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KHWPWJI AHAHUEB VIIPABHTEJEH CHBET
MUHUCTDHP HA 3IIPABEOIIA3BAHETO

Ornocuo: ITpoext Ha Hapen6a 3a M3MCHCHHC U nomsiaenne Ha Hapenba Ne 4 ot 2009 r.

3a yCJIOBUATA U pena 3a OpeAICBaHe M OTIIyCKaHE€ Ha JICKapCTBCHH IPOAYKTH

VYBAXAEMM I''H AHAHUEB,

BB Bpb3Ka C IPEJIOKCHUTE IIPOMEHA Ha Hapen6a Ne 4 ot 2009 r. 32 yCioBHATA U
pena 3a IpENKMCBAaHE ¥ OTIYCKAaHE HA JIEKApCTBEHH MPOJAYKTH B IMPOEKTa Ha Hapenba 3a
J3MeHeHne ¥ nombiHeHue Ha HapenGa Ne 4, Beirapcku JeKapeki ChIO3 npeiara ja ce
IpeBHIA BB3MOXKHOCT JICKApSAT, MPOBEIHALL JleueHWeTo Ha JaJeH NalMeHT, a HasHauH
Hal-TI0IXOISAINOTO 38 KOHKPETHHUS MAlMEeHT JICUCHHE.

CpriacHo wi. 56, an. 2 ot 330 ,,B ciydauTe 1o ai. 1 nexapsT/ JIEKapAT 10 JICHTATHA
MEIMIHA MOXE Jia IPEINKCcBa JEKapCTBCHUAT IPOJYKT/TepaeBTHIHHSA KypC CcbhoOpa3HoO
Herosara pa3xojiHa e)EeKTUBHOCT, KOTraTO B KOHKPETHHA ciTydail ca HaIMIE TEePaNeBTHIHH
A/ITepHATHBH, JICKAPCTBEHUTE NMPOIYKTH MMAT JIoKasaHa CXOJ{HA TeparneBTHYHa eQUKACHOCT
1 Ge30macHOCT 3a JeueHre Ha 3a00/sIBaHeTO Ha 3a/(bIDKHTEIHO 37]paBHOOCHI'yPEHOTO JIHIIE, C
[070OHO KIMHHYHO [POTHYaHE W TEXECT CHIJACHOKpaTkaTa XapaKkTepucTHKa Ha
IPOIYKT&/IIPOTYKTUTE. YCIOBUATA, PEABT H IPUHIANIATE, 110 KOWUTO C€ IpEeIIHCBaT
JieKapCTBEHHTE NPOJYKTH CHOOPA3HO TAXHATA pasXo/Ha e()eKTUBHOCT, C€ ONPEEIAT C
napenbara mo wi. 221, anm 1 or 3akoHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHATa
MeauIMHa”.

CrpracHo T. 28 oT JIOmBIHHTENHHTE Pasnopeson Ha 330 ,,PasxonHa epexTUBHOCT
Ha JIEKApCTBEH MPOIYKT/TepaneBTHICH Kypc” € CHOTHOIICHHETO MEXIy IOCTUTaHe Ha

TEepaneBTUICH penyiarar OT Ipujiaraie Ha JIEKApCTBCH HpOIIYI(T/JIeKapCTBeHa TCpanus H



pasxonaBaHe Ha cpezactBa or Owmomkera Ha H3OK 3a cpmms npomykr/repanus IpH
CBIIOCTABSIHETO MYy C JpPYI/APYrd JIeKapCTBEH/IEKapCTBEHH NPOXYKT/TIPOXYKTH WA
JIEKapCTBEHU TEpAINUy, IPEICTABIBAIIY TEPAlEBTHYHM AJITCPHATHBH U 3alUIalllaHyi HAITbJIHO
i yactuuHo oT H30K™.

Wmaiikd TpeaBH]| TOpelUTUpaHuTE paznopendu, mpeajaraMe 3a ONpe/ieNissHe Ha
tepaneBTHuHuTe antepHatuBy, H30K na mpeioxu Tasu npeneHka Ja ce HM3BBpINBa OT
HCILIPJIIL.

B cnyuait, 4e ca HanMile TepaneBTHYHH AITEPHATHBH, JIEKapAT Ce 3aJbiDKaBa Ja
Opeanuiie MEIUKaMEeHT C IO0-BHCOKAa pa3XoJoe(eKTHBHOCT, ¢ Len chOmonaBaHe Ha
napamerpute Ha Oromkera Ha H30K 3a nexkapcTBeHH NpPOIYKTH, 32 KOHTO C€ M3BBPLIBA

excnepru3a no wi.78, 1. 2 ot 330.
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