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1. IIpo6a1em/nmpo6.JieMu 32 peliaBaHe:

1.1. Ilo oTHOIIEHUE HA IPOMeHUTE B 3aKOHA 32 JIEKAPCTBEHUTE MPOAYKTH B XyMAHHATA MeAULIMHA:
» Y CbBBPIICHCTBAHE HA HOPMAaTHBHATA ypea0da ype3 npeanpueMane Ha MEpPKH 32 PEoA0JIsIBAHE HA
HEJ0CTHIA HA JIEKAPCTBEHH NPOAYKTH®.

ITpe3 nocnennute Mecenu ce HaOJIrOAaBalle HEJOCTUT HA JIEKAPCTBEHU NMPOJYKTH, KATO TOBA CTaHA He
caMO HallMOHaJeH, HO M oOujoeBponeiicku npobsem. Jlumcata miau HEAOCTUI'BT HA >KU3HEHOBAaXKHU
JIEKapCTBEHU MPOAYKTH, OTIIYCKaHU 110 JIEKAPCKO IIPEANNCAHUE € U3KIFOUUTEIHO CEPUO3HA TEMA, KAKTO
B MEXJIYHApOJIEH acleKT, Taka U B HallMOHaJIeH. MexyHapoiHaTa 00CTaHOBKa, JOBEJIE /10 [IOBUIIIABaHE
Ha MH}IAMITa, KOETO OT CBOSA CTpaHa Cbh3AaJe peAulia NpoOjaeMH, CBbP3aHU C OCUTYpSIBAHETO Ha
JKU3HEHOBAKHU CTOKH U IPOAYKTH, KAKBUTO HECBMHEHO Ca U JIEKAPCTBEHUTE IPOLYKTH.

Bbnpeku chliecTByBaluTe 3aKOHOBY MEXaHM3MHM 3a OBJIa/IIBaHE HA TO3MU Mpo0JieM, KbM MOMEHTA TOM
BCE OII€ CBIIECTBYBA U € HEOOXOAUMO Ja ObJe MPEONOIIsIH, 3a A1a ObAAT 330BOJIECHHU MOTPEOHOCTUTE HA
HacesieHueTo Ha PenyOnuka bearapus ¢ nekapcTBeHH MPOIYKTH.

[Tpennoxenust [lpoext Ha Pemenne Ha MuHucTepckusi chbBeT 3a 0J100psiBaHE Ha MPOEKT Ha 3aKOH 3a
M3MEHEHHUE U IOIbJIHEHUE Ha 3aKOHA 3a JIEKapCTBEHUTE NIPOAYKTH B XyMaHHAaTa MEUIMHA € U3TOTBEH B
pe3yaTaT oOT JEHMHOCTTa Ha Cb3JaJeHa CbC 3al0BEl HAa MUHHCTbpPAa Ha 3paBEOIa3BaHETO
MEXyBEJIOMCTBEHA pabOTHA IpyIia, YUATO 3a7aya Oellle 1a U3roTBH 3aKOH 3a U3MEHEHHE U JIOITbIHEHUE
Ha 3aKOHa 3a JIEKapCTBEHMTE MPOJIYKTH B XyMaHHaTa MEIUIMHA, C KOWTO J1a ce BbBEAAaT MEpPKU 3a
IIPEOIOJISIBAHE HA HEJOCTUra Ha JIEKAPCTBEHU IIPOLYKTH.

Pa3paboTBaneTo Ha HacTOSAIIMS 3aKOHOIPOEKT € HACOYEH OCHOBHO KbM I0/100psiBaHE Ha JielcTBaIlaTa
HOpMaTHBHA ype0a B 00J1acTTa Ha JISKapCTBEHUTE MPOAYKTH Upe3 HEHHOTO yChBbpIleHCTBaHe. ToBa ce
Hajara, 3a J1a ObJaT MpeoJojeH! B ObJACIIE ClydyauTe Ha JIMICA WM HEJOCTUT B alTeyHaTa Mpeka Ha
JKU3HEHOBAKHU 33 HACEIICHUETO JIEKAPCTBEHU IIPOAYKTH.

C npoekTa ce npeagarat MepKu 3a MpeoI0JIsIBaHe Ha CIIy4auTe Ha HEJAOCTUT UJIU JIUIICA HA JIEKapCTBEHU
OPOAYKTH 4Ype3 Mpeuu3upaHe Ha 3agb/DKCHHMSATA Ha BCUYKM YYacTHUIM BBB BEpUrata Ha
JIeKapCTBOCHA0IIBaHETO (THPrOBIM HAa €Ip0 U JIpeOHO C JIEKAPCTBEHHU MPOIYKTH, MpPUTEXKATeIu Ha
paspelieHuss 3a yrnorpeda Ha JIEKAPCTBEHU MPOAYKTH, KAKTO M TPUTEKATETH Ha paspelieHue 3a
napajelieH BHOC) M Ch3[aBaHE Ha JONBJIHUTEIHHU 3aJbJDKEHHS 3a TAX, IPOMEHH B alropuThbma Ha
W3UYUCIIEHNE, 3allo)keH B CrienmanusupaHara €JeKTpOHHA CHCTEMa 3a NPOCIEsIBaHE U aHAIU3 Ha
nekapctBenute nponyktu (CECITIA, Cucremara), MpoOMEHH, CBbP3aHU C O0JIeKYaBaHEe HAa PSKUMHTE 32
cHaO/siBaHe Ha OBJATApCKUS IMa3ap ¢ JIEKAPCTBEHU MPOAYKTH, NpPEAMET Ha MapajeieH BHOC, KaKTO U
MIPOMEHU B CAaHKIIMOHHUTE pa3nope0n Ha 3aKOHa, 3a J1a Ce pealln3upaT 3aJI0KEHUTE LIEIH.




['maBHUAT mpo0iieM ¢ JMIcaTta U HEAOCTUIa Ha Ma3zapa Ha JIEKApCTBEHU NPOAYKTH HE OM MOTBI Jia ce
paspeliM B paMKHTE Ha JEHCTBalIUTE pa3nopeadu B obOjacTra Ha JIEKapCTBEHUTE MPOAYKTH Upe3
OpraHU3aI[MOHHU WIH JPYTU IPOMEHU WK Ype3 BbBEKAAHETO HA HOBU TEXHOJIOTMYHU BH3MOKHOCTH.

B momeHTa B 3aKOHa 3a JIEKapCTBEHUTE MTPOAYKTH B XyMaHHAaTa MEIUIMHA € IIPEIBUJIEH MEXaHU3bM 32
3a0paHa 3a M3HOC HA JIEKAPCTBEHM HPOAYKTH, BKIOYEHM B [lO3UTHBHHUS JI€KAPCTBEH CIMCBK.
W3nbnaurennara areHuus o jekapcrsara (MAJI) anmunuctpupa n noxgbpxka CECIIA, karo B
Cucremara ce nojasa onpezesieH Ha0bop oT MH(OpMAIs OT BCUYKH JIMIA, aHTAKUPAHU B IIpoleca 1o
IIyCKaHe Ha Ia3apa Ha JEKapCTBEHM IPOAYKTU U TIXHOTO JOCTHraHe 1o nauueHture. OT cTpaHa Ha
Ou3Heca ToBa ca ThProBLHY HA €1pO U APEOHO € JIEKAPCTBEHU NMPOLYKTH, IPUTEKATEIH Ha Pa3peLICHUs 3a
yrnoTpeba Ha JIEKapCTBEHU MPOAYKTH, KAaKTO M MPHUTEXKATEIN Ha pa3pelieHue 3a mapaieneH BHoc. OT
ctpana Ha nyonuunus cektop B CECIIA ce cpabpxka nH(popManus, npeaocraBeHa oT HanumonanHata
3apaBHoocuryputenta kaca (H30K) u MunuctepcrBoTo Ha 3apaBeomna3Banero (M3), 3a koyMuecTBara,
KOHMTO Ca IIOCOYEHH 10 OTYETEHU W/WIIM 3aIUIaTeHU JIEKapCTBEHU NPOAYKTH, BKIIOYEHU B I103UTHUBHUS
JIEKapCTBEH CIHMCBHK 3a MPEIXOAHUs €IUH Mecel. Bb3 ocHOBa Ha mpepocTtaBsHaTa WHGOpMAaus Ype3
Cucremara ce U3BBPIIBA aHAJIN3 3a YCTAHOBSIBAHE HA HEJOCTUT Ha JIEKAPCTBEHU IPOAYKTH, BKIIOUYECHHU B
[To3uTHBHUS JEKapCTBEH CHUCHK, Ha TepuTopusta Ha Pemybnmuka bbarapus. To3um HemocTur ce
YCTaHOBSIBA, KOraTO IPU HM3BBPIIBAHE HA aHAIM3a CE YCTaHOBHM, Y€ HAJINYHUTE HA TEPUTOPHUATA HA
PenyOnuka bbarapust koiauuecTBa OT CbOTBETHHS JIEKAPCTBEH MPOAYKT ca MO-MajJKo OoT 65 Ha CTO OT
HE00XO0/IMMHUTE KOJIMYECTBA 3a 33JJ0BOJIIBAHE HA 3/IpaBHUTE NOTPEOHOCTH HA HACEJIEHUETO 3a EPUOJ OT
€IMH Mecel, U34YHUCICHU Bb3 OCHOBA Ha CPEIHOMECEYHOTO MOTPEOJEHHE Ha ChOTBETHUS JIEKAPCTBEH
IPOAYKT 3a NMPEeAXOAHHUTE 6 Mecela, CUATAHO OT JIEHsA Ha W3BbpIIBAaHE Ha aHanu3a. Bb3 ocHOBa Ha
u3BbplIeHus upe3 Cucremara aHaiau3 ce cb3zaBa CHUCHK HA JIEKAPCTBEHUTE NPOAYKTH, BKIIOYEHU B
[To3uTHBHUS JEKapCTBEH CIHCHK, 32 KOUTO € YCTAaHOBEH HEAOCTUI Ha TepuTopusra Ha PemyOnuka
bearapusi, KOWTO ce U3rOTBs, aAKTyaIM3UpPa U MOAABpKA OT M3mbaHuTENHATa areHus 1o JekapcrBara.
CHuchbKbT ce akTyaau3upa eXKeceMUYHO U MPH IPOMsIHA Ha 00CTOSITENCTBAaTa, CBbP3aHU C BHOC W/WIH
M3HOC Ha JIEKapCTBEHU INPOAYKTH, BKIIOYeHHM B [lo3uTuBHUS JieKapcTBEH cHIUCBHK. M3HOCHT Ha
JeKapCTBEeHUTE MPOIYKTH, BKItOUeHU B CHMChbKa, ce 3a0paHsiBa 3a CpoKa, 32 KOMTO ce ChIAbpPKAT B HETO.
I'enepupanusar execenmuyuHo oT CECIIA cnuchk ce ny0nauKyBa Ha MHTEpHET cTpaHuiaTta Ha MMAJI u ce
u3Ipalia no ciayxe0eH IbT 10 AreHuus ,, MUTHUIM® KaTO KOMIIETEHTEH J]a OCBILECTBSIBA KOHTPOJ BEPXY
u3HOCa OT TepuTopusita Ha Penydnuka bearapus opran. [lpensus cneunduunara ypenda B odsactra Ha
JIeKapCTBEHUTE NMPOJYKTHU 3a XyMaHHa ynorpeba, MAJl kaTo KOMIIETEHTEH OpraH IO JieKapcTBara, Ipu
MOMCKBAHE OKa3Ba IIbJIHO M HABPEMEHHO ChIACHCTBUE HAa AreHuMs ,,MUTHULM MPU BCEKHU Cllydall Ha
BBH3HUKHAJIO CbMHEHHE OTHOCHO MU3HOCA HA JIEKAPCTBEHH MPOTYKTH, BKJIIIOUEHH B 3a0paHUTETHHUS CITUCHK.

3a U3BBHPIIBAHETO HA MIPEIICHKA 3a MpoMsiHa B anropuTbMa Ha uzuncienue B CECIIA 0sxa Bb3/10XKeHN 1
ChOTBETHO M3TOTBEHHU U3YUCIICHUS U aHAIM3U OT M3IIbIHUTENHATA areHIUs 110 JIeKapCTBaTa C Pa3IN4yHU
napameTpH 3a 3aJI0’KEH MPOLICHT, pa3JINueH OT HOPMATUBHO YCTaHOBEHUS Ipar ot 65% ot HeoOxoauMuTe
Ha MMAllMEeHTUTE KOJIMYECTBA JIEKaPCTBEHU NPOAYKTH. M3uncnenusTa nokaszaxa, 4e pu rno-rojsiM MponeHT
OT ONpEeJNIENICHUsI B 3aKOHA, C€ TeHEepUpaT CIUCHIU C MOBEYE Ha OpOil JEKApCTBEHH MPOJYKTH, KOUTO
cienBa aa ObaaT 3a0paHeHU 3a M3HOC W 3a KOMTO MMa MojaajaeHu curHanu 3a jgurcu B MAJL u M3.
[Ipennara ce w3uyucieHHWsTa Ja ce U3BBpIIBAT, KaTo ce B3eme mnpensua 100 % ot HeoOxoammuTe
KOJIMUECTBA 3a 33JJ0BOJISIBaHE Ha 3paBHUTE MOTPEOHOCTH HAa HACEJICHHETO 3a MEPHUO OT €IMH Mecell,
BMecTO noceramuute 65 %. Ta3u CTOWHOCT Iie ce M3YHCIIgBAa Bb3 OCHOBAa HA CPEAHOMECEUHOTO
noTpebiieHue Ha ChbOTBETHHS JIEKapCTBEH MPOIYKT 3a MpeaxogHuTe 12 mecena, CUMTaHO OT ACHS Ha
W3BBPIIBAHE HA aHAJIM3a 32 YCTAaHOBSIBAHETO Ha HemocThra. KbM MOMEHTa MEpHOIBT, 3a KOWTO ce
M3UYHUCIISIBA TOBA CPETHOMECEYHO MOTpedieHue € 6 MeceueH.

B MI/IHI/ICTepCTBOTO Ha 3ApaBCOIIa3BaHCTO CHINO MOCThIIBAXa MHOXECTBO CUTHAJIN U »KaJIOM 3a JIMIica B
afTeyHaTa MpCXKa Ha JICKApCTBCHU IIPOAYKTH, HCO6XOIII/IMI/I 3a JICUCHHUMETO Ha COLMAaJIHO3HAYMMH
3a00JIIBaHNS KaTO 111/1a6eTa HaAIrmpuMeEp, KaKTO M JICKApCTBa 3a JICUCHUC Ha 3a00/11BaHKs HA JUXAaTCIIHUTEC
IbTHUIIA ITPU AcHa.

HpeI[BI/II[ H3JI0KEHOTO, BHITPEKU OIMMUCAHUTE 3aKOHOBH MCXaHU3MH, BCC OIIIC Ca HCO6X0}II/IMI/I )IeflCTBI/ISI B
MMOCOKa U3BbPIIBAHC HA 3aKOHOAATCIIHU ITPOMCHHU, C KOUTO Id CC Pa3pCIln U3JIOKCHUAT HpO6HCM.




Ha cnenBamio MacTo ¢bc 3aKOHOMPOEKTA CE OCUTYpsIBA U3ITBIHEHUE Ha MepKu OT [1nana 3a HamassiBaHe
Ha aJMHHHMCTpaTHUBHAaTa TexkecT, npuer ¢ Pemenume Ne 233 na Munucrepckus cpBeT oT 2024 .
[Ipeunsupar ce HAKOU aAMUHUCTPATUBHU PEKUMH, KaTO YaCT OT TAX 3acAraT cly>)keO0HOTO chOupaHe Ha
uH(pOpMaIlKs B pa3IUYHU MIPOU3BOJICTBA MO M3/IaBaHE HA AJMHUHHCTPATUBHU aKTOBE. PeXUMBT, KOHTO
3acdra u3J/laBaHe Ha pa3pelleHue Ha JIeKapy 1 JIeKapy 10 JeHTallHa MEAUIIMHA 33 ChbXpaHEHHE U IPoAakoa
Ha JIEKapCTBEHU IMPOJYKTH, KOraTO B HACEJIIEHOTO MSCTO HsMa pa3KpHUTa alTeKa, ce perjaMeHTHpa Ha
3aKOHOBO HUBO, Thil KATO KbM MOMEHTA ChIIIeCTBYBa euHCTBeHO B Hapen6a Ne 5 o1 2011 1. 32 ycnoBusita
U pejia 3a MojlydyaBaHe Ha pa3pelieHne 3a ChbXpaHeHne U Ipoiax0a Ha JIGKapCTBEHU MPOIYKTHU OT JIKapu
U JIeKapH MO JEeHTajJHa MEAMIIMHA M CHAOASIBAaHETO UM C JIeKapCTBEHU MpoaykTH. I1o To3m HauumH ce
[IOCTUTA CbOTBETCTBUE C Wil. 4, all. 2 OT 3aKOHA 32 OIpPaHUYaBAHE HA aAMUHHCTPATUBHOTO PETYIUpPaHE U
aJIMUHHUCTPATUBHUS KOHTPOJI BbPXY CTOMAHCKATa JEHHOCT.

1.2. Tlo oTHOmeHHWe Ha NPOMSIHATA B 3aKOHAa CBbCJOBHATA OpPraHU3alMs Ha Marucrbp-
(papmanesTure

C mpexoaHu pa3nopeadu Ha 3aKOHOMPOEKTA Ce U3BBPIIBA TPOMSIHA B 3aKOHA 32 ChCIIOBHATA OPraHU3aIHs
Ha MarucTbp-papmaneBTUTe Ype3 U3MEHeHne Ha wi. 28 u wi. 41 ot Hero. Pasnopendure ce oTHacs 110
npaBoMonuaTa Ha KoMucusra 1o eTuka u KayecTBO Ha ChOTBETHA PETHOHATIHA (hapMalleBTUYHA KOJIETHS
II0 CIIa3dBaHE€ Ha HpO(i)CCI/IOHaJIHI/ITe, MOPAJIHO-CTUYHUTE W ACOHTOJIOTUYHUTC HOPMHU, CBBP3aHU C
YIPaXHSIBAHETO HA MPO(ecusTa ,,MarucTbp-papmManenT .

1.1. Kpamxo onuuieme npoﬁ/leMa/npoﬁJle,wume U npuvuHume 3a He2080MO/MAXHOMO 6b3HUKEAHe. 110 6b3MONCHOCI nOCOYeme YUCI08U CMOUHOCTU.

1.2. I[locoueme 6b3M0ACHO N € NPOBIEMBI Od Ce Peuwy 8 PAMKUME HA CbUECMEY8AUOmoO 3aKOHOOAMENCMEO Ype3 NPOMSIHA 8 OP2AHU3AYUSIMA HA paboma
u/unu ype3 8veedcoane Ha HOGU MEXHOIOSUUHU BbIMOICHOCTU (HANPUMED CLEMECTNHU UHCNEKYULU MedICOY HAKOIKO Op2aHa u op.).

1.3. [locoueme 3aujo deticmeawama HOPMAMUGHA PAMKA He NO380ISI6A peuiasane Ha npobiema/npobremume.
1.4. ITocoueme 3a0vadicumennume Oelicmsus, NPOUSMULAUU OM HOPMAMUSHU AKIMOBe OM NO-6UCOKA cmener unu akmoge om npaéomo Ha EC.

1.5. Ilocoueme danu ca u38vbpuieHU NOCIE08AUU OYEHKU HA HOPMAMUBHUS AKM UIU AHATUZU 30 U3NBIHEHUEMO HA NOIUMUKAMA U KAKEU A pe3yimamume m
msx?

2. Hean:
2.1. ITo oTHOLIEHHE HA MPOMEHNTE B 3aKOHA 32 JIEKAPCTBEHUTE NPOJAYKTH B XyMAaHHATA MeIMLIMHA:

Hea 1 ,,O0e3meuaBaHe HAa HYXKAUTe HA OBJrapcKkuTe NALMEHTH C JIEKAPCTBEHH MPOAYKTH,
BK/JIKW4YeHH B Ilo3uTHBHHS JIeKAPCTBEH CHHCBLK, 4Ype3 INpPeodo/siBaHe Ha TAXHATA JIMICA M
HEeJ0CTHr.“

CrliecTBeHa MPOMsIHA, KOSITO Cce Mpeasara aa Obie mpueTa u ¢ KosTo Aa ce ochinectBu Llen 1 e mpomsiHa
B QJIrOpUThbMa HA MU3YHCICHHE HA HEJOCTUI'BT HA JICKAPCTBEHU MPOIYKTH, OTIYCKAHHU MO JIEKAPCKO
npeanucanue, 3a kouto ce nojaasa nHpopmaius B CECITA. 3a u3BbpiiiBaHeTo Ha pelieHKa Ha IPOMSHA
B aniropuThMa Ha n3uncienne B CECITA 6s1xa Bb37105K€HH ¥ ChOTBETHO H3TOTBEHH U3UMCIICHUS U AaHATTU3H
oT V3mbaHUTENHATA areHIIMsI [0 JIEKapcTBaTa ¢ pa3InyHU MapaMeTpH 3a 3aJI05KEeH MPOLIEHT, pa3InieH OT
HOPMAaTUBHO yCTaHOBEHUS mpar oT 65% OT HeoOXOIMMHUTE Ha MAllMEHTUTE KOJMYECTBA JIEKAPCTBEHU
npoayktu. M3uncnenusra nokasaxa, 4e mpu mo-rojisiM MpOIeHT OT OMpe/IeIeHUs B 3aKOHA, C€ TeHepHpaT
CIIUCBIIM C TIOBEUE Ha OpOH JIEKapCTBEHU MPOJIYKTH, KOUTO Clie/Ba JAa ObAaT 3a0paHeHH 3a U3HOC U 3a
KOUTO MMa mojaaenu curHanu 3a nuncu B MAJI u M3. C npeninoxkeHneTo 3a mpoMsiHa B 3aKOHA B Ta3u
YacT ce [IEJU JIa e 00XBaHe MO-TOJIsIM Opoii JIeKapCTBEHH MTPOIYKTH, KOUTO IIe OBhAaT 3a0paHeHH 32 H3HOC
npeBUJ TeXHUS HeqocTur. [1o To3u HauuH 111e ce mogo0pu U rapanTupa obe3neuaBaHeTo Ha HYKIUTE Ha
OBJITAPCKUTE TPAKIAHU J0 KU3HECHOBAKHH 32 HACEIICHUETO JICKAPCTBEHU MPOTYKTH.

[IpenBmwxkaa ce B cnuchka 3a 3abpaHa Ha W3HOCAa Ha JIGKAPCTBEHU MPOAYKTH Ja CE€ BKIIOYBAT U
JIEKapCTBEHUTE MPOIYKTH, 32 KOUTO € MOJaJACHO yBeIOMJIeHHEe 0 Wi. 54, a. 2 (IJIaHupaHO BPEMEHHO
WX TTOCTOSTHHO MPEYCTaHOBSIBAHE Ha MPOJAKOHUTE) U yBeIOMIICHHE 10 Wi. 54, an. 4 (mpeycTaHOBsIBaHE
Ha MPOJXOWTE HA JIGKAPCTBEHHUS TMPOJYKT B pe3yiTaT Ha HEMPEABHIMMHU OOCTOSTENICTBA), KAKTO H
JICKaPCTBEHHUTE MPOJYKTH, BKIIOUYEHU B CIUCHKA 32 CHENU(UYCH HEJJOCTUT, MyOJUKYBaH HAa HHTEPHET




cTpanuuara Ha EBpomnelickara areHuus 1o JiekapcTBaTa, KOUTO ca BKJIIoueHU B [1o3uTHUBHUS JIekapcTBEH
CITUCBK.

Ha cnepBamo MsACTO ce NpeaBHKAA IOCTHTAHETO HAa ITOCOYEHATa LEN Ja C€ pealusupa U upes
npeaoCTaBAHCTO HA BB3MOKHOCT IO M3KIIFOYCHHUC U MO IMPUYIMHU, CBBP3aHU CHC 3alllUTa 3JPpaBCTO Ha
HAaCEJIeHUETO, MMUHUCTBPBT Ha 3/IpaBeOa3BaHETO ChC 3aloBes Ja 3a0paHu M3HOC HA JIEKAPCTBEHU
NPOAYKTH OT Teputopusita Ha PenyOnuka bearapus. [Ipensmkaa ce 3anoBenTa 1a ce U37aBa Bb3 OCHOBA
Ha aHaJIM3 OT MMHHMCTEPCTBOTO HA 3PAaBEOIA3BAHETO, KOMTO J1a IT0Ka3Ba, Y€ HE Ca HAULE JOCTaTbYHO
KOJIMUECTBA JICKAPCTBEHU NPOAYKTH 32 3a10BOJIIBAaHE HAa IOTPEOHOCTUTE HA HACEIEHHUETO.

Heua 2 ,,'TapanTUpaHe Ha JOCTHII HA NALMEHTHUTE 10 JIEKAPCTBEHU MPOAYKTH, Ype3 NpHJjiaraHe Ha
YCKOpeHa Mpoleaypa Mo J0CTABKAa HA JEeKAPCTBEH MPOAYKT OT MmapaJiejieH BHOC NPHU YCTAHOBEH
HEJOCTUI HA NAa3apa HAa KOHKpPeTeH MPOAYKT, KAKTO U NpeJABHKIAHEe HA 00JIeKYeHH PeKUMHU 3a
cHa0asiBaHe HA OBJTrapCKUSA MA3ap ¢ JeKAPCTBEHH NPOAYKTH, IpeIMeT HA NapaJiejieH BHOC.

C mpueMaHeTo Ha NPEUIOKEHMsI 3aKOHOIPOEKT Ta3u LE ILIE CE peaju3upa uype3 NpUIaraHeTo Ha
ChKpaTeHa aJMUHUCTPATUBHA MPOLEAYpa M0 W3/1aBaHe Ha Pa3pelIeHUuEeTo 3a U3BbPIIBAHE HA MapalieieH
BHOC. B MOMeHTa TakaBa mpoleaypa ChIIeCTBYBa caMo B CIIydauTe Ha O0SIBEHO U3BBHPEIHO MOJIOKEHUE
1 00sIBeHa U3BBHPEIHA eNUIeMUYHa 00CTaHOBKA, TOPaIX pa3lpoCTpaHeHHE Ha EMUIEMUYHO 3200 IsBaHE.
B ciyuante Ha yckopeHa mporneaypa, pa3pelenue 3a ynorpeda Ha JeKapCcTBEH MPOAYKT OT MapajiesieH
BHOC, KOMTO € B HEJOCTHUT, Illeé ce u3AaBa B 14-IHEBEH CPOK OT MOCThIIBAaHE Ha HEOOXoAMMaTa
nokymenTtanus B MAJL. Ot riegHa Touka Ha 1I€HOOOpa3yBaHETO Ha TaKbB MPOJAYKT, TO CE€ MPEABUKIA
HarnmonanHusT chBeT MO IIEHU U peuMOypcHpaHe Ha JIEKapCTBEHHUTE MPOJYKTH Jla U3JaBa pelIeHue 3a
YTBBPIKJIaBaHE/PETUCTPUPAHE HA [I€HA HA JICKAPCTBEHH MPOJYKTH, 32 KOUTO € MOJyYeHO pa3perieHue 3a
napa’sesieH BHOC, B CPOK A0 14 qTHH, cYMTaHO OT JAaTara Ha IoJlaBaHe Ha 3asBJIeHHe Mo pena Ha Hapenbara
3a yCJIOBMSITA, IpaBUiIaTa U Peia 3a peryJupaHe U perucTpupaHe Ha IIEHUTE Ha JIEKApCTBEHUTE IPOJYKTH.
C npuemaHeTO Ha pa3nopeaduTe 3a U3JaBaHe Ha pa3pellieHre 3a MapajesieH BHOC Ype3 MpularaneTo Ha
CBhKpaTeHa W OOJIEKYCHH aJMHUHHUCTPATUBHHU TPOLEAYPH 3a JICKAPCTBEHUTE NPOAYKTH, 32 KOHWTO €
YCTaHOBEH HEAOCTHT, Ce LeNU J1a Ob/Jie TapaHTHPaH HAaBPEMEHHUS JOCTHI Ha OBIrapcKuTe rpaskJaHu 10
TE€3U JIEKaPCTBEHU MTPOTYKTH.

Hea 3 ,,Hemonyckane Ha HeperjJaMeHTHPAHU MPAKTHUKH, BOJEIIH 10 HEJOCTHI MM JIMIICA HA
JIeKapCTBeHH NPOAYKTH M NpedoTBpPaTsBaHe HA NMPAKTHKATa 32 OTIYCKaHe HAa JIeKAPCTBEHH
NMPOAYKTH € PeKUM HA OTIIYCKAHE ,,110 JeKAPCKO NMpeanucanue’ 06e3 ja e npeacraBeHa peuenra.*

3a OCBIIIECTBABAHETO Ha Ta3M LIeJI Ha 3aKOHOBO HUBO C€ YpEeXJa OT KOM CYyOEKTH ThPrOBLUTE Ha APEOHO
MoraTt Jia ce cHaOasfBaT C JEKapCTBEHW NPOAYKTH M CHOTBETHO Ha KOM MoraT ja npeaoctassiT. C
pPETTIaMEHTUPAHETO HA ONPEICIICHU 3aJBbJDKEHUS CE LIENIM Ja CE BB3IPENSITCTBA HM3BBPIIBAHETO HA
HEepEerJIaMEeHTUPaHU NMPAKTUKU U JEHCTBUS, BOJEIIM 10 HEJJOCTUT WIIM JIUIICA HA JIEKAPCTBEHU MPOIYKTH.
Ha cnenpamo MscTO KaTo BakHA L€, KOSTO cilefiBa jJa ObAe MOCTHTHATa € IMpeloTBpaTsBaHe Ha
IpaKTHUKaTa 3a OTIYCKaHE Ha JIEKapCTBEHM IMPOJIYKTH C PEXUM Ha OTIyCKaHEe ,[I0 JIEKapCKO
npeanucanue’ 6e3 na e npeacraBeHa perenta. C BbBEKAAHETO Ha 33 IbJKEHUETO CE 1IeNIU NPeKpaTsBaHe
Ha OE3KOHTPOJIHOTO OTIYCKaHE Ha JIEKAPCTBEHU NPOAYKTH C PEKUM Ha OTIyCKaHE ,,[10 JIEKApCKO
npeanucanue’. OT Apyra cTpaHa, BbBEXKJIAHETO Ha Ta3M MsApKa MOJKeE Jla ce pasriiefia U OT JIPYT aclekT, a
MMEHHO HaMallsiBaHE€ Ha IpeKoMepHara ymnorpeba Ha aHTUOMOTHLM, BOJELIO JO pa3BUTHE Ha
AHTUMHUKpPOOHA PE3UCTEHTHOCT, KOETO € ri1o0aneH npolieM, 3acTpaliaBalll 3[paBeTo Ha HACEIEHUETO.

e 4 ,,ITo-rojisiMa Npo3pavyHoOCT M NPOCJIEAAEMOCT HA JOCTABKHUTE HA JIEKAPCTBEHH NPOAYKTH 10
BEPUIaTa HA JIEKAPCTBOCHA0ASIBAHETO C 1eJ1 MPeA0TBPATABAaHEe HA HEJOCTHI.*

qPGS Cb3aBaHCTO HAa KOHKPETHU 3aABJIDKCHUA OT BCHUYKU 3a1BJDKCHU cy6e1<Tn Ja 1moaaBar I/IH(l)OpMaI_[I/ISI
B pCaJIHO BpCME, CC LCJIU IMOCTHUIaHC B II0-TOJiAMa CTCIICH Ha HNPO3PAYHOCT U IPOCICOAIACMOCT Ha
JOCTAaBKUTC Ha JICKAPCTBCHU MPOAYKTHU U TAXHOTO ABHMIKCHHUC 110 BEpUTraTa Ha J'IeKapCTBOCHa6H$IBaHeTO.
ToBa e ome ¢JHa MsdpKa B IMOAKPCIa HAa HAIIPABCHUTC MPCAJIOKCHUA 3a CIIpaBAHC C HECOOCTHUIA HA
JICKAPCTBCHU INPOAYKTH, KaKTO WM MPCANPUCMAHEC HAa HABPECMCHHH )IefICTBPIﬂ C orjea HEAOMMYCKAaHEC Ha
JIMIica Ui HEAOCTHUT 3a 6’BJ'II‘apCKI/ITC ITalMCHTH.




Ypes mpenn3upaHeTo Ha CAaHKLIIMOHHUTE pa3Nopealdu Ha 3aKOHa Ile ¢€ OCBIIECTBU M0-100bp HAA30p Ha
nasapa Ha JeKapcTBeHH mpoaykTH. [Ipemmara ce mpu OChIIECTBSIBAHE Ha KOHTPOJIHHUTE CH (DYHKIIUH
OpPraHMTe, OCBILECTBABAILYU IbPKABHUSA KOHTPOJ BBPXY JIEKAPCTBEHUTE MPOIYKTH, KOTaTO yNpaKHIBAT
CBOMTE IPAaBOMOILMS, Ja MOTaT NP MIpUJIaraHe Ha MPUHYAUTEIHN aIMUHUCTPATUBHU MEPKH J1a ThPCAT
chJieiicTBHE OT opraHuTe Ha MUHHCTEPCTBOTO Ha BTPELIHUTE paboTH. PazmupsaBaT ce Bb3MOKHOCTUTE
Ha KOHTpoiHMAT oprad MAJI 3a nocTbn 10 JOKYMEHTUTE Ha IPOBEPSIBAHUTE JIMIIA, KATO CE BbBEXK/A
BB3MOXKHOCTTA 32 IPOBEPKA HA JOKYMEHTH HE3aBUCHUMO JAJIU T€ Ca Ha XapTUEH HUJIU EJIEKTPOHEH HOCUTEIL,
KakTo W mpaBoTo Ha jgoctenl Ha HWAJI no aBromaruszupaHuTe WHGPOPMAIMOHHM CHCTEMH Ha
nposepsBanuTe auna. [Ipennara ce ga ce npenusupar NpUHYAUTEIHUTE aAMUHUCTPATUBHU MEPKHU IIPU
KOHCTAaTHpaHU HapyuleHus Ha 3akoHa. [Ipm HamaraHe Ha oOIpenencHUd NPUHYAUTECIHU MEpKH,
KOHTPOJIHUTE OpraHu II€ ca ANBXKHU Ja IPEeyCTaHOBAT OOEKTUTE U CBhOPBKEHMSTa, OOEKT Ha
HapyILIEHUATa, KaTo Te I1I€ CE 3a1e4arBaT C [IOCTaBsHE HA TPAWHO 3aKPEIIEHU yIOCTOBEPUTEIIHHA 3HALH, C
KOMTO 1€ ce 3a0paHsBa JOCTBIIBT J10 TAX.

Hexa 5 ,HamansiBane Ha aJMUHUCTPATHBHATA TeKeCT 4pe3 M3NMbJiHeHHe HA Mepku oT Iliana 3a
HaMaJIsiBaHe HA aIMUHUCTPATHBHATA TexKecT, npuer ¢ Pemenune Ne 233 na MuHncTepckusi CbBeT
ot 2024 r.“

Upes npenoxkeHusATa B MPOEKTa ce LeiIM NoJ00psBaHE HA PEryjlaropHaTa IOJMTHKA Ha CTpaHaTa U
o0JieK4aBaHETO Ha a/IMUHUCTPATUBHUTE IPOLEAYPH IIPU YIIPAXKHSIBAHE HA IpaBa U 3aKOHHU UHTEPECH Ha
TPAXKIAHUTE U FOPUIUYECCKUTE JIULIA.

2.2. Tlo oTHOoLIeHMe HA TPOMAHATA B 3aKOHA 3a CHCJIOBHATA OPraHU3alUsi HA MATUCTBP-
dapmanesTuTe:

C mpowmsiHaTa ce menH 3acHJIBaHE Ha KOHTPOJA MO OTHOIIEHHE Ha CIIa3BaHETO Ha MPO(ECHOHATHHTE,
MOpATHO-€TUYHUTE U JCOHTOJOTMYHHUTE HOPMH, CBBP3aHM C YIpa)xKHSIBaHETO Ha mpodecuara Ha
,»,MarucTbp-papmaient*.

Tlocoueme onpedeﬂeHume yenu 3a peuiaeane Ha npodae.ua/npoﬁﬂe,wume, NnO 8b3MOMNCHO Hlll?'KOHerl’n@H U U3Mepum HAa4uH, 6KIIOYUMETHO UHOUKAMUBEH

epaghuk 3a msaxHomo nocmueaue. Llenume e Heo6XOO0UMO Oa ca HACOYEHU KbM peuldeanemo Ha npobiema/npobremume u 0da Cbomseemcmeam Ha
deticmeawume cmpame2udecku OOKYMeHmu.

3. 3auHTepecOBaHW CTPAHM:
3.1. Ilo oTHOLIEHHE HA IPOMEHNTE B 3aKOHA 32 JIEKAPCTBEHUTE NPOAYKTH B XyMAHHATA MeIMLIMHA:
3.1.1. MuHHCTBHPA HA 3/IPaBeONA3BAHETO

MUHHCTBPBT Ha 3paBEONa3BaHETO OCBHIIECTBABA JICKAPCTBEHATA IOJUTHUKA, KaTO 4acT OT Jbp:KaBHATa
3/1paBHa nojauTHka B PenyOnuka boarapus

3.1.2. M3nbaHuTeIHATA areHuus no Jekapersara (MAJI)

[TpoexTsT 3acsra u nedHoctra Ha MAJlI B HSKONKO HampaBieHMs, CBBbpP3aHU C MpeJlaraHus
3aKOHOIIPOEKT:

- KOHTPOJI BBPXY JACHHOCTUTE MO BHBEXKIaHE HA HOBUTE 3a/TJDKCHHS HAa YYACTHUIIUTE BHB BEpHUrara Ha
nekapctBocHabisBaneTo B CECIIA;

- IpoLieAypaTa 0 U3/1aBaHe Ha pa3pelleHNe 3a U3BbPIIBAHE HA [1apajiesIeH BHOC IIPH YCTAHOBEH HEJOCTUT
Ha KOHKPETEH JIEKapCTBEH NMPOJYKT, KaKTO M NpPH OOJIEKYEH PEKUM MO CHaOJsBaHE C JEKapCTBEHU
IPOAYKTH, IPEIMET Ha MapajieieH BHOC;

- pasmiupsABaHC HA Bb3MOXHOCTUTEC 3a KOHTPOJI 110 U3IIBJIHCHUCTO HA 3aKOHA.

3.1.3. [IpurexkaTenuTe 32 pa3pelieHne 3a ynorpeda Ha JeKapcTBeHU NMPOAYKTH — okoJio 240 TIPY,
3aabJKeHH aa noaasat nnpopmanus B CECITA

[IpenBrmxaaTr ce 3aIbJDKEHUS 3a MPUTEKATEIsI HAa Pa3pelIeHHeTo 3a ynoTpeda/yZoCTOBEPEHHETO 3a
perucTpanms Ha JIEKapCTBEH HPOAYKT Jla MpeaocTaBs Ha M3mbaHUTENHAaTa areHIus o JieKapcTBaTa
(MAJI) B peanmno Bpeme upe3 CECIIA unbopmanus 3a J€KapCTBEHUTE MPOAYKTH, OTIYCKAaHU IO
JIEKapCKO MpeIrcaHme, ¢ TOCOYBaHe Ha KOJa Ha MPOJIYKTa 10 CMHUCHJIA Ha Wwi. 4, OykBa 0) MOATOYKH | 1
ii ot lenerupan pernament (EC) 2016/161 3a Bcsika jocTaBeHa OMAKOBKA, YBEJIOMIICHHSTA MO WI. 54, aJl.
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1, 2 u 4, undopmanus 3a KOJIMYECTBATA, TOCOYCHH 10 JIEKAPCTBEHH MPOAYKTH, OTITYCKAHU IO JIEKAPCKO
IpEIIMCaHue, 32 KOUTO € OTKa3aHa JIOCTaBKa, C HOMEp Ha 3asBKaTa, U3MPATEHO OT NPUTEKATeNsd Ha
pa3pelIeHueTo 3a ThProBUs Ha €IpO C JIEKapCTBEHH MPOIYKTH, KaKTO U MHPOpMaIus 3a KOJIM4ecTBaTa
JIEKapCTBEHU MTPOYKTH, OTIIYCKAaHHU IO JIEKAPCKO MPEANNCAHNE, KOUTO € IJIaHUpaj 1a JOCTaBH.

Cbe 3aKOHOIPOEKTA Ce MPEIBIKA CAHKIIMS 32 Te3H JIMIIa, KOraTo He npeaocTaBaT uHdopmanus Ha MAJL
ype3 CECITA 3a BepudukanmoHHUS KOl Ha JICKAPCTBEHUTE MPOIYKTH, pa3pelieHd 3a ymorpeda Ha
TEPUTOPUSITA HA CTpAaHATA, BKIIFOUUTEIHO U MPU MPOMSHA Ha 00CTOSTENICTBATA.

[putexarenuTe Ha paspelleHHs 3a YNOTpeOa/yIoCTOBEpeHHs 3a PErucTpanus CieiBa Ja MOoCOoYBaT
KOHKPETHHUTE HEMPEIBUANMHU OOCTOSATEIICTBA, HA KOUTO C€ ABJDKU MPEYCTaHOBSIBAHE HA MPOJAaXOUTE HA
JICKapCTBEH MPOAYKT, KOTaTO € IMOJAJCHO YyBEJIOMIICHHE OT TE3H JIHMIA 3a IPEYyCTAaHOBSBaHE Ha
NpoIaXOUTE Ha JIGKAPCTBEHUS MPOIYKT B PE3YJITAT HA HEMPEABUIUMHI OOCTOSATEICTBA.

3.1.4. Cy0eKkTH, NOTEeHIHMAJHH HOCHTEJIM HA pa3pelleHne 32 ynorpeda Ha JIeKAPCTBEHH MPOIYKTH
OT mapaJiejieH BHOC - 110 JIAaHHU OT PerHCThPa HA U3aJIeHNTe pa3pellleHus 3a napaJjejieH BHoC 3 ca
JAPYKeCTBATA, KOUTO €a MPHUTEKATEIM HA pa3pelieHne 3a ynorpeda Ha JJeKapcTBeHH MPOIAYKTH OT
napaJeJjieH BHOC

3a Te3u cyOeKTH, 3aKOHOMPOCKTHT MPEIBUKAA JONBIHUTEIHA ChbKpaTeHa IMpolieaypa 3a U3JaBaHe Ha
paspeleHre 3a U3BbPIIBAHE HA MapajieieH BHOC IPU YCTAHOBEH HEJOCTUT HAa KOHKPETEH JIEKapCTBEH
npoAaykt. Te mie uMaT 3aJbKEHUATA, KOUTO ChHIIECTBYBAT KbM MOMEHTa 3a MPUTEKATEIUTE Ha
paspeuieHus 3a ynorpeda/y1ocToOBEpeHHs 3a pETUCTPaIUs Ha JIEKApPCTBEHH MPOIYKTH IO OTHOIIICHHE Ha
YBEJIOMSIBAHETO 32 JICHCTBUTENHO MyCKaHEe Ha Ia3apa Ha JEKapCTBEHUTE MPOIYKTH, YUUTO TUTYIIAPU HA
paspelieHrue ca, KakTo W 3a BPEMEHHOTO M TOCTOSHHOTO NPEYCTAaHOBSBAHE Ha MPOJAXKOUTE Ha
JIEKapCTBEHU MPOJYKTH, HE3aBUCUMO Jalld TOBAa MPEYCTAHOBSIBAHE € MIAHUPAHO WJIN HempeaBuaeHo. Te
chio Taka e npeaoctaBiat Ha MAJI upe3 CECIIA yBenomienusita o wi. 54, an. 1, 2 u an. 4 ot 3JIIIXM
3a JIGKApCTBEHUTE MPOAYKTH, BKIIOUeHU B [103UTHMBHUSA JleKapcTBEH CHUCHK. ToBa ca 3aAbJDKCHUATA,
kouTo ca onucanu B Llen 4 ,,ITo-ronsiMa npo3padyHoCT U NPOCIEASIEMOCT Ha JOCTABKUTE Ha JIEKAPCTBEHU
NPOJYKTHU IO BepHUrara Ha JICKapCTBOCHAOSBAHETO C II€N NMPEJOTBpaTsABaHE Ha HEAOCTUT. 3a Te3u
CyOeKTH ce MPEeIBIKIAT Ce M OOJIEKUYCHH PEXHMHU 32 CHAOsIBaHEe HAa OBJITApCKUS Masap C JEKapCTBEHU
MPOJYKTH, MPEAMET Ha mapajelieH BHOC, KaTo e JaBa Bb3MOXKHOCT Ha MPUTEKATEIUTE HA pa3pelieHus
3a ynorpeba Ha JIEKApCTBEHU HPOAYKTH OT HapajesieH BHOC IPU YCKOpEHa Ipoleaypa Aa MoiaydaT
paspeuieHus. [lo oTHoOIIEHNE HA CPOYHOCTTA HA U3/1aJICHUTE Pa3pEIICHHs ce Tpeasiara ChIUTe Aa CTaHAT
6G3Cp0‘~IHI/I, KaTO B €HO pa3pCHICHUC J1a CC BIIMCBAT BCUYKHU ABPIKABU YJICHKHU, OT KOUTO IIC CC BHACA
CHOTBETHUSAT JIEKAPCTBEH MPOAYKT. ToBa 3HAUMUTENHO Ie 0ONekuyHu, KakTo neiHoctta Ha MAJl u Ha
Haunonanuus cbBET 1O 1IeHU U peuMOypcrUpaHe Ha JIKapCTBEHUTE MPOAYKTH, TaKa ChIIEBPEMEHHO IIIe
HaMaJld aJ]MUHICTpAaTUBHATA TEXKECT 3a OM3Heca.

3.1.5. lIpuTe:xkaTeu HA pa3pellleHUe 32 THProBUsl HA APeOHO C JIEKAPCTBEHH MPOAYKTH — OKOJIO
3200 Op. THProBuHU Ha APEOHO C JIEKAPCTBEHH MPOAYKTH.

Te3n nuna me ObAAT 3aceTHATH OT MPEUIOKEHUS 3aKOHOIPOEKT, ThH KaTO C HEro ce Mpelu3upar
3aIbJDKCHUATA UM, KaTO Ce Ypexk/Ja OT KOM CyOeKTH ThpProBLMTE Ha JIpeOHO Morar Jia ce CHaOAsBar ¢
JIEKAPCTBEHW IPOJYKTM M CBOTBETHO Ha KOM MoraTr Ja npenocrassaT. l[Ipemnara ce H3pU4YHOTO
periiaMeHTHpaHe Ha 3abJDKEHUETO ThPTrOBIMTE Ha IpeOHO C JIEKAPCTBEHU MPOAYKTH Jla ce CHAaOsABaT C
JEKapCTBEHU IPOAYKTH CaMO OT THPrOBUU Ha €1pO, MOIYYHMIM Da3pelleHue/yIoCTOBEPEHNE 3a
perucTpanys 3a ThPrOBHs Ha €IpO C JIEKapCTBEHM Npoayktu mno pexa Ha 3JIIIXM. BwBexna ce
3aJBJDKEHUE Jja CE MPENOCTaBAT JIEKAPCTBEHU IPOAYKTH CaMO Ha HACEJIIEHHETO M TO €IUHCTBEHO IIPU
IIPEACTaBeHa pELENTa, KOraro ce Kacae 10 OTIYCKaHEe Ha JIEKAPCTBEHU IIPOAYKTH II0 JIEKAPCKO
IIpeANCaHue.

3.1.6. IlpuTexaTesnTe HA pa3pelieHue 32 THPrOBHUS HA €PO € JIEKAPCTBEHH NPOAYKTH — 0K0J10 280
Op. THProOBIM HA €IPO C JIeKAPCTBEHU MPOIAYKTH.

3aKOHONPOEKTHT MPEABMKAA JONBIHUTEIHN 3aJbJDKEHUS 3a IPUTEKATEINTE HAa pPa3pelIeHHE 3a
THPTOBHsI HA €O C JIEKAPCTBEHU NPOAYKTH na npenoctaBsd Ha MAJI B peasiHo Bpeme upe3 CECIIA
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uH(popMalus 3a GU3NUECKUTE U IOPUIUIECKUTE JIUIA, OT KOUTO Ca MOJIyUYEHH JIEKapCTBEHUTE MPOAYKTH,
OTIYCKaHU MO JIeKapcko mpenanucanue. [Ipemyara ce mocoyeHHTE CYOCKTH Ja C€ 3aIbJDKaBar Ja
npenocraBiT Ha MAJI B peanHo Bpeme u mHGOpMAIHs 3a KOJIMYECTBATA, MMOCOYEHU MO JICKAPCTBEHH
MPOJIYKTH, OTITYCKAHH MO JIEKAPCKO MPEANUCAHKNE, HA KOUTO € U3BBPILECH U3HOC, Ibp)KaBaTa, B KOATO €
U3BBPIICH U3HOCHT U KOJIa Ha MPOJYKTa M0 CMHCHIA Ha 4. 4, OykBa 0) moarouku i u ii ot [lenerupan
pernament (EC) 2016/161 3a Bcsika n3HeceHa OMaKOBKa.

3.1.7. bbarapckure rpaxiaHu

[le ce momoOpu M mie ce rapaHTHpa AOCThIIA Ha OBJTapCKUTE TPAXKAAHU IO HEOOXOAUMHUTE UM
JIEKapCTBEHU MTPOIYKTH.

3.2. Tlo oTHOoLIeHHe HA MpoMsHATAa B 3aKoHa 3a CHCJIOBHATA OPraHU3alUsi HA MATrUCTBP-
dpapmaneBTuTe:

3.2.1. Maructbp-papmaneBty, wieHyBany B beiarapckus papmaneBTHUEH ChIO3.

Tocoueme 6cuuku nOMEHYUAIHYU 3AUHMEPECOBAHU CINPAHU/2PYNU 3AUHMEPECO8ANY CMPANY (8 PAMKUME HA NPOYeca No U3GbpUIeane Ha YacmuiHama
npeosapumenta Yacmuita OYeHKa Ha 6b30€lCmeuemo u/unu npu oouecmeeHume KOHCyImayuu no yi. 26 om 3aKona 3a HOpMamueHume axkmoge), 6bpxy
KOUMO NPeOdiodCeHUsIMa e OKadicam npsKo uil KOC8eHo gb3deticmaue (OusHec 6 dadeHa 001acm/6CUyKY npeonpuemayil, HenpagumeiCmeeHu
opeanusayuu, epaicOanu/mexti nPeocmagument, ObpPIUCAGHU OPeaHU/0OWUH U Op.).

4. Bapnantu Ha JeiicTBHe. AHAJIM3 HA Bb3/1€eiiCTBUATA:

ITo oTHOIIEHHE HA IIPOMECHUTE B 3akona 3a JICKAPCTBCHUTE NNPOAYKTHU B XyMaHHaTa ME¢IMIUHA:

4.1. ITo mpob.Jiem ,,Y cbBbPLICHCTBAHE HA HOPMATHBHATA ypeada upe3 npeanpueMaHe HA MEPKH 3a
MPeoJoJsiBaHe HA HEJOCTHIA HA JIEKAPCTBEHH MPOXYKTH .

Bapmuanr 1 ,,be3 neiicrBue®:
Onucanue:

Upes 3ana3zBaHe Ha cera JIelcTBallaTa 3aKOHOBa ype10a, pUCKbT OT Bb3HUKBAHE HAa HEJAOCTHUT WM JIUIICH
Ha JKU3HEHOBAXHH JIeKapCTBeHU NpoAykTu, BkItodeHu B I1JIC me ce 3ama3u, KoeTo OW OrpaHUYHIIO
JIOCThIIA HA OBJIrapCKUTE IPAXKAaHU 10 TE€3M HNPOAYKTU U ILE Ch3JaJe JOIBIHUTEIHU 3aTPYAHECHUS B
TAXHOTO JieueHue. ChINo Taka HAMA Jia ce MOJ00pU MPOCIEIIeMOCTTa Ha JOCTABKUTE Ha JIEKapCTBEHU
IPOAYKTH T10 BEpHUraTa Ha JIEKApCTBOCHAOASIBAHETO C 1€ MPEAOTBPATIBAHE HAa TEXHUS HEJOCTHUT, Oe3
BBBEXK/IaHE Ha 3abJKCHUSITA 3a MO/IaBaHe Ha MHQOpMAIUS B PEATHO BPeMe OT BCUUKU CyOeKTH. AKO
HACTOALIUAT 3aKOHONPOEKT HE ce MpUEeMe HsIMa Jla MMa BB3MOXKHOCT 3a IpWJIaraHe Ha YCKOpEHa
Mpolie1ypa Mo JOCTaBKa Ha JIEKAPCTBEH MPOAYKT OT MapajesieH BHOC PU YCTAHOBEH HEJJOCTUT Ha Ma3apa
Ha KOHKPETEH MPOJYKT, KAKTO U Ha 00JIeKYeHa Mpolie/lypa Mo U3aBaHe Ha pa3pelleHue 3a ynotpeda Ha
JIEKAPCTBEH MPOAYKT OT MapalieJieH BHOC, C OrJIeJ Ha KOETO JOCThIIAa JI0 JIEKApCTBEHU NPOIYKTH,
OTIIYCKaHU IO JIEKapCKO MpeaNucaHue e ce OrpaHuyM, Korato Te ca B Hepoctur. llle mpoxbmkaTt u
HEpErJiaMEHTUPAHUTE MPAKTUKH 10 OTIYCKaHE Ha JIEKAPCTBEHH MPOAYKTH C PEXHUM Ha OTITYCKaHE ,,I10
JIeKapcKo MpeanucaHue’ 0e3 Ja e MnpeacTaBeHa pelenTa, BCiIeICTBUE Ha HEMPAaBUIHOTO MpUiIaraHe Ha
3aKkoHa. ToBa € olle eaHa OT MPEANOCTABKUTE 3a HEIOCTUI Ha JICKapCTBEHU MPOAYKTH Ha Masapa.
KonTponnure QpyHKIHMN HAa OpraHUTE HA IbPYKABHUS 3/IpaBEH KOHTPOJI BbPXY JIEKAPCTBEHUTE NMPOITYKTH
1€ 3ama3siT CBOETO JIEUCTBUE U HAMA Ja UMAT Bb3MOXHOCT 3a MO-Pa3lIMPEHO OCHIIECTBSIBAHE HA TO3HU
KOHTPOJI 3a ClIa3BaHe pa3nopeOouTe Ha 3aKOHa.

IonoxuTeTHNn (MKOHOMUYECKH/COLMATHI/€KOJOTHYHI) Bb3AeiiCcTBUA:

Karo msuto mpu HempreMaHe Ha 3aKOHONPOEKTAa 3a JbpKaBara B JIMIETO Ha MHHHCTEPCTBOTO Ha
31paBeona3BaHeTo U M3mbJIHUTENHAaTa areHuys I10 JIEKapcTBaTa HE CE€ OYaKBa J1a MMa IOJIOKUTEIIHO
Bb3JeHicTBUE. 3a NAlMEHTUTE 3ala3BaHETO Ha HACTOSIIOTO 3aKOHOBO IIOJOXKEHHE He OM MMallo
NO3UTUBHO BB3aeHcTBUE. [IpuTexarenure Ha pa3pelieHue 3a ynorpeoa, mpuTexaTreanTe Ha pa3perieHue
3a apaJieJIeH BHOC, IPUTEKATEIINTE Ha ThPTOBHSI HA €1p0 M IPUTEXKATEIINTE HAa Pa3pelIeHUE 3a ThPTOBHS
Ha JIpeOHO C JIEKapCTBEHU MPOJAYKTH HAMA Ja MMaT aHTa)XMMEHT Jia MPEeIoCTaBAT MHPOpMaLusaTa B
CECIIA, kaTo 9acT OT IpeAI0KEHUATA IO HACTOSAIIUS 3aKOHOIIPOEKT.

(8vpxy 6CAKA 3aUHmMeEpPecOsana CMpana/epyna 3aunmepecosany Cmpanu)




OTpunareHu (MKOHOMHYECKH/COIUATHN/€KOJOTHYHM) Bb31eCTBUSA:

3ama3zBaHeTO Ha HOPMaTUBHATA ypeada B CeramiHus i Bua OM MMajo OTPUIATETIHO Bb3JICHCTBHE BBPXY
MuHHCTEPCTBOTO HA 31paBeolna3BaHeTo, M3MbIHUTENIHATAa areHUus MO JIEKapCTBaTa M IALUCHTHTE.
Jlunicata Ha JONBIHUTEIHU MEPKHM, KOUTO C€ Ipe/ularaT CbC 3aKOHONPOEKTa MOXKE Ja Cb3Iale
IIPEIIIOCTaBKYU 32 Bb3HMKBAHE HA HOBU CUTYyallMy, KOMTO Jja JOBEAT A0 HEAOCTUT WU JIMIICH HAa BaKHU
3a HACEJICHMETO JIEKAPCTBEHU NPOAYKTU. IlocienHoTo mie ce oTpasd HEraTUBHO BBPXY 31PaBETO Ha
NAUEHTUTE, ThH KaTO TEXHWUTE TEPAlleBTUYHM HYKIM MOXE J1a OCTaHaT HeNocpelmHaTh. Bbpxy
IpUTEXKaTeINTe Ha paspelIcHHuEe 3a ynorpeda, NMPUTEKATEIUTE HA pas3pelleHue 3a HapalielieH BHOC,
NPUTEKATEIINTE HA ThPrOBUS HA €ApO U IPUTEKATEIUTE HA pa3pelleHue 3a ThProBHs Ha APEOHO ¢
JIEKapCTBEHU NPOAYKTU HENPUEMAHETO HA HAIpPAaBEHUTE IpeuiokeHus 3a npomsiHa B 3JIIIXM Hsama na
MMa HeraTuBeH e(eKT.

(6vpxy 6csika 3aunmepecosana cmpana/zpyna 3auHmMepeco8aHu CMpaHu)
CneunpuyHu Bb31eHCTBUSA:
Bn3aeiicTBusI BbPXY MAJIKUTE U CPEHUTE NPEANPUSITHS:

3a MalnKuTe U CPEJHU MPEANPHUATUS MO CMHUCHIA Ha 3aKOHA 3a MAJKUTE U CPEAHUTE MPEANPHUSITHS
3ara3BaHeTo Ha JeiicTBamara ypeada Hsima 1a uMa eeKT.

AIIMI/IHI/ICTpaTI/IBHa TeKeCcT: 3a BCHYKH 3aUHTCPCCOBAHU CTpPAaHH 3alla3BAHCTO Ha JeucTBalara
HOpMaTHUBHA paMKa HsiAMa Ja OKaXC aIMUHHUCTPATHBHA TCKECT.

1.1. Onuweme kawecmeeHo (NPu 6b3IMONCHOCH — U KOIUYECMBEHO) BCUUKU 3HAYUMETHU NOMEHYUATHU UKOHOMUYECKU, COYUATHU U eKOIOSUYHU
8b30elicmsuUs, BKIIOYUMETHO 8bDXY 8CAKA 3AUHMEPECcO8ana cmpana/zpyna saunmepecosanu cmparnu. Ilosacneme kou 8vb3delicmsus ce oyakéa 0a 6v0am
SHAYUMENHU U KOU GMOPOCENeHHU.

1.2. Onuweme cneyughuunume 6v30eticmausi ¢ AKYeHm bpXy MAIKUMe u CpeoHume npeonpusimust U AOMUHUCPAMUBHAMA MedHCeC (3a0bINCEHUs 3
uHpopmupane, makcu, pe2ylamopHu pexcumu, AOMUHUCIPAMUGHY YCLY2U U Op.)

Bapuanr 2: JleiictBue ,JIpnemane Ha npeajioxkeHus1 NPOEKT*
Onucanue:

C npueMaHe Ha 3aKOHOIIPOEKTA 1€ CE€ BbBEIAT MEPKH 3a IPEOOISIBAHE CIIy4auTe HAa HEJOCTUT UIIH JIUIICA
Ha JICKapCTBEHH MTPOAYKTH Upe3 NMpelu3upaHe Ha 3ab/DKCHHUTa HA BCHYKU YYaCTHHUIIM BbB Bepurara Ha
JekapcTBOocHa0sBaHeTo. [IpuemManeTo Ha MpoeKTa e JOBeJE 10 yChbBBPUICHCTBAHE Ha JelcTBalara
HOpMaTHBHA ypenda, C KOEeTO 1Ie ce rapaHTHpa CUT'YpHOCTTA B Ipoleca Mo JieKapcTBocHabasaBaHeTo. C
HEro 1Ile ce IOCTUTHE MOBEeYe MPO3PAYHOCT M MPOCIEAMMOCT B IPOLECUTE IO JOCTaBKaTa Ha
JIEKapCTBEHUTE IMPOAYKTH MEXKAY DPA3IMYHUTE YYaCTHHLM M KATO OYaKBaH KpaeH pe3ynarar e ce
3aJI0BOJIAT MOTPEOHOCTUTE Ha OBJIrapcKUTE Ipa)kJIaHU OT JIEKapCTBEHHW NpoAykTu. KaTo rapanuuu 3a
IIOCTUTAaHETO HA MOCOYEHUTE PE3YJTATH Ca BbBEACHHM U CHOTBETHHUTE CAaHKIMU IIPH HApYIIABAHETO Ha
3aKOHa.

CriecTBeHaTa MpoMsiHa, KOSTO ce Ipeasiara fa Obje npueTa € NpoMsHa B allrOpUTbMa Ha U3UHUCIICHUE
Ha HEJIOCTUT'BT Ha JICKAPCTBEHH MPOAYKTH, OTIYCKAaHU IO JIEKAPCKO MPEANUCaHNe, 3a KOUTO ce MoJaBa
undopmanus B CECIIA. [Ipeasuxkaa ce B cichbka 3a 3a0paHa Ha H3HOCA Ha JICKAPCTBEHU MPOAYKTH Ja
ce BKJIIOYBAT M JICKAPCTBEHUTE MPOAYKTH, 3a KOUTO € MOJA/JEeHO yBeJOMJIeHHe mo ui. 54, am. 2
(MIaHUPaHO BPEMEHHO WX TIOCTOSIHHO MPEyCTaHOBSIBaHE HA IPOAAKOUTE) M yBETOMIIEHHE 110 Uil 54, ail.
4 (mpeycTaHOBsIBAaHE Ha MNPOAAXOWUTE Ha JIEKApCTBEHHs MPOAYKT B pe3yiaTaT Ha HENpeaBUIUMHU
0OCTOSITENICTBA), KAKTO W JICKAPCTBEHHUTE MPOJYKTH, BKIIOYCHH B CIHCHKA 3a CIEMU(PUIEH HEIOCTHUT,
nyOJIMKyBaH Ha MHTEPHET CTpaHHIaTa Ha EBporieiickara areHIys no JiekapcrBaTta, KOMTO Ca BKIIOUEHH B
[To3uTHBHUS JIEKAPCTBEH CIUCHK.

[Mpensmxna ce CECIIA ocBeH ceramnaTta nHpopManus, KOsITO € IpeBUIeHa B 3aKOHA Jla ChAbpXKa U
uH(poOpMallisg 3a PETUCTPUPAHUTE 3asBKM KbM IpUTEXKATeUTE Ha paspelleHue 3a yrnorpeda u
IIPUTEKATENINTE Ha pa3pellieHHe 3a THPrOBHs HA €pO C JIEKAPCTBEHU IPOILYKT, CHOTBETHO JI0
IPUTEKATEIINTE HA pa3pellieHHe 3a yrnorpeda Ha JIEKapCTBEHU MPOLYKTHU OT MapaiesieH BHOC. ChIllo Taka
ce mpeajara jJa ChAbpKa M HMH(OpManus 3a PEerucTpUpaHd OTKa3W 3a JIOCTaBKa Ha JIEKAPCTBEHU
MPOAYKTH, OTITYCKaHU 110 JIEKapCKO MpeINucaHue 10 HalpaBeH! 3asBKH.




IIpensnara ce BpBEKJaHE HA ChKpPAaTEHA aJIMUHUACTPATUBHA MTPOLIEAYPA 110 U3/1aBaHE HA PA3PELICHUETO 3a
U3BBPIIBAHE HA MapajelieH BHOC. B cimyyante Ha ycKOpeHa Ipoleaypa, pa3pelieHue 3a ynorpeda Ha
JIEKapCTBEH MPOAYKT OT MapajesieH BHOC, KOWUTO € B HEJOCTHT, Ie C€ u37aBa B 14-IHEBEH CPOK OT
NoCThIIBaHE Ha HeoOXoauMmaTta gokymenramus B MAJL

Jpyra BakHa NMpOMsiHA, KOSTO CE Tpeiara ¢ HACTOSIIUS 3aKOHONPOEKT € CBhp3aHa C peXHUMa IO
U3/1aBaHe Ha pa3pelleHue 3a yIoTpeda Ha JIeKapCTBEH IPOYKT OT MapajesicH BHoc. JlaBa ce Bb3MOKHOCT
B €JIHO pa3pellieHHe Ja Ce BIMCBAT BCHYKU JAbP)KABU WICHKH, OT KOUTO IIE€ C€ BHACS ChOTBETHHST
JekapcTBeH nponykr. [Ipemnara ce paspemeHneTo 3a ynorpeda Ha JISKapCTBEH MPOAYKT OT MapajelicH
BHOC J1a € 0€3CPOYHO.

Cr1iecTBeHa IPOMSHA, KOATO C€ Mpejsara ¢ IpoeKTa € IPEI0CTaBIHE Ha Bb3MOKHOCT 110 U3KJIIOUEHHUE U
[0 TIPUYMHU, CBBP3aHU ChC 3alUTA 3PaBETO HA HACEJICHUETO, MUHUCTBPBT Ha 3[PaBEONa3BaHETO ChC
3amoBen Aa 3a0paHd HM3HOC HA JICKApCTBEHHM MPOAYKTH OT Tepuropusita Ha PemyOnmuka bwiarapus.
[Tpensmxaa ce 3amoBeATa Ja ce MU3/1aBa Bb3 OCHOBA HA aHAJIU3 OT MMHUCTEPCTBOTO Ha 3/IpaBeOa3BaHETo,
KOITO J1a OKa3Ba, Y€ HE Ca HAIUIIE JOCTAThUYHO KOJINYECTBA JEKApPCTBEHHU IPOAYKTH 32 3a10BOJISIBAHE HA
HOTPeOHOCTUTE Ha HACEIIEHUETO.

Ha cnenpamo wmscto ce mpemiarar NpOMEHH, CBBP3aHU C HEIONYCKAaHETO Ha HEperjaMeHTHUpaHU
MPaKTUKH, BOJCIIM 0 HEJOCTUT WJIM JIMIICA HA JIEKAPCTBEHHM NPOAYKTH M TPEIOTBpATsIBaHE Ha
MpakTUKaTa 3a OTIYCKaHE Ha JICKapCTBEHU MPOAYKTH C PEKUM Ha OTIyCKaHe ,,10 JIEKapCKO
npeanucanue’’ 6e3 aa e mpeacTaBeHa perernTa.

[Ipenyara ce M3pUYHOTO PETNIAMEHTHPAHE Ha 33JBJDKEHHETO THPrOBLUTE Ha APEOHO C JEKapCTBEHU
OPOAYKTH Ja ce CcHabagBaT C JICKapCTBEHM NPOAYKTH CaMO OT THProOBIM Ha €Ipo, MOIYYHIU
pa3penieHne/y10CTOBEpEHHE 3a PETUCTPAIIHS 32 THPTOBUS Ha €ApO C JIEKAPCTBEHU MPOAYKTH I10 pesia Ha
3JIIIXM. [Ipyroto M3pHUYHO 3aIbJDKEHHE, KOETO Ile C€ BbBEAE € Te Ja MPEJOCTaBAT JIEKApCTBEHU
IPOJAYKTH CaMO Ha HAaCEJIEHMETO U TO €IMHCTBEHO IpHU IpPEACTaBeHa pelenTta (Koraro ce OTIycKaT
JIEKapCTBEHH MPOIYKTH C PEKUM Ha OTITYCKaHE ,,I10 JIEKapCKO MpeanucaHue’).

[IpeaBuxaa ce mogaBaHeTo HAa MH(OPMAIIKS OT BCUUKH 3aIbJDKEHH CYOEKTH J1a Ce CIIyYBa B PEATHO BPEME
C IeN Mo-100pa MPOCIEeIMMOCT Ha JBUKEHHETO HA BCEKU €UH JIGKAPCTBEH MPOAYKT, OTIIYCKaH IO
JIEKApCKO MpEeANUcaHue U MperpueMane Ha HaBpEMEHHHU JIEHCTBUSI C OTJIe ] HEJOMYCKaHe Ha JIUTICa WU
HEJOCTHT 3a OBJITAPCKUTE MAI[UEHTH.

Jpyra mspka, kosTo ce npesuiara € B Criuchka Ha JIEKAPCTBEHUTE MPOAYKTH, BKIOUeHU B [lo3uTuBHUS
JIeKapCTBEH CIIUCHK, 3a KOUTO € YCTAaHOBEH HEJOCTUI Ha TepuTopusara Ha PemyOnuka bvarapus na ce
BKJIIOYBAT U JIEKAPCTBEHU IIPOAYKTH, 32 KOUTO € [10J1aJICHO YBEIOMJICHHE 3a BPEMEHHO IIPEYCTAHOBSIBAHE,
KaKTO M TaKMBa JIEKApPCTBEHHM INMPOAYKTU MPU KOUTO ca MPEyCTAaHOBEHU MpOJaXOuTe B pe3yiaTaT Ha
HENpEeIBUIUMHI 00CTOSATENICTBA.

W3pudHO ce pernaMeHTHpa 33AbDKCHHE 32 IPUTEKATENNUTE Ha pa3pelieHne 3a ynorpeda, yaoCcToBepeHue
3a PETUCTpAIlUs M PUTEKATEIN Ha pa3pelieHne 3a ynorpeda Ha JICKapCTBEHU MPOJYKTH OT MapalieiicH
BHOC J1a TOCOYBAT KOHKPETHUTE HEMPEIBUIUMHU OOCTOSTENICTBA, HA KOUTO CE€ ABIIKH MPEYCTAHOBSBAHE
Ha MpOoNaxOWTe Ha JICKApCTBEH NPOAYKT, KOraTo € IIOAaJICHO YBEJIOMJICHHE OT Te3W JIMIa 3a
MpPEYCTaHOBSBaHE Ha TMPOJaXOWTEe Ha JIEKApCTBEHUS TMPOAYKT B pe3yiATaT Ha HEMpeIBUIUMU
00CTOSITENICTBA.

[IpenBukaa ce 3aIbJKEHUE 3a MPUTEXKATEN] HA Pa3pelIeHUETO 3a ThPrOBHs Ha €ApO C JIEKAPCTBEHU
npoayktu na npenoctassi Ha MAJL B peanHo Bpeme upe3 CECIIA undopmanus 3a ¢uznyueckute u
IOPUAMYECKUTE JINLA, OT KOUTO Ca MOJIy4YEHH JIEKAPCTBEHUTE POAYKTH JOCTABEHU OT TSAX HAa ThPrOBLIUTE
Ha JpeOHO C JekapcTBeHH npoaykTu. Ilpemiara ce mocodeHuTe CyOeKTH Ja ce 3aabKaBaT Ja
npenoctaBiaT Ha MAJl B peanHo Bpeme W MH(pOpMAIMs 32 KOJIMYECTBAaTa, MOCOYCHU IO JICKAPCTBEHH
MPOJYKTH, OTIYCKaHH IO JIEKapCKO MpenicaHie, Ha KOUTO € U3BbPIIEH U3HOC, IbPKaBara, B KOSATO €
U3BBPIICH U3HOCHT U KOJIa Ha MPOJYKTa 10 CMHCHJIA Ha wi. 4, OykBa 0) moarouku i u ii ot [lenerupan
pernament (EC) 2016/161 3a Bcsika u3HeceHa OMakoBKa.

C mpeuu3upaHeTo Ha CAaHKIIMOHHUTE pa3nopefdy Ha 3aKOHA IIe Ce OCHIIECTBU MO-I00Bp HAA30p Ha
masapa Ha JeKapcTBeHHM npoayktu. [Ipemmara ce mpu ochliecTBIBaHE Ha KOHTPOJHUTE CU (YHKIIMH
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OpraHuTE, OCBIIECTBABAILN IbPKABHUS KOHTPOJ BbpPXY JIEKAPCTBEHUTE NPOIAYKTH, KOraTO yIpa)KHsABAT
CBOUTE MPAaBOMOIIIMS, J]a MOTaT MPH MpUIaraHe Ha MPUHYAUTEITHN aIMUHUCTPATUBHU MEPKU J1a ThPCAT
ChJIEUCTBUE OT OpraHuTe Ha MUHUCTEPCTBOTO HA BHTPEIIHUTE paboTu. PasmupsBaT ce Bb3MOKHOCTUTE
Ha KOHTpoiHMAT oprad MAJI 3a nocTpn 10 JOKYMEHTUTE Ha IIPOBEPSIBAHUTE JIMIIA, KATO CE€ BBBEXKIA
BB3MOKHOCTTA 3a IPOBEPKA HA IOKYMEHTH HE3aBUCHUMO JIaJIi T€ Ca Ha XapTUEH WJIN €JIEKTPOHEH HOCUTEN,
KakTo W mpaBoTo Ha jgoctenl Ha HWAJI n0 aBToMartu3upaHuTe WHPOPMALMOHHM CHCTEMH Ha
MIPOBEPSIBAHUTE JIUIIA.

C mpemsioxKeHUTE B Jpyra 4acT OT 3aKOHOIPOEKTAa MPOMEHH C€ OCUTYpsIBa M3MBJIHEHHE HA MEPKH OT
[Inana 3a HamansiBaHE Ha AAMUHUCTpaTUBHATA TexkecT, npueT ¢ Pemenue Ne 233 Ha MUHHCTEPCKHS ChBET
ot 2024 r. [IpennoxeHusiTa 3a HaMaJIsIBaHE HA aJIMHHACTPATHBHATA TEKECT IIIE TIOBEAAT J0 o100psiBaHe
Ha peryjiaTopHara IMOJIMTHKA Ha CTpaHaTa M OOJieKYaBaHE Ha aJMHUHUCTPATHBHUTE TPOLEIYyPH TPH
yOpaKHSIBAaHE HAa TpaBa M 3aKOHHM WHTEPECH HA TpaXJaHUTE U opuadueckute juima. [lnansr e
MIPOIBDKCHUE Ha YCHIMATA 32 IIpeMaxBaHe WM oOJieKuaBaHEe Ha aIMHUHHUCTPATUBHUTE MPOM3BOCTBA,
KOUTO OBJITapcKaTa aJIMUHHUCTPAIIHS [T0JIara mpe3 MOCISAHUTE TOTUHH.

ITono:KuTETHH (I/IKOHOMI/I‘{eCKI/I/COIIHaJIHH/eKOJIOFH‘lHH) Bb3eiicTBHA:

3a MI/IHI/ICT"bpa Ha 3IpaBCOIIa3BAHCTO ITPUCMAHCTO Ha HACTOANIHA 3aKOHOIIPOCKT IIC OKAKC ITO3UTUBHO
B"I>3[[€I\/JICTBI/IG, TBH KaTo e MOXKE J1a OCBUICCTBABA pallMOHATIHA JICKAPCTBCHA IMOJIMTHUKA B KAYECCTBOTO MY
Ha KOMIICTCHTCH OPraH B Ta3H obnacr.

3a M3nbiHuTENHATA areHIust 10 JeKapcTBaTa MPOEKTHT ChHIIO 1€ OKAKE MO3UTUBHO BB3JEHCTBUE, Thil
KaTo I11€ MOKE J1a OCHIIECTBSABA MO-J00BP HEMOCPEACTBEH KOHTPOJ BbPXY JIEKAPCTBEHUTE MPOAYKTH.

OTHOCHO BB3/CHCTBUETO BBPXY MPUTESKATEIUTE Ha pa3penieHue 3a yrnorpeda, MpUTeKaTeauTe Ha
paszpeleHue 3a ynorpeda Ha JIeKapCTBEH MPOJAYKT OT MapayeiieH BHOC, MPUTEKATEIUTE Ha ThPrOBUsS Ha
eApOo W TPUTESKATCITUTS HA pa3pelieHHue 3a THPrOBUSA Ha APEOHO C JICKAPCTBEHH MPOIYKTH, TO
MIPEIOKEHUATA 3a TTpeAocTaBsHe Ha nonbiHuTeHa nHpopManusa B CECITA Hsama na okakat mo3UTHBHO
BB3JICHCTBHE.

EnuHcTBEHO 3a MpUTEXaTeNUTe Ha pa3pelieHne 3a ynoTpeda Ha JIeKapCTBEHU MPOAYKTH OT MapaiesieH
BHOC 3aKOHOITPOEKTHT OM MOBIHSUI TIO3UTUBHO, THH KaTO C HETO C€ Ch3JlaBa OOJEKYEHa MpoLeaypa Mo
MycKaHe Ha ma3apa Ha JIeKapCTBEH MPOIYKT OT MapalielieH BHOC, BKIIOYUTEIHO U YCKOPEHa MpoLeaypa B
ClIy4ail Ha yCTaHOBEH HEJJOCTUT Ha OBJITApCKUsI Ma3ap Ha ChIIUS JIEKAPCTBEH MPOIYKT.

(6wpxy 6csika saunmepecosana cmpana/zpyna 3aunmepeco8any CmpaHu)
OTpI/IHaTeJ'IHPI (l/lKOHOM]/I‘IeCKI/I/COHHaJIHI/[/eKO.]'IOFI/l‘-IHl/l) BL3HeﬁCTBHﬂ:

3a MI/IHI/ICT’Lpa Ha 3JpaBCOIIa3BaHCTO, HN3nbaHuTenHara arcHuus 10 JICKapCTBaTa U GLHrapCKI/ITe
MNAaUuCHTHU IMMPUCMAHETO HAa HACTOAIINA 3aKOHOITPOCKT HE C€ O4YaKBa Ja AOBCAC 1O HCraTUBHO BJIMAHUC.

3a mpuTexareiauTe Ha paspelleHue 3a ynorpe0a, NpUTEXKaTeNUTe Ha paspellieHue 3a ynorpebda Ha
JIEKapCTBEHU MPOJIYKTH OT MapaliejieH BHOC, IPUTEXKATEIUTEe Ha ThPrOBUS Ha AP0 U MPUTEKATEIUTE HA
paspelieHue 3a ThProBUs Ha JIpeOHO 1€ MMa HEeraTMBHO BB3JCHCTBHE, MOpaau IMpesiokKeHusATa 3a
npenocrasiHe Ha jgonbiaHuTenHa uHpopMmanus B CECIIA. ToBa HeratuBHO BB3ZEHCTBHE € OT
a/IMUHUCTPATUBEH XapaKTep U HAMa Jja Hapylld OOMKHOBEHAaTa JIEHHOCT, M3BbPIIBAaHA OT TE3U JIMIA.

Cneuuguynu Bb3AeHCTBUSA:
Bb3aeiicTBUS BbPXY MAJIKUTE M CPeIHUTE NMPeANpPUsITHS:
He ce ouyakBa BB3ZIEHCTBUE.

A/IMUHHCTPATHBHA TexecT: BbpXy 3aMHTepecOoBaHUTE CTpaHU lIe BB3HUKHE aIMHUHHUCTPATUBHA
TEXKECT, CBbpP3aHAa C NPEJIOKEHUTE B TPOEKTAa 3aAb/DKEHHS 3a pa3IMYHUTE CYOeKTH Ha
JIeKapCTBOCHAOIIBAaHETO (PUTEXKATENIN HA pa3pelieHne 3a yrnoTpeda, MpUTekaTean Ha pa3pelieHue 3a
THProBUSl Ha €IpO C JIEKAPCTBEHHM MPOAYKTH, NPUTEXKATEIUTE Ha pa3pelieHHe 3a H3BbpIIBAaHE Ha
napaJieJieH BHOC, IPUTEXKATEINTE Ha pa3pelIeHue 3a ThproBus Ha ApeOHO C JIEKapCTBEHH MPOAYKTH.), HO
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Ta3W TEKECT HAMA Ja € 3HauuTenHa. 3a M3mbiaHuTenHaTa areHuus MO JieKapcTBaTa ChIIO HIe MMa
W3BECTHO YBEJIMYaBaHE HA aJMUHUCTPATHBHATA TEXKECT, MOpaadl paslIupsiBaHE Ha KOHTPOIHUTE
MIPABOMOIIMS HA TO3M OPraH.

B ciyuante Ha ycTaHOBEH HEJOCTUT HAa KOHKPETEH JICKAPCTBEH MPOAYKT, MPEAIOKCHUSIT 3aKOHOIPOCKT
ch3laBa OOJIEKYCHA aJMMHUCTPATUBHA IPOLEAypa MO U3BBPIIBAHE Ha MapasielieH BHOC Ha JIEKApPCTBEH
IPOAYKT, MOPaJH KOETO HPHUTEKATENIUTe Ha pa3pelleHHe 3a ynoTpeba Ha JICKApCTBEH IPOAYKT OT
napasesieH BHOC Iie ObJaT 00JIEKYEeHH 110 TO3W HAYHH.

(8v30eiicmauama 6bpxy MaaKume u cpeOHume nPeonpusmus; AOMUHUCIMpamueHa meicecm,)

1.1. Onuweme kauecmeeno (npu B8B3IMOIHCHOC — U KO/ZM'—I@Cm@eHO) BCUYKU 3HAYUMETHU NOMEeHYUATHU UKOHOMUYeCKU, COYUANIHU U eKOJIocUYHU
61)306126‘”1614}1, BKIIOYUMENHO 6bPXY 6CAKA 3aunmepecosana cmpaHa/zpyna 3auHmepecosar CmpaHu. Tosicneme kou 8wb30eticmeust ce ouaxkea oa ovoam
SHa4YumesnHu u Kou 6mopocmeneHHu.

1.2. Onuweme cheyuguunume 8b30eticmeus ¢ aKyeHm 6bpXy MaaKume u cpeonume nPeonpusmus u AOMUHUCMPAMusHama mesicecm (3a0baoiceHus 3a
uHpopmupane, maxcu, pezyiamopHu pexcumu, AOMUHUCIPAMUEHY YCIY2U U Op.)

IIo oTHOIIEHMEe HA MPOMSIHATA B 3aKOHA 32 CHCJIOBHATA OPraHU3AIUA HA MATUCThP-GapManeBTUTe

4.1. 1o npob.iem ,,HenrblIeH H300p OT BB3MOXKHOCTH 3a ce3upane Ha KoMucusita mo eTuka u Ka4ecTBo Ha
pervoHayiHaTta (hapmarieBTH4HA KOJIETHsl Ja Pa3riek/ia OCBEH MOAaIeHH kKalulu, HO ChILO U CUTHAIIU 32
Cra3BaHe Ha MPO(EeCHOHATHUTE, MOPATHO-CTHYHUTE U JACOHTOJOTUYHHTE HOPMH, CBBP3aHU C
yIpaxHsIBaHETO Ha MpodecusiTa‘.

Bapmuanr 1 ,,be3 neiicrBue*:

Onucanue: HiIMa ITBJICH I/I360p OT BB3MOJXHOCTH 3a CE3HUPAHEC, ITOpaJIU KOCTO € ChbIICCTBYBA XUIIOTE34,
IIpHU KOATO Ja HC 6’52[6 CC3UpaHa Komucusara mo eTuka ¥ KauecTBO Ha peruoHajiHara (I)apMaLIeBTI/I‘{Ha
KOJICTUA, TIPEABU/I JIMIICATa HA Bb3MOKHOCT 3a CE3UPAHC YPE3 IOJaBAHC HA CUTHAJI.

MonoxureHn (MKOHOMHMYECKH/COUMAIHHA/EKOJOTHYHU) Bb3aeiicTBus: Hsama mnonoxuTeaHu
BB3CUCTBHA.

(8bPXY 6CAKA 3aUHMEPECOBANA CIPAHA/ZPYNA 3AUHMEPECO8AHU CINPAHL)

Otpuuarenn (MKOHOMHYECKHN/COLMAHI/€KOJOTUYHH) Bb3eiicTBus: Hsima Bb3aeiicTBUA.

(6vpxy 6csika 3aunmepecosana cmpana/zpyna 3auHmMepeco8anHu CMpaHu)
Cnenuduynu Bb31elCTBUS:
Bb3aeiicTBUA BBPXY MAJIKHUTE M CPeIHUTE NPeANpPUATHS:

AI[MI/IHI/ICTpaTI/[BHa TexecT: Hama JOMBJIHUTCIIHA AAMUHUCTPATUBHA TCIKECT.

1.1. Onuweme kavecmeeno (npu 6b3MONCHOCI — U KOIUHECMBEHO) GCUUKU SHAUUMENHU NOMEHYUANHU UKOHOMUYECKU, COYUATHU U CKONOSUHU
6b30€liCMBUsL, KTIIOUUMENHO BbPXY 6CSKA 3auHmepecosana cmpana/epyna 3aunmepecoganu cmpanu. Iloscneme kou 8v30elicmsus ce o4akea oa 6voam
SHAUUMENHU U KOU 8MOPOCIENEHHU.

1.2. Onuweme cneyugpuunume 8b30eticmeus ¢ akyeHm 6bpxy MAaIKume u cpeonHume npeonpusimust U AOMUHUCIPAMUGHANA MENCECT (3A0bINHCEHUS. 3d
ungopmupane, maxcu, pecyiamophu PexcuMu, AOMUHUCMPAMUSHU YCIYeU U Op.)

Bapuanr 2: JleiictBue , JIpnemane Ha npeaJioxkeHus1 NPOeKT

Omnucanme: Ille ce cb3maze HOpMaTUBHA BB3MOXKHOCT 3a U300p npH ce3upane Ha Komwucusara mo
€THKa U Ka4eCcTBO Ha perMoHaiHaTa (hapMalleBTHUHA KOJIETHS J1a pasriiexk/ia OCBEH MO ICHH KallOou, HO
CBIIO0 U CUTHAJM 32 CIa3BaHe Ha NMPO(ECHOHATHUTE, MOPATHO-CTUYHHUTE U JICOHTOJIOIMYHUTE HOPMH,
CBBP3aHU C YIPaKHABAHETO HA podecusara‘.

HonoxkuteHn (MKOHOMHYECKH/COIMATHN/€KOJOTHYHN) Bb3aeicTBus: Ille Obae BB3MOKHO
OCBHINECTBSIBAHETO HA KOHTPOJ 3a CHa3BaHe Ha MNPOPECHOHAIHUTE, MOPAITHO-CTUYHUTE |
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JICOHTOJIOTUYHUTE HOPMH, CBBP3aHU C YIPAKHSABAHETO Ha MpodecusTa MpH ce3upaHe ¢ MOJAaBaHETO Ha
CUTHAJN

(8vpxy 6CAKA 3aUNMEPECOBANA CHIPAHA/ZPYNA 3AUHMEPECOBAHI CIPAHLL)

OTpunareHu (MKOHOMHYECKH/COIUATHI/€KOJIOTUYHH) Bb3AeicTBUsA: Hsima Bb31eiicTBUS.

Cneuuduunu Bb3aeiicTBusi: EQEKTHBEH U 3acCHIIeH KOHTPOJI BBPXY Clla3BaHe Ha MPO(eCHOHATHUTE,
MOPATHO-CTHYHUTE U ICOHTOJIOTHYHUTE HOPMHU, CBbP3aHU C YIIPAKHSIBAHETO HA Mpodecusta ,,MarucThbp-
dbapmarneBT®.

Bb3aeiicTBUS BbPXY MAJIKUTE M CPpeHUTE npeanpusitusa: Hsma Bb3neicTBus.

A)IMI/IHI/ICTpaTI/IBHa TexkecT: Hama AOM'BJIHUTCIIHA aAMHUHUCTPATUBHA TCIKECT.
(8b30eticmsuama 6bpxy Maikume u CpeoHume npeonpusmus; aOMUHUCMPAMUeHa mexcec)

1.1. Onuweme kauecmeeno (npu 6b3MOICHOCH — U KOIULECTBEHO) BCUYKU 3HAYUMETHI NOMEHYUATHU UKOHOMUYECKY, COYUATIHU U eKONO2UYHU
6b30€liCMBUsl, GKIIOUUMENHO BbPXY 6CKA 3auHmepecosana cmpana/epyna saunmepecosanu cmpanu. Ioacueme kou 6v30elicmaus ce ovaxkea 0a 6voam
3HAYUMENHY U KOU 6MOPOCeneHHU.

1.2. Onuweme cneyuguynume 6b30eticmeusi ¢ aKyeHm 8bpxy MAaKume u cpeoHume npeonpusmus u AOMUHUCIMPAMUSHAMA melcecm (3A0bIHCEHUs 3d
uH(opMUpare, MaKcuy, pecyramopHu PedcuUMit, AOMUHUCPATNUGHU YCyeu U Op.)

5. CpaBHsiBaHe HA BADMAHTHUTE:
CreneHu Ha U3IbJIHEHNeE N0 KPUTepUM: 1) BUCOKa; 2) cpenHa; 3) HUCKA.
ITo oTHOIICHNE HA TPOMEHHTE B 3aKOHA 32 JIEKAPCTBEHUTE NPOAYKTH B XyMAHHATA MEAULIMHA:

5.1. ITo nmpoGJiem 1: ,,YcbBbplIeHCTBAHE HA HOPMATUBHATA ypea0a ype3 npeanpueMaHe Ha MepKH
3a MPeoJ0JisiIBaHe HA HEJJOCTUIA HA JIEKAPCTBEHH MPOAYKTH .

Bapuant Bapuanr 2 ,,Ilpuemane Ha
— ,,be3 neicrue* NpeaJ10KeHUsI TPOeKT*
s
Q
S
=
N
; Ien 1: 3 1
£
53]
s
Q
S
Y
s Hen 1: 3 1
S
=
53]
s
Q
S
=
g
g. Len 1: 3 1
3
O
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5.2. Tlo npodaem 2: ,Ilo oTHOmIEeHHe HA MPOMAHATA B 3aKOHA ChCJOBHATA OPraHW3alus Ha
Marucrop-papmaneBTure®

Bapuant Bapuanr 2 ,,Ilpuemane Ha
. ,,be3 neiicrpue* NpeIJI0KEeHUsT MPOEKT*
s
Q
S
3
; en 1 3 1
g
<5}
s
)
S
3
$ Ien 1 3 1
3
=
53]
s
1)
S
=
S
& | Henl 3 1
S
3
QO

1.1. Cpaeneme eapuanmume 4pe3 CpasHsia8aAHe HA KII0YosUme UM NOJI0HCUMENTHU U OmpuyamenHu 8b30€UCmBUSL.
1.2. Ilocoueme cmenenma, 6 Kosimo seapuanmume wje UsNviHAm onpedeﬂe/—mme yeau, Cb2laCHO OCHOBHUmMe Kpumepuu 3a CpasHAaeane Ha eapuanmume.
ed)elcmusnocm, upes KoAmo ce usmepea cmenenma, 00 KOSIMO sapuanmume nocmuzcam yeaume Ha npedﬂoa/cenuemo;

eqhukacHocm, KOsIMo ompasAéa cmeneHmd, 00 KOSImo yeaume moz2am 0a 60am nOCMUSHAMU NPU ONPeOesieHO HUBO HA peCypcume il npu Hatl-MAaiko
pasxoou;

Cv2lacyeanocm, Kosmo nokaszea cmenenma, 00 KosMo eapuanmume Ceomeemcmeam Ha ()edcmsazqume cmpamecudecKu ()OK_)/,MEHmu.

6. 300p Ha npenopbYNTE/ICH BAPHAHT:

Ilo oTHoOlIeHHMe HA HeOOXOAMMOCTTAa OT NMPOMeHH B 3aKOHA 3a JIeKAPCTBEHHTE NMPOAYKTH B
xymanHaTta meauuuna: [lpo6aem 1: Y cpBbpiiieHcTBaHE HA HOpMaTUBHATA ypea0a upes3 mpearnprueMaHe
Ha MEpKH 3a MPEOI0IsIBaHE HA HEJIOCTUTA HA JIEKAPCTBEHH MPOJTYKTH .

IIpenBua M3/105K€eHOTO, MOKe Aa ce HANMPaBH HM3BOA 3a W300p HA BapHMaHT NpHeMaHe Ha
NpeIJI0:KeHUsl MPOEKT.

I1o oTHOMIEHHE HA HEOOXOAMMOCTTA OT MPOMEHH B 3AKOHA ChCJIOBHATA OPraHU3aLMs HA MATUCThP-
dpapmaueBture: [Ipodaem 1: ,Ilo oTHOmEHNEe HA MpoMsHATA B 3aKOHA CHCIIOBHATA OpPraHMU3aIvs Ha
MarucTbp-apmaneBTute

Hpezmn)] H3JI0K€HO0TO, MOKE Ja C¢€ HallpaBu H3BOA 3a I/I360p HAa BapHaHT IIpUeMaHE Ha
NMPEAJ0KCHUS MPOCKT.

Ilocoueme npenopviumennume eapuanmu 3a pewasane Ha nocmaeeHusl npo6ﬂmt/npo6ﬂe¢m¢.

6.1. IIpomsina B aIMUHUCTPATHBHATA TEKECT 32 (PU3MYECKHUTE U IOPUANYECCKHUTE JIMIA OT
NPUJIAraHeTo Ha NPeNnoPbLUYMTEJTHUSI BAPHAHT (BKJIIOYMTEIHO [0 OT/IeJIHUTE P00JIeMHu):

@ Ille ce yBemuumn

" I1le ce Hamanu
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" Hama edexr

3a mpuTexarenuTe 3a pa3pelieHue 3a yrnorpeda Ha JIeKapCTBEHH MPOAYKTH 33bJDKeHH J1a noxasar nudopmanus 8 CECIIA.
[IpenBmxnar ce 3alb/DKEHHS 3a NPUTEXKATENsl Ha Pa3pelICHHETO 3a YNoTpeda/ylOCTOBEPEHHETO 3a pEerucTpanust Ha
JIEKapCTBEH MPOJYKT JAa Hpenocrasst Ha M3nbiHuTenHata arennus no jekapcrBara (MAJI) B peanno Bpeme upe3 CECITA
nH(opManus 3a JEKapCTBEHUTE MPOAYKTH, OTIYCKaHH IO JIEKAPCKO MPEINHCaHue, ¢ MOCOYBaHE HA KOJa Ha MPOAYKTA MO
cMuchia Ha wi. 4, Gyksa 6) moxroukd i u ii or Jenerupan perimament (EC) 2016/161 3a Bcsika qocTaBeHa OIMAKOBKa,
yBEJOMIICHHSATA 110 WiI. 54, an. 1, 2 u 4, nHpopMaIys 3a KOJIMIECTBATa, IOCOYCHH 10 JICKAPCTBEHH IIPOLYKTH, OTITyCKAaHH IO
JIEKapcKo MPETNCaHue, 32 KOUTO € OTKa3aHa JOCTaBKa, C HOMEp Ha 3asBKaTa, M3IPATEeHO OT MPUTEKATENs Ha Pa3pelIeHUETO
3a THPTOBHS Ha €[PO C JICKAPCTBEHH NMPOAYKTH, KAaKTO U HHPOPMAIMS 32 KOJIMUECTBATA JIEKAPCTBEHHU MIPOLYKTH, OTITyCKaHU
TIO JIEKAPCKO TPEINHICaHNE, KOUTO € IUIAHUPAI Ja JOCTaBH.

3aKOHONPOEKTHT IPEABHKIA NONBIHUTCIHN 3aIb/DKCHHUA 3a NPHUTSKATEIWTE Ha paspelicHHE 3a THProBHS HA €IpO C
JIEKapCTBEHU NPOIYKTH j1a npenocrasst HAa MAJI B peanHo Bpeme upe3 CECIIA napopmanus 3a puznueckure 1 FOpHITIECKHUTE
JMIa, OT KOUTO ca MOJY4EHHU JIEKapCTBEHUTE MPOAYKTH, OTIyCKaHU MO Jekapcko mpenamucanue. IIpeqnara ce mocoueHure
cyOeKkTH na ce 3aibipKaBar jaa npenoctaBit Ha MAJI B peanHo Bpeme M mHQoOpManus 3a KOJUYECTBATa, MOCOYEHH IO
JIEKapCTBEHU NMPOJYKTH, OTIIyCKaHU IO JIEKapCKO MpeANrcaHNe, Ha KOUTO € U3BBPIIEH U3HOC, IbPAKABATa, B KOSTO € U3BBPIICH
M3HOCHT U KOJa Ha IPOAYKTA M0 CMUCHIIA Ha 4il. 4, OykBa 0) moatouky i u ii ot Jenerupan permament (EC) 2016/161 3a Besika
U3HECEeHa ONIaKOBKa.

ITo oTHOmIEHWE Ha MPUTEXATEIH HA pa3pelleHHue 3a THPTOBUSA Ha OPeOHO ¢ JICKApCTBEHHW IPOTYKTH - CHITUTE e OBIaT
3aCErHaTH OT IPEIOKEHUS 3aKOHOIPOEKT, Thii KaTO C HETO CE MPEIHM3UpaT 3aAbDKCHHATA UM, KaTO Ce ypekaa OT KOH
CyOCeKTH THPTOBIMTE HA IPeOHO MOTAaT JIa ce CHAOIIBAT C JICKAPCTBCHH MPOIYKTH M CHOTBETHO Ha KOM MOTAT Ja MPEIOCTABSAT.
Pernamentupa ce 1 3a1bDKEHIETO THPTOBIUTE HA JPEOHO C JIGKapCTBEHHU IPOTYKTH J]a Ce CHAOIABAT C JIEKAPCTBEHU IIPOTyKTH
caMo OT THPTOBIH Ha €pO, IMOJYYWINA pa3pelIeHHe/yI0CTOBEPEHNE 38 PETUCTPANNS 32 THPrOBUSA Ha €Ipo C JIEKAPCTBEHU
npoaykTH 1o pena Ha 3JIIIXM. BeBexa ce 3aabKEHUE J1a Ce TPEJOCTaBAT JICKApCTBEHU MPOAYKTU CaMO Ha HACEJIEHUETO U
TO €IMHCTBEHO MpH IpeJICTaBeHa pelelnTa, KOraro ce kacae A0 OTIyCKaHE Ha JIEKApCTBEHH MPOIYKTH IO JEKapCKO
MpeanvcaHue.

ITo oTHOMIEHHE HA cy6eKTnTe, NOTEHIHAJHU HOCHUTEIN HA paspeuicHue 3a yerpeﬁa Ha JIEKApCTBEHU NMPOAYKTH OT
mapaJieJicH BHOC C€ NpeaABUKIA 00J1eKYeHH nmpoueaypu mno usiaBaHe Ha pa3peliecHUuE, KAKTO M AO0INbJHUTETHA
CbKpaTeéHa npoueaypa 3a u3iaBaHe Ha paspelicHue 3a U3BbPIIBAHE Ha MapajeJieH BHOC IIPU YCTAHOBEH HEAOCTUI HA
KOHKPETEH JICKAPCTBEH MPOAYKT.

1.1. H360pwm credsa 0a e cCbOmHOCUM ¢ ROCOYeHUume CneyuuiHu 6b30eliCmaUs Ha NPenoPLYUMETHUA BAPUAHN 3d PeUlasane Ha 8CeKu NPodIeM.

1.2. Axo ce npedsudicoa 8vgedicoanemo na maxca, npeocmaseme oopazyeanemo Ha Helinus pasmep cveracrho Memodukama no ui. 7a om 3axona 3a
ocpanuyasane Ha AOMUHUCPAMUSHOMO Pe2yIupane U A0OMUHUCIPAMUGHUSL KOHMPOTL 6bPXY CHIONAHCKAMA 0eUHOCHI.

6.2. Cb31aBaT JIM ce HOBHM/3ACATAT JIM €€ ChIIECTBYBAIIM PEryJIATOPHU PEKUMHU U YCIYTH OT
NPHUJIAraHeTO HA NPeNnopPbYMTEJIHUS BAPHAHT (BKJIIOYHUTEIHO N0 OTAeJHUTe npodjaemu)?

(s I[a

" He

BobBeskaa ce chbKpaTeHa aIMAHHCTPATHBHA MPONEAYpPa 110 H3JaBaHe HA pa3pellleHHeTo 32 yIoTpeda Ha JeKapcTBeHH
MPOAYKTH OT nMapaJjejieH BHOC, 32 KOUTO € YCTAHOBEH HEAOCTHUT .

1.1. H360pvm crnedsa 0a e CbOMHOCUM € NOCOUEHUMEe CREYUDUUHU 8B30EUCMEUs HA U3OPAHUS 6APUANTL.

1.2. B cryuail ue ce npedsusicoa cv30agane Hog pe2yiamopeH Pelcum, nocoveme He208ust 6U0 (3a CIMONAHCKA OCUHOCH. TUYECHIUOHEH, PeUCMPAYUOHeH, 3d
omoenna cmenka unu Oelicmeue: paspeuwiumenet, ygedomumeneH; yOoCmosepumenet u no Kakbe HA4uH moea Cbomeencmed ¢ NOCMu2anemo Ha yeaume).

1.3. Momusupaiime cv30asanemo na HOBUA Pe2yIAMOPeEH PeXCUM Cb2NACHO USUCKBAHUAMA Ha Yil. 3, an. 4 om 3akoHa 3a ospanuvasae Ha
AOMUNHUCIPAMUSHOMO peyIupane i AOMUHUCPATUGHIUS KOHMPOTL 8bDXY CONANCKAMA OeUHOCHI.

1.4. Ilocoueme npednoxcenume HOBU Pe2yIamMOPHU PeXCUMU OMe08apsam u Ha usuckeanusma xHa 4i. 10 — 12 om 3akowna 3a oetinocmume no npedocmagsne
Ha ycuyeu.

1.5. Ilocoueme usnvanero au e usuckéanemo Ha § 2 om JJonvanumennume pasnopeobu Ha 3axkona 3a detiHocmume no NPedOCMassiHe Ha YCy2u.

1.6. B cnyuaii ue ce usmenam pe2yiamopHu pexcumu Ui AOMUHUCMPAMUSHIL YCIyel, nocoyeme nPOMAHAMA.

6.3. Cb31aBaT JIM ce HOBHM PerucTPH OT NPHJIATAHETO HA NMPENOPBYNTEIHUSI BADHAHT
(BKJIIOUMTEJIHO MO OTAeJHUTE podJaemu)?

f_’ Ja
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i* He

Kozeamo omeosopvm e ,,/la ", nocoueme pecucmpume, koumo ce cb30asam u no KaKse HauuH me we 6voam unmezpupanu 6 0owama pecucmposa
ungpacmpyxmypa.

6.4. I1o kaKkbB HAYUH NPENOPHYUTETHUAT BAPUAHT Bb3/1€HCTBA BbPXY MUKPO-, MAJIKUTE H
cpeanute npeanpuaTusa (MCII) (BKJIIOYMTEIHO 110 OTACTHHUTE NPodaemMu)?

* AxkrbT 3acsara npsko MCII

" AkThT He 3acsta MCII

3a mpuTexaTenuTe 3a pazpelieHue 3a yrnorpeda Ha JIeKapCTBEHH MPOIYKTH 3a/bJbKeHH Ja rnojasat nHpopmarust B CECITA.
[MpenBwknar ce 3aab/DKEHUS] 3a TPHUTEXATeNs Ha pa3pelIeHHETO 3a YNOoTpeOa/yJOCTOBEPEHHETO 3a pEerHCTpalus Ha
JIEKapCTBEH MPOJYKT Aa mpenocTtasst Ha M3mbiHuTenHata arennus mo jekapcrBara (MAJI) B peanno Bpeme upe3 CECIIA
nH(opManus 3a JEKapCTBEHUTE MPOAYKTH, OTITYCKaHH I10 JIEKAPCKO TpeIIHCaHne, ¢ MOCOYBaHEe HA KOJa Ha MPOAYKTA MO
cMuchia Ha wi. 4, GykBa 6) moxroukd i u ii or Jenerupan perimament (EC) 2016/161 3a Bcsika qocTaBeHa OIMAKOBKa,
YBEAOMIICHHATA 110 WI. 54, an. 1, 2 u 4, uapopManus 3a KOIUYECTBATA, IOCOYCHH 10 JICKAPCTBEHH IPOLYKTH, OTITyCKaHH I10
JIeKapCKO MpEeAIICaHne, 32 KOUTO € OTKa3aHa JOCTaBKa, C HOMep Ha 3asBKaTa, M3IPATeHO OT MPUTEKATells Ha Pa3pellieHueTo
3a TBPrOBHS Ha €APO C JIEKapCTBEHH MPOIYKTH, KaKTO U MHGOPMaNKs 3a KOJMYSCTBATa JIEKAPCTBCHU IPOAYKTH, OTILYyCKaHH
IO JIEKAPCKO MpEAIICaHNe, KOUTO € INIaHUPaj Aa JOCTABH.

Ilo oTHOmIEHNE Ha CyOEKTHTE, MOTEHINAIHE HOCUTENHN Ha Pa3pelIeHNe 3a yIoTpeda Ha JIEKapCTBEHH MPOIYKTH OT MapajeicH
BHOC C€ IIPEBIKAAT O0JICKYCHH MIPOLEypH 110 U3aBaHe Ha pa3pelleHue, KaKTo U JOMbIHUTEIHA ChbKpaTeHa Iporeaypa 3a
M3/IaBaHe Ha pas3pelleHue 3a U3BBPIIBAHE Ha MapajiesieH BHOC IIPHU yCTAaHOBEH HEJJOCTUT Ha KOHKPETEeH JIeKapCTBEH MPOIYKT.

[To oTHOLIEHWE Ha MPUTEKATENW Ha Pa3pelIeHHe 3a THPrOBUsl Ha JIPEOHO C JISKApCTBEHH NPOAYKTH - CHIIMTE Lie ObaaT
3aCE€rHaTH OT MPEIOKEHUs 3aKOHOIPOEKT, Thi KaTO ¢ HETO ce Mpenu3upaT 3aAbDKEHHATAa UM, KaTo ce ypekaa OT KOU
CyOeKTH THProBLUTE HA JpeOHO MOTAT J1a ce CHaOAsBaT C JIEKapCTBEHH MIPOIYKTH U CHOTBETHO Ha KOM MOTAT Ja IPEJOCTaBsT.
PernameHTHpa ce u 3aIbJDKEHUETO ThPTOBIUTE Ha APEOHO C JIEKapCTBEHH NPOAYKTH Jia ce CHAabIBaT ¢ JISKapCTBEHH NPOTYKTU
caMo OT THPTOBIHM Ha €APO, HONYUIIH pa3pellcHne/yA0CTOBEPEHHE 32 PETHCTpanyus 3a ThPTOBHUS Ha €IpO C JIEKAPCTBEHH
npoaykTH o pena Ha 3JIIIXM. BeBexna ce 3aqbkeHNe Aa e MPENOCTaBAT I€KaPCTBEHHU IPOAYKTH CaMO Ha HACENIEHHETO U
TO €IUHCTBEHO MpH MpPEICTaBEHa pPELENTa, KOraro ce Kacae A0 OTIYCKaHe Ha JIEKapCTBEHU MPOLYKTH IO JIEKapCKO
HNpeAnucaHue.

3aKOHONPOCKTHT IMPEABWKIA NONBIHUTEIHN 3aJb/DKEHHUSA 3a NPHUTSKATEINTE Ha pa3pelieHHue 3a THProBUS HA €IpO C
JICKApCTBCHHM MPOYKTH Aa npenoctass Ha MAJI B peanmHo Bpeme upe3 CECITA undopmarius 3a GU3NUSCKUTE U FOPUIUICCKUTE
JIMIA, OT KOUTO ca MOJY4eHHU JIEKapCTBEHUTE MPOAYKTH, OTIyCKaHU IO Jekapcko mpenmucanue. [Ipeqnara ce mocoueHure
cyOeKkTH na ce 3aJbbKaBar jaa npenocraBiaT Ha MAJl B peanHo Bpeme M MH(pOpMaius 3a KOJMYECTBaTa, MOCOYEHH IO
JIEKapCTBEHM NMPOIYKTH, OTIIyCKaHH IO JIEKapCKO MpeANrcaHNe, Ha KOUTO € U3BBPIIEH U3HOC, IbPKABATa, B KOSTO € H3BBPIICH
W3HOCHT U KOJIa HA IPOJYKTA [0 CMUCHIIA Ha 4. 4, OykBa 0) moarouky i u ii ot Jenerupan permament (EC) 2016/161 3a Besika
M3HECEeHa ONIaKOBKa.

H360p'bm cneosa 0a e CbOMHOCUM C ROCOYeHume cneuu(ﬁuqrm 8b30€elicmeust Ha npenopvdumennus eapuanm.

6.5. IToTeHUMAJTHM PUCKOBE OT MPUJATAHETO HA NMPENOPBYMTETHHA BAPUAHT (BKJIIOYHUTEIHO 1O
OT/eJTHUTE NPOOJIeMHu):
He ce oyakBa Bb3HMKBaHE Ha MOTEHLMAIIHU PUCKOBE OT IPUEMaHE Ha NMPENOPbUUTEIHNS BapUaAHT.

Tocoueme 8b3MOdCHUME PUCKOBE OM NPUNASAHENO HA NPENOPLUUMENHUS BAPUAHM, PASIUYHY OM OMPUYAMETHUME Gb30liCMEUs], HAND. Gb3HUKEAHEe HA
cv0ebHu cnopose u op.

7. Koncynaranuu:

" TIpoBe/IeHN ca KOHCYJITALII

% TIpeacTosaT OOMIEeCTBEH KOHCYATALMN 110 9. 26 OT 3aKOHA 332 HOPMATHBHUIE aKTOBE

[TpoexTsT Ha Pemenne Ha MuHuUCTEpCKHs ChBET 3a 0J100psiBaHE Ha MPOEKT HAa 3aKOH 3a U3MEHEHHE U
JIOIIbJIHEHHE Ha 3aKoHa 3a JIGKAPCTBEHUTE MPOJIYKTH B XyMaHHAaTa MEIHUIMHA NPEACTOM Ja Obie
myOnuKyBaH 3a OOIIECTBEHO OOCHKJIaHE HAa WHTEPHET CTpaHWIaTa Ha MUHHCTEPCTBOTO Ha
31paBeona3BaHeTo W Ha [loprana 3a oOmiectBeHH KoHcynTanuu. Ha ocHoBanme wi. 26 ot 3akoHa 3a
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HOPMAaTHUBHUTE aKTOBE 3aKOHOYCTAaHOBEHUAT CPOK 3a MPOBEXJaHE Ha oOuiecTBeHH KOoHcynrauuu e 30
TTHU.

0Obobweme naii-6asxcnume 6bnpocu 3a obujecmeenu koucynmayuu. Ilocoueme unouxamugen epaghux 3a MAXHOMO NPosencoane u sudoseme
KOHCYIMAYUOHHU NPOYEOYPU.

8. HpHeMaHeTO Ha HOpMATUBHHSA aKT NNPOU3THUYA JIX OT IIPABOTO HA EBpOlIeifICKI/Iﬂ c’]:lO3?
T_' Ha

i* He

1.1. Ilocoueme usuckeanuama na npasomo na Eeponeiickus cvio3, exnouumento ungopmayuama no m. 6.2 u 6.3, oanu e uzgvbpuieHa oyenka Ha
8v30elicmeuemo Ha Hueo Eeponeticku cvio3, u A npunodceme (unu nocodeme 6pb3Ka KoM USMOUHUK).

1.2. H360pvm mps6ea da cvomeememea Ha ROCo4eHomo 6 pasoen 1, cvenacno necogama m. 1.5.

9. M3uckBa Jid ce U3BBPIIBAHE HA USJIOCTHA NMPeIBAPUTEHA OLIEHKA HA Bb3/eiiCTBHETO MOpaau
OYAKBAHM 3HAYNTEJHH MOcaeaunu?

. I[a
* He

(npeyenka cvenacto un. 20, an. 3, m. 2 om 3akona 3a HopmamusHume akmose)

10. IIpuiaoxkenus:

Tpunooiceme neobxooumama OONbIHUMENHA UHDOPMAYUS U OOKYMEHNU.

11. UndopManoHHU U3TOYHULIN:

3aKoH 3a JleKapcTBeHUTEe NPOAYKTH B XyMaHHATa MeULMHA
https://lex.ba/laws/ldoc/2135549536

Perucrbp Ha M31ajeHUTe pa3pelieHUs 3a NapaJjiejeH BHOC
https://bda.ba/ba/

Tlocoueme uzuepnamenen cnucvbk Ha UHGOPMAYUOHHUME USMOUHUYU, KOUNO CA NOCLYHCUIL 34 OYEHKA HA 6b30eliCMBUAMA Ha OMOCIHUME 6aPUAHMU U NPU
usbopa Ha eapuanm 3a oelucmesue: pecucmpu, 6a3u OAHHU, AHATUMUYHU MAMEPUATU U Op.

12. I/IMe, AJIBKHOCT, 1aTa U MOAIIMC HA JUPEKTOPA HA TUPEKIUATA, OTTOBOPHA 3a U3BLPINBAHETO
Ha JacTUYHaTa NnpeJaBapuTe/iHa OICHKA Ha Bb3/1€iliCTBHETO:
18.10.2024 r.

X #p A Benroncks

O-p AecncnaBa BenkoBscka
OnpekTop Ha gupekuna "flekapctBeHa noa...
Signed by: Desislava Svetlozarova Pancova
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