* Kk

* %t
*

3 EBPOMEMCKA
*x KOMMUCUS

bprokcen, 26.1.2018r.
COM(2018) 49 final

JTOKJIAJI HA KOMUCHSTA JIO EBPOIIEMCKUS MTAPJIAMEHT U CHBETA

OTHOCHO TPAHCIIOHMPAHETO OT IbPKAaBUTE YIeHKH Ha wieH 118a ot
Jupextusa 2001/83/EO na EBponeiickus nap;jaMenT U Ha CbBeTa OT
6 HoemBpu 2001 r. 3a yTBBp:KIaBaHe Ha KoJeKC Ha OOLIHOCTTA OTHOCHO JIEKAPCTBEHHU
NPOAYKTH 32 XyMaHHa ynorpeda, uzmenena ¢ lupexrusa 2011/62/EC na EBponeiickus
napJjiameHT 1 Ha CbBeta oT 8 10Hm 2011 .
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1. BbBeaeHue U mpaBHa ypenoda

QanmmmdunrpaneTo Ha JIEKAPCTBEHU MPOIYKTH IMPEICTAaBIIsABA CEPHUO3HA 3aIiaxa 3a OOIIECTBEHOTO
3apaBe. To 3acsra MUPOK KPBr OT JICKAPCTBEHH MPOIYKTH, HAIPUMED MpeTHA3HAUCHH 3a JICUCHHE Ha
pak, cekcyanna aucyHnkius u xematuT C. QanmupuipaduTe JIeKapCTBEHU MPOIYKTH MOTaT U B
JNEHCTBUTETHOCT TMPOHMKBAT B 3aKOHHATa BEpUTa Ha JIOCTaBKAa, KAKBBTO € CIydasT C OTKPHBAHETO
npe3 2014r. Ha dammudunmpann ¢GIaKOHM ¢ JIEKapCTBOTO 3a JiedeHHWe Ha pak Herceptin
(trastuzumab) Ha MHorO masapu B EC.

Ipe3 2011 r. Epponeiickust mapnament i CheersT npuexa Jupextusa 2011/62/EC? (qupextusa 3a
ammuupuuEpaHnTe TeKapCTBEHH MPOLYKTH), ¢ KosTo ce m3MeHs [upexrusa 2001/83/EQ° u ce
OTroBapsi Ha BCE TI0-CEPHO3HHUTE OMACeHHs IO OTHOIIEHHe Ha (ammuduiupaHuTe JeKapcTBEHH
MPOAYKTH B 3aKOHHATa BEpUTa Ha JOCTaBKa.

C HupextuBata 3a QammupunupaHuTe JIEKapCTBEHH TNPOAYKTH C€ BBBEKIAT 3aIBIDKATEITHH
rmokasatend 3a Oe30lacHOCT Ha JIEKapCTBEHUTE TPOIYKTH, 3a KOWTO C€ H3UCKBA JIEKAPCKO
npeanucanne, cuutaHo ot Mecer ¢eBpyapu 2019r. (ocBeH ako HE ca HM3PHUYHO OCBOOOICHM),
yKpenBar ce A00puTe IUCTPHUOYTOPCKH MPAaKTUKW M M3UCKBAHUATA 3a NUCTPHUOYTOpUTE Ha enpo,
HajaraT ce IMO-CTPOTU MpaBHia 332 BHOCA, NMIPOBEPKUTE M HMHCIEKIIMUTE HAa aKTUBHUTE BEIECTBA U
TEXHUTE MPOU3BOJUTEIN U Ce BhBEXk/a JIoro 3a nenus EC, 3a 1a ce mo3Boiu UACHTUDUITMPAHETO HA
3aKOHHHUTE OHJIAMH THPTOBIHX Ha ApeOHO HA JEKApPCTBEHHU MPOAyKTH (TIprrokumo oT 1 romu 2015 1.).

3a nma ce rapaHTupa e(QEKTUBHOTO TpWIIaraHe Ha Te3W pasnopendu, ceriacHo wieH 118a or
Hupextua 2001/83/EO oT mpprkaBUTE WICHKH Ce M3UCKBA N1a ,,yCTAHOBSBAT CHCTEMa OT CAHKITHH 3a
HapylICHUs Ha HAIMOHAIHUTE pa3nopenOu, MPHETH ChIJIACHO HACTOAIIATa JUPEKTHBA, W [na]
MpearnpueMaT BCUYKM HEOOXOJIMMHU MEpPKH, 3a Jla TapaHTHpaT MPWIATaHeTO Ha TE3W CaHKIUU.
[IpenBuacHUTe CaHKIMU TpssOBa na ObmaT e(EKTHBHHU, MPOTOPIMOHAIHA W Bh3mmpanu. Te3u
npaBuiIa TpsOBa 1a ypexaar, inter alia:

e  TIPOU3BOJICTBOTO, AUCTPUOYIHATA, HOCPETHUIECTBOTO, BHOCA ¥ M3HOCA HA (hanmmpuuupann
JIEKApCTBEHU NPOJYKTH, BKIIOUUTETHO TNpojaxkbara Ha Qalmuuuupand JIeKapCTBEHH
MPOAYKTH Ha MOTPEOUTENNTE OT Pa3CTOSIHUE Upe3 yCIAYTHTe Ha HHQOPMAMOHHOTO 00IIECTBO;

e CiyyaWTe Ha HapylIeHHE Ha pa3lopeadHTe, NPEeIBUICHM B [AMPEKTHBaTa| BHB BpPB3Ka C
MPOU3BOJICTBOTO, JUCTPUOYIHSITA, BHOCA M N3HOCA HA AKTHBHHU BEIIECTBA; KAKTO U

e clyyauTe Ha HapylICHHWE Ha paslopenduTe, NMPEIBUACHH B [AMPEKTHBATa] BBHB BpPB3Ka C
ynorpebaTa Ha eKCLUIHUEHTH.

Korato e mpuioxumo, CaHKIMUTE ca ChOOpa3eHH C pHCKa 3a OOIIECTBEHOTO 3JIpaBe, MOPOJIEH OT
banmmpuIrpaHeTo Ha JEKapCTBEHU MPOAYKTH .

Ho 2 snyapu 2013 r. rpprkaBuTe WieHKH TpsOBame na HoTUGuuupaT KoMucusra 3a cBOMTE MEPKH.
Cnopen unen 118a ce usuckBa cbmo taka Komwucusita ga mpencraBu Aokiaj] Ha EBpomnelckus

https://www.researchgate.net/publication/303445021_Operation_Volcano_-_The_Herceptin_Case.

JupextuBa 2011/62/EC  na EBpomefickuss mapmamenT u Ha CpBeta ot 8romm 2011r. 3a wu3MeHeHme Ha
Jupexrusa 2001/83/EO 3a yTBBpkmaBane Ha Komekc Ha OOIIHOCTTa OTHOCHO JIEKapCTBCHM IPOAYKTH 3a XyMaHHA
yrnorpeba IO OTHOIIGHWE Ha INPEIOTBPATSABAHETO HA HABIM3AaHETO Ha (anmHu(UIUpaHd JIEKapCTBEHH NPOIYKTH B
3aKOHHaTa Bepura Ha gocraska (OB L 174, 1.7.2011 r., ctp. 74).

Jupexrusa 2001/83/EO na EBponeiickust napaament u Ha CpBera ot 6 HoemBpu 2001 r. 3a yTBbpKIaBaHe Ha KOJSKC Ha
OGUIHOCTTa OTHOCHO JICKAPCTBEHH MPOIYKTH 3a XymaHnHa yrnorpeba (OB L 311, 28.11.2001 r., ctp. 67).



https://www.researchgate.net/publication/303445021_Operation_Volcano_-_The_Herceptin_Case

mapimameHT W Ha CbBeTa, ,,ChIBPIKAI TIPEriie]] Ha MEPKHTE 3a TPAHCIOHWpaHE Ha [wieHa] OT
JIbPKABUTE WICHKH, 3a€IHO C OIICHKA Ha €(DEKTHBHOCTTA HAa T€3H MEPKH".

HacToamusaT moknan mpenanara mperjiel Ha MEpKHTE 3a TPAHCIOHHPAaHE OT JIbpIKABUTE UWICHKH U
KayecTBEHa OICHKa Ha TsAxHaTa e(ekTUBHOCT. Komucusara W3BBpIIM OLIEHKAaTa C THOMOLITa Ha
mcnenBanero TRANSPOSE, mpoBeeHO OT BBHIIEH H3IBIHHTEI. B H3CICIBAHETO ¢ HAIpaBeH
MIperJie]] Ha MEPKUTE 3a TPAHCIIOHHpaHe B3 OCHOBA Ha MH(OpMaIuATa, IPEAOCTaBeHA OT IbPKABUTE
YJIeHKH 10 wieH 118a u oT ekcrepTd mo mpaBo oT 28-Te Ibp)kaBU WICHKH. Toi Oelie AOMBIHEH C
KayecTBEHa OLIEHKAa Ha JeWCTBAaIlUTEe CAHKIMU BBB Bpb3Ka ¢ (ammuduuupaHu JIeKapcTBEHU
MPOAYKTH, aKTMBHM CyOCTaHIMM W ekcuunueHTH. Upe3 ExcnepTHaTta rpyma mo JaenerupaHus akT
OTHOCHO IIOKa3aTenuTe 3a Oe30acHOCT Ha JIEKapCTBEHUTE MNPOAYKTH 3a XyMaHHa yrorpeba
Komucusita ce o0bpHa ¥ KbM KOMIETEHTHHTE OpraHM Ha AbP)KaBUTE UYICHKH 32 JOIBIHUTEIHA
MH(OPMALMS OTHOCHO JEHCTBANINTE CAHKIIUN.

2. Tlpernen Ha TpaHcmoHHpPaHeTO HA WieH 118a B AbpKaBUTE YIEHKH

C uen tpancnonupane Ha wieH 118a obmmo 26 xepxxasu wienku (AT, BE, BG, CY, CZ, DE, DK, EE,
EL, ES, FR, HR, IE, IT, LT, LU, LV, MT, NL, PL, PT, RO, SE, SI, SK u UK) ca BbBen# npoMeHH B
3aKOHOZAATEJICTBOTO CH II0 OTHOLICHUE HA CAaHKIMUTE 3a Qanmuduuyupane Ha JeKapCTBEHU IPOLYKTH,
AKTHBHH CyOCTAaHIMM M eKCIMIHEHTH . B YHrapus ca HampaBenn npoMenn B HakasaTeTHus KOJIEKC B
pesynrar na Konsennusra na Chera Ha EBpona ,,Menukpaiiv®’. DuUHIaHIMS HE € IPOMEHSIIA CBOETO
3aKOHOAATEJICTBO, Thil KATO Be4e ca OMJIM BbBEIECHH CAaHKLMHU IPEAN BIM3aHETO B cuia Ha wieH 118a.

BbB BCcHMUKM ObpKaBM WIEHKH TelleCHATa IOBpeda WIM BpegaTa, NpUYMHEHA Ha JUYHOCTTA, €
obxBaHaTta OT OOIIOTO HAaKa3aTeTHO IIpaBo. JIbpKaBUTE WICHKH HalaraT CBIIO Taka OO
AIMUHUCTPATUBHU CAHKIIMH 32 MPOTHBO3AKOHHO ITOBEJCHUE, CBBP3aHO C JIEKAPCTBEHU IPOIYKTH.
Te3u caHKIWU ce AOMBIBAT OT CIIEIUANIHNA CAHKIMH 3a anmiuirpaHe Ha JIeKapCTBEHN MPOIYKTH,
aKTHUBHU BEIECTBA U EKCIMITMEHTH, KaKTO € I0CO4YeHO B ujieH 118a.

[Tonacrosimem JeWcTBAaIINTE CaHKIMH 3a (anmuuIupaHe Ha JEKapCTBEHH INPOAYKTH, aKTUBHU
BEIECTBAa M EKCIMIIMEHTH BKIIIOYBAT JIMIIABAaHE OT cBoOOoJa (HaKa3aTEIHONPAaBHH CAHKIWH), TII0OU
(Haka3aTeNHONMPAaBHU WM TPaKAAHCKONPABHU CAaHKUMM) W/WIM aJIMUHHUCTPATHBHU CaHKLIUH
(HampuMep OTMsIHA Ha pa3pellleHHs WK U33€MBaHE/U3TEeTIsSIHE Ha HE3aKOHHH TIPOJIYKTH OT 11a3apa).

Danwuguyupane na 1ekapcmeenu npooyKmu

B®bB BCHMUKM IBp)KaBH WICHKH MOHE HSIKOM OT JACHHOCTHTE, CBBP3aHM C (QaluupUIUPaHETO Ha
JeKapCTBEHH TMPOAYKTH, C€ CYUTAT 3a IpecThIuieHue. [Ipon3BOACTBOTO, AMCTPHOYIHSATA,
MOCPETHUYECTBOTO, BHOCA, M3HOCA M TpoJaxOara Ha QammuupUIUpaHd JIEKApCTBEHU MPOAYKTH OT

Study on the transposition measures of Member States in relation to the pharmaceutical legislation (TRANSPOSE)
(M3cnedsane omnocno mepkume 3a MpancROHUpaHe om ObPICAGUME HYNEHKU 6b8 BPB3KA CbC 3AKOHOOAMENCMEOMO 8
obnacmma na papmayesmuxama — TRANSPOSE) — SANTE/2016/B4/052.

Henerupan periament (EC) 2016/161 na Komucusita ot 2 okromBpu 2015 r. 3a nomsiBane Ha JupextuBa 2001/83/EO Ha
EBponeiickus napiaameHT 1 Ha CbBeTa 4pe3 yCTaHOBsIBaHE Ha MOAPOOHH MpaBuiIa 3a MOKa3aTesInTe 3a 0€30IMacHOCT,
MOCTaBEHHU BBPXY OIIAKOBKATa Ha JICKAPCTBEHHUTE MPOAYKTH 3a XyMaHHa ynorpeba (OB L 32, 9.2.2016 r., ctp. 1);
http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&grouplD=2719.&L ang=BG

B unen 1, maparpad 36 ot JJupekrtrpa 2001/83/EO eKCIMITHUEHTHTE ca ONPEACICHHU KaTo ,,[B]CsiKa ChCTAaBKA Ha JICKAPCTBEH
HPOJYKT, pa3JINyHa OT aKTHBHOTO BEILECTBO U OIIAKOBBYHHS MaTepHai‘.

Kousenuus Ha CbBera Ha EBpona 3a anmumnduiupaHeTo Ha JISKApCTBEHHU NPOIYKTH U CXOJHH IPECTBIVICHUS,
npe/CTaBIABallH 3amiaxa 3a ooiiectseHoTo 3apase (CETS Ne 211).



http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&groupID=2719.&Lang=BG

pascTosiHUe TToIeKaT Ha HakazaTeaHonpaBHu caHKIuH B 21 nepxkaBu wieHku (AT, BE, CY, CZ, DE,
DK, EE, EL, ES, FR, HR, HU, IE, IT, LU, MT, NL, PT, SI, SK u UK).

B ocrananmurte cegem Ibp)KaBH WICHKH 32 HAKOW OT JEHHOCTHTE C€ HalaraT TpaKIaHCKOIMpPaBHU
CaHKIMM (KaTo r71o0u), a He HaKa3aTeIHOMPaBHU caHKIWU. B Bearapust HakazaTemHONPaBHY CAHKIIHH
Ce HaJjaraT caMoO NpH BHOC WJIH W3HOC Ha (pammmduumpaHd JTeKapcTBEHW MPOIYKTH; OCTAHAINTE
JIEHHOCTH ca 00XBaHATH OT TPAKIAHCKOIIPABHU CaHKIMK. BbB OUHIAHINS HIMA CICIIHAIHA CAHKITIH
3a TMOCPEJHHYECTBO WM HM3HOC, HO T€ ca OOXBaHATH OT M0-00mu pasmopendou. B JlaTBus
HaKa3aTeTHONMPAaBHU CAHKIIMHU CE HajaraT 3a MPOU3BOJICTBO, TUCTPUOYIHS U MTOCPEAHUYECTBO; 32 BHOC
U U3HOC HMMa TpaXJaHCKOIIpaBHU CAHKIIUH. B PYMT)HI/IH 3a BHOC W HU3HOC CC mpujaraTt Ino-CKopo
rpakJIaHCKO-, a He HakazarenHompaBHM caHkiuu. B Tlomma u IlIBenus HakazaTeTHONpPaBHUTE
CaHKIIMHM He 0OXBaIlaT M3HOCA, HO 3a HEro ce MpujaraT rpaXKAaHCKONpaBHU caHkuud. B Jlutea 3a
BHOC C€ HaJaraT rpakIaHCKONPAaBHU CAHKIIUH.

®@urypa 1: Haka3zanue JjaumasBaHe OT cBoOoaa 3a (dammudpuuUpaHe HA JeKAPCTBEHU
npoayKTu®
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Haka3zaHue J1uIIaBaHe OT CBOOOIA
B rOAMHH

JAbp:kaBa wieHka

AT BEBGCY CZ DEDK EE EL ES FI FR HRHU IE IT LT LU LV MTNL PL PT RO SE SI SK UK

MakcuMaTHOTO HaKa3aHKe JIMIIaBaHe OT CBOOOIa € B [Uana3oHa ot eaHa 70 15 rogunu (purypa 1).

BbB BCcHUKM AbpKaBH WICHKH 3a QanmuduipaHe Ha JEKapCTBEHU MPOAYKTH ce HajaraT TJIOOH 1o
pena Ha Haka3aTeHOTO WM TPaXXIaHCKOTO TpaBo (Tabmuna 1). B ocem nppxasu unenku (BE, FI, FR,
IE, IT, LU, MT u UK) uma rio6u camo 1o JUHHS Ha HakazaTellHOTo mpaBo. B cexem (AT, CZ, HU,
LT, RO, SI, u SK) uma rnobu camo 1O JIMHHUS Ha TPaXIaHCKOTO HpaBo. B octananute 13 gppikaBu
gnenku (BG, CY, DE, DK, EE, EL, ES, HR, LV, NL, PL, PT u SE) uma riio0m KakTo IO JIMHUASA Ha
HAKa3aTeJIHOTO MPaBO, TaKa U Ha TPaXJAHCKOTO MpaBo. MaKCHUMAaTHUTE TJIO0OM ca B JHMara3oHa OT
4300 EUR B JluTtBa 1o 1 MiH. eBpo B HUcnanus®.

Ta6aupa 1:  MakcumasieH pa3mep Ha rJjodara 3a damuuduuupane Ha JieKapCTBeHH
npoayktu (EUR)

*3a ABPIKABUTE YICHKH U3BBbH €BPO30HATA € JaJICHa HpI/I6III/13PITeJ'IHa CyMa B €BpPO.

B OGenuHeHOTO KPaJICTBO 32 MPECTHIUICHHS 110 3aKOHA 32 THPTOBCKUTE MapKH, KOHTO MOXKE Jja ce TIpHIara 3a
¢damuudumpaHeTo Ha JIEKapCTBEHH IIPOAYKTH, Ce Hajlara MaKCHMaJIHO HaKa3aHMe JIMIIABaHe OT CBOOO/a 3a CPOK OT

10 roguuu.

B Hcnanust pa3MepsT Ha r100aTa 3aBUCH OT CEPHO3HOCTTA Ha NMpecThIUIeHneTo. [ 106a B pasmep Ha | MuH. eBpo Ou Ouita
MIPUIOXKUMA B ClTydaid Ha ,,MHOTO CEpHO3HO  MIPECTHIIJICHHUE.
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B 24 nvpxaBu unenku (AT, BE, BG, CY, CZ, DE, DK, EE, EL, ES, FR, HR, HU, IE, LT, LV, NL,
PL, PT, RO, SE, SI, SK u UK) ce mnpmmaratr crnenuaiHyd aIMHUHUCTPATUBHH CaHKIUK 3a

¢danmmpunrpaHeTo Ha JEKapCTBEHU MPOAYKTH.

Hapymemm, C8BbP3AHU C AKMUBGHU seuiecmea

B 23 mwvpxasu unenku (AT, BE, BG, CZ, DE, DK, EE, EL, ES, FI, FR, HR, HU, IE, IT, LU, LV, MT,
NL, PL, PT, SK u UK) HapymeHusiTa 1O OTHOIIEHHWE Ha AaKTHUBHHU BEIIECTBA CE€ CUMTAT 3a

MPECTBILICHUE.

@urypa 2:
BelllecTBa

Haxka3zanue JumaBaHe oT cB000/1a 3a HapYIICHUS 110 OTHOIIEHUE HA AaKTUBHU

15

]

Haxka3zanue JuniaBaHe oT

AT BE BG CZ DE DK EE EL ES FI

FR HR HU
JAbpixaBa 4jeHKa

IT LU LV MT NL PL PT SK UK

B 17 ot Te3u gpprkaBu 4ICHKH 32 HapyIIeHHE PH IPOU3BOICTBOTO, TUCTPHOYIIHATA, BHOCA M H3HOCA

Ha aKTUBHHU BCIIECTBAa CC HajlaraT HAKa3aTCIIHOIIPABHU CAaHKIWU. B anrapmi HaKa3aTCJIHOIIPaBHU

CaHKIONU CC HaJIaraT CaMoO 3a HapyHICHHA IIPpU BHOC WJINW U3HOC HAa aKTUBHH BCIHICCTBA; OCTAHAJIUTC

JIEHHOCTH ca 00XBaHATH OT TpakIaHCKoNpaBHU caHkimu. BeB @unnanmus, [lomma u O6emnHeHOTO

KpaJICTBO HAMa CIHCHUAJIHM CAaHKOWW HOPHU HU3HOC HAa AKTHUBHHU BCIHICCTBA. B JlatBus u Manra

HaKa3aTeTHONPABHUATE CAHKIMM OOXBam[aT CaMoO MPOW3BOACTBOTO M TUCTPHUOYIUSATA HA AKTHBHH

BC€IIeCTBa, HO JlaTBusa Hajara Tpa)XaAaHCKOIIPAaBHMU CAaHKIUH 3a HapyII€HUA, CBbP3aHM C BHOCA U

H3HOCA Ha aKTHMBHH BCIICCTBA. MaxkcuMallHOTO HaKa3aHHUe JUIIaBaHe OT CBO60,[[a, KO€TO CC€ HaJlara, € B

IMaIa3oHa OT IIeCT Mecela 10 15 rogunu (durypa 2).




B o6mo 26 appxasu wienku (BE, BG, CY, CZ, DE, DK, EE, EL, ES, FI, FR, HR, IE, IT, LT, LU,
LV, MT, NL, PL, PT, RO, SE, SI, SK u UK) no oTHollleHHe Ha aKTMBHHU BEIIECTBA CE Hajarar rioou
10 pe/ia Ha HaKa3aTEeHOTO WM TPaXkIaHCKOTO MpaBo (Tabmuna 2). B cenem nwpxasu unenku (BE, FI,
IE, LU, MT, PL u UK) uma riiobu camo 1o jJuHHS Ha HakaszatenHoTo mnpaso. B cenem (CY, CZ, LT,
RO, SE, SI u SK) uma riobu camMo 10 JUHHS Ha TPaXTaHCKOTO IpaBo. B ocranamure 12 mbpxkaBu
gnenku (BG, DE, DK, EE, EL, ES, FR, HR, IT, LV, NL u PT) uma rimobu KakTo 1O JUHHSI Ha
HAaKa3aTeJIHOTO MPaBO, Taka U Ha IPa)JaHCKOTO MpaBo. MakcUMallHUTE TJI00M 3a HApYILICHUS IO
OTHOLICHUE HAa aKTUBHU BenlecTBa ca B nuamnazona ot 1500 EUR B JIutea no 1 miH. eBpo B Mcnanusi.

Ta6auua 2:  MakcumalieH pa3Mep Ha IJIo0MTe 3a HapyLIEHHs 10 OTHOIIEHHWE HA AKTHMBHHU
BewiectBa (EUR)

* 33 ABPKABUTEC YICHKU U3BBH €BpO30HATa € 1aJiCHa HpI/I6J'II/I3I/ITeJ'[Ha CyMa B €BpO.

BE BG cy® cz DE DK EE EL

240 000 10 000 42 000 775000 25 000 He e mocoued 32 000 100 000
ES FI FR HR IE IT LT LU
1000 000 me emocouen 375000 20 000 300 000 @ 100 000 1500 10 000
LV MT NL PL PT RO SE Sl

14 000 11 647 450 000 He e mocouen 180 000 | 6500 He € mocouen 120 000
SK UK

35 000 HEOTpaHNYEH

B 21 mepxaeu unenku (BG, CY, CZ, DE, DK, EE, ES, FR, HR, HU, IE, IT, LT, LV, NL, PL, PT, RO,
SI, SK u UK) ca npeaBuacHN CIIEIUATHN aMUHUCTPATUBHY CAHKIIMH 332 HAPYIICHUS 110 OTHOIICHUE
Ha aKTUBHH BEIIIECTBA.

Hapymenml, C6bpP3aHU C eKcuunuenmu

B 14 nwpxasu unenku (AT, BE, DK, EL, ES, FI, FR, HR, IE, LU, LV, NL, PL u PT) napymenusra,
CBBP3aHU C EKCIUITUEHTH, CE CUUTAT 3a IPECTHIICHUE.

®@urypa 3: Haka3anue JsumasaHe oOT cB00OAa 3a HAapyLIeHUs] IO OTHOLIEHHEe HAa
eKCHMIHEHTH

Haka3zaHue JumaBaHe oT
cB000/1a B FOAHHHI

AT BE DK EL ES Fl FR HR IE LU LV NL PL PT

JbpaxaBa 4jeHKA

B neBer oT Te3u nbpiKaBUM WICHKU 32 HapylIeHHE TNPHU MPOU3BOJACTBOTO, JUCTPUOYLHsTA, BHOCA U
M3HOCA Ha EKCLIMIIMEHTH C€ HajaraT HaKa3aTeIHONpPAaBHHU CaHKUUKM. BbB DHHIaHIUA HapyLIEHHETO
BBB BPB3Ka C H3HOCA HA EKCIUIIMEHTH HEe € 00XBAHATO OT HaKa3aTeJIHONpaBHU caHKuuK. B Mpnannus

v B Kumsp rnobata moxe na 6bae yBennuaBana ¢ 341 EUR 3a Bceku AeH, pe3 KOMTO HapyLIEHUETO MPOABJIKABA.
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HaKa3aTeTHONPAaBHU CAHKIMM CE HajaraT caMoO 3a HapyIIeHUs BHB BpPB3Ka C MPOHM3BOACTBOTO HA
excrunuentd. B JlaTtBus u [lomma Haka3aTeHONPaBHU CAHKIMKM CE HalaraT caMo HpPW HapYIICHUS
MpU TMPOM3BOJACTBOTO M JUCTPUOyIHMATA HA eKcuunueHTH; B JlatBus obaue ca mpenBUACHU
Ipa)<TaHCKOMPaBHU CAHKIMU 3a BHOC W HW3HOC Ha ekcrunueHtd. B JliokceMOypr ce HamaraT
HAKa3aTCJIHONPABHUA CAHKIUM TPU HAPYIICHWS B MPOU3BOJCTBOTO W BHOCA HA CKCIUITHCHTH.
MakcuMaTHOTO Haka3aHWe JHIIaBaHEe OT CBOOOJA 3a HAPYIICHWS, CBbP3aHH C CKCIUIHEHTH, € B
JMana3oHa oT mecT Meceria 70 15 rogunu (durypa 3).

B o6mo 20 gepxaBu wnenku (BE, CY, CZ, DK, EL, ES, FI, FR, HR, IE, IT, LU, LV, NL, PL, PT,
RO, SE, SI u SK) ce HanaraT cbUio I7100M MO pesia Ha HAKa3aTeIHOTO WK MPaXJaHCKOTO MPaBo NpHU
HapyIIeHUs, CBbP3aHN ¢ eKcrunueHTH (tabdmuma 3). B mer mepxasu unenku (BE, FI, IE, LU u PL)
“Ma caMo IVIOOM IO JIMHUS Ha HAKa3aTEJIHOTO MPABO IPHU HAPYIICHUsS, CBbP3aHHU C €KCLUIMUEHTH. B
cenem (CY, CZ, IT, RO, SE, SI u SK) uma camo rimo0u 1o JIMHUS Ha TPaXKIAHCKOTO MpaBo. B
ocraramute oceM appxkasu wieHkH (DK, EL, ES, FR, HR, LV, NL u PT) uma rimobu KakTo 1Mo JIMHHS
Ha HaKa3aTeJHOTO MPaBO, TaKa M HAa IPAXKAAHCKOTO MpaBo. MakcUMaIHHUTE TJI00M ca B JUama3oHa OT
2200 EUR B PymbHus 1o 1 muH. eBpo B Mcnanusi.

Ta6auua 3:  MakcuMajieH pa3Mep Ha IJ0OOMTe 3a HApPYIIEHHs, CBBP3aHM ¢ €KCUMIHEHTH
(EUR)

* 33 Z['Bp)KaBI/ITC YJIICHKHU U3BBH eBp030HaTa € naacHa HpI/I6J'H/I3I/ITeJ'[Ha cyMa B eBpo.

BE cyt cz DK EL ES Fl FR

240 000 42000 775000 wHeemocouen 100000 1000000 Hee mocoyen 375000
HR IE IT LU LV NL PL PT

20 000 300 000 18 000 10 000 14 000 450 000 He e mocoyeH 180 000
RO SE Sl SK

2200 He e mocouen 120000 25000
B 15 gopkaeu wienxku (CZ, DK, EE, ES, FR, HR, HU, IT, LT, LV, PL, PT, RO, SI u SK) ca
NPE/IBUICHH CIICIHATHY aJIMUHUCTPATHBHU CAHKIIUH 32 HAPYILICHHUS, CBbP3aHHU C eKCIIUITUCHTH.

O6ui0 mpancnonupane

3a dammmudunupane Ha JIEKAPCTBEHW NMPOAYKTH BBHB BCHUKUTE 28 IBpKaBH WIECHKH CE Hajarar
HaKa3aTeJTHONPAaBHHU CAaHKLUMH MOA GopMaTa Ha JUIIaBaHe OoT cBoOoxa. B enna appkasa uienka (LV)
€ TIpeABUICHO HaKa3aHue Mpu (pammudunrpane, KOETo IPUINHABA (PU3HUECKO YBpEKIaHE HITH CMBPT
(mpecTpIIeHHs, CBBpP3aHU C yBpexnaaHe), a B JjBe abpkaBu uineHkd (ES u PT) — mpum
¢anmmpunupane, KOETO NPUYMHSBA PUCK MM ONACHOCT 3a 3APaBETO Ha JAJEHO JIMIE WM 3a
o01IecTBeHOTO 3/1paBe (KOHKPETHO 3acTpamaBaHe). B gwetupu nepkasu wienku (EL, LT, RO u SI) e
NpeaBHICHO Haka3aHue npH (anmuduuupane, 3a KOETO € A0Ka3aHo, Ye 10 NPUHLMUI € OMacHo, T.C.
danmmuIUpaHuAT JIEKapCTBEH HPOLYKT ChIbpPKAa HIM HEAOCTaTbYHO AKTHBHU CBCTABKH, HIIU
BpEHU BelecTBa (KOHKPETHO-aOCTpakTHO 3acTpamiaBaHe). B octanamure 21 appkaBu 4JIEHKH ce
Haka3Ba (anmmduuupanero per se, 6e3 ga € HeoOXOAUMO Ja Ce J0Ka3Ba, Y€ MPOAYKTHT € OIIAaCceH 3a
3apaBeTo (abcTpakTHO 3acTpamaane). 1o ce oTHACS 10 aKTUBHHUTE BEIIECTBA, HAKA3aTCITHOMIPABHU
CaHKIWMU ce HaimaraT B 23 AbpkaBu wieHKH. [lo OTHOIIEHNE HAa EKCIMITMEHTUTE HaKa3aTeIHONPABHH
CaHKLUU ce HajaraT B 14 1bpprkaBu YICHKU.

B Kunsp rnobara moxxe na 0b1e yBennuaBana ¢ 341 EUR 3a Bceku aeH, pe3 KOWTO HapyIIEHHETO NPOIb/DKABa.
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B cmydamre, B Kkowto 3a dammmdUIpaHeTO0 HA JEKApCTBEHW MPOAYKTH C€ HamaraT
HakaszaTeJIHonpaBHU caHkiuy, B 20 nepxkasu wieHku (AT, BG, CY, DE, EE, ES, FR, HR, HU, IE, IT,
LT, LU, LV, NL, PL, PT, RO, SI u SK) MakcHMaJIHOTO Haka3aHHE JHUIIaBaHE OT CBOOOMA ¢ Haii-
MaJIKo Tpu roauHu. HakazaHuero nuiiaBane oT cBOOOA 3a CPOK OT Haif-MajIKO TP TOJAMHHU 03HAUYABa,
4e MPECTHIUICHUETO ToMaja B 00XBaTa Ha eBpoIieiicKaTa 3amoBes 3a pa3cne/:[BaHelz.

KakTo e mocoueHo mo-rope, BbB BCHUKH IbPXKaBH WICHKH C€ Hajlarart riio0u 3a ¢ammuduirmpaHeTo Ha
JIEKapCTBEHU TPOMYKTH. 26 IbpKaBH WICHKHA Hauarat IJIoOM 3a akTUBHU BemiecTBa. 20 IbpikaBU
YJIEHKH HajaraT TJoOM 3a eKCcIumueHTdH. [mobure Moke nma Obpmar mox ¢opmara Ha
HAKa3aTCJIHONPABHA WM TPAKIAHCKONPABHU CAHKIWHU, BBIPEKH Y€ MAKCHUMATHHIT pa3Mep ¢
pa3In4eH B OTACIHUTE AbPIKABH WICHKH.

BvB Bcuukm [nbpkaBu  uieHKH, ocBeH @unnanmus, JliokcemOypr m Manra, ca BbBeAeHHU
JOIBJIHUTENIHM AAMUHHCTPATUBHM CAaHKUMHM 32 (almuduuupaHeTo Ha JIEKapCTBEHH NPOIYKTH,
AKTHBHU BEILIECTBA W/WJIM EKCIUITUEHTH.

3. EdexTuBHOCT

EdexruBHOCTTA Ha creqUQUYHHTE HALUOHAIHM CAHKIMM TPyAHO OM Morna ga Obae u3MepeHa
nopamy JMIcaTa Ha H3YEplIaTeNIHH JaHHU 32 WHIMJICHTH B JIbPKABUTE UWICHKH W MPUCHIIHS
HE3aKOHEH XapakTep Ha JeHHocTuTe. MHOTO OT HAMOHAIHUTE €KCIEPTH IO MpaBo, C KOUTO Oerie
HalpaBeHa KOHCyJdTanmus B paMmkuTe Ha micienaHero TRANSPOSE, He 0sxa B chCTOSHHE aa
MPEIOCTABAT OLIEHKU Ha e()eKTHBHOCTTA Ha CIIEUU(UYHUTE CAaHKIMU, HAJlaraHu 3a GammuduiuupaHu
JNIeKapCTBEHH HPOIYKTH, AKTHBHHU BEIIECTBA ¥ CKCLUITHCHTH .

Excniepru ot 10 gppkaBM WIEHKHM MNpPEAOCTaBUXa OICHKM Ha €(QEKTHBHOCTTA HA HAIMOHAIHUTE
CaHKLUHU 3a NPEAOTBpATsIBaHE HAa NPOHUKBAHETO Ha (anmuduuupaHd JEKapcCTBEHH IPOAYKTH B
3aKOHHATa BEpUIa Ha J0CTaBKa (T.€. IPOU3BOAUTENH, TapajeIHU BHOCUTEIIHU, JUCTPUOYTOPH HA €pO
u antekn). Cropen TAX BCUYKHM NPEABHICHU CAHKIHMM (HAKa3aTEIHONPAaBHH, MPAXXTAHCKONPABHHU H
aIMUHHMCTPAaTHBHM) Ca HMaJld IIOHE M3BECTCH €(EeKT 3a OrpaHMYaBaHETO HA HAJIMYUETO Ha
¢danmumpurpany JIeKapcTBEHH NPOAYKTH B 3aKOHHATa BepHra Ha JocTaBka. Karto 110 B oBe4eTo
cllyyad aJJMMHUCTPATUBHHUTE CAaHKIMHU Ofxa cuuTaHH 3a epekTuBHH. OceM eKCIepTH MpeAOoCTaBHXa
OIIEHKH 3a CTEITEHTa, B KOATO HANW4YMeTo Ha (hammuuIpani JeKapcTBeHN MPOAYKTH B 3aKOHHATA
BEpHUra Ha JI0CTaBKa € HaMalsuio ciell BbBexkaanero Ha upekrusa 2011/62/EC. Cnopen mectuma ot
eKCIIEPTUTE KOJIMYECTBOTO € HAMAJISJIO € oBeue oT 25 %, A0KaTo ABaMa CUMTAT, Y€ € HaMaJsIBAaHETO
e oz 5 %.

Excrieptn oT 12 gppikaBM 4IIEHKH MPENOCTAaBMXa OLEHKH 3a e(eKTHBHOCTTA HA HAIMOHAJIHHUTE
CaHKI[MM IO OTHOIIEHHE Ha HE3aKOHHAaTa Bepura Ha JOCTaBKa (Hamp. 3aKylyBaHE Ha JIEKapCTBEHU
HPOAYKTH OT HE3aKOHHU OHJIAiH anTekn). Crnopen mecTUMa OT TAX HaKa3aTeITHONPABHUTE CAHKIUH
ca MMaJH MOoHe M3BeCTeH e(eKT 3a OrpaHWYaBaHe Ha HAMYMWETO Ha (ammuuIrpaHd JIEKapCTBEHU

Bx. TupextuBa 2014/41/EC ua EBponeiickust mapnament u Ha CpBerta ot 3 anpun 2014 r. otHocHO EBporeiicka 3amoBer
3a pascieaBaHe 1o HakaszaTteiaHonpaBuu Berpocu (OB L 130, 1.5.2014 r., ctp. 1). EBporneiickara 3amoBe[ 3a pa3cieBaHe
ce OCHOBaBa Ha B3aMMHOTO IPHU3HABAaHE, KOSTO 03HAYABA, Y€ AbPIKABUTE WICHKH Ca JUIBKHH J1a IPU3HABAT U U3MBJIHIBAT
B3aMMHHUTE CH MCKaHMs 3a MpelaBaHe Ha JI0KA3aTelICTBa MO ChIIUS HAuHH, 10 KOHTO OMXa M3IBJIHWIN HCKaHEe Ha CBOUTE
COOCTBEHH OpTraHH.

CeneMHa/ieceT eKCIEpTH He MPEA0CTaBHXa HUKAKBH OTTOBOPH OTHOCHO €(DEKTHBHOCTTA Ha CAHKIMHUTE B 3aKOHHATA BEpHIa
Ha jioctaBka. [leTHajeceT ekcriepra He pelocTaBuXa HUKaKBU OTTOBOPU OTHOCHO €()EKTUBHOCTTA HA CAHKLIMUTE B
pPaMKHTE Ha He3aKOHHATa BEpUra Ha JI0CTaBKa.
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NPOJYKTH B HE3aKOHHATAa BepUra Ha JloCTaBka. JIBamMa OT eKCIepTUTEe CYHTaT, 4e
Ipa)xIaHCKOMPABHUTE CAHKIIMU ca UMK ciad eekT, a crope] TpUMa aJMIUHUCTPATUBHUTE CAHKITHH
ca UMaJi TIoHe u3BecTeH edekT. Karo 110 B moBeUeTo cliyyan HaKa3aTeTHOMPABHUTE CAHKIIUH Os1Xa
oumeHeHW Karo edektuBHH. Criopel dYeTupuMa eKCIEPTH HAIMYKAETO Ha Qanmuduiupani
JICKapCTBEHU MPOAYKTH B HE3aKOHHATa BEpUra Ha JIOCTaBKa € HaMmamsuio ¢ noHe 25 % cien
BBBexIaHeTo Ha upektuna 2011/62/EC; ceaem oreHnxa HaMalsIBaHETO Ha MO-Majko ot 25 %.

Kato msuto B m3cnenanero Oelle MOCOYEHO, Y€ Ibp)KaBUTE WICHKH CJeABa Jla BbBEAAT KAKTO
HaKa3aTeJIHONPAaBHY, Taka M aJIMHHHMCTPATHBHU CaHKLIMH, 32 Ja NpennassT 3aKOHHAaTa Bepura Ha
JOCTaBKa M J]a ce CHpaBsAT C HE3aKOHHATa MpoAaxk0a Ha (ammunpUIUpaHu JTEKapCTBEHH MPOAYKTH.
HaxkazarenHonpaBHUTE CaHKIMU ca €()EKTUBHHM M BB3MUPALIM 32 yYAaCTHUIWTE KAaKTO B 3aKOHHATa,
Taka ¥ B HE3aKOHHATa BEepHUra Ha JOCTaBKa. AIMUHUCTPAaTHBHHUTE CAHKIMH ca MOJIE3HU B Oopbara c
HapyLICHUATA B 3aKOHHATA BEPHUra Ha J0CTaBKa (KbIETO ONEPATOPUTE 3aBUCST OT PAa3pPELIMTEIHN), HO
HE MOTraT J1a OKaXkaT MOJXOISIIOTO BB3ACHCTBHE BBPXY ONEPAaTOPUTE HA HE3aKOHHMS I1a3ap, KOUTO
Taka WM WHa4e paboTIT 0e3 pa3pelnTeNHy, T.e. He3aKOHHO. AIMHUHUCTPATUBHUTE CAaHKIHU 00aye
KaTo LIAJIO CE€ HaJaraT Mo-JIECHO, OTKOJIKOTO HaKa3aTeITHONPABHUTE CAHKIIHH.

o ce oTHacs A0 HaKa3aTEIHONPABHUTE CAHKIMH, B paMKUTE Ha M3cleIBaHEeTO Oele oTOensI3aHo, 4e
HO-JIECHO C€ MpHJIaraT mo-ooum pasnopendu, cropes KOUTO He C€ M3UCKBAT JOKA3aTeNICTBA 3a MPEKH
BpEIH, NMPUYUHEHU HAa TMAlMEHTUTE, a IMO-CKOPO C€ OTHACAT N0 OmacHW win ammuduiupanu
JIeKapCTBEHU NPOAYKTH. Hanpumep B MHOTO IbpiKaBU WICHKH (ammunUIMpaHeTo ce HaKka3Ba Per Se,
0e3 1a e Heo0X0ANMO Ja ce OKa3Ba, U MPOAYKTHT € OIACEH 3a 3IPaBETO HAa NAllUEHTHUTE.

Hanaranero Ha MakcuMaiqHO Haka3zaHHE JHIIaBaHe OT CBOOOJA 3a CPOK OT Haill-MaJIKO TPH T'OAWHH
CHILO MOXeE JIa yiIecHr oOMeHa Ha JoKasaTencTsa upe3 EBponeiicka 3anoses 3a pascienpane’?, koato
MOXE€ J]a € I0JIE3HA, aKO €A U3BBPUICHU NPECTHILICHUS B HIKOJIKO AbPXKAaBU YJICHKHA. BbB BCHUKHU
cillyyan € HeoOXOAMMO CBTPYIHHYECTBO, 3a Jla CE€ OCHUTypd OOMEHBT Ha JOKa3aTeliCTBa 3a
HPECTHIUICHUS C TPAHCIPAHUYHO 3HAUYCHHUE.

EdextuBHOTO mpmiaraHe Ha AEWCTBAIIMTE CAHKIMH € OT CHINECTBEHO 3HadyeHHWe B Oopbara c
¢danmmumpuEpaneTo Ha JeKapcTBEHH MPOAYKTH, aKTHBHHU BELIECTBA U EKCIUMHUECHTH. BaxkHo e na ce
rapaHTupa, 4e MIHKHOCTHHUTE JIUIA, OTrOBapsIily 3a MpaBOINpHIaraHeTo, ca ao0pe oOy4deHH |
pasrmosarar ¢ MoAXOISAIIN PECYPCH 3a Pa3cieABAHETO Ha (PapMaleBTUIHNA PECTHILICHUS.

PaGoTHata rpyna Ha JUIBKHOCTHMTE JIMIA, OTTOBApSIIM 33 HPAaBONPHJIATAHETO  (Ch3IajeHa OT
Mpexara Ha PBKOBOAMTEIIUTE Ha areHIMHTE MO JIEKapcTBaTa), € BaxeH (GopyM 3a ocUrypsiBaHe Ha
CBHTPYAHMYECTBO M 3a OOMEH Ha Hal-IoOpHM NPaKTHUKH MEXIy arcHLUUHUTE MO0 JeKapcTBaTa H
MpaBOIpHUIIATAIINTE OpraHd B EBpPOIEiiCKOTO MKOHOMIYECKO MPOCTpaHCcTBO. MHTEpmon chiio padboTn
B MOJKperna Ha MEXIYHapOJIHOTO ChbTPYAHUYECTBO, MPEAOCTaBsi 00yYCHHE W HAchpuaBa oOMEHa Ha
uH(OPMALMS MEXKLY TOTHUIMATA, MUTHHIIUTE, OPTaHHUTE 0 JIEKAPCTBATA, YUEHHTE U OTPachla .

IbpxaBuTe wWieHKH TpsOBa [a M3BHPIIBAT MOHUTOPUHI Ha NpaBOIPUIAraHeTo, 3a Ja Objae
rapaHTupaHo e(eKTHBHOTO Hajlarane Ha cankuuute. Hampumep ot 2015 r. B ['epmanus ce crbupar
MO-TIOJAPOOHH CTATUCTHYECKH JaHHU 32 GanmnUIMPaHeTo Ha JIEKAPCTBEHU POIYKTH U CBHP3aHUTE

http://www.hma.eu/wgeo.html.
https://www.interpol.int/Crime-areas/Pharmaceutical-crime/Pharmaceutical-crime.
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C TAX HpCCT’bHJ‘IeHI/IHle. OugakBa ce B Obmemie Ta3u NpaKTHKa Ja Maje IOo-sCHAa IpeacTaBa 3a
e()CKTUBHOCTTA HA CAaHKITUUTE.

4. 3akao4deHus

Tpancmonupanero Ha wieH 118a ot Hdupektusa 2001/83/EO oT mbpkaBUTE YICHKH € 3aI0BOTUTEITHO.
C OrJI€a Ha IMO-HATaThIIHOTO YTBBPIKAAaBAaHEC Ha BLBCACHUTEC MCPKHU M 3aCUJIBAHETO HA LAJIOCTHATaA UM
e()EeKTUBHOCT HSKOW IbPKaBH UWICHKH OWXa MOTJHU Ja OOMHCISAT BBBEXKIAHETO HA JOIMBIHUTEIHH
HaKa3aTeTHONPAaBHN WM aIMHUHUCTPATHBHH CAHKIMH BHB BPB3Ka C (almuuIrpaHd JTeKapCTBEHH
OPpOAYKTH, aAKTUBHU BCIICCTBA WX CKCUUIIMCHTHU.

JbprkaBUTe WIEHKH CIIE[BA /1a OCUTYPST HATMYUETO Ha MOAXOJSAIIN PECYPCH M MEPCOHA 3a IEeINTe
Ha HajlaraHeToO Ha MpeJBHIEHHUTE CAaHKIMW (Hamp. 4ype3 oOyueHHe Ha HOBW IBKHOCTHH JIMIA,
OTTOBApSIIA 32 TPABONPHIIATAHETO). 3aCHIICHHST MOHHTOPMHT W CHOMpaHETO Ha JaHHU Ouxa
OCHUTYPHJIM TIO-TOYHA OIEHKA Ha €(DEeKTHBHOCTTA HA CHENHAIHUTE HAIMOHATIHHU pa3nopendou, 0coOeHO
MpeBU] TPYAHOCTHTE, CBBP3aHHU C IMOJYYaBaHETO HA TOYHH OIEHKU 3a o0eMa Ha Qanmmduirpanero
Ha ma3apa Ha EC.

QanmmudunrpaneTo Ha JEKAPCTBEHU MPOIYKTH IMPEICTAaBIIABA CEPUO3HA 3aIiaxa 3a OOIIECTBEHOTO
3npase. C [lupexTrBata 3a GanmuduurpaHnTe JeKapCTBEHN MPOIYKTH ca BBEACHU PEIIla MEPKH 32
3alUTa Ha 3aKOHHATa Bepura Ha JoctaBka ot ¢ammuduimpane B EC. ToBa BKIOUBa 33 bJIKUTCITHH
MmoKazaTend 3a Oe30macHOCT Ha JIEKapCTBEHHWTE MPOMYKTH, 3a KOWTO C€ M3UCKBa JIEKAPCKO
Npeanvcanue, 3acuiieHn usuckBanus 3a JI/II1, mo-cTporu mpaBujia 3a BHOC Ha aKTMBHU BEILIECTBA,
KaKTO U JIOTO 3a OHJIaitH anTeku 3a uenus EC.

Komucusita 1me npoasmkd Aa TOAKpens Ibp)KaBUTE YJIEHKH BBB Bpb3Ka C IpUJIaraHeTo Ha
HupextuBata 3a (QamunUUUpaHuTe JIEKapCTBEHM NPOAYKTH, IIO-CIIELHAIHO CcHCTeMara 3a
yAOCTOBEpsIBAaHE HAa aBTEHTUYHOCTTA HA JIEKAPCTBEHH IMPOJYKTH, KOSITO IE CE Ipujara B IbPKaBUTE
ynieHkn oT Mmecel ¢eBpyapu 2019 r. CuctemaTa e mpenHa3HaueHa ga TapaHTHpa, ye JIGKapCTBEHHUTE
IIPOAYKTH B 3aKOHHATa BEPUIa Ha JOCTaBKAa ca aBTEHTHYHH, O€30MaCHH M C BUCOKO KauecTBO. C
noroto Ha EC 3a oHmaiiH anTeku mie ce rapaHTHpa, Y€ MOTPEeOMTENIUTE HSAMa HEBOJIHO J1a KyIyBaT
JIEKapCTBEHU MPOJYKTH OT HE3aKOHHM JOCTaBYMIM, M CE€ OYAKBA TOBA Jla IIOMOTHE Ha JIbpPXKaBUTE
YWICHKH B yCHJIMSITA UM 32 TIPaBOIIpUIIaraHe.

QanmuduuupaHeTo Ha JEKapCTBEHH NMPOIAYKTH MOXKE Aa ObAe BB3NPSHO Ype3 HOAXOISIIIN CAHKLUH
€aMo aKo ce IMOCTHTHE HeNPEKbCHATO ChTPYAHNIECTBO, OOMEH Ha Hai-T00pH MPaKTUKU U €(PEeKTHBEH
MOHMTOPHUHT Ha JAEUCTBAIIOTO 3aKOHOJIATENCTBO.

Polizeiliche Kriminalstatistik [monuuelicka cratuctrka 3a npectsiuienusra] [[epmanus] 2015, crp. 122;
https://www.bka.de/DE/Aktuellelnformationen/StatistikenL agebilder/PolizeilicheKriminalstatistik/PKS2015/pks2015_nod
e.html.
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