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n3x. Ne 241/13.01.2022r.

CTAHOBMULLE
HA
BbJITAPCKU ®PAPMALEEBTUYEH CbIO3

BbB Bpb3ka ¢ peavua Bbnpocu 1 npobnemu, CBbp3aHu ¢ npoueca no npuroTesiHe
Ha nekapacTBeHW MPOAYKTM MO MarucTpanHa u dapmakonenHa peuentypa B ycrioBusita
Ha NaHOEMUsI U U3BBH Hesl, YNpaBUTENHUAT CbBeT Ha Bbbnrapckn hapmaueBTUYeH Cbio3
n3passisa CriefjHOTO CTaHOBULLE:

Map. 1, 1. 52. Ot JonbnHutenHute pasnopeadbun Ha 3akoH 3a nekapcTBeHUTe
npoayktTn B xymMaHHata meguuuHa /3J1NXM/ pnasa neranHa geuHUMUMS Ha MOHATUETO
.l IPON3BOACTBO Ha NeKapCTBEH NPOAYKT", KaTo TOBa Ca BCUYKM onepauuu, CBbp3aHn C
HabaBsAHETO Ha MaTepuanuTe, TAXHOTO obpaboTBaHe NMpu NPOU3BOACTBEHMSI MPOLEC,
BKIMOYMTESTHO ONaKoBaHe N eTUKeTUPaHe, KaYeCTBEHNAT KOHTPON, 0CcBOBOXaaBaHETO Ha
naptngata, CbXpaHeHue, ekcrnegupaHe W CBbP3aHUAT C Te3u onepauun KOHTPO-.
ColweBpeMeHHO HopmaTta Ha un. 146 ot 3JIMXM wun3bposBa wu3yepnaTteniHo 3a
NpOM3BOACTBOTO HA KOM fleKapCTBEHM MNPOAYKTM € HeobXoAMMO TbproBuuTe pAa
pasnosnaraTt ¢ pa3pelleHne 3a Npon3BoAcTBO, n3gaaeHo ot [Aupekrtopa Ha NAJ1, a uMeHHo
— BCUYKM BMAOBE fiekapcTBeHn npoayktn no cM. Ha 3J1MXM n nekapcTtBeHUTe NpoayKTy,
npegHasHa4vyeHn 3a KAMHWYHO M3NUTBaHE, KaTo B an. 5 Ha CbluMs YneH 3akoHoaaTensit
M3KIYBa U3PMYHO OT OOXBaTa Ha 3a4b/PKEHNETO 3a NosflydYaBaHe Ha paspeLueHne 3a
NPOM3BOACTBO CryvyauTe, B KOWUTO TEXHOSMOMMYHUTE NpPOUEecHM MO NPUrOTBAHE Ha
nekapcTBEHU NPOAYKTU Ce M3BbpLUBA NO MaructpanHa v dapmakonenHa peuenTtypa B
anteka. 3JITMXM no MmnepaTMBeH Ha4MH perypuna To3n BbMAPOC, kKaTo B AencTBallata
npaBHa ypeaba He ca pasnucaHy AOMbAHUTENHO U3NCcKaHus / Hanp. NnpuroTesiHeTo Ha J1I1
Hag, onpeaeneHo KonNnM4ecTBo/, KOUTO Aa HanaraT TbprosuuTe Ha ApebHO ¢ nekapcTBeHU
NPOAYKTN, KOUTO MMaT MpaBo Aa NPUroTBAT NeKapCTBEHW NPOAYKTM MO MarucrtpanHa v
hapMokonenHa peuenTypa, Aa nNony4aTt u paspeLleHne 3a NpomM3BOLCTBO Ha Nogo0eH BUA
nekapCcTBEHU NPOAYKTU. 3aKOHOAATENST € CYerl, Ye HAMa XUNoTe3un, B KOUTO He3aBUCKMMO
OT KONMMYEeCTBOTO Ja € HeobxoaMmo paspelleHue 3a MpPoM3BOLCTBO Ha NleKapCTBEHMU
NpoayKTn oT To3n BUA. HanpoTus, N3pnYHO € 3annucaHo, Ye 3a NpUroTBAHETO Ha TO3U BUA
NeKapCTBEHN NPOAYKTM HE Ce M3MCKBa pas3pelleHne 3a npou3BoacTtso. NpuemaHeTo Ha
0o6paTHOTO CTaHOBWULLIE € B NPSIKO NPOTMBOPEYNE C AerCTBallaTa 3akoHoaaTenHa ypeaoa.

M3BoabT Ha NbPBOMHCTAHUMOHHUSA cba B PeweHne Ne3623 ot 30.09.2022r. no a.
H.O. Ne 10797/2021r., 4e ce Kacae 3a NPOU3BOACTBO Ha fleKapCTBEH MpPOAYKT
./IBEPMEKTUH" — Kancynn caMo 3aLL0TO He € MMarno CbOTBETHA peuenTa 3a U3NbJHEHNME,
nsgageHa OT MeOUUMHCKUM CcheumanucT, € HeOoCHOBaTerneH W HernoakpeneH ¢
AoKasaTencTBeH Matepuvarn, KaTo Cb4bT He € n3cnensan papmaleBTU4HaTa npakTuka no
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NPUroTBSIHE Ha NIEKAPCTBEH NPOAYKT NO MaructparnHa n dhapMoKonenHa peuenTtypa, He e
oT4yen u dhakTa, Ye 4O MOMEHTA Ha NpoBepKaTa He € KOHCTaTUPaHO HUTO €4HO HapyLUeHne,
CBbP3aHO C OTMNYCKAHETO Ha feKkapCcTBeH NpoaykT ,/BepmekTuH® — kancynu, 6e3 3a
CbLLOTO Aa € nMano u3gageHo npegnucaHme OT KOMNTETEHTEH MEOULMHCKU CreLmanmcT.
MorpewHnTe n3Boan ca pesynTaT OT He3HaHMe B KOHKpeTHa cneuudmyHa obnact no
NPUroTBAHETO Ha NOAOOHM NekapCTBEHN NPOAYKTU, KOETO € MOXeno Aa 6bae npeogonsiHo
CaMO C Ha3Ha4yBaHETO Ha BeLO Nuue — MarncTbp — hapmaueBT, KOETO Aa YCTaHOBU
aKkTyanHaTa (papmaueBTU4Ha NnpakTuka u peauua ap. sbnpocu. C akta Ha HeaoMyCKaHeTo
Ha cbaebHO — MeOuuMHCKa ekcnepTM3a € [AOMyCHATo CbLECTBEHO NPOLECynaHo
HapyLleHne no cbbupaHeTo Ha OTHOCUM [JoKasaTencTBEH Martepuarn OT 3HayeHue 3a
n3xoga Ha 4enoTo.

Taka, gaHHUTe OT nNpeacTtaBUTENHOTO npoyyBaHe, koeTo B®C npoBene npes
nbpBaTa geceTaHeBka Ha sHyapu 2023 rognHa no tasu tTema (9% oT BCuyku bapmaueBTu
B CTpaHaTa, OT KouTo camo 1/3 paboTaT B anTeka C paspelueHne 3a NpUroTBaHe Ha
rnekapcTBa), NoKaseaT Mo KaTeropudeH HavmH, Ye B bbnrapms nma octpa Hy)xga oT anTeku,
KOUTO fa NpuUroTBAT nekapcTBa no peuenta oT nekap (96,3% oT oTroBopunute).
Marunctbp-capmMmaueBTuTe NOco4BaT, Ye NpPeaBapUTENHOTO MPUrOTBAHE Ha MEXOWUHHU
NpoaykTn (3aroTtoBkK, AedekTypa) € TpanHO yCTaHOBEHa MNpakTuka B anTekuTe y Hac
(82%), kOATO Ce OCHOBaBa Ha Hay4YHUTE AaHHM 3a CTAabUITHOCTTa BbB BPEMETO (XMMWNYHA,
dunanyHa, MMKpPOBUOOrMyYHa U Apyrn) Ha Te3n NPOLYKTU N HabnoaeHnsaTa Ha paboTewmTe
B anTtekute apmaueBTM 3a HOPManHOTO WM W3BBLHPEAHOTO noTpebneHne Ha
NeKapCTBEHN NPOOYKTU MO MaructpanHa unum dapmakonenHa peuentypa. 73,8 % ot
OTroOBOPUNNTE Ha BLNPOCUTE B NpOoy4BaHETO hapMaueBTM 3acTbnBaT Te3arta, Ye BoAeLl
TpsibBa ga 6bae NPUHUMNBLT ,NAaUMEHTBT Aa He Ce Hanara Aa Yaka HeoboCcHOBaHO ObMro
A0 noslydaBaHETO Ha roToBus fiekapCTBeH NpoaykT . Cblo Taka kateropuyHo (79,8%)
hapmaueBTuTe B bbnrapusa cmaTtaT, Ye NPUroTBAHETO Ha NeKapCTBEHM NPOAYKTU MO
MarucTpanHa u gapmMmakonenHa peuenTypa npu HUKakem 06CToATeNCTBa HE MOXe Aa 6bae
KBanMumumpaHo KaTo ,IPOMULLINIEHO NPON3BOACTBO" HA NNEKAPCTBEHU NPOAYKTH.

Ha cnegBawo MsCTO, cCnoped Hac € Hanuue CMecBaHe Ha MoHATMATa 3a
,MPOM3BOACTBO Ha fiekapcTBeHn npoayktn“ no cm. Ha 3JINMXM u obpaboTBaHeTo Ha
MaTepuanu B MNpPOM3BOACTBEHUA NPOLIEC, KOETO € OTAENeH eTan CblnacHo neranHara
aedoHuuma. TexHonormyHuTe npouecu no pasdacoBaHe, CMeCBaHe Ui ornakoBaHe npu
N3roTBAHE Ha MarucTpanHy fiekapcTBeHN hopmMu B anTekaTa ce CbCTOAT OT OTAENHU
eTanu 1 onepaumm, KOUTO Ce OCbLUECTBSABAT MpM CnasBaHETO Ha TexXHomornatra Ha
NPUroTBAHETO MM K cbbrogaBaHe npaBunarta 3a nuyHarta xurmeHa. Msuckeanusta 3a
CbXpaHeHne 1 NPUroTBAHE Ha NeKapCTBEHU NPOAYKTM ca NOCOYEHN B npunoxeHme Ne 13
oT Hapenba Ne 28 ot 9 gekemBpu 2008 r. 3a yCTPOMNCTBOTO, pefa M opraHusaumndara Ha
paboTaTta Ha anTekuTe U HOMEeHKNaTypaTa Ha fiekapCTBEHNTE NPOAYKTU. YCTaHOBsIBaHe
Ha OTKITOHEeHWe OT HopMmaTuBHaTa ypeaba (KakBoTO Cnopes Hac B HAaCTOSALLNSA Cryvan, He
€ Hanuue, TbW KaTo CbrNacHO AaHHUTE OT MnpoBefeHaTa aHKkeTa cped Maructbp —
dhapmaLeBTUTE NPUTOTBAHETO Ha T.Hap. ,3aroToBKN“ e fobpa hapmaueBTMYHA NPaKTKKa,
KoATO Tpsibea ga O6bae cneaBaHa) B TEXHOMOMMYHUTE MPOLIECUM MO NPUrOTBSIHE U
CbXPaHEHMETO Ha NnogoOHM NeKapCTBEHM MNPOAYKTM HE MOXe Aa ce MNpupaBHU Ha
NPON3BOLCTBO, NPU KOETO € Hanuue KpaeH NPoAyKT, rOAeH 3a OTNyCKaHe Ha NauueHTw,
KaKBOTO € 3aKMYEHNETO Ha MbPBONHCTAHUMOHHNA Cba. CunTtame, Ye 3aKno4YeHNETO Ha
CbAa [OCEXHO HanuMuMeTo Ha KpaeH npoayKT B CreAacTBME Ha  LeneHaco4eH
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NPOn3BOACTBEH MNpouec e 6asnpaHo Ha edHOCTpaHEeH AoKasaTencTBeH marepwuan, B
KOMTO NunceaT JaHHW KakBa € AencTBaljata B cTpaHaTa um EBpona dapmaueBTuyHa
npakTMka npu TMpUroTBAHETO HAa JEKAPCTBEHW MNPOAYKTU MO MarucTtpanHa u
hapmokonenHa peuentypa. Hiukbae B 3aKkOHOAATENCTBOTO He CblUecTByBa 3abpaHa 3a
NPUroTBSIHE Ha T.Hap. ,3aroTOBKKN®, KATO YacT OT NpoLieca No NPUroTBAHE Ha NeKapCTBEHU
NPOAYKTM MO MarucTpanHa n gapmakonenHa peventypa. lNpnemaHeTo Ha NPOTUBHOTO,
6e3 ga cbuecTByBa 3akoHogaTenHa 3abpaHa 3a ToBa, 6w 6uno B npoTuBOpeyme C
yTBbpAeHaTa hapMaueBTUYEHa NpakT1Ka, NpeacTaBnisiBa Nno CBOS Xxapakrep AonMcBaHe
Ha 3akoHa M BOAM OO OrpaHMyaBaHe MpPaBOTO Ha dapmaueBTUTE Oda MNpPUroTeBAT
nekapcTBEHM NPOAYKTU OT KOHKPETHUS BULA.

Ha cnepBawo MAcTo, Mons Aa B3eMeTe noL BHMMaHue, Yye NMpo3BOACTBOTO Ha
neKkapCcTBEHM NPOAYKTW BKNOYBA OTAESHM €Tanu U onepawmm, Kato BCEKN eauH OT TaX €
YacT OT UANOCTHUSA NPOM3BOACTBEH MPOLEC CbrfacHO neranHata geduHuuma. Taka,
umame: 1. HabasaHe Ha wmatepuanu; 2. ObpaboTBaHETO Ha MaTepuanu npu
npoussoacTBeHns npouec; 3. OnakoBaHe; 4. ETuknpaHe; 5. KayecTBeH KOHTpon; 6.
OcBoboxpgaBaHe Ha naptupata; 7. CbxpaHeHue; 8. Ekcneampade; 9. KoHTpon Bbpxy
n3bpoeHnte Beye onepaumn. BmagHO OT npuetata OT MbPBOMHCTAHUMOHHUS CbA
dakTnyecka obCcTaHOBKA MPOLIECHT MO eTukupaHe He e 6un npukiounn. Cuntame, 4e
3aKMIOYEHNETO Ha MbPBOUHCTAHUMOHHUSA Ccba no a.H.4. Ne 10797/2021r. 3a Hannyue Ha
KpaeH NpoayKT He MoyMBa Ha 3akoHogaTenHata ypeaba, Thil KaTo M3KMKYBa eTanbT Mo
eTUKETMPAHE Ha NnekapcTBEHUTE NPOAYKTU 3aedHO C ApyruTe cregsalum ro dpasu, korato
ca npUroOXuMMK, CbrNacHo JeranHata gedUHUUMA KaTo 4YacT OT  LANOCTHUS
NPOU3BOACTBEHNSA MNPOLIEC, KOMTO CbLO MMaT CBOETO 3Ha4YeHWe 3a onasBaHe Ha
o0LEecTBEHOTO 34paBe M 3a rapaHTupaHe Ha 6e3onacHoOCTTa Ha Te3n JieKapCTBEHU
NpoayKTu.

MMa nu Hyaa B Bbnrapusa oT anteku, KOUTO NPUrOTBAT NleKapcTBEHM NPOAYKTH Mo MarucTpasnHa
nnu papMakoneiHa peLienTypa (nocoyeTe caMo evH BepeH OTroBop):

531 oTroBopa
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CumnTaTte K, Ye NPUTOTBAHETO HA IEKAPCTBEHM NPOAYKTM NO MarncTpanHa uam dapmakonenHa
peuenTypa B anTeka, 61 Moo A4a ce KBannpuumpa Kato ,,MPOMULLAEHO NPOM3BOACTBO” Ha
NeKapCTBEHMN NPOoAYKTM? (NocoyeTe camMo eanH OTroBop)

@ a) 02, npu onpeaeneHu obcToATENCTBA
@ b) He, npu HUKakBK oBcToATENCTRBA
@ c) He Mora ga oTroBops

Y

B npakTukKaTta cu, KOJIKO YecTo nauneHT Bu npeacTtaBa peLenTa 3a NPUroTBAHe Ha NeKapcTBeH

NPOAYKT NO MarncTpanaHa unu d)apMaKoneﬁlHa peuenTtypa? (HOCOLIETE caMo eJWH BepeH OTFOBOp)
531 oTroeopa

@ 2) Okono BeAHBX Ha HAKOMKO Mecela
@ b) Okono BeAHBLX Ha Mecel

@ c) Okono BeAHbX Ha ceamuLa

@ d) Okono BeaHbXK OHEBHO

@ ) noseye OT BEAHbLX Ha [eH

@ f) He cpelam Takmea peLenTit

A

14,9% i
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AnTekaTa, B KOATO paboTMTe, UMa N1 pa3peLleHne 3a NPUroTBAHe Ha NleKapCTBeHU NPOAYKTU Mo
MarucTpanHa u dapMakoneiHa peuentypa?

530 oTroBopa

® 2/ He, Hava
@ b/ na, uma paspelieHne

CbLUecTBYyBa /1M OFPaHUYEHME, CbINIACHO KOETO Ha hapMaLeBTUTe B aNTEKM C pa3peLleHne 3a
NPUroTBAHE Ha NEKAPCTBEHM NPOAYKTU NO MArucTpanHa unm dapmakoneiiHa peuenTypa, ce
3abpaHsnBa Aa NPUroTBAT MEXAMHHU NPOAYKTHU (3arotoBkM, GacoBku, aedeKTypa) (nocoyete camo
eNuH BepeH o0TroBon)?

® 2) He, He cblyecTByBa

[ ] b) He, He chluecTByBa, AaXe NPUIOTB. ..
@ c¢) [a, cbluecTsyBa - MONA NocoYeTe

@ He 3nam.

@ He 3nam

@ He cbm 3ano3HaTa

@ & HAKOM EBPONENCKM ObPHKABM, ChLLEC. ..

® He cbm gocTtaTbuHoO 3anosHarta ganv...
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Kora MoXeM fa cyntame, ye IeKapCTBEHUAT NPOAYKT, NMPUTOTBAH MO MarucTpaiHa nnm

d)apMaKOI'IeVIHa peuenTypa, € roToB 3a OTﬂyCKaHe? (nocoque CaMo eaduH OTI'OBOD)
531 oTroBopa

@ 2) Korato npuknioumn NpUroTBAHETO Ha
chapmaueBTuyHaTa chopma (cupon, Ka...
@ b) Korato npuKnioym onakosaHeTo Ha
dhapmaueBTyHaTa hopMa B MbPBUYH. ..
C) Korato BbpXYy ONaKkoBKaTta ce CroXu
ETUKET, HezaBNCHUMO Jan nMa Ui HA...
@ d) Korato Bbpxy OnakoBkara ce Croxu
E€TUKET U Ce HaHecaT BCUYKU U3NCKYEH...
® e) Korato maructbp thapmaderT, cneq
NPUKITYBaHe Ha BCU4YKU ropecrnomMmeH...

C yBakeHue:

Mar.-papm. Aumntbp MapuHos

FnaseH cekpeTap Ha YC Ha BPC



