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MpuynHaTa 3a NPeaoXKeHOTO N3MeHeHne 1 gonbsHeHne Ha Hapepba Ne 39 ot 2007 r.
3a NPUHUMNNUTE U N3NCKBaHMATa 3a fobpaTa auctpmbyTopcka npakTuka (Hapenba Ne
39) e Heob6X0OMMOCTTa OT NpmMBEXAaHe B CbOTBETCTBME C pa3nopeabata Ha 4n. 207, an.
1, T. 46 oT 3aKOHa 3a NeKapCTBEHUTE NPOAYKTUN B XyMaHHaTa MmeguumnHa (3J71MXM),
obHaponBaHa B 6p. 67 Ha ,Abp>xaBeH BeCTHUK"” oT 2020 r., CbrnacHo KOATO
npuTexaTennTe Ha pa3pelleHne 3a TbProBua Ha eapo, KOUTO U3BBbPLUBAT AENHOCTTa CH
Ha TepuTopuaTa Ha Penybnnka bbarapusa ca 3afgb/HKeHN Aa U3BbPLUBAT NPOBEPKa Ha
nokasaTtennTe 3a 6e30NacHOCT U Ae3aKTUBMPAT MHOAMBUAYANHUA NAEHTUDUKALWOHEH
bener, Nnpean fa OOCTaBAT JlIeKapCTBeH NpoaykT. Cny4auTe, Npyn KOUTO We ce U3BbpLUBa
Tas3wu npoBepkKa cneasa fna 6baat onpeneneHn B HapenbaTta no 4. 198 ot 3JIMXM, a
nmeHHo B Hapenba Ne 39 3a npuHUMNNTE U U3NCKBaHUATa 3a dobpaTa anctpubyTtopcka
npaKkTuKa.

B TO31M cMUCHA, LenTa Ha NpeasioXXeHNTe TEKCTOBE Ha NPOeKTa e Aa ce onpenenu
KPBbrbT Ha CybekTUTe, Ha KOUTO NpUTEeXaTeNInTe Ha paspeLlleHre 3a Tbprosmsa Ha eapo
npu gocTaBKa cnedBa fa U3BBbPLWBAT NpeasnieHnTe 4encTemsa no denervpan
pernameHT (EC) 2016/161 Ha KoMmucmaTa OoT 2 OKTOMBPM 3a AoMNbJiBaHe Ha upekTuea
2001/83/EO Ha EBponenckusa napnaMmeHT n Ha CbBeTa 4Ype3 yCcTaHOBsABaHE Ha NoapobHun
npasuaa 3a NokasaTenmTe 3a 6e30NacHOCT, MOCTaBeHN BbPXy ONakoBKaTa Ha
NeKapcTBeHUTe NpoayKTu 3a XyMaHHa ynotpeba (OB L 32, 09/02/2016). KpbrbT Ha
cybekTnTe e onpenesieH B paMKUTE Ha n34yepnaTesHo NoCoYeHUTE B Y. 23 Ha
Henernpan pernameHT (EC) 2016/161 Bb3MOXHU CybeKTU, pecnekTuBHO 06eKTn Ha
[OCTaBKa OT CTpaHa Ha TbProBLW Ha e4po U KOHKpeTusnpaH cbobpasHo ocobeHoCcTUTE
Ha BepuraTa Ha goctaBka B Penybnuka bbvarapus.

Ha cnepnBallo MsacTo npaBuiaTa 3a [obpa anctpubyTopcka NpakTuUKa Npu TbProBusaTa C
JleKapCTBEeHN NPOAYKTU 3a XyMaHHa ynoTpeba ca xapMoHuM3npaHn Ha HMBO EC ¢
PtkoBoacCTBO Ha EBponenckaTa komucumsa 3a gobpa anctpmbyTopcka npakTuka npu



TbProBusTa C NeKapCTBEHN NPOAYKTM 3a XyMaHHa ynoTpeba, a npaBuiaTa 3a [obpa
AncTpubyTopcKa NpakTMKa 3a aKTUBHM BeLlecTBa XapMOHM3npaHn Ha HMBO EC ¢
PbkoBOACTBO Ha EBponenckaTa KOMUCUA OTHOCHO NpUHUMNNUTE Ha aobpa
AncTpubyTopcKa NpakTMKa NpY akTUBHM BeLLeCcTBa 3a JIEKapCTBEHM NMPOAYKTHN 3a
XyMaHHa ynoTtpeba. C npensioxxeHnUTe TeKCToBe Ha § 1 1 § 2 Ha NMpoeKTa ce npeunsnpa
HOPMATUBHO, Y€ OCbLLECTBSABAHETO Ha TE€3U AENHOCTM LLE Ce N3BDbPLLBA NMPM Cra3BaHe
Ha nMpaBuiaTa, NPUHUUNNUTE U U3UCKBaAHMATA, onpeneneHn B N0CoO4YeHNTE PbKOBOACTBA.

C npeanoxeHuTe TeKCToBe Ha § 7 n § 8 ce npeumnsmpaT pasnopenbute Ha 4n. 13,an. 1 n
yn. 14, an. 1, 1. 4, 6ykBa , 4" C ornen npemMaxBaHe Ha npenpawaHeTo KbM OTMEHEHN
HOpPMaTMBHM akToBe - Hapenba Ne 7 0T 1992 r. 3a XUrmeHHUTE U3NCKBaHMSA 3a 3[paBHa
3aWKMTa Ha cennuwHaTa cpeaa (obH., B, 6p. 46 o1 1992 r.; usm. n gon., 6p. 46 ot 1994
r., 6p. 89 1 101 ot 1996 r., 6p. 101 o1 1997 r. n 6p. 20 0T 1999 r.) n Hapenba Ne 2 oT
1987 r. 3a NpOTUBONOXXapPHUTE CTPOUTENIHO-TEXHNYECKN HopMK (06H., 1B, 6p. 58 oT
1987 r.; usm., 6p. 33 o1 1994 r.)“.

Bcnencrteune nsnbvnHeHne Ha PeweHune Ne 704 oT 5 okTomBpun 2018 roamHa 3a npuemaHe
Ha MepKW 3a TpaHchopMaLuna Ha Moaesia Ha aAAMUHUCTPaTUBHO obCy)KBaHe CbC
3aK/IloYMTeNIHMTE pa3snopenbu Ha NpoeKkTa ce npeanara:

- 0TMsAHa Ha Hapegnba Ne 35 o1 2007 3a ycnoBusTa, pefa n N3NCKBaAHUATA KbM
DOKYMeHTaumMsaTa 3a n3gaBaHe Ha cepTuUduKaT 3a ocBobo)xaaBaHe Ha mapTuaa
JNleKapCTBEeH NPoAyKT OoT M3nbaHMTEeNHaTa areHumsa no nekapcreaTa (06H., B, 6p. 71 oT
2007 r.). NMpeaBna ToBa, Ye peXxMMnTe, pernaMeHTmpaHn ¢ Ta3n Hapeanba ca ypeaeHm ¢
HOpMUTE Ha 4. 69, 70, 70a n 706 ot 3JIMXM (obHapoaBaHu B 6p. 67 oT B oT 2020 r.),
KaKTO 1 NpenBuna HacTbNuam B cblmna 6pon Ha B nameHeHus (4n. 69, an. 5 ot 3J/IMXM),
CbOTBETHO OTMAHa (4. 70, an. 4 ot 3JIMXM) Ha pa3nopenbu, pernameHTUpaLLm
npaBHUTE OCHOBaHMA 3a n3fnaBaHeTo Ha HapenbaTa 0bycnaBAT oTMsHATa Ha
rnocovyeHaTa Hapenba.

- UI3MEeHeHUs N 0TMsIHa Ha pa3nopenbu B Hapenba Ne 15 ot 2009 r. 3a ycnosusATa 1 peaa
3a U3JaBaHe Ha pa3pelueHve 3a NMPOon3BOACTBO/BHOC Y MPUHLUMNNTE N U3NCKBAHNATA 3a
Hobpa nponsBoacTBEHaA NPakKTUKa Ha BCUYKN BUOOBE JIeKapCTBEHU MPOOYKTHN, Ha
NeKapCTBEeHU NMPOAYKTU 32 KIIMHUYHO N3NNTBaHe N Ha aKTUBHW BellecTBa, nopaaun
pernaMmeHTnpaHeTo nm B 3JIMXM.

OyakBaHUTe pe3ysTaTuUTe OT NMPeasioXXeHNSAT NPOEKT Ha HOPMATMBEH aKT ca Aa ce
NOCTUIHE 3aKOHOBO CbOTBETCTBME Ha PeriaMeHTaumMsTa OTHOCHO U3BBbPLUBAHETO Ha
npoBepKa Ha rnokasaTenuTte 3a 6e30MacHOCT U Ae3akKTUBUPaHEe NHANBUAYAHUS
naeHTunKaunoHeH bener, npean aa ce 4OCTaBM NIeKapCTBEHUS MPOAYKT, a Taka CbLUO
npu npunaraHeTo Ha HapeabaTa Aa ce oCUrypu ICHOTa OTHOCHO 3a4bJ/IXKEHUATA Ha
TbProBUNTE Ha €4p0 C IeKAPCTBEHN NPOAYKTU NPU U3BBPLUBAHETO Ha AEAHOCTUTE MO
nobpa oucTpubyTopcka NpakTuUKa 1 BepudmKaunsaTa Ha IEKAPCTBEHW NPOAYKTU.

MpennoXXeHUaT NPoeKkT HAMA [a AoBene A0 NPSKO U/UNN KOCBEHO Bb3AENCTBUE BbPXY
ObPXKaBHUS B0OXKET, HUTO BbPXY Bl0AXKEeTa Ha APYruTe PUANYECKN U HU3NYECKN
JINLA, KOUTO Ca AJTbXXHU Aa 8 npuaaraT nopagn urcata Ha HOBU 3ab/KEHUS NN
N3NCKBAHUS, KOUTO He ca 6unn obekT Ha peryampaHe no peaa Ha AenCcTBaLloTO



3aKOHOAaTencTBo. [peunsnpaHeTo Ha TeKCToBeTe Ha HapeabaTa ca C uen 4eENCTBMNETO
Ha XapMOHM3MpPaHO HaLMOHaIHO 3aKOHO4ATesNCTBO B obnacTTa Ha gobpaTa
ancTpubyTopcKa npakTuKa.

YpenbaTa Ha obLiecTBEeHUTE OTHOLWEHMS, MpeaMeT Ha NpoekTa Ha Hapeaba, CBbpP3aHM C
yn. 23 ot OJenerupatH pernameHT (EC) 2016/161 Ha KoMmucunaTa 3a AoNbJ/BaHe Ha
OupekTnea 2001/83/EO Ha EBponenckus napiamMmeHT n Ha CbBeTa 4Ypes3 yCTaHOBSAABaHE Ha
noapobHn npaBuia 3a NokasaTtennTte 3a 6€30NacHOCT, MOCTaBEHN BbPXY ONakOBKaTa Ha
NleKapCTBeHUTEe NPoAYyKTU 3a XyMaHHa ynotpeba (OB 32/1 o1 09.02.2016 r.), e BbNpPOC
Ha HaUWOHAaJIHO peweHne N e OT KOMMEeTEHTHOCTTa Ha OTAeIHUTE AbpPXXaBU-YJIeHKN.

MPOeKTHLT He e CBbP3aH C BbBEXXAAHE Ha U3UCKBAHNA Ha ONPEKTUBMK Ha EBpOﬂeIZCKI/Iﬂ
Cblo3, Nopann KOeTo He Ce HaJlalra N3rotesHe Ha CripaBKa 3a CbOTBETCTBUNE C TaKWMBa.

AQpec 3a n3npallaHe Ha CTaHoBMLa 1 NpeanoxeHns: mbotusharov@mh.government.bg
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ABTOp: HwukonuHa Koavesa (05.05.2022 10:11)
MpennoXXeHns n MOTUBU KbM TAX
3aopaBenTe,

MNMo3gpaBieHns 3a OTBAPSIHETO Ha Ta3n Hapenba, KoATo MMa Hy>X[a OT MaJiko
obHoBsABaHe.

MpennoXxeHnsa  MOTUBU KbM THAX:

1.4n.9, an.3, 7.4 - ga ce npeMaxHaT aAyMmuTe "KaTo ce cna3Ba a3by4yHUAT pen Ha
NnaTunHcKaTa a3byka." - B HaN-HOBUTE CK1aJ0BU NOMELLEHUS, B KOUTO ce n3nonsea ERP-
cucTeMa, MMa Bb3MOXKHOCT 3a CbXpPaHEeHVe Ha nasieToMecTa Ha HAKOJIKO eTa)ka U Hail-
nogxoasawo 6m 6uno oa ce pasnosaraTt cnpsmo yaobCcTBOTO Ha onepaTopuTe Ha NaneTa,
TakKa 4e [la HaAMa M3JIUWHK Npa3Hn najeToMecTa, A0KATO Ha OPYro MACTO ce CTpynBaT
onakoBku. OcobeHo 3a obemMHUTe NaneTa. KOMANIOTbPHUTE CUCTEMU MOraT Aa
N34YNCNABAT KbAe € Han-noaxoadawoTo MACTO 3a pa3snosiaraHe Ha HOBONpUCTUrHanaTa
CTOKAa, Taka 4Ye Ja He ce orpaHu4yasaT no as3by4yHusa pes Ha HAaMMEeHOBaHMNETO.

2. lNpepno)xeHaTa nNpomsHa B 41.16, an.l - fa ce 3aMeHAT AyMuTe , ocurypsasar
MoOCTaBAHETO B NOMELLEeHUATa Ha ypeaoun” ¢ gymmrte ,,MOCTaBAT B NoOMeLLeHusATa ypeamn”
nopakaa ABYCMUCNEHO TbiIKyBaHe. [lpeanaram fa He ce N3MeHsa TeKkcTa.

B cboTBeTCTBUME C PbKOBOACTBOTO Ha EK 3a OAI (rnasa 7) ce Aonycka AenHOCTUTE no
n3MepBaHe Ha NnapamMeTpuTe Ha cpefaTa Aa Ce Bb3/10)KaT Ha BbHLUEH U3NBbJHUTEN, KaTo
nputexxatendaTt Ha Pa3peweHneTo 3a TE ¢ JIlM ocbLiecTBABa KOHTPOJ BLPXY
N3MNbJHEHVNETO Ha Te3M AENHOCTU. B TO3M CMUCH, aKo BeYe e OCUTYyPEeHO NOCTaBAHETO
Ha ypeauTe 3a uamepBaHe, Kak 61 ce NpoMeHnN0 N3NCKBAHETO NP Taka NpeanoxeHaTa
npoMsaHa? B MOTMBMUTE KbM NPOEKTa € NOCOYEHO, Ye He Ce 04YaKBa Bb34eNCTBUE BLPXY
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6roa)xeTa Ha PU3NYECKMTE U IOPUANYECKUTE NNLA, KOUTO Ca ONbXXHM Aa npunaraTt
HapepnbaTa.
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