OIIMCAHUME HA ITYBJIMYHUTE PETUCTPY BOJAEHN OT PETMOHAJIHA 3IPABHA MHCITEKIINA - CUJINCTPA

Pernonajina 3apaBHa uHcnekuus - CHIMCTPa NOAABPIKA cJIeJHUTE NYOJTUYHH PerucTpu:

I. PETUCTBP HA OBEKTHUTE C OBIIECTBEHO IIPEJHA3ZHAYEHHUE

[MNPABHO OCHOBAHMUE 3A BOJAEHE: Hapen6a Ne 9 ot 21 mapt 2005T. 3a ycioBHATa U pela 3a Ch3/laBaHe W MOJIbPKaHE HA MyOIMUYEH PETUCThD Ha

o0eKTuTe ¢ O0IIECTBEHO IPeAHA3HAYCHNE, KOHTPOIUPAHU OT PETHOHAITHUTE 3IPaBHHU WHCIIEKIINN

Coappxka TaHHU 32 00CKTUTE ¢ OOIIECTBEHO NpeJHa3HAYCHHE, TPAHCIIOPTHUTE CPEACTBA 3a OOIIECTBEH MPEBO3 M TPAHCIIOPTHHUTE CPEJCTBA ChC CIEITHAITHO
MpelHa3HauYeHue, BIIMCAaHW B perucrbpa Ha obOekTuTe ¢ obmiecTBeHO npenHazHaudeHue kbM P3U - Cunuctpa. B myOnuynata 4yacT OT perucrepa €
npeaocTaBeHa HH(GOPMAIKS 3a PETUCTPAIIMOHEH HOMEp U JlaTa Ha BIIMCBaHe, aapec Ha 00eKTa, B Ha 00EKTa M BHJIOBETE NEHHOCTH, KOUTO CE€ M3BBHPINBAT B
Hero, (PMPMEHO HAUMEHOBAHKE WU M€ Ha JIMIIETO, OCBIIECTBSIBAIIO JCHHOCT B 00CKTa C OOIIECTBEHO NpeHa3HaAYCHHE, KAKTO U JaTa U HOMEp Ha 3aloBe/ITa
3a 3aJIMYaBaHe Ha PErHUCTpaIUsITA.

II.  PETUCTDBHP HA JPOI'EPUUTE

[TPABHO OCHOBAHMUE 3A BOJIEHE: un. 241 ot 3akoHa 3a JiekapcTBEHUTE MPOAYKTH B XyMaHHAaTa MEAUIIMHA
ChabpaKa JaHHHM 32 IPOTepUUTE, KOWTO ca MONMyYMIIU YAOCTOBEpeHue 3a peructpanus ot P3U - Cunuctpa. B my6iudHaTa 4acT OT PETHCThpa € MpelocTaBeHa
uHpopManus 3a HOMep U jAarta Ha u3gajaeHoto ot P3U ynoctoBepeHue, GpupMeHO HaMMEHOBAHME, UME U apeC Ha PHKOBOAMTENS Ha APOTepUATa, afpec Ha
JIporepusiTa, JaTa Ha IpeKpaTsBaHe Ha JCHHOCTTa M OCHOBaHME 3a ToBa (B Cilyyail Ha mpekpaTsBaHe Ha JAEHHOCTTa), 3a0€NeXKH IO BIHUCAHHUTE

obcrosTesncTBa (IpH MPOMSIHA Ha 00CTOSITEIICTBATA).

11 PEI'MOHAJIEH PET'UCTBHP HA OBEKTHUTE 3A TIPOU3BOJACTBO HA BYTUJINPAHU HATYPAJIHU MUHEPAJIHU, U3BOPHU U
TPAIIE3HU BOJHA

[MNPABHO OCHOBAHME 3A BOJEHE: un.14 ot 3akoHa 3a XpaHuTe

Coabprka JaHHM 32 00EKTHTE 3a MPOM3BOJACTBO, MPUTOTBSHE WM 00paboTKa Ha OyTHIMpaHa HAaTypallHa MUHEpajiHa, M3BOPHA U Tpare3Ha BOJAa, KOWTO ca
MONYYHIIN yAOcTOBepeHue 3a perucrpanus ot P3U - Cumuctpa. B mybOnmuHaTa 9acT OT perucrbpa € mpenocraBeHa WH(pOpMAaIus 3a HOMEp U Jara Ha
uznanenoro ot P3U yxnocToBepenue, anpec Ha 00€KTa, BUA HAa 00CKTa, BUAOBETE OYTHIIMPAHU BOJIH, PUPMEHO HANMEHOBAHUE, UME U aApec Ha PHKOBOIUTEIS

Ha O6eKTa, B cnyqaﬁ Ha MpeKpaTsdBaHC Ha JiefiHoCcTTA - HOMCD U JaTa Ha 3allOBCATA 3a 3aJIM4YaBaHC Ha perucrpanusaTa.



IV. PETUCTBP 10 HAPEJIBA Ne 5 HA U3JJAJEHUTE PA3ZPEIIEHUS 3A TIPOJAKBA HA JIEKAPCTBEHHU NPOAYKTH OT JIEKAPU U
JIEKAPHU 11O JEHTAJIHA MEJIUIIUHA

ITPABHO OCHOBAHUE 3A BOAEHE: un. 5 Hapen6a Ne5 ot 06.07.2011r. 3a ycioBusTa U pela 3a mojlydaBaHe Ha pa3pelleHus 3a CbXpaHeHHUEe U
npojax0a Ha JIeKapCTBEHU MPOJAYKTH OT JIEKapH U JIeKapu Mo JeHTaIHa MEIUIMHA U CHAOIABAHETO UM C JIEKaPCTBEHH MPOJYKTH

Cbm>p>1<a JaHHU 34 U3AAJCHUTC pa3peClICHUs 3a r[poz[a>K6a Ha JICKApCTBCHU MMPOAYKTH OT JICKAPU U JICKApPU 11O JCHTAJIHA MCAUIINHA B o0acT CI/IJ'II/ICTpa. B
ny6nw{HaTa qacCT OT pETUCThpa € MMpeaoCTaBCHa I/IH(i)OpMaHI/ISI 3a Ne u gaTa Ha U31aICHOTO pa3pceueHnue, JaHHu 3a HOMEP, IMapTruzia, TOM U CTpaHula, noxa
KOHTO JICYCOHOTO 3aBC€CHUC € BIIMCAHO B PErUCThpa HA P3I/I, aapecC Ha JIeueOHOTO 3aBeICHUE 3a U3BHHOOIHNYHA TOMOII] (az[pec Ha I[eﬁHOCT), B cnyqaﬁ Ha
NpEeKpaTsABaHC HA PA3PCUHICHUETO - aTa HAa MPEKPATABAHEC HA pa3pCII€HUCTO U OCHOBAHUC 3a TOBA, B cnyqaﬁ Ha MpoOMsAHa Ha 00CTOSTEIICTBATA - 3a0CICIKKHU

10 BIIMCAHUTE 0OCTOSITENICTBA.

V. PEI'MCTHP HA JIMIIATA IPAKTUKYBAIIIA HEKOHBEHIITMOHAJTHA METO/IH 3A BJIATOIIPUSITHO BB3JIEMCTBUE BBPXY

HUHIANUBUIYAJIHOTO 3/IPABE
ITPABHO OCHOBAHUE 3A BOAEHE: un.171, an.1 ot 3akoHa 3a 31paBeTo

Coabpxka NaHHU 32 BCUYKH JIUIA, YIPAXHSIBAII HEKOHBEHIIMOHAIHA METOJIU 3a OaronpusTHO Bb3/IEHCTBUE BbPXY UHAWBUIYaTHOTO 31]paBe Ha
TeputopusaTa Ha oomact Cunuctpa. B mybnmyHaTa 9acT OT perucTbpa ce Chabpka HHGOpMAIHS 32 PETUCTPAIIMOHEH KO, TPUTE UMEHa, ajpe c, TenedoH,
ONMCAaHHE HA HEKOHBEHLIMOHATIHUS METO, PErCTpallMOHEH HOMEp Ha KHUTaTa 3a MOCELEHUs, 1aHHH 3a 3aJJM4aBaHe Ha PErucTpalusaTa i OCHOBaHHUE 3a

TOBa, IPOMEHU B OOCTOSITEIICTBATA M 3a0€IICHKKH.



