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MpnynHaTa 3a NPEeasioKEHOTO N3MeHeHne n gonbJHeHne Ha Hapegba Ne 39 ot 2007 r.
3a NPUHUMNNNTE N N3NCKBaHMATa 3a [obpaTa anctpmbyTopcka npakTuka (Hapenba Ne
39) e Heob6xooMMOCTTa OT NpMBEXLaHe B CbOTBETCTBME C pa3nopenbata Ha 4n. 207,
an. 1, 7. 46 oT 3aKoHa 3a NIeKapCTBEHUTE NPOAYKTM B XyMaHHaTa MeguumnHa (3JINXM),
obHapoaBaHa B 6p. 67 Ha ,,Abp>XaBeH BeCTHMK" oT 2020 r., CbraacHO KOATO
npuTexaTennTe Ha pa3peleHne 3a TbProBna Ha eapo, KOUTO U3BBbPLUBAT AENHOCTTa CU
Ha TepuTopusaTa Ha Penybnuka bbarapusa ca 3a4b/HKeHN Aa U3BBbPLUBAT NPOBEPKA Ha
nokasaTtennTe 3a 6e30NacHOCT U Ae3aKTUBMpaT UHOMBUAYANHUA NAEHTUDUKALNOHEH
bener, npean oa [OCTaBAT NeKapCTBeH NPoAyKT. CnyyYanTe, Npu KOUTO Le Ce U3BbPLUBA
Ta3n NpoBepkKa cneaBa Aa 6baaTt onpeaeneHn B HapeabaTa no 4n. 198 ot 3JIMXM, a
nmeHHo B Hapenba Ne 39 3a npuHUMnNnTE N n3nckBaHusaTa 3a JobpaTta guctpmbytopcka
npakTukKa.

B TO31 cMuchA, uenTa Ha NpeasiodXeHNnTe TEKCTOBE Ha NPOeKTa e Aa ce onpenesnu
KPbrbT Ha CybeKkTuTe, Ha KOUTO NpUTEeXaTeNnTe Ha pa3peLlleHne 3a TbprosBus Ha eapo
npu gocTaBKa cnelBa fa M3BbPLWBAT NpeaBnieHnTe AencTemsa no denervpaH
pernameHT (EC) 2016/161 Ha KoMmucmaTa oT 2 OKTOMBPMU 3a AoNbJiBaHe Ha upekTuea
2001/83/EO Ha EBponenckusa napaaMeHT n Ha CbBeTa 4Ype3 yCcTaHOBABaHE Ha NoapobHun
npasuaa 3a NokasaTenuTe 3a 6e30NacHOCT, MOCTaBeHN BbpXy ONakoBKaTa Ha
JNleKapCTBEeHUTE NPOAYKTMK 3a XyMaHHa ynoTpeba (OB L 32, 09/02/2016). KpbrbT Ha
cybekTuUTEe e onpeneneH B paMKUTE Ha U34eprnaTesiHO MOCOYeHNTE B Y. 23 Ha
DenervpaH pernameHT (EC) 2016/161 Bb3MOXXHN CybeKTN, pecnekTBHO 06eKTn Ha
AOCTaBKa OT CTPaHa Ha TbProBLUW Ha e4p0 N KOHKpeTu3npaH cbobpasHo ocobeHocTUTe
Ha BepuraTta Ha goctaBka B Penybnuka bbvarapus.

Ha cnepBalio MACTo npaBunaTa 3a [lobpa anctpubyTopcka NpakTMKa Npu TbproemsaTa ¢
JleKapCTBEHN NPOAYKTU 3a XyMaHHa ynoTpeba ca xapMoHu3nmpaHum Ha HmMBo EC ¢
PbkoBoAcCTBO Ha EBponenckaTa koMucma 3a gobpa anctpmbyTopcka npakTuka npu
TbProBuaTa C NeKapCTBEHN NPOAYKTMK 3a XyMaHHa ynoTpeba, a npaBuiaTa 3a [obpa
AncTpunbyTopcKa NpakTMKa 3a aKkTUBHM BeLlecTBa XapMOHM3npaHn Ha HMBO EC ¢

PbkoBOOCTBO Ha .EBpOI‘IeVICKaTa KOMUCNA OTHOCHO NMPUHUMNMNNTE Ha p,06pa
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ANCcTpubyTopCcKa NpakTUKa NPy akTUBHM BeLLeCTBa 3a JIeKapCTBEHU NMPOAYKTHU 3a
XyMaHHa ynoTtpeba. C npenno)xxeHnTte TekcToBe Ha § 1 n § 2 Ha NpoeKTa ce npeumnsmpa
HOPMaTUBHO, Y€ OCbLLECTBABAHETO Ha Te3n OENHOCTU We Cce U3BbPLUBA NPU Cra3BaHe
Ha npasunaTa, NPUHUNNUTE U U3UCKBaHMATA, onpeaesieHn B Noco4YeHUTe pbKOBOACTBA.

C npeanoxeHuTe TeKCToBe Ha § 7 n § 8 ce npeumnsmpaT pasnopenbute Ha 4n. 13,an. 1 n
yn. 14, an. 1, 7. 4, 6ykea , 4" c ornen npemMaxeaHe Ha npenpawaHeTo KbM OTMEHEHN
HOpMaTuBHM akToBe - Hapenba Ne 7 oT 1992 r. 3a XUrmeHHUTE U3NCKBaHMA 3a 34paBHa
3aluMTa Ha cenuuiHaTa cpeaa (o6H., B, 6p. 46 o1 1992 r.; n3m. u gon., 6p. 46 ot 1994
r., 6p. 89 n 101 ot 1996 r., 6p. 101 o1 1997 r. n 6p. 20 0T 1999 r.) n Hapenba Ne 2 oT
1987 r. 3a NpOTMBOMOXapHUTE CTPOUTENIHO-TEXHNYECKN HopMu (06H., 1B, 6p. 58 oT
1987 r.; u3m., 6p. 33 o1 1994 r.)“.

Bcnepncteue nanbwnHeHne Ha PeweHne Ne 704 oT 5 okTomBpu 2018 rogmnHa 3a npnemMaHe
Ha MepKKM 3a TpaHchopMaLma Ha Modesia Ha aAMUHNCTPATMBHO 0BCTy>XKBaHe CbC
3aK/l0uMTEeNHNUTE pa3nopenbun Ha NpoekTa ce npegnara:

- oTMsiHa Ha Hapepnba Ne 35 o1 2007 3a ycnoBusATa, pefa U M3NCKBaHUSATa KbM
OOKYMeHTaumaTa 3a n3fgaBaHe Ha cepTudukaT 3a ocBoboXXaaBaHe Ha napTuaa
NleKapCTBeH NPoayKT oT M3nbsHMTeNHaTa areHumsa no nekapcreaTa (06H., B, 6p. 71 oT
2007 r.). MpeaBuna ToBa, Ye peXXMMnUTe, pernaMeHTmMpaHn ¢ Ta3n Hapenba ca ypeaeHm ¢
HOpMUTE Ha 4. 69, 70, 70a n 706 ot 3JIMXM (obHaponBaHu B 6p. 67 oT B oT 2020 r.),
KaKTO 1 NnpeaBug HaCcTbNuUan B CbLlumsa 6pon Ha B nameHeHusa (4n. 69, an. 5 ot 3JIMXM),
CbOTBETHO OTMAHa (4. 70, an. 4 ot 3JIMXM) Ha pa3nopenbu, pernameHTUpaLLmM
npaBHUTE OCHOBaHMA 3a n3naBaHeTo Ha HapenbaTa 0bycnaBAT oTMsiHATa Ha
rnocoyeHaTa Hapenba.

- NBMEHEHNA 1 0TMSAHa Ha pa3nopenbu B Hapenba Ne 15 ot 2009 r. 3a ycsoBmaATa 1 peda
3a n3[aBaHe Ha paspelleHne 3a NPon3BOACTBO/BHOC U NPUHLMMNTE N N3NCKBaHNATA 3a
Hobpa nponsBoacTBEHaA NPakKTUKa Ha BCUYKN BUOOBE JIeKapCTBEHU MPOOYKTHN, Ha
JleKapCTBEeHN NPOAYKTU 3a KJIMHUYHO N3NUTBaHe U Ha aKTUBHW BeLlecTBa, Nopaau
pernaMmeHTnpaHeTo nm B 3JIMXM.

"OGaRBARNTE PESTFATHITE OT NPEasIoKEHUAT NPOEKT Ha HOPMATUBEH aKT Ca Aa ce
MNOCTUIHE 3aKOHOBO CbOTBETCTBME Ha perfiaMeHTaunaTa OTHOCHO U3BbPLUBAHETO Ha
NpoBepKa Ha rnokasaTesimTe 3a 6@30MacHOCT U Je3aKTUBUPaHe UHANBUOYASHUA
naeHTUdUKaUnoHeH bener, Npeam aa ce Ao0CTaBy NEKAPCTBEHUS NPOAYKT, a Taka CbLLo
Npw NpunaraHeTo Ha HapeabaTa [a ce OCUrypu ICHOTa OTHOCHO 3abJ/DKEHUATa Ha
THProBUMUTE Ha PO C IEKAPCTBEHN NPOAYKTU NPU U3BBLPLLBAHETO Ha AEeNHOCTUTE Mo
nobpa AMCTPMBYTOPCKa NPaKTUKa U BEPUDUKALMUATA Ha JIeKapCTBEHW MPOAYKTW.

MpennoXXeHUAT NMPOeKT HAMa Aa AoBene [0 NPSKO U/UanM KOCBEHO Bb34ENCTBUE BbPXY
AbpXaBHUS 60O)KeT, HUTO BbpXy Blog)KeTa Ha APYrvTe IOPUANYECKM N (PU3NYECKN
Mua, KOUTO Ca ANbXHU Aa A npuiaraT Nnopagun anncaTta Ha HOBU 3a4bJ/KEHNS Nan
N3NCKBaHUS, KOUTO He ca bunan obekT Ha peryampaHe no pefa Ha AeNCTBaLWOTO
3aKOHoJaTencTBo. NpeunsmpaHeTo Ha TekCcToBeTe Ha HapeabaTa ca C uen 4encTBneTo
Ha XapMOHM3MpPaHO HaLMOHAaJIHO 3aKoHo4aTesICTBO B obnacTtTa Ha gobpaTta
AncTpmbyTopcKa npakTuka.



YpenbaTa Ha obuiecTBeHUTE OTHOLWLEHUA, NpegMeT Ha NpoekTa Ha Hapenba, CBbp3aHu C
yn. 23 ot OenerupaH pernameHT (EC) 2016/161 Ha KoMmucuaTa 3a gonbJsiBaHe Ha
OupekTtmea 2001/83/EO Ha EBponenckmns napiamMeHT 1 Ha CbBeTa 4ype3 yCTaHOBSABaHE Ha
noapobHn npaBuia 3a NokasaTtennTte 3a 6€30NacHOCT, MOCTaBEHN BbPXY ONakKOBKaTa Ha
NeKapCTBeHUTe NPoAyKTU 3a XyMaHHa ynoTpeba (OB 32/1 o1 09.02.2016 r.), e BbNpPOC
Ha HaLMOHa/IHO pelleHne U e OT KOMMEeTEHTHOCTTa Ha OTAeNHUTE ObPXXAaBU-YJIEHKN.

MPOeKTHT He e CBbP3aH C BbBEXXAAHEe Ha U3UCKBAHNA Ha ONPEKTUBMK Ha EBpOI'IGI?ICKVIﬂ
Cbl03, NOpaan KOETO He Ce HaNllalra N3roTedHe Ha CrnpaBKa 3a CbOTBETCTBUE C TaKMBa.
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ABTOp: HwukonuHa KoBayeBa (05.05.2022 10:11)
MpennoXXeHns n MOTUBU KbM THX
3apaBenTe,

Mo3apaBneHns 3a 0OTBapAHETO Ha Ta3n Hapeaba, KOSATO MMa Hy>XAa OT MaJIko
obHoBABaHe.

MpennoXxeHnsa  MOTUBU KbM THAX:

1.4n.9, an.3, 7.4 - ga ce npeMaxHaT AyMmuTe "KaTo ce cna3Ba a3by4yHUAT pen Ha
NaTuHCKaTa a3byka." - B HaN-HOBUTE CKlaf0BW NOMeELLEHNS, B KOUTO ce nsnonssa ERP-
cucTema, MMa Bb3MOXKHOCT 3a CbXPaHEeHMe Ha nasieToMecTa Ha HAKOJIKO eTa)ka U Hai-
nogxonauwo 6u 6uno pna ce pasnonarat cnpsamMo yaobcTBOTO Ha onepaTopuTe Ha NaneTa,
TakKa 4e [la HaAMa M3JIUWHK Npa3Hn najneToMecTa, A0KATO Ha OPYro MACTO ce CTpynBaT
onakoBku. OcobeHo 3a obemMHUTe NaneTa. KOMAIOTbPHUTE CUCTEMU MOraT Aa
N34ncNgaBaT KbAe € Han-noaxoadawoTo MACTO 3a pasnosiaraHe Ha HOBONpPUCTUrHanaTa
CTOKAa, Taka 4Ye fa He ce orpaHu4yasaT no a3by4yHusa ped Ha HAaMMeHOBaHMNETO.

2. MNpepnoxeHaTa nNpoMsaHa B 41.16, an.l - ga ce 3aMeHAT gymuTe ,,ocurypsaBsaT
MOCTaBAHETO B NOMELLEeHUATa Ha ypenoun” ¢ gymmrte ,,MOCTaBAT B NOMeLLeHusATa ypeamn”
rnopaxkfa ABYyCMUCNEHO TbJIKyBaHe. lpeanaramM ga He ce n3MeHs TeKCTa.

B croTBeTCTBME C PbKoBOACTBOTO Ha EK 3a A6 (rnaesa 7) ce gonycka AenHOCTUTE No
n3MepBaHe Ha NapaMeTpuTe Ha cpefaTa fa Ce Bb3J1I0XKAT Ha BbHLUEH NU3NbJHUTEN, KaTo
nputexxatendaTt Ha Pa3peweHneTo 3a TE ¢ JIlM ocbLiecTBABa KOHTPO BLPXY
NU3NbJIHEHVETO Ha Te3n OeNHOCTU. B TO3M CMUCHN, aKO BeYe e OCUTYypPeHO NoCTaBAHEeTOo
Ha ypeauTe 3a nuamepsaHe, Kak b1 ce NPoMeHU1I0 N3NCKBAHETO NPWU Taka nNpeanoxeHaTa
npomsHa? B MOTMBUTE KbM NPOEKTa € NoCOYEeHOo, Ye He Ce 04YaKBa Bb3LeNCcTBUE BbPXY
bloo)xeTa Ha PU3NYeCKNTE N lpnanvecknuTe nmua, KOMTo ca ObXHU Aa npuiaraTt
HapepnbaTa.

Bnarogaps npegBapuTeNHO 3a BHUMaHMETO 1 04akBaM BalwmnTte oTrosopw,

HnkonnHa KoBa4yeBa
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CnpaBka nnu cbobuieHune.
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