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Ha ocuoBanue 4. 266 or 3akoma 3a JICKapCTBEHUTE NMPOAYKTH B
XyMaHHaTa Memuuuna (3JIIIXM), BbB Bpp3Ka ¢ uin. 81 ®m wym 97 or
AI[MHHHCT‘paTHBHOHpOHecyaJIHHSI konekc (AIIK) u 4n. 15, an. 1 u an. 2 or
IlpaBunnuka 3a ycnosusta u pena 3a pabora Ha Komucusita mo IIPO3PaYHOCT
1o 3JIITXM u npotokon Ne 22 ot 10.06.2015 r. ma Komucusra mo IIPO3pPavyHOCT,
OTHOCHO kanba ¢ Bx. KIT1-00-117/02.06.2015 r.

Komwcusra no npospaunoct

PE III A;

OTXBBPJISA xato HeocHoBaTenHa xa6a c BX. KII-00-117/02.06.2015
r. cpemy Pemenne Ne HCP-6175/08.05.2015 r. ua Hammonanuus cweer no
ICHA U peMMOypcHpaHe Ha JeKapCTBEHUTe NPOIYKTH, C KOETO Ce€ W3BBPIIBA
YTBBPXJlaBaHEe Ha MPOMSHA Ha IHeHa mo wi. 26la, am. 1 or 3JIIIXM B
ITo3UTHBHMSA JIeKapCTBEH CIHUCHK Ha JIEKapCTBeHUs NpoAyKT Irbesartan Accord
150 mg film-coated tablets x 28.
MOTHUBHU:

1. OTHOCHO cna3BaHeTO HA H3NCKBAHUATA Ha 4. 85 ot AIIK:

Xanbara e momamena or »Akopn Xentkebp JlumuTug® O6enuneno
Kpaictso, upes ,,@apmaxonc AJl, EVIK 131447477, npeacraBisBaso or 3os
Credanosa Jlenyesa, usr. AUPEKTOD, CBHC CENAIHILE U a/IPeC Ha yIPABICHHE: rp.
Codus, paiion Jlozerer, Oyx. ,ITeito SIBopoB* 44, er. 1.

JKanbara e mopanena 1o Komucusita mo NPO3PaYvHOCT, KaTo € aapecupaHa
upe3 HauwowamHus cweBer mo neHu u peuMOypcupaHe Ha JleKapCTBEHHM
IIPONYKTH, HO € BXOOMpaHa B JENOBOACTBOTO Ha M3 ( N KII 00-
117/22.05.2015 r. ). OxomnnexkToBaHAaTa TNpenrcKa 1o xanbara e u3npareHa B
KIT or HCIIPJIII.

B xanbara ce [I0Co1Ba, Y€ aKTBT, KOHTO ce obkanBa e Pemenme No
HCP-6175/08.05.2015 r. na Hanuonaasus CBBET I10 ICHH U peUMOypcupaHe Ha
JICKapCTBEHUTE MPOAYKTH 32 yTBBPXKAAaBaHE NPOMSHA Ha IEHATAa Mo 1. 261a,
aln. 1 or 3JIIIXM Ha nekapcTBenus nponyxr Irbesartan Accord 150 mg film-
coated tablets x 28.

Hckaneto e 3a ormsHa Ha Pemenme Ne HCP-6175/08.05.2015 r. Ha
HanuoHnanHus cbBeT 1o nesu u peumOypcupane.

XKanbata e peoBHa OTHOCHO cra3BaHeTo Ha U3UCKBaHHUATA HA YI. 85 oT

AIIK.

2. OTHOCHO cna3BaHeTo Ha Cpoka no 4. 84 or AIIK:



Kanbonomarenst e Oun yBemoMeH 3a Pemenue Ne HCP-
6175/08.05.2015 r. Ha 11.05.2015 r., Karo € MOIY4YHI pPEIICHUCTO Ha
eJeKTPOHEH ajpec. 3aKOHOYCTAaHOBEHHAT 14-nHeBeH CpOK 3a OOXKajBaHe 3a
Kanbomomarens u3tnya Ha 25.05.2015 r. Yanbara e noganena Ha 22.05.2015 r.,
KBAETO € 3aBeleHa mox Ne KI1-00-117/22.05.2015 r. B Kowmucusara 1o
PO3payHOCT Kajbara e TmojajeHa dpes HCIIPJIIT u e BXoaupaHa B
AIIMUHHCTPaTHBHO-UHGQOPMALMOHHATa ~ CHCTeMa  Ha MUHHCTEPCTBO  Ha
3/[paBeoa3BaHeTo Mmoj Ne KI1-00-117/02.06.2015 r.

YanGata e momanena B cpoka mo wi 84 or AlIK, pecm. 9. 8 or
[IpaBUIIHKKA 3a yCIOBUATA U pelia 32 paborta Ha KomucusTa M0 MpO3pavHOCT M0
3aKkoHa 3a JIeKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEHLIUHA.

3. OTHOCHO CNAa3BAHETO HA H3HCKBaHHsATa Ha Wi 86 or AIIK:

I[TpuTexxaTenaT Ha pa3peleHUeTo 3a yrotpeba Ha J1eKapCTBEHUs NPOIYKT
Irbesartan Accord 150 mg film-coated tablets x 28 e Accord Heathcare Limited
(,,Akopz XenTkebp JTumutun® O6emuneno Kpancrso), a )Kanbara € mojajaeHa
ot ,,Papmaxonc AJl 4pe3 usn. AUPEKTOP 30s Jlenuena.

Upes cmyxeGHa crnpaBka B THProBCKus pPerucThp MO naptyjara Ha
skabornogaTess ce yCTaHOBsBA, Y€ MOANKMCAIOTO xanbara nuie — 3os [lenmdeBa
e U3MBJIHUTENIEH TUPEKTOP.

KbM kanbara € IpeIcTaBeHO I'hJIHOMOIIHO, MO CHIaTa Ha KOCTO
,,DapmakoHc® AJl e YIbIHOMOLIEHO Ja MpEeACTaBIiBa TpUTeXaTeys Ha
paspeIeHreTo 3a ynorpe6a Ha JeKapCTBEHNs IPOLYKT IPeA KIL.

KbM kanbaTa e NpUIOKeH IOKyMEHT 3a aKTyajlHa PerucTpalus Io
HALHOHATHOTO 3aKOHOJATENCTBO, M3NafeH OT KOMICTCHTCH OpraH Ha
ChOTBETHATa [Ibp)KaBa Ha IpUTEXarels Ha pPaspeiicHHETO 3a yrnoTrpeba Ha
JleKapCTBEHHs MPOAYKT M B Ta3H BPB3Ka € CIaseHO M3UCKBAHCTO HA g1 86, T. 2
ot AITK. OT JOKYMEHTa ce YCTaHOBABA, 4e JIMLETO MOANUCANIO IIHIHOMOIIHOTO
— JlkeiimM3 BBPT € AMpEKTOp Ha APYXKECTBOTO M KATO TaKbB MMa paBoOTO Ja
npeacTaBIIsBa.

YKan6ata e peoBHA OTHOCHO CIa3BaHETO HAa W3MCKBAHMATA Ha L. 86 ot
ATIK. '

[TocoyeHaTa aimba € peIoBHa M JOMyCTHMa 3a pasrIeX/aHe Mo
CHILECTBO.

PasriefaHa 0o CBIIECTBO, Xkanbara Ha ,Axopa XenTKebp Jlumutua
cpeiy Pemenne Ne HCP-6175/08.05.2015 r. Ha HanroHaiHUs CBBET MO LCHH
W peMMOypcHpaHe Ha JIeKapCTBEHHTE IPOIYKTH, C KOETO Ce H3BbpIIBA
yTBBp)KAaBaHe Ha MPOMSHA HA [€Ha MO I 26la, an. 1 or 3JIIIXM B
[To3HTHBHYS JIEKAPCTBEH CIMCHK Ha OCOYEHHs! [O-rope JICKapCTBEHUS POIYKT
e HeOCHOBAaTeJIHA M HeOKa3aHa, opaay CIEAHOTO:

C xanbara ce Wcka orMmsHa Ha PeiieHue Ne HCP-6175/08.05.2015 r. ,
msgameso 1o HCLIPJIII, nHa ocHOBaHHWE M. 43, an. 8 or Hapenbara 3a
yCIOBHSATA, NPAaBUJIaTa U Pefia 3a peryiupaHe 1 perucTpupase Ha IEHUTE Ha
JIeKapCTBEHUTE MPOIYKTH (Hapen6arta ). B xanba ce moaabpxar TBbpPACHUS 32
HE3aKOHOCHOOPA3HOCT Ha MOCOYEHOTO pelleHHe Mopaau U3BbPIICHH OT CTpaHa
HA aJMWHHUCTPATHBHHMS OpraH HapyIICHMs Ha Tpe/BU/CHaTa B Hapenbara
mpomeypa no wi. 43 BBB BPB3Ka C H3/1aBaHE HA pELIEHHEeTO U MO-TSACHO BBB
BpB3Ka C yBEJOMABAHETO 33 HAMEpEHaTa MO-HUCKaA 1IeHA ¥ ChCTaBEHHUS 3a LIeNTa



[IPOTOKOJ; HEOOOCHOBAHOCT M MPOTHBOPEYHE ChC 3aKOHA. [Topabpxka ce ChIIO
Taka TBBPJCHME, 32 HEMOTHBADAHOCT Ha PEIICHHETO, NOpalH JTAKOHUYHU
MOTHUBH.

Ot cTpaHa Ha aJMUHHCTPATHBHUSA OpraH — HamuonaneH ChBET IO LIEHU U
peuMGypcupaHe Ha JIEKapCTBEHUTE MPOIAYKTH (CpBera) € OKOMILUIEKTOBaHa €
U3MpaTeHa aIMUHUACTPATHBHATA PEIXCKa IO/ OIIHC.

[To oTHOILIIEHHE HA HAIIPaBEHOTO B sajnbaTa Bb3pakeHHE 3a PeJOBHOCTTA Ha
W3BHPLIEHOTO YBEAOMsBaHE IO HIL 43 ot Hapembara W HapyllaBaHe Ha
npoleypara 110 U3/[aBaHeTo Ha a/MAHHCTPaTABHIA aKT, CUATaMe, 4e ChIIOTO €
He/J0OKa3aHO ¥ HEeOCHOBATENHO. BUIHO OT HaNpaBeHUTE TBBpAEHHUS B Kajbara,
OTHOCHO M3MCKBaHETO 3a opMa Ha JTOKyMEHTa 32 yBeJOMABAHE — a MMEHHO J1a
e moxmucaH oT mpexceiarens Ha CuBeTa, - a00oAaTeNss € 3armo3HaT ChC
ChABPKAHUETO HA YBEJOMHTEIHHS NOKYMEHT. HenpaBuiHM Ca HW3BOAMTE Ha
skanbonogareass OTHOCHO HW3HCKBAaHETO 34 dopmMa Ha JOKYMEHT 32
yBeIOMSIBAHETO MY, @ PasIIMPUTEIHOTO THIKyBaHE HA pasrnopendaTa Ha Wi 43
ot Hapenbara, xoeTo pa3BvBa B skanbara cd  He ChOTBETCTBA Ha LieJTa Ha
npoLeaypara. YBeIOMABaHETO 0 HIL. 43, an. 5 e melicTBUe, KOETO € 4acT OT
TpoIe/lypaTa, KOsTO e pasBuBa Npel CpBera, 3a Ja MOXKe TO3H Ipoueaypa Aa
IPUK/TIOYH ChC CHOTBETHHS IMAHHCTPATHBCH akT — petierue. [Io oTHOIIECHHE
Ha yBeJIOMSBAHETO Ce NpHIaraT NpaBHiaTa Ha cpOOIaBaHeTo mo 4i. 61 or
ATIK u cyGcuauapHoO pasnopenouTe Ha [TIK. Kpaitaus aIMUHHACTPATHBEH aKT —
pemreue Ha ChbBeTa € akKThT, 10 OTHOLICHHUE Ha KOWTO cjelBa Ja ca CIa3eH’
BCHYKA M3MCKBAaHWS Ha Hapejbara W CyOCHIMapHO ATIK OTHOCHO HeroBaTa
dbopma U ChIBpPIKAHKE, C OITIe] 3aKOHOCHOOpa3HoCTTa Ha akra. ITo OTHOIICHHE
Ha JeHCTBHATA, KOUTO MPEAXOXKAAT M3/laBaHeTo Ha KpalHUs aJIMHHUACTPATHBEH
aKT & HeoOXO0MUMO Te Ja 6BaT 3aKOHOCHOOPa3HO U3BHPIICHH 1 TaKa, 4e Jia He
ce ocyersBa [PaBOTO Ha CTpaHaTa 3a 3alluTa. HsimMa IOCTaBEHO H3PUIHO
y3ncKBaHe 32 GopMa Ha TO3H BHJ AEHCTBUSA, KaTO ¥ M3UCKBAHMA 332 PeKBU3HUTH
Ha aKT, B KOWTO Ja Ce MaTepHanusupa yBenomsBanero. CpIloO Taka, IO
TIpenucKaTa € MPeACTaBeHO KOMUe Ha eIeKTPOHHO CHOOIIeHHE IO L. 61, an. 2
or AITK 3a CHIBPXAHAETO Ha IPOTOKON 32 MPOBEPKA. BugHo OT TOBa
cHOOIIEHME TO € M3IPaTeHo Ha eJeKTPOHEH ajpec Ha cybekra PapmajBanc
EOO]JI, xaro TO3M ajpec ChOTBETCTBA HA dupmaTra Ha €NEKTPOHHHUS anpec,
KOMTO € MOJOYeH B CHIIPOBOIMTENHOTO MHCMO ¥ B ACK/Iapalusiia CIpaBKa, ¢
KOHTO € MIOCTABEHO HAYaJIOTO HA aMUHUCTpaTHBHATA IIPOLEypad npexn CobBeTa.
BuiHO OT NMOCOYEHHTE JOKYMEHTH 3asBUTEN € ®apmazsaiic EOO/] 1 MMEHHO
10 TO3U 3asBUTEN € U3MPaTeHO CHOOIIEHHE 3a W3BBpIIEHaTa OT CTpaHa Ha
CasBera mpoBepka. [To mpernuckara HAMa MPEICTAaBeHH nmokazarejicTBa M He ce
ChABPKAT [AHHM 33 HEJIUYHEeTO Ha 3a/(b/DKCHHUC or crpana Ha CpBera 1a
M3Mpaina ChbOTBETHHTE CHOOLIEHHS IO CyOeKTH Pa3ii4HH OT 3aABUTEIIA. B To31
CMHUCBHJI TIpeTeHIUATa Ha sxanbononarens ,,dapMaKkoHC™ AJl, 3a nuncara Ha
yBeIOMsIBaHE M3IIPaTEeHO /10 HEro € HEOCHOBATEIHA.

Be3CcrnopHO YCTaHOBEH I10 NpEnucKaTa akT e, 4e He e MOJAAEHO 3asBICHUE

3a OTCTpaHsABaHe HA HEPEJHOCTUTE WK NIPOMSHA.
CaIyiacHO pasnopenbara Ha wi. 43, ai. 7 ot Hapenbara (aencTBama KbM
MOMEHTa Ha M3JaBaHe Ha PELIeHHeTOo), KOraTo MpH NpOBEpKa Ha [I0/1aJICHUTE
mexnapaiuu mo an. 1 u 2 Ha 4L 43 crnenManu3upaHara agMUHMCTpanus Ha



CsBeTa yCTaHOBH, 4e pedepeHTHaTa LieHa 1o 4i. 8, an. 1, T. 1 e mo-HuCKa B
cpaBHeHHe ¢ pedepeHTHaTa LieHa, Bb3 OCHOBA Ha KOATO € 6una obpa3yBaHa
lleHaTa Ha JIeKapcTBeH NPONYKT mo wi. 2, am 1 or Hapenbara, CwBETHT
yBeIOMSBa IIPUTEXarellsd Ha paspelleHue 3a ynotpeba WM YIIJIHOMOLICH
HEroB IpeCTaBUTEN Ja Mojaje 3asiBIeHHE 3a TPOMsHA B 14-THEBEH CPOK OT
YBeIOMJIEHHETO U 3a OTKpHTUTE LeHH. Korato B cpoka OT 14 nHU 3asIBUTEIAT
He momane 3aspieHue, ChBETHT CIyXKeOHO B3eMa PEIICHUE 3a MPOMsHA Ha
yTBBpJEHA [[€Ha Ha JIeKapCTBEH NPOMYKT (wi. 43, all 8). B3 ocHOBa Ha
M3/I0’KEHHUTE TT0-TOpe MOTHBH M YCTAHOBEHOTO OT (akTHyecka M MpaBHA CTpaHa,
e HaJMIle OCHIIECTBSIBAHETO HA XMIOTE3aTa Ha [0COYEHaTa pasropenda Ha 9.
43, an. 8 ot Hapenbara.

[Tpu Taka yCTAaHOBEHOTO OT (akTuyecka M NpaBHA CTpaHa CelBa, He
HCIIPJIII e ochliecTBAI 3aKOHOCHOOpa3sHO MpoIleaypara IO MPOMAHA Ha
IleHaTa Ha JIeKapCTBEHHMs MPOIYKT, C Orjie]l Ha KoeTo PelneHneTo, npeamer Ha
HACTOSIIATA >kanba e MpaBHIHO M 3aKOHOChOOpasHo. M3nmazeHo e oT
KOMITETEHTEH IbpXKaBeH OpraH B PaMKWTe Ha HEroBUTE INPAaBOMOIIMA, IPH
Cra3sBaHe HA MAaTepHalHO IpPaBHUTE W MPOLECyaJlHONpAaBHUTE HOPMH Ha
Hapen6ara. Karto unauBuayaneH aJfMHHUCTPATHBEH aKT, Pemenne Ne HCP-
6175/08.05.2015 r. na HanuoHanHHS CBBET [0 LEHH U peMMOypCHpaHe Ha
JleKapCTBEHUTE MPOMYKTH ChABPXKA BCUYKH HEOOXOJMMHU PEKBU3WUTH, CHITIACHO
pasnopen6ure Ha Hapen6ata u Ha AJIMHHUCTPaTHBHO MPOLECYaNHUs KOACKC
/ATIK/, ¢ oriea Ha KOETO ce siBiBa MOTUBHPAHO W TBBPJCHHETO IO xanbara
Kacaelllo MOTUBUTE € HEOCHOBETENHO U HEeJI0Ka3aHo..

II1. 3akarouenue:

C oryeq Ha Taka W3IOKEHWTE MOTHBH, >Kanbarta Ha ,,AKOpA XeNTKebp
JIumutan® cpemry Pemenne Ne HCP-6175/08.05.2015 r.  Ha Hamuonanuus
CBBET 1O LIEHH U peuMOypcHpaHe Ha JIEKapCTBEHUTE IMPOAYKTH, C KOCTO CC
W3BBPILBA YTBBPXKJaBaHe Ha IPOMAHA Ha [I€Ha 110 1L 261a, an. 1 ot 3JIIIXM B
[TO3UTHBHUSA JIEKAPCTBEH CIMCHK HA JIEKApCTBEHUS MPOXYKT Irbesartan Accord
150 mg film-coated tablets x 28.e HeoCHOBaTeJHA M HEJl0Ka3aHa 1 Komucusita
[0 TPO3PAYHOCT B3€ pEIIEHHEe, C KOeTO Ja Ce OTXBBPIIH *anmbaTa Karo
HEOCHOBATEJHA.

HacTosmoTo pelleHre a ce ChoOIIM He3a0aBHO Ha 3aMHTEPECOBAHHUTE
CTpaHH.

Pemenuero Ha KIT momiexxu Ha o6)kanBaHe Npel AIMHHHCTPATHBHUS
ceni — Codus rpay B 14-mHeBEeH CpOK OT CchOOIIaBaHETO My Ha
3aUHTEPECOBAHUTE CTPAHH.
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