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YBAXKAEMU JAMU U T'OCIIOJA,

Nudopmupam Bu, ue npe3 m. mait 2019 r. HauvoHanHMST ChBET € BHEIPUI Pa3LIMPEHO
THPCEHE HA JIaHHM 3a MPOMSHA HA LICHUTE Ha JIEKAPCTBEHUTE MPOJIYKTH B IOpTaia 3a ,,EIeKTpOHHHU
peructpu‘ (http://portal.ncpr.bg/registers/).

,,Pa3IIMPEHOTO ThpPCEHE BKIOYBA (PYHKIMOHAIHOCT 332 M3BBPIIBAHE HA YIECHEH JIOCTBII JI0
JAaHHM 3a MpOMsSHA Ha IleHa M pedepeHTHAa CTOWHOCT Ha JIEKApCTBEHUTE MPOJYKTH 3a BCHUKU
npuiokeHus Ha [103WTHBHMSA JEKapCTBEH CNMCHK, Perucrbpa Ha mpeneaHuTe HeHW U Peructspa Ha
MAaKCUMaJIHUTE IPOJAXKHH 1IEHH, 3a ONPEEIICH IIEpHUOJ OT BpEME.

[IpenocTaBsT ce TaHHU 3a UCTOPUSTA HA IPOMEHHUTE B LIEHUTE 3a U30paH JIEKAPCTBEH MPOIYKT.

KpaTku yka3aHus 3a pa3liMpeHo ThPCeHe HA TAHHHU
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»Pa3lIMPEeHO ThpceHe MO THII NPOMSIHA HA IIEHA HA JIEKAPCTBEH MPOAYKT

1. IIpomsiHa Ha LeHA HA JIeKAPCTBEH! NPOAYKTH:
v' W30upa ce MbJIHOTO HANMEHOBAHUE HAa CHOTBETHHS PETHCTHP;
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v' U36upa ce Tum npoMsua - ,,J[IpoMsHa Ha LeHa* OT MOJIE C MaJall] CIMCHK ,, TUII HA IPOMSHA*;

v Onpezens ce nepuo, KOUTo GUITpupa JaHHUTE CIOPE U30paHUTE JaTH;

v Busyanusupa ce pe3yjirar camo 3a JEKapCTBEHH MPOLYKTH, 32 KOUTO € HACThIIM/IA IIPOMSIHA Ha
LIEHUTE B MIOCOYCHHUS TIEPUO].

BapuanTu:
® aKO HE ca IOIIbJIHEHHU JIaHHU, IpHEMa ce, Ye ce oTHacs 3a Bcuuku JIIT;
® aKO € MOMBJIHEHA CAMO HayajlHa J1aTa, IpUeMa ce, 4e KpallHaTta J1aTta € TeKylara;
® aKO € NONBJHEHA CaMO KpailHa jaTa, IpueMa Ce, Y€ HadaJlHa Jara € Hal-paHHaTa jJaTa, 3a
KOSITO UMa CTOMHOCT B MOJIETO.

[IpoBepku:
e BhBejeHaTa HavalHA JiaTa Ha TIEpHOJa HAa ThPCEHE Clie/Ba Jia € Mpeau KpaiHaTta. B mpoTuBeH
ciiydail ce BuU3yalu3upa choOmieHue: ,JlocodeHara HavanmHa gata TpsOBa na Objae mIpenu
MOCOYEHAaTa KpaHa gara‘.

»V/ICTOpPHUSA HA MPOMSAHA HA IIEHATA* 32 KOHKPETEH JIEKapPCTBEH MPOAYKT.

Hcropusita Ha poMsiHA Ha IEHATa BU3yaJlW3Upa BCHYKH MPOMEHM Ha I[eHATa 32 KOHKpPETeH
JIEKapCTBEH MPOJYKT 3a ONpeeieH Nepro/l.

PesynTat oT ThpceHeTO ce ToJiydaBa MpU ONpEACIsTHEe Ha Mepuoj Ha ThbpCceHe U W30MpaHe Ha
JekapcTBeH mpoaykt oT Ilpunoxxkenue 4 Ha [lo3uTMBHUS J€KapCTBEH CHHCHK, Perucrbpa Ha
MpeIeTHUTE LIeHW U Perucrbp Ha MakCUMaJIHHUTE MPOJAKHU LIEHU Ha JIpeOHO Ha JIEKapCTBEHUTE
MIPOJIYKTH.

CnopaBkaTa BKJIIOYBA CJICIHUTE CTaTyCHM Ha JIEKAPCTBEHUS MPOIYKT: ,,aKTUBEH®, ,,3aJMYEH",
,,BCHUKHU** (,,aKTUBHU"* U ,,3QJTHICHU").

2. Ilpomsina Ha pedepenTHa cToiiHocT 3a [Ipuioxenue 1,2 u 3 na IIJIC
v U36upa ce MbJIHOTO HAMMEHOBAHUE HA ChOTBETHHS PETUCTBP;

v’ Usbupa ce tum mpomsiHa - ,JIpomsiHa Ha pedepeHTHAa CTOMHOCT® OT IOJE C IaIal]
CIIUCHK ,, U Ha mpoMsHA“ (BUXKTE CTpEiIKa <:Il OT €KpaHHaTa BH3YaJU3aIHsl IO-
701y);

v/ Onpenens ce mepuoj, KOWTO (puiITpupa AaHHWTE CIOpEX W30paHuTe HaTh (CTPENIKH
<:| 2 1 3 OT eKpaHHaTa BU3yaJIU3alus M0-101TY);

v Busyanusupa ce pe3yiaTaT caMoO 3a JIEKapCTBEHH MPOAYKTH, 3a KOUTO € HACThIIMIA
IIpOMsiHa Ha peepeHTHA CTOWHOCT B IOCOYCHUS IEPUOI.
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Bapuantu:
® aKO HE Cca MOIBJIHEHU JJaHHH, IPUEMA ce, Ye ce oTHacs 3a Bcuuku JII;
® AaKO € MOI'bJIHEHA CaMO HaydallHA J1aTa, IpUeMa Ce, 4e€ KpalHara J1ata € TeKyllara;

e aKO ¢ TMONBJHEHAa caMO KpailiHa jJara, MpueMa ce, Y€ HayajlHa Jara € Hal-paHHaTa jara, 3a
KOSITO UMa CTOHHOCT B ITOJIETO.

[IpoBepku:
e BoBeneHara HavajiHa JaTa Ha NEPUOJAa HA ThPCEHE CEABA Jia € Mpeau KpaitHata. B npoTtuseH
cyJail ce Bu3yanmsupa choOmieHue: ,JlocodeHara HavanmHa gata TpsOBa na Objae mpenu
MocoyeHara KpaiHa jarta‘.

*Hacmosawume kpamku yxazaunus 6sxa uznpamernu npe3 m. maii 2019 2. 0o uacm om aopecamume,
Kamo 2u usnpawame nosmopHo.
C ysasicenue,
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