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[NPABA 1 3ABJDKEHWA HA TTPOJTABAYA

Unen 6.(1) IlpomaBaubT € JUIBXKEH Ja JOCTaBH Ka4eCTBEHM JIEKAPCTBEHH IIPOIYKTH,
KOHTO:

1. ca monyuuWau paspelieHde 3a ynorpeda WM ca IMOIMYYHMIH YIOCTOBEPEHHE 32
peructpanusi mo pema Ha 3JIIIXM wmmm mo pema Ha Permament (EO) Ne 726 / 2004 ron. na
EBpomneiickust napsiameHT 1 Ha CbBera oT 31 mapt 2004 roguHa 3a ycTaHOBsABaHE Ha IPOIEIypH Ha
OOIIHOCTTa 3a paspellaBaHe ¥ KOHTPOJ Ha JIEKapCTBEHH IPOLYKTH 3a XyMaHHA M BETEpHHapHA
yrmoTpeba 1 3a chb3laBaHe Ha EBporeficka areHIus 1o JIEKapcTBaTa, M IPU CIa3BaHe M3MCKBAHUSITA
na Permament (EO) Ne 1901/2006 na EBporneiickust mapnament 1 Ha CpBerta oT 12 nekemspu 2006
roAMHa OTHOCHO JIEKAPCTBEHHUTE MPOJYKTH 3a IenuaTpudHa ynorpeba M 3a U3MEHEHHE Ha
Pernament (EMO) Ne 1768/92, Nupextusa 2001/20/EO, Jupextusa 2001/83/EO u Pernament (EO)
Ne 726/2004, u na Permament (EO) Ne 1394/2007 na EBpomneiickus mapiaameHT U Ha CbBera oT 13
HoemBpu 2007 . OTHOCHO JIEKapCTBEHUTE IPOMYKTH 3a MOJEPHA Tepalus W 3a M3MCHCHHE Ha
JupextuBa 2001/83/EO u ua Permament (EO) Ne 726/2004;

2. oTroBapsT Ha u3uckBaHusita Ha 3JIIIXM 1o oTHOIIEHHE Ha Ka4eCTBOTO, ONAKOBKUTE
U JINCTOBKUTE;

3. orroBapsT Ha m3uckBaHusTa Ha wi. 68 or 3KHBII, B ciyyante, KOrato ChIbpiKaT
HApKOTHYHH BEIECTBA U ca BIucaHu B npuioxxenus Ne 2 u 3 or 3KHBIIL.

(2) Besika oTenHa maptuzia TpsaoBa fa e cHabieHa ¢ mapTHJIeH cepTH(UKAT 3a Ka4eCTBO.

(3) OcTaThYHHUAT CPOK HA FOJHOCT Ha IOCTABSHUTE JIEKAPCTBEHH NIPOAYKTH TPsAOBa 1a €
He 1o-Majiko oT 60 (mecTaeceT) MpoIeHTa OT OOIIUS CPOK Ha FOJIHOCT KbM MOMEHTA Ha JOCTaBKaTa.

(4) Tlpu ycraHoBsiBaHE Ha HECBHOTBETCTBHE MEX]Yy CpPOKa Ha TOJHOCT Ha JIOCTaBeHa
mapTHa JIEKApCTBEHU CPEJICTBA U JJOTOBOPEHUS B all. 3 CPOK Ha I'OJHOCT, IPOAaBaybT € JIBKEH Ja
JIOCTaBH JIEKAPCTBEHH CPEJCTBA C JOTOBOPEHHUS CPOK Ha FOHOCT /10 24 (IBajeceT M YeTUPH) Jaca OT
YBEIAOMSIBAHETO.

Unen 7.(1) IlpomaBaubT ce 3aabiKaBa lpeularanara eHa Ha JIEKapCTBEHUTE MPOAYKTH,
kouTo ca BiiIroYeHH B [lpunoxxenue No 2 Ha [lo3uTHBHMS JIEKapCTBEH CIMCHK U 3allIalllaHu C
nyOJIMYHU CPECTBa, Jla HEe € MO-BUCOKa OT peryjMpaHara [ieHa, OlpejeseHa Mo pefa Ha 4. 261a,
an. 1 ot 3XIIJIM.

(2) B cirydanTe, KOrato B cpoka Ha M3ITbJIHEHHE HA JIOTOBOPA, IIeHaTa ObJe MPOMEHEHA
WK JIEKApCTBEHH MPOIYKTH ObaaT BKIOYeHU B llpuioxenue Ne 2 Ha Ilo3UTHBHUS JE€KapCTBEH
CIMCBK, CBIIUTE CE 3aruialiaT Mo peryjdpaHaTa L€Ha, a aKo PeryjJupaHara IeHa € MO-BHCOKa OT
1ieHara ot oeprara Ha y4acTHHKA — IO [[eHaTa oT odepTrara.

Unen 8.(1) IlpomaBaubT € IIBKEH Aa CKJIOYM JOTOBOP 3a NMOAM3IBIHEHHE, KOraTo €
obsBuI B odepraTa CH 3a ydacTHE IIOJ3BaHETO HAa MNOMM3NBJIHHUTEN. B cpok mo 3 aHH OT
CKJIFOUBAHETO Ha JIOTOBOP 3a MOJU3IBIHCHHE WM Ha JOMBJHUTEIHO CIOpa3yMEHME 3a 3aMsHa Ha
[IOCOYEH B 3asBICHHETO TOIU3NBIHUTEN MPOJAaBAYbT M3Ipallla KOIWE Ha J0roBopa WK Ha
JOITBJIHUTEIHOTO CIOpa3yMEHHE Ha BB3JOXKUTENS 3a€lIHO C JI0Ka3aTeNICTBA, Y€ Ca H3IIbIHEHH
yclIoBusATa o wi. 66, ain. 2 u 11 ot 3011

(2) lMogm3mbIHUTETUTE HAMAT MIPABO Ja IpeBb3jaraT €AHa WIK I0BeYe OT JEHHOCTHUTE,
KOHUTO ca BKJIFOUEHH B MIpeIMeTa Ha JI0r0BOpa 3a MOAU3II'bIIHEHHUE.

(3) He3aBrcuMo OT BB3MOXKHOCTTA Jla CE€ WU3IOJ3BAT NOAU3IBIHUTENN, OTITOBOPHOCTTA
3a U3MI'BIHEHHE Ha JOTrOBOpa 3a O0IIecTBEHA IOpbhUKa € Ha IIpo1aBaya.

(4) KynyBaubT HsIMa J1a U3BBPIIBA JUPEKTHHU PA3IUIALIAHUs C OAU3IIBIHUTEINTE

Uiten 9. [IponaBaysT € [UTbXKeH na u3naae hakrypa 3a Beska OT/IEJIHA JOCTaBKa.

I[TIPABA U 3AJIBJDKEHUSA HA KYITYBAYA

Unen 10. KynyBaubT mMa mpaBo Ja MpOBepsiBa KOJIMYECTBOTO, KAYECTBOTO U CPOKa Ha
rOJHOCT Ha BCSKA OTHE/IHA MapTHAa, KaTo IPU YCTAHOBSBAHE HA HECHOTBETCTBHE € UIBXKEH Aa
yBEJIOMH He3a0aBHO IIpojaBaya.



