008148
OAPMA" EOOZ
3."COOAPMA 0,006795 '« 0,008154
TPEUJIAHT" ALl
CO09AA05 Ramipril nepopaiHa mg 1240 1."®APKOJI" AL 0,006780 | 0,008136
TBBHpIA 2."®bOHUKC 0,006783 | 0,008140
GAPMA" EOO/]
3."CODPAPMA 0,006787 . 0,008144
} TPEUJIAHT™ AJL
- C09AA1S  Zofenopril niepopaia mg 6480 1."®bOHHUKC 1 0,029333  0,035200
’ i TBbpma ®APMA" EOOJ] B
C09BA02 | Enalapril, nepopaiHa tabl 64 1."®APKOJI" ALl | 0,155332 ¢ 0,186398
Hydrochlorothiazide . TBBpIA 2."®bOHHUKC 0,155333 | 0,186400
®APMA" EQO]]

VI. IlpoBepka Ha IEHOBHUTE MpeIJI0KEHUS 32 HAJUYHETO HAa HeoOMuaiiHO OJaronmpHATHH
odepTH.

Ha ocnoBanue wn.72, an.1 or 3011, cien npukiouBaHe Ha ENeKTpOHHHS THPT KOMHCHSATA
W3BBPIIM MPOBEpPKA 32 HATHYMETO Ha IICHOBHUTE MPWIIOKEHHsS ¢ moBede ot 20 Ha CTO TIio-
OJIArONpUSTHU OT CPEJAHATA CTOMHOCT Ha IIEHOBHTE IPETOKECHUS Ha OCTAHAIUTE YYACTHHIIM 32
BCEKH €UH OT JIEKAPCTBEHHWTE MPOAYKTH. B pe3ynrar Ha M3BBLpIICHATA TPOBEPKA KOMHUCHSATA
YCTaHOBH, Y€ HAMA IICHOBHU MPEIUIOKEHHUA, KOUTO Jia ca ¢ nosede oT 20 Ha ¢TO 10-0aronpusTHA
OT CpelHaTa CTOMHOCT Ha CHOTBETHHTE IICHOBH NPESATIOKEHHUS Ha OCTAHAIINTE YIACTHHIIH.

VIIL. IlpoBepka Ha HeHOBHTE MNpeAJ0OKeHHs 332 HaaHuHeTo Ha meHa Haja IlosmTHBHEA
JekapcTBeH cnuchbK. [IpoBepka 3a HANMYHETO HA KJIACHPAHU HA THPBO MSACTO NOBeYe OT eIHH
YYaCTHHK.

1. KoMucusta U3BBpUIM MPOBEpKA 32 HAIMYMETO Ha IIEHOBH NPEIJIOKEHUS, KOWTO Ja
HaJBUIIIABAT IIeHaTa B I[lO3WMTHBHMSA JieKapCTBEH CIHCHK W YCTAHOBH, Ye HAMA I[EHOBH
npeiokenus Haj pedepeHTHara ctoiinoct Ha [IJIC.

2. Komucusara H3BBPIIM ITPOBCPKA 34 HAITMYUCTO HA KIaCHPaHH Ha MIBPBO MACTO IIOBEUC OT
€IUH YUaCTHHK C’bO6pa3H0 NPEAJIONKCHUTE OT TAX HNCHOBU MPECIJIOKCHUA W KOHCTATHpa, Y€ HEC Ca
HaJIMe €AHAaKBU LICHOBU IIPC/UIOKEHNS, CbOTBCTHO HAMA KJIaCHPaHU Ha II'bPBO MACTO MMOBEYC OT
CIUH yJYaCTHUKA 1 HC Ca HAJIMLIC OCHOBAHHWA 3a IIPOBCKIAHC Ha )er61/II\/'I

Komucusra, npu cro0pa3sBaHe Ha YCIOBHETO 3a M3IMBJIHUTEIHN 110 PAMKOBO CIIOpa3yMeHHUe Ja ce
OILIPE/IENIAT YYaCTHHIM LIPE/UIOKIIN Ha-HUCKA IIEHA W KaTo B3¢ IpeaBU, 4€ B EnexTpoHHara
wiargopma B paszeln ,KiacupaHe™ ca MoIpeieHH [EHOBUTE NPEATOXKEHHS HA YYaCTHHIUTE B
HHU3XOJIAII peJl, ChITTACHO KPUTEPHS ,,HAlH-HHCKA IeHa* :

PEIIN:

KJIACHUPA yuactaunTe, CHOOpa3HO 00SBEHOTO B €JICKTPOHHATA ILIaT(opMa moIpeKIaHe
B HU3XOJSII PeJ 110 ,,Hal-HUCKa LIeHa”.

IPEJAJIAT A Ha Bob3ioxuTens Aa cKIOUM JIOTOBOP 3a H3IIBJIHEHHE Ha OOIIecTBeHaTa
HOpBhUKa ¢ KIaCUPaHUAT Ha THPBO MACTO YYACTHHK, KaKTO Cile/IBa:

on AHaTOMO- MexayHapoaHo Enuenaza | ExueHaza Y4yacTHHK
Ne TepaneBTHYEH HEeNaTeHTHO . eMHMUA  eIHHHUA Knacupan
Ko /ATC-xon/ HanMeHOBaHHe Msipka 6e3  msipka ¢ JJAC \
/INN/ JUIC




- TPEUJIUHI™ AJL

CO01AA05 Digoxin 1,746667 2,096000 "COOAPMA [-Bo MICTO
, TPEUAWUHI™ ALl
C01BDO1 Amiodarone 0,003866 0,004639 1."®bOHHUKC ,
OAPMA" EOO/] . I-Bo MsCTO
CO01BDO1 Amiodarone . 0,000703 | 0,000844 1."®LOHUKC
OAPMA" EOO/] [-BO msiCTO
C02ACO01 Clonidine - 0,200000 0,240000 1."CQ(DAPMA : I-Bo MsICTO
, TPEUJUHI™ AJT
C02AC01 Clonidine 5,291926 6,350311 - L"CO®APMA 1-BO MACTO
’ - TPEMJIUHI" AL ,
C02ACO05 Moxonidine 0,340813 0,408976 1."®APKOJI" AL
I-BO MsicTO
C03AA03 Hydrochlorothiazide = 0,004076 0,004891 1."®APKOI" Al
I-BO MsicTO
CO03BAI11 Indapamide 0,076808 0,092170 1."®APKOI" Al
1-BO MsCTO
C03CA01 Furosemide 0,012052 0,014462 1.JAHCOH BI'
10,01 I-BO MsicTO
C03CAO1 Furosemide 0,000974  0,001169 1."®APKOJI" AJT
I-Bo MsicTO
- C03CA04 Torasemide 0,081877 0,098252 1."®bOHHUKC
OAPMA" EOO/] I-Bo MmsicTO |
- C03DAO01 Spironolactone 0,002728 - 0,003274 1."®APKOI" AJ
‘ [-BO MaCTO
. C04AD03 Pentoxifylline 0,000240 0,000288 1."®bOHHUKC L-Bo MSICTO
; ‘ e R D DAPMA" EOO/] ’
CO04AE02 Nicergoline 0,014124 0,016949 1."OAPKOJII" ALl ;
: I-Bo MsCTO
CO7AA05 Propranolol 0,001849 0,002219 1L."OAPKOJI" ATl
‘ 1-Bo MsacTO
C07AB02 ‘ Metoprolol £ 0,001016 0,001219 1."®APKOJI" Al \
[-BO MsACTO |
C07AB02 Metoprolol 0,670641 0,804769 1."®bOHHUKC
OAPMA" EOOJL
I-Bo mMsaCTO
CO7ABO7 Bisoprolol 0,005328 - 0,006394 1."®APKOJI" AJ]
: I-BO MsicTO
C07AB12 Nebivolol - 0,019389 0,023267 L"®APKOI" ALl ’
I-Bo MscTO
C07BB12 | Nebivolol, 0,175912 0,211094 1."OAPKOI" ALl '
‘ - ( [-BO MsCTO
hydrochlorothiazide
C08CAO01 Amlodipine : 0,003528 0,004234 1L."®APKOJI" Al
« - I-Bo MACTO
- C08CA02 Felodipine ‘ 0,010606 0,012727 L."OAPKOJI" AH
¢ I-Bo MficTO
CO8CA05 Nifedipine 0,002000 . 0,002400 1."®bOHUKC L-Bo MsiCTO
‘ ®APMA" EOO[
CO08CALl3 Lercanidipine . 0,006653 - 0,007984 . LL"OAPKOJI" Al
+ I-Bo MscTO |
CO8DBO1 Diltiazem 0,000611  0,000733 1."CODPAPMA

I-Bo MsacTO




1 C09AA02 Enalapril ' 0,002599 0,003119 1."CO®APMA

3 : TPEUIUHT™" AL I-Bo MACTO

1 C09AA03 Lisinopril ~0,006787  0,008144 1."DAPKOJT" AJT
‘ [-Bo MiACTO

1 C09AA05 Ramipril 0006780 0008136 1."®APKOJI" AJ]
‘ : ‘ I-Bo msicTO
1 CO9AAI1S Zofenopril 0,029333  0,035200 L"®OHMKC

| ®APMA"EOO]

1 CO9BA02 Enalapril, 10,155332 0186398 1."DAPKOTT" AJL

I-Bo MsicTO

Hydrochlorothiazide

Komucusara npuema, ye ¢ M3BBPLICHUTE AEHCTBUS, HACTOsALIaTa NPOLEAYpa MO BBTPELICH
KOHKYpeHTeH u300p no ObocobeHa nozuuumst Ne2 ¥ NPOBEAEHUST €JIEKTPOHEH ThPr € 3aBbpLICHA.
[Mporokonbr 3a paboTara Ha KOMHCHSTA cliejBa ia O'bjie NIPEeJCTaBEeH Ha PHKOBOAUTENS Ha Je4eOHOTO ‘
3aBeJIeHHe 3a OJJOOPEHHE U U3TOTBSIHE Ha PELICHUE. ‘ -

Komucusara npukmoun padota B 15:00 yaca.

Hacrosmusr npotok ce chetaBu 1 noanuca Ha 14.04.2021r.
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TIpeaceaTel: unieireessee e P fuvenenscnnsances

/ Henuc Bpamanos /

3aymyena nHdopManys Ha ocHoBaHye wi. 37 ot 3011

YieHone: Lo BB Bp'b3Ka C 9L 41 o1 ot Pernament (EC) 2016/679.

! Tooop Aucenos /




