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PETUCTPUPAHE HA IIEHA HA JIEKAPCTBEH IIPOAYKT, OTIIYCKAH BE3
JIEKAPCKO INPEAIIMCAHUE

IIpaBHO ocHOBaHMe:

1. Un.259, an.1, 1.3, un. 2596, an.l, 7.4 u 26la, an. 3 ot 3akoHa 3a JICKAPCTBEHUTE MPOIYKTH B
xymanHaTa meaunuHa (3JIITXM);

2.Yn. 1, 1. 3, un. 2, an. 4, wi. 23 u ci. ot HapenOara 3a ycioBusiTa, mpaBuiiata v pefia 3a peryirupane
U perucTpupane Ha neHure Ha jgexapcrBenute npoaykta (HYTIPPPLUIID).

XapakTepucTuKa:

Hea:

Ilenra Ha HacrosiiaTta HpoLeAypa € Aa YKaXe peAa M YCIOBHATA 3a PETHCTUpAHE Ha IIEHAa Ha
JIEKapCTBEH MPOIYKT, OTIHYCKaH 0e3 JeKapcKo MpelucaHue.

KomnerenreHn opran:

KomnerenTen opran 3a perucTpupaHe Ha I1I€Ha Ha JIEKApCTBEH MPOAYKT, OTIIyCKaH 0e3 JeKapcKo
npennucanue e HalimoHamHusT ChBET M0 LIEHU U peuMOypCUpaHe Ha JIEKApCTBEHUTE MPOTYKTH.

3agBUTEN:

3asiBUTEI 3a PETUCTUPAHE Ha I[eHa Ha JIEKapCTBEH MPOIYKT, OTIyCKaH 0e3 JIEKapCKO MpeucaHue €
NPUTEKATENIAT Ha PaA3pelICHHETO 3a YNOoTpebda Ha CHOTBETHHS JIEKAPCTBEH MPOAYKT HJIM HETOB
YI'BJIHOMOUIEH NPEACTaBUTEI.

Cpok 3a n3nbJIHEHHE Ha yciayrara:

B 30-1HeBeH cpok OT JaTaTa Ha II0JJaBaHE Ha 3asBJICHUETO.
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Heo0xoquMu 10KyMeHTH:
1. 3aaBjaenne:

Cernacho uin. 23, an. 1 or HYITPPPLJIII nputexxarenute Ha pa3pemnierreTo 3a ynorpeda (ITPY) wim
YITBJIHOMOUICHU OT TAX JHIA (3asABUTENN) MHULMUPAT MPOLEAypaTa 3a PEerucTpupaHe Ha ILieHa Ha
JIEKapCTBEH MPOJIYKT, OTIYCKaH 0e3 JeKapcKo MpeIrucanue, KaTo Mo1aBaT 3asBlIeHUE 1Mo oOpasell.

B 3asBiieHneTo ce mocoysa IieHa Ha MPOU3BOAMUTEN BB BaJlyTa/€BpO U B OBJITapCKu JIEBOBE, KAKTO U
MaKCUMaJTHa IIPOJIaXKHa 1IeHa Ha JISKapCTBEHUS MMPOAYKT B JICBOBE C BKJIIOUEH JTaHBK BHPXY J0oOaBeHaTa
CTOMHOCT.

3asBIEHUETO CE€ M0/1aBa 0 eJIEKTPOHEH MbT upe3 [loprana 3a e1eKTpOHHU aIMUHUCTPATUBHU YCIyTH
(YEB - noptai), Ha THIlIe WU Ype3 JIMLEH3UPAH MOIICHCKU OnepaTop.

2. lokyMeHTH, OTHOCMMHU KbM NpoIeyparTa:

KbM 3asBrieHneTo cienpa 1a Ob1aT NPUIIOKEHH CIACTHUTE TOKYMEHTH:

2.1.xonme oT pazpelieHue 3a ynorpeda Ha JEKapCTBEHUS MPOAYKT CHIJIACHO H3HCKBAaHUATA Ha
3JIIIXM, korarto pa3pemieHueTo 3a ynorpeda e uznaaeHo no peaa Ha Permament (EO) Ne 726/2004,
[Ipunoxenue 1 "Kparka xapakrepuctrika Ha npoxaykra", Ilpunoxenue II "Ilpurexaren Ha
paspelieHneTo 3a IPOM3BOJACTBO, OTIOBOPEH 3a OCBOOOXKJaBaHE HAa NapTHUAUA. YCIOBUS Ha
paspemenuero 3a ynorpeba" u Ilpunoxenue Il "O3HaueHws BBpXy OIAKOBKaTa M JIMCTOBKaTa',
IIPUJIOKEHUATA CE MPEACTABST HA EIEKTPOHEH HOCUTEIT;

2.2.uHopManysi OTHOCHO €MHHUS UACHTU(HUKAIIMOHEH KOJI Ha IPYKECTBOTO MJIM KOOTIEpaLUsiTa OT
TBPrOBCKHS PETUCTBD, a 3a ApYyXKecTBaTa, pETUCTPUPAHU B IbprKaBa - YieHKa Ha EBponelickus cbio3,
WM B IbprKaBa - cTpaHa no CrnopazyMeHHETO 32 EBponeiickoTo NKOHOMHYECKO TPOCTPAHCTBO - KOIIHE
OT JOKYMEHT 3a akTyaJlHa pEerucTpalnus IO HaIMOHAJIHOTO 3aKOHOJATENICTBO, H3HAJEH OT
KOMIIETEHTEH OpraH Ha CbOTBETHAaTa AbprkaBa Ha juuara no wi. 13, an. 1 or HYTIPPPLUIII He no-
KBCHO OT 6 Mecelia Ipeax M0/JaBaHe Ha 3asBJICHUETO;

2.3.M3pUYHO HOTapHAJHO 3aBEPEHO IBJIHOMOIIHO, B Cllydail 4e 3asBJICHHETO C€ IojaBa OT
MIpeICTaBUTEI Ha IIPUTEXKATENS Ha pa3pellieHueTo 3a yrnoTpeda; KoraTo MbJIHOMOIIHOTO HE € U3/1aZIeHO
B PenyOnuka brirapus, 3a chIIOTO ce mpecTaBs MPeBO Ha OBIrapcKy €3UK, U3BBPILEH OT MPeBoay,
KOWTO MMa CKJIFOUEH JOTOBOp ¢ MUHUCTEPCTBOTO HAa BRHITHUTE pabOTH 3a U3BBbPILIBAHE HA OUITHATHU
IIPEBOJIN;

2.4.,Z[OKaBaTeJICTBa OTHOCHO IMPEACTAaBUTECIIHATA BJIACT HA JIMLICTO, MMOAINIUCAIIO IIBJIHOMOIIHOTO 110 T. 3,

2.5.10KyMEHT 3a IUIaTeHa IbpPKaBHA TaKCca 32 BCEKU OTAEJIEH JIEKaPCTBEH IMPOAYKT 3a PErMCTPUPAHE
Ha I[I€Ha Ha JIEKapCTBEH MPOAYKT.



BbTpemien xoa Ha npoueaypara:

1. 3asBieHHETO Ce peructpupa ot cinyxkurenurte B LleHTbpa 3a anmuanCcTpaTuBHO 00cTy)kBaHe (L{AO)
B AnMmuHHCcTpaTHBHO- nH(popmannonHa cuctema (AWC) u ce reHepupa yHUKAIIEH PETHCTPOB HOMEP
3a BCSAKO 3asIBICHUE;

2.Ilo cv3mapenara mpenmcka, [[AO craptupa paboTeH mpolec 3a CTapTHUpaHEe Ha 3aJadd 3a
OCBILICCTBsABAHE Ha IIOCJICABAIII ,Z[GﬁCTBPIH OT CbOTBCTHUTC CKCIICPTH,

3. FOpuckoHcyaT/eKcnepT ¢ I0pUIMUecKo 00pa3oBaHue OT JUPEKLUs PerynaTopHu peKuMH 1 OLeHKa
Ha 3apaBHuTe TexHonoruu (PPO3T) mnu ot anmMuHucTpanusara Ha ChBeTa U3BBPIIBA IOPUIANYECKA
OLIEHKAa W M3roTBAT cTaHoBuIle 10 CbBera. Ciiel MPUKIIOYBAHETO W EKCHEPTHT OTIOBOPEH 3a
U3BBPUIBAHETO Ha IOpUAMYECKATa OlleHKa HacouBa Inpoueca Ha AVC 3a M3rorBsHe Ha €KCHEPTEH
noknazn oT wieH Ha CpBeTa;

4. CpBeThT MOKE€ MOTUBHPAHO J1a TIOMCKA OT 3asBUTEIIS JOMBJIHUTEHA HH(OpMaIus, Heo0Xoauma 3a
B3EMaHE Ha pEIlleHHE 3a PETHCTpPHpaHe HA IIeHa Ha JIEKAPCTBEH MPOIYKT, OTIIYCKaH 0e3 JIeKapCKO
MpeANUCcCaHue;

5. Koraro nipu pasriiexxaaneTo Ha 3asBiieHHeTo ChbBETHT KOHCTATUPA HETOCTATHIN WM HEMBJIHOTH B
Hpe,Z[CTaBeHaTa ,Z[OKyMeHTaI_[I/IH, nma HpaBO Ja U3UCKA OT 3asABUTCIIA OTCTpaHSIBaHe Ha HCITBJIHOTHUTC U
HEJIOCTAaThIMTE B JOKYMEHTAIUsITa, KaTo yBeaoMsBa 3asBuTess o pena Ha AIIK B cpok ot 3 nHu;

6. B cimyuaii ye B cpok ot 30 qHH, CUUTAHO OT JaTaTa HAa YBEAOMSBAHETO 3asBUTEIAT HE OTCTPAHU
KoHcTaTHpaHuTe oT ChBeTa HEIOCTATHIIM M HEITBIHOTH, MPOIIeIypaTa ce MpeKkpaTsiBa ¢ pelicHre Ha
CobBeTa;

7. llpencenatenar ompenens 3a AOKIAAUuMK wieH Ha CbBera, KOWTO 0000IIaBa E€KCIEPTHOTO
CTaHOBHIIE U U3TOTBS €KCIEPTEH AOKJIAJ, [0 00pasels;

8. CBBETHT HaA CBOEC 3aCCHaHUC pas3riacxKaga CKCICPTHUTC OOKIAAN 110 3asABJICHUATA U B3E€Ma PCIICHUC
10 BCAKO €JHO 3asABJICHHUC,

9. Ha 3acenanusta Ha CbBeTa ce BOJAU MPOTOKOJ OT €KCIEPTUTE OT AUPEKUHS Y IpaBICHUE, aHATU3U
u koutpoi (Y AK);

10 HpOTOKOJI’bT CC 1rmoAIincnBa OoT npez[ce;[aTemI HUJIN OT OBJIACTCHOTO JINLIC HpI/I HETroBOTO OTCHCTBUEC U
oT wieHoBeTe Ha CHBeETA;

11. Pemennsita Ha ChBeTa 3a perucTpUpaHe Ha IIEHa Ha JIKAPCTBEH MPOAYKT, OTITyCKaH 0e3 JIeKapCKo
MIPEAINNCAHUE CE U3TOTBAT OT eKcnepTute ot qupekuus Y AK;

12. CpobmaBane W BpbUBAaHE HA PEIICHUATA HA 3asABUTENUTE — B 3-JHEBEH CPOK OT M3JaBaHE Ha
pELIEHHETO;

13. Excnept ot aupexuus Y AK usBbpuiBa Bnucsane B peructpure Ha HCLIPJIII cien Bniu3ane B cuna
Ha pEIlEeHUETO;

14. AxTyanu3upase u myoJMKyBaHe Ha MHTEPHET CTPaHUIIaTa Ha 2-pO YKCIIO OT MECEIla Ha PETUCTPUTE
Ha CbBerTa.



Takcu: 3asBiieHue ce MMOAaBa Cie/ U3BbPIIBAHE HA IJIAIlaHe Ha CJIeHATa TaKca:

B pasmep na 200 aB./102,26 eBpo, cvritacHo 4. 28, an. 11 ot Tapudara 3a Takcute, KOUTO c€ CHOMpAT
o 3akoHa 3a JICKApCTBCHUTC MMPOAYKTH B XyMaHHAaTa MCAWIIMHA, 3a OLICHKA Ha JOKYMCHTAllUsATA 3a
perucTpupaHe Ha IIeHa Ha JIEKAPCTBEH MPOAYKT, OTITYCKaH 0e3 JIEeKapCKOo MpeANHCcaHue.

Pe3yaraTu oT mpoueaypara:

1. CpBeThT B3eMa peIlIEHHE 3a PEruCTpUpaHe Ha IIeHa Ha JIGKAPCTBEH MpPOAYKT, OTHYCKaH Oe3
JIEKapCKO TPENNUCaHNe W BIHMCBA PEIICHHETO, KaTo OTpa3sBa LieHaTa B ITyOJIWYHHS PETHCTHP Ha
MaKCHMAJITHUTE TPOJaKHH [IEHH Ha ApeOHO Ha JEKapCTBEHHUTE MPOAYKTH, OTITyCKaHU 03 JIeKapcKo
npenanucanue mno wi. 28 ot Hapenbara.

2. Pemiennero Ha CbhbBeTa 3a PErHCTpPUpPAHE HA I[€HA HA JICKAPCTBEH MPOIYKT, KAKTO M OTKa3bT
noanexxar Ha oOxanBane (wi. 26, an. 3 HYIIPPPLJIIT) nmpen Komwucusita mo mpo3padHOCT IO
aJIMMHHUCTPATUBEH PeJ U MpeJ ChOTBETHUS ChJ IO pesia Ha AIMUHUCTPATUBHONPOLECYATHHS KOJIEKC.



