[1le moanuite i beirapckusar

(pbapMaLieBTUYEH ChI03 HOBUS JOTOBOP C
H30K

CBOBIIEHME JI0 MEJVNATE

B kpas Ha Mmunanara roquaa B®C noanuca tpumeceuen aHekc KbpM gorosopa ¢ H30K, koiito u3tnua Ha 31 mapt 2023 r., 3a Aa UMaT NalMeHTUTE JOCTHII 10
JIeKapCTBa OTIYCKaHHM 1o Kaca. OCHOBaHHMe 3a MOANKCBaHeTOo B Kpasi Ha 2022 r. Gelle, Ye KOHTPOJIBT 11 Ce U3BBPIIBA B PEATHO BpeMe MPH MPeICBAHETO U
TpPY MOJTyYaBaHETO Ha JIeKapcTBaTa.

Ot navajsioro Ha 2023 r. B®C n H30K noaHoBuxa 10roBapsineTo, KOeTo [0 MHHAJIATA ceAMHUIIA NpoTHyamie riaako. HeouakBaHo u u3BeIHbIK
IIeJITA HA JOTOBaPSIHETO ce MOIMEHH, KaTO KacaTa HacTOs 3a BbBeJK/IaHe HA TEKCTOBE, KOUTO MPOTUBOPEYAT HA HOPMATHBHATA ypeaoa. Emunust
TEKCT NPOTHBOPEYH Ha perjaMeHT Ha EBponeiickus cbio3 3a BepupuKanusTa, a APYrusAT TEKCT OrPaHAYABA IIPaBaTa HA MAIMEHTHTE U UM BMEHsIBA
3abJUKEHHE.

XponoJorust Ha nperopopure B®C — H30K:

BbB Bpb3Ka ¢ M3MbJIHEHNE HA M3UCKBAHUATA HA W45, an.17 oT 3akoHa 3a 3IpaBHOTO OCUTYpsIBaHE, KAKTO U C OrJie]] U3THYaHETO Ha KpaHUsI CPOK —
31.03.2023r., Ha aeiicTBanmte Y CIOBUS U pell 32 U3MEHEHHE U JOITbJIHEHUE Ha Y CJIOBUS M pell 3a CKJIIOUBAHE Ha JOTOBOPH 3a OTITyCKaHe U 3arulalliaHe Ha
JIEKapCTBEHH MPOLYKTH O Wi. 262, ait. 6, T. 1 oT 3aK0oHa 3a JIeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIULIMHA, HA MEIULMHCKY U3JEHs U HA JUETUIHU
XpaHU 3a CIEIMATHA MEUITMHCKY 1eJH, 3arUIaliaHi HambiHO win YactuaHo oT H30K ([IB, 6p.102 ot 2022 r.) B poabJ:KeHHe HA TPU Mecela 6s1xa
MPOBEKJaHHU NperoBopn Me:xay npeacrapuren Ha B®C u npencraBuresnte Ha H30K. B nporieca Ha mperoBopute 6e MOCTUTHAT BaXKeH HAMpPEIbK,
OTHOCHO KOHTpOJIa BBPXY OTITyCKaHETO 1 3aIUIallleHOTO Ha JIEKapPCTBEHH MPOIYKTH, 3aIlIalllaHy HarbiHo itk yactiaHo oT H30K. Tasu tema Geme
JMCKYTHpaHa B MPOABbJUKEHHE Ha LISl [IPEeroBOpeH Mmepuo, Kato ot crpaHa Ha BOC 6s1xa HarpaBeH! 3HAYMTETHH KOMIIPOMUCH, KACaellli OCHOBHO
e(eKTUBHOCTTA Ha YIIPaXHSIBAHUS KOHTPOJL.

Ipe3 nemus nepuoa Ha nperoopu BOC cpemanie nzsectHo Hegosepre or crpaHa Ha H30K 0THOCHO M3I0/13BaHETO Ha BCMYKH TEXHOJIOTMYHU Bb3MOKHOCTH
Ha Haronasnara 3apaBHO - nH(poOpMaoHHa cucteMa 1 Ha cuctemute Ha H30K 3a KOHTpoJ1 B MOMEHTa Ha OTIIyCKaHETO Ha JIEKapCTBEHUTE IPOAYKTH U
MpensTCcTBaHe Ha HeMPaBUIIHOTO pa3xofiBaHe Ha cpezacTsa ot Oopkera Ha H30OK. B nonmbiHeHue B mocneqHata ceiMuLa OT nperopopure ot crpana Ha H30K
0s1Xa MOCTaBEHU W3MCKAHMUS 32 HOBH M3MEHEHH S, KOMTO He ca OMJIM IpeAMET Ha 00ChKIaHe MPean TOBa.

Yacr ot NpPeaJIOKEHUTE OT H30K NMPOMEHM OrpaHuvaBaT 3HAYUTEJIHO ITPABOTO HA JOCTHII HA NMAMEHTUTE 10 JEKAPCTBECHU NIPOAYKTH, 3allJIalllaHA
HAII'bJIHO WJIH YAaCTHYHO OT H3OK, KaTo ' 3abJi2KaBaT a noJjay4dar npoayKTu, KOUTO Te€ He JKeJaaT. KoraTo Ha €IHO €JICKTPOHHO NnpeanucaHue ca
U3NMNCAHN HAKOJIKO JIEKAPCTBEH! IIPOAYKTA, B YCJIOBHA HA HEAOCTUT M BCE MO-YE€CTO CPEeIIaAHM 3aTPy/THCHUS HA NAIUEHTHUTE Aa OTKPUAT HAKOU
KOHKPETHH IIPOAYKTH, C€ Cb3aBa UMIIepaTUBHATA HEBBb3MOXKHOCT J1a C€ I0JIy4YaT MOoHe Te€3U, KOUTO Ca HAJINYHU. Axko uckanute or H30OK TMIPpOMEHN
BJIA3aT B CUJIA, 1LI€ C€ OTHEMAT IIpaBa Ha IMALlMEHTUTE U 111€ UM C€ BMEHU 3abJIKeHE! BT)JTFapCKI/I doapmauequeH CbI03 KaTeropu4HoO OTKa3Ba Jja y4acTBa B
Cb31AaBAaHETO HA HO,E[O6HI/I OrpaHNYCHHUA, KOUTO MPOTUBOPEYAT HA OCHOBEH IIPABE€H NPUHIIAII 3a CBO60ﬂeH AOCTBII 10 3/IpaBHA I'pUKa, B TOBA YUCJIO — U
Ha OOCTBII 10 JIEKAPCTBEH! NIPOAYKTH.

Bropo, B HapylIeHe Ha HALMOHAIHOTO 3aKOHOAaTecTBO U npaBoTo Ha EC, H3OK wcka 1a 3a1b/KH ThProBLUTE Ha JPeGHO C JIEKAPCTBEHU MPOJYKTH Jia
nopasat Beprdukannonnu ganH 1 keM H3O0K, ciien kato chiute Bepr(HUKaIMOHHN JaHHY Bedye ca UM NPeJOCTaBeH! OT OpraHa, KOMTO aAMHUHHUCTpUpa
peructbpa 3a Bepudukanus — brarapcka opranzanus 3a Bepugukauus Ha jekapcerBara (BOBJI). Brarapckust ¢papManeBTUYEH Chi03 HAMA Kak Ja NOAKPEnd
MOI00HO NpeJUIoKEHNe, Thil KaTo TO € B pa3pe3 ¢ NpaBHaTa ypeaoa.

B npoueca Ha nperosopu BOC noapo6HO n3iara MOTUBUTE CH, KOUTO, 3a ChiKaJleHUe, He ca OMJIM JOCTaThuHO yOeauTesHu 3a npeacraButenute Ha H30K. B
OCHOBaTa Ha choOpaxkeHusaTa Ha Crio3a 1a He nopkpeny npeioxenute or H30K npomenn e cwiriecTByBarara npasHa perysamus. [IpeaioxkeHnuTe mpoMeHn
W3/IU3aT U3BBH PAMKHUTE Ha 3aKOHA.

Buarapckust papManieBTHYEH CHIO3 € H3NPaBeH Mpej XUNoTe3ara, B KoATo ot 1 anpuu 2023 r. HaMa Ja 1Ma NOJNKHCAHU U BJIe3JHd B ciJa Y cJIOBHS
H peJl M anTeKHTe HsIMa Ja MOTaT J1a OTIyCcKaT JeKapCTBeHH MPOAYKTH, 3aIIamani HamrbjaHo i Jactiano or H30K, koero nie e nopeanara
HAILMOHAIIHA KPK3a, pe]] KOSITO Ie Ce U3MPABUM 34 MMOCJEAHNUTE IBE TOAUHU.

B®C e oTroBOpHA ChCIIOBHA OpraHU3aIysl Ha MarucThp-apmaneBTuTe B Bbiarapus u 3atoBa nHGopMupa 3a MpodiemMa, HHCTUTYITUUTE, MEIUHUTE U
MalueHTTe, 4e OT | anpuit JOCTITBT Ha naipeHTuTe 10 3aruianiaiu or H30K npoayktu Mosxe ja Ob/ie peyCTaHOBeH.

B®C HacrosiBa Ja c€ BbBEAAT BCUYKU Bb3MOKHOCTU 3a TEXHOJIOTMYEH KOHTPOJI BbLPXY Pa3XOABaHETO Ha 6IOII)KeTa Ha H30K IIpH OTITYCKAHE Ha JIEKAPCTBEHU



MPOLYKTH, MEAULIMHCKY U3/eJIUS U AMETUYHU XPaHU IPH CIa3BaHe Ha JeiCTBAIOTO 3aKOHOJATEJICTBO.



