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JAUAPEKTOPHUTE HA P30OK
Codua

OTHOCHO: Vcnosus u ped 3a omnyckane Ha 1eKAPCMBEHU NPOOYKMU, MEOUYUHCKU U30ENUs U
OuemuyHy XpaHu 34 CHeYUaIHU MEOUYUHCKU Yeau, 3anlaujaHyu HANBbIAHO UIU
yacmuuno om H3OK, xaxmo u cnysicebHO YOBId*CABAHE CPOKA HA GANUOHOCH HA
NPOMOKOUME 30 CKbNOCMPYBAUL0 NledeHue HA XPOHUYHO OONHU NAYUEHMU, 6b6
8pb3KA C U36BHPEOHOMO NONodCeHue, 00s6eHo ¢ peuienue Ha Hapoonomo
cvbpanue om 13.03.2020 .

YBAKAEMM I'-H/T-2KO JTUPEKTOP,

BbB BpB3Ka C MPOTHBOCMHAEMHYHATA OOCTAHOBKA M CB3JaJCHUS PEXUM IO IPEANHUCBAHE H
OTIyCKaHe Ha JICKAPCTBEHM IMPOAYKTH MO OOJEKYCH pell, KAKTO U C LEJl OCHIIECTBABAHE HA KOHTPON MO
NPEANMCBAaHETO M OTIYCKAHETO Ha JIEKapCTBEHH MNPOAYKTH, Bu mpenocrapsaMe yToOUYHEeHHE KbM
,, Yenoeus u ped 3a omnyckane Ha 1eKapcmeeny NpOOYKmMuY, MeEOUYUHCKY U30ENUS U OUemUYHU Xpanu 3a
cneyuanHu MeOUYUHCKY yeay, 3aniauanu Hanvano uiu wacmuuno om H3OK, xkaxmo u cnyowcebno
YOBIIICABAHE CPOKA HA 6ANUOHOCH HA NPOMOKONUME 30 CKbNOCMPYBAWO JledeHue HA XPOHUYHO DOnHU
nayueHmuy, 666 6Pb3KA C UCLHPEOHOMO NON0JCeHUe, 0056eH0 ¢ peweHue Ha Hapoonomo cvbpanue om
13.03.2020 2. .

1. B cpoka Ha ciy)XeOHOTO yABDKaBaHE HAa BaIMIHOCTTa Ha ,,IIpOTOKOJ 3a MpennucBaHe Ha
nekapcTBa, 3aranianun o H3OK/P3OK®, antekuTe OTIYCKAT JEKApCTBEHH NPOAYKTH IO €AMH OT
CIIeAHUTE HAUWHHU:

- ¢ ,,oTpsa3BK S”, Ge3 HanuuuMe Ha pernenTypHa OnaHKa - Cpelly NPEACTaBsHE Ha PeUenTypHa
KHIDKKa ¥ IIPOTOKOJ;

- 10 mpejAcTaBeHa peuentypua Omanka (06p. M3-H30K Ne 5 m Ne 5A), usnmaneHa ot jexap,
ochuiectsm npernena Ha 30J1 1 mpoToKOIL.

2. He ce momycka H3mbIHEHATA OT alTEKATa pelenTypHa GllaHKa, M3aleHa IO CIIyXKeOHO yBIKEH
IPOTOKOJI, Ia CE€ OTYNTA B EIEKTPOHHHUS OTUET Ha allTeKaTa C ,,0TPA3BbK S™.

3. 3a BCHYKH JIEKApCTBEHH IPOAyKTH, 1o mpotokon IA, IB, IC, ornycHatu ¢ ,,0Tpsa3ek S” (6e3
XapTHeHa pelenTypHa 61aHKa), aNTeKUTe 3a/(bIDKUTENHO IpecTaBaT ¢ otyeta kbM P3OK nyGnukaru Ha
duckamauTe GOHOBE, ¢ W3MWCAHA BBHPXY TAX: HOMEpa Ha ,.0TpA3pK S”, reHepupaH OT codTyepa Ha
anTekaTa, UMEHATA HA NAlMEeHTa/IoJdyyaTe]s ¥ HOJIOXKEH IOMNNWC Ha MOojaydJarelis, C IIC] OCHIYDABaHE
Bb3MOXkHOCT Ha P3OK za u3BBpIIBA IPOBEPKA IPHU IIpUEMaHe OTYeTa Ha aTeKaTa.

4. 3a BCHYKH J€KapCTBEHH HPOAYKTH IO MPOTOKOJN, OTIYCHATH C ,,0Tpa3bk S (6e3 xaprueHa
pellenTypua GiaHka), alTeKara BIMCBA B IPOTOKOJA JaHHM 32 OTIIYCHATHTE JIEKAPCTBECHM IPOIAYKTH, a
HMEHHO: HauMeHOBaHHe Ha JiekapcrseH nponykr, H3O0K kxox Ha jnexapCTBEHHS NPOAYKT, OTIYCHATO
KOJIMYECTBO, aTa Ha OTIyCKaHe, MOAMMC Ha MarucThp (apMaleBTa u IedaT Ha antekara (B cBoOOLHO
IToJIe OT MPOTOKOIIA).

5. 3a BCHUKM JIEKAPCTBEHM IIPOAYKTH, OTIIyCHaTH C ,,0TpsA3bK S” (0e3 xapTueHa pelenTypHa
6naHKa), HOJIyYaTelaT MOCTaBs MOIKCA CH B PElleNTypHATa KHIKKA B none: , I Ipeanucanu JIeKapcTBa® .




VYkazanusita 1o T. 3, 4 4 5 ce oTHacAT 32 oTImycHaty Ha/cien 16.05.2020 r. nekapcTBEHH MPOAYKTH.

B undpopmarnmonnara cucrema Ha H30K e ocurypena TexHuwdyecka BB3MOXXHOCT 3a OTYHTAHE U
06paboTKa Ha €JIEKTPOHHUTE OTUETHH JOKYMCHTH Ha allTeKUTE 110 OIUCAaHus IO-TOpe pel.

M3naBaneTro Ha HOBH IIPOTOKOJM, KAaKTO M HPEANMCBAHETO M OTIYCKAHETO HA JIEKAPCTBEHHU
MPOAYKTH HO TAX, C€ U3BBpIIBa N0 yctaHoBeHud ¢ HPJI 3a Mmenuniunckure neitnoctu 2020 — 2022 pex u
HHIABUYaIHUTE TOTOBOPH Ha THPrOBLUMTE HA APEOHO C JIGKAPCTBEHHU PO TYKTH.

Horosoprute naptasopy Ha H3OK, usnwnantenu Ha IIMMII 1 CUMII, kakTo ¥ ThproBuuTte Ha
ApeOHO C JIEKApCTBEHU HPOAYKTH, Aa OBJAT YBEJIOMEHH CHEIIHO 3a BBBEICHHUTE JIONBJIHEHUS KBbM
,» Y CJIOBHS M PEX 3a OTITyCKaHe Ha JICKAPCTBEHHU IMPOMYKTH, MEAMIMHCKA U3NAEIUS W AUETUYHH XPAHU 3a
CIICIUANHE MEIMIUHCKH IIeJIM, 3aIUIallaHd HanmbJHO unm 4vactudHo oT H3OK, kakto um ciyxeGHO
yAB/DKaBaHE CPOKa Ha BaJIMIHOCT Ha MPOTOKOJIMTE 3a CKBIOCTPYBALIO JICUCHHE Ha XPOHHUYHO OOJHU
IAaLKMEeHTH, BB BPb3Ka C U3BBHPEAHOTO MOJOXKEHHE, 005BeHO ¢ pemenue Ha HapogHoto cepbpanHme OT
13.03.2020 r.“ npu oTIIyckaHe ¥ OTYMTAHE HA JIEKAPCTBEHY NPOLYKTH.
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