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Otnocno: Ykazanue P/I-16-27/23.03.2020 r. - PEXHM Ha MPEANUCBAHEe U OTIyCKAaHEe Ha

JICKapCTBEHH TIPOIYKTH, METUIMHCKA M3JETUS W JUETHYHH XPAaHH 3a CIEIMAIHN MEIUIIUHCKH
ey, npuetu ¢ pemenue Ha HC va H30K

YBAYKAEMM I'-)KO HAYEBA,
YBAJKAEMMU ITPO®. CAJTYEB,

C yxazanue PJ[-16-27/23.03.2020 r. u B usmbaHenue Ha wi. 15 ot 3axona 3a mepxume u
Oelicmeusima no epeme Ha U36bHPEOHOMO nonoodicenue, 0bsseno ¢ pewenue na Hapoonomo
cvopanue om 13 mapm 2020 2., HC ma H30K BBBEX/a OOJIEKYEH PEXHM 3a OTIyCKaHEe Ha
3/paBHOOCHTYPCHHUTE JIMIA HA JIEKAPCTBEHH MNPOAYKTH CaMoO MO pelenTypHa KHIXKa, Oe3
lpeacTaBine Ha penenrta. B 1. III, ab63an nesetn, m3peuenue BTOPO OT yKa3zaHHMETO oOaye e
BBBE/ICH TEKCT, KOHTO HE € €IHO3HAYEH U [O3BOJSBA Pa3IHIHH TBIKYBaHus: ,, B mesu ciyvau
nepuooa Ha 6b6e0eHOMO UIELHPEOHO NOLONCEHUeE, npu uzuepnanu nexkapcmeenu npodykmu,
NPeOnUCanu No peyenmypna KHUICKA u Iunca Ha 6anudna peyenmypna oranxa (Ne 5 unu Ne 54),
ce OONnycKka omnycKkame Ha lexapcmeenu npooykmu, 6es npedcmassine na peyenmypna 6aanka.” .

W3pastr ,npu wsvepnaHum JekapcTBeHM NPOLYKTH”, CleiBa Ja ce pazdbupa KaTo
»3/IPABHOOCUTYPEHOTO JIIE € U3PA3X0BAJIO NMPEANHCAHATE MY KOJIMYECTBA MEIUKAMEHTH , HO
OM MOTBJ 11a ce THIKYBa M KaTo ,M34epIaHy WM HeHauwanu JIIT B anrekara”, KOeTo Mmopax/ja
BB3MOXHOCT (h)apMaleBThT [ 3aMEHU MPEJIIHCAH OT JIeKap JIEKapCcTBEH MPOMYKT MO MPEIOT,
9€ HE pasnoara ¢ KOHKpPETHUS MEJIUKAMEHT B allTeKara.

C TakaBa BE3MOXHOCT 3a THIKyBaHe, KOSTO TIO3BOJISIBA HA (apmaneBTHTE B OTKJIOHEHHE
Ha pasnopendure Ha uwn. 34, an. 2 or Hapenba Ne ot 4.03.2009 r. 3q ycnosusma u peoa 3a
npeonuceane u OMNYCKane Ha NeKaApCMEeHu npooykmu, Jia He CasBaT 3aJbIDKEHHETO CH 1a



OTIyCKaT TOYHO NPEANMCAHHUS OT JIEKapsi MPOIYKT, BhiIrapcku mekapcku chios e KaTerOpHYHO
HechbrilaceH. Cuntame, 4e Ha MALMEHTUTE CIIEBa 1A Ce [IpUJIara Teparnus camo BbB BHJIA TTOCOYEH
OT JICKYBAIIMA JICKAp ¥ 3aMsIHA TIPU JIMIICA HA NajJeH JIeKapCTBEH IPOAYKT Ja cTaBa C€amo 110
HErOBO Ha3HAYEHHE.

B rta3u Bpp3ka HacrosBame Vkazanue PJ1-16-27/23.03.2020 r. na 6bae IIPELU3UPAHO,
Karo npeaarame T. III, ab3an geser ot ykazanuero na HPUIO0UE CIETHOTO ChIbPIKAHKE:

“BbBezieHoTO 06JIeKUeHHE 3a OTIyCKaHe Ha JICKapCTBEHHU IPOJYKTH, 3amiamanu ot H30K
3a nomauo sieyenue (Ilpunoxxenne Ne 1 na I1IC), 6e3 npexcrassue na penentypHa OjaHka, ce
TpHjIara B CJIy4aute, KoraTo He Ce Hajlara pOMsIHa B TEpalusTa Ha 3PaBHOOCHIYPEHOTO Jinite. B
TE3U Cllydau, B ICPHOJA HA BHBEJCHOTO U3BBHPEIHO TOJOKEHHE 3a 3/iPABHOOCHIYPEHH JIHIA,

KOHTO €a M3I0JI3BAJIH HAJIOTO KOJUIECTBO OT JIEKAPCTBEHUTE NPOAYKTH, NPEANMHUCAHU UM 110

DEUENTYPHA KHHMKKA H HAMAT HAJHMYHA BAJM/IHA PenenTypHA O/JIaHKa (Ne 5 wim Ne 5A), ce

JOIYCKA OTIYCKAHETO Ha ChINHUTE JICKAPCTBEHH INPOAVKTH, 0e3 NpeacTaBsiHe HAa peuenTypHa

0JaHKa.” 74 NEK4

[0,

C YBAXKEHHE, |\*\ J== 5~
A-P UBAH MAJTKAPOB
NPEJICEJATEJ HAYC



