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NOKAHA

Ha ocnosanme wi.7 OT YcioBusiTa M pela 3a CKJIIOYBaHE Ha JOroBOpH 3a OTIyCKaHe W 3arulallaHe Ha
JIeKapCTBEHM TPOAYKTH MO 4i.262, an.6, T.1 or 3akoHa 3a JIEKApCTBEHUTE MPOJYKTH B XyMmaHHaTa MeaMIIMHA, Ha
MEMILMHCKK W31eMs M Ha METHYHH XPaHH 3a CreLMaHA MEIMLIMHCKH LIC/H, 3arJiallaHy HambJHO WM YaCTHUYHO OT
H30K (06H. JIB, 6p.28/05.04.2019 r.), AMpEKTOPBT HA P30K - JIoOp1u KaH! BCHUKH MPUTEXKATE/IH HA Pa3peLICHUE 32
THProBus Ha APeGHO C JIEKAPCTBEHU MPOJYKTH, YMMTO ANTEKH Ca PasKpUTH na tepuropusta Ha P3OK - Jlobpuy 3a
CKJIIOUBAHE HA MHAMBUIYAleH J0roBOp 3a OTHyCKaHe Ha JIeKapCTBEHH MPOLYKTH, MEAULIMHCKH u3aenus U AUETUYHH
XpaHH 3a CreLHaIHH MEJIMLIMHCKH LIEJIH 32 IOMALLHO JICYEHHE, 3aryialllaHy HarmbJIHO WA YaCTUYHO OT H30K/P30K

I. KanauparsT nopasa a0 aupekropa Ha P3OK — Jlo6puy 3asBieHue no obpasel (npunodicenue Ne 1), B KO€TO
BIMCBA 1aHHM 33 EJMHHMS MICHTHQUMKALMOHEH KOJ Ha ThProBelld WM KOOTEepalMsTa OT ThProBCKHA perucTsp H
npusiara clieIHUTe 10KyMEHTH:

1/ OKyMEHT 3a aKTyaJlHa PErMCTpaLs MO HALMOHATHOTO 3aKOHOJATENCTBO, H3aICH OT KOMIETEHTCH opraH
Ha CHLOTBETHATa APYra JbP/KaBa Ha KaHAMJATa — CaMO 32 JPY)KECTBATa, PErMCTPUPAHK B Aipyra Abpikasa — WiCHka Ha
EBponeiickus Cbio3, WK B IbpikaBa — cTpaHa ro CriopasyMeHHETO 3a EBponeicKoTO HKOHOMHUYECKO MPOCTPAHCTBO;,

2/ paspellieHHe 3a THProBUs Ha APeGHO C JIEKapCTBEHH MPOJYKTH B anTeka, H3JaJeHO Mo pea Ha 3JINIXM -
3a6epen 0m KaHouoama NPenuc;

3/ AMLEeH3Ks 32 THProOBHs Ha APeOHO W ChXPaHABAHE HA HAPKOTHYHH BELIECTBA — B CIy4anTe, KOraTo anrekara
le OTMyCKa JIEKApCTBEHH MPOAYKTH, ChABbPIKALIM HAPKOTHYHM M YTNOWBAIIM BELIECTBA — 3AGEPEH OM Kanouoama
npenuc;

4/ noroBop 3a ynpaBjieHHe WX TPYJOB JIOrOBOP Ha PbKOBOAMTEJA Ha anTeKara B CIIy4auTe, KOraTo ChUIMAT
paboTH 10 TPYI0BO NPABOOTHOLLEHHE — 3d6epeH 0N KaHOUOAma NPenuc;

5/ nexnapauus 1o obpasew (npunodicenue Ne 2);

6/ KOmKe OT MOTBbP/EHATA perucTpauus Ha TpyaoBute aoropopu B HAII Ha paborewuTe B anTekara MarucTbp-
(bapmaLeBTH — 3a6epeH om Kanouoama npenuc;

7/ ynoctoBepeHus 3a uieHCTBO B brirapckus papmMaueBTHYEH ChIO3 H 32 IPEMUHATH (hopMH 32 NpOob/KABALLO
MEIMLIMHCKO 00yueHHe Ha PHKOBOAMTEIS Ha anTekaTa W Ha paboTelunTte B Hes MarucTbp-hapmMaleBTH, U3aIeHH OT
CHOTBETHaTa perHoHanHa konerus Ha B®C, ¢ mocoueH aapec no mectopaboTa Ha JMLATa CHOpen HauuoHanHus
eJIEKTPOHEH perucTbp Ha uneHosete Ha bOC — opueunan,

8/ nexnapaums no npuioxenue Ne 2 kbM 437, an.2 or [IpaBuiHMKa 3a npujaraie Ha 3aKoHa 3a MEPKHTE
cpelily M3MMPAHETO Ha Napy 3a pU3MYECKH JIHLIA, NEHCTBUTENHM COOCTBEHHLIM HA IOPHIMUYECKOTO JIMLE — THProBELL Ha
Npe6HO ¢ JIeKapCTBEHH MPOAYKTH, KOMTO Ca Y4peleHH [0 MpaBoToO Ha Jpyra Abpikasa “iCHKa; ACKjlapalusiTa ce
MOAMMCBA OT 3aKOHHMWS NMPEJCTABUTES WU ITbJIHOMOLIHUK Ha FOPUIHYECKOTO JIMLE;

9/ neknapauMs 3a CBbP3aHM JMLA MO cMUchbaa Ha §1 oT TbproBckus 3aKOH € APYrH THProBUW Ha npebHo ¢
NIeKapCTBEHH NMPOAYKTH 110 00pasewt (npunodicenue Ne 5);

10/ Jlnunu 1aHHM Ha NepcoHana, paboTewl B anTekaTa (npunocenue Ne 4)

II. MsicTo M CpOK 3a ToyuaBaHe Ha obpasel OT Komiuiekta JokymenTu: P3OK - JloGpuy, yi.”He3aBucumoct”
No 5, er.1V, cras Ne 418, 9.00 — 12.00; 13.00 - 17.30 uaca, B cpok a0 15.04.2019 r. BKIIOUHTETHO.

III. MsacTto M CpoK 3a MojJaBaHe Ha JAOKYMEHTHTE, UIbKHOCTHM JiMLA 33 KOHTAKT: P30K - JloOpuu,
yn.”Hezasucumoct” Ne 5, er.IV, nenosoactso ot 9.00 —17.30 waca; I'. Tlenes - 1es1.058/654 541, JI. JIumutposB -
Ten.058/654 540. KpaeH cpok 3a nogaBaHe Ha 10KyMeHTUTe — 15.04.2019 r. BKIIOUHTENTHO, -

IV. Cpok 3a pasriexaase Ha fokymeHTute - 30.04.2019 r. Pl

['paduKbT 32 NOAMKMCBAHETO HA OTOBOPHUTE 1le Ob/ie 00ABEH B Crpajara Ha P3f@:},{j ,
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