Cnyx6eH BecHuK Ha Penybnvka MakegoHuja PefaKkumncku npeyncTeHn TEKCTOBU

S3AKOH
3A JIEKOBUTE N MEAULIMHCKWUTE CPEACTBA

PepakuLMCKy NpevyncreH Tekcr?!
I. ONWwT™™ OAPEABU

YUnen 1
Co 0BOj 3aKOH Ce ypedyBaaT NeKOBUTE U MeAMUMHCKUTE CpeacTBa 3a ynoTtpeba Bo
XyMaHaTa MeauumHa, YC/oBUMTE M HAuMHOT 3a o0b6e3beayBarbe Ha HUMBHMOT KBANUTET,
6e36egHOCT M edUKACHOCT, Ha4YMHOT M MOCTaNKMTE 3@ HMBHO MPOU3BOACTBO,
UCNUTyBare, CTaBakbe BO MPOMET, MpoMeT, (opMUpare Ha LEHW, KOHTposia Ha
KBaNMUTET, OrnacyBarbe M MHCMNEKUMCKM Haa30p.
Co 0BOj 3aKOH ce ypeayBaaT W OMOjHUTE APOrn, MNCUXOTPOMHUTE CYMNCTaHUUKM WU
npekyp3opute noTpebHu 3a NpoOM3BOACTBO HAa NIEKOBUTE UM MeAMUMHCKUTE CpeacTBa
aKO He ce ypeaeHu CO Apyr 3aKOH.

YneH 1-a
Bo noctanka 3a u3gaearbe Ha pelleHuvja 3a AobuBarbe Ha ogobpeHne 3a CcTaBakbe Ha
NEeK BO MPOMET U 3a YNUC Ha MEeAMUMHCKO CPeACTBO BO PerncrapoTt 3a MeauuMHCKU
cpeacTtBa ce MNpuvMeHyBa 3aKOHOT 3a onwTaTa YyhnpaBHa MoOCTanka, AOKOMKY CO OBOj
3aKOH MOMHAKY He e ypeaeHo.
Bo noctanka 3a BpleHe Ha WMHCMNEKUUCKM HAA30p Ce MpuMeHyBa 3aKOHOT 3a
WMHCNEKUNCKM Haa30p, AOKOJIKY CO OBOj 3aKOH MOMHAKY He e ypeaeHo.

YneH 2
OppenHu novMu ynotpebeHn Bo 0BOj 3aKOH r0 MMaaT C/IeAHOBO 3HaYeHe:
1. Jlek e cekoja cynctaHuvja unm KomMbuHaumja Ha CyncTaHuun (opMynmMpaHn Ha
HaA4YMH 3a Aa NeKyBaaT WM npeBeHunpaaT 6onectn kaj nyreto. Jlek e, UCTO Taka, cekoja
CyncTaHumja nnm koMbuHaumnja Ha CyncTaHuum WTO MOXe Aa ce ynoTpebysa unu aa ce

I Penakiucku MPeYUCTEHHOT TEKCT Ha 3aKOHOT 3a JIEKOBHTE M MEIUIMHCKHUTE ToMaraia ru omndaka: OCHOBHHOT
TEKCT Ha 3aKOHOT, 00jaBeH BO “Ciyk0OcH BecHHK Ha PM® 0p.106/07, 3aKOHOT 3a M3MECHYBambE U JOMOJHYBAkE Ha
3aKOHOT 3a JICKOBHTE M MEAMIHMHCKUTE Iomaraia oOjaBeH Bo “CiryxkOeH BecHuk Ha PM* 6p.88/10, 3akoHoT 3a
JIOTIOJIHYBabe Ha 3aKOHOT 3a JIEKOBHUTE U MEAMIMHCKUTE oMaraiia o0jaBeH Bo “Ciyx0OeH BecHnk Ha PM™ 6p.36/11,
3aKOHOT 3a HM3MEHYBame W JOIOJIHYBakh¢ HAa 3aKOHOT 3a JICKOBUTE W MEIUIMHCKHTE Tomarajga o0jaBeH BO
“CnyxOeH BecHuk Ha PM“ 0p.53/11, 3akoHOT 3a HONOJHYBamke HAa 3aKOHOT 3a JIGKOBUTC M MEIUIIMHCKUTE
momarana o0jaBeH Bo “Cuiyx0eH BecHHK Ha PM* 6p.136/11, 3akoHOT 32 H3MEHYBamke U OTOHYBakbe Ha 3aKOHOT
3a JIEKOBUTE W MEIOWIWHCKUTE TIoMarana objaBeH Bo “CiyxOeH BecHHK Ha PM* 6p.11/12, 3akoHOT 3a M3MEHYBambe
U JOTIONTHYBamke Ha 3aKOHOT 3a JIEKOBHTE W MEIHIMHCKUTE Tomarana objaBeH Bo “CiyxOeH BecHHK Ha PM*
0p.147/13, 3ak0OHOT 3a U3MEHYBaKE U JONOJHYBakbe Ha 3aKOHOT 3a JIEKOBUTE M MEIUIIMHCKUTE romMaraina o0jaBeH
B0 “Cuyx0OeH BecHuk Ha PM‘ 06p.164/13, 3akoHOT 3a M3MEHYBalme W JOMOJHYBabe HAa 3aKOHOT 32 JICKOBHTE U
MEIUIMHCKUTE momaraia oOjaBeH Bo “CiyxOeH BecHMK Ha PM® 0p.27/14, 3akoHOT 3a H3MEHYyBambe |
JIOTIOJIHYBabe Ha 3aKOHOT 3a JIEKOBHUTE U MEIMLMHCKUTE oMaraia o0jaBeH Bo “Ciyx0OeH BecHuk Ha PM™ 6p.43/14,
3aKOHOT 3a HM3MEHYBamke W JONOJIHYBakhe¢ Ha 3aKOHOT 3a JIEKOBUTE W MEIUIMHCKHTE Tomarajga o0jaBeH BO
“Cumy>x0eH BecHUK Ha PM* 6p.88/15, Onnykara Ha YcraBHuor cyn Y.0p.121/2014 o6jaBena Bo “Ciyx0eH BECHHK
Ha PM* 0p.113/15, 3ak0HOT 32 M3MEHYBaWkE U JOMOJHYBake Ha 3aKOHOT 3a JICKOBUTE U MEIUIIMHCKUTE CPEICTBA
o0jaBen Bo “Cmyx0Oen BecHMK Ha PM® 6p.154/15, 3akoHOT 3a nM3MEHyBame W JONOJHYBambe Ha 3aKOHOT 3a
JICKOBHUTE ¥ METUIIMHCKUTE cpecTBa oOjaBeH Bo “Ciry:xOeH BecHUK Ha PM™ 0p.228/15, 3akoHOT 32 H3MEHYBame Ha
3aKoHOT 3a JIEKOBHTE W MEAWIIMHCKHUTE cpencTBa objaBeH Bo “CiyxOeH BecHHK Ha PM® 0p.7/16 u 3akoHOT 3a
HM3MEHYBame 1 IOTIONIHYBamke Ha 3aKOHOT 3a JIEKOBUTE M METUIIMHCKUTE cpecTBa 00jaBeH Bo “Ciry:kOeH BECHUK Ha
PM* 6p.53/16, BO KOM € 03HAYECHO BPEMETO Ha HUBHOTO BJIETYBaIbE BO CHJIA U TIPUMEHA.
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AaBa Ha Nyre 3a 06HOBYBakbe, KOpermparbe unum moavduumparse Ha U3N0NOWKUTE
dyHKUMM CO nNpeau3BMKyBarbe Ha (apMakosiowka, MMYHOMOWKA WM MeTabonuyka
aKTUBHOCT, UK 3a NOCTaByBarbe Ha MeAUUMHCKa AujarHo3a;

2. CyncraHumja e cekoja MaTepnja 6e3 pasnunka Ha NOTEKNOTO, Koja Moxe Aa buae:

- YyoBeYKa, Ha NpuMep: YoBeuka KpB U NPOM3BOAM Of YOBEYKA KPB,

- XKMBOTMHCKA, Ha MNpuMep: MUKPOOPraHW3MK, LUESM >XXMBU OpraHusMu, AenoBu o[
OpraHu, CEKpeTN o4 XXMBOTHWU, TOKCUHU, EKCTPAKTN U KPBHWU NPOAYKTY,

- pacTuTenHa, Ha npuMep: MUKPOOpraHu3MW, pacTeHuja, OenoBuM 0f pacTeHuja,
CEeKpeTn o4 pacTeHunja U ekCTPaKTy,

- XeMUCKa, Ha NpuUMep: efleMeHTn, XEMUCKN MaTepun Kou ce jaByBaaT BO npupoaata
N XEMUCKM NPOM3BOAMN KoM ce aobrBaaT Npeky XeMmncka npoMeHa uian CMHTe3a u

- nobueHa co bMoTexHONOLKa NOCTanka;

3. AKTMBHa cyncraHuuvja e ¢apMakosiOWKN aKTMBHA CynCTaHuMja Ha pJdajeHa
¢apmaueBTCcka go3unpaHa popma;

4. EKCMNMEHC e ceKoja CyrncTaHunja OCBEH aKTMBHATA CyrncCTaHLUMja KOja e BK/yyeHa
BO MPOM3BOAHMOT MpoLecC UK ce Coap>KM BO roToBaTta apMaueBTcka hopMa Ha NeKoT;

5. ®apmaueBTcka opMa e dopMa Ha NeK COOABETHA 3a HerosaTta ynoTpeba
(TabneTtun, kancynu, MacTn, pacTBopy 3a UHjeKTUpame 1 apyro);

6. Cepmja Ha nekK e ogpeaeHO KOMYeCTBO Ha Koj buno nek npoussedeHo BO TEKOT
Ha efieH UMKIyC Ha NpOM3BOACTBO YMja XOMOIreHOCT € LIeNIOCHO rapaHTupaHa;

7. UMe Ha nek e vMe Koe MoxXe fa buae MHOBaTMBHO MMe LITO He co3aaBa 3abyHa
Co BOO6MYAEHOTO MMe WM e BoObMYaeHO MM HayyHO MMe MpocnefeHO CO TProBcKa
MapKa WM CO MMe Ha MpOM3BOAUTENOT/HOCUTENOT Ha OJ0BpeHWETO 3a CTaBare BO
NnpoMeT;

8. BoobuuyaeHO uMe € MeryHapogHo HesawTuteHo wuMe (International
Nonproprietary Name, INN), npenopavaHo oa CeeTckaTa 34paBCTBEHA OpraHu3aumja
WK, aKo TakBO He NOCToW, e BOObU4aeHoTO ynoTpebyBaHo MMe;

9. BMONOLLKM NeK € CEeKOj NeK LITO KaKo akTUBHA CyncTaHuMja coapxun buonowka
CyncTaHumja unm cynctaHumja aobmeHa co nocranka WTo BKAy4YyBa 6MOMOLKN CUCTEMM.
Buonowka cycncraHuvja e cekoja cynctaHuuja gobueHa og wnm co ynotpeba Ha
6uonowkn u3BOp M 3a Koja e noTpebHo KoMbuHaumja o4 (PU3NUKO-XEMUCKM W
6MONOWKN MCNUTYBaka 3a MOCTUrHyBake Ha KBajMTET, 3ae4HO CO nocTankata 3a
n3paboTka M Haa30p Hag HMB. Toa ce, Ha NpuMep, NeKoBM u3paboTeHn co buonoLuka
nnn BMOTEXHONOLWKA MOCTanKa, BKIYYUTENHO U KYNTYPU Ha KIETKM U peKOMOMHaHTHa
[OHK TexHonoruja, NekoBu oA KpB 1 nnasma, UMyHOSOLLKN SIEKOBU U CITUYHO;

10. AMYHOJIOLIKMN NE€K € JieK LWTO COAPXM BaKUWHW, TOKCMHU U CEPYyMU WU
aneprexu;

11. Jlek pobueH co npepaboTka Ha 4YoBeuyKa KpB WIM 4YOBeYKa nnasMa e
CeKoj NeK 3aCHOBaH Ha COCTaBHWUTE fAenoBn Ha KpeTa (anbymuH, KoarynauuoHu
akTOopU N UMYHOrN06YNHK);

12. KpB M KpBHM KOMMOHEHTU ce npepaboTkm fobueHn o Kps, TUe He ce
CMeTaaT 3a IeKOBM, BO CMUC/IA HA OBOj 3aKOH, WM Ce KOpPUCTAT KaKO CypOBUHKU 3a
WHOYCTPUCKM NPOU3BEAEHUTE JEeKOBU. 3a HMB Croped OBOj 3akoH He ce 6apa
onobpeHue 3a cTaBarbe BO MPOMET;

13. PagunocgepMalueBTCKM npenapaTt € Cekoj fleKk KOj, Kora e MOAroTBeH 3a
ynotpeba, coaopxu edeH WM NoBeKe paauoHyknuau (pagMoakTUBHM  M30TOMM)
HaMeHeTU 3a MeauLUMHCKa ynoTpeba;
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14. PagvoHYKNMAEH reHepaTtop € CeKOj CUCTEM KOj COAPXW paAuoOHYKIUA
(poanTen) oa KOj CO paaMOaKTUBHO pacnarame ce ocnobogyBa Apyr PaAMOHYKIMA
(kepka). OcnoboaeHNOT paanoHYKNNI Ce oaaenyBa Co enyupare Win Apyr MeEToa U ce
KOPWCTM 3a NOArOTOBKA Ha paanodapmaleBTCKM npenapar;

15. PagMoHyKnMaeH KWT e npenapat HaMeHeT 3a pnobumBake Ha roToB
pagnodapMaLeBTCKM npernapat CcO  PEKOHCTUTYyuMja wunaMm  Co  KOoMbuHupare Co
paavoHyknung, sBoobunyaeHo npea ynortpeba;

16. PaguoHyKnMAaeH npeKkyp30p e CeKOj paanMoHYyKINA HaMeHeT 3a obenexyBame
(Mapkuparbe) Ha apyru cynctaHumm npeg ynotpeba;

17. EceHuMjasHW NEKOBM Ce OCHOBHM JIEKOBM HAMEHETU 3a JleKyBare Ha
HajuecTuTe 60necTn Ha HajronieM Aen o4 HaceNeHWEeTO M KaKo TakBu ce AeduHMpaHu
0f, HaZJ1eXXeH OpraH;

18. FeHep1uKM neK e neKk WTo UMa UCT KBafIMTaTUBEH U KBAHTUTAaTUBEH COCTaB Ha
akTuBHaTa (Te) cyncrtaHuumja (um) BO uCTa dapmaueBTcka ¢dhopMa Ha nekoT (unu
pas3fiMyHM nepopanHu GopMn Ha nekoT co 6p3o ocnobopyeBarbe Ha aKTUBHATa
CyncTaHumja), Kako n pedepeHTHNOT NeK 1 YMja bMoekBMBaNEHTHOCT CO pedepeHTHNOT
NeK e JoKaXkaHa CO COoOABEeTHa CTyavja Ha 6uopacnonoxnueocT. PasnuyHuTe conu,
ecTpu, U30Mepu, CMecu Ha MU30Mepu, eTpu, KOMIMJIEKCU WM [AepuBaTW Ha aKTUBHA
CyncCTaHUMja ce cMeTaaT KakKo WCTa aKTMBHA CyncTaHuuja, cé aoaeka TUe He ce
pa3fiMKyBaaT 3HauMTENHO BO 0COBUHUTE BO nornea Ha 6e3begHocTta u edmnKacHOCTa Ha
nekoT. Bo TakoB cnyyaj nogHocutenoT Ha bapareTo Mopa Aa A0CTaBu AOMNOAHUTENHU
MHdOPMaLMM WITO Ke ja AoKaXaT CUrypHOCTa U/unu ecbmKacHOCTa Ha pasnnyHUTE CONu,
ectpu  wnu  gepuBatM  Ha opobpeHaTa akTMBHa  cynctaHuuja. Cryamm  Ha
61opacnonoXnmMBoCT MOXe WM Aa He ce bapaaT oa nogHocuTenoT Ha 6apameTo,
[IOKOSIKY Ce [0CTaBaT peneBaHTHW [O0Ka3u COrfacHO CO COOABETHUTE ynaTcTBa BO
EBponckaTa yHWja WTO MOXaT Aa ro onpasAaaT HEj3SMHOTO OTCYCTBO;

19. PechepeHTeH neK e ek npou3BeaeH Of OpUrMHATOpPOT WM NleK LWTO UMa
onobpeHune 3a cTaBarbe BO NpoMeT BO Penybnuka MakenoHuja nnm Bo 3eMja uneHka Ha
EBponckata yHMja umja OMOEKBMBANEHTHOCT € [OKakaHa BO OAHOC Ha NIeKOT Of,
OpUIrMHATOPOT;

20. MarucTpaneH nek e cekoj npoussog M3paboTeH BO anTeka BpP3 OCHOBA Ha
peuenT o4 fiekap, a € HaMeHeT 3a oApeaeH NauueHT;

21. TaneHCcKn neK e cekoj npou3Bos n3paboTeH BO raneHckata nabopatopuja Ha
anTekaTa, BO COMMacHOCT CO nponucuTe Ha ¢apMakonejaTa uam BO COrnacHOCT Co Apyru
NPONNCK 1 € HAMEHET 3a M34aBake ANPEKTHO BO Taa anTeka;

22. XoMeonaTCKM JIeK € CeKOj JSIek NoAroTBeH o4 CYNnCTaHUMWU UNKN T.H. XOMEOMNaTCKn
COCTOjKM BO COMNacHOCT CO XOMeoraTckata Mpou3BoAHaA MoOCTanka onuliaHa BO
EBponckata dapmakoneja, HaumoHanHMOT pogaTok Ha EBponckata dapmakoneja Ha
Penybnunka MakeaoHuja (BO HaTaMOLWIHWOT TeKCT: HaunoHanHWOT A0AATOK) WM cnopeg,
hapmakonenTe KoM oOdUUMjANTHO Ce KOpWUCTaT BO 3eMjuTe KOM M KUMaaT MUCTUTe
CTaHAapaM 3a KBa/MTET Ha XOMeornaTCKMTe NeKOBUM Kako BO Penybnuka MakegoHwuja.
XOMeonaTCKMOT NIeK MOXE Aia COAPXXM MOBEKE FNaBHM COCTOjKM;

23. XepbaneH nek e cekoj ek Koj UCKNyYMBO COAPXKM KaKO aKTUBHWM COCTOjKM eaHa
WK noBeke xepbanHU CynCTaHUMM WK efieH unu noBeke xepbanHu npepaboTku unm
eiHa unM noBeke xepbanHu CyncTaHUMM BO KOMOBMHauUMja CO edeH WU roBeke
xepbanHu npepaboTky;
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24. Xep6anHu cCyncTaHUMM Ce [/71laBHO Uenu, dparMeHTUpPaHW WM CEYEHU
pacTeHunja, AenoBu oA pacTeHunja, anru, rabu, nuwan Bo HenpepaboTeHa, BOOO6MYaeHo
CyLLEeHa uan NoHeKorall Bo ceexa ¢opma. Hekon ekcyaaTtn Kom He bune NoanoXKeHn Ha
ogpeaeH TpeTMaH, MCTO Taka, Ce cMeTaaT 3a xepbanHu cynctaHumu. XepbanHute
CyNnCTaHuMM ce TOYHO AedUHMPAHM NMpPeKy KOPUCTEHOTO pacTeHne u o4 60TaHW4YKOTO
nMe BO COrnacHOCT O BMHOMHMOT cucTeM (poa, BuA, NoABUA U aBTopP);

25. XepbanHu npepaboTrkm ce npepabotkn [obrveHM CO MOANOXKYyBare Ha
xepbanHuTe CyncTaHUMM Ha NPOLIECU KaKO LUTO Ce eKCTpakuuja, Aectunaumja, ueaemne,
ekcnpecvja, ppakunoHuparbe, NPOYNCTYBarbe, KOHLUEHTPUpare nnn depmeHTaumja. Toa
ondaka M MCMTHETM MNAM NpalKkacTy xepbanHu CyncTaHUMWM, TUHKTYPWU, EKCTPaKTH,
€TEPUYHM U MacCHM Macsa, U3B/Ie4YEHN COKOBM M npepaboTeHn ekcyaaTy;

26. TpaguUMOHaNHU xep6asiHn NNIEeKOBM Ce JIEKOBM KOM LIeNIOCHO ' UCMOMHYBaaT
CUTEe HaBeAEeHW KpUTepuymu, u Toa:

- MMaaT MHAMKAUMM UCKITYYMBO COOABETHM 3a TpaauUMOHANHUTE XxepbasHu NeKoBU U
ce nNpou3BeaeHn N HaMeHeTH 3a ynotpeba 6e3 Haa30p Ha AOKTOP,

- ce ynoTtpebyBaaT WMCK/y4YMBO CaMO Bp3 OCHOBA Ha creuuduumpaHaTa jaunHa u
Ha4MH Ha ynoTpeba,

- HaMeHeTM ce 3a nepopanHa ynoTpeba, HaasBopewHa ynotpeba u/unn 3a
NHXanuparse,

- BpEMETPaeHeTO Ha TpaauuuoHanHaTta ynoTtpeba, Koe Moxe Aa ce NOTBpAM CO
NUTEPATYPHNU WM CTPYYHM A0Ka3n e HajManky 30 roavHu, BKYYYBAjKM U U
nocnegHute 15 roguHn Bo Penybnuka MakegoHuja unn Bo 3emjute Ha EBponckaTta
YHWja n

- [ia NocTojaT AOBOMHO NMoAaToum 3a TpaauumMoHanHaTta ynotpeba Ha nekoT, ocobeHo
[a € AOKaXKaHO [AeKa NTEKOT He € LWTETEH Npy NPOMNULLAHUOT HaunH Ha yrnoTpeba n aeka
dapmakonowkute edektn nnm edpuKacHOCT Ha NEKOT Ce AOKaXkKaHW Bp3 OCHOBa Ha
ponrotpajHata ynotpeba n UCKycTBOTO;

27. ®apmakoneja e 36vMp Ha NponMCKM KOW O perynvpaaTt Npov3BOACTBOTO Ha
NEKOBUTE, KOHTPOMaTa WM MNOTBPAYBAHETO HA HWMBHWMOT MAEHTUTET, WUCMUTYBaHETO MU
YTBPAYBaHETO Ha YMCTOTA W APYrv MapamMeTpu KOW ro ornpeaenysaaT KBaJUTETOT Ha
NEKOT N HEroBUTE COCTaBHU CyNCTaHUuK;

28. EBponcka dapmakoneja e ¢apMakoneja [AOHeCeHa Bp3 OCHOBa Ha
KoHBeHUumjaTa 3a nspabotka Ha EBponckaTta gapmMakoneja Ha CoBeToT Ha EBpona (1964
roavHa);

29. fo6pa npomsBoaHa npakca - Good Manufacturing Practiace (GMP) e cuctem Ha
KBa/MTET 3a OpraHmn3auunjaTa, Haa30poT M KOHTpOsaTa Ha KBA/IMTETOT BO CUTE acreKTU Ha
NpOM3BOACTBOTO Ha SIEKOT;

30. AQob6bpa koHTponHa nabopatopucka npakca - Good control Laboratoriy
Practice (GcLP) e pen op pobpata npou3BoAHA Mpakca MOBP3aH CO KOHTponaTa Ha
KBANIUTETOT Ha IEKOBUTE;

31. fobpa nabopaTopucka npakca - Good Laboratoriy Practice (GLP) e cuctem Ha
KBANUTET 3a OpraHM3auMOHUTE MPOLECU U YCNOBUTE 3a MNaHWparbe, CNpOBEAyBaH-E,
KOHTpONa, eBuaeHTMpare (MPOTOKOS) W U3BECTYBake 3@  MNPEeaKIMHUYKUTE
nabopaTopucKu CcTyamu;

32. No6pa aucTpmnbyTnBHa npakca - Good Distribution Practice (GDP) e cuctem Ha
KBafIMTET KOj Ce oAHeCyBa Ha oOpraHu3auujata, CrnpoBeAyBareTO W HaA30poT Ha
CKaaupareTO Ha NEeKOBUTE N MeAMUMHCKUTE CpeacTBa Crnopea oApedeH peaocnen u
MPONULLAHM YC/TOBM HA YyBarbe, Npea HaTaMmowHa ynotpeba mnu craBame BO NpoMeT
M TPAHCMOPT Ha UCTUTE OA4 NPOU3BOANTENOT A0 KPajHUOT KOPUCHWK;
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33. AQo6pa KAMHMYKA NpakKca BO K/JIMHUYKKM ucnutyBamwa - Good Cliniacal
Practice in Clinical Trials (GCP) e MeryHapoaHO MpPU3HAeH €TUUKU U HAay4YeH CUCTEM 33
KBaJIMTETOT Ha MNJIaHUPaAHETO M CrpOBEAYBaHETO, €BUAEHTUPAHETO, KOHTPOMPaHEeTO
N U3BECTYBAHETO 33 KIIMHUYKUTE UCMIUTYBakba Ha Nyre n obesbenyBa BEPOJOCTOJHOCT U
KBanUTeT Ha noaatouuTe AobveHn oa wcnuTyBakbaTa W 3aliTMTaTa Ha MpasaTa,
6e36eaHocTa 1 gobpaTta coctojba Ha MCNUTAHMUMTE, BO COrIAaCHOCT CO XeNCUMHLIKaTa
aeknapaumja Ha C30 3a 6MOMEANLIMHCKU UCNUTYBakba Kaj Nyre;

34. fobpa dpapmaueBTcKa npakca - Good Pharmaceutical Practice (GPhP) e 36up Ha
MeryHapoaHo npudaTeHn CTaHaapaM 3a yHanpeayBakbe Ha 3ApaBjeTo Npeky cHabayBare
CO NIEKOBU N MEAMUMHCKN CPeACTBa, Wnpere Ha MHopMaumn 3a nekosute, nogobpysarse
Ha rpwxaTta 3a NauueHTOT, NponuuyBaHke BO COMMACHOCT CO HAYMHOT Ha ynoTpeba Ha
NEKOT U ApYyr1 COOABETHN aKTUBHOCTY;

35. NMpounsBoauTes Ha JIEKOBU, OQHOCHO MEeAANLIMHCKM CPeACTBa € MNpaBHo uue
OBJ/1ACTEHO W OArOBOPHO 33 NMPOM3BOACTBO, Pa3B0j, KOHTPO/A Ha KBaNUTET, NakyBake U
O3HauyyBarbe Ha JIEKOBUTE UNN MeQUUMHCKUTE cpeacTsa 6e3 pasnimka Aanu fekoBuTe nunm
MeaVUMHCKUTE CpeacTBa ce Npou3BeAeHU O HEro UAn of TPETO SiMLEe BO HEroBO NME;

36. Hocuten Ha ofo6peHue 3a ctaBarbe BO NMPOMET € MPaBHO JIMLE Ha KOe My €
n3gageHo opobpeHne 3a CTaBakbe BO MPOMET 3a AadeH ieK BO COMMacHOCT CO OBOj
3aKOH;

37. ®apMaKOBUMruiaHua € CUCTEM KOj Ce MpUMeHyBa 3a OTKpuBare, cobuparse,
cnegere, npoueHa u obe3benyBarbe Ha COOABETHOCT HA HOBWUTE nogaTtoum 3a
6e36eaHOCTa Ha NEKOT M Ha OAHOCOT PU3MK - KOPUCT BO BpCKa CO yrnoTpebata Ha nekoT
W1 HeroBaTta MHTepaKumja Co ApYru JIEKOBU;

37-a. CucreM 3a ynpaByBatbe CO PU3MK € rpyrna Ha akTMBHOCTM BO CUMCTEMOT Ha
apmakoBurMnaHua koja ondaka WHTEPBEHLMM HACOYEHW 3a uaeHTUdMKaUuia,
KapakTepu3upare, npesBeHuMja WM MUHUMM3aUMja Ha PU3MKOT MOBP3aH CO JIEKOT,
BKJTy4YyBajK1 U OLIEHA 3@ YYECTBOTO Ha TUE aKTUBHOCTU U MHTEPBEHLNN.

37-6. MnaH 3a ynpaByBawbe CO PU3MK € [eTasrleH OnNuUC Ha CUCTEMOT 3a
yrnpaByBare CO PU3MK.

38. Pusuk noBp3aH co ynoTpebara Ha NEeKOT € CEeKOoj pu3MK MOBP3aH CO
KBanuteToT, 6e3begHocTa unM edukKacHOCTa Ha NeKOT BO BpCKa CO 34paBjeTo Ha
NauMeHTOT WM jaBHOTO 3A4paBje, KakO U CeKOj pU3MK Of HecakaHuTe edekTn Bp3
XXMBOTHAaTa CpeauHa;

39. OQ4HOC PU3UK - KOPUCT € OLEHA HA NO3UTUBHUTE TepaneBTCKM ehekTn Ha NEKOT
BO OAHOC Ha pu3numuTe NOBp3aHM Co yrnoTpebaTta Ha NeKkoT;

40. HecakaHa peaKLMja Ha JieK € CeKOj HeCakaH W LITETEH OAroBOP Ha JEKOT,
LUTO Ce jaByBa npu ynoTpeba Ha NeKoT crnopea NponuwaHnMoT HaYMH Ha ynoTpeba;

41. Cepyo3Ha HecCakaHa peaKLMja Ha JIeK € CeKOja HeCakaHa peakumja LTO
npean3BMKYBa: CMPT, 3aKaHa Mo XWBOTOT, 3a4pXXyBahe Ha NauMeHTOT BO 60HMUA UK
Npoao/HKyBake Ha  MNpecTtojoT BO  6ofnHMUA, TpaeH  MAM  3HA4uTesNeH
XeHAuKen/HecrnocobHOCT NN KOHreHUTanHa aHoManuja/BpoaeH AedekT;

42. HeouekyBaHa HecCaKaHa peaKLUMja Ha JileK e Cekoja HeoyeKyBaHa M
HecakaHa peakuuja 4yuja NpUpoAa, TEXMHA U UCXOA HE € BO COrflacHOCT CO 36UpHMOT
n3BaLlTaj 3a 0COBUHUTE Ha NEKOT;

43. NepuopnueH nsBelutaj 3a 6e3beaHocra Ha nekor - Periodic Safety Updated
Report (PSUR) e oncexeH wu3BewTaj AadeH o4 HOCUTENOT Ha oaobpeHneTo u
npeTcTaByBa AOKYMEHT KOj COApXW AeTanHM nogaToum 3a 6e36eaHOCTa Ha NeKOoT, Kako
N OLeHa 3@ OAHOCOT PU3UK - KOPUCT;
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44. YnaTCcTBO 3a NauuMeHT e MHdOopMauMja 3a KOPUCHWUKOT, KOoja BO MULIyBaHa
dopMa e npunoxeHa KOH NEKOT, a COAPXW OCHOBHM WMHMOPMauUMM 3a NEKOT U 3a
HerosaTa npasuiHa ynotpeba v Mopa aa buae HanuwaHa Ha jasuk pa3bupnue 1 jaceH
3a MaUNEHTOT - KOPUCHUKOT;

45. 36upeH wu3BewTaj 3a 0cobuHUTEe Ha nekor - Summary of Product
Charasteristics (SmPC) e p[OKyMeHT Ha NpOM3BOAMTENOT LITO COAPXW OCHOBHM
nHdopMaLmmn 3a 0COBMHUTE Ha NIEKOT U € HaMEHET 3a 34paBCTBEHUTE paboTHUUW;

46. KOHTAaKTHO MNaKyBale Ha JIeK € MaKyBake CO KOoe JIeKOT Joara BO
HernocpeaeH KOHTaKT;

47. HapBopewHO naKyBake Ha Jiek e ambanaxata BO Koja Ce Haora
KOHTAKTHOTO MaKyBar-€ Ha JIeKOT;

48. O3HauyBare Ha NaKyBaHeTO Ce OCHOBHMTE MoAaTouM WTO Ce AeknapupaaT
Ha KOHTAKTHOTO W HAABOPELHOTO MaKyBake, a Ce OAHecyBaaT Ha NeKoT wnu
MeAMLUMHCKOTO CpeacCTBo;

49. MeaMLMHCKO CPEACTBO € CEeKOj MHCTPYMEHT, anapart, ypea, MaTepujan unu apyr
Npou3BoA4 LWTO Ce KOPUCTM BO XyMaHaTa MeAuuMHa, WTo Hema hapMaKoOoLLKoO,
UMYHOJTOLLIKO M MeTabonnyko AejCTBO, @ Ce KOPUCTU CaMOCTOjHO UM BO KOMBuHauwmja,
BKJTy4yBajKku ro M HEOMXOAHWOT copTBEp 3a NpaBusiHa yrnoTpedba Ha CpeacTBOTO CO Len:

- AnjarHosa, npeseHUMja, cneaere, TPeTMaH UKn onecHyBare Ha bonecr,

- [ujarHo3a, cnejerwe W Haa3op, TPEeTMaH, OfnecHyBakbe WM KOMMeH3auuja Ha
nospeaa wnn xeHauker,

- UCNUTYBaHE, 3aMeHa WM MoamndurKaumja Ha aHaTOMCKN M HU3MONOLKKN NpoLec
n

- KOHTPOJ1a Ha 3a4HyBaHe.

MeauumHCKUTE CpeacTBa, UCTO Taka, M BKIy4vyBaaT u:

1) maTepujanuTe HaMeHeTU Of HWBHWUTE MNpou3BoAMTENM 3a ynotpeba 3aedHO co
MeAMLMHCKOTO CPeACTBO 3a a Ce OBO3MOXMW HerosaTa ynotpeba;

2) ™MaTepuvjanuTe KOM UMaaT CheunduyHO AM3ajHUPaHW KapaKTepUCTUKM U Ce
HanpaeBeHun cCnopea MuWaH nponuc oA KBanM@UKYBaHO NuuUe 3a WHAMBMAYASHA
ynoTtpeba Ha oapedeH nauuneHT u

3) MaTepujann HaAMEHETU 3a KIIMHUYKN UCNNTYBaHa;

50. MeamuUMHCKO cpeacTBO 3a in vitro AMjarHOCTUKa € MeauUMHCKO CPeacTBo
Koe ondaka peareHcH, MaKeT peareHcu, NPou3BOA Of peareHcu, MaTepujan 3a
KOHTpONa W Kanubpupame, WHCTPYMEHTW M anapaTtu, OofnpeMa WM CUCTEM LWTO Cce
KOpUCTaT CaMOCTOjHO WM BO KOMBMHauMja M ce HameHeTu 3a ynotpeba Bo in vitro
YCNOBM 3@ UCMMTYBatbe Ha GUOSOLIKM MPUMEPOLIM, BKIy4YyBajKu NMpUMepoumn of TKUBa
fobuneHn on 4oBEYKOTO Teno, 3apaam obesbeayBame MHpOpMaLmK:

- BO BpCKa €O (hM3nooLwKaTa nuam natonowkaTa cocrojba,

- BO BPCKa CO KOHreHuUTaSIHUTe aHoManum,

- 3a onpegenyBake Ha KOMNaTUbMNHOCTa CO NOTEHUKUjasiHW nNpuMaTenu u

- 33 Cflefere Ha TepaneBTCKUTE MEPKMU;

51. [lokyMeHT 3a co06pa3HOCT Ha MeAULMHCKO CpeacTBo e u3jaBa 3a EC-
coobpasHocT un ceptudmukat 3a EC-coobpasHocT. WM3jaBata 3a EC-coobpasHocT ja
u3gasa NPOM3BOAMTENOT HA MEAMUMHCKOTO CpeacTBO LWTO rapaHTuMpa Aeka
MeAMUMHCKOTO CPeACTBO MM 3a0BOJlyBa CTaHAAPAUTE U OCHOBHUTE YC/I0BU MpOnuLIaHu
Cco 0BOj 3akoH. Ceptudukatr 3a EC-coobpasHOCT ro m3gaeBa OBMAACTEHO Teno Wau
HOTUdULMPaHOTO Teno BO EBponckaTa yHuja;
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52. EC o3Haka 3a COO6GpPa3HOCT e 03HaKa LWTO CEe Haora Ha MeAULMHCKOTO
CpeAcCTBO M rapaHTUpa Aeka UCTOTO v 3af0BoNnyBa cuTe baparba Ha EBponckaTta yHuja
3a BaKOB BUA CpeacTBa;

53. Teno 3a oyeHa Ha coobpa3HOCTa Ha MeAULMHCKUTE CpeacTBa € MpaBHo
NMLE, HE3aBWUCHO Of MpPOM3BOAMTENOT/AOCTaBYBayOT KOe € OBAacTeHO oA CTpaHa Ha
MWHUCTEPCTBOTO 3a €KOHOMMja Bp3 OCHOBA Ha MpeTxodHa COrnacHocT oA
MWHUCTEPCTBOTO 3@ 34PaBCTBO 3a MpOLUEHyBare Ha coobpasHOCTa Ha MeAMLMHCKOTO
CPeAcTBO CO CyLITeCTBEHWUTE, OAHOCHO OMWTUTE M nocebHuTe yCnoBM NPOMULLAHK CO
OBOj 3aKOH;

54. CnOH30p Ha K/AMHUYKMA UCNUTYBaktba € KOMMNaHuWja, WHCTUTYyuMja wnn
OopraHu3aumja Koja e OAroBOopHa 3a 3aroOYHYBaHETO, CNpoBeAyBareTo W/Unn
(PMHAHCMPAHETO Ha KIMHUYKOTO UCANUTYBaHE U

55. MaTepuvoBurunaHua € CUCTeM KOj ce nNpuMeHyBa 3a OTKpuBaHe, cobupame,
cnefewe, npoueHa Ku 0be3begyBarbe Ha COOABETHOCT Ha HOBUTE nogaTouu 3a
6e36egHOCTa Ha MeaMUMHCKOTO CpeacTBO MOBP3aHO CO MOXHUTE WHUMAEHTU o
ynotpebarta.

56. MapaneneH yBO3 Ha JIEKOBM € YBO3 Ha JieK WTO MMa ogobpeHne 3a cTaBame
BO MPOMET M Ce Haora BO ynoTpeba BO 3eMja uneHka Ha EBponckaTa yHuja wnm BO
Lsajuapunja, Hopselwka, KaHaga, JanoHwja, WU3paen, CAL, Pycuja vinn Typuumja un e
npousseaeH o4 MCT Npou3BoaAMUTEN Ha NeKk WTo MMa aobueHo oaobpeHve 3a CcTaBame
BO npoMeT BO Penybnuka MakegoHuja co ucta dapmaueBTcka @opMa, jadumHa U
nakyBare M 3a KOj MMa u3gafdeHo oaobpeHve 3a napaneneH yBO3 Of CTpaHa Ha
AreHuujaTa 3a nekoBK Ha 6a3a Ha 3HauUTeNHa C/IMYHOCT Ha ABaTa fieka. YBO3HUKOT Ha
NEKOT LITO e NpeaMeT Ha napaneneH yBo3 He Tpeba aa buae BO KoMepumjanHa BpcKa
OOHOCHO Aa buae KanuTanHOo MOBp3aH CO HOCUTENOT Ha 0A40bpeHUEeTOo 3a CTaBare Ha
NeKoT BO npomeT BO Penybnuka MakefoHWja BO COrnacHOCT co aobmeHoTo oaobpeHune
3a J1eKOT U

57. 3HauMTeNHa C/IMYHOCT Mery ABa JieKa Ce CMeTa Kora JIeKoT WTo e npeamet
Ha napaneneH yBo3 M NIeKOT WTO MMa aobueHo ogobpeHne 3a cTaBame BO NMPOMET Ha
TepuTopujaTta Ha Penybnvka MakegoHuja MMaaT UCT KBanMTaTMBEH W KBaHTUTaTUBEH
COCTaB Ha aKTMBHaTa CyncTaHuuja, WUCT TepaneBTCKM edekT, ucta QapMaueBTcKa
A03npaHa ¢opma, NpUMapHO MakyBake CO CIMYEH rpaduukn An3ajH Ha NakyBaHeTo U
Ce NpousBefeHN 04 WCT NPOM3BOAWUTEN WM MPOM3BOAWUTENN LUTO MpUMaraaT Ha WUCTa
rpyna Ha npou3BOAUTENWN UMM Ce MNPOM3BEAEHUM Mo JIMUEeHUA Ha WCT NnueHuupaH
napTHep.

58. MapaneneH yBO3 Ha MeAMULMHCKO CpPeacTBO € yBO3 Ha MeAULMHCKO
CPenAcTBO WITO Ce Haora BO ynoTpeba BO 3eMja uneHka Ha EBponckaTta yHuja wim BO
LLBajuapnja, Hopselwka, KaHaga, JanoHwja, WU3paen, CAL, Pycuja vnn Typuumja mn e
npovsBedeHo o4 WUCT Mpov3BOAUTEN Ha MeAMUMHCKO CpeacTBO LWTO € 3anuuaHo BO
pernctapoT Ha MeauMuMHCKM cpeactBa BO  Penybnuka MakedoHuja, npy  WTO
OPUrMHA/THUTE KapaKTEPUCTUKN Ha MEAMLIMHCKOTO CPeACTBO BO MPUMApHOTO MakyBake
He ce NpOMeHeT!.

59. Merynpom3Bog € npou3BoJ Kaj KOj € HampaBeHa AenyMHa obpaboTka u ce
KOPUCTM Kako CYpOBMHA BO HaTaMoOLLHAaTa NocTarnka Ha Npou3BOACTBO Ha JIeKOT.

60. 3noynoTtpeba Ha nekoBM € TpajHa WIM MNOBpPEMEHa HaMepHa npeTepaHa
ynoTpeba Ha NeKkoT WTOo € npocieaeHa Co WTETHU MU3NUKM UK NCUXUYKK ePeKTu.
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61. JauMHa Ha N1eK e CoOApPXXMHA Ha aKTMBHa CyrncTaHuMja u3pa3eHa KBaHTUTATMBHO
Ha [JO3uMpaHa eauHuua, Mo eauHUuA BOJSIYMEeH WM Maca, BO COMacHOCT €O
(hapMaLeBTCKNOT 06/MK.

62. PagMoHyknua CO 3aTBOpPeH M3BOP Ha 3payerme € paanoaKTMBHA
CyncTaHuuja LUBPCTO 3aTBOpPEeHa BO KOHTEjHep, CO KOja MNauMeHTOT Ce O3padyBa OA
HaABOp 3apaau NeKkyBame.

63. ®ancuukKyBaH NleK e JleK KOjWTO e NaXHO NpeTcTaBeH BO OAHOC Ha
WAEHTUTETOT, BKIY4YYBajKM IO MaKyBak€TO W O3HAYYBAHETO Ha IEKOT, UMETO Wn
COCTABOT Ha JIeKOT, BO OAHOC Ha Koja 6uno cocTojka Ha NeKoT, BKy4BajKu v u
NMOMOLUHWUTE CYNCTaHLMM M jaunHaTa Ha JIeKOT, NOTEKNOTO, NPOU3BOANTENOT, ApXXaBaTa
Ha NPOM3BOACTBO WM ApXXaBaTa Ha MOTEKIOTO HA JIEKOT MM HOCUTENOT Ha 0fobpeHneTo
3a CTaBatbe Ha JIeKOT BO MNPOMET M CNeAMBOCTa, BK/YYYyBajkKM M 3anucuTe U
[AOKYMEHTUTE LITO Ce OAHecyBaaT Ha MPOMeTOT Ha NnekoT. OBaa AeduHuumja He ce
OQHecyBa Ha JleK CO HeHaMepHM HeaoCTaTouM BO KBaJMTETOT M He Ce ofHecyBa Ha
npawaxba 3a NoBpeaa Ha npaBaTa Ha UHTENeKTyasiHaTa COMNCTBEHOCT.

64. F'paHMyYeH NpomM3BOA € CeKoja CyncTaHua uam KoMbmMHauumM Ha CyrncTaHumMm Kou
MOXaT Aa MOMOrHaT BO JieKyBake Wan npesBeHumnja Ha 6onectn unu cekoja cyncraHua
WM KOMOMHAUMKM Ha CyncTaHuuM Kowu no ynoTpeba Kaj nyre Moxe Aa rMomMorHaT BO
NMOBTOPHO BO306OHOBYBarEe, KopuUrnpamwe wnv moauduumparbe Ha GU3NOI0LWKNTE

dyHKUMN.
II. HAATEXXEH OPrAH

Unen 3

3a BpllEHE Ha YNpaBHUTE U CTPYYHM paboTu BO BPCKa CO NEKOBUTE U MEAULIMHCKUTE
CpeacTBa ce OCHoBa AreHumja 3a 1eKOBUM M MeaUMUMHCKM cpeacTBa (BO HaTaMOLUHWOT
TeKCT: AreHuujaTta), KakO CaMOCTOeH OpraH Ha ApXaBHaTa ynpaBa CO CBOjCTBO Ha
npaBHO NuLe.

lNMonHWOT Ha3mB Ha AreHuujaTa e AreHumja 3a JIeKOBM U MeAULUIMHCKM CPeacTBa.

HasnBOT Ha AreHuujaTa BO MeryHapoJHO-NpaBHUOT nNpoMeT € Macedonian Agency
for Medicines and Medical Devices.

CkpaTeHnoT Ha3uB Ha AreHuujaTta e MAJIME/L.

CeguwteTo Ha AreHuujaTta e Bo Ckonje.

Ynen 4

Co AreHuujaTa pakoBoau AMPEKTOP.

AvpekTopoT Ha AreHuujatTa ro MMeHyBa M paspewysa Bnagata Ha Penybnuka
MakepnoHuja.

3a uMeHyBare Ha AMpeKTop ce objaByBa jaBeH ornac, BO HajManky TpW AHEBHM
BECHMUM Kou ce objaByBaaT Ha uenata Teputopuja Ha Penybnuka MakenoHwuja o Kou
efleH 04 BECHMUMTE LITO Ce n3gaBaaT Ha ja3uKoT WTo ro 36opysaat HajManky 20% of
rparaHnTe Kou 360pyBaaT C/yX6€eH jasuk pasnmMueH o MakeaoHCKUOT jasuK.

MaHAaToT Ha ANPEKTOPOT Tpae YeTMpW roAMHU CO MOXHOCT 3a NOBTOpeH u360p.

YneH 4-a
3a auvpekTop Ha AreHuujata Moxe da buae MMeHyBaHO Nvue Koe M WCMOsHyBa
cnefHuBe YCNOBW:
1) e ap>xaBjaHuH Ha Penybnuka MakefoHwuja;

8 on 86



Cnyx6eH BecHuK Ha Penybnvka MakegoHuja PefaKkumncku npeyncTeHn TEKCTOBU

2) BO MOMEHTOT Ha UMEHYBAH-ETO CO MPABOCU/HA CyACKa Npecyaa He My e nspeyeHa
KasHa WM NpeKkpLloYyHa CaHKumja 3abpaHa 3a Bpluere Ha npodecuja, AejHOCT Wu
[AOSHKHOCT;

3) na viMa 3aBpLueH dapMaueBTCKU akynTeT

4) “Ma MUHUMYM NeT roanHM paboTHO MCKYCTBO BO obnacta Ha ¢apMaunjata 1 aa
MMa 3aBpLUEHO MOCNeaunIOMCKM CTyAuK, creumjanus3aumja unn goktopat og obnacra
Ha dapMauujaTa;

5) nocegyBa efeH Of C/lieHMBE MeryHapoAHO MpuU3HaTU CepTUdUKAT WK
yBepeHuvja 3a akTMBHO MO3HaBare Ha aHMIMCKMOT ja3nk He nocTap o4 NeT roAnHu:

- TOE®J1 UBT Hajmanky 74 6oaa,

- MENTC (IELTS) - Hajmanky 6 6043,

- WIEL, (ILEC) (Cambridge English: Legal) - HajmManky b2 (B2) HuBO,

- ®LE (FCE) (Cambridge English: First) — nonoxeH vnnu

- BYJIATC (BULATS) - Hajmanky 60 6oaa m

6) MMa NOSIOXXEHO MCUXOSOLLKN TECT M TECT 3a UHTErpuTeT.

YneH 4-6

[VpeKTopoT Ha AreHuumjaTa rv BpLn cnegHuee paboTtu:

- Ce rpMXN U e OAroBOpeH 3a 3aKOHUTO, CTPYYHO U edurKacHO M3BpLUYyBake Ha
paboTuTe o4 HAANEXHOCT Ha AreHuujaTa,

- ' OHECYyBa aKTWUTe 3a OpraHv3auuja u cuctemaTmsaumja Ha paboTuTe n 3agaumnte
Ha AreHuujaTa,

- AoHecyBa l'oauweH nnaH 3a pabota Ha AreHuujaTa,

- [OHecyBa [ApyrM aKTM BO BpCKa co paboTtata u paboTtemeTo Ha AreHumjata
(NpaBnAHMUM, NpUPAYHMLIM, NAHOBKM, YNATCTBa, peLleHnja UTH.),

- oany4vyBa 3a BpaboTyBarbe, pacrnopefyBarbe€ W 3a MpaBaTa M AO/MKHOCTUTE Ha
BpaboTeHuTe,

- pAoHecyBa lFoaguweH hHaHCMCKM u3BeLlTaj 3a paboTereTo Ha AreHumjaTa,

- Ce MPWMXXW 3a HE3aBMCHOCTa M ePUKACHOCTA Ha BHaTpeLLlHaTa peBu3nja,

- pellaBa BO yrnpaBHa Nnoctanka BO MpB CTereH,

- obe3beayBa cnposeayBatbe Ha aKTUMBHOCTMTE oA obnacta Ha 6e3b6egHocTa Ha
NEeKOBUTE U MeAUUMHCKUTE CpeacTBa,

- BPWM AKTMBHOCTM Ha copaboTKa CO HAUMOHA/IHM W CTPAHCKM OpraHusaumn wu
WMHCTUTYUMM, 3@ paboTn 04 HAANEXHOCT Ha AreHuujaTa,

- npeanara Nponucu U NOA3aKOHCKM akTu of obnacta Ha NeKoBUTe N MeaULUMHCKUTE
CpeAcTBa BO COrflaCHOCT CO 3aKOH,

- IOHeCyBa pelueHnja 3a 6e3beaHOCHN MepKK 3a CTaBake BO NMPOMET, NMPON3BOACTBO,
MPOMET, YBO3 Ha JIEKOBM M MEAMUMHCKM CpeacTBa 3a XyMaHa ynotpeba,

- CKJlydyBa AOrOBOPW CO NPaBHM ivLa BO PaMKMTE Ha CBOUTE HaAeXHOCTH,

- mM3gaBa W YKWHyBa ofobpeHMja Ha NpaBHM /MUA BO pPaMKUTE HA CBOMUTE
HaANeXHOCTH,

- M KOOpAWHWPA, Haarneaysa v cneam akTUBHOCTUTE oA obnacta Ha dapMauujata
NMOBP3aHKN CO OrfacyBak-e Ha SIEKOBWM M U3roTBYyBake Ha CTPYYHM MaTepujanm noBpasHu
CO IeKOBUTE U MeAULMHCKUTE CpeacTBa,

- o06e3benyBa NOArOTOBKA Ha MAaHOBM 3@ UTHM MEpKK, Nporpamu, byueTt, n apyru
aKTMBHOCTM BO PaMKMTE Ha HAANEXHOCTUTE Ha AreHumjata, M nogHecyBa 3a
ogobpyesare [0 Bnapata Ha Penybnuka MakegoHuja u  obe3begyBa  HMBHO
CnpoBeayBatbe,
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- [laBa HaCoOKW 3a MpUOpUTETM BO UCTpaxyBamaTa BO obnacta Ha 6e3begHocTa Ha
NEKOBUTE U MeAVUMHCKUTE CPeACTBa, MMAjKM r'v NpeaBua HauMOHanHUTe noTpebu,

- pakoBOAM CO MEpCOHAnNOT WU roAUWHWMOT OyleT Ha AreHumjata COrfacHoO Co
oapendbute o 0BOj 3aKOH,

- [OHecyBa lNoguwHa nporpaMa 3a paboTa Ha MHCNEKUUCKTa cnyxba n

- BpwwM Apyru paboTn Bo Bpcka co pabotaTa Ha AreHuujaTa.

FoAMWHMOT NnaH 3a paboTa Ha AreHuwjaTta, AMPEKTOPOT ro AocTaByBa A0 Bnagata
Ha Penybnuka MakeanoHwja, HajaouHa ao 31 aekeMBpu BO TEKOBHATa 3a HapeaHaTa
roavHa.

foAMWHMOT M3BELITaj 3a paboTereTo Ha AreHuujaTa, AMPEKTOPOT ro AoCTaByBa Ao
Bnapata Ha Penybnuka MakegoHwja, HajaouHa Ao 31 MapT BO TeKOBHaTa roguHa.

[NpeKkTopoT MOXe Aa OBMacTM aAMUHUCTPaTUBEH CrybeHuk BO AreHuujaTta Aa
[IOHEeCyBa pelleHnja BO YynpaBHa MOCTanka, Aa MOTNUWyBa akTW, Aa pellaBa 3a
onpeaeneHun npallarba v Aa Bpwn Apyru paboTtn oa HaaneXHOCT Ha OPraHOT, OCBEH 3a
aKTN 1 paboTn KOM BO COMNACHOCT CO 3aKOH Ce BO HAAEXHOCT Ha AMPEKTOPOT.

UneH 4-8
AnpeKkTopoT Ha AreHunjata Moxe Aa buae paspelleH nped UCTEKOT Ha MaHAATOT 3a
KOj € UMEeHyBaH BO ClleAHUBE Cyyau:
- Ha Heroso baparbe U
- aKO HaCTaHe Hekoja oA NMPUYMHUTE MOpaau Kou cropea nponucuTe 3a paboTHuTe
O0OHOCM My MpecTaHyBa pabOTHMOT OAHOC MO CW/A Ha 3aKOH M He nocTarnyBa COr/lacHo
CO 3aKOH.

Ynen 5

HapnexHocTtn Ha AreHuwmjaTa ce:

1) nspgaeare ogobpeHuja 3a NpoM3BOACTBO HA NIEKOBU;

2) nsgaBame ogobpeHnja 3a NPoM3BOACTBO Ha MEANUMHCKN CPpeaCTBa;

3) u3gaeare ogobpeHnja 3a NPoOMeT Ha roneMo Co NIEKOBU U MEAULIMHCKU CPeaCTBa;

4) n3pgasarbe ogobpeHurja 3a MPOMET Ha Masio Co JIEKOBU U MeANUMHCKU CpeaCTBa;

4-a) n3paBare Ha 0aobpeHne 3a NPOMET Ha CeKoja cepuja Ha yBE3eH Nek.

5) n3pnaBare oaobpeHnja 3a CTaBarbe Ha JIeKOBM BO MPOMET, KakO M MPOMEH],
[AOMONHyBare nnm obHoBa Ha 0A06peHMUETO;

6) onobpyBarbe 3a ornacyBakbe 3a NIEKOBM M MEANLMHCKU CpeacTBa;

7) BOAeHe Ha Pernctap 3a n1ekoBM perncrap 3a TpagvuuoHanHu xepbanHu nekosw,
perncTap 3a XOoMeonaTCKu SieKoBM, Permcrap 3a rpaHuMyHM npoussoan u Perucrap 3a
MeaMUMHCKKN cpeacTtBa Bo Penybnuka MakenoHwuja;

8) Bopewe Ha Perumctap Ha npousBoAMTENM Ha NnekoBu W Pernctap Ha
NpOU3BOAMTENN Ha MEeAMLIMHCKM cpeacTBa BO Penybnuka MakeaoHwuja;

9) Boaer-e Ha Peructap Ha cybjekTu 3a NpoMeT Ha rosieMo n Perunctap Ha cybjektu
3a NPOMET Ha Masno COo SIEKOBM M MeANLUMHCKN cpeacTBa BO Penybnnka MakeaoHuja;

10) wuspmaBartbe opobpeHnja n/mnu uM3BeCcTyBaka 3@ KIMHUYKWM UCMUTYBakba Ha
NEKOBMU;

10-a) Bogere Ha perncrap 3a KIMHUYKN UCAUTYBaHba

11) w3paBarbe opobpeHnja u/UnM u3BeCTyBama 3a KIMHWYKA WUCMUTYBarba Ha
MeaMLMHCKN CpeacTBa;
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11-a) eBanyaumja Ha o4yeKyBaHaTa KOPWUCT BO OAHOC Ha MOTEHUMjANTHUOT PU3KK MO
3ApaBjeTo Ha ucnuTaHuumTe (QOKYMEHT 3a NpoLueHa Ha MpeTKAMHUYKaTa U KIMHUYKaTa
AOKYMEHTauunja co eBasnyaumnja Ha OAHOCOT KOPUCT-PU3MK) 3a IEKOT KOj € npeaMeT Ha
K/TIMHMYKO UCMUTYBaHE;

12) n3pnaearbe oaobpeHuvja 3a yBO3, 3a NapasneneH yBo3 M 3a noTpebuTe 3a n3B03 Ha
NEKOBMU;

13) nspgasarbe cepTndnKaTK 3a YCOrNnaceHoOCT CO HavenaTa Ha AobpuTe npakcu;

14) v3paBarbe cepTudukaT 3a noTpedbute 3a U3BO3 Ha NEKOBUTE U MEAULMHCKUTE
CPeAacTBa;

15) knacndurkaumja Ha Npon3BOAUTE KaKO NTIEKOBU WU MEAUUMHCKN CPeacTBa;

16) BOCnocTaByBatbe W OApPXyBakbe CUCTEM 3@ (QapMakOBUrMMAHLUA U
MaTepuoBMrnnaHua;

16-a) M3roTByBare Ha roAuvlLIEH M3BELLTAj 3a MpujaBeHUTE HeCaKaHW peakuun Ha
nekosute BO Penybnuka MakegoHwuja.

17) BocnocTaByBame M oapXKyBarbe Ha H6a3a Ha nogaToum CornacHo co oapenbute of,
OBOj 3aKOH;

18) MHCNeKuMCKN Haf30p Hag NEKOBUTE U MEAMLIMHCKUTE CPeacTBa;

19) unHCchekuMcKkM Haa30p Ha cybjekTn 3a NPOM3BOACTBO, MPOMET Ha rONieMO U
NPOMET Ha Mano;

20) aKTMBHOCTM Ha 06e3beayBarbe Ha KOHTPOMA Ha KBASUTETOT HA JIEKOBUTE U Ha
MeANLUNHCKUTE CpeacTBa;

21) cnpoBeayBa MepKM 3a criefere Ha NOTPoLlyBayKaTa Ha JIeKoBY;

22) ja npomMoBMpa paumoHanHaTa ynotpeba Ha nekoBuTe N MeaUUNHCKUTE CpeacTBa;

23) uvHTerpauuja BO MerfyHapoAHaTa Mpexa Ha WHdopMauum 3a NeKoBUTE U
MeAUUNHCKUTE cpeacTBa

23-a) rv aHanmMampa u oueHyBa CUrypHOCTa U HeCakaHuTe edekTn Bp3 UCMUTaHULMTE
BO K/IMHWUYKUTE UCMUTYBaHbQ;

23-6) BpLUN MHCNEKUMCKN HAA30P HaA KIIMHUYKUTE UCNUTYBaka, HecakaHuTe AejcTBa
N HENCNpaBHOCTA Ha NIeKOT;

23-B) ™ aHanu3npa WM oueHyBa (hapMakOEeKOHOMCKUTE nogaToum MoBp3aHu Co
NEKOBUTE;

23-r) cnpoBedyBa MTHA MoCTanka 3a MOBJIEKyBake Ha rOTOB JIEK U MeAULMHCKO
CpeAcTBO Of, MPOMET;

23-A) nnaHupa u cnposBeayBa aKTUBHOCTWM BO AOMEHOT Ha CUCTEMATCKa KOHTPOMa Ha
NEKOBMU

23-F) u3paboTtyBa M NybnAnKyBa CTpyyHM Ny6nMKaLMM MOBP3aHM CO HAANEXHOCTUTE
Ha AreHuujaTa

23-e) crnpoBeayBa 04 COMCTBEHW CPeAcCTBa MNocTarnka 3a jaBHAa HabaBKa Ha NeKOBU
KOM He ce HaoraaT Ha JluctaTa Ha NeKoBM KoM MaraaT Ha ToBap Ha ®POHAOT 3a
30paBCTBEHO OcCurypyBamwe Ha MakenoHuja, Ha 6aparbe Ha MUHUCTEpPCTBOTO 3a
34paBCTBO U

24) Bpwwn Apyrn paboTu BO BpCKa CO NIeKOBUTE U MeaMUMHCKUTE CpeacTBa BO
COrNAcHOCT CO OBOj 3aKOH.

YneH 5-a
CTpy4yHUTE, aAMUHUCTPATUBHO-TEXHUYKUTE, MOMOLUHUTE U Apyrn paboTu rn BpaT
BpaboTeHnTEe BO CTPyYHUTE CNy»x6u Ha AreHuujaTa.

11 om 86



Cnyx6eH BecHuK Ha Penybnvka MakegoHuja PefaKkumncku npeyncTeHn TEKCTOBU

BpaboTteHuTe nvua BO AreHumjata umaaTt CTaTyC Ha agMUHUCTPATUBHU CNY>X6eHnum
M 3a HUB Ce NpuMeHyBaaT oapeabuTte of 3aKOHOT 3a BpaboTeHUTe BO jaBHWUOT CEKTOP U
3aKOHOT 33 aAMUHUCTPATUBHU CNyXXOeHuUMm.

BpaboTteHuTe nuvua Bo AreHuujata Kou BpLUAT MOMOLUHM U TEXHWYKKM paboTn, He ce
AAMUHUCTPATUBHU CNYXOEeHMUM W BO OAHOC HA HUMBHWUTE npaBa, AO/MHKHOCTU W
0AroBOPHOCTM oA paboTeH 0AHOC ce NpMMeHyBa 3aKOHOT 3a paboTHUTE OAHOCM.

BHaTpelwHaTa opraHm3aumja Ha AreHuujaTa ce yTBpAyBa CO aKTUTE 3a BHATpeLUHa
opraHusaumja n cucTtematvMzaumja Ha pabotTute M 3agauuTte  COrnacHoO  co
HaZNeXHOCTUTE Ha AreHuujaTa.

YneH 5-6
CpencTBaTa 3a pMHaHCMparbe Ha paboTaTa Ha AreHumjaTta ce obe3benysaaTt o4:
- byleToT Ha Penybnunka MakenoHuija,
- COMCTBEHM NPUXOAUN U
- OHAUMM 1 APYrX U3BOPW YTBPAEHWN CO 3aKOH.

YneH 6
[OnpekTopoT Ha AreHuujaTta Bp3 OCHOBA Ha Kputepuymute oA 4dneHoT 50 Ha 0BOj
3aKOH M OBflacTyBa akpeauTupaHuTe nabopaTtopun 3a CnpoBefyBarbe Ha aHaINMTUYKK
NCNUTyBarba M KOHTPOJIA Ha KBANIMTETOT Ha JIEKOBUTE.

YneH 7

Bo AreHuujaTa, 3a gobuBarbe Ha npeano3n BO MOCTankaTta 3a MpOM3BOACTBO WU
CTaBarbe BO MPOMET Ha ieK, OAHOCHO MeAMLIMHCKO CPeacTBO ce (opMupaaT cnegHuse
NMOCTOjaHN CTPY4YHO-COBETOAABHM KOMUCUN:

- KoMucmja 3a nekosu 3a xymaHa ynoTpeba,
Komucuja 3a TpagnumoHanHu xepbanHu nekoBu
Komucuja 3a KNMHUYKKM UCNUTYBara Ha JIEKOBU U MeAULIMHCKM CpeacTBa.
Komucuja 3a xoMeonaTcKu IeKOBU;
ETMuka KoMucCMja 3a KIMHWYKK U APYrY UCNUTyBaka MOBP3aHW CO JIEKOBUTE WU
MeAMLUMHCKUTE CpeacTea m

- Komucuja 3a oueHyBare Ha ycnosuTe 3a fobpa npoumssBoaHa npakca, nobpa
KOHTpOJIHa nabopaTtopucka npakca u aobpa nabopatopucka npakca (GMP, GcLP, GLP).

MoBpemMeHn kommcun no noTpeba ce opMupaaT 3a CTPpyYyHa aKTMBHOCT 3a
npoy4yBar-e Ha oapeaeHu npallarba.

MocTojaHMTe KoMMcMM paboTaT Bp3 OCHOBA Ha AENIOBHUK 3a HMBHATa paboTa.

Komncnmnte ce CTpy4HO HE3aBMCHM M CaMOCTOjHM BO PaMKUTE Ha CBOjOT AeNOKpYr Ha
paborTa.

AreHumjaTa rv nokpuea TpowouuTe Ha paboTeHETO Ha MOCTOjaHUTE U NOBPEMEHUTE
KOMUCUN.

Ynen 8
OnpekTopoT Ha AreHumjaTa, M Ha3HayyBa UYNEHOBUTE HaA MOCTOjaHUTE MU
NMOBPEMEHUTE KOMUCUM OO pPeaoT Ha WCTaKHATU  MEAMLMHCKKM, CTOMATOJIOWKY,
hapMaLeBTCKM U ApYrn CTPYYHUM U HAyYHU Nnua, KOW MMaaT HajManky AeceT roAvHu
paboTHO MCKYCTBO BO cooaBeTHaTa obnacr.
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YneHoBMTE Ha MOCTOjaHMTE M MOBPEMEHUTE KOMUCUM CE AO/MKHU CBOMTE aKTUBHOCTU
[a M BpLUAT COBECHO WM YECHO, NMpv WITO MOTNMLIYBAaT M3jaBa 3a KiacuuLMpaHu
MHOPMaLMM 1 3@ HEMOCTOEHE Ha KOHMINKT Ha MHTEPECH.

YneHn 9
[AvpekTopoT Ha AreHuujata no noTtpeba aHraxupa CTPYYHM W HayyHU nvua 3a
npoLeHa Ha AOoKYMeHTauujaTa noBp3aHa Co JIEKOBUTE U MeANLUNHCKUTE CPeACTBa.
Jlnuata oa craBoT 1 Ha OBOj YnNeH ce [AO/MKHM Aa noTnuwaT wu3jaBa 3a
KnacnuumpaHn MHbopMaLUnn 1 3a HEMOCTOEHE Ha KOHMIUKT Ha UHTEpPEeCH.
AreHuujaTta rm NoKpvBa TpowouuTe Ha paboTereTo Ha CTPYYHUTE N HAayYHUTE nuua.

III. IEKOBU

Ynen 10
OBOj 3aKOH Ce oAHeCcyBa Ha NleKOBMTE 3a XyMaHa ynoTpeba LWITO Ce HaMeHeTu 3a
CTaBake BO MNPOMET WM 3@ WM3BO3, MPOM3BEAEHM WHAOYCTPUCKM WN HanpaBeHW CO
METOZ KOj ondaka MHAYCTPUCKM npoLec.
Opnpenbuvte of 0BOj 3aKOH Ce nMpuMeHyBaaT M Ha Npou3BoAM WTO ce aedrHUpaHn Co
APYr 3aKOH, aKO Crnopej CBOUTE KapaKTepUCTUKM MoxaT Ada ce aeduHMpaaT Kako Nek
cropen 0BOj 3aKOH.

YneH 11

JlekoT Moxe aa 6buae Bo NpOMET, aKko:

- uMa oagobpeHne 3a CTaBarbe BO NPOMET U343AEHO BO COrMACHOCT CO OBOj 3aKOH,

- € 03Ha4yeH M MMa ynaTCTBO 3a MauUMEHT COrnacHO CO 0A0bpPEHNETO 3a CTaBake BO
NpoMeT,

- UMa u3gageHo ogobpeHve 3a yBO3 M NapaneneH yBo3 BO COrfTAaCHOCT CO OBOj 3aKOH,

- € CrpoBefieHa KOHTPOs1a Ha KBA/IMTETOT Ha IEKOT BO COr/TACHOCT CO OBOj 3aKOH U

- NIEKOT Ce KOPUCTU 3a NPETKIMHUYKN MW KITMHUYKU UCNUTYBaHa, ako € U34aAeHo
onobpeHne, 0AHOCHO € A0CTAaBEHO M3BECTYBaHE 3a KIIMHUYKOTO UCMIUTYBaHsE.

Mo mnckny4ok of CTaBoT 1 Ha OBOj uYneH Moxe Aa ce obe3bean NEKoT, WTO HeMa
onobpeHue 3a cTaBarbe BO MPOMET, Aa buae aoctaneH BO onpaBAaHu Ciiydan 3a rpyna
NauMeEHTN CO XPOHUYHU UNN CEPUO3HM 3abonyBarba MM ako 3abonyBaHETO € PU3NYHO
MO XXMBOT, KakO M 3a OHWE MNALUMEHTU KOM He MOXaT Aa buaaTt ycnewHo NeKyBaHu co
ApYr NneK WTo uMa oaobpeHne 3a cTaBarbe BO MPOMET.

J1exoT oA CTaBOT 2 Ha OBOj YNeH Mopa Aa buae npeaMeT Ha NocTankaTta 3a CTaBake
Ha Nlek BO NMPOMET MM MOpa [1a Ce BO TEK KJIMHUYKUTE UCMUTYBaka Ha TOj NeK.

Ynen 12
3abpaHeTo e CTaBakbe BO MPOMET Ha NPOM3BOAM LWITO Ce MpeTcTaByBaaT Co
KapaKTepUCTUKM OMUILIAHNW BO JAeduHUUMjaTa Ha JNIeKOBUTE 3a CnpeyyBHe WK
nekyBare Ha 6onectM unm Ha coctojbu, a He ce KnacnUUMpaHW Kako IeKOBU BO
CMUC/a Ha 0BOj 3aKOH.

UYneH 13
Cnopea MeCcToTo M HAYMHOT Ha U3daBae, NIEKOT ce Knacuduumpa Kako nek:
- WITO Ce u3aaBa BO anTeKka CaMo Ha peuenT,
- WITO Ce usaaea u/unu ce npoaasa, 6e3 peuent (,,over the counter™ OTC) u
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- WITO Ce ynoTpebyBa camo BO 34paBCTBEHA YCTAHOBA.

Jlek wTO ce u3gasa wnuM npopasa 6e3 peuent e ek  CO LWMPOK CrekTap Ha
TepaneBTCKM MHAMKaUMKU, CO Mana TOKCUYHOCT, CO Mana MOXHOCT 3a npeao3upare, Co
He3HauuTeNHW MWHTepakuMn, COo A06po Mo3HaTM MHAMKAUMM 3@ MauueHTuTe n e
COOJBETEH 3a CaMOJIEKYBaH-E.

Jlek kOj e knacuduumpaH Kako fieK Ha peuenT, BO anTeka M anTekapcka CTaHuua
330/DKUTENHO Ce U3[aBa Ha JIeKapCKu peLenT.

HauMHOT Ha m3pgaBakbe WM NpofaBaHbe Ha NIEKOT ce yTBpAyBa BO MOCTankaTa 3a
CTaBaHe Ha NIeKOT BO MpOMeT.

AvpekTopoT Ha AreHumjaTa rv nponuwysa MNOGAMCKMTE YCNOBM 3@ HAYMHOT Ha
nponuvwyBare U n3gaBarbe UM NpoAaBaHe Ha NIEKOBUTE.

JlekoT 3a KOj e usgageHo ogobpeHune 3a CTaBake Ha fiek BO NPOMET Kaje LWTo NIeKoT
e KnacuduumpaH Kako KaTeropuja LWTO ce usgaBa BO anTeka 6e3 peuent, MOXe Ja ce
Knacmduumpa n Kako kateropuvja WTo ce npoaasa 6e3 peuenT, BP3 OCHOBa Ha pelueHune
Ha AreHuujaTa.

AreHumjaTta BO pok oa 15 geHa oa AeHOT Ha NpueMoT Ha bapareTo Bp3 OCHOBA Ha
noaHeceHaTa AOKyMeHTauuja BpwK ynuc Bo PermcrapoT 3a rpaHWYHM Npov3Boan Wau
ro ogbvea 6apareTo.

[OnpekTopoT Ha AreHuuMjaTa ja nponvuwyBa Klacudukaumjata Ha flek WTo ce
nsgasa/npodasa 6e3 peuent, notpebHaTa AOKyMeHTauujaTa M BUCMHATA Ha
TpoLwioumTe.

[OnpekTopoT Ha AreHumjata rm nponuwysa MO6GAMCKMTE YCNOBM 3@ rpaHU4YeH
Npou3BOA, HAYMHOT Ha odobpysBame, noTpebHaTa AOKYMeHTauujata M BUCMHATa Ha
TpoLioumTe.

BucnHata Ha TpowouuTe npornuviwaHn BO cTaBoBute 8 M 9 Ha OBOj uneH, ce
onpegenysa BO 3aBUCHOCT Of KOMMMETHOCTa Ha AOKyMeHTauuMjaTa.

YneH 13-a

JlekapoT e gomkeH Aa NpoBepu Aanv NpPenuwaHnoT, OAHOCHO MpenopayaHuoT ek
MMa KOHTPaMHAMKaLMW, OAHOCHO HecakaHu edekTn MnoBp3aHM CO COCTOjouTe U
bonectute Ha nNAUMEHTOT M Aanu MNOCTOM MHTepakuuja CO ApyruTe NEeKoBU LWTO
MauneHTOT M KOPUCTW.

Mpy nponuwyBakbe Ha NEK Ha peuenT NekapoT € AO/MKEH Aa ro npeaynpeau
MauMeHTOT 3a HeCakaHuTe edeKTU M MHTepakuuja CO NIEKOBUTE LITO MAUMEHTOT '
KOpUCTH.

dapmMaueBTOT BO paMKuUTE Ha apMaueBTCKaTa rpmxka € A0/HKEH AOMOSIHUTENHO Aa
HanpaBu KOHCyNTauuja Co NeKapoT 3a eBeHTyaslHa NPOMeHa Ha NPOMULLIAHMOT, OAHOCHO
NpenopaYaHnoT fieK, ako YyTBPAM MOCTOEHEe Ha MHTEPaKuMM CO ApPYruTe SIEKOBM LUTO
nauuneHToT rn ynotpebysa.

dapmMaueBTOT e AO/MKEH MpU M3[4aBakbeTO Ha JleKk Ha peuenT Aa ro npeaynpeau
MauUMEHTOT 3a HecakaHuTe edekTn npu ynotpeba Ha NEKOT M 3@ MHTepakumjata co
ApYruTe NeKOBUTE LUTO NAUMEHTOT MM KOPUCTM.

3a npoBepka Ha KOHTpavHAMKaUMWTE, HecakaHuTe edeKTM WM MHTEepaKuMuTe Ha
NEKOBUTE NeKaApOT M (hapMaUEeBTOT Ce KOpUCTAT WM €NIeKTPOHCKMTE €BUAEHUMUN BO
34paBCTBOTO.
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UYneH 14
Jlek, WTO Ce n3gaea caMo Ha peuenT MOXe Aa ce npeknacuduumnpa 3a nsgaeame 6e3
peuenT Bp3 OCHOBA Ha MNOAHECEHWM peneBaHTHW pe3ynTaTu o4 MNPETKINMHUYKA WK
KIIMHUYKN NCAUTYBakbA.
AreHuujaTa, 3a notpebute Ha oueHyBamwe Ha bapareTo Ha Apyr CybjekT, He Moxe
[a M KOPUCTU pe3ynTaTuTe 04 NPETKIANHUYKN UK KITMHUYKN UCMUTYBakba oA CTaBoT 1
Ha OBOj Y/IEH BO POK OA eAHa roamHa og oaobpyBaHeTO Ha npeknacudmkaumjaTta.

YneH 15

Hocutenot Ha ogobpeHneTo 3a cTaBarbe Ha fIek BO NPOMET € OArOBOPEH 3a CTaBare
Ha NeKOT BO MPOMET, KaKo M 3a CeKkoja LWTeTa npeav3BMKaHa 3apagn npoMeHa BO
KBaNMTETOT MM 3a HacTaHaTaTa LTeTa npu nponuwaHa ynotpeba Ha nekor.

Hocutenot Ha ogobpeHMeTO 3a CTaBakbe Ha /eK BO MNPOMET U 34paBCTBEHUTE
paboTHMUM He Ce OAroBOPHM 3a LUTETHUTE NMOCNeanUMN Of NEKYBAHETO CO fIEK WTO He e
KOPUCTEH BO COrfiacHOCT CO M34aAeHOTO oaobpeHue 3a cTaBarbe BO MPOMET WaM 3a
nocneguunTe o fekyBare CO ek WTOo HeMa ofobpeHue 3a CTaBake BO NMPOMET Kora
nekyBareTo 61Mno npenopayaHo nnv nobapaHo oa AreHuujata unu og MUHUCTEPCTBOTO
3a 34paBCTBO BO UCKYyYUTENHW CNyyaun, CO Liel Ha 3aliTMTaTa Ha jaBHOTO 34pasje.

Hocutenot Ha opobpeHneTo 3aegHO CO Benegporepuvjata rnpeTcTaByBaaT jaBeH
CepeBuC, OOQHOCHO rapaHTUpaaT KOHTUHYMPaHO COOABETEH AaCOPTUMaH M KOJIMYMHA Ha
NEKOBM 3a 3a[0BOJyBakbe Ha NnoTpebute Co N1EKOBM, BO PenaTMBHO KPaTOK BPEMEHCKU
nepvoa.

YneH 16

JlekoBuTe WITO ce BO npoMeT BO Penybnunka MakegoHuja Mopa Aa ce Nnpov3BeaeHn U
KOHTPOMMPaHM BO COrNMacHOCT Co MeToauTe M bapamaTta Ha EBponckaTa dapmakoneja,
KaKo M co HaunoHanHMoT A0AATOK.

Ako EsporickaTta apMakoneja v HauMoHanHUOT AOAATOK He MpOonuLlyBaaT MEeTOAM
3a Npov3BOACTBO M baparba 3a KBajMTET, SIeKOBUTE MOpa Aa ce npou3sBeaysaaT WU
KOHTpONMpaaT BO COrfacHoOCT co Metoaute W Gapawata Ha ApyryM NpU3HAEHU
apmakonen wnAM BO COMMAcHOCT CO MeToauTe nNpeasioXkeHu of CTpaHa Ha
npou3BoANTENOT.

I11.1. OAOBPEHWE 3A CTABAHSE HA JIEK BO NMPOMET

YneH 17

Jlek MOXe ga ce CcTaBu BO NMPOMET akO MMa M3JadeHO oaobpeHue 3a CTaBarbe BO
NMPOMET BO COrMacHOCT CO OBOj 3aKOH.

OpobpeHue 3a cTaBare BO NPOMET He e NoTpebHo 3a:

- IeKOBM LUTO Ce npeaMeT Ha KIIMHUYKO UCMUTYBakE,

- IeKOBM HAMEHETM 3a MpPOoAO/HKYBaHe Ha NIeKyBare 3arno4yHaTo BO CTPAHCTBO,

- MPOU3BOAM LUTO C€ HAMEHETW 3a HaTaMoLLHa npepaboTka,

- JIEKOBW LUTO Ce KOpPUCTaT 3a UCTpaXKyBare U pa3Boj,

- MarncTpasiHu NIeKoBMU,

- FaJIEHCKWN IEKOBMU,

- pagnodapMaLeBTCKM MpenapaTyv noaroTBeHW npep ynotpeba, oa nuue wam of
3ApaBCTBEHA YCTaHOBA OBacTeHa 3a ynoTpeba Ha TakBU NIEKOBY,
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- KPB U KPBHU KOMIOHEHTH,
- JIEKOBW 3a KOMW € usgageHo ogobpeHue 3a yBO3 Bp3 OCHOBa Ha 4neHoT 79 of 0BOj
3aKOH "
- IeKOBM LUTO Ce npeaMeT Ha AOHaumja BO COrslaCHOCT CO OBOj 3aKOH.

YneH 18

BaparbeTo 3a CcTaBame Ha fieK BO NpoMeT (BO HaTaMOLIHMOT TeKCT: 6apareTo) ce
nogHecyesa Ao AreHuujaTa.

bapareTo oA cTaBOT 1 Ha OBOj YeH MOXe Aa ro nogHece:

- NPOM3BOAMTEN Ha IEKOBU CO permcTpmpaHo ceauwte Bo Penybnvka MakenoHuja,

- NpaBeH 3acTanHWK Ha CTPAHCKW NPOWM3BOAUTEN CO PerucTpupaHo ceauwTe BO
Penybnuka MakenoHuja, noa ycnoB Aa uMa CKiTy4eHO A0rosBop 3a 3actanyBake BO KOj €
COAP>KaHO M BAXXEYKOTO OCUrypyBar-€ 3a TepuTopujaTta Ha Penybnvka MakeaoHuja,

- NOAPY>XHMLA Ha CTPaHCKN Npou3BOANUTEN CO perncrtpupaHo ceauwite Bo Penybnuka
MakeaoHWja Nnoj YCoB HUBHOTO BA)KEUKO OCUrypyBar€e Aa ja ondaka v Teputopujata
Ha Penybnuka MakefoHuja un

- TProBCKO MPETCTaBHULLTBO Ha CTPAHCKW NPOU3BOAUTEN CO PErncTpupaHo ceauwite
BO Penybnvka MakeioHuja noj YCoB HUBHOTO Ba)KEUYKO OCUTypyBakbe Aa ja ondaka u
Teputopujata Ha Penybnuka MakegoHwuja.

YneH 19

MoagHocuTenoT Ha H6apareTo e HocuTen Ha ofobpeHMEeTOo 3a CTaBarbe BO NPOMET (BO
HaTaMOLUHMOT TEKCT: HOCUTENOT Ha 0A0bpeHNETO).

HocutenoT Ha oaobpeHneTo e 0AroBOpeH 3a CTaBake Ha NIeKOT BO MPOMET.

Hocutenot Ha opobpeHveTo e AOo/MmKeH Aa BOCMOCTaBM U OApXYyBa CUCTEM Ha
(hapMakoBUrMnaHua M Aa onpeaenn NMue OAroBOPHO 3a hapMakoBUrMaHLUA Koe ke
6uae NoCTojaHO M KOHTUHYMPAHO AOCTarnHo.

Jlvueto oa cTaBOT 3 Ha OBOj YleH Mopa Aa MMa 3aBpLlUeHO (apMaueBTCKM unu
MeaUUMHCKM dakynTeT WM ga wMa cepTudukaT 3a 3aBpweHa obyka 3a
(hapmMakoBurnnaHua unm 3aepLueHa cneuvjanusaumja no apMakoBmrmnaHua.

YneH 20

bapareTo o4 uneHoT 18 Ha 0BOj 3aKOH COAPXXM LOKYMEHTauuja WTo ce COCTOM oA

1) aAMMHUCTPaTMBHMOT Aen o4 AOKyMeHTaumjaTa COAPXW:

- MHOpMaLMK 3a NEKOT U 3a usgaaeHu ogobpeHnja 3a cTaBarbe BO MPOMET,

- WMHdOpMaUMM 3a Npou3BOAMUTENOT, MHMOPMaUMM 3a MecTaTa Ha MpOM3BOACTBO,
ogobpeHne 3a Npou3BOACTBO 3aCHOBAHO Ha WMCMOMHyBake Ha 6Gaparbata 3a GMP u
cepTudukaT 3a GMP He nocTap o4 Tpy roaviHu,

- MHOpMaLUMM 33 UOHWOT HOCUTEN Ha OfAoOpeHMEeTO 3a CTaBake Ha J1IeKOT BO
NnpoMeT,

- npeanor 3éupeH n3sewTaj 3a 0CObUHUTE Ha NEeKoT,

- NpPeAnor ynaTcreo 3a NauMeHToT,
npeanor nakysake (KOHTaKTHO W/UNnN HAABOPELLHO),
cepTmdukaT 3a hapMaLeBTCKM NPOU3BOA,

CMKUCOK Ha 3eMju Kou ro ogobpune CTaBareTO Ha NEKOT BO MPOMET M CMMUCOK Ha
3€eMju BO KON € NogHeceHo, oabneHo unu nosnevyeHo bapakeTo u
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- CTPYYHM MMUCNera 3a [OKYMeHTauujaTa Koja Cce OfHecyBa Ha KBaNWUTETOT,
6e3begHocTa M eduKacHOCTa Ha NeKOT, a nMpeTcraByBaaT COCTaBeH pnen of
nogHeceHaTa AOKyMeHTaunja, 3aeqHo Co UHbOpMaUmn 3a CTPYYHUTE N1La;

2) aHanuTU4YKM, OAHOCHO (bapMaLeBTCKO-XeEMUCKM W Buonowkn gen  of
AOKYMeHTauujaTa WTo coap>Xu MHdOopMaumMm 3a KBaiMTETOT Ha akTUBHATa CyncTaHuuja
M 3a KBA/IMTETOT HA NIEKOT: KBAIMTATMBEH M KBAaHTUTATUBEH COCTaB Ha SIeKOT, OnuC Ha
MeToAMTE 3a MPOU3BOACTBO, KOHTPO/SA Ha KBAaNUTET HA BNIE3HUTE CYpPOBMHM, KOHTPOSa
Ha KBaNUTETOT BO MPOLECOT Ha NMPOM3BOACTBO, KOHTPO/SA Ha KBAajIMTETOT Ha rOTOBMOT
npou3BoA, CTyAuja 3a CTabuHOCT U ApyrM nMH@opMaumMM 3a KBanUTETOT Ha JIEKOT Of,
Ba)XHOCT 3a 3alUTMTaTa Ha 34paBjeTo U Ha XXMBOTHaTa CpeanHa;

3) apMaKoNOLWKO-TOKCUKOMOWKM A€ Ha [AOKYMeHTauujata LWTO  COApPXM
nHdopMaumm 3a dapMakoaMHaAMCKUTE M (PapMaKOKMHETCKUTE KapaKTEPUCTUKU Ha
NEKOT, 3@ TOKCMYHOCTA WM edeKTuTe Bp3 penpoaykTuBHaTa QyHKuUmja, nogatoum 3a
emMbpuno-eTanHaTa TOKCUYHOCT, MyTareHMoT M KaHLEepOoreHWoT noTeHuunjan, nogaToum
3@ JIoKanHata MoAHOC/MBOCT M ApYrM MOAATOUM HEOMXOAHW 3a 3alTUTa Ha jaBHOTO
34pasje u

4) KIMHWYKM Oen Ha [AOKYMeHTauujata LWTO COAPXW OonwTu MHdopMauumn 3a
KIMHUYKUTE WUCMUTYBarba, HAYMHOT Ha HWMBHO CrpoBedyBame, YCOriaceHocTa Cco
eTnyknTe 6apama, [AobueHuTe pe3ynTaT, KAMHUYKO-(DapMaKOOWKM  MNOAATOUM,
nogatouM 3a 6uonowkata pacnonioXnMBoCT M OBMoekBMBANEHTHOCT (ako e
NPUMEHNIMBO), NOAATOUM 3a KIMHWYKaTa 6e36eAHOCT M eduKkacHOCT, MHpOopMaunn 3a
NCKNYYUTENHUTE OKOIHOCTU BO WUCMUTYBaeTO (ako € NpUMEHIMBO) M noaaToum 3a
NCKycTBaTa o4 ynotpebaTa No CTaBaHeTO BO MPOMET BO APYru 3eMju.

Ynen 21

MoaHocuTenoT Ha 6aparbeTo € 0AroBOPEH 3a TOYHOCTA Ha NoAHECeHUTE NOAATOLM.

[lokyMeHTauMjaTa WTO Ce pJoctaByBa KOH 6aparbeTo € COMCTBEHOCT Ha
NMOAHOCMTENOT, Ce apxvBupa BO AreHuujata M Cce CMeTa 3a KnacuduumpaHa
NMHbOpMaumMja CornacHo CO 3aKOH, CO UCKYYOK Ha 36MPHNOT n3BeLlTaj 3a 0CObUHUTE Ha
NEKOT, OAHOCHO YNATCTBOTO 3a NauUMEHTOT W NoAaToumTe 3a NaKyBaHeTo, 3a KON MOXe
fa ce fgagat uHdOpMaumMM Ha CTpy4vHaTa jaBHOCT, 3apaau COOABETHA WM paumoHasnHa
NpuMMeHa Ha NeKoT.

YneH 22

Mo wucknyyok Ha 4neHoT 20 o4 OBOj 3aKOH, 04 noAHocUTEeNoT He ce bHapa Aa
obe3benm concTBeHn pesyntatv o4 (apMaKoSIOWKM UCAUTYBakba WM O KIMHWUYKK
NCNNUTYBara ako AOKaxe Aeka:

1) éubnuorpadckmte nogatoumn 3a PapMaKoIOLKO—TOKCUKOMOLWKUTE U KIUHUYKUTE
ncnuTyBama Ce npeseMeHn of objaBeHaTa HayyHa nuTepaTypa M MM coapXaT cute
notpebHu nopatoun u/mnn nHbopmaumm og uneHot 20 ctas 1 Toukn 3 U 4 Ha OBOj
3aKOH, NoA yC/oB CyncTaHuMjaTa BO NeKOT Aa € 4obpo eTabnupaHa, KapakTepucTukute
Ha nekoT ce pAobpo no3HaTW, HeroBaTa e(pUKACHOCT € AOKaXaHa WM aKTMBHaTa
CyncTaHumja BO NeKOT buna KOpUCTeHa Kako fek HajManky aecet roanHu Bo Penybnunka
MakegoHuja vnu EBponckata yHuja M 3a Koja nybnvkyBaHWUTE Hay4yHM nogaTouu ce
KOXEPeHTHN W [OBOSIHM M OBO3MOXYBaaT eKcTpanonaumjata oA CyncraHuujata Ao
NEKOT 3a Koj ce 6apa ogobpeHune 3a cTaBake BO NPOMET Aa buae MoxHa nnm
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2) e reHepuykmM Nnek Ha pedepeHTeH JieK WTO € BO NMPOMET HajManky OCyM roauHu
(ekckny3MBHOCT Ha noaatoumn) Bo Penybnuka MakenoHwja nnu EBponckaTa yHuja, nog,
ycnoB AreHumjata da Moxe fAda wu3gage opobpeHne 3a CTaBakbe BO MPOMET Ha
reHEepUYKNOT NeK, a FeHepUYKMOT fieK MoXe aa 6buae BO NPOMET MO WUCTEKOT Ha
HajManky pgecet roavHuM (EKCKIY3MBHOCT BO MNPOMETOT) OA4 M3[4aBaHeTO Ha
onobpeHneTo 3a CTaBarbe BO MPOMET Ha pedepeHTHUOT nek. epnodoT on aecet
rOAVHN MOXKEe Aa ce NPOAO/HKMN A0 HajMHOry 11 roamHun, ako BO NpBUTE OCYM FOAUHU Of,
TMEe [OeceT roAvHW, HOCUTENOT Ha oAobpeHMETO 3a CTaBakbe BO nNpoMeT paobue
ofl0bpeHVe 3a eaHa MM NOBEKE HOBM TepaneBTCKM MHAMKALMM KOM, 338 BpeMe Ha
oueHaTa npea HUMBHOTO oaobpyBake, Ce CMeTano Aeka AOHecyBaaT 3HauuTesnHa
K/IMHMYKA KOPUCT BO criopeaba co NocTojHUTe Tepanuu.

PasnnyHuTe conu, ecTpu, U30Mepu, CMeCcU Ha WU30Mepu, €TpU, KOMIMIEKCU wunu
[AEpVBATK Ha aKTMBHATa CyNCTaHUMja, ce CMeTaaT Aeka Ce UCTa aKTMBHa CyncTaHumja,
OCBEH aKO 3HAauUTeNHO Ce pa3NInKyBaaT BO KapaKTEpPUCTUKUTE BO Mornea Ha
6e3begHocTa M edMKACHOCTa Ha JIEKOT, BO C/y4yaj Kora MNOAHOCUMTENOT Mopa Aa
obe3beam [oONOAHUTENHM MHGOpMauMM LWTO ja pAokaxyBaaT 6e3begHocta wu/wmnu
e(uKacHOCTa Ha pasNNMYHUTE CONKW, eCTpU WU AepuBaTM Ha ofobpeHaTa aKTMBHA
cynctaHuuvja. Pa3HuTe nepopanHu dapMaueBTckn ¢opmmn co 6p3o ocnoboayBarbe Ha
aKTMBHATa CynCTaHuMja Cce cMeTaaT 3a efHa wucta dapmaueBTcka ¢dopma. O
NoAHOCUTENOT He ce BapaaTt cTyaun 3a 6MOPaCcnoNOXKIMBOCT ako MOXE Aa AOKaXe AeKa
reHEepUYKNOT NEK MM 3a0BOSTyBA COOABETHUTE KPUTEPUYMU AePUHMPAHN BO HAYyYHUTE
ynaTcTBa.

YneH 23
Bo cnyyaj kKora nekoT He rM MUCMOoSIHyBa YCNOBUTE 3@ MEHEPUYKKU fIeK WM Kora He
MOXe Aa ce AoKake 6MoeKBMBANEHTHOCTa MPeKy CTyaun 3a 6MopacnofnioXXInBOCT WK
BO C/Ny4aj Ha NMpPOMeHM Ha TepaneBTCKUTE MHAMKAUMK, jaunHa, dapMaueBTCcka gopma
NN HauyuH Ha ynotpeba Ha NEeKoT BO OAHOC Ha pedepeHTHMOT NeK, NOAHOCUTENOT e
JO/MKEH fJda 06e36ean pe3yntatm o4 COMNCTBEHW MNPETKIAMHUYKN WM KIIMHUYKK
NUCNUTyBaa.

YneH 24
MNoaHocMTeNnoT e AomkeH aa obe3bean pesyntaTtm of COMCTBEHU MPETKINHUYKK U
K/IMHUYKM UCNIUTYBarba Kora ce paboTu 3a fiek o4 6MONOoLWKO NOTEKNO LWTO € C/INYEH CO
cooBeTeH pedepeHTeH ek U He MM UCMOMHYBa YCNOBUTE 3a FeHepuyku Nek, 3apaam
NOCTOEHE Ha Pas3/iMkKu BO CYPOBMHUTE UKW pPa3IMKM BO NMPOLECOT Ha NMpoOM3BOACTBO Ha
NEKOT BO OAHOC Ha pedepeHTHNOT nek. BnaoT n 06emMoT Ha AONONHUTENHUTE NOAATOLM
wTo Tpeba aa ce obe3benat Mopa Aa € BO COrflaCcHOCT CO peneBaHTHUTE KpUTEPUYMU.

YneH 25
Ako e nogHeceHo H6aparbe 3a HOBa MHAMKauMja 3a Aobpo eTabnupaHa cyncTaHuuja,
3a NIeKOT Ke 6uae AafeH HEKYMYNaTUBEH NEPUO/ Ha EKCKITY3MBHOCT Ha nojaTouuTe o/
efHa roanHa noa ycnos aa bune cnpoBeAeHN COMCTBEHU MPETKINMHUYKM U KIMHUYKK
NCNMTYBakba 3Ha4ajHM 3a HOBaTa MHAMKaLUMja.

YneH 26
CnpoBelyBaHe€TO Ha HEOMXOAHUTE CTyAuM U UCAUTYBara Of uneHosute 22 ctas 1
TOYKa 2, 23 1 24 Ha 0BOj 3aKOH M MOAOLHEXHUTE NPaKTUYHKN 6aparba BO COrNacHOCT CO
OBOj 3aKOH, HEMa Aa ce CMeTaaT 3a MoBpefa Ha npasBaTa 3a 3aWwTuTa Ha NaTeHTu unu
npaBaTa Ha JonosiHuTeneH ceptndukaT 3a 3awTuTa.
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YneH 27
Bo cnyyaj Kora NekoT COApXXWM aKTMBHW CYMCTaHUUMMKM BO KOM6uHauuja, npu WTO
AKTUBHUTE CYMCTaHUMM MOEAMHEYHO Ce BEKEe Of0BpEHN KaKO JIEKOBW, HO He ce
KopucTaT BO (pMKCHA KOMOMHaUMja 3a TepaneBTCKU Lenn, NoAHOCUTENOT € AO0/MKEH Aa
06e36ean pe3yntat o4 HOBU MPETKIMHUYKN WU KIIMHWUYKKM MCNNTYBakba BO BPCKa CO
Taa KOMbMHaumMja BO COrnacHOCT co 4YneHoT 20 Ha OBOj 3aKOH, HO He € HEOMXOA4HO Aa
ob6e36eaM HayyHM NoaaToLm BO BPCKA CO Cekoja NnoeanHeYHa akTMBHa CyncTaHumja.

YneH 28
Mo mn3pgaBarkbe Ha OOOOPEHMETO 3a CTaBakbe Ha JIEKOT BO MPOMET, HOCUTENOT Ha
0006pEHNETO MOXE Aa A03BOSIM KOpUCTEHE Ha (DapMaLEBTCKUOT, MPETKIMHUYKUOT U
KMHWYKMOT AEN Ha [AOKYMeHTauujaTa LWTO € coap)XaHa BO [AOCMETO 3a NIeKOT, 3a
NoaoLUHeXHM Gaparba BO MOCTankaTa 3a CTaBakbe BO MPOMET Ha APYrM NIEKOBU LUTO
MMaaT UCT KBANIUTATUBEH M KBAaHTUTAaTUBEH COCTaB M 1cTa dapMaueBTcka opma.

YneH 29

bBaparbe ce nogHecyBa 3a cekoja dapMaueBTcka ¢dopMa, jaunmHa M rofemMmHa Ha
nakyBar€e Ha NIEeKOT.

AreHumjaTta ro ogobpysa wnm ro ogbusa bapareTo BO poK He nogonr o 210 aeHa
o4 [OEeHOT Ha npueMoT Ha KOMMMeTHOTO 6apare, Bp3 OCHOBa Ha MoaHeceHaTa
AOKyMeHTaumnja u Ha npeanor Ha KomucujaTa 3a NekoBM BO OAHOC Ha KBanUTETOT,
6e36eaHOCTa 1 edmMKacHOCTa Ha NEKOT.

Mo ncknyyok of CTaBoT 2 Ha OBOj Y/eH, Kora ce nogHecyBa 6aparbe 3a ek WTo uMa
oaobpeHune 3a CTaBakbe BO NPOMET BO HajMasnKy Tpu 3eMju YneHkn Ha EBpornckaTa yHuja,
AreHumjaTta ro ogobpysa 6apar-eTO BO poK He nogonr og 15 aeHa oa AeHOT Ha NpuMeMoT
Ha KOMMNNeTHOTO 6apare, BpP3 OCHOBa Ha MNoAHECeHaTa AOKYMeHTauuja, oueHaTa 3a
KBanuTeToT, 6e36eaHoCTa 1 edmkacHOCTa Ha NeKoT AobueHa BO NocTankaTta 3a CTaBake
Ha NleKoT BO NpoMeT BO EBpornckaTa yHuja n Ha npegnor Ha KoMucujata 3a nekosu.

Mo MCKYYOK oA CTaBOT 2 Ha OBOj YNeH, Kora ce nogHecyea 6apame 3a ek WTo nMa
oaobpeHne 3a CTaBakbe BO NMPOMET BO MOMasKy o4 Tpu 3eMju uneHku Ha EBponckaTa
yHuja, AreHuujaTta ro ogobpyea unu ro ogbmesa 6HapareTo BO pok He nogonr og 90
[AEHa Of OEeHOT Ha NpMeMOT Ha KOMMNeTHOTO 6apare, Bp3 OCHOBAa Ha nogHeceHaTa
AOKYMeHTauunja, oueHaTa 3a kBanuteToT, 6e36egHocTa M edMKacHOCTa Ha JeKoT
fobmneHa BO nocrankaTa 3a CTaBake Ha SIeKOT BO MpoMeT BO EBponckaTta yHuja v Ha
npeanor Ha Komucujata 3a 51ekosu.

Mo ncknyyok of CTaBoT 2 Ha OBOj YfeH, Kora ce noaHecysa bapare 3a fiek WTo MMa
ogobpeHne 3a craBakbe BO npomer Bo CA/l, Janonuja, LlUBajuapuja v KaHaga,
AreHuujaTta ro ogobpyea unm ro ogbusa 6apareTo BO pok He nogonr og 60 geHa of
AEHOT Ha nNpUEMOT Ha KOMMMETHOTO 6apare, Bp3 OCHOBA Ha MogHeceHaTa
AOKYMeHTauuja, oueHaTa 3a kBanuteToT, 6e36egHocTa M edMKacHOCTa Ha JeKoT
fobmeHa BO nocTankaTa 3a CTaBake Ha fekoT BO npomer Bo CA/[l, JanoHwuja,
LLiBajuapunja n KaHaga v Ha npeanor Ha Komucnjata 3a /1eKoBU.

[okonky AreHuujaTta He OOCTaBM NUCMEH OAroBOp Ha HapareTo 3a CTaBame Ha Nek
BO MPOMET BO YTBPAEHMOT POK OA CTaBoBuTe 2, 3, 4 M 5 Ha OBOj YneH ce CMeTa Jeka
0AroBOPOT € MO3UTUBEH M MMa MUCTO MNPaBHO AejCTBO Kako npu Aobveame Ha ogobpeHune
3a CTaBakb€ Ha JileK BO NMpPOMeT.
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Unen 30

OpnobpeHuneTo 3a cTaBarbe BO NMPOMET Ce M34aBa 3a Nepuoa oa NneT roanHu.

Hocutenot Ha opobpeHneTo € A0/MKeH Aa ja v3BecTu AreHuujaTa 3a AaTyMOT Ha
OTMNOYHYBake Ha MPOMETOT CO JIEKOT.

AreHumjaTa ro ogbvea 6apareTo ako OLeHM Aeka:

- OIHOCOT PU3MK - KOPUCT € HEMOBOJIEH,

- KBanuTeToT, 6e3begHoCTa M/MnM eduKacHOCTa Ha SIeKOT Ce HEMOTBPAEHW MK
HEeA0BOJTHO MOTBPAEHM,

- KBAJIMTATUBHMOT WM KBAHTUTATMBHMOT COCTaB Ha JIEKOT HE € BO COM/IACHOCT CO
MHdopMaumMnTe AaieHn BO AOKYMEHTauumjaTta,

- [OOKYMeHTauujaTa, O3HayyBarb€TO MMM YMNaTCTBOTO 3@ MALMEHTOT He € BO
COrNacHOCT CO OBOj 3aKOH U

- aKO NOoAaTOK unn MHdopMaumn o NOAHECEHOTO bapare CE HETOYHM.

Ynen 31
AreHumjaTa no uckny4vok og yneHot 30 ctaBoBn 1 MU 3 anvHeja 2 Ha 0BOj 3aKOH, BO
NCKNYYUTENHN Cllyd4an U OnpaBAaHU MPUYMHKM LWITO Ce OAHecyBaaT Ha 34paBjeTo Ha
naumeHTute (petkn 6onectn, eTMYKM acnekTn, BUTANHO 3arpo3yBayvkn 6onectu), ako
He e JOCTaneH COOABETEH JieK MOXe Aa u3gage YCnoBHO ofobpeHue 3a CTaBare BO
MPOMET LUTO COAPXM OBBPCKU 3a HOCUTENOT Ha 0406pEHNETO, a HAjaoNro 3a Nepuoa o4,
efHa roguHa.

YneH 32

OnobpeHnoT 36MpeH 13BewTaj 3a 0COOMHUTE Ha NEKOT, YyNaTCTBOTO 3@ MNAUMEHTOT U
NaKyBaHeTO Ce COCTaBeH AeNn Ha 040bpeHneTo 3a CTaBakbe Ha NIeKOT BO MPOMET.

36MpHMOT M3BeLTaj 3@ 0OCOBMHUTE Ha NEKOT OA CTaBOT 1 Ha OBOj YieH MM COAPXM
HajManKy oCHoBuTe MHGpOpMauMK 3a NekoT (MMe, BoObMYaeHO UMe, KBANUTAaTUBEH U
KBAHTUTATMBEH COCTaB, (papmaueBTCka (OpMa, jaumMHa, FONEMMHA Ha NaKyBahETO,
HocuTen Ha ogobpeHMEeTO 3a CTaBakbe BO MPOMET, A03Upame, HaumMH Ha ynoTtpeba,
WHAMKAUMK, KOHTpaMHAMKAUMKM, MEPKW Ha MpeTnasnuBOCT M npeaynpeayBarbe, HauuH
Ha u3gaBarbe, HeCcakaHu peakuun, BpeMeTpaeH-e Ha NIeKyBakeTO, HauMH Ha YyBame U
Apyrn notpebHn uHdopmaumm). OBOj AOKYMEHT € HaMeHeT 3a WMHGOpMUpare Ha
34paBCTBEHUTE paboTHULM.

YnaTCcTBOTO 3a NAaUMEHTOT M NaKyBaHkeTO 0f CTaBOT 1 Ha OBOj YNEH MM COAPXWU CUTe
HEOMNXo4HW NoAaToumM BO COMMTACHOCT CO yneHoBuTe 84 1 85 Ha 0BOj 3aKOH.

Ynen 33

OunpekTopoT Ha AreHumjata nobnucky rv nponuilyBa coapXuHata Ha GapameTo,
¢opmaTa 1 coapxxmHaTa Ha noTpebHaTa AOKYMeHTauuja, HauMHOT 3a Npu3HaBake Ha
oa0bpeHneTo 3a CTaBame BO MpOMET M3aafdeHo BO 3eMjuTe Ha EBponckata yHuja,
HauMHOT 3a AobuBame YCNOBHO 0Ao0bpeHMe 3a CTaBarbe BO MNPOMET, Kako W
HagomecToumTe WTo Tpeba Aa ce nnarart.

Ako nogHocuTenoT Ha HapareTo ce oTKaxe of bapareTo BO TEKOT Ha MocTankaTta
3a u3gaBarbe, 06HOBYBake M MNpoOMeHa Ha oaobpeHWeTo 3a CTaBarbe BO MPOMET,
AO/MKEH € Aa rv NoAMMpUY TPOLIOLUMTE HarnpaBeHUTe BO Nnocrarkara.

TpowounTe o4 CTas 2 Ha 0BOj Y/eH MM NponuLlyBa ANPEKTOPOT Ha AreHuujaTa.
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YneH 34

OpobpeHneTo 3a CTaBarbe BO NPOMET MpecTaHyBa [a BaXu, ako:

1) e ucreueHo BpemMeTo 3a Koe 6uno n3ganeHo;

2) AreHumjata ro ykuHyBa ofobpeHMeTO 3a CTaBake BO MpoMeT no 6Hapare Ha
HOCMTENOT Ha 0A40bpeHMETO 3apaan onpaBaaHa NpUYnHa U

3) AreHumjaTa MOXe Aa ro YKMHE, MOHUWTU WM U3MEHN 0J0OpEeHMNETO 3a CTaBahe
BO MPOMET, aKO NIEKOT:

- € CTaBeH BO NPOMET CNPOTMBHO Ha 0406peHNETO,

- € CTaBEeH BO MPOMET CNPOTUBHO Ha OBOj 3aKOH,

- € LUTETEH MaKo ce ynotpebysBa cnopean NponuWaHMOT HA4YMH Ha yrnoTpeba,

- HeMa MoBOJIEH OAHOC PW3MK/KOPUCT Kora ce ynoTpebyBa crnopea nponuwaHuoT
Ha4MH Ha ynoTpeba,

- HeMa TepaneBTcka edMKaCHOCT, OAHOCHO HeroBaTa TepaneBTCKa e(UKACHOCT He e
[I0BOJIHA 3a NOCTUIHYBakbe Ha TepaneBTCKM pe3ynTaTu,

- UMa KBaNUTATUBEH W/UNN KBAHTUTATMBEH COCTaB LUTO HE € BO COM/IacHOCT CO
[AEKIAapMpPaHMOT BO 0A0OPEHNETO 3a CTaBake BO MPOMET,

- HE e CTaBeH BO NMPOMET BO POK OA TPU FOAMHM 04 M34aBaHeTO Ha oaobpeHneTo 3a
CTaBar€ Ha JIEKOT BO NMPOMET, OCBEH akKo Toa He e 0aobpeHo oA CTpaHa Ha AreHuujaTa
Bp3 OCHOBa Ha 6apame CO cooaBeTHO 0bpasfnoXKeHne Ha HOCUTENOT Ha 0A0bpeHneTo 1

- NOAATOK WM MHpopMauum of noaHeceHOTOo 6aparbe Ce HETOYHUM WM He Ce
M3MEHETM BO COMMACHOCT CO OBOj 3aKOH WM aKko He € CnpoBeAeHa KOHTpOSa Ha
KBaJIMTETOT BO COrNMAcHOCT CO 0ApeabuTe Ha OBOj 3aKOH.

UYneH 35
JlekoT umewTo oaobpeHne 3a CTaBarbe BO NMPOMET € UCTEeYEHO U He 6uno obHoBEHO
BO POKOT YTBPAEH CO OBOj 3aKOH MOXe Aa buae BO NPOMET MO AEHOT Ha UCTEKyBake Ha
TOj poK, HO He nogonro oa 18 Meceua oA MCTEKOT Ha OA0OOPEHMETO 3a CTaBake BO
NPOMET, OCBEH BO C/ly4au NoBp3aHn co 6e3beaHoCcTa U epruKkacHOCTa Ha NEKOT.

YneH 36

AKO Npoun3BOANTENOT KOj BpLUM MPOMET CO NeKoT BO Penybnvka MakegoHuja oanyym
[a npecTaHe [a ro npovsseayBa WM Aa BpLIM MPOMET CO JIeKOT MNpen WCTEKOT Ha
0006peHNeTo 3a CTaBake BO MPOMET, AO/MKEH e Aa ja u3BecTn AreHumjaTa HajManky
OCyM Meceua npej NpeknHOT Ha NPOU3BOACTBOTO WM MPOMETOT CO JIEKOT.

AKo Benegporepuvjata OANy4M Aa NpecTaHe [a BpLUM MPOMET CO NIEKOT npea UCTEKOT
Ha 04obpeHNeTOo 3a CTaBarbe BO NPOMET, € A0/HKHA Aa ja n3BecTn AreHuunjaTta HajManky
OCyM Meceun npea NPEKUHOT Ha NPOMETOT CO JIEKOT.

Bo cny4yaj Ha npecTtaHOK CO MpPOM3BOACTBOTO M/IM NMPOMETOT CO JIEKOT npea UCTEKOT
Ha onobpeHneTo 3a CTaBake BO MPOMET, NPOM3BOAMTENOT KOj BPLUM NPOMET CO NeKOT
BO Penybnuka MakenoHuja og ctaBoT 1 Ha OBOj YneH v Benegporepujata oa CTaBoT 2
Ha OBOj 4NneH ce [O/MKHM pfAa obe3benaT [AOBOMHM  KONMYMHM  Of  NEKOT, 3a
3a40BOJTyBarbe Ha NOTpebute Ha 34paBCTBEHMOT cuCTeM Ha Penybnvka MakenoHuja, 3a
nepuvoa oA ABa Meceua Mo MpectaHyBaHheTO Ha MPOW3BOACTBOTO WMAM MPOMETOT CO
NEeKOoT.

Bo cnyyaj npou3sBoauTeNOT Ha JiIeK BO CTPAHCTBO Aa OANyYM Aa MpecTaHe co
NpOM3BOACTBO Ha JIEKOT, Beneaporepujata Koja ro yBe3yBa NIEKOT € [AO/MKHa [Ja
ob6e36ean OOBOMHU KOMMYMHWU Of FeHepuykaTa MM TepaneBTcKaTa CyncTutyuuja Ha
NEKOT, 3a 3a40BOJSlyBake Ha MoTpedbute Ha 34paBCTBEHMOT cUCTeM Ha Penybnuka
MakenoHuja, 3a nepuoj o4 ABa MeceLa no npectaHyBaHeTO Ha NPOU3BOACTBOTO.
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Bo pok oa geceT AeHa no npueMoT Ha M3BECTYBaHETO Of CTaBoBuTE 1 M 2 Ha OBOj
yneH, AreHumjata ro u3BecTyBa NPOW3BOAUTENOT KOj BPpLIM MPOMET CO JIeKOT BO
Penybnuka MakegoHuja unu BeneaporepujaTta, Koja KOMUYMHA 0Of NEKOT Ce CMeTa AeKa
Ke ' 3a40BOSIM NOTpPebUTE Ha 3APaBCTBEHMOT CMUCTEM Ha Penybnuka MakegoHuja 3a
nepuvo4 o4 ABa Meceua Mo MpectaHyBaHeTO Ha MPOW3BOACTBOTO WAM MPOMETOT CO
NeKOT COrnacHoO Co ctaBoBuTE 3 U 4 Ha OBOj YNEH.

Bo cnyyaj Ha oTBOpambe Ha CTedyajHa nocrarnka wan nocTanka 3a Nunkeuaauuja,
NpoM3BOAUTENOT KOj BpWWM TMpPOMET CO NekoT BO Penybnuka MakegoHuja u
BenegporepuvjaTa ce AO/MKHW BO PoK oA 15 aeHa no NprveMoT Ha pelleHneTo Co Koe ce
OTBOpa CTeyajHa MocTanka WauM nocrarnkaTta 3a SiMKBMAauunja, Aa ja M3BecTaT 3a Toa
AreHuujaTa.

Ynen 37

OpobpeHuneTo 3a cTaBake BO NPOMET ce 06HOBYBa Mpes MCTEKOT Ha POKOT 3a KOj e
N30afeHO BP3 OCHOBA Ha MOBTOPHA OLeHA Ha OAHOCOT PU3MK/KOPUCT Of CTpaHa Ha
AreHuujaTa.

3apagn obHOByBarbe Ha OA0OpPEHMETO 3a CTaBakbe BO MNPOMET, HOCUTENOT Ha
ogobpeHneTo 3a CTaBarbe BO npoMeT Tpeba Aa nogHece 6aparbe A0 AreHumjaTa
HajMarnky LWecT MeceLa npeg UCTEKOT Ha BaXHOCTa Ha oAobpeHVeTo 3a CTaBare BO
npomeT. baparweTo Tpeba pnda coapXu axypupaHa Bep3uja Ha nogaTouuTe W
nHcdopMaLuMTe BO NOrnea Ha KBanuTeToT, 6e3beaHocTa M eduKacHOCTa, BKITydyBajKu
M 1 CUTE NPOMEHM HacTaHaTu No AobmBare Ha 0a0bpeHMETO 3a CTaBakbe Ha NeKOT BO
npomeT. [lOKyMeHTaumjaTa COAPXW aXypuUpaHW aAMUMHUCTPATMBHM MHMOpMauun,
nepuoanyeH ussellTaj 3a 6e36egHOCTa Ha NeKOT, AOMOMHUTENHN MHPOPMaUMKN ako ce
noTpebHn 3a kBanuTeToT, 6e36eaHOCTa M edmKacHOCTa Ha NEKOT, XPOHOOLWKA INCTa
Ha ogobpeHnTe MPOMEHN, KaKo M ApyrM MHdOopMaumm noTpebHu 3a NOBTOpPHa OLEHKa
Ha OAHOCOT PU3UK/KOPWUCT.

AreHumjata BO pok oa 60 pgeHa o4 nNpueMOT Ha KOMMAETHOTO Gaparbe 3a
obHoBYBake Ha o0ao0bpeHneTo ro ogobpysa unuM oabuea 6aparbeTo Bp3 OCHOBA Ha
nogHeceHaTa [AOKYMeHTauuja WM npeanorot Ha KomucujaTta 3a NeKoBM 3@ OAHOCOT
PU3MK/KOPUCT Ha NEKOT.

POKOT oA CTaBOT 3 Ha OBOj YNeH MpecTaHyBa [a Teye oA AEHOT Kora AreHumjaTta Ke
nobapa oa nogHocuTenoT Aa obe3bean AOMOMHUTENHM AOKYMEHTM, MHMOPMaUnn WIu
objacHyBarba 3a KOM CMeTa AeKa ce HEOMXOAHM U PpOKOT MPOAO/KYBA Aa Tede oaAeHoT
Ha MCNONHYyBaHeTO Ha HapareTo Ha AreHuujaTa.

O6HoBeHOTO of0bpeHMe 3a CTaBarbe BO MPOMET BaXKW HeonpeaeneHo, OCBEH aKo
AreHuujaTta, nopaan OCHOBaHW NMPUYMHKU NOBP3aHM CO hapMaKoBUIMAAHLA UKW AOKOSKY
He e [AoCTaBeHa AOKyMeHTaumjaTa oa uneHoT 20 o4 OBOj 3aKOH, o4slyuu Aa oapeau
ywTe efeH NeTroauwieH nepmos Ha obHoBYBaH-E.

[OnpekTopoT Ha AreHuujata M nponuwyBa HAYMHOT Ha OOHOBYyBake Ha
onobpeHMeTOo 3a CTaBakbe BO NPOMET, dopmata M coapXuHaTa Ha noTpebHaTa
[AOKyMeHTauuja, Kako U HagomecTouute kon Tpeba aa ce nnatar.

YneH 38
HocuTtenoT Ha ogobpeHneTo e A0MKEH Aa My cnean cuTe HayYHU U TEXHUYKM HOBUHU
noBp3aHM CO OAO0bpeHWOT ek, Aa r'M 3emMa npeasua HOBUTETUTE BO BpCKa CO
KBanuteToT, 6e36egHocTa M edmKacHOCTa Ha NIEKOT M aKO € HEOMXOAHO Aa BoBeae
NPOMEHM BO NPOWM3BOACTBOTO WM KOHTPOAaTa Ha NEeKoT BO COrfacHoOCT Co
HajcoBpeMeHaTa Hayka 1 TexHosoruja.
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CuTe nNpoMeHM wnuM Apyr MHdOPMaLMKM WITO Ce MNpUYMHA 3a MPOMEHWU Ha
0A06pPEHNETO 32 CTaBatbe BO MPOMET WM CeKoja MPOMEHa Ha AOKyMeHTauujata 3a
no6uBare Ha 00BpeHNE 3a CTaBakbe BO NPOMET Ce NoAHeCYBaaT A0 AreHuujaTa.

Ynen 39
Hocutenot Ha opobpeHvneTo penoBHO ja u3BecTyBa AreHuujata 3a cuTe noManu
npomenn (tun I A v Tmn I B) BO nocTankaTa 3a CTaBake BO NMPOMET M MM BOBeAyBa
NnpoMeHuTe ako AreHuujaTa He Jaje HeraTMBHO MUCNere, BO pok of 30 aeHa oA AeHOT
Ha MOAHECYBaHETO Ha U3BECTYBAHETO U HEeOMNXOAHUTE AOKYMEHTW LUTO Cce oAHecyBaaT
Ha Taa NpoMeHa.

YneH 40

Hocutenot Ha ogobpeHneTo e JomkeH BeAHaw Aa nogHece 6apawe Ao AreHuujaTa,
3a BoBeAyBake roniemmn npomenn (tun II) Bo noctankaTa 3a cTaBake BO NPOMET.

AreHuujaTa ognydysa no H6apareTo 3a BOBeAyBare rosieMn npoMeHn Bo pok oa 60
AeHa o4 AeHOT Ha NPUMEMOT Ha KOMMIETHOTO Bapamse.

POKOT 01 CTABOT 2 Ha OBOj Y/IEH MpecTaHyBa [a Teye of AEHOT kora AreHuujata ke
nobapa o nogHocuTenoT Aa 0be3bean AONOAHUTENHW MHBOpMauMK Mnm objacHyBam-a
3@ KOM CMETa [eKka Ce HeornxoA4HW W pOoKOT MpOoAo/HKYBa [fAa Teye Of [AEHOT Ha
NCMOSIHYBareTO Ha bapareTo Ha AreHuumjaTa.

YneH 41
HocutenoT Ha ogobpeHneTo Moxe Aa nogHece H6aparbe BO Cy4yaj Ha NpoLIMpyBakse
Ha MOCTOjHOTO Haparbe 3a MPOMEHM LITO Ce OAHeCyBaaT Ha aKTMBHATa CyncCTaHuuja,
dapmauesTckaTa opMa, jaunmHaTa MM HOBa MHAMKaUMja, NoA YCIOB Aa Ce MoBMKa Ha
BEKE MOAHECEHaTa AOKYMeHTalUuja WTo e npudarteHa.
MNocTankaTa 3a npolmpyBame Ha 6apareTo o4 CTaBoT 1 HAa OBOj YNEH € UCTa Kako
3a pobmnBare Ha HOBO 00bpeHMe 3a CTaBake BO NPOMET.

Ynen 42
[OnpekTopoT Ha AreHumwjata M nponuwyBa coapXuHaTta Ha 6apameTto/
N3BECTYBaETO W HAYMHOT 3a WM3BEeCTyBarbe WM oaobpyBarbe Ha MPOMEHUTE BO
0A06pEHNETO 3a CTaBakbe BO MPOMET WM Ha BeKe NoAHeceHaTa AOKYMeHTauuja oa
yneHosuTe 39 n 40 ctaB 1 Ha OBOj 3aKOH, KaKO M HagoMecTouuTe WTO Tpeba Aa ce
nnaTar.

Ynen 43

bapareTo 3a peructpaumja Ha TpagvuMOHanHW XxepbanHu NEeKOBU  COAPXMU
JAOKyMeHTaLMja KOjaluTo ce COCTOM OA:

1) agMUHUCTpaTMBEH Aen Ha AOKYMeHTaumjaTa cornacHo co yneHot 20 ctaB 1 Touka
1 Ha 0BOj 3aKOH;

2) dapMaueBTCKN, XEeMUCKM M BMONOWKKM [en Ha AOKyMeHTauujaTa CcorfacHo co
yneHoT 20 cTtaB 1 TOYKa 2 Ha OBOj 3aKOH;

3) bubnuorpadckm UnmM CTpyYHM AOKasm OAHOCHO €KCMEPTCKU M3BeELWTaj 3a eeKkToT
Ha NeKOT WM CMYeH Ha Hero fiek WTOo € BO MeauuMHCKa ynoTtpeba 3a nepuoa oA,
Hajmanky 30 roguHu, og Koj HajMmanky 15 roavHn Bo Penybnuka MakegoHwja mnu BO
EBponckaTa yHuja n
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4) 6ubnuorpadckn nperneg Ha nopatouuTe 3a 6e36egHOCTa WM E€KCNEPTCKM
M3BEWTaj M BO C/iydyam kora AreHumjaTa [AOMOMHUTENHO Ke nobapa M noaaToum
HeoMXoAHM 3a oueHa Ha 6e3beaHOCTa Ha NeKoT.

[npekTopoT Ha AreHuujaTa nobauMcKy ro NponuilyBa HAYMHOT Ha perncrpaumja 3a
TpagvumMoHanHu xepbanHu nekoBu, QopMaTta W coapXMHaTa Ha notpebHaTa
AOKYMeHTauMja M HayuMHOT Ha Mpu3HaBake Ha perucTtpaunjata BO 3eMjuTe Ha
EBponckaTa yHuja, Kako u HagoMecTouuTe WTo Tpeba Aa ce nnatar.

UYneH 44

AreHuumjaTa Bp3 OCHOBA Ha oOUeHaTa Ha MoaHeceHaTa AOKYMeHTaumja ro oabuea
6apareTo 3a permcTpaumja Ha TpaguunoHaneH xepbaneH fnek, ako:

- TepaneBTCKUTE MHANKALMKM He Ce AOKaXaHW COrNacHO CO 0BOj 3aKOH,

- KBaNUTATUBHMOT W/WNM KBAHTUTATMBHWOT COCTAaB Ha JIEKOT HE OAroeapa Ha
AeKapupaHuoT,

- MOXe aa buae wreTteH npu BoobuyaeHa ynotpeba,

- nogaTtouuTe 3a TpaauvuMOHanHata ynotpeba ce HenoTnonHW, 0cobeHO ako
dapmakonowkute edekTn mnm emuKacHOCT He COooABEeCTyBaaT Ha CTeKHaTuTe of
AonroTpajHaTa ynotpeba u UCKYCTBO U

- bapMaLEeBTCKMOT KBANIMTET HE € AOBOSTHO AOKaXaH.

YneH 44-a

OpobpeHneTo 3a perncrpaumja Ha TpaguumMoHanHu xepbanHu nekosn ce nsgaea 3a
nepvoa oA neT roauHMu.

3apagn o6bHoByBare Ha 0fo0OpeHMeTo 3a perucTpauvja Ha TpagvumMoHaneH
xepbaneH nek, HOCUTENOT Ha ofobpeHneTo 3a perncTpaunja Tpeba aa nogHece 6apare
[0 AreHuumjaTa HajManky LWeCT Meceun npe UCTEKOT Ha BaXKHOCTa Ha oA0bpeHneTo 3a
peructpaumja Ha TpaguumoHaneH xepbaneH nek. bapawetro Tpeba pa coapxwu
aXypupaHa Bep3vja Ha noaaTouuMTe M MHAOpPMauumMTe BO NOrNed Ha KBalUTETOT,
6e3benHocTa M edMKACHOCTA, BKJIYYYBAjKM M UM CATE TMPOMEHW HacTaHaTu Mo
fobvBame Ha ofobpeHneTo 3a perncTpaumja Ha TpaauunoHaneH xepbaneH nek.

O6HoBeHOTO opobpeHne 3a perncrtpaunja Ha TpaauuMoHaneH XxepbaneH nek Baxwu
HeonpeaeneHo, OCBEH ako AreHuujaTa Mopagy OCHOBaHM MPUYMHWM MOBP3aHU CO
hapmakoBurnnaHua, OAy4M pAa oapeaun ywTe edeH MeTroavlleH nepuoa  Ha
obHoBYyBaH-€.

YneH 45

BapareTo 3a permcTpaumja Ha XoMeonaTCKu Siek ce NoAHecyBa nog yC/oB NeKoT:

1) na ce ynotpebyBa nepopanHo Ui HaaBOPELLHO;

2) Oa He ce HaBeayBaaT TepaneBTCKM MHAMKAUMM Ha MaKyBakeTO Ha NeKOT WK BO
NHOPMaUMUTE NOBP3aHM CO HEro U

3) [a nocTou [I0BOJSIEH CTEMEH Ha pa3peyBahe LWTO Ke rapaHTupa 6e36eaHOCT Ha
NEKOT, OCOBEHO NEKOT He CMee fAa CoapXW noBeke on eaeH aen Ha 10.000 op
OCHOBHaTa TMHKTypa unu noseke oa 1/100 oa HajManaTta Ao3a Koja ce KOpWUCTM BO
anonatujata BO NOrfen Ha akTUBHWUTE CyncTaHUMM Yme MpucycTBO BO anonaTckuTe
NEKOBM pe3ynTupa co obBpcKa 3a NogHecyBare Ha peLenT.

[OnpekTopoT Ha AreHumjata NO6GAMCKY MM MpONULLYBa CoAp)KMHATa Ha 6apaneTo,
HauUMHOT 3a perucrpauuja Ha XOMeonaTCKu nekoBu, ¢opmata M CcoapXUHaTa Ha
AOKYMeHTauMjaTa, HayuMHOT Ha MNpu3HaBake Ha perucrpaumjata oa 3eMjute Ha
EBponckaTta yHuja, Kako U HagomecTouuTe WTo Tpeba aa ce nnatar.
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UYneH 45-a

OpobpeHneTOo 3a permcTpaumja Ha XOMeonaTCKu JIEKOBU Ce M3aaBa 3a nepuog oA net
rOANHN.

3apagn Ob6bHOBYBakbe Ha 0OA0bBpeHMeTO 3a perucrpaumja Ha XOMeOonaTCKU Jek,
HOCMTENOT Ha oaobpeHneTo 3a pernctpaumja Tpeba Aa nogHece 6apare Ao AreHuumjaTta
HajManKy LWeCT Meceun npea UCTEKOT Ha BaXKHOCTa Ha oaobpeHueTo 3a perncrpaumia
Ha xoMeonaTtcku Nnek. bapareto Tpeba aa coap)ku axypuvpaHa Bep3uja Ha nogarouute
1 MHdOpMaLMMTe BO Morfea Ha KBanuTeToT, 6e36eaHOCTa U ehUKacHOCTa, BKITydyBajKu
M W CUTE MPOMEHM HacTaHaTu No aobuBarbe Ha 0A0bpeHMETO 3a perucrpaumja Ha
XOMEOMNaTCKMNOT fEK.

O6HOoBEHOTO 0a06peHMe 3a perncrTpaumja Ha XOMEOMNATCKM JIEK BaXkKN HEONpeaeneHo,
OCBEH ako AreHuujaTta nopagu OCHOBaHM MPUYMHM MOBP3aHN CO (hapMaKoBUruiaHua,
04Ny4YMn Aa OApeaMm ylwTe efeH NeTroauilieH nepmoa Ha 06HOBYBakE.

YneH 46
CnuCOKOT Ha NeKoBWTE 3a KOW € u3gageHo oaobpeHne 3a cTaBarbe BO MPOMET,
OAHOCHO 3a Kou € 0abueHo, U3MEHETO, OAHOCHO YKMHATO oaobpeHneTo ce objaByBa BO
»Cnyx6eH BeCcHUK Ha Penybnuka MakegoHuja", HajManky ABa natv roauLLHO.

YneH 47

Hocutenot Ha ogobpeHneTo Moxe aa ro npeHece ofobpeHMeTo Ha Apyr HocuTen
noa ycnoB TOj Aa M UCNOAHYBa YC/IOBUTE 3a HOCUTEN Ha 0A0b6peHWeTO YTBpPAEHWU CO
OBOj 3aKOH M Aa rv npudaTty 06BpcKUTE U NpaBaTa Ha HOCUTEN Ha 0A0bpeHneTOo 3a TOj
NnekK.

[OnpekTopoT Ha AreHumjaTa ro NpPonuLlyBa HAYMHOT HA NPeHOC Ha oaobpeHneTo 3a
CTaBarb€ BO MPOMET, COAPXMHATa Ha AOKYMEeHTauujaTta u gpyrute notTpebHn nogaTtoum
3a NpeHoC Ha 0a40bpeHNETO, Kako 1 HagoMecToumTe Kom Tpeba aa ce nnaTtar.

YneH 48

BucmMHaTa Ha HagoMecToKOT oA uneHosuTe 33, 37 cTtaB 6, 43 cTaB 2, 45 ctaB 2 n 47
CTaB 2 Ha OBOj 3aKOH WTO noagHocuTenoT Tpeba Aa ro nnaTtv ja yTepayBa AUMPEKTOPOT
Ha AreHuujaTta COrnacHoO Co TUMNOT Ha NoCTankaTa U BO 3aBUCHOCT OA;:

- BUAOT Ha UCNUTyBamaTa WTO Tpeba Aa ce cnpoBeaar,

- peasiHO HarpaBeHUTe aAMUHUCTPAaTUBHO-MaTepUjasiHN TPOLLIOLM,

- CTPy4HaTa oLeHa Ha AOKyMeHTauuMjaTta u

- paboTeH-eTO Ha MNOCTOjaHUTE N NOBPEMEHUTE KOMUCUM.

I11.2. UCMUTYBAHE HA JIEKOBU

YneH 49

JlekoT npea Aa ce CTaBuM BO MPOMET MOANEXWM Ha aHanuTuukn (dapmMaueBTCKO-
XEMUCKO-6MOoNoWKN),  (PapMaKONOLWKO-TOKCUKOMOLWIKA ~ UCUTYBaka W KIIMHUYKK
NCNnTyBara 3a Aa Ce NoTBPAM HEroBUOT KBanuTeT, 6e36eaHOCT 1 epUKaCcHOCT.

JlekoT MOXe fAa nognexum Ha aHanuTMukn (apMaueBTCKO-XeMUCKO-6MOOoLLKK),
(hapMaKONOLIKO-TOKCUKOMNOLWIKN  UCNUTYBakba M KIMHWYKKM UCMUTYBaka W ako uMMa
fobneHo opobpeHne 3a CTaBakbe BO MPOMET, CO Uen da ce aobujat AONOAHUTENHM
NHOpMaLUMK 3a NeKOT UK 3a HeroBaTa KOHTpPOa.
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AHanuTnykuTe (bapMaLleBTCKO-XEMUCKO-6MONOLLIKN), (hapMaKonoLKo-
TOKCUKOMOLWKNTE U KIIMHUYKUTE MWCNUTYBaka Ce CnpoBeAyBaaT BO COrMacHOCT €O
HayenaTa Ha gobpaTta npov3BoAHa npakca/aobpata KOHTposiHa nabopaTtopucka npakca,
pobpata nabopatopucka Mpakca W pobpaTa KAMHWYKA Mpakca BO  KIMHUYKUTE
NCrUTyBaH-a.

[npekTopoT Ha AreHuujaTa AOHeCyBa ynaTCTBa 3a Hayenata Ha fobpaTta npoun3BoaHa
npakca/gobpata KOHTponHa nabopaTopucka npakca, Aobpata nabopatopucka npakca u
3a gobpaTa KIMHMYKa npaKkca BO KIMHUYKUTE UCMMTYBaHbA.

YneHn 50

AHanuTMuknTe, (PapMakosiOWKO-TOKCUKOMOWKNTE U KIUHUYKUTE WUCNUTYBarba I
BpLUAT NpaBHM I1LA KOW MM UCNOMHYBaaT yC/I0BUTE BO OAHOC Ha MPOCTOPOT, onpeMaTa
N KagapoT, Kako M Hadenata Ha AobpuTte nNpakcuM M ako Ce OBAACTeHU Of AMPEKTOPOT
Ha AreHuujaTa.

MojaToumTe 3a aHaNUTUUKUTE, (APMaKOSIOLWKO-TOKCUKOMOWKNTE U KIIMHUYKUTE
NcUTyBara Ce COCTaBeH e Ha [OKyMeHTauujaTa 3a aobuearbe Ha opobpeHue 3a
CTaBake Ha ek BO npomeT. WcnuTyBawaTa MOpa fAa Ce BO COMMACHOCT CO
HajcoBpeMeHaTa Hayka WM TexHOMNormja u co Hadenata Ha aobpute npakcm M Mopa Aa
6bugaT onuwaHu AeTanHO M Ha Ha4yMH LWTO OBO3MOXYBa WCMUTyBawatTa Aa 6bupar
NOBTOPEHMN, a pe3ynTaTute Aa buaaT cnopeansm.

[AvpeKkTopoT Ha AreHuujata rv oBnacTyBa MpaBHUTE NMUaA oA CTaBOT 1 Ha OBOj uneH
3a UCMUTYBAHE Ha NIEKOBU U 'Y yTBPAYBa HagoMecTouuTe WTo Tpeba aa ce nnaTtar.

YneH 51

AHaNUTUYKO UCNUTYBare Ha JIEKOBUTE TMpeTcTaByBa (papMaLeBTCKO-XEMUCKO-
6MONOLWKO-MUKPOOMONOLWKO UCNUTYBakbe Ha KBa/IMTETOT Ha NEeKOT U Ce BpLKM BO
COrNacHOCT CO HayenaTa Ha AobpaTta KOHTposiHa nabopaTopucka npakca, a Bp3 OCHOBA
Ha nogaTouuTe COApPXXaHW BO [AOKYMeHTauujata AoCTaBeHa KOH 6apateTo U BO
COrNMacHOCT COo creundukaumjaTa 3a KBaamTeT Ha TOj JeK.

MUHMCTEPOT 3a 34paBCTBO HA Mpensior Ha AUMPEeKTOpOT Ha AreHuujata rm
NPONULIYBa HAYMHOT M NOCTANKUTE 3@ aHA/IMTUYKOTO UCMNTYBaHE Ha JIEKOBUTE.

YneHn 52

dapMaKo/OLWKO-TOKCUKOOLWKOTO, OAHOCHO MPETKMHUYKOTO UCMUTYBarbe Ha NEeKOT
€ NnocTarnka 3a oueHa Ha 6e36egHOCTa Ha N1EKOT U Ce BpLM BO COMMACHOCT CO HayenaTa
Ha gobpaTa nabopaTopucka npakca.

MocTankaTa 3a wu3BeAyBatbe Ha (HapMaKONOLKO-TOKCMKOMOLWKOTO MWCMUTYyBakse
onullaHa BO AOKYMeHTauujaTa 3a AgobuBarbe ogobpeHue 3a CTaBakbe BO MPOMET I
onpeagenyBa  (apMakoAMHAMCKUTE,  (APMAKOKMHETCKMTE U TOKCMKOJMOLWKUTE
KApaKTEPUCTUKM Ha JIEKOBUTE CrpoBedeHM Ha 1abopaTOpUCKM XMBOTHU M U
npeasuMayBa MoXHUTE edekTU Kaj nyreto. Pesyntatute oA hapMaKosoLWKo-
TOKCMKOJIOLLKOTO MUCMUTYBakbe r'v ondaka pesyntaTuTe O CUMTE A0CTanHu UCMUTYBaHba
Ha NeKoT, 6e3 pa3nuka Aanun ce NoBOJIHW UM HEMOBOJITHW.

OnpekTopoT Ha AreHuvjata M nNPOMUWYBA HAYMHOT W NOCTaNKUTE 33
(bapMaKOoOLIKO-TOKCUKOSIOLKOTO UCMUTYBaHe Ha IEKOBUTE.
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YneH 53

KnnHnyknTe ucnutyBaka Ha NEeKOBUTE Ce BplaT Ha 3apasu Aobposonun wn/wnu
nauneHTn, 3apagn OTKpUBare WU MOTBPAYBaHE Ha KIMHUYKUTE, (PapMaKoOLWKUTE,
hapmakognHamcknte unn (apMakoKMHETCKUTE edeKTn Ha WCIUTYBaHUOT ek, 3a
OTKpMBaHe Ha  HecakaHuTe edekT WM 3a MpoydyBake Ha  ancopnuuvjaTta,
anctpubyunjata, MeTabonmsMoT M ennMMMHauMjaTta, 3a Aa ce notepan 6es3beaHocta wm
edmkacHocta Ha nekoT. KauHWYKMTE uUCnNuTyBamwba BKIyYyBaaT CTyauMM  Ha
61oeKkBMBaNEHTHOCT, OAHOCHO UCNUTYBaka Ha BUOPACMONOXIMBOCT.

YneH 54

KnMHn4kuTe wucnutyBakba Ha JIEKOBUTE  Ce BplAT CaMO aKo Cce MnoAHeceHu
pe3ynTatute o4 aHanUTMYKOTO, (PAapPMaKOSOLKO-TOKCUKOOLWKOTO MWCNUTYBake, ako
NCNNTYBaHETO Ce BPLUM HA NeK LWTO He Bnjae Ha reHeTCKMOT KOA Ha YOBEKOT U aKo
OnacHoCTa of MpuYMeHaTa Ha NeKOoT He e MorosieMa O4 34paBCTBEHATA OMpaBAaHOCT Of
HEroBOTO UCMUTYBAH-E..

KAMHW4YKUTE ncnnTyBama Ha SIEKOBUTE Ce BPLUAT BO COrMacHOCT CO ETUYKUTE Hayena
Ha XencuHwkaTa feknapauuja M CO APYr¥ MOTMMLWAHWM MeryHapoAHW [OroBOpw, BO
COrNAcHOCT CO HayenaTa Ha gobpaTa KIMHWYKA Mpakca BO KIMHUYKUTE UCNUTyBaHa U
BO COrMNAcHOCT CO 3af0/DKMTeNHAaTa M rapaHTUpaHa 3awTuTa Ha IUYHUTE noaaToun u
npaBaTta Ha /fvuata BKAYYEHM BO WCAUTYBameTO (BO HATAMOWHWMOT TEKCT:
ncuTaHnum).

YneHn 55

cnuTaHuumte BO KIMHWYKOTO UCMUTyBake Mopa Aa bugat mHdopMypaHu 3a cuTe
peneBaHTHW MNOAATOUM 3@ WCMUMTYBaHeTO, 3a UuenTa Ha WCNUTYBaEeTO, HerosaTa
nNpvpoaa, nocrankata U MOXHWOT PU3MK, HA HauuH KOj UM e pasbupnve U BO NUCMeHa
¢opma.

KAMHWMYKOTO MCNUTYBake Ha NeKOT MOXe [a Ce BpLM CaMO aKo UCMUTAHMKOT Aaje
MMCMEHa COrnacHoCT.

AKO MCNUTAHWKOT € Nuue Koe e HecnocobHo Aa Aafe NMWCMEHA COrflacHOCT UMK e
MasioneTHO Nvue, BakBaTa COrMAacHOCT ja AaBa 3aKOHCKWUOT 3acTanHWK uau ctapaTtenoT
Ha oBa nuue.

AKO WUCMUTAHUKOT € NMUe KOe € HEMNWCMEHO WK NWLEe KOe He MOoXe Aa MNuLyBa,
KIIMHUYKOTO UCMUTYyBake MOXE Ja Ce crpoBefe, AOKOSKY WCMUTaHUKOT Aaje yCMeHa
COrNTIAaCHOCT BO MPUCYCTBO Ha HajManky efeH CBeAOK KOj He € YfieH Ha UCMUTYBaYKuOoT
TUM.

CornacHocTa oA CTaBOT 2 Ha OBOj YEH MOXE BO CEKOj MOMEHT Ja Ce MNoBJeye.

YneH 56
KnnHnykuTe McnutyBarba LWITO Ce Aen o4 AOKyMeHTauujaTa 3a fobusare ogobpeHue
3a CTaBarbe BO MPOMET MM COAPXaT pe3ynTatuTe o KIMHUYKUTE UCMMTYBarba LITO Cce
[0BOSHO creundurumpann 1 o6jekTneHM 3a aa 0be3benat objekTnBHa OueHa Ha OAHOCOT
PU3UK/KOPUCT 3a NauMeHToT, 3a 6e36eaHOCTa M edMKacHOCTa Ha NIEKOT, Kako U MUCEHEe
[ann NeKoT MM UCNOMHYBA YC/IOBUTE 3a CTaBarbe BO MPOMET.

YneHn 57
Bapare 3a KIMHMYKO UCNUTYBakbe MOXe Aa MoAHece Mpou3BOAUTENOT, CMOH30pOT
Ha UCNUTYBAHETO MW HEFOBUOT OBNACTEH NPETCTaBHMUK.
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MoAHOCUTENOT Ha 6aparbeTO 3a KJIMHWYKO WUCMUTYBatbe Ha NIeK € OAroBOpeH 3a
CNpoBeayBatbe Ha UCMIUTYBAHETO M 33 TEKOT Ha KIIMHNYKOTO UCTIUTYBAHE € A0HKEH Aa
[OCTaByBa Ha CEKOM TpU Meceua M3BellTaj A0 AreHuujaTa, OAHOCHO [a AOCTaBu
3aBpLLUEH U3BELLTAj 3@ PE3YNTATUTE O/l M3BPLUEHOTO KITMHUYKO UCMIUTYBAHE HA NIEKOT BO
POK Off €4Ha roAMHa Of [AEHOT Ha 3aBpLUYBAHETO Ha KIMHWYKOTO WCMUTYBake€ Ha
NEKOT.

MoAHOCUTENOT Ha 6apareTo 3a KJMHWYKO WUCMUTYBAE Ha JIeK € AOSKEH, npen
MOYETOKOT Ha UCMUTYBAHETO a 'M OCUIYpU UCMUTAHULUTE BO C/y4aj 3@ HaCTaHyBakbe
Ha WTETa NO 3[4paBjeTo Ha TWe N1ua, a Koja € NpeausBMKaHA CO  KJIMHUYKOTO
UCMUTYBAHE Ha JIEKOT BO COMMACHOCT CO OMLUTUTE NPOMUCK 33 OCUTYPYBaH-€ 3a LUTETA.

YneH 58

MNMogHocuTeNnoT Ha HGapareTo 3a KIMHUYKO UCMUTYBake Ha Niek npes CnpoBeayBake
Ha KIMHWYKOTO MCNUTYBakwe MnogHecyBa Gaparbe A0 AreHuujata 3a fieK WTO Hema
onobpeHue 3a cTaBare BO nNpoMeT Bo Penybnvka MakegoHuja, 3a HOBa MHAMKauUMja, 3a
HOBa LesHa rpyrna, HoOB HauMH Ha annukaumja, uav 3a HOB HauYMH Ha A03uparse.

BapareTo 3a KIMHMYKO UCNUTYBake  COAPXW: npernea Ha uHdopmauun 3a
KBaNMTETOT Ha JIeKOT, CUTE HEeonxoAHM wuHdopMauuMn 3a pesyntatute of,
NPETK/IMHUYKOTO UCNUTYBake WM 3a 6e3begHOCTa Ha NleKOT W pe3ynTatv of,
KIIMHUYKOTO WUCNUTYBatbe KOE BeKe 6Mno CrpoBeAeHO Ha TOj NeK, MPOTOKON Ha
NPeasioKeHOTO  UCNUTYBakwe, MO3UTUBHO Mucnewe o4 ETuukata komucuja,
MHdOPMaLMM 32 MHCTUTYLMjaTa KOja Ke ro BpLIM UCMUTYBAHETO, 3@ UCMMTYBauuTe U
ApYyrn MHpOpMaLUmMmM HEONXOAHWU 3a AOHECYBare oAJlyKa 3a oaobpyBake unmn ogbveare
Ha UCMUTYBAHETO.

ETnukata koMucuja of CTaBoT 2 Ha OBOj uYneH ja dopMuMpa MMHUCTEPOT 3a
3ApaBCTBO.

AreHuujaTa ro ogobpysa nnv oabusa 6apareTo 3a KIMHUYKO UCMUTYBake BO POK Of,
60 aeHa o4 AEHOT Ha NpUeMOT Ha KOMMEeTHOTO 6apame 3a KIMHMYKO UCMUTYBake, Bp3
OCHOBa Ha Mucnere Ha KoMucujata 3a KIMHUYKU UCNUTYBaHba.

POKOT 071 CTABOT 3 Ha OBOj YWIEH MpecTaHyBa Aa Teye oA [AEHOT Kora AreHuujata ke
nobapa oa nogHocuTenoT Aa obe3bean aononHUTeNnHM MHdbopMauum unm objacHyBara 3a
KOM CMeTa f[eka Ce HEeOnXOAHM M POKOT MPOAO/MKYBA Aa Teye O [AEHOT Ha
NCMOSTHYBaHETO Ha 6bapareTo Ha AreHuujaTa.

YneH 59

Mpen OTNOYHYBaHe Ha KIMHUYKOTO WUCNUTYBame 3a fleK WTo uMa ogobpeHne 3a
CTaBake BO NpoMeT Bo Penybnuka MakegoHwWja, Kako 1 3a CripoBeayBarbe Ha CTyaun 3a
buoekBMBaneHuunja, NOAHOCUTENOT ja M3BecTyBa AreHuujata 3a CrpoBeAyBaHe Ha
KIIMHNYKOTO UCNUTYBaH-E.

M3BeCTyBaH-€TO 33 KIMHWYKO UCNUTYBaHE€ COAPXWU: MHMOPMaumMu 3a NEKOT LTO ce
NCrMTyBa, MOAATOUM 3a KBA/MTETOT Ha JIEKOT W pe3yntatm oA NPEeTKIMHUYKUTE
nucnuTyBarba Mun 3a 6e3begHOCTa Ha NeKoT U pe3ynTaTh of KIMHUYKUTE UCNUTYBaHa
WwTo 6une cnpoBefeHn Ha NPeAMETHUOT ek, MPOTOKO Ha NPeANOXEHOTO UCNUTYBaHE,
6poj Ha uvcnuUTaHUuM, MNO3UTMBHO MUCNewe of ETuukata komucuja, MHdopmaumu 3a
MHCTWUTYLMjaTa Koja Ke ro BpLIM UCMUTYBAHETO, 3@ UCMUTYBaunUTe U ApYrn MHdopMaumm
HeornxoaHW 3a ogobpyBare 1nn oabuBare Ha UCMUTYBaH-ETO.
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AreHumjaTa BO pok o 30 aeHa oA AEHOT Ha NPMEMOT Ha KOMMJSIETHOTO U3BECTYBaHe
3a CnpoBedyBarbe Ha KIMHWYKOTO WCMUMTYBare IO M3BECTyBa MOAHOCUTENOT 3a
NpUYMHUTE 32 0AOMBAHETO Ha KIMHUYKOTO UCAUTYBAHE.

POKOT oA CTaBOT 3 Ha OBOj YWIEH MpecTaHyBa Aa Teye oA AEHOT Kora AreHuujata ke
nobapa oa NogHocMTENOT Aa 06e3bean AONOMHUTENHN MHGOpMaumK nnn objacHyBara 3a
KOM CMeTa fAeka Ce HEeOnXOAHM M POKOT MPOAO/MKYBA Aa Teye o4 [OEHOT Ha
NCMOSTHYBaHETO Ha 6bapareTo Ha AreHuujaTa.

AKO nNOAHOCUTENOT Ha M3BECTYBaHETO 3a K/AMHUYKO WUCIUTYBawe He paobue
HeraTuBeH oAroeop oA AreHumjaTta Bo pok o 30 AeHa, KIMHUYKOTO UCMUTYBarbe MOXEe
[ia OTMNOYHe.

YneH 60

MNpon3BoanTenoT, OAHOCHO CMOH30POT € AO/MKEH Aa MM npujaBu Ao AreHumjata cute
penieBaHTHM NPOMEHN BO K/IMHUYKOTO UCMUTYBaHE.

[pon3BoanTENOT, OAHOCHO CMOH30POT MOXE [a MM BOBeAEe MPOMEHUTE ako BO POK
oa 30 aeHa He fobue HeraTuBeH oArosop oA AreHuumjaTa.

[AnpekTopoT Ha AreHumjata ro nponuysBa HAAOMECTOKOT LUTO MPOM3BOAUTENOT,
OOHOCHO CMOH30pOT Tpeba aa ro NnaTu Npu npujasata o4 CTaBoT 1 HA OBOj YNEH.

BucnHaTa Ha TpowouuTe nponuviaHn BO CTaBOT 3 Ha OBOj YieH, ce onpeaenysa BO
3aBMCHOCT Of, KOMMJIETHOCTa Ha AOKYMeHTaumjaTa.

UYneH 61
Bo cnyyaj Ha HeouyeKkyBaHM CEPUMO3HM HeCakaHW peakummm WM HacTaHu Kou ce
Cnyyunse 3a BpeMe Ha KJIMHUYKOTO UCNUTyBake, NMpon3BOAUTENOT, OAHOCHO CMOH30pPOT e
AO/MKeH BeAHaw Aa ja u3Bectn AreHuumjata, ETMukaTta KOMMCMja M NpaBHOTO vue oa
yneHoT 87 cTaB 2 Ha 0BOj 3aKOH.

YneH 62
AreHumjaTa BpWM HaA30p Hag CrnpoBeAyBaHeTO Ha KAMHWYKUTE UCMUTYBaka BO
COrNacHOCT CO OBOj 3aKOH M CO HayenaTta 3a Aobpa KAMHMYKA Npakca BO KIMHUYKOTO
NCNNTYyBaHE.

YneH 63
AreHuunjata MOXe aa nobapa BpeMeHO unuM TpajHO MPEeKUHYBarbe Ha KIMHWYKOTO
NUCNUTYBak-€ Ha IEKOT 3apan 3aluTUTa Ha jaBHOTO 34paBje.

YneH 64
MWHMUCTEpPOT 3a 34paBCTBO Ha Npeasior Ha AMPEKTOPOT Ha AreHuujaTta rv rnponuiysa
HAYMHOT WM NOCTankaTa 3a KIMHUYKUTE UCNUTYBaHa, COAPXUHATA Ha AOKYMeHTauujaTta,
Kako 1 HagomecToumTe wTo Tpeba aa ce nnartar.

III. 3. NPOMN3BOACTBO HA JIEKOBU

YneH 65
JlekoBn MoOXaT pna npousBeayBaaT MnpaBHM /vua KoM uMMaaT ogobpeHue 3a
Npo13BOACTBO.
OnobpeHneTo 3a NpoM3BOACTBO BK/ydyBa A03BOMA 3@ NPOM3BOACTBO U 3a npoaa)kba
Ha Npon3BeAEeHUOT fieKk 04 NpOoM3BOAUTENOT Ha Beneaporepuja.

29 on 86



Cnyx6eH BecHuK Ha Penybnvka MakegoHuja PefaKkumncku npeyncTeHn TEKCTOBU

OpnobpeHue 3a Npon3BoaCTBO Ce n3jasa 3a:

- MpoUecoT Ha MpovM3BOACTBO BO LEMMHA WAM 3a [EeNoBM 04 MpouecoT Ha
NpOM3BOACTBO,

- onpeaeneHo MecTo Ha Npou3BOACTBO,

- onpeaeneHa dapMaueBTcka hopMma,

- NPOM3BOACTBO Ha aKTMBHA CyncCTaHuuja u

- NPOM3BOACTBO Ha EKCLMMMNEHCH.

OpnobpeHne 3a Npon3BOACTBO € NOoTpebHo 6e3 pasnuka gann Npou3BeAeHUOT NeK e
HaMeHEeT 3a M3B03 WK 3a@ KITMHUYKM UCNIUTYBakba.

OpobpeHne 3a Npon3BOACTBO € MOTPebHO M ako Ce M3BPLIYBAAT aKTUBHOCTM LUTO
BK/Ty4yBaaT CTaBatb€ HasNenHuuM, BMETHYBarbe Ha YNAaTCTBO 3a NaUMEHTOT M ApYro,
Kako AenoBu oA NPOLEecoT Ha Npou3BOACTBO.

PaanodapmaueBTCKM nNpenapaTi MoXaT Aa Npou3BeayBaaT MpaBHU NnLUa KOWM UMaat
onobpeHne 3a NpoM3BOACTBO.

OpobpeHneTo 3a NPOM3BOACTBO HA paavodapMaueBTCKM Mpenapaty BKy4dyBa
[03BOSIA 3a MpOM3BOACTBO, A03BOSIA 3@ KOPUCTEHE BO MHCTUTYUMjaTa BO KoOja ce
npousseayBa W [03BOSAA 3a Npodaxba Ha npov3BedeHUOT paanodapMaueBTCKu
npenapaT o4 Npou3BOAMTENOT Ha Beneaporepuja.

PagnodapmaueBTCkM npenapatv BO 006MK Ha HepagnoOaKTUBHW KUTOBUM  U/unu
npexkypcopn Kou ce obenexxyBaaT CO paavOaKTUBHM M30TOMM BO MHCTUTYUMjaTa BO Koja
Cce KOpucTaT, MOXaT [a KOpUCTaT MpaBHW nMuUa KOU M UCNOSHyBaaT nobnuckute
YC/IOBM 3@ NPOM3BOACTBO, MPOMET M KOHTPONa Ha paavodapMaueBTCKMTE npenapatu
nponuwiaHn oa CTpaHa Ha AUPEKTOPOT Ha AreHuujaTa.

YneH 66

Mpou3BoanTENOT Ha nek aobveH o4 YoBeyka KpB e [Jo/mKeH faa o0b6e3bean
cobupareTto, npepabotkata wunm obpaboTkaTta Ha KpBTa, HEj3MHUTE KOMMOHEHTU W
AepvBaTti ynotpebeHn Kako cypoBuHa Aa buaaT BO COrMacHOCT CO YCNOBUTE ypeaeHu
CO 3aKOH.

Mpov3BOAUTENOT Ha paavodapMaueBTCKM Mpenapatu € [o/mKeH aa obe3beau
B/IE3HUTE CYPOBMHM 3a MpenapaToT Aa 6uaaT BO COrnacHOCT CO YC/IOBUTE ypeaeHu CO
OBOj 3aKOH.

YneH 67
MpoM3BOACTBOTO HA rasieHCKM nekoBu m3paboTeHn BO raneHcka nabopatopuja Ha
antekata Ao 100 3aBpweHM nakyBarwa OHEBHO, He Ce CMeTa 3a MpoOu3BOACTBO Ha
NIeKOBM BO CMUCNA Ha OBOj 3aKOH.
[OnpekTopoT Ha AreHumjata M nponuwysa nO6GAMCKUTE YCNOBM MO OAHOC Ha
NpOCTOPOT, ofnpeMaTa M KagapoT WTo Tpeba Aa rv UCMONHYBaaT MpaBHUTE NMLA KOW
BpLUIAT U3paboTKa Ha raneHCKn NeKoBu.

YneH 68
MpaBHOTO NKLIE KOe Npou3BeayBa nekoBu Tpeba aa rm UCNosHyBa CNeAHUBE YC/T0BU:
- @ “Ma COOZIBETHN MPOCTOPUK, OMPEMA U Kadap 3a NMPOM3BOACTBO, BO COMMACHOCT
co o06eMOoT M noTpebuTe Ha nNPOM3BOACTBOTO, KOHTpONaTa, CKIaAupakeTo W
TPAHCMOPTOT Ha JIEKOBUTE, CNopea HayenaTta Ha AobpaTta Npov3BoaHa Npakca,
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-0a uMmaaT BpaboTeHO Nunua co 3aBplueH dapMaueBTCKM (aKynTeT UAn KoM uMmaat
3aBpLUEHO BMCOKO 0bpa3oBaHne of obnacra Ha xemujaTta, TeXHosornjaTa, MeamumHaTa,
cTomMaTonorvjata WM Apyra CTpyka W 3aBplleHM MOCNEeAUNSIOMCKU  CTYAUM,
cneuvjanusaumja uMnNu 3aBpLUeH AOKTOpaT o4 cooasBeTHaTa obnacta 3a Koja ce
aHraXxumpaHv, a BO 3aBWMCHOCT O MPOM3BOACTBOTO WM BO 3aBUCHOCT of o06eMoT u
KOMMJIEKCHOCTa Ha NpOU3BOACTBOTO HA JIEKOBU.

- la ©MaaT BpaboTeHOo Nnue OAroBOPHO 3a MPOM3BOACTBO Ha Cekoja cepuja Ha ek,
CO 3aBpweH dapMaueBTckn  dakynTeT M cneuvjanusaumnja no dapMaueBTcKa
TEXHOJorja, Koe e BO CeKoe BpeMe Ha pacrnonarake M rapaHtMpa Aeka cekoja cepuja
Ha NeKoT € npomn3BeeHa BO COrMacHOCT CO 3aKOH M CO yCnoBuTe o4 04obpeHMeTo 3a
CTaBar€ BO MPOMET,

- [Ja uMaaT BpaboTeHO nuue OAroBOPHO 3@ KOHTPOsa Ha KBANUTETOT Ha cekoja
cepuvja Ha NekoT, CO 3aBpweH dapmaueBTCkn dakynTeT uM crneuunjanusaumja no
NCANTYBakbe M KOHTPOSI@ Ha JIEKOBWM, KOE € BO CeKoe BpeMe Ha pacrnofiaramke U
rapaHTupa Jeka cekoja cepvja Ha NeKkoT € KOHTpOupaHa BO COr/TAaCHOCT CO 3aKOH U CO
ycnosuTte of oaobpeHneTo 3a CTaBarbe BO NPOMET,

-Aa MMa BpaboTeHO Nuue OAroBOPHO 3a CTaBakbe BO MPOMET Ha Cekoja cepuja Ha
NEeKOT, CO 3aBplueH apMaueBTCKM dakynTeT M chneuujanusaumja op obnacta Ha
NCANTYBarE N KOHTPOSIA Ha SIEKOBM UM AONOAHUTENHA efyKauuja o4 NpOv3BOACTBO U
KOHTpONa Ha /IEKOBM M HajManKy ABe roaMHn paboTHO UCKYCTBO BO obnacra.

- NPOLECOT Ha NPOM3BOACTBO Ce U3BpLUYBA BO COMMACHOCT CO Hadenarta Ha aobpata
NpoM3BOAHA MpaKca,

- CYpOBMHUTE YMNOTpebeHW Kako aKTMBHW CYNCTaHUMM WAN  eKCUMMUEHCH Ce
npou3seayBaaT BO COr/IACHOCT CO HayvenaTa Ha gobpata npoussBoaHa npakca,

- [a rv npousseayBa CaMO OHME JIEKOBM 3a KoM MMa ofobpeHne 3a Npou3BOACTBO U
ce BO COrnacHocCT co aobmneHoTo oaobperHne 3a CTaBarbe Ha NIEKOT BO NPOMET M

- [a BOBeAe CUCTEM Ha KBanUTET BO COMMACHOCT CO Hayenata Ha pJobpata
NpoM3BOAHA Npakca.

YneH 69

BapareTo 3a fobuBarbe ogobpeHne 3a NPOM3BOACTBO Ce A0CTaByBa A0 AreHuujaTa.

KoH 6apareTo o4 CTaBOT 1 Ha OBOj YieH ce AOCTaByBaaT AOKa3M AeKa Ce UCMONHETH
yCNnoBuTe NPonuLaHn Bo Ys1eHOT 68 04 0BOj 3aKOH.

AreHumjaTta ro ogobpysa nnu ogbmea 6apareTo 3a ogobpeHne 3a Npon3BOACTBO BO
pok oa 90 AeHa o4 AEHOT Ha MpMEMOT Ha KOMMNIETHOTO 6apare, Bp3 OCHOBA Ha
NnoAHeCceHnTe JOKYMEHTU U U3BELLTAjOT 04 U3BpLUeHaTa MHcnekumja 3a GMP.

POKOT 0f1 CTABOT 3 Ha OBOj Y/ieH MpecTaHyBa [a Teye oA AEHOT kKora AreHuujaTta Ke
nobapa oa nogHocuTenoT Aa ob6e3bean AOMONHUTENHA AOKYMaHTauuja unn NoaaToum
3@ KOM CMeTa [eKa Ce HeOrnxO4HW W pOKOT MpoAOo/KYBa Aa Tede o4 AEHOT Ha
NCNONHYBaHeTO Ha GapareTo Ha AreHumjaTa.

OpobpeHneTo 3a NpoM3BOACTBO Ce M3AaBa Ha HeonpeaeneHo BpeMe.

Ynen 70
[pon3BoanTenoT ja n3secTtysa AreHuujaTa 3a Cekoja NpoMeHa Koja ce oAHecyBa Ha
yCnoBuTe YyTBPAEHU BO YNieHOT 68 04 0BOj 3aKOH.
AreHuujaTa Bo pok og 30 aeHa o4 AeHOT Ha NPUEMOT Ha KOMIJIETHOTO M3BECTYyBahe
ja opobpysa wmnun opbuea npoMeHaTta. OBOj pok ce npogo/mkyeBa Ha 90 geHa ako
npomMeHaTa 6apa nHcnekuunja Ha GMP Ha MeCTOTO Ha NPOU3BOACTBO.
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POKOT 0f CTABOT 2 Ha OBOj YIEH MpecTaHyBa Aa Teye o/ AEHOT kora AreHuujata Ke
nobapa og nogHocuMTeNoT Aa 06e36ean AONONHWUTENHA AOKYMEeHTaumja unm nogaToum 3a
KOM CMeTa [eKka Ce Heonxo4HM W pPOKOT Mpoao/HKyBa [fAa Tede Of [AeHOT Ha
NCMOSTHYBAHETO Ha bapareTo Ha AreHuujaTa.

Unen 71

[Npon3BoaNTENOT € AO/MKEH A OBO3MOXW CrpoBeAyBake Ha pefoBeH MHCMEKLUMCKN
HaA30p, Kako 1 Haas3op no H6apare Ha AreHuujaTa.

MNpon3BoanTenoT e Ao/MmKeH Aa ja uHdpopMupa AreHuuwjaTta 3a cuTe MHUMAEHTU Unn
rpeLKn HacTaHaTK BO NMpPOLECOT Ha NPOM3BOACTBOTO MM 3a ApPYrK COCTOjoM WTO ce oa
WMHTEepeC 3a jaBHOTO 34paBje.

OpobpeHneTo 3a nNpoOM3BOACTBO Ce YKMHYBAa ako AreHuwjata yTBpan [Aeka
NpoM3BOAUTENOT Ha SIEKOBW He MM 3340B0syBa baparbata yTBpAeHM CO OBOj 3aKOH.

OnpekTopoT Ha AreHuuwjata ja nponuwyBa coapXuHata Ha 6apameTo,
AOKYMeHTauunjata u nobamckuTe ycnoBm No OAHOC Ha NPOCTOPOT, OnpeMaTta U KagapoT
3a AobuBarbe oaobpeHme 3a Npou3BOACTBO, KAKO M HagoMecTouuTe wTto Tpeba aa ce
nnarar.

III. 4. NPOMET CO JIEKOBU

Ynen 72

MpoMeToT CO NlekoBM ondaka yBO3, U3BO3, MPOMET Ha rofIEMO M MPOMET Ha Maso Co
NeKOBW.

MpaBHMTE NMuUa KOWM BpLIAT NPOMET CO JIEKOBUM WM HOCUTENOT Ha oaobpeHueTo 3a
CTaBake Ha fek BO npoMeT no 6apame Ha AreHumjata ce AOMKHUM Aa obesbepat
noaaToum 3a KOSIMYMHATa Ha NpoAafeHnTe NEKOBU, Kako U ApYrM HEOMXOAHW nogaToum
LUTO Ce 0AHecyBaaT Ha npofaxxbaTa Ha nekoT.

Ce 3abpaHyBa npoMeT npeky WHTepHeT CO NeKoBM KOM Ce u3faBaaT Ha peuenT,
KakoB 6uno npomet co dancndukyBaHM NEeKOBWU, KakKo M MPOMET CO JIEKOBU 3a KOM
NMOCTON OCHOBAHO COMHEHMe feka ce dhancndukysaHu.

[OnpekTopoT Ha AreHuujaTa ro nponuwyBa HAYMHOT Ha waeHTUdMKauMja Ha
ancudurkyBaHUTe N1EKOBM, HUBHOTO OTCTPaHyBake Of MpPOMET, MH(MOPMUPaHETO Ha
HaANEXHUTE UHCTUTYLIMU U MEOANLMHCKM LIEHTPU N HUBHOTO YHULLTYBaHE.

Ynen 73

MpoMeT Ha roneMo co NnekoBu ondaka cHabayBatbe, CKIAMPare, TPAHCMOPT,
anctpubyumja n npogaxkéa Ha NeKoBu.

Onctpubyumnjata Ha NEKOBM Ha rofneEMO ja BPWKM CaMO MNpPaBHO /MUEe KOe WuMa
onobpeHMe 3a MpOMET Ha [roneMo CO NekoBuM u3gageHo of AreHumjata (BO
HaTaMOLLHMOT TEKCT: Beneaporepuja).

Benegporepunte ce Ao/mkHM Aa HabaByBaaT NEKOBM CaMO OA4 MpaBHU fiMua Kou
nMmaaT ogobpeHue 3a Npon3BOACTBO UM ogobpeHne 3a NPOMET Ha ronemMo Co JIEKOBU U
[a NpoaaBaaT NIeKOBU Ha MpaBHU Nnua KoM uMaaTt ogobpeHne 3a NpOMET Ha rosieMo u
NPOMET Ha Masno CO SIEKOBU, KaKO U Ha 34paBCTBEHM YCTAHOBM.

Mpon3BOANTENOT MOXe AMPEKTHO Aa M CcHabayBa 34paBCTBEHUTE YCTAHOBM, OCBEH
anTekuTe, CO NIEKOBM 0Of COMCTBEHaTa MpPOM3BOAHA NporpamMa, ako M WCNOSHYBa
yC/ioBUTE 3a NPOMET Ha rosieMo.
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MNpn cHabayeaweTo, npogaxbata wnu auctpubyumnjata Ha NEKOBM 3@ KOM e
nsgageHo ogobpeHue 3a ctaBakbe BO NPOMET unn ofobpeHne 3a napaneneH yBo3 Wiu
Ha JNeKoBM WTO MMaaT ofobpeHWe 3a yBO3 WAM Ha NeK LWTO € HaMeHeT 3a
cnpoBedyBarbe Ha 0A06peHM KAMHWYKM WUCMUTYBaka, KAaKO M Ha Jlek HaMeHeT 3a
HaTaMOLLUHO MPOM3BOACTBO, OA €fiHa Ha Apyra Beneaporepuvja, He cMee Aa ce Kymynupa
MapykaTa 3a MpPOMETOT Ha roeMo.

Beneaporepunte He cMeaT Aa BpLAT NPOMET Ha Maso.

MpaBHO NMUEe KOe BpLUM MPOMET Ha ro/IEMO CO JIEKOBM M MpPaBHO SMLE KOe BpLIU
MPOMET Ha Mano CO JIeKOBM He cMeaT fa 6uaaT KanuTanHo, ynpaByBayku Wau
POAHWMHCKM MOBP3aHM.

Kako poAHMHCKa MOBP3aHOCT BO CMUCNA Ha CTaBOT 7 Ha OBOj YIEH Ce CMeTa
[IOKOJIKY NMuaTa KOW ce OCHOBauu, OAHOCHO COAPYXHWLUM Ha NPaBHOTO NMLe KOoe BpLun
MPOMET Ha rosIeMo CO JIEKOBM M NMPaBHOTO SiNLE KOEe BpLUM NMPOMET Ha Mano CO IEKOBU
ce 6payeH apyrap, TaTko, Majka, 6paT, cecTpa, CvH, Kepka, NOCBOEHWK MMM NMOCBOUTEN.

PokoT Ha ynoTpebaTta Ha nekoBuTe Kou ce yBelyBaaT BO Penybnvka MakeaoHuja He
cMee aa buae nokpatok oa 12 meceum.

Mo MCKNy4yoK of CTaBOT 9 Ha OBOj YNeH KOj ce OAHecyBa Ha BOHPEAHW OKOJSIHOCTU
NMoBp3aHM CO HeAOCTaTOK Of HEKOj NeK, AMPeKTOpPOoT Ha AreHumjata Moxe Aa AO3BOMM
YBO3 Ha JIEKOBM CO MOKPATOK POK Ha ynoTpeba, mpu LWITO UCTMOT He cMee aa bupae
MOKPAaTOK oA Tpy Meceuu.

YneH 74

MpaBHO NMLE KOe BPpLUM MPOMET Ha rofIEMO CO JIEKOBWU € AO/MKHO Aa MM UCMOJHYBa
cnegHvBe YCIoBMU:

- [a UMa COOABETHM MPOCTOPMM, ONpPeMa M Kagap 3a NPOMET Ha rosieMo, TPaHCMopT,
ancTpubyumnja m cknagumparse BO COrMIACHOCT CO KOMMYMHATA M aCOPTMMAHOT Ha
NEKOBUTE CO KOW Ce BPLUM MPOMET Ha ronemo,

- 0a uMa BpaboTeHO cooaBeTeH 6poj CTPyyHM Nnvua CO 3aBplueH apMaueBTCKu
akynTeT 1 o4 Apyrn cooaBeTHM 0bnacTy,

- [0a vMa BpaboTeHO nuvuUe OAroBOPHO 3a MNpueM, cknaguvparbe, AncTpubyuuja,
TPaHCNOPT M UCNOpaKa Ha NEKOBUTE, Kako M 3a HAA30p HaA AOKyMeHTaumjaTa co Koja
ce obe3benyBa CneanvMBoCT Ha nekosuTe, a Tpeba Aa MMa 3aBplueH apMaLeBTCKU
akynTeT 1 NOCTOjaHO Aa e Ha pacnonarame,

- [1a BOAM COOABETHa AOKYMeHTauuja Ha HauuH CO Koja ce OBO3MOXYBa CNeaimBoCT
Ha /TeKOBUTE U UTHO NOBJIEKYBaHe Of MPOMETOT, Kako U CrieieHe Ha MoniakuTe,

- 0a M WCMoSIHyBa YCNOBUTE 3a BpLUEHEe TProBcka [AejHOCT BO COrMacHOCT €O
nponucuTe o obnacrta Ha TproeujaTa,

- [1a MMa BOBEAEHO CUCTEM Ha KBajMTET M OpraHuM3upaHu npouecu Ha paboTa BO
COrnacHOCT CO HavenaTa Ha gobpata AucTpnbyTepcka npakca u

- [la MM UCMOoSIHyBa 0BBPCKMTE Ha jaBeH CepBMC, OAHOCHO Aa rapaHTMpa nocTojaH u
COOABETEH acOpPTMMaH W KOJIMYMHA Ha NEKOBWM LITO MM 3a40BOyBaaT noTpebuTe Ha
Teputopujata Ha Penybnuvka MakedoHuja M BO KpaTOK BPEMEHCKM nepuoa Aa v
ncrnopadysa noTpebHUTe NeKOBU A0 KpajHUTE KOPUCHULN.

[paBHO NnUe Koe e perucTpupaHo M BpLUX MPOMET Ha rosieMo U MPOMET Ha Marso co
XpaHa, nujanaum n TyTyH u/unn e perncTpupaHo v BpLUM Tproeuja Ha Mano co HadpTeHu
AepvBaTh Ha HGEH3MHCKW CTaHuMuM cnopef 3akOHOT 3a TProBCKUTE APYLITBa MOXe Aa
BPLUM MPOMET Ha rosieMo M CO JIEKOBM LWITO ce npoaasaat 6e3 peuent.
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MNpaBHOTO NMuUe O CTaBOT 2 Ha 0OBOj 4neH Tpeba Aa rM UCNOSIHyBa YCNOBUTE OA
CTaBoT 1 anuHen 1, 4 1 5 Ha 0OBOj YleH M Oa UMA aHraXMpaHo nuue CO BUCOKO
obpasoBaHue of obnacrta Ha (hapMauujaTa Koe Ke buae NOCTojaHO Ha pacnonarake u
Ke 6uae oaroBOPHO 3a NPUEM, CKnaauMpare, TPaHCNopT, ANCTpubyumnja 1 ucnopaka Ha
NIEKOBUTE, KaKO WM 3apaau HaA30p Ha AOKyMeHTauujaTa oA CTpaHa Ha AreHumjata co
Koja ce obe3benyBa cneanmMBOCT Ha IEKOBUTE.

MpaBHOTO nMLUe Of CTaBOT 2 Ha OBOj YfeH BpwM npogaxxba Ha Mano Ha nekosuTe
LWITO ce npoaasaaT 6e3 peuenT caMO BO COMCTBEHW NPOoAaBHULUM, BO KOM Ce BpLUM U
Tprosuja Ha Mano Co XpaHa, nujanaum u TyTyH U/Mnan CoONCTBEHU NPOAABHULN BO KOU Ce
BpLUM TProBunja Ha Mano co HadTeHN AepuBaTh Ha BEH3MHCKM CTaHULM.

YneH 75

Beneaporepuja Koja BpLUKM YBO3 Ha 1eKOBM (BO HAaTaMOLUHWMOT TEKCT: YBO3HMK), OCBEH
yCrnoBuUTE YTBPAEHW BO YNEHOT 74 of 0BOj 3aKoH, Tpeba aa MMa BpaboTeHO CTpy4HO
nuue co 3aBplleH (apMaueBTCKM hakynTeT Koe MNOCTOjaHO € Ha pacrnonararbe M Koe Ke
fage nuCMeHa rapaHuuja Aeka Cekoja cepuja Ha yBe3eH JleK € BO COrlacHoCT Co
ycnosuTte o oaobpeHneTo 3a CTaBake BO NPOMET Mnu o4 oAobpeHneTo 3a yBO3.

YBO3HMUMTE KOW BpLlIAT AEef0BM O NPoUecoT Ha MpOM3BOACTBOTO (CTaBame
HanenHuua, BMETHyBake Ha YNaTCTBO 3a MauMeHTOT M ApYyro), OCBeH ogobpeHuve 3a
NpOMET Ha rosieMo Mopa Aa uMmaaTt u ogobpeHue 3a NpPomM3BOACTBO 3a MpouecuTe LTO
r'M U3BpLUYyBaar.

dopMaTa M coapXuHaTa Ha rapaHumjata o4 CTaBOT 1 Ha OBOj 4YfeH ja NponuLlyBa
AVPEKTOPOT Ha AreHuujaTa.

YneHn 76

BaparweTo 3a pgobuBarbe opobpeHWe 3a MpOMeT Ha rofeMo Cce nogHecyBa Ao
AreHumjata U COAPXXM AOKAa3W 3@ UCMOJSIHYBaHEe Ha YCIOBUTE MPOMULLAHU CO YNeHoT 74
Ha OBOj 3aKOH.

AreHuujaTa ro ogobpysa unmn ogbvea 6apareTo 3a fobuBare ogobpeHune 3a NnpomeT
Ha ronemMo BO pok oA 15 pgeHa oa AeHOT Ha nNpuveMoT Ha baparbeTo, Bp3 OCHOBA Ha
NoAHeCeHUTe AOKYMEHTM W U3BELTAjoT O4 W3BPLUEHVMOT YBUA 3@ WCMOSIHYBake Ha
YyCNoBuUTe 04 YS1IeHOT 74 Ha 0BOj 3aKOH.

POKOT 01 CTABOT 2 Ha OBOj Y/IEH MpecTaHyBa [a Teye Of AEHOT Kora AreHumjata ke
nobapa oa nogHocuMTeNoT Aa 06e36ean AONONHWUTENHA AOKYMeHTaumja unm nogaToum 3a
KOM CMeTa [eka Ce HEeOonxoAHM M POKOT Mpodo/hKyBa [a Teye o4 [AEHOT Ha
MCNONHYBaeTO Ha 6apareTo Ha AreHuujaTa.

OpobpeHneTo 3a NPOMET Ha rofieMo Ce U34aBa Ha HeornpeaeneHo BpeMe.

YneH 77

BenegporepujaTta ja ussectysa AreHuujaTta 3a Cekoja NpoMeHa Koja ce ogHecyBa Ha
YCNoBUTE MpPOMuLAHN BO YIEHOT 74 Ha OBOj 3aKOH Bp3 OCHOBA Ha KOM € u3gafeHo
onobpeHMEeTo 3a NPOMET Ha ronemo.

AreHumjaTa Bo pok og 30 AeHa o4 AEHOT Ha NMPUEMOT Ha WM3BECTYBAaHETO O CTaBoOT
1 Ha 0BOj uneH ja opobpysa wnu ja onbmea npoMeHaTa. OBOj pok ce npoagomkysa Ao 90
[leHa, ako rnpomeHaTta 6apa ysBuA 3apau KOHCTaTUpake Ha M3BpLUEHaTa MpoMeHa BO
Benegporepuvjara.
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POKOT 0f1 CTABOT 2 Ha OBOj Y/IEH NPECTaHyBa Aa Teye oA [IeHOT Kora AreHuujaTta ke
nobapa oa nogHocuTenot Aa obe3bean AONOMHUTENHWUTENHA [AOKYMeHTauuja wiu
noaaTouM 3a KoM CMeTa [ieka Ce HeONnxOA4HM W pOKOT NpoAo/KyBa Aa Teye O AEHOT Ha
NCNONHYBaHeTO Ha 6apareTo Ha AreHuujaTa.

Ynen 78

Benepporepujata e go/mkHa Aa OBO3MOXW CNpoBefyBarbe Ha MHCMEKUMCKM HaA30p
BO COrfIaCHOCT CO OBOj 3aKOH.

Benegporepujata ja uHdoOpMupa AreHumjaTa 3a CMTe WMHUMAEHTW WNWN FPEeLlKn BO
npouecoT Ha paboTa unmn 3a Apyru cocTojbu WTO Ce 04 MHTepec 3a 3alTuUTa Ha jaBHOTO
34pasje.

OpobpeHneTo 3a NpPoOMET Ha rofieMo Ce YKMHyBa ako AreHuujata yTBpAM Aeka
BenegporepuvjaTa He rv UCNosHYBa YC/I0BUTE MPOMULLIAHM CO OBOj 3aKOH.

[npekTopoT Ha AreHuujaTta nobancky ja nponuilyBa coapXuHaTa Ha 6apareTo U
nobnuckuTe ycnoBu BO OAHOC Ha MNpPOCTOPOT, OfnpemMaTa W KagapoT 3a AobuBame
onobpeHve 3a NpoOMeT Ha rofeMo, Kako U HagoMecTouuTe WTo Tpeba Aa ce nnatar.

YneH 79

YBO30T Ha NIEKOBM LWITO MMaaT oaobpeHne 3a CTaBakbe BO MPOMET, oaobpeHue 3a
napaneneH yeo3, o4obpeHue 3a KIMHUYKN UCIUTYBaka WM U3BECTYBarbE 3a KIIMHUYKU
MCrnTyBaHa ce BpLK €O 040bpeHne 3a yBo3.

Mo ucknydok Ha ctaBoT 1 o4 0BOj 4YneH, AreHuujaTta usgagasa ofobpeHue 3a yBo3,
aKo:

- NIeKOT HeMa oaobpeHue 3a CTaBarbe BO MPOMET, a € Ha ICTaTa Ha eceHumjasHu
NEKOBMU,

- NekoT uMa opobpeHve 3a CTaBakbe BO [MPOMET, @ € WMYHOJOWKN JiekK,
pagnodapMaLleBTCKM nNpenapaTt unn e nek obueH co npepaboTka Ha YoBeYyka KpB Uu
4yoBeYKa nnasma,

- € noTpebeH NMpuUMepoK Ha NEeKOT Mpu nogHecyBawe Ha baparbe 3a gobuBame Ha
oaobpeHune 3a napaneneH yBsos,

- NIeKOT HeMa opfobpeHve 3a CTaBarbe BO NPOMeT, a ce bGapa 3a NnekyBare Ha
noeavHeyeH MNauMeHT wunuM rpyna nauveHtTM BO 6onHMUA wnuM Apyra 34paBCTBeHa
YCTaHOBa, HO HajMHOry A0 KO/MIMYMHA KOja Ha roguMWwHO HMBO He HaamuHyea 2.000
cKaTynn (KyTUBYMHbA)

- NIeKOT HeMa ogobpeHue 3a CTaBake BO MPOMET, a € notpebeH 3a NpPoAo/KYBaHe
Ha NekyBarbe KOe NoYHasno BO CTPaHCTBO,

- NeKOT HeMma ofobpeHue 3a CTaBake BO MPOMET, a € rnoTpebeH BO UCKIYUUTESNHU
cnydan (MHPeKUMK, Tpyere, 03padyBatbe U ApYro) Win BO APYru Clyvaum LITO Ce o
WHTepeC 3a 3alTuTa Ha jaBHOTO 34pasje,

- NIEKOT € HAaMeHeT 3a MNPETK/IMHUYKO UCMNTYBaH-E,

- NIeKOT € HaMeHeT 3a UCTPaxyBare N pa3goj,

- JIeKOT € HaMeHeT 3a HaTaMOLLHO NPOU3BOACTBO U

- JIeKOT € BO HajMano nakyBaHe M € HAMEHET 3a OrnacyBaHe.

3a usgaBarbe Ha ofobpeHue 3a yBO3 Ha NIEKOBU KOW HEMaaT ofobpeHue 3a CTaBame
BO MPOMET, YBO3HUKOT/Beneaporepunjata e Ao/mkHa Aa nogHece 6apawe A0 AreHuuvjaTta
M cooaBeTHa AOKYMeHTauumja, cepTnudurkaT 3a KBaMTET M ONpaBAAHOCT 3a HapareTo.
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Mo uckny4yok oA CTtaBoT 2 anuHeja 4 Ha 0BOj YneH, AreHuujata Moxe ga oaobpu
yBO3 CaMO Ha npenapaTy Kou ce KaTeropusupaHu Kako JIekOBW, a HeMaaT ogobpeHue
3@ CTaBake BO npomeT. [upekTtopoT Ha AreHuuwjata d¢dopmmpa Komucuja 3a
onobpyBarbe Ha yBO3 Ha JIeKOBM KOM HeMmaaT oaobpeHue 3a cTaBarbe BO MPOMET,
COCTaBeHa oA neT uneHa (nekapu u dapmauedTn), Koja Ke ru pasrieaysa U oaobpysa
b6aparbaTta 3a yBO3 Ha fieK KOj HeMa oaobpeHue 3a CTaBakbe BO MPOMET BO KOMNYMHA
Hag 2.000 ckaTynu (KyTMBYMHA) Ha rOAMLLIHO HUBO.

MaHaaToT Ha yneHoBuTe Ha KoMucujaTa o4 CTaBoT 4 Ha OBOj YeH M3HecyBa Tpw
roOANHW.

Ynen 80

MogHocuTen Ha 6apaweTo 3a aobuBarbe opobpeHWe 3a yBO3 Ha JIeKOBU e
YBO3HWUKOT.

bapareTo 3a yBO3 Ha flek ce nogHecyBa A0 AreHumjata. KoH 6apareto ce
NPUNOXYyBa M AOKa3 AeKa Ce UCMOMHETU YCIOBUTE O YNEeHOT 79 Ha OBOj 3aKOH.

AreHumjaTta Bo pok oa 30 aeHa oa AeHOT Ha npueMoT Ha 6apareTo ro opgobpysa
unn ro onbmuea bapareTo.

POKOT 0of CTaBOT 3 Ha OBOj Y/ieH MpecTaHyBa Aa Teye oA AEHOT kora AreHumjaTa ke
nobapa og nogHocuTenoT Aa obe3bean AoNoNHUTENHA AOKYMeHTaumnja uim nogaToum 3a
KOM CMeTa [eka Ce HeOonxoAHM M pPOKOT Mpodo/hKyBa Jda Teye 04 [AEHOT Ha
NCMoNHyBareTo Ha bapareTo Ha AreHuwmjaTa.

[npekTopoT Ha AreHumjaTta ja nponuwyBa coap>XMHATa Ha 6apareTo M HAYMHOT Ha
pobuearbe Ha ogobpeHure 3a yBO3, Kako M HaAOMECTOKOT WTo Tpeba Aa ce nnaTu.

YneH 80-a

MapaneneH yBO3 Ha NEKOBM Ha TepuTopujaTa Ha Penybnuka MakegoHuja Moxe Aa
BpwW Benegporepuja Koja mMMa ogobpeHwe 3a MNpOMET Ha rofeMo CO JIEKOBU U
ogobpeHve 3a [enoBu 0O MpPOLECOT Ha MNpPOM3BOACTBO (CTaBakwe HanenHuua wu
BMETHYBar-€ Ha YNaTCTBO 3a ynoTpeba) usgaaeHo of HaanexeH opraH Bo Penybnuvka
MakepnoHuja.

3a Bpllere Ha napaneneH yBo3 Ha fiek Ha Teputopujata Ha Penybnvka MakenoHuja
Beneaporepvjata og CTaBoT 1 Ha OBOj YieH, OAHOCHO 3ApaBCTBEHaTa YCTaHOBa Of
yneHoT 80-6 ctaB 1 o4 OBOj 3aKOH, € MOTpebHO Aa MMa BaXeyko oaobpeHue 3a
napaneneH yBo3 Ha fieK, U3aafaeHo COorfacHO CO OBOj 3aKOH.

3a pobuBarbe Ha ogobpeHue 3a napaneneH yBo3 Ha Niek Beneaporepujata og CTaBoT
1 Ha 0BOj 4neH, OAHOCHO 34paBCTBeHaTa YcTaHoBa oA 4yneHoT 80-6 ctaB 1 oa 0BOj
3aKOH noAHecyBa H6aparbe Ao AreHuumjaTa co cnefHaBa AOKyMeHTaumja n nogaToum:

1) nopgaToum 3a neKkoT WTO uMa AobueHo opaobpeHve 3a CTaBarbe BO MPOMET BO
Penybnnka MakegoHuja (MMe Ha NEKOT, aKTMBHA CyncTaHuuja, dapmaueBTCcKa
AO3npaHa ¢opMa, jauMHa M rofeMMHa Ha NaKyBakeTo, OnMMC Ha npupogata Ha
KOHTaKTHOTO MNaKyBake W HA4YMHOT Ha 3aTBoparkbe W Koe 6uno cpeacTtso 3a
aAMUHUCTpaLMja, poK Ha ynotpeba, nocebHN yCrnoBM Ha YyBare, KBa/IMTAaTUBEH COCTaB
Ha ekcumnueHcu, 6poj Ha oaobpeHne 3a CTaBake Ha SIEKOT BO MpoMeT BO Penybnuvka
MakenoHuja, Me Ha HOCMTENOT Ha oA0bpeHMEeTO 3a CTaBare Ha JIeKOT BO NMPOMET BO
Penybnuka MakegoHwuja);

2) nogaToum 3a NEeKOT 3a Koj ce nogHecyBa baparbe 3a AobuBame Ha oaobpeHne 3a
napaneneH yeo3 (MMe Ha NeKOT, aKTMBHA CyncTaHuuja, dapMaueBTCKa A03MpaHa
¢dopmMa, jaumHa M rofieMMHa Ha MaKyBareTO, OMMC Ha MpupodaTa Ha KOHTAKTHOTO
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nakyBare N HaYMHOT Ha 3aTBOpare M Koe bMno CpeacTBo 3a agMMHUCTPaUMja, POK Ha
ynotpeba, nocebHu ycnoBu Ha 4vyBarb€, KBAaNUTAaTMBEH COCTaB Ha ekcuumnueHcu, ATLL
Koa w wudpa 3a naeHTUdUKaumja Ha nekot - EAH koa, oaHocHo BAP ko, 3eMja oa
KOja NekoT ce yBe3yBa M Ce Haola BO NpPoMeT, 6poj Ha oaobpeHne 3a cTaBakbe Ha IEKOT
BO MPOMET BO 3eMjaTa 0f Kaje LUTO NIeKOT ce yBe3yBa, Ha3uB U CeauLlTe Ha HOCUTENOT
Ha ogobpeHMeTo 3a CTaBake Ha NIEKOT BO NPOMET BO 3eMjaTa o4 Kaje LITO ce yBe3yBa,
Ha3uMB M ceguwiTe Ha MNpPOM3BOAUTENOT Ha JIeKOT W agpeca Ha MeCcToTO Ha
NpOM3BOACTBO, HA3MB M CeamLLTe Ha NPaBHOTO NnLe Of Koe ce HabaByBa NeKkoT);

3) noaaToum 3a pasnnKM Mery NIeKoT 3a KOj ce noaHecyBa H6aparbe U NEKOT LTO UMa
pobveHo onobpeHne 3a cTaBakbe BO NpoMeT BO Penybnuka MakegoHuja (pasnukun BO
MMe Ha NpoU3BOAUTENOT, NepUOA Ha CTabUNHOCT, COCTAaBOT Ha NMOMOLLUHUTE CyncTaHLUmm
M Ha 6bouTe BO COCTaBOT, AENMBOCT Ha TabnetaTta, NakyBakeTO, MpenopayaHu
TepaneBTCKM WMHAMKAUMM M HaunmH Ha ynoTpeba, npenopadaHa [03a UM pPeXxuM Ha
A03Npare, KOHTPanHAMKaUMM, MepKM Ha NPETNasMBOCT U NpeaynpeayBarbe), AOKONKY
nocrojar;

4) u3jaBa o4 NOAHOCUTENOT Ha GapareTo Aeka NEeKOT BO MaKyBaHeTO BO Koe ce
yBe3yBa BO Penybnuka MakefoHwja u e npeaMeT Ha napaneneH yeo3 MMa ogobpeHue
3a CTaBarbe BO MPOMET M Ce Haora BO MPOMET BO 3eMjaTa 04 Kaje WTO Ce BpLM
napaneneH yBo3 Ha SIeKOT CO NoAaToum 3a NEKOT Of, HaaieXeH opraH, AOKOMKY UCTuTe
MOXe aa ce obe3beaat o4 jaBHO AocTanHaTa Beb CTpaHMuUa Ha HaANEXHUOT OopraH;

5) noka3 geka nogHocuTenoT Ha 6GapareTo uMa BpaboTeHo nuue CO 3aBpLUEHO
BMCOKO obpasoBaHuve on obnacta Ha MeavuuHata unu gapmauujata, 0AroBOpPHO 3a
hapMakoBurunaHua U 3a M3BeCTyBarbe BO Cy4vaj co npobnemMn Co KBaNUTETOT Ha
NEKOT M AedeKkTn Ha cepuuTe Ha NeKoT, CO nogaTouu 3a MMe W Npes3nMe, CTpyyHa
NOAroToBKa M TenedoHCKM 6poj 3a KOHTAKT 3apaAmn NoctojaHa AOCTanHoCT;

6) A0Ka3 3a OCUrypyBarbe 3a NIEKOT LWTO € NpeaMEeT Ha napanefieH yB03, BaXeuko 3a
Teputopuja Ha Penybnvnka MakenoHuija;

7) v3jaBa AeKka YBO3HMKOT Ha JIEKOT He € BO KoMepuujanHa BpCKa, OAHOCHO
KanuTasiHO MOBP3aH CO HOCUTENOT Ha 0f0OpEeHNETO 3a CTaBare Ha IeKOT BO NPOMET BO
Penybnuka MakeaoHwuja;

8) porosop co nNpaBHOTO nnLe (Beneaporepuja) og koe ce HabasyBa NEKOT;

9) no3Bona 3a NPOMET Ha rofieMo Ha MpPaBHOTO SiMLUe o4 Koe ce HabaByBa NeKOT BO
3eMjaTa o4 Kaje LTO Ce BPpLIM napanesHuoT YBO3, U3dafeHa O HaanexeH opraH, co
NpeBoA, o4 OBMacTeH CYACKM npeseyBay Ha TEKCTOT Ha MakeAOHCKW ja3nK U HeroBoTo
KMPWICKO MUCMO;

10) ynaTtctBo 3a ynoTtpeba KoewTo e ogobpeHO BO 3eMjaTa Of Kaje LTO Ce BpLUM
napaneneH yBo3 1 KOe Ce Haora BO OpPUrMHaNHOTO MaKyBak-e Ha NIeKOT, CO MpeBoa o4
OBNacTeH CyACKM MpeBeAyBay Ha COAPXXMHATA Ha TEKCTOT Ha MaKedOHCKU ja3uK W
HEroBOTO KMPWJICKO MUCMO;

11) npeanor Ha ynaTcTBo 3a ynotpeba Ha feKoT, HA MaKeAOHCKM ja3uK 1 HEeroBoTo
KMPWACKO MWCMO, CO HaBedyBake Ha MoaaToum 3a HOCUMTENoT Ha oaobpeHueTo 3a
napanesneH yBo3 W 3a pa3nnknTe, AOKOKY NOCTojaT;

12) npuMepok oa NekoT BO BMA BO KOj Ce Haora BO MPOMET BO 3eMjaTa oA Koja ce
BpLUM NapaneneH yBos;

13) npeanor Ha [OMONMHWTENHA HaNenmHWUa Koja Ke ce Haora Ha OPUIMHAIHOTO
HaZBOpPELIHO MaKyBake Ha NIeKOT CO NOTpebHuUTe noaaToun M O3HaKM 3a S1eKOT, Ha
MaKe[OHCKM ja3uK M HEroBOTO KMPWICKO MUCMO, CO HaBedyBake Ha nogaTouu 3a
HOCMTENOT Ha ofobpeHMeTO 3a napaneneH yBO3, KAaKO W 3a pasfiMKuUTEe, AOKOSKY
nocTojar;
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14) mnsjaBa geka genosuTe o MpouecoT Ha MPOM3BOACTBOTO Ha NeKOT (CTaBame
HanenHuua M BMETHYBare Ha YNaTCTBO 3a ynoTpeba), WTo e npeaMeT Ha napaneneH
yBO3, K& Ce BpLUM OA CTPaHa Ha Beneaporepujata koja € nogHocuMTeN Ha GapakeTo U

15) pokas 3a nnaTteHn HagoMeCcTouM 3a yTBpAyBarbe Ha 3HauuUTeNHaTa ClIMYHOCT.

AreHuujata usgaBa NpuBPEMEHO 0A0bpeHWe 3a napasnenieH yBo3 Ha JieK BO pPOK o
OCyM paboTHM AeHa o4 [AEeHOT Ha noAHecyBakeTo Ha 6apareTo CO KOMMJeTHaTa
[IOKYMeHTauuja 1 nogaTtouM o CTaBoT 3 Ha OBOj YneH, ako Bp3 OCHOBA Ha
noAHeceHaTa AOKYMeHTauuja 1 nogaToum ce yTBpaM 3HaUnTeNHa ClIMYHOCT.

Bo npuBpeMeHOTO 0a0bpeHne 3a napaneneH yBO3 Ha JfieK ce HaBeAyBaaT noaaToum
3@ HOCUTENOT Ha ofobpeHVeTOo 3a napaneneH yBO3 Ha JIeKOT, MMETO Ha JeKoT,
¢hapmaueBTCcKaTa Ao3vpaHa ¢opma, jaumHaTa, rosieMMHaTa Ha MNakKyBareTO, HAaUYMHOT
Ha wu3JaBakbe Ha NeKkoT, uMe Ha npomssoauTenot, ATL koa, wudpa 3a
naeHTndukaumnja Ha nekot - EAH koa, ogHocHo BAP kog, 3eMjaTa o4 Kaje LWTo ce BpLumn
napanenHuoT YBO3 W BeneaporepumnTe of KOu ce BpLUW napanesiHMoT YBO3 Ha J1IEKOT Of,
3eMjaTa M3BO3HMK. OfobpeHOTO ynaTcTBO 3a yrnoTpeba v AONONHUTENHATa HanenHuua
Ce COCTaBeH [en Ha NpuBpeMeHOTO ofobpeHue 3a napanesieH yBo3 Ha N1ekoT.

Co npuBpeMeHOTO oA0bpeHWe 3a napaneneH yBO3 Ha Jflek Benegporepuvjata of,
CTaBoT 1 Ha OBOj YfleH MOoXe fAa y4yecTByBa BO MOCTanNKW 3a jaBHW HabaBku W aa
CKJTy4yBa AOroBOpM 3a MCNopaka Ha JIeKOBW.

Mo uUenocHo nnakake Ha HaJAOMECTOKOT 3a AobuBarbe Ha opobpeHneTo 3a
napaneneH yBO3 Ha NeKOT, AreHuujaTta BO pPOK o4 Tpu AeHa u3gaBa ogobpeHue 3a
napaneneH yBo3 Ha fleKk Koe M COApP>KM MOAATOLMTE KOW MM COAPXW NPUBPEMEHOTO
0806peHne 1 Co Koe ce YKMHyBa NpUBPEMEHOTO 0A06peHue.

Mo pobvBarweTo Ha ogobpeHMETo 3a MapaneneH yBo3, BO NepuoaoT Ha HEroBoTo
Ba)Xketbe, HOCUTENOT Ha OA0OPEHNETO € AOMKEH Aa MM cneau CUTe NMPOMEHWU LITO Ke
HacCTaHaT Kaj NeKkoT BO 3eMjaTa oA Kaje LITO Ce BPLUM NapanenHnoT yBo3 (40MNosHeHne
Ha MHQOpMauunTe 3a NEKOT Ha NaKyBaHeTO W/uan BO YNaTCTBOTO 3a ynotpeda m/wmnm
Ha CeKoj Apyr MOAATOK) 3a WTO ja u3BecTyBa AreHuujaTa.

AKO npoMeHuTe Ce oaHecyBaaT Ha nogaTouuTe BO YNATCTBOTO 3a ynotpeba v Ha
Aapyrvu 6e36eQHOCHN NMPOMEHM LWITO Ke HacTaHaT Kaj JIeKOT BO 3eMjaTa oA Kaae WTo ce
BpLWIM napaneneH yBo3, HOCUTENOT Ha ofobpeHneTo 3a napaneneH yBo3 Ha NeKoT A0
AreHumnjaTa goctaByBa 6aparbe 3a MpPOMeHW, BO pok oa 60 aeHa oa AEHOT Kora Ke
B/ie3e BO Cufa NpoMeHaTa BO 3eMjaTa o4 Kaje LTO Ce BpLM napasneneH yBo3 Ha JIeKoT.

Hocutenot Ha oaobpeHneTo 3a napaneneH yBo3 Ha ek e AO/MKEH Aa AOCTaByBa
AXYpUpaHO ynaTCcTBO 3a ynoTpeba Ha NeKOT BO COrMacHOCT CO HacTaHaTUTe NPOMeHU
BO nobmeHoTo opobpeHne 3a cTaBarbe BO NpoMeT BO Penybnvka MakegoHuja 3a TOj
nex.

Hocutenot Ha opnobpeHveTo 3a nmapaneneH yBo3 Ha fleK € JO/MKeH Aa ja U3BecTu
AreHuujaTa BO C/ly4aj Ha YKMHyBame Ha 0f0OpeHNeTOo 3a CTaBare Ha JIEKOT BO NPOMeT
BO 3eMjaTa O Kaje LTO Ce BpM napaneneH yBo3 BO pok oA 15 AeHa o4 AEeHOT Ha
YKMHYBaHeTO Ha oa0bpeHuneTo.

AreHumjaTa ro ykumHyBa ogobpeHvneTo 3a napanefneH yBO3 Ha NIeKOT BO C/yyaj Ha
YKMHYBare Ha of0bpeHMETO 3a CTaBarbe Ha SIeKOT BO NPOMET BO 3eMjaTa oA Kaje LWTo
ce BpLUM NapaneneH yBos.

YsneH 80-6
30paBCTBEHUTE YCTAHOBM WCKITYYMBO 3@ COMCTBEHW MNOTpebu Moxe JAa BpLuaT
napanesneH yBo3 Ha JIEKOBW.

38 om 86



Cnyx6eH BecHuK Ha Penybnvka MakegoHuja PefaKkumncku npeyncTeHn TEKCTOBU

3apaBcTBEHATa yCTaHOBA O CTABOT 1 Ha OBOj 4Y/leH He CMee Aa BpLUM MpPOMET Ha
NEKOBUTE YBE3EHW COrMacHO CO CTaBOT 1 Ha OBOj YNeH.

Mo MCkIy4yoK oA CTaBOT 2 Ha OBOj YNeH 3[4paBCTBEHA YCTaHOBA CO COMMAcHOCT Of
MWHNCTEPCTBOTO 3@ 34PaBCTBO MOXE [a MM OTCTanu Ha jaBHa 34paBCTBEHA YCTaHOBa
NEKOBUTE YBE3EHW COr/lacHO CO CTaBOT 1 Ha OBOj 4YNeH MO ucTaTa UeHa Mo Koja
34paBCTBEHATA YCTAHOBA ro U3BpLUWIa NapanesHMoT YBO3 Ha JIEKOT.

[paBHOTO Nuue Koe BpLUM MPOMET Ha ronemMo M NpOMET Ha Masio CO JIEKOBU LITO ce
npoaasaaT 6e3 peuenT UCKyYMBO 3a COMCTBEHN NOTpebu MoXe Aa BpLUAT NapaneneH
YyBO3 Ha JIeKOBM LUTO ce npoaasaat 6e3 peuenT.

[paBHOTO siMUe oA CTaBOT 4 Ha OBOj Y/eH He CMee [a BpLWM MPOMET Ha JIeKOBUTE
YyBE3€eHM COr/lacHO CO CTaBOT 4 Ha OBOj Y/eH, CO ApYrv NMpaBHW nvua.

Oppenbute on uneHosute 80-a M 80-B 04 OBOj 3aKOH KOW Ce oOfHeCcyBaaT Ha
nocTankaTa 3a napasnesneH yBO3 O4 3[paBCTBEHa YCTaHOBa COOABETHO Ce MpuUMeHyBaaT
M Ha nocTarnkaTta 3a napasnesieH yBo3 of NMpaBHOTO SinLe 04 CTaBoT 4 Ha OBOj YJIEH.

YneH 80-B

JlekoT WwTo UMa oaob6peHne 3a CTaBakbe BO MPOMET U Cce Haora Bo yrnoTpeba Bo 3eMja
yneHka Ha EBponckata yHuja wnu Bo LUBajuapwuja, Hopelwka, KaHaga, JanoHwuja,
W3paen, CAL, Pycuja vnm Typuumja, MOXe Aa Ce yBe3yBa MapasiesiHo Ha TepuTopujaTa
Ha Penybnuka MakegoHuja Kora € UCT UK CIMYEH Ha NEeKOT WTO MMa oaobpeHne 3a
CTaBarbe BO NpoMeT Bo Penybnuka MakeaoHuja BO COrfTacHOCT CO OBOj 3aKOH.

3a uenuTe Ha CTaBoT 1 Ha 0BOj YMeH, UCT UK CIINYEH NIeK Ce CMeTa Kora JIeKOT LTO
€ NpeaMeT Ha napaneneH yBo3 M NIeKOT WTo MMa aobueHo ofobpeHune 3a CTaBare BO
NnpoMeT Ha TepuTopujaTa Ha Penybnuka MakegoHuja wMaaT WUCT KBalUTaTUBEH U
KBaHTUTaTMBEH COCTaB Ha aKTMBHA CyNCTaHuuja, WCT TepaneBTCKM edeKkT, ucTa
dhapmaueBTCcka ao3vpaHa opMa, NpMMapHO NaKyBare CO CIMYEH rpadnykmn An3ajH Ha
NakyBameTo M Ce Npou3BedeHn 04 WCT Npov3BOAMTEN  WAWM MNPOU3BOAMTENU LUTO
npunaraaT Ha UCTa rpyna Ha Npou3BOAMTENIM UM CE NPOMU3BEAEHN MOA NIMLEHLA HA UCT
NMUeHUMpaH napTHep.

3a pobuBare Ha opobpeHve Ha napaneneH yBO3 Ha JileK Ha TepuTopujata Ha
Penybnuka MakefoHwja, Benegporepujata o udneHoT 80-a ctaB 1 o4 OBOj 3aKOH,
OOHOCHO 3ApaBCTBEHATa YCTaHOBa AocCcTaByBa 6aparbe A0 AreHumjata BO Koe ja
MocodyBa ApykaBaTa oA CTaBOT 1 Ha OBOj Y/IeH O/ KOja Ke ce BpLUM MapanenieH yBo3 Ha
nex.

Mery NekoT LITO € NpeAMET Ha napaneneH yBO3 M NEeKOT LITO MMa ofobpeHue 3a
CTaBarbe BO npoMmeT BO Penybnuka MakegoHwja Moxe Aa NOCTojaT pasfvKM BO UMETO
Ha NpoOM3BOAMTENOT, KOra € pas3fInyHO UMETO Ha MNPOM3BOAMTENOT WM € pas3fn4yHa
Nnpou3BOAHaTa foKauMja 3a ABaTa NeKka, pa3nnyeH nepmog Ha CTtabunHOCT, OAHOCHO
POK Ha ynotpeba M NOMOLUHM CynCTaHUMK, Kora ce pasfiMyHu 3a ABaTa Jieka.

Kora Mery nekoT LITO e NpeAMEeT Ha napanesieH yBO3 W JIeKOT LITO € oAobpeH 3a
ynotpeba Ha Penybnuka MakenoHwja noctojaT pa3nuku (BO COCTABOT Ha MOMOLLUHMUTE
CyncTaHuuMu u apyru) senegporepujata oa uneHot 80-a ctaB 1 o4 0BOj 3aKOH, OAHOCHO
3ApaBCTBeHaTa yCTaHOBa AOCTaByBa AOKa3M [eKa TWe He BAvjaaT Ha TepaneBTCKuTe
0COBMHM Ha NEeKOT WTO e NpeaMeT Ha napaneneH ysos.

Bo cnyyauTe HaBeaeHn BO CTaBOT 5 Ha 0BOj ufeH Beneaporepujata og YnieHot 80-a
CcTaB 1 o4 OBOj 3aKOH, OAHOCHO 34paBCTBEHaTa YCTaHOBA, Ha MaKyBaHE€TO Ha NIEKOT U
BO YMaTCTBOTO 3a MAUMEHTOT, WTO € npeaMeT Ha napanenHuoT yBO3 MM HaBeadyBa
pasfIMKuTe Ha NeKoT.
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JlekoT WTO e napanenHo yee3eH ce ynoTpebyBa noa UCTUTE YCNOBW, Kako U NEeKOT
WTO UMa fobmeHo ogobpeHne 3a CTaBakbe BO MPOMET Ha TepuTopujaTa Ha Penybnuvka
MakenoHuja.

W3papeHnte opobpeHnja 3a napaneneH yBO3 Ha Teputopujata Ha Penybnuka
MakegnoHuja ce objaByBaaT Ha Beb cTpaHuuaTa Ha AreHuujaTa.

OpobpeHneTo 3a napaneneH yBo3 Baxu Age roavHu. Hoso opobpeHve ce gobusa
COrnacHo co oapeabute Ha OBOj 3aKOH.

OpobpeHneTo 3a napaneneH yBo3 Ha Jilek He MpecTaHyBa Aa BaXku Mo aBToOMaTu3aM
Kora HOCUTeNnoT Ha oAobpeHMeTo 3a CTaBame Ha NeKoT BO npoMeT BO Penybnuka
MakenoHuja ro noeneye feKOT LWTO € MywTeH BO MNPOMET Ha TepuTopujata Ha
Penybnuka MakefnoHwja oa NpUUMHM KOW He Cce NMoBp3aHM CO 3arpo3yBarbe€ Ha jaBHOTO
34pasje.

HocuTtenoT Ha ogobpeHreTo 3a napanesneH yBo3 Ha Niek € A0/MKEH Aa:

1) ja uyBa 3a nepvoa oA NeT roanHN cregHaea AOKyMeHTauuja:

- Ha3uB M ajpeca Ha NMpaBHUTE NnuUA KoM uMaaT ofobpeHne 3a NpoMeT Ha roneMo u
Mano CO NEeKOBU W Ha 34paBCTBEHWUTE YCTAHOBWM Ha Kou uM 6un npogageH vwnu bune
cHabaeHn co napanenHo yBe3eHWoT Nek,

- pAatymoT kora 6una wu3BpweHa npofdaxba wauM cHabayBamwe €O napanenHo
YBE3EHWOT JIEK U

- j0CTaBeHaTa KoMynHa un 6poj Ha cepuja Ha NapanesHo yBE3EHWUOT fiekK;

2) n3roTeByBa W NoAHeCyBa M3BeELLTaj A0 HOCUTENOT Ha OA0BpeHMeTOo 3a CTaBake Ha
NeKoT BO MpOMeT M A0 AreHuujata, 3a CUTE HECaKaHW peakuuMuM Ha napanenHo
YBE3EHUOT JIEK.

Ako Benegporepvjata oanydm Aa npecraHe aa BpM MPOMET CO JIeKOT WTO uMa
A06bueHo oaobpeHne 3a napaneneH yBo3 npen UCTEKOT Ha 0J0bpeHneTo, e A0MKHA Aa
ja n3sectn AreHuujaTa HajManky ABa Meceua rnpes NPeKNHOT Ha NPOMETOT CO JIEKOT.

3a NekoT umewTo ofobpeHne 3a napaneseH yBo3 € UCTEYEHO, KOIMYMHUTE KOWU ce
BEKe BO MpPOMeT Bo Penybnuka MakegoHWja MoXe Aa OCTaHAT BO MPOMET MO AEHOT Ha
NCTEKYBAHETO Ha POKOT Ha BaXXHOCT Ha 040bpeHneTo, HO He nodosnro o4 18 meceum og,
NCTEKOT Ha opobpeHWeTo 3a napaneneH YBO3, OCBEH BO C/lydauM MOBP3aHU CO
6e36eqHOCTa 1 eprKacHOCTa Ha NeKoT.

UYnen 81

[poMeT Ha Mano CO NIEKOBU Ce BPLUM BO anTeka.

MpoMeT Ha Mano co NekoBM ondaka cHabayBarbe, CKNaanpatbe, YyBake U U3aaBaHe
Ha NleKoBuTE.

AnTtekata e npaBHO nuue. OCHOBaeTo W [ejHOCTa Ha anTekuTe ce BpwM BO
COrNTAaCHOCT CO OBOj 3aKOH W 3aKOHOT 3a 34paBCTBEHAaTa 3alTuTa.

OcHoBa4 Ha anTeka, OAHOCHO Benegporepvja He Moxe aa 6buae BpaboTteH BO
MWHUCTEPCTBOTO 3a 34PaBCTBO, AMPEKTOPOT Ha AreHumjata wnu nvue BpaboTeHO BO
AreHumjaTa unu auvpekTopute wWaM nuvue BpaboTeHo BO (POHAOT 3a 34paBCTBEHO
ocurypysarbe Ha MakefoHuja, mnn nuue kKoe e bpayeH apyrap, TaTko, Majka, 6par,
CecTpa, CWH, Kepka, MOCBOEHWK WM MOCBOUTEN Ha BpaboTeH BO MUHUCTEPCTBOTO 3a
30paBCTBO, AMPEKTOPOT Ha AreHumjata wunu nuue BpaboTeHO BO AreHuujaTta, unm
AvpekTopute UM nuue BpaboTeHo BO POHAOT 3@ 34paBCTBEHO OCUIypyBarb€ Ha
MakenoHuja.

OpobpeHneTo 3a Bpllere Ha AejHOCTa Ha anTekaTta ro msgasa AreHuujata BO
COr/TAaCHOCT CO OBOj 3aKOH W 3aKOHOT 3a 34paBCTBEHAaTa 3alTuTa.
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OpobpeHneTo 3a NPOMET Ha Mano ce u3faBa Ha HeonpeaeneHo BpeMe.

3a HaceneHUTe MecTa BO KOW ryCTUHATa Ha HaceneHneTo e nomano og 4.500 »xxuntenu
Ha KnnomeTap KBaapaTteH, oaobpeHneTo o4 CTaBoT 5 Ha 0BOj UfeH MoXxe Aa ce usgage
CaMO aKo oAajaneyeHocTa oA efHa A0 Apyra anTeka u3HecyBa HajManky 100 metpu
BO3AYLUIHO pacTojaHue.

Mo nckny4yok oA CcTaBoT 1 Ha OBOj UNeH 3a HaceneHun Mecta co noseke oa 30.000
XWUTenu, NpoMeT Ha Mano CO JIeKOBM LWTO ce npopasaaT 6e3 peuenTt ce Bpwu BO
NnpoAaBHULA CO MoBplwMHA oA HajManky 100 M2 1 onpeMeHa co nocebHu nonuum 3a
NTeKOBK, BO KOja Ce BpLUM M TProBuja Ha Maso CO XpaHa, nujanaum u TYTyH WM BO
npoAaBHULA CO MOBpLIMHA oA HajManky 30 M2 u onpeMeHa cO nocebHu nonvum 3a
NEKOBM, BO KOja Cce BpLKM TproBuja Ha Mano co HadTeHn aepuBaTM Ha OEH3UHCKK
CTaHMUK. 3a HaceneHu Mecta co nomanky og 30.000 >kutenwn, NPoOMET Ha Masno Co
NEeKoBU WTO ce npoaaBaaT 6e3 peuenTt ce BpWM BO MpoAaBHMUA CO MOBPLUMHA 04
HajManky 50 M2 u onpemeHa co nocebHM nmonuum 3a NEKOBM, BO KOja ce BpLIM U
TproBuja Ha Masio CO XpaHa, Nujanaun n TYTyH Wan BO NMpoAaBHMLUA CO MOBPLUMHA Of,
HajManky 25 M2 1 onpemeHa co nocebHM NonMumM 3a EKOBK, BO KOja Cce BpLUM Tprosuja
Ha Masno CO HaTeHU AepmnBaTN Ha BEH3NHCKM CTaHUUM.

OpobpeHne 3a nNpoMeT Ha Mano CO JIeKOBWM LWITO ce npoaasaaT 6e3 peuenT BO
npoAaBHMLA MM Ha 6eH3MHCKa CTaHuua oA CTaBOT 9 Ha OBOj YneH u3gaBa AreHuuvjaTta
BO COMMACHOCT CO OBOj 3aKOH M 3aKOHOT 3a TProBCKUTE ApYLUTBA.

YneH 81-a

[paBHOTO nvUe KOe BpLM MPOMET Ha Masio CO JIEKOBU - anTeKka Koe MMma ABe Wiu
MOBEKE OpraHM3aLMOHM eAMHWULUM anTeKkM BO HEroB COCTaB Ha MOApayvjeTo Ha MucTa
ONWTUHA € 06BpP3aHO Ha CEeKOoW ABEe OpraHM3auMOHU eavHUUM anTekn BO Heros COCTaB
[ia OTBOPU M OpraHu3aumMoHa eanHuua - anTeka WM anTekapcka CtaHuua BO HaceneHo
MeCTO BO pypajiHa cpeavHa.

[paBHOTO NMLE KOe BpLUM MPOMET Ha Masio CO JIEKOBU - anTeKka Koe Hema [Be Wiu
NOBEKE OpraHM3alMOHM eAMHWULUM anTeKkM BO HEroB COCTaB Ha MoApayvjeTo Ha McTa
OMWTMHA M MMa MOBEKe OA MNeT WM MOBEKE OpraHM3auMOHW eaMHUUM anTeku Ha
Teputopujata Ha Penybnvka MakegoHuja € AO/MKHO HA CeKoM MNeT OpraHn3aunoHu
eavHMUM anTeku Ha TepuTopuvjata Ha Penybnuka MakegoHuja, [nOa OTBOpPU W efHa
anTeka unm anTekapcka CTaHuua BO HacesieHO MeCTO BO pypasiHa cpeanHa.

MWHWUCTEPOT 3a 34paBCTBO COMMacHO €O noTpebuTe yTBpAEHM BO MpexaTa Ha
3paBCTBEHM YCTaHOBW, 6POjOT Ha XWUTenuTe BO HaceneHuTe MecTa, oafdanedeHocTa u
[AOCTanHOCTa Ha HaceneHuTe MecTa ornpeaesnysa BO KOe HacerieHO MeCTo M BO KOj POK
Tpeba fa buaaTt OTBOpPEHW anTekuTe Un anTekapckuTe CTaHuumM o4 cTaBoBuTe 1 1 2 Ha
OBOj Y/eH.

Ha npaBHOTO nuue koe BpLM MPOMET Ha Mano CO JIEKOBM BO anTeKn KOe Hema Aa
OTBOpPW anTeka WM anTekapcka CTaHuua CorflacHo CO CTaBOT 3 Ha OBOj uJeH,
MMHUCTEPOT 3a 34paBCTBO My M OA3eMa [03BOonuTe 3a paboTa 3a cuTe anTeku Wiu
anTeKapCky CTaHWUW, OCBEH Ha efHa anTeka.

YneH 81-6
MpaBHOTO NMLE KOe BPLUM MPOMET Ha Mano CO JIEKOBM - anTeKka € AO0/MKHO Aa
ob6e3benm paboTta BO HajManky ABe CMeHM, a BO onwTuHa co Hag 30.000 utenu u BO
TpeTa CMeHa.
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PacrnopefoT Ha anTekuTe Kou Ke paboTaT BO TpeTa CMeHa ro yTBpayBa MUHWUCTEPOT
3a 34paBCTBO.

Mo ucknyyok oa cTtaBoT 1 Ha 0BOj 4neH 3apaan obesbenyBarbe Ha HENPEKMHATO
cHabayBartbe CO /IeKOBM Ha HaceneHmeto BO onwTuHa co Hag 30.000 xwutenu, Ha
NPaBHOTO JiMLE KOe BpLWW MPOMET Ha Mano CO JIeKOBM BO arnTeka, COrnacHo co
nponucuTe 3a 34paBCTBEHATa 3awWTUTa, MOXe Aa My Ce nsgage fmueHLUa 3a BplieHe Ha
[AEJHOCT anTeka co 24 4YacoBHa paborTa.

Ynen 82

MpaBHOTO fnLe Koe BpLIM NMPOMET Ha Mano CO SIEKOBU € AO/MKHO Aa 'M UCMNOJHYBa
cnefHvBe YCNoBU:

- la IMa COOABETHU NPOCTOPUK, OnpeMa M Kagap 3a NPOMET Ha Mano BO COrMacHOCT
CO KOMIMYECTBOTO W BUAOT Ha SIEKOBUTE LUTO Ce CTaBaaT BO MPOMET,

- fa uMa BpaboTeHO cooaBeTeH H6poj Ha Nvua co BMCOKO obpasoBaHue o obnacrta
Ha ¢dapmaumjaTa (NOCTOjaHO NPUCYTHO BO anTekaTa) U CO cpeaHO obpasoBaHue of,
obnacrta Ha dapmaumjaTa,

- la BOAW COOABETHA eBuaeHUMja 3a NOTPOLlyBayKaTa Ha fIekosuTe,

- [a vMMa BOBeJEHO CUCTEM 3a KBaJUTET M OpraHusvMpaH npouec Ha paboTta BO
COrNacHOCT CO HayenaTa Ha fobpaTa dapMmaueBTCKa rnpakca u

- 1@ '™ UCNoNHyBa OB6BpPCKMTE Ha jaBEeH CepBWUC, OAHOCHO ObpckaTa Aa rapaHTupa
NnocTojaH W COOABETEH acOpPTUMaH M KOMMYMHA Ha JIeKOBW 3a 3a[0BOJlyBake Ha
noTpebuTe Ha NauneHTUTe Ha onpeaeneHo reorpadcko nogpadje.

AnTekaTa Moxe M Aa u3paboTyBa, BPLUIM KOHTpPOSia W M34aBa MarnCTpanHu u
rasIeHCKN NIeKOBW, ako MM UCMOJSIHYBa YCNOBUTE MO OAHOC Ha NMPOCTOPOT, orpeMaTa M
KaJapoT NpOMNULLAHM CO OBOj 3aKOH M 3aKOHOT 3a 34paBCTBeHaTa 3alliTuTa.

AnTekaTa e AO/MKHa M34aBareTO, OAHOCHO NPOAABaH-ETO Ha SIEKOBUTE Aa ro BpLUM
Ha HauWH yTBpAEH BO 0AOpeHNEeTOo 3a CTaBarbe Ha NIeKOT BO NMPOMET.

[npekTopoT Ha AreHuuvjaTa ja nponuwyBa MOCTanKaTa, YClOBUTE U HAuYMHOT 33
pobusarbe ogobpeHne 3a NPOMET Ha Mano.

OnpekTopoT Ha AreHumjata AoHecyBa  ynaTCTBO 3@  Hayenata Ha paobpaTta
dhapmaLeBTCKa npakca.

Mo ncky4ok oa CcTaBoT 1 anuHeja 2 Ha OBOj YsieH:

1) NpoMeToT Ha Masno CO JIEKOBM MOXeE Aa Ce BplUM BO anTeka Koja ce Haora BO
HaceneHo MeCTo BO pypasiHa cpeavHa co HajMHory 3.500 >kutenu co nocTtojaHo MecTo
Ha XXMBEeHEe MM BO HaceneHo MecTo 3a KOoe BO MocTarka 3a AojenyBake Ha SimMueHua
3a paboTa BO MpexaTa Ha 34paBCTBEHM YCTaHOBM ABa NaTu He e foferneHa nvueHua,
[OKOJSIKY MMa HajManky efeH BpaboTeH 3apaBCcTBeH paboTHUK AunaoMMpaH dapMauesT
CO MOMOXEH CTPyYeH UCNUT M NuueHua 3a paboTa;

2) NpOMETOT Ha Maso CO JIEKOBM MOXE Aa Ce BpLUM BO OpraHuM3aunoHa eavHuua Ha
anTeka - anTekapcka CTaHULA Koja ce Haola BO HacesrieHO MeCcTo BO pypasiHa cpeavHa
€O HajMHory 3.500 >XuTenu co NOCTOjaHO MeCTO Ha >XXMBEeHe WKW BO HAcesleHO MeCTo
3@ Koe BO MoOCTanka 3a AofenyBarbe Ha nuvueHua 3a paboTa BO MpexaTta Ha
3ApaBCTBEHM YCTaHOBM ABa NaTu He e AoJeneHa nuueHua, AOKOSKY MMa BpaboTeHo
HajManky efeH 34paBCTBeH paboTHWMK CO cpedHO unn Buwe obpaszoBaHue of obnacta
Ha ¢apMaunjatTa CO MOMOXEH CTPydeH MUCNUT CO MOMHO paboTHO Bpeme, a
AVMNNOMUPAHMOT (apMaueBT CO MOMIOXKEH CTpyYeH WCiMT M nuueHua 3a pabota
BpaboTeH BO anTekaTa, HajManky efHaw HeaenHo BPLUM KOHTpona Ha paboTata Ha
34paBCTBEHMOT paboTHUK KOj paboTn BO anTekapckaTa CTaHuua u

42 on 86



Cnyx6eH BecHuK Ha Penybnvka MakegoHuja PefaKkumncku npeyncTeHn TEKCTOBU

3) 3a HaceneHu MecTa BO pypanHa cpeanHa co HajMHory 1.000 xutenu, NpOMETOoT Ha
Mano CO SIEKOBN MOXe [a Ce BpLUM CO BO3WO HA 3A4paBCTBEHA YCTAHOBA - anTeka Koja
nMa nocebHa opraHM3auMoHa eauHULA - NOABMXKHA anTeka 3a CHabayBarbe CO NIEKOBY,
[IOKOJSIKY 3a@ Cekoe BO3WI0 MMa BpaboTeHO HajManky efeH 34paBCTBEH pabOTHMK CO
cpefHo vnu Buwe obpasosaHue o obnacta Ha dapMaumjaTa Cco MOMOXKEH CTpyYeH
NCANUT CO NOAHO paboTHO BpeMe, a AUMSIOMUPAHNOT (papMaLEBT CO MOSIOXKEH CTPy4deH
NCANT U NMueHUa 3a pabota BpaboTeH BO anTekaTa, HajManky efHawl HeaenHo BpLUM
KOHTpoNna Ha paboTata Ha 34paBCTBEHWMOT paboTHMK KOj paboTn BO MOABWMIKHATA
anTeka.

®oHAOT 3a 34paBCTBEHO OcurypyBake Ha MakefoHuja Moxe pJa onpegenu
HaAOMECTOK 3a MOABWXKHMUTE anTekn 3a cHabayBarbe CO NIEKOBM BO 3aBWMCHOCT Of,
BKYNHWOT 6p0j Ha peanuampaHu peuentu u 6pojoT Ha OCUNYPEHULM N OCUTYPEHN NnLa
BO HACeNeHOTO MEeCTO O CTaBOT 6 Touyka 3 Ha OBOj YneH, co nocebeH aKkT Ha Koj
COrNacHOCT AaBa MMHUCTEPOT 3a 34paBCTBO M KOj ce objaByBa BO ,,Cny>X6eH BECHUK Ha
Penybnuka MakenoHwuja".

Co uen KOHTWMHyMpaHO cHabayBakbe M A0CTaBa Ha JIEKOBM HA HaceneHWeTo BO
HaceneHuTe MecTa of CTaBoT 6 To4ka 3 Ha OBOj ufieH, AreHuuMjaTa AOHeCyBa rnporpama
CO KOja Ke onpeaeny HagoMeCTOK 3a HOCUTENIMTE Ha NIMLEHLA 3a NOoABWMXKHA anTeka.

BucnHaTa Ha HaJOMECTOKOT 3a HOCUTENUTE Ha NnueHua 3a MOoABMXKHA anTeka ro
yTBpAyBa AMPEKTOPOT Ha AreHumjata corfiacHo co 6pojoT Ha HaceneHn Mecrta W
oafanevyeHocTa.

III. 5. O3HAYYBAHSE HA JIEKOBUTE W YIMATCTBO 3A NMAUMEHTOT

YneHn 83

Cekoj nek LWITO Ce CTaBa BO MPOMET, HA HAABOPELHOTO MaKyBare Mopa fa buae
O3HayeH CO MOAATOUM Ha MaKeAOHCKM jasuK M HEeroBoTO KMPWSICKO MUCMO WUAN OHaMy
Kaje LITO HeMa HaABOPELIHO NaKyBake, HA KOHTAKTHOTO NakyBawe. CTUTe nogatoum
MOXaT Aa 61aaT AaeHN Ha edeH UM NoBeKe CTPAHCKM jasuum.

HaaBopelHOTO nakyBame rv CoapXXW HajMasnky OCHOBHUTE MoaaToum 3a nekot (Mme
n BOOOMYAEHO WMe, KBaNMTATMBEH W KBaHTUTATMBEH COCTaB HA aKTUBHATa
cynctaHuuja, dapmaueBTcka ¢dopMa, jaunmHa, TrofieMMHa Ha  NaKyBahe,
npoussoauTen/HocutTen Ha oaobpeHne 3a CTaBarbe BO MPOMET, HauMH Ha ynoTtpeba,
HauYMH Ha YyBame, AaTyM Ha UCTEKOT Ha POKOT Ha ynoTpeba, HaunH Ha usgasame, 6poj
Ha cepuja, 6poj Ha oaobpeHNeTo 3a CTaBake BO MPOMET, MAEHTUMOUKALNOHN KOAOBU
oaHocHo EBponcku 6poj Ha npoussoaoT uin (EAH) kog n AHaTOMCKO-TepaneBTCKU Kof
nnn (ATL)) koA, Mepku Ha npeaynpeayBarba, LEHa Ha NIeKOT M ApYrn peneBaHTHU
nogaToum).

Ce 3abpaHyBa cTaBare BO MPOMET Ha JleK CO HEBAaXXeUKo ofobpeHune 3a CTaBare BO
NnpoMeT.

MiMeTo Ha nekoT Mopa Aa buae HanMwaHo M co bpajnoBm O3HaKM Ha HaABOPELLHOTO
naKyBae .

KOHTakTHOTO MaKyBare M COAPXM OCHOBHUTE nojatouM 3a Nekotr (Mme u
BOOOMYAEHO MMe, KBa/IMTaTMBEH U KBAHTUTATMBEH COCTaB Ha aKTMBHaTa CyrncTaHuuja,
dapmaueBTckata ¢opMa, jaumHa, npou3sBoauTesn, AATYM Ha WCTEKOT Ha POKOT Ha
ynotpeba, 6poj Ha cepujaTa u Apyrn BakHU nogaToum LWTO MM A03BOSYBA rofieMnHaTa
Ha KOHTAKTHOTO MaKyBae).
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UYneH 84

Cekoj nek LWTO ce CTaBa BO MPOMET Mopa Aa COApPXM YNATCTBO 3a MaLMEHTOT Ha
MaKeAOHCKM ja3uK M HEroBoTO KMPWUICKO MUCMO BO COMMAcHOCT CO 36MPHUOT M3BELUTA]
3a 0COOMHUTE Ha NEeKOoT, OCBEH aKo CUTe noAaTouM BO COrfacHOCT CO OBOj 3aKOH ce
AafeHN Ha HaABOPELIHOTO MaKyBakbe MM aKO HE MOCTOM HaABOPELIHO NaKyBame Ha
KOHTaKTHOTO MaKyBaH-€.

YNaTCTBOTO 3a NAaUWEHTOT MM COAPXW HajMarnKy OCHOBHUTE noaaToum 3a fekoT (ume,
BOOOMYAEHO MMe, KBaNUTaTMBEH W KBAHTUTATMBEH COCTaB, (hapmaueBTCKa dopma,
jauMHa M roneMuMHa Ha nakyBake, NPoOM3BOAUTEN W HOCUTEN Ha opobpeHneTo 3a
CTaBatb€ BO TMPOMET, HauumH Ha ynotpeba, WHAMKAUMKM, KOHTpanHAMKaUMM,
npeaynpeayBaka, HauMH Ha u3aaBakbe, HeCakaHu edekTn, PoK Ha Tpaewe, HauyMH Ha
yyBake M ApYyrn BaxHu UHMOpMaumm). Hocutenot Ha oaobpeHMEeTO 3a CTaBake BO
NPOMET, ako Toa ro 6apaar 3apyXeHnjaTta Ha naumeHTn, Mmopa aa obes3bean cooaBeTHO
ynaTCTBO 3a cfienu imua u nnua co cnab sua.

Ce 3abpaHyBa CTaBarbe BO MPOMET Ha JIeK CO HEBAXXEUKO oaobpeHne 3a CTaBarbe BO
NpoMeT.

YneHn 85
Mo wucknydyok of uyneHoT 83 Ha OBOj 3aKOH, AreHuujaTa MOXe gna /[A03BONu
HaZBOPELWHOTO M KOHTAKTHOTO MaKyBare M YNaTCTBOTO 3a NauMeHTOT Aa btuaaTt Ha
CTPaHCKM ja3uK, nop YC/NOB CUTE HEONXOAHM noAaTouM Ha MaKeQOoHCKM jasuKk u
HEroBOTO KMPWJICKO MUCMO [a Ce CTaBaT Ha HanernHuua Ha nakyBaweTo M Aa ce
BMETHE M YNaTCTBO 3a NauneHTOT Ha MaKeJOHCKWN ja3uK U HErOBOTO KMPUIICKO MUCMO.

YneH 86
[OnpekTopoT Ha AreHuujata rM nNponuwyBa NOAATOUMTE LWTO Ce COoApXXaT Ha
HAZBOPELLHOTO M KOHTAaKTHOTO MaKyBare, CTPYKTypaTa U COApXXMHATA Ha ynaTCcTBOTO 3a
ynoTtpeba, Kako 1 cnydyanTe Kora MoXe Aa ce KOPUCTWU HanenHuua.

III. 6. PAPMAKOBUTINJTAHLIA

Ynen 87
AreHuujaTa BOCMOCTaByBa W OApXXyBa CUCTEM Ha apMakoBurmnaHua co 6asa Ha
nogaToun 3a OTKpuBame, cobuparbe, cnegere, npoueHa W obe3beagyBarbe Ha
COOABETHOCT Ha HOBWUTE nogaTtoum 3a 6e36e4HOCT Ha NeKOT UM 3@ UCMUTYBAHMOT ek,
KakO M 3a OQHOCOT PU3MK/KOPUCT oA yrnoTpebaTta Ha NIeKOT UM HErOBUTE MHTEPAKLMK CO
ApYry NTEKOBW.

YneH 88

30paBCTBEHUTE  pabOTHMUM  KOM  fAoaraaT BO  KOHTAaKT €O MAaUMEHTOT,
npou3BoAUTENNTE Ha NeKOBW, HOCUTENUTe Ha oaobpeHne W BenegporepunTe ce
AO/MKHU [a ja u3sectaT AreHuujaTa 3a:

- HeCakaHu peakuun 1AM HecakaHW HacTaHu oA ynoTtpebaTta Ha nekoT, Bo pok oa 30
[leHa oA, IeHOT Ha fobunBareTo Ha nHdpopMaLmjaTa 1

- CEPUO3HM HEeCakaHW peakuun WM HecakaHW HacTaHu of ynoTpeba Ha NekoT, BO
pok oA 15 aeHa oa AeHOT Ha AobuBaHeTO Ha MHOPMaUnjaTa, a 3a CEpPUO3HM HeCaKaHu
peakunn unam HacTaHu CO CMpPTEH ucxod, BeaHaw 6e3 oanarame MAn HajaouHa BO pPOK
o4 24 4aca no aobuBameTo Ha MHdOpMaumjaTa, NMCMEHO NK TenedOHCKMN.
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YneHn 89
HocutenuTte Ha ogobpeHnjaTa 3a CTaBare BO NMPOMET Ce AO0/MKHU BO POK oA 15 aeHa
o4 AeHOT Ha aobmBarbeTo Ha MHOpMauMjaTa da ja u3BecTtaT AreHumjaTa 3a cekoja
Cepuvo3Ha HeCakaHa peakuuja WM HacTaH WM BO C/lydaj HA COMHEBaH-e€ 3a HeCakaHa
peakuuja nam HacTaH WTo ce nojasuse Bo Penybnvka MakeaoHuja nnm Bo Apyru 3emju.
Hocutenute Ha opobpeHnjaTa 3a CTaBakbe BO NMPOMET ce AO/MKHU A0 AreHumjaTa Aa
noAHecyBaaT nepuoavyHn m3BelTan 3a 6e36e4HOCT Ha NeKOT 3a BpeMe Ha TpaeH-eTo

Ha ogobpeHneTo unu no bapawe Ha AreHuujaTa.

YneH 89-a

lMauneHTUTe KOPUCHUUM Ha NIeKOT BO C/lyyaj Ha COMHEeBaH-€ Ha HeCakaHa peakuuja
of ynoTtpebaTta Ha NleKoT MOXe W AMPEKTHO Aa ja u3BecTtaTt AreHuujata unu Hocutenute
Ha oaobpeHujaTa.

Bo cnyyaj Ha coMHeBame Ha HeCakaHa peakumja o ynoTpebaTta Ha NeKOT Kaj
paboTHO HecnocobHW nuua, Mua Co TelKM HapyllyBarba Ha MEHTaNHOTO 34pasje Uin
MasioNeTHN nvua, U3BECTYBaHEeTO M0 BpPLUM POAMTENOT, CTapaTesioT WM 3aKOHCKUOT
3acTarHuK.

YneH 90
[AnpekTopoT Ha AreHumjaTa rm NponullyBa HAa4YMHOT Ha MpujaByBarbe U COAPXKMHATA
Ha 06pa3eLoT 3a NpujaByBake Ha HECaKaHUTE peakuuu, BPEMEHCKMTE NEPUOAM BO KOU
ce nogHecyBaaT wu3BewTauTe 3a 6e36egHOCTa Ha NEeKOT, KaKo M Ha4YMHOT Ha
opraHu3aumja Ha CMCTEMOT Ha dapMakoBUrmMnaHua.

III. 7. OrJIACYBAHE HA JIEKOBU

UYneHn 91
OrnacyBarbe Ha NekoBM e cekoja hopMa Ha U3BECTYBarb€ BO MULLAHA, C/IMKOBMUTA,
3BYYHa, YCMEHa, €IeKTPOHCKA, AUruTanHa unn koja éuno apyra ¢opma Haco4yeHa KOH
lUIMPOKATa MNAM Ha CTpyyHaTa jaBHOCT 3a Aa Ce MpOMOBMpPA MNpPOMULLYBAHETO Ha
NEKOBUTE, Aa Ce CTUMy/Mpa M3[aBakbeTO Ha JIeKOBUTE, CHabayBameTO CO JIEKOBUTE,
KaKo M HMBHaTa npoaaxba n ynotpeba.

YneH 92

OrnacyBarbeTo Ha NleKOBMTE HAMEHEeTO 3a 34paBCTBEHWUTE paboTHMUM ro npasaT
HocuTenuTe Ha opobpeHwjaTa 3a CTaBarbe BO MNPOMET MpeKy Ornacu BO CTPyYHa
nuTepaTtypa, CTPYYHW NEPUOAUYHM CMUCaHWja M APYrM CTPYyYHM Nybnmkauumn, Kako u
NpeKky AMPEeKTHO [JaBarbe WHMOpMauum Ha 34paBCTBeHUTE paboTHUMUM KoM U
nponuwyBaaT UM n3gaBaaT JIEKOBUTE.

OrnacyBarbeTO Ha IeKOBM LWITO CE€ M34aBaaT Ha JlekapCKuM peuenT HaMeHeTo 3a
30paBCTBeHUTE paboTHMUM € [03BONeHO 3apaau obesbepysarbe WHMOpMauMM BO
COrMIAaCHOCT CO 36MPHMOT M3BeELLTaj 3@ OCOBUHUTE Ha NEKOT UM BO BPCKa CO YC/IOBUTE
noA KOW NeKoT e CTaBeH BO NpOMeT.

OrnacyBarbeTO Ha IEKOBMTE HAMEHETO 3a 3[pPaBCTBEHUTE pPaboTHULUM MOoXe Aa buae
NpOCNEAEHO CO [aBake HajMano nakyBake Ha 0406peHVMOT NeK, O3HAYeHO COo
Ls0ecnnateH npumepok” M ,He e 3a npopaxba”, OCBEH 3a NEeKoBUTE LTO coapxat
OMOjHN APOrv U NCUXOTPOMHM CYNCTaHUUM.
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YneH 93

MNpwn ornacyBamke Ha fekoBuTe 3abpaHeTo e HocuTenute Ha ogobpeHwnjata 3a
CTaBarb€ BO NPOMET MAW NpaBHUTE N HU3MYKM NiMLA KOW BPLUAT aKTUBHOCTM BO HMBHO
UMe fda HydaT noaapoun, AMPEKTHa WM MHAMPEKTHa (UHaAHCUCKa unn MmaTepujanHa
KOPUCT Ha Nnuuata Kou v nponuwyBaaT WM M34aBaaT JIEKOBUTE, OCBEH aKo Ce oA
Masia BPeAHOCT M € HAMEHETO 3a BpLUEeHEe Ha 34paBCTBEHA AEJHOCT.

Hocutenute Ha ogobpeHunjaTta 3a CTaBake BO MPOMET MM OBO3MOXYBaaT Ha nvuaTa
KOW M MponuwlyBaaT WAuM M3gaBaaT JiekoBuTe Aa aobujaT AONONHUTENHWM MO3HaBaHa
3@ HOBUTE JIEKOBM W 3a@ JIEKOBUTE LUTO CE€ BEKe CTABEHM BO MpPOMET, MpeKy
OopraHusMpare U n3BeayBaHe Ha NMPOMOTMBHM CEMUHAPM.

Hocutenute Ha opobpeHunjaTa 3a CTaBarkbe BO MPOMET Ce AO/MKHW [AaBaHeTO Ha
nHdOopMaummM 3a LenMTe of CTaBOT 2 HA OBOj YIEH Aa ro BpLIAT HA HAYMH LUTO He ja
HaAMMHYBA rpaHMLATa Ha HAy4yHO-eKCMNepTCKM UenuM Ha TakBaTa edykauuja,
OpraHu3npaHo WUCKIy4YMBO 3a A0bMBarbe HOBWM MO3HAaBaka@ 3a NIEKOT M € HACOYEHO
NCKTYYMBO KOH NMLI@ KOW ' NpONuLLYBaaT Un M3gaBaat JIeKoBUTE.

YneH 94

Hocutenute Ha opobpeHujaTa 3a CTaBakbe BO MPOMET W MpoM3BOAMTENUTE, 3a
NEKOBUTE LUTO Ce u3gaBaaT 6e3 nekapcku peuenT, MoXaT Aa ja MHdopMMpaaT wWmpokaTa
jaBHOCT 32 KapaKTEPUCTUKUTE Ha JIeKOT BO COMMACHOCT €O 36MPHMOT M3BelWTaj 3a
0CObMHUTE Ha NEKOT WM CO YNaTCTBOTO 3a NAUMEHTOT, NPW LWITO Ce AO/HKHM Toa Aa ro
npasaT Ha 06jeKTMBEH HauYMH U Mo NPeTXo4HO oaobpeHne on AreHuujaTa.

[npekTopoT Ha AreHuujaTa rv nponuwysa HagomecToumTe WTo Tpeba aa ce nnatar
3a MpoueHKa Ha AOKyMeHTauujaTa 3a v3gaBarbe Ha ofobpeHue 3a ornacyBarbe Ha
NEKOBMU.

BucmMHaTta Ha TpowouuTe NponuiiaHu BO CTaBOT 2 Ha OBOj YJieH, ce orpeaenysa BO
3aBMCHOCT 04, BMAOT 1 06eMOT Ha orsacyBareTO Ha NIEKOBU.

YneH 95

Ce 3abpaHyBa oOrnacyBar€TO Ha JIEKOBUTE LUITO Ce M34aBaaT Ha NeKkapcku peuent
npexky MeauymuTe, 3a LUMpoKaTa jaBHOCT.

Mo MCKNy4yoK Ha CTaBOT 1 oA OBOj YNEeH M 3apaauv 3alTuTa Ha jaBHOTO 34paBsje nnm
cnpevyBare BOHpeAHW cocTojoun (enmaeMum, noroneMu npupoaHM Hemoroau v Apyro),
ANPEKTOPOT Ha AreHuujaTa, no npeanor Ha KoMmucmjata 3a NeKoBun, MOXe Aa A03BOU
ornacyBare npeky meanymmte co uen ga ce obesbepgat uHdOpMaumMM Ha LIKMpoOKaTa
jaBHOCT 3a ynoTpebaTta Ha ogpeaeHn IeKOBW.

Ce 3abpaHyBa jaBHO ornacyBarbe Ha JieK NnpeKky npunuyBake Ha 0COBMHM LWTO TOj
MM HEeMa, NpeHarnacyBake Ha HEroBuTe MO3UTMBHM edekTn, npeTepyBate BO
ONULLIYBaHETO Ha edeKTUTe 04 NIeKOT Ha HecooABETEH HayuH, cropeayBare CO Apyrn
NEKOBM WM Ha APYr HAYMH CO KOj ce aoBeayBa BO 3ab/ya KOPUCHUKOT Ha N1EKOT.

Ce 3abpaHyBa jaBHO ornacyBarbe Ha Jiek Npeky obpakarbe Ha Aela.

Ce 3abpaHyBa jaBHO AnCTpnbymnpare Ha becnnaTtHM NpUMeEpPoLUN Ha SIEKOBM.

Ce 3abpaHyBa jaBHO OrnacyBare Ha JIEKOBM LUTO HeMaaT ofobpeHne 3a CTaBarbe BO
npoMeT.

YneH 96
[ANpekTopoT Ha AreHuujaTa ro NponuyBa HAa4YMHOT Ha OrfacyBarbe Ha N1EeKOBUTE.
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YneH 97

AreHumnjata ™ mHGoOpMUpa 34paBCcTBeHUTE paboTHMUM 3a fekoBuTe WTO Aobune
onobpeHue 3a cTaBarbe BO MPOMET Ha CIeAHNOB HAUMH:

1) npeky objaByBare Ha nucTa Bo ,CnyxbeH BeCHUK Ha Penybnvka MakegoHuja";

2) npeky objaByBame perncrap Ha nekosu Ha Penybnvka MakefoHWja Ha HauMH KOj
Ke UM 6buae AocTaneH Ha 34paBCTBEHUTE paboTHULM U

3) npeKky BOCMoOCTaByBahe U OApXyBake Ha 6a3a Ha nogaToum 3a fiekoBuTe.

AreHuujata Moxe, ako e noTpebHo Aa ja uHGOpMMpa jaBHOCTA 3@ peneBaHTHU
MH(OPMaLMKM LITO Ce O MHTEepeC 3a jaBHOTO 3apasje.

III. 8. KOHTPOJIA HA KBAJIMTETOT HA
JIEKOBUTE

YneH 98

KoHTponaTa Ha KBafnMTETOT Ha JIEKOBUTE YTBpAYBa AeKa JIEKOBUTE Ce BO COr/lacHOCT
CO MpONULLIAHUTE CTaHAapAM Ha KBAaNWUTET MO NaT Ha MpoueHa Ha AOKYMeHTauujaTta 3a
KBanuTeT, No naT Ha nabopaTopucka KOHTPOSa Ha KBa/MTETOT WMAW MO NaT Ha
WHCnekumja.

KoHTponata Ha KBanuUTETOT Ha JIEKOBWUTE Ce CrpoBedyBa CO Uen fa ce yTBpau
yCOrnaceHocTa Ha KBanUTETOT Ha JIEKOT CO ycnoBuTe o oaobpeHneTo 3a CTaBame BO
NMPOMET Ha JIeKOT.

Ynen 99

KoHTponaTta Ha KBanUTETOT Ha NleKoBUTe ja BpwaT sabopaTtopun 3a UCNUTyBake U
KOHTpO/Ia Ha /IeKOBM KOM Ce OBJlIaCTEHW O AMPEKTOPOT Ha AreHumjaTta oA peaoT Ha
aKpeauTupaHuTe nabopaTtopum.

KoHTponata o4 ctaB 1 Ha OBOj YneH Ce BplWM BO COrlacHoCT co EBponckaTa
dapmakoneja n Apyrn npusHaeHn dapMakonen, aHaaMTUYKM MeToaW AadeHn of
NPOU3BOANTENOT WU APYrY BanuAMpaHu aHanUTUYKKU METOAMN.

[AnpekTopoT Ha AreHuumjaTa ro AoHeCyBa HaUMOHANHWMOT AOAATOK Ha EBponckaTa
dapmakoneja 3a Penybnuka MakenoHwuja.

Ynen 100

KoHTponaTa Ha KBa/IMTETOT Ha JIekoBUTE ondaka:

1) pepoBHa KOHTpONa Ha KBANUTETOT Ha CEKOj /leK CTaBeH BO nNpoMeT BO Penybnuvka
MakenoHuja, HajManKky eaHall Ha CEKOW NeT TFOAWHM;

2) KOHTpOSa Ha KBanUTETOT Ha MpBaTa cepuja Ha NekoT Mo A0BMBaHETO Ha
onobpeHue 3a cTaBarbe BO MPOMET;

3) KOHTpONa Ha KBanUTETOT Ha CeKoja npousBefeHa cepuja, OOAHOCHO YyBe3eHa
cepwja Ha NekoT, UK napanesHo YBE3EHUOT JekK;

4) BOHpeaHa KOHTpO/ia Ha KBAaNUTETOT, OAHOCHO KOHTPO/A Ha KBAaNIMTETOT Ha JIEKOT,
no 6apare Ha AreHumjaTa BO TEKOT Ha nocTankaTa 3a pobueare opobpeHue 3a
CTaBarbe BO MPOMET, WM BO TEKOT Ha nocTankata 3a JobuBare Ha ofobpeHue 3a
napaneneH yBO3 Ha JfleK WM MO Wu3daBakbe Ha opodbpeHneto no 6Haparbe Ha
(bapMaLEeBTCKMOT MHCMEKTOP U
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5) cneundunyHa KOHTpONa Ha KBa/MTETOT, OAHOCHO KOHTpONAa Ha Cekoja cepuja Ha
cneunduyHN KaTeropmm Ha ekoBu (MMYHOOLKKN NTIEKOBK, TEKOBU A0BUEHU 04 YOoBeYKa
KpB, paavodapMaLleBTCKu npenapaTu u Apyru), no nobaparbe Ha AreHumjara.

AreHumjaTa u3gaBa opgobpeHune 3a NywTarkbe BO MPOMET Ha Cekoja yBe3eHa cepwja
NeK UNn naparnenHo yBe3eH Jiek No CrpoBedeHa KOHTPOsa Ha KBanuTeT.

Ynen 101

KoHTponata Ha KBanUTETOT Ha NIeKOBUTE ja BpLIaT OBfacTeHuTe nabopatopun o
yneHoT 99 ctaB 1 Ha 0BOj 3aKOH, No 6apare Ha:

1) AreHuujaTa;

2) YyBO3HMUMTE, OCBEH BO CfllydauTe HaBedeHM BO 4YNeHOT 75 Ha 0BOj 3akoH nop
YC/OB KOHTpONaTa Aa e u3BpLueHa of CTpaHa Ha caMuTe yBO3HWUUW;

3) npaBHM NULA BKITYYEHW BO MPOMETOT Ha rosieMo CO JIEKOBU U

4) HocuTenuTe Ha ofobpeHujaTa 3a cTaBaHe BO MPOMET.

JlabopaTtopujata og 4neHoT 99 Ha OBOj 3aKOH € AO/MKHA Aa u3gage pesyntaTt oA
N3BpLUEHaTa KOHTPO/A Ha KBANUTETOT Ha SIeKOT, OAHOCHO Aa MM U3BECTU cybjekTuTe o,
CTaBOT 1 Ha OBOj YfieH.

AreHumjaTa MOXe f[a M MpuU3Hae aHanu3uTe Ha cepumTe MNOTNULIAHW 04 CTPY4YHO
nvue Ha oduumnjanHa nabopaTtopuja 3a KoHTpona Ha nekoswu - Official Medical Control
Laboratory (OMCL) oa EBponckaTa yHuja wnu o Apyra He3aBWCHa akpeauTupaHa
nabopatopuja koja ke 6uae npudarteHa oa AreHuujaTta

YneH 102

TpowounuTe 3a npuMepouMTe M 3a KOHTPOsaTa Ha KBajMTETOT Ce MOKpvBaaT oA
CTpaHa Ha:

- HOCMTENOT Ha oaobpeHVeTO 3a CTaBarbe BO MPOMET: 3a pefoBHa KOHTpOMa Ha
KBanUTET, KOHTpPOSia Ha KBa/IMTETOT Ha npBaTa cepuja Ha NekoT no aobueare Ha
onobpeHneTo 3a CTaBakbe BO MPOMET; 3a crneumdmyHa KOHTpOMa Ha KBanWUTET,
KOHTpONa Ha cekoja cepuja Ha cneumM@uUyHM KaTeropum Ha SeKOoBM W KOHTPOsa Ha
KBaSIMTETOT Ha CEKOja cepuja Ha YBE3EHU JIEKOBMU,

- HOCUTENOT Ha oa0bpeHMEeTO 3a CTaBakbe BO MPOMET: 3@ BOHpeAHa KOHTposa Ha
KBa/IMTETOT Ha JIEKOT, aKO Ce MOKaXke [eKa KBaJMTETOT Ha JIEKOT He € BO COr/lacHOCT
CO ycnosuTe of 0AOBpPEeHMETO 3a CTaBake BO MPOMET OAHOCHO AeKNapupaHuoT
KBanuTeT,

- NOAHOCUTENOT: BO BpeMe Ha nocTankaTa 3a AobuBare Ha oaobpeHue 3a CTaBare
BO NMPOMET, aKo KOHTponaTta e nobapaHa og AreHuujaTta ,

- YBO3HMKOT, 3@ KOHTpOMaTa Ha KBaJMTET Ha CepuUUTe Ha yBe3eHWUTEe JIEKOBW, WK
napanesiHo yBe3eHMOT S1IeK BO COMTACHOCT CO Y/IeHOT 75 Ha 0BOj 3aKOH U

- HOCUTENOT Ha oaobpeHMeTOo 3a MapanesieH yBO3 3a KOHTPOsa Ha KBANUTETOT Ha
npBeaTa cepuvja Ha NekoT no AobmBare Ha 040bpeHMETO 3a NnapaneneH yBo3 Ha JIEKOBM.

Ynen 103
OnpekTopoT Ha AreHumjata ro NponuyBa HAYMHOT HA KOHTPO/A Ha KBA/MTETOT Ha
NEKOBUTE, HAYMHOT Ha MpU3HABar€ HA aHanM3nTe Ha Cepunte U BUCMHATA Ha
TpowouMTe 3a KOHTPOSA Ha KBANUTETOT KOja Ce yTBpAyBa cornacHo co 6pojoT Ha
aHanNM3MpaHUTe NapaMeTpu 3a KBaJIMTET Ha JIEKOBUTE.
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Ynen 104

MpaBHUTEe W PU3NYKATE  NMLA,  YNPaBHUTE  OPraHM W OpraHu3auuu,
npodecnoHanHNTE MHCTUTYLMM KOM Ha KOj BMNO HaumMH goaraaT BO MOCes Ha JEeKOBH,
BO paMKUTE Ha HMBHWUTE aKTMBHOCTM (TpaHCnopTepw, nowTa, uapvHa v apyru), Mopa
fa obe3benat ycnoBuM 3a CMeCTyBakbe WM 4YyBakbe BO COMIACHOCT CO  YC/OBUTE
nponuwaHn o Npov3BOAUTENOT, CO Len 3a CnpedvyyBake Ha NPOMEHW Ha KBanuTeToT
nnu 3noynoTpeba.

MpoussBoaMTenoT, HocuTenuTe Ha opobpeHnjaTa 3a CTaBakbe BO MPOMET,
Beneaporepujata/yBo3HMKOT M anTekuTe ce AO/MKHM Aa ja m3sectaT AreHumjata 3a
HacTaHaTa MpPOMeHa BO KBANUTETOT Ha NIeKOT W/vnu apyra HecooABETHOCT KOjaluTo
MO>XXe [a ro 3arpo3u jaBHOTO 34pasje.

Hocutenot Ha ogobpeHMeTo 3a CTaBarbe BO MPOMET/YBO3HUKOT € [AO/DKEH Ja ro
noBssieye of NMPOMET JIEKOT 04 CTaBOT 2 Ha OBOj Y/EeH, [a v rnpes3emMe cuTe HEeOMXOAHM
aKTMBHOCTM 3a 3aWTWTa Ha 34paBjeTo M BeAHal Ja ja u3BecTn AreHumjata 3a cuTe
npesemMeHu akTUBHOCTM.

AreHumjaTa rv cnegu CMTe aKTMBHOCTM HA HOCUTENOT Ha of0bpeHneTo 3a CTaBame
BO MPOMET/YBO3HMKOT, pearMpa M ro W3BeCTyBa MelyHapOAHWOT CUCTEM 3a paHo
npeaynpeayBare, ako e noTpebHo, Co Len 3a 3aliTuTa Ha jaBHOTO 3apasje.

III. 9. AOHALWW HA NEKOBW

Ynen 105

JlekoBuTe WITO Ce nNpeaMeT Ha AoHauuWja ce yBesyBaaT M ce KopuctaT BO Penybnuvka
MakenoHuja, cnopea notTpebute, caMO CO NPETXOAHA COrNAacHOCT 04 MWHWUCTEPOT 3a
34paBCTBO.

JlekoBuTe of CTaBOT 1 Ha OBOj YieH MMaaT jaCcHa M TpajHa O3HAKa AeKa NEeKoT e
[loHauuja n e becrnnarteH.

OpobpeHue 3a yBO3 Ha IEKOBM LUTO Ce NpeaMeT Ha AoHauMja ce U3faBa, ako:

1) noctojaT AeTtanHu MHMOPMaLMKM 3@ CEKOj MOEAMHEYEH NeK, BKJy4YyBajKum v u
NHpopMauMmTe 3a BOOOMYAEHOTO UME U 3alTUTEHUTE MMUHA, KONIMYECTBOTO U POKOT
Ha ynoTpeba;

2) NOHYAEHMOT BUA M KOIMYMHA Ha NeK ce NoTpebHM 3a CMCTEMOT Ha 34paBCTBeHaTa
3alTnTa U

3) “MMa HajManky egHa rogmMHa Ao UCTEKOT Ha pOKOT Ha ynoTpeba Ha nekor.

Mo mncknyyok of CTaBOT 3 Touyka 3 Ha OBOj 4neH, AreHumjata MoXe Ada u3gage
oaobpeHne 3a yBO3 Ha NleK LWTO e npeaMeT Ha AOHauuMja M Kora NeKoT MMa PoK Ha
ynoTtpeba nokpaTtok o4 12 Meceun, HO HE NOKPATOK Of TpU Meceum.

JlekoBuTe WTO Ce npegMeT Ha JAoHauuja, yBe3eHM BO Penybnvka MakegoHwuja
CNpPOTUBHO Ha oapeabvTe Ha OBOj 3aKOH Ke 6uaaT BpaTeHWM Ha MCrpakadoT, OAHOCHO
YHULUTEHN HA HErOB TPOLLOK.

AreHumjaTa BpLIM HAA30p HAZA CKNAAMpaeTo M AucTpubyuujata Ha NeKoBUTe LITO
ce npeaMeT Ha AoHauuja.

II1.10. OTNAA HA JIEKOBU

YneH 106
Jlek ce cMeTa 3a HeucnpaseH, ako:
1) pokoT Ha ynoTpeba e ucreyeH;
2) opraHofnenTUYK1Te KapakTepUCTUKKM ce u3mMeHeTu (usrnea, 6oja, BKyC 1 MMpUC);
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3) NaKkyBamETO € OLITETEHO;

4) nabopaTopuckaTa KOHTpOMa TMOKaXana [eka He e BO COrflacHoCT Co
AEKNAPUPaHMOT KBaNUTET U

5) e noBneyeH og ynotpeba oa koja 6uno gpyra npuynHa.

HeuncnpaBHWOT nek ce cMeTa 3a 0Trnaa v ce 3abpaHyBa HEroBMOT NPOMET.

OTnagoT Ha NeKoBKM Ce OTCTpaHyBa Ha HA4YMH CO KOj He ce 3arpo3yBaaT 34paBjeTo Ha
NYFETO M XUBOTHaTa CpeanHa.

TpoLwouuTe NoBp3aHM CO OTCTPaHYBaHETO Ha OTMNAAOT HA JIEKOBUTE Ce Ha TOBap Ha
COMCTBEHMKOT Ha OTNAAOT Ha NIeKOBUTE, OAHOCHO MPaBHOTO MAM (PU3NYKOTO Nuue 3a
Koe e yTBpAeHO AeKa My noceaysa.

MobnuckuTe ycnoBM 3a HAYMHOT HA OTCTpaHyBarbe€ HA OTMNaAoT MM MpOnULIyBa
AVPEKTOpPOT Ha AreHuujaTa

I11.11. ®OPMUPAHE HA LIEHW

Ynen 107

LileHnTe Ha nekoBuTe ce popmMmnpaaT cnoboaHO, OCBEH 3a NEKOBUTE LITO Ce M3aaBaat
Ha peuenT N JIeKOBUTE LUTO Ce Ha SIMCTaTa Ha eceHumjasiHN NIeKOoBM.

JlekoBuTe WITO Ce u3gaBaaT Ha peuenT, O4HOCHO JIeKOBUTE LWITO Ce Ha SiucTaTa Ha
eceHuunjanHM nekoBn, MoxaT Aa buaaT BO NpOMET ako MMaaT dopMMpaHa LeHa BO
COrnacHOCT CO OBOj 3aKOH.

MuWHMCTEPOT 3a 34PaBCTBO AOHECYBa JINCTA Ha eCeHuMjasiHN IEKOBU HEOornxoAHu 3a
CrpoBefyBame Ha 3paBCTBEHATa 3allTuTa.

Ynen 108

dopMnparbeTd Ha UEHUTe Ha JIeKOBUTEe Ce BpWM Ha HayuMH WTO He e
AVCKPUMWHATOPEH M He [03BOJyBa AAMIUHI.

LleHaTa Ha nekoT ce chopMmnpa of CneaHuBE enNeMeHTH:

1) ueHa Ha npounssoanTenoT (BO HAaTaMOLUHMOT TEKCT: MPOU3BOAHA LEHa), M3pa3eHa
BO AeHapw;

2) Mapyka 3a NPOMET Ha ronemo m

3) Map>xa 3a NpoMeT Ha Marso.

LleHaTa Ha nekoBuTe BO MNPOMETOT Ha rofieMo ce rnpecMeTyBa Kako 36up Ha
efleMeHTUTE O CTaBOT 2 TOYKM 1 U 2 Ha OBOj YNEH.

LleHata Ha nekoBuTe BO MPOMETOT Ha Mano Ce MpecMeTyBa Kako 36up Ha
eNeMeHTUTe o4, CTaBoT 2 Ha OBOj YJieH.

AKO npou3BoAUTENOT M CHabayBa 34paBCTBEHUTE YCTAaHOBM CO JIEKOBU Of,
CONcTBeHaTa Mpou3BOAHA MNporpaMa AMPEKTHO WM MpeKy CONCTBeHa Beneaporepuja
COrnacHoO Co 4neHoT 73 cTaB 4 Ha OBOj 3aKOH, LEeHaTa Ha NIeKOT € MAEHTMYHa CO
Npou3BoAHaTa LieHa Ha NeKoT.

Ako BenefporepujaTa rm cHabayBa 34paBCTBEHMTE YCTAHOBW CO JIEKOBW, LieHaTa Ha
NEKOT He cMee Aa ja HagMumHyBa (opMMpaHaTa LeHa Ha NIeKOT Ha rosemMo yTBpAeHa
COrnacHo co MetogosnorujaTa og ctaBoT 10 Ha 0BOj uneH.

CybjekTnte oa uneHoT 18 cTaB 2 Ha OBOj 3aKOH W YBO3HULMTE HA JIEKOBU, CE AOSIKHU
Aa ja pocrtaBaT A0 MMHMCTEPCTBOTO 3a 34paBCTBO NMPOM3BOAHATA LiEeHA Ha NIeKoT, a
Beneaporepujata yBO3HWK, Kako U HOCUTENOT Ha 0A06peHMETO 3a napaneneH yBo3 Ha
NeKOT Ce AO/MKHM Aa ja AocTaBaT A0 MUMHUCTEPCTBOTO 3a 3A4pPaBCTBO YBO3HATa LEHa Ha
nekoT (YBO3Ha LapyHCKa Aeknapauuja).
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LleHaTa ce ogobpyBa oa MWHUCTEPCTBOTO 3a 3ApaBCTBO BO pok oa 20 aeHa oA
npuemMoT Ha 6apareTo.

MNMogHocuTenoT Ha bapareTo MMa npaBo Ha Xanba BO pok oa 15 AeHa of AeHOT Ha
NPMEMOT Ha pelleHMeTo of CTaBoT 6 Ha 0BOj uneH Ao [lp>xaBHata KoOMMCMja 3a
oA4JlydyBam€e BO ynpaBHa MocTanka v noctanka o paboTeH 04HOC BO BTOP CTEMEH.

MeTogonorvjata 3a Ha4yMHOT Ha OpMUpare Ha LIEHUTE Ha NEeKoBUTe, Ha npeanor
Ha MMHUCTEpPOT 3a 34PaBCTBO ja AOoHecyBa Bnagata Ha Penybnvka MakeaoHuja.

Mo 6apamaTa 3a 3roneMyBame Ha dhopMMpaHaTa LeHa Ha nek oanydyBa Komwucuja
¢dopmupaHa og Bnagata Ha Penybnuka MakegoHwuja.

Komucmjata oa ctasoT 11 Ha 0BOj 4UfieH ce cocTou oA 15 yneHa, u Toa:

- Tpojua npeTcTaBHMUM 04 MUHMCTEPCTBOTO 3a 34PaBCTBO,

- Tpojua NpeTcTaBHMUM 04 MUHUCTEPCTBOTO 3a (hMHAHCUN,

- Tpojua npetcraBHMUM og OOHAOT 3a 34PaBCTBEHO OCUIypyBame Ha MakedoHuja U

- WeCT CTPYyYHM nuua o4 pasnMyHM obnactm Ha MeauumHata, dapMaumjaTta,
eKoHOMMjaTa M NpaBoTO.

MaHOaToT Ha YNeHOBWUTE Ha KOMUCMjaTa Tpae efHa roamHa CO MOXHOCT 3a yuwTe
efleH MaHaarT.

YneHoBMTE Ha KOMUCKHjaTa O4lydyBaaT CO ABOTPETUHCKO MHO3MHCTBO Ha rnacoBsu of
BKYMHWOT 6p0j Ha YsieHoBM.

[lenokpyroT M HaunmHOT Ha paboTa Ha KoMucujata oa crtaBoT 11 Ha OBOj uneH ce
ypeayBa CO AeNOBHUK.

AreHuumjata 3agomkutenHo ao Komucmjata op crtasoT 11 Ha OBOj uneH pJasa
MUCNEere 3a OnpasAaHoOCTa 0 3roflieMyBambe Ha LieHaTa Ha fieK, BO pOK Of AeCeT AeHa
no nNpMeMoT Ha bapareTo 3a AaBare MUCNEHE, BO CNPOTMBHO KoMuncmjaTta oanyyyBsa u
6e3 Mucnere og AreHuujata.

Ynen 109
MWHUCTEpPOT 3a 34paBCTBO, BO C/lyyaj Ha enuaemMuja, enemMeHTapHu Hernoroau wnu
BOHPEeAHU COCTOjbu, MOXe Aa rv yTBpAW, OAHOCHO KOHTPONMpa UEeHUTE Ha Koj 6uno
NeK, OAHOCHO rpyna Ha NeKoBMU.
MNpaBHUTE NMUa@ KOM BPLUAT NPOMET Ha roJIEMO M MPOMET Ha Masno CO JIeKOBU Ce
AO/MKHU Aa M npoaaBaaT NeKkoBuTe No LeHa gopMmpaHa BO COrTacHOCT CO OBOj 3aKOH
n NponucuTe 3a AaHouMw.

IV. MEOMUMHCKW CPEACTBA

IV.1. KJTACNOUKALUWMIA HA MEANLUNHCKNA
CPEACTBA

Ynen 110
MeavunHCKUTE CpeacTBa, BO OAHOC HA MOTEHUMjANIHUOT PU3KMK KOH KOPUCHUUUTE, Cce
KnacmguumpaaT Kako:
1) knaca I - MeanumMHCKM CpeacTBa Co HM30K MOTeHUMjan Ha pU3sKnK;
2) knaca II-a - MeguunHCKM cpeacTsa Co BUCOK MOTEHUMjan Ha pusuK;
3) knaca II-6 - MeaMuUMHCKM CpeacTBa CO MOBMCOK MOTEHUMjan Ha puUsnk u
4) knaca III - MeanuUnHCKN cpeacTBa Co HAjBUCOK NOTEHLUMjan Ha pU3nK.
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Ynen 111
MeauumMHCKUTE CpeacTBa, Cnopes HYMBHAaTa MpUpoAa, HAuYMHOT Ha HanojyBakbe W
APYr KapaKTepUCTUKK, ce KnacnduumpaaT Kako:
1) HEMHBA3MBHY;
2) VUHBA3MBHU U
3) aKTMBHM.

Ynen 112
MeavuMHCKUTE CpeacTBa, BO CMUCA Ha BPEMETPAEeHETO Ha HMBHATa ynoTtpeba Kaj
nyreTo, ce KnacuduLmpaaT Kako:
1) TpaH3UTOPHM - Ce KOpUCTaT HernpeveHo 3a noMasnky o 60 MUHYTH;
2) KpaTKOPOYHWU - Ce KOpUCTAT HernpeyveHo Ao 30 aeHa n
3) AONrOpPOYHM - CE KOPUCTAT HernpeyveHo 3a nepuoa noronem oa 30 aeHa.

Unen 113

MeanuMHCKN CpeacTBa 3a UH BUTPO AMjarHOCTMKA ce KnacuduumpaaT Kako:

1) cpeactea 3a MH BUTPO AMjarHOCTMKA LUTO C€ KOPUCTAT UCKYYMBO Of CTpaHa Ha
CTPY4YHM NUUa M KnacnduumpaHn Bo 3aBUCHOCT Oof TUMOT Ha CpeacTBOTO BO nUCTuTe A
n b;

2) cpeacTBa 3a UH BUTPO AMjarHOCTMKA 3@ CaMO-AujarHOCTMUMpaHe m

3) cuTe Apyru cpeacTtsa 3a MH BUTPO AMjarHOCTUKa.

Ynen 114

MeanumHCKUTE CpeacTBa, BO CMUC/IA@ Ha HauMHOT M MeCTOTO Ha wu3aaBakbe, ce
KnacuguumpaaT Kako:

1) MeaMuMHCKM CpeacTBa WTO Ce M34aBaaT Ha peuenT, CornacHo co eBnaeHumjata BO
PErncTapoT Ha MEANLIMHCKM CPEACTBA, CAaMO BO anTekun v CneumjannsmpaHi NpoaaBHULN;

2) MeanuMHCKM CpeacTBa LWTO Ce mM3aaBaaT 6e3 peuenT, COrnacHo CO eBnaeHumnjaTa
BO perucrapot Ha MeaMUMHCKM CpeacTBa, CaMO BO anTeKM W cheumjanusmpaHu
npoAaBHULUY;

3) MeauMUMHCKM CpeacTBa WITO Ce M3aaBaaT Ha peuenT, COrflacHoO CO eBnaeHumnjaTa
BO PerncrapoT Ha MeAMLMHCKM CpeacTBa, BO BOMHMYKM anTekun un

4) MeaMUMHCKM CpeacTBa WTo ce u3aaeaaT 6e3 peuent Bo cnobogHa npogaxxba.

Ynen 115

Bo cny4yaj kora MeguUMHCKOTO CpeacTBO Ce AaBa 3aedHOo CO JieK WK MoXe aa ce
KOPUCTU Kako Mpou3BOoA 3a onwTta ynoTpeba, HauyMHOT Ha Kiacuduumparbe Ha
Npom3BoANTE Kako NIeKOBU, MeAMUMHCKM CPeacTBa UM NpouM3Boj 3a onwTa ynotpeba
Ke 3aBMCWU Off rNlaBHaTa HaMeHa M HAa4YMH Ha AejcTByBarbe AedUHMPaAH Of CTpaHa Ha
npon3soanTenoT.

OunpekTopoT Ha AreHumjata v nponvwysa nNOGAUCKUTE YC/IOBM WM HAYMHOT Ha
Knacndbuumnpare Ha MeanuUnHCKUTE CpeacTBa.

Iv.2. CYWTECTBEHWN, OAHOCHO OMNwTHN 1 NOCEBHN YCNOBW 3A MEAUUMHCKUTE
CPEACTBA

YneH 116
MeanumMHCcKuTe Cpeactsa Mopa Aa buaat BO COrMacHOCT CO OMWTUTE YCIOBM 3a
6e36eHOCT Ha Npou3BOAUTE COMNMAcHO CO 3aKOHOT 3a 6e36enHOCT Ha npoussoauTe U
YyCNnoBuTe YTBPAEHM CO OBOj 3aKOH.
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MeauuUMHCKOTO CpeacTBo 3a Aa M'M UCMOMHKU ONWTUTe ycnosn Tpeba:

1) pa e NpoekTMpaHo, NPOM3BEAEHO, UHCTANIMPAHO, OAPXXYBAHO M A Ce KOPUCTU Ha
HauuH, WTO Npu ynoTtpeba noa nNponuwaHn ycnoBW, ja MCMOMHYBa NpBUYHATa HaMeHa
6e3 ga ro 3arposuv 3apaBjeTo, 0AHOCHO 6e36eaHOCTa Ha KOPUCHULNTE U

2) Aa viMa BOCMOCTaBEHO CUCTEM KOj MO rapaHTUpa KBANMTETOT Ha NPOEKTUPaHeTO U
NPOM3BOACTBOTO HA MEAULUMHCKOTO CpeacTBo.

NocebHMTEe yCnoBM, BO CMUC/IA HA OBOj 3aKOH, Ce YCNOBM KOU MEAMLMHCKOTO
CpeAcTBO MOpa Aa ' UCMNOJHKM 3a Aa Ce KOPUCTU 3a NpeaBuaeHaTa HaMeHa.

[AnpeKTopoT Ha AreHuumjaTta rv nponuwaysa nobamMcKy onwTuTe n nocebHuTe ycnosu
wTto Tpeba Aa rv UCNonHaT MeaMUMHCKUTE CpeacTBa.

MeauUMHCKMTE CpeacTBa Ke ce cMeTaaT 3a 6e36eAHM ako ce M3paboTeHW COrmacHo
CO HauMOHanHuTe CTaHaapav u objaBeHn BO JIMCTaTa Ha CTaHAapAWTE 3a MeAWMLMHCKU
cpeacTsa.

[OnpekTopoT Ha AreHumjata ja objaByBa Jluctata Ha cTaHaapau 3a MeauuMHCKK
cpenctsa Bo "CnyxbeH BecHUK Ha Penybnunka MakeaoHuja".

IV. 3. OLIEHA HA COOBPA3HOCT HA
MEOVUMHCKUTE CPEACTBA

Ynen 117

MocTankaTta 3a oueHa Ha coobpas3HOCTa Ha MeAMUMHCKOTO CpPeAcTBO, BO CMUC/A Ha
OBOj 3aKOH, € rocTarnka 3a YTBpAyBame Ha AMPEKTeH WU WHAMPEKTEH HayuH fanuv
MEeOMLUMHCKOTO CpeaCTBO MM MCMOJSHYBa OMWTUTE M nocebHuTe yCnoBU YTBPAEHW BO
0OBOj 3aKOH .

MocTankaTta 3a oueHa Ha coobpasHOCTa Ha MeAUUMHCKUTE CpeacTBa CO OnwTute U
nocebHUTE yCNoBWU 3aBUCK Of KracuduKkaumjaTa Ha MeaULMHCKOTO CPeACTBO COOABETHA
Ha NOTEHUMjaNHNOT PU3NK U Ce BPLUX HA CNIe4HNOB HAYMH:

1) 3a MegnumMHCKMTE CcpeacTBa oA Knacata I, nponssoauTenuTe caMmm BpLaT oueHa Ha
Cco0bpa3HOoCTa Ha NMpov3BOAOT CO OMWTUTE U NOocebHWUTE YCNoBU U BP3 OCHOBa Ha Toa
CoCTaByBaaT WM3jaBa 3a COO0OPA3HOCT, OAHOCHO MOTBpAA Ha HMBHA COMCTBEHA
OOrOBOPHOCT. MCKNYYOK Ce MeAMUMHCKUTE CpeacTBa CO MEepeH MexaHu3aM U CTepUSIHU
MeAVLMHCKN CpeacTBa, 3a KoM Ce NMpuUMeHyBa nocTankaTta 3a OUeHa Kako 3a MeAMLMHCKU
cpeactBa oa knacute II wm III 3a oueHa Ha HMBHaTa MepHa GYyHKUMjA, OAHOCHO
CTEPWITHOCT U

2) 3a MeamumHckute cpeactea oA knacute II-a, II-6 wm III, ako rm mncnonHysaat
onwTuTe M nocebHMTe ycnoBu, TOoraw 3a HMB Ce wu3gaBa ceptudukat 3a EC-
co0bpa3HOCT 04 HOTUGMLUMPAHO TENO 3a OLeHa Ha coO0bpa3HOCT.

Ynen 118

MocTankaTa 3a oueHa Ha coobpa3HOCTa Ha MeAUUMHCKUTE CpeacTBa Ce BPLUMK:

- CO OueHa Ha coobpasHOCTa npeKky MHCTUTYUMK npeno3HaeHn Bo EBponckaTa yHuja,
OOHOCHO COOZBETHO TeNOo 3a OLeHa Ha coobpasHocTa Wiu

- NPeKy Tena OBNacTeHW OA4 CTpaHa Ha MUHUCTEPOT 3a 34paBCTBO BP3 OCHOBA Ha
NCMNONIHYBake Ha YC/IOBUTE 3a MPOCTOpP, OMpeMa M Kaaap HeonxoAeH 3a nocrarnkarta 3a
oueHa Ha coobpasHOCTa Ha ogpeaeH TMM Ha MeaAMUMHCKO CpeacTBo.

Ycnosute wto Tpeba da M MCNONHAT MHCTUTYUMMTE LWTO ja BpwaT oOueHaTa Ha
coobpasHOoCTa Ha oapedeHuM BMAOBM Ha MeAMUMHCKM CpeacTBa M MpOnuLiyBsa
[AunpekTopoT Ha AreHuujaTa
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IV. 4. O3HAYYBAHE HA MEAVNLUMHCKO CPEACTBO

YneH 119

Mpou3BOAUTENUTE HA MEAULMHCKUTE CPEeACTBa Ce AO/MKHWU [a I'M O3HayaT cBouTe
Npo13BOAX CO NMponuaHaTa 03Haka Ha Co0bpa3HOCT, BP3 OCHOBA Ha cepTUUKATOT 3a
coobpasHocCT.

Oapenbute oa 3akoHOT 3a 6e36egHOCT Ha MPOU3BOAMTE LITO Ce OAHecyBaaT Ha
3HAKOT 3a CO0DOpa3HOCT WM coapXXMHATa Ha CepTUPUMKATOT 3a Coobpas3HoCT ce
NpUMEHyYBaaT M 3a MEANLIMHCKUTE CPeaCTBa.

Mo UCKNy4OK 0A CTaBOT 2 Ha OBOj Y/1eH, MEAMUMHCKO CpeAcCTBO, Ynja coobpa3HOCT Co
onwTuTE U MNocebHMTE YCNOBM € MPOLEHETO oA TeNOo 3a OLeHa Ha Coobpa3HocTa,
OOHOCHO O HOTUMUUMPAHO Teno Npeno3HaeHo BO EBponckata yHuja, € O03HA4YeHO CO
EC o3Haka.

Mpon3BOAUTENOT Ha MEAMLMHCKO CPEACTBO 04 kKnacaTa I ro o3HavyyBa MEAMLIMHCKOTO
cpeacteo co EC o3Haka Bp3 OCHOBA Ha M3jaBaTa 3a COOBpPa3HOCT Aeka NPOV3BOAOT ru
NCMOJIHYBa YC/TIOBMTE YTBPAEHN BO OBOj 3aKOH.

Ce 3abpaHyBa O3Ha4yBah€ Ha MeAMUMHCKO CPeACTBO CO O3HakaTa O CTaBoT 3 Ha
OBOj Y/eH, aKO TakBOTO O3Ha4yBare He e BO COMMacHOCT CO OBOj 3aKOH.

Ynen 120
MeauuMHCKM CpeacTBa HaMEHeTM 3a@ K/MHUYKM  UCIUTYBaka W - cneuunjanHo
(HamMeHcko) n3paboTeHuTe MEAULMHCKM CpeaCcTBa He Ce 03HayyBaaT Ha HauvH yTBpAEH
COo uneHoT 119 o 0BOj 3aKOH.

IV. 5. NPON3BOACTBO HA MEANLIMHCKW
CPEACTBA

Ynen 121

Mpou3BoauTennTe Ha MeAMLIMHCKMTE CpeacTBa ce AO/MKHM Aa M UCNOoAHAT cleaHuBee
yCNnoBu:

1) pa ja npuvjaBaT cBojaTa AejHOCT BO AreHumjata npen MNOYHYBAHETO Ha
NPON3BOACTBOTO Ha MeAMUMHCKM CpeacTBa M Aa 6buaaT BHeCEHVM BO perncrapot Ha
NpoM3BOAUTENM HA MeaMUMHCKM CpeacTBa Bo Penybnvka MakenoHuja;

2) OejHoCTa Aa ja BpLlUaT Ha Ha4yMH CO KOj ce obe3benyBa cnpoBeayBakbe Ha CUCTEM
Ha KBaNUTET M 3allTUTa Ha jaBHOTO 34paBje;

3) fna umaat BpaboTeHO cooaBeTeH 6poj Ha NMUA CO 3aBPLUEHO COOABETHO
ob6pazoBaHMe NoBp3aHO CO NPOU3BOACTBOTO Ha MEAMLIMHCKOTO CPEACTBO;

4) oa MMaaT ocurypyBame 3a HaJOMECTOK Ha LTeTa NpUYMHETa Ha KOPUCHWUKOT WK
TPEeTo nmue U

5) pa npousBegyBaaT CaMO MeAMUMHCKM CpeacTBa LWITO Ce BO COrflacHOCT €O
NPONULIAHNTE YC/TI0BU O OBOj 3aKOH.

[OnpekTopoT Ha AreHumjata rM nponuwyBa nNOBGANCKUTE YCNOBM MO OAHOC Ha
NpOCTOPOT, OnpemMaTta M KagapoT WTo Tpeba Aa M MCNOAHAT MPOU3BOAUTENUTE Ha
MeAMLUMHCKN CPeACTBa, Kako M HajoMecToumuTe wTto Tpeba da ce nnarar.

Ynen 122
Mpou3BoauTenMTE Ha MEaMUMHCKU CPeacTBa Ce AO/MKHW Aa ce npuap)KyBaaT KOH
TEXHUYKUTE MPONUCK BO MPOLIECOT Ha MPOM3BOACTBO HAa MEAMLIMHCKMTE CpeacTBa Co
uen aa ja obes3benat HMBHaTa co0bpas3HOCT CO ONWTUTE N NOCEOHUTE YCITOBM.
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YneH 123

[pousBoanTennTe Ha MeaMUMHCKM CpeacTBa Ce 3anullyBaaT BO Peructapot Ha
npou3BOANTENN Ha MeaMUMHCKM CpPeAcTBa akO MOKpaj AoKa3 3a WUCMNOJSIHyBakbe Ha
ycrnosuTe of YneHoT 121 Ha 0BOj 3aKOH AoCTaBaT u:

- nogaTtouM 3a NPOCTOpPOT, OnpemMaTta, KagapoT W CUCTEMOT Ha KBajUTET Ha
Npou3BOANTENOT,

- aApeca Ha npov3BoAMTENOT M NOTBpAa 3a peructpaumja BO LleHTpanHWoT
perucrap,

- INCTa HA MeAMUMHCKN CpeacTBa WTO Ce npov3BeayBaaT M HMBHa Knacudukauuja
CO KOja Ce foKaXkyBa AeKa MeAMUMHCKUTE CpeacTBa Ce npou3BeayBaaT Ha HauuH CO KOj
ce obe3benyBa KBanUTET M 3alITUTA Ha jaBHOTO 34paBje M e BO COrfacHOCT CO OnwTuTe
N nocebHUTE YCroBu,

- nogaTtouM BO BpPCKa CO [AM3ajHOT, KOHTposaTa Ha KBajMTETOT M METOAOT Ha
O4p>XXyBarbe Ha MeAUMHCKUTE CpeacTBa U

- [OKA3 3@ OCMrypyBae 32 HAAOMECTOK Ha LUTETA KOja Moxe Aa buae npuynHeTa Ha
KOPUCHUKOT MW TPETO Nnue.

AreHuumjata Bo pok og 90 geHa ro uHdOpMMpa MNpOM3BOAUTENOT 3@ HEroBOTO
3anuLLyBare BO PErncTapoT Ha NPOU3BOAMTENN HA MeAUUMHCKM CpeacTBa.

POKOT 0f1 CTABOT 2 Ha OBOj Y/IEH NMPECTaHyBa Aa Teye oA [IEHOT Kora AreHuujaTta ke
nobapa o4 nNpov3BOAMTENOT Aa [AOCTaBM AOMOMHUTENHA AOKYMEeHTauuja, OAHOCHO
noaaToLM 3a KoM Ce CMeTa [ieKa ce HeOMNXOoAHU M POKOT NPOoAO/KYBa Aa Teue o4 AEHOT
Ha MCMOSIHYBaHeTO Ha H6apareTo Ha AreHuumjaTa.

MpousBoauMTenMTe Ha MEAMUMHCKM CpeacTBa  pernctpupanHm Bo  Penybnuka
MakefoHWja BpWAT peaoBHO aXypuparbe Ha AOCTaBeHUTe WHGopMauun u rm
AocTaByBaaT A0 AreHuujata cuTe LOKYMEHTW, OQHOCHO MHQOpMauMn BO OOHOC Ha cuTe
NMPOMEHNM BO MpOLECOT Ha MPOM3BOACTBOTO, CreumMdukaummTe Ha MeauuMHCKUTE
CpeacTBa, Kako 1 apyru nHgopmaumm penieBaHTHU 3a jaBHOTO 34pasje.

Mpon3BOACTBOTO ja BKAydyBa W npofaxkbaTta Ha MeaMUMHCKU CpeacTBa Ha MnpaBHU
Mua  perucTpyvpaHm 3a MNpOMET Ha rofemMo unm GuU3MYKM nuvua - noeavHedHu
KOPUCHULM.

[npekTopoT Ha AreHuujaTa rv nponuwysa dhopMmaTta U coapXxmHaTa Ha 0bpaseuoT Ha
bapareTo 1 hopmaTa Ha AOKyMeHTaumjaTa Koja Tpeba fa ce AOCTaBu 3a 3anuLlyBare
BO perncrapoT Ha Npov3BOAUTENN HAa MeAMUMHCKM CPeACTBa, Kako W HagoMecTouuTte
wTo Tpeba aa ce nnaTtar.

UneHn 124
Bo cnyyaj MeanuUMHCKOTO CpeAcCTBO Aa e Npou3BedeHO BO CTPaHCTBO, AO/MKHOCTUTE
Ha NpoM3BOAUTENOT ' Npe3emMa YBO3HMKOT Ha MeAULMHCKOTO CpeacTtBo Bo Penybnuka
MakepnoHuja.

IV. 6. MPOMET CO MEANMUMNHCKN CPEACTBA

YneHn 125
MpoMeT co MeANLIMHCKM CpeacTBa ondaka yBo3, M3B03, MPOMET HA roIEMO M NMPOMET
Ha Mano.

YneH 126
MpoMeT Ha rofieMo CO MEeAMLMHCKM cpeacTBa ondaka CHabayBatbe, CKnaavpatbe,
TPaHCNOpT, AUCTpMbyuMja 1 npogaxba Ha MeaAMUMHCKUTE CpeacTBa, Kako U YBO3 U U3BO3.
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MpOMET Ha rofeMo Co MeAULMHCKN CPeacTBa Ce BPLUM CaMo Ofi CTPaHa Ha MpaBHU
ML 3anuLLaHN BO PErMCTapoT Ha MpPaBHM NMLA 33 NMPOMET Ha rofIeMO CO MEAMLIMHCKM
cpeacrTea.

MpaBHUTE NNLIA KOW BpLUAT MPOMET Ha rofIEMO CO MEAULIMHCKM CPeACTBa MOXaT /Ja
KyrnyBaaT W npoAaBaaT CaMO MeAULMHCKM CPeacTBa BO COMMAcHOCT CO OMWTUTE U
NocebHM YCNoBM YTBPAEHN CO OBOj 3aKOH U aKO CE COOZIBETHO O3HAYEHMW.

MpaBHUTE NML@ KOW BpLLAT MPOMET CO FOSIEMO CO MEAMLIMHCKU CPeACTBa MOXaT /Ja
KyrnyBaaT W npofaBaaT MeAuMLMHCKU CPeACTBA Ha MPaBHM NWLA KOW Ce 3anullaHu BO
PErncTapoT Ha NPOU3BOAMTENIM HAa MEAULIMHCKM CPEACTBA M MpPaBHU JiML@ KoM  ce
3anuLLaHN BO PErMcTapoT 3a NPOMET Ha rofIeMO M Masio CoO MeAULIMHCKM CPeacTBa.

MpaBHUTE NMLA KOW BPLAT MPOMET Ha rONEMO CO MEAMLMHCKUM Cpeactsa W
NPOM3BOAUTENNTE Ha MEAULIMHCKM CPEACTBA CE [O/HKHM [1a ja AocTaeaT Ao AreHuujaTta
NpoM3BOAHATA LieHa HA MeAULIMHCKOTO CPEeACTBO, @ Beneaporepujata YBO3HUK, Kako U
HOCUTENOT Ha 0A0BPEHMETO 3a NapaneseH YBo3 Ha MeIMLIMHCKOTO CPEACTBO Ce [O/MKHU
Aa ja aocTaBaT Ao AreHuunjaTa yBo3HaTa LieHa Ha MEMLIMHCKOTO CPeaCTBoO.

Ynen 127

MNpaBHUTE NMUA KOM BPLUAT MPOMET Ha rosieMo CO MeAULMHCKM CpeacTBa Ce AO0/MKHM
Aa r'M UcnonHaT cneaHnBe yCnoBu:

1) pa ja npujaBaTt cBojaTa aKTMBHOCT BO AreHuujata npeg noyHyBake CO NPOMETOT
Ha rosieMo Co MeaULMHCKM CpeacTBa U [a Ce 3anuliaHu BO PernctapoT Ha NpaBHU nuua
3a MPOMET Ha rosieMo CoO MeaAnLMHCKN CPeAcCTBa;

2) pa wuMmaaT BpaboTeHO coooaBeTeH 6poj Ha /MuUa@ CO 3aBPLIEHO BUCOKO
obpazoBaHue og obnacta Ha MeamumHaTta, dapmaumjata UM CToMaToNorunjaTa;

3) NpOMETOT Ha roneMo CoO MeaAMUMHCKM CPeAacTBa Aa Ce BPLUM HA HA4MH CO KOj ce
obe3benyBa cnpoBefyBakbe Ha CUCTEM Ha KBANUTET M 3alUTUTa Ha jaBHOTO 34pasje;

4) ga wMmaat BpaboTeHO Nuue Koe € OArOoBOPHO 3a Cnefere U U3BEeCTyBare Ha
HecakaHuTe edeKTu N peakLmn BO COrNacHOCT co oapeabuTte Ha OBOj 3aKOH M Aa MMaaT
BpaboTeHO cooaBeTeH 6poj nnua Co 3aBpLUEHO COOABETHO 0bpa3oBaHME NOBP3aHO CO
NPOMETOT Ha MeAULUMHCKOTO CPeaCTBO U

5) npoMeToT Ha roneMo CO MeAMUMHCKM CpeacTBa Aa € BO COMNacHOCT Co
NPOMNULLIAHUTE OMNWTN U NOCebHM YCNOBM YTBPAEHW CO OBOj 3aKOH U MeaMUMHCKUTE
cpeacTBa [a ce COOABETHO O3HAYEHM.

YneH 128

[paBHWTE NMUa KOM BpwAT MPOMET Ha roneMo CO MeaMUMHCKU CpeacTtBa npwu
3anuLlyBaHETO BO PErncrapoT ce AO0/HKHKU, NOoKpaj A0Ka3 3a UCMOJIHYBakbe Ha YyCnoBuTe
oA yneHoT 127 Ha 0BOj 3aKOH Aa v AOCTaBaT M CefHMBE NnoaaToum:

- aJpeca Ha NpPaBHOTO NUUE 3a MPOMET Ha rosieMo CO MeAMUMHCKW CPeacTsa M
noTepAa 3a perucrtpaumja og LieHTpanHWOT perncrap u

- JIMCTAa Ha MeaMUMHCKU CpeAcCcTBa LITO Ke MM MpoAaBa Ha rofemMo, Kako M HUMBHA
Knacndmkaumja.

YneHn 129
AreHumjata BO pok oA 90 geHa e OO/MKHA fa ro M3BeCcTM MNpPaBHOTO nue 3a
3anuiyBarbeTO BO PErnMCTapoT Ha NpaBHU NMua 3a NMPOMET Ha rosieMo Co MeANLMHCKU
cpeacrTea.
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PoOKOT oA CcTaBOT 1 Ha OBOj Y/ieH npecTaHyBa Aa Tede oA AeHOT Kora AreHuujaTta
Ke nobapa oA MpaBHOTO NuUe 3a MPOMET CO MeAMUMHCKM CpeacTBa Aa [AOCTaBu
AOMNONIHUTENIHA [JOKYMeHTauuja, OAHOCHO nodaTouu 3a KOM Ce CMeTa [Jeka ce
HEeONXoAHW W pPOKOT MpOAO/KYBa [Aa Teye O [AEHOT Ha WCMOSHYBakeTo Ha
b6apareTo Ha AreHuujaTa.

MpaBHMTE AMUa 3@ MNPOMET Ha rOfIEMO CO MeAMUMHCKM CPeacTBa 3anullaHu BO
perncTapoT, ce AO/MKHN Aa BpLIaT pefoBHO aXypupare Ha AOoCTaBeHuTe MHbopMaLmm
M fa pocrtaeat Ao AreHuujaTta AOKyMeHTaumja, 04HOCHO MHGOpMauuKn 3a cMTe NPOMEHU
BO aKTMBHOCTUTE Ha NPOMETOT Ha rofIeMo, a LWTO ro 3aceraaT jaBHOTO 34pasje.

[OnpekTopoT Ha AreHumjata rv nponuwysa nNOGAMCKMTE YCNOBM MO OAHOC Ha
NPOCTOPOT, onpeMaTa U KagapoT, AOKyMeHTauuMjaTa 3a 3anuyBarbe BO PerncrtapoT Ha
NnpaBHM MUaA 3a NPOMET Ha rofIEeMO CO MeAMUMHCKM CpeacTBa, Kako M HagomecTouuTe
wTo Tpeba aa ce nnaTtar.

YneH 130

MpoMeT Ha Mano CO MeAMUMHCKM CpeacTBa orndaka cHabayBarbe, CKIaaMparse,
yyBahe M Npoaak6a Ha MeanUMHCKN CpeacTBa Ha NOeANHEYHN KOPUCHULIN.

MeauuWHCKUTE CpeacTBa ce npoAaBaaT Ha Mano BO anTeku WU/Wnau cneumjannsmpaHmu
NpoAaBHULMN.

3a NpoMeTOoT Ha Mano CO MeaMUMHCKM CpeacTBa BO anTeKn COOABETHO ce
npvMeHyBaaT ofpeabuTe Ha OBOj 3aKOH LUTO Ce OAHecyBaaT Ha NPOMETOT Ha Mano co
NEKOBM.

MpaBHUTE NMUa KOM BpLIAT NPOMET Ha Mano CO MeAMUMHCKM CpeacTBa ce AO/MKHU Aa
KynyBaaT MeaMUMHCKM CpeacCTBa CaMO O MPaBHM Nvua 3anuvliaHM BO PEerMcrapoT Ha
NpaBHM NMLA 3a NPOMET Ha rofemMo Co MeANUMHCKN CpeacTBa.

CneunjanuanpaHuTe nNpoOAABHMLM KOWM BpLAT MPOMET Ha Mano CO MeAULMHCKK
CpeAcTBa ce AO/MKHU Aa MM UCMONHAT CrieaHnBe yCoBu:

1) pa ja npujaeBaTt cBojaTa akTMBHOCT BO AreHuujata npes no4YHyBame CO MPOMET Ha
Mano Co MeaAMUMHCKWN CpeacTBa U Aa Ce 3arnuwiaHn BO perncTapoT Ha cneuunjanmanpaHm
NpOoAABHULUM 3a MEANLMHCKN CPeaCTBa;

2) aKTMBHOCTA Aa ja BpLIAT Ha HayMH CO Koj ce obe3benyBa cnpoBedyBare€ Ha
CUCTEMOT Ha KBANWUTET M 3alUTUTa Ha jaBHOTO 34pasje;

3) pa wMaat BpaboTeHo cooaseTeH 6poj NMUA CO  3aBPLUAEHO COOABETHO
obpaszoBaHue;

4) Aa vMa BpaboTeHO nunue co HajMasKy 3aBpLIeHO cpeaHo obpa3oBaHune of obnacta
Ha MeauumHaTa, dapMaunjata MAM CTOMaTosIoOrMjaTa, KOoe € OArOBOPHO 3a CreaeH-e U
N3BECTYBar-€ Ha HecakaHuTe ehekTn 1 peakuun 1

5) npoMeToT Ha Mano CO MeauMUMHCKM CpeactBa fa € BO COMNacHOCT €O
NPONULLIAHUTE ONWTKU M NocebHM yCnoBM YTBPAEHM CO OBOj 3aKOH M Aa Ce COOABETHO
O3HaYeHM.

AreHumjata Bo pok oa 90 geHa e [oMKHA Aa ro M3BEeCTU MpaBHOTO nuvue 3a
3anvwyBaHkbeTO BO pPerncrapoTr Ha creuunjanusnpaHn nNpoAaBHUUM 33 MeaWMUMHCKU
CpeacTBa, AOKONKY MM UCMOSIHYBA YCNOBUTE NPeaBUAEHN BO CTAaBOT 5 Ha OBOj YNeEH.

POKOT 0f1 CTABOT 6 Ha OBOj YNIEH NPECTaHyBa Aa Teye oA [IeHOT Kora AreHuujaTta ke
nobapa oA crneunjanuanpaHata NpoAaBHMLA 3@ MeAVUMHCKM CpeacTBa  Aa [0CTaBu
AONONMHUTENHA [OKYMEHTauuja, OAHOCHO MoAaTouM 3a KOM Cce CMeTa [eka ce
HEONXOAHW U POKOT NPOAOSIKYBA Aa Teye o4 AEHOT Ha UCMNOSHYBareTO Ha bapareTo
Ha AreHuujaTa.
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CneuuvjanusnpaHMte nNpoAaBHUUM 3@ MEAUMUMHCKM CPeAacTBa  3anuliaHn  BO
perncTtapoTr Ha crneuunjanMsavpaHn npoAaBHUUM Ce [AO/MDKHW [a BplaT pefoBHO
axypvpawe Ha [ocTaBeHuTe WHMOpMauMM U fda  pgoctaBaT Ao  AreHuujaTa
[IOKYMeHTauuja, 0AHOCHO MHQOpPMaUMN 3a CUTE MPOMEHN BO aKTUBHOCTUTE Ha MPOMET
Ha Mano, a WTOo ro 3aceraat jaBHOTO 34pasje.

[AnpekTopoT Ha AreHuujata rm npornuiysBa YCNOBUTE MO OAHOC Ha MpPOCTOPOT,
onpeMaTta, KafapoT v notpebHaTa AOKyMeHTauuja 3a 3anuwyBarbe BO Perucrapot Ha
creunjanMsaMpaHn NpoAaBHULUM 3@ MeAULMHCKM CPeACTBa, Kako U HagoMecTouuTe LWTo
Tpeba ga ce nnarar.

Ynen 131

AreHuunjata BOAM permMctap Ha MNpOW3BOAMTENN W PErncTap Ha MpaBHM NnuUa Kowu
BpLUIAT MPOMET Ha rofeMO WM MPOMET Ha Mano CO MEAUUMHCKM CpeacTBa, Kako U
permcrap Ha MeaMUMHCKM CpeacTBa AOCTanHU Ha na3apoT Bo Penybnvka MakeaoHwuja.

[AnpeKkTopoT Ha AreHuumjata rv nponuwysa ¢opMaTta M COApXXUHATA Ha perucrpuTe
04 CTaBOT 1 Ha OBOj YN€H, HAYMHOT Ha HMBHOTO BOAEHE, HAYMHOT Ha AdaBarbe Ha
noaaToun o4 perncTpuTe, Kako U HaAoMeCcToumUTe NOBP3aHN CO eBUAEHTUPaHETO.

Copp>xvHaTa Ha obpaseuoT Ha bapareTo M noTpebHaTa AOKyMeHTaumja Koja Tpeba
Ja Ce [O0CTaBM 3a 3anuillyBakbe Ha MeaMuMHCKUTE cpeactBa BO Perucrapot Ha
MeOMUMHCKN cpeactBa BO Penybnvka MakegoHuja ja nponuilyBa AMPEKTOPOT Ha
AreHuujaTa.

YneH 131-a

MapaneneH yBO3 Ha MeAMUMHCKM CpeacTBa Ha Teputopujata Ha Penybnuka
MakenoHuja MoXe [a BpLUM Beneaporepuvja Koja uMa ogobpeHune 3a NpoMeT Ha roseMo
CO MeAMLMHCKN CpeacTBa M3aaAeHo of HagnexeH opraH Bo Penybnvka MakegoHuja.

3a Bplere Ha napaneneH yBO3 Ha MeAMUMHCKO CPeacTBO Ha TepuTopujaTa Ha
Penybnnka MakenoHuja, Benegporepvjata of CTaBoT 1 Ha OBOj 4feH, OAHOCHO
3ApaBCTBEHaTa yCcTaHoBa oA 4neHoT 131-6 ctaB 1 o4 0BOj 3akOH, NOTpebHOo e Aa MMa
BaXeyko ofobpeHve 3a napanesneH yBo3 Ha MeAUUMHCKO CpeacTBO, U3aAeHOo COrnacHo
CO OBOj 3aKOH.

3a Bplewe Ha napaneneH yBO3 Ha MeaWMUMHCKW CpeacTBa Benegporepuwjata of,
CTaBoT 1 Ha OBOj YseH, OAHOCHO 3ApaBCTBEHaTa yCcTaHoBa o4 uneHoT 131-6 ctaB 1 oA
OBOj 3akOH nogHecyBa 6Oaparbe A0 AreHuujaTa CcO cnegHaBa [AOKYMeHTauuja W
noaaToum:

1) nopgatouM 3a MeaMUMHCKOTO CpeAcTBO KOe e 3arnuaHO BO PerncrapoT Ha
MEAULIMHCKN cpeacTBa Bo Penybnunka MakedooHWja M Koe Ce Haora BO MPOMET BO
Penybnuka MakegoHuja (MMe M FeHEepuyKo MMe Ha MeAMUMHCKOTO CPeacTBO, OnwTo
MMe Ha rpynaTta Ha MeauMUMHCKOTO CPeacTBO, AeKapupaHa HaMeHa M KpaToK OnuC Ha
MEeAMUMHCKOTO CpeacTBO, Kfaca Ha  MeaMUMHCKOTO  CpeacTBO,  WMMETO  Ha
Npov3BOANTENOT U MECTOTO Ha NMPOM3BOACTBO Ha MeAMLMHCKOTO CpeacTBO, SCTa Co
cuTe TuNoBM W Mopenu (BapujaHTh) Ha MeOUUMHCKO cpeactso, wudpa 3a
naeHtTudunkaumja - EAH koa, ogHocHo BAP koa Ha MeAMUMHCKOTO CPeAacTBO M 06sMKOT,
NakyBameTo WM AWMEH3MjaTa Ha MeauMUuMHCKOTO CpeactBo, 6pojoT noa koe e
3anuLWaHo BO PernctapoT Ha MeaMUMHCKK cpeacTBa Ha Penybnvka MakegoHuja, MMe Ha
NOAHOCUTENOT Ha bapareTo 3a 3anuilyBake BO permcrapor);
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2) nogaToum 3a MeAUUMHCKOTO CpeacTBO 3a Koe ce nogHecyBa bapame 3a fobvBarbe
Ha oaobpeHue 3a napaneneH yBo3 (MMe M reHepuyKo MMe Ha MeaUUMHCKOTO CPeacTBo,
OMNwTO MMEe Ha rpynata Ha MeaMUMHCKOTO CPeACTBO, AeKnapupaHa HaMeHa M KpaTok
ONNC Ha MEeAMLMHCKOTO CpeacTBO, Knaca Ha MeAMUMHCKOTO CpeacTBO, IMCTa CO cuTe
TUMNOBM N MoAenu (BapujaHTK) Ha MeaMUMHCKO CpeacTBo, Wwudpa 3a naeHTudmkaumja -
EAH koa, ogHocHo BAP koa Ha MeaMUMHCKOTO CpeacTBO M OBAMKOT, NMakyBaHETO WM
ANMEeH3MjaTa Ha MeAMUMHCKOTO CpeacTBO, 3eMja of Koja MeaAMUMHCKOTO CpeacTBo ce
yBe3yBa W Ce Haora BO npoMeT, 6poj Ha omobpeHWe Mnoa Koe e 3anuilaHo
MEOMLUMHCKOTO CpeacCTBO nped  HAANeXHUMOT OopraH BO 3eMjata o4 Kage wTo
MeANLUMHCKOTO CpeACTBO Ce YBe3yBa, Ha3uB U ceamwiTe Ha NogHOCUTENOoT Ha bapareTo
3a CTaBake Ha MeAMLMHCKOTO CpeacCTBO BO MPOMET BO 3eMjaTa 04 Kaje WTo ce
yBe3yBa, Ha3uB U CeauLlTe Ha MPOU3BOAUTENOT HAa MEAUUMHCKOTO CpeacTBO M agpeca
Ha MeCTOTO Ha MpPOM3BOACTBO, HAa3WB M CeaMliTe Ha MpaBHOTO NMUe o4 Koe ce
HabaByBa MeAWUMHCKOTO CpeacTBo);

3) nogaTouM 3a pasNKM Mery MeAMLUMHCKOTO CpeacTBO 3a Koe ce MNoAHecyBa
6aparbe U MeAMLMHCKOTO CpeACTBO LUTO € 3amnuliaHO BO PeructapoT Ha MeaMUMHCKU
cpeactsa Ha Penybnuka MakefoHuwja (pasnukyM BO FONEeMMHATa Ha CeKyHAApHOTO
nakyBake Ha MeAMUMHCKOTO CpeacTBO, pa3fvkM BO nogaTtouuTe Ha ambanaxarta u
ynaTcTBOTO 3a Yynotpeba Ha MEeAMUMHCKOTO CPEeACTBO KOe BeKe € 3anullaHo BOo
perncTtapoT Ha MeauvuMHCKUTE cpeactBa Ha Penybnuka MakegoHuja), [OKOKY
nocrojar;

4) u3jaBa geka pAenoBuTe o4 NPOLECOT Ha MpOM3BOACTBOTO Ha MeAMUMHCKOTO
CcpeacTBo (CTaBame HanenHuua M BMETHyBakbe Ha ynaTcTBO 3a ynoTpeba) wTo e
npeaMeT Ha napaneneH yBO3 Ke Ce BplM oA CTpaHa Ha Beneaporepujata koja e
nogHocuten Ha 6apareTo;

5) pokas pgeka nogHocuTenoT Ha 6HaparmeTo uMa BpaboTeHO nvue CO 3aBpLUEHO
BMCOKO obpasoBaHuve of obnacta Ha MeauuuHata unu gapmauujata, 0OAroBOPHO 3a
MaTepuoBMrnnaHua, Co MoaaTouM 3a UMe W npe3vMe, CTpyYHa MoAroToBKa W
TenedoHCcKn 6poj 3a KOHTAKT 3apaan NocTojaHa AOCTanHoCT;

6) [oKa3 3a ocurypyBame 3a MeanUMHCKOTO CpeacTBO LWTO € NpeaMeT Ha rnapaneneH
YyBO3, Ba)XKeuKo 3a TepuTopuja Ha Penybnuka MakenoHwuja;

7) ceptndmkat 3a EC coobpasHocTt u eBponcka EC um3jaBa 3a coobpasHOCT of
NPOU3BOAMTENOT HAa MEeAMUMHCKOTO CPeACTBO 3a MeAMUMHCKO CpeacTBO oA knaca I
(cTepunHO vnuM co MepeH MHCTpPyMeHT), knaca II a, knaca II 6, knaca III n akTMBHO
UMMIAHTUOMNHO MEeAUUMHCKO CpeacTBO, OAHOCHO 3a MeAMUMHCKO CPeacTBO oA knaca I
M 3@ WMH BUTPO AMNjarHOCTUYKO MeauUMHCKO cpeactBo eBponcka EC u3jaBa 3a
Cco0bpa3HOCT 04 NPOM3BOAMTENOT HA MeAMLIMHCKOTO CPeaCTBo;

8) wusjaBa oa nogHocuTenoT Ha 6GapakeTo Aeka MeaMUMHCKOTO CpeacTBO BO
NnakyBareTO BO KOewTo ce yBe3dyBa BO Penybnuka MakegoHuja v e npeaMeT Ha
napaneneH yBo3 ce Haofa BO MPOMET BO 3eMjaTa 04 Kaje LITO Ce BpLUM MapanesieH
YBO3 Ha MeAUUMHCKOTO CpeacTBO CO NoAaTouM 3a MeaMUMHCKOTO CpeacTBo oA
HagnexeH opraH AOKOMKY UCTUTE MOoXe Aa ce obe3bepaT oA jaBHO AocTanHata Beb
CTpaHMLA Ha HAANEXHWOT OpraH;

9) u3jaBa Aeka yBO3HUKOT HAa MeAMLMHCKOTO CPeACTBO He e BO KOMepuuMjaniHa BPCKa,
OAHOCHO KanuTanHO MoBp3aH CO MNOAHOCUTENOT Ha 6apareTo 3a 3anvwyBake Ha
MEeOMLUMHCKOTO CPeaCcTBO BO PerncrtapoT Ha MeauuMHCKM cpeactBa BO Penybnuka
MakepnoHuja;
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10) porosop co npaBHOTO nnue (Beneaporepuja) o4 Koe ce HabasyBa MeAULIMHCKOTO
CPeAcTBo;

11) po3Bona 3a NPOMET Ha roneMo Ha MpaBHOTO nuMue of koe ce Habasysa
MeAMUMHCKOTO CpeaCcTBO BO 3eMjaTa o4 Kaje LWTo Ce BplKW napanenHuoT YBO3,
n3gageHa o4 Haa/leXeH opraH, CO MNpeBoA OA4 CyACKM npeBedyBad Ha TEKCTOT Ha
MaKe[OHCKM ja3nK 1 HEroBOTO KMPUCKO MUCMO;

12) ynaTtctBO 3a ynoTpeba koewTo e ogobpeHo BO 3eMjaTa oA Kaje LITO Ce BpLUM
napaneneH yBo3 CO MpeBOA 04 CYACKWM MpeBedyBad Ha COAPXWMHATa Ha TEKCTOT Ha
MaKe[OHCKM ja3nK 1 HEroBOTO KMPUICKO MUCMO;

13) npeanor Ha ynaTcTBO 3a yrnoTpeba Ha MakeAOHCKM ja3uK U HEroBOTO KMPWIICKO
NMMCMO, CO HaBedyBarb€ Ha MOAATOLM 3@ HOCUMTENOT Ha ofobpeHMeTo 3a Mnapanened
YBO3 U 3a pasinkuTe, AOKOJIKY NocTojarT;

14) HagBOpeLHO nakyBake Ha MeaMUMHCKOTO CpeACTBO Of 3eMjaTa o4 Kaje LTo ce
BpLUM NapanenHuoT YBO3 U

15) pononHuTenHa HanenHuua WTO o COAPXW O3HAYyBaH€TO Ha MaKyBareTO Ha
MaKe[OHCKM ja3nK U HEroBOTO KMPUIICKO NMUCMO.

AreHuuwjata u3gaea npuBpeMeHo opobpeHve 3a napaneseH YBO3 Ha MeaUMLMHCKO
CpeACTBO BO POK 04 OCyM pabOTHM AeHa oA AeHOT Ha NoAHecyBaHeTo Ha b6apareTo Cco
LenoKynHaTta AOKYMeHTauuja M nogaToun o CTaBoT 3 Ha OBOj 4ieH, BO Koe ce
HaBeJeHN HOCUTENOT Ha 0A0bpeHUEeTOo 3a napanenieH yBo3 Ha MeAMUMHCKO CPeacTBo,
NMe N reHepuyKko MMe Ha MeAUUMHCKOTO CPeACTBO, Knaca Ha MeaAMUMHCKOTO CPpeacTBo,
MMETO Ha MPOM3BOAUTENOT MU MECTOTO Ha NPOM3BOACTBO HAa MeAMUMHCKOTO CPeacTBo,
ICTa CO CcuTe TMMNOBM M Mogenu (BapujaHTM) HA MeaMUMHCKO CPeacTBo, Wwudpa 3a
naeHtndukaunja (EAH koa) Ha MeaMUMHCKOTO CpeacTBO U OBMMKOT, NMakyBareTo WUAn
AMMeH3MjaTa Ha MeAMUMHCKOTO CpeACTBO, HauMH Ha uM3[aBarbe Ha MeauUMHCKOTO
CPeAcCTBO, 3eMjaTa o4 Kaje LTO Ce BpLM napasnesHuoT YyBO3 U BeneaporepumTe o4 Kou
ce BpLUM NapanenHuoT YBO3 Ha MeANLUMHCKOTO CPeACTBO Of, 3eMjaTa U3BO3HMK.

Co npuBpeMeHOTO opaobpeHWe 3a napaneneH YBO3 Ha MeaMUMHCKO CpeacTBo
Besiegporepujata o4 CTaBOT 1 Ha OBOj UeH MOXe Aa Y4eCTBYBa BO MOCTAMKM 3a jaBHU
HabaBkM 1 Aa CKNyyyBa AOrOBOPU 3a UCMOpaKa Ha MeaAMUMHCKU CpeacTBa.

Mo uUenocHo nnakake Ha HaJOMECTOKOT 3a AobuBare Ha oaobpeHneTo 3a
napaneneH yBo3 Ha MeaAMUMHCKOTO CpeacTBO, AreHunjata BO poK o4 TpW AeHa u3jasa
ogobpeHve 3a napaneneH yBO3 Ha MeAMUMHCKOTO CpPeACTBO CO BaXKHOCT Of [ABe
roAvHW, Koe rM coapXXu nogaToumTe KOW MM COApXW NpUBpPEMEHOTO ogobpeHne n co
Koe ce YKMHyBa NpuBpeMeHOTO oaobpeHue.

3a cekoja HaCTaHaTa MpoMeHa Ha MeAMUMHCKOTO CPeAacTBO Mo AobuBameTo Ha
oaobpeHneTo 3a napaneneH yBo3 HOCUTENOT Ha 040bpeHneTo rm cnean cute NPOMeHu
IUTO K& HacTaHaT Kaj MeAMLMHCKOTO CPeACTBO BO 3eMjaTa o[ Kaje LWTO Ce BpLuu
napanenHuoT YBO3 M ja u3BecTyBa AreHuujaTta, BO pok oa 60 AeHa o4 AEHOT Kora Ke
Bfe3e BO CMia NpoMeHaTa BO 3eMjaTa Of Kafe LWTO Ce BpwuM napanefnieH yBo3 Ha
MeANUMHCKOTO CcpeacTBo. Bo npwnor ce AgoctaByBa WM [OKa3 Of HaANIEXHUOT OpraH Ha
3eMjaTa O Kaje LWTO ce BpWM MapanenHuoT YBO3 Aeka e ogobpeHa HacTaHaTaTa
npomeHa.

HocuTtenoT Ha ofobpeHneTo 3a napaneneH yBo3 Ha MeAUUMHCKO CPeACTBO e AO0/MKeH
Aa ja n3eectn AreHuujata BO C/ydaj Ha MOBJIEKYBaHe Ha MEAUMUMHCKOTO CPeACTBO Of,
NpPOMEeT BO 3eMjaTa oA Kafe LITO Ce BpLUM napaneneH yBo3 BO poK oA 15 aeHa oA aeHoTt
Ha MOBMEKYBAHETO Ha MeANLUMHCKOTO CPeACTBO Of MPOMET.
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AreHuujaTa ro YyKMHyBa OJOBPEHMETO 33 MapaneneH YyBO3 Ha MeAULIMHCKOTO
CPEACTBO BO C/ly4yaj Ha MOBNEKYBAHETO Ha MEAMLIMHCKOTO CPEACTBO Of MPOMET BO
3eMjaTa oA KaZe LITO Ce BPLUM MapaneneH yBoa.

YneH 131-6

30paBCcTBEHATa YCTAHOBA WCKAYYMBO 3@ COMCTBEHM nNOTpebu MoXe Aa BpLUM
napaneneH yBo3 Ha MeAULMHCKN CpeacTaa.

30paBCcTBEHATa YCTaHOBa Of CTaBOT 1 Ha OBOj YNEH He CcMee Aa BpLUM MPOMET Ha
MEeAULNMHCKN CPeACTBa YBE3EHM COrNacHO CO CTaBoT 1 Ha OBOj YneH.

Mo MCKNy4oK OA CTaBOT 2 Ha OBOj YNEH 3[paBCTBEHATa YCTaHOBA CO COMNMAcHOCT o
MWHNCTEPCTBOTO 3a 3A4PaBCTBO MOXE Aa M'M OTCTanu Ha jaBHa 3A4paBCTBEHa YCTaHOBA
MeAMLIMHCKUTE CPeACTBa YBE3eHM COrflacHO CO CTaBOT 1 Ha OBOj YNEeH MO ucTaTa LeHa
Mo KOja 34paBCTBEHATA YCTaHOBA MO M3BpLUM/A NapanesHNOT YBO3.

IV. 5. O3HAYYBAHE HA MEAVUUMHCKW CPEACTBA

Ynen 132

MeanunHCKUTE CpeacTBa LTO Ce BO NPOMET Mopa Aa buaaTt o3Ha4yeHn BO COrNacHoOCT
CO oapeabute Ha OBOj 3aKOH, Ha HAABOPELWHOTO M KOHTAKHOTO MaKyBake Ha
MaKe[OHCKM ja3uK U HEroBOTO KMPUICKO MMCMO M Aa coapkaT ynaTcTBo 3a ynoTtpeba.

MeanuUMHCKOTO CpeacTBo Mopa Aa buae 03HayeHO Ha rnakyBaHeTo HajMasnky Co:

- MHOpMaLUMK 3a NPON3BOAUTENOT, OAHOCHO YBO3HMKOT,

- WHdopMauuM noTpebHM 3a uaeHTUdUKauMja Ha MeaAMUMHCKOTO CpeacTtBo M
coap>XXnHaTa Ha NakyBaHETO,

- noTpebHuTe o3Haku (,CTepunHo”, ,cneunjanHo HanpaBeHO”, ,3a KIMHUYKK
ncnuTyeara” , " 3a egHoKpaTHa ynotpeba “ u apyru),

- KOA 3a naeHTudunkaumja,

- POK Ha ynoTtpeba,

- YCNOBW 3a CKaguparse,

- crneuunjaneH HaunH Ha KOpUCTeHe,

- npegynpeaysakba U

- HaMeHa W ApyrM wuHdOpMauuu MnoBp3aHWM CO COOABETHOTO KOPUCTEHE Ha
CpencTBOTO WTO ro 3aceraat jaBHOTO 34pasje.

YnaTcTBOTO 3a ynotpeba Ha MeauUMHCKOTO CpeAcTBO Mopa Aa buae HanuwaHo Ha
MaKefOHCKM ja3uK U HEroBOTO KMPUIICKO MUCMO.

YnaTcTBOTO 3a ynotpeba Ha MeAMUMHCKOTO CpefacTBO OCBEH WHdbopMmauuuTe of,
CTaBoT 2 Ha OBOj YfeH, Mopa Ada coapXu W WHdOpMaumMnM 3a HecakaHuTe edekTu,
[AeTann 3a cooABeTHaTa MHCTanaumja M npoBepka Ha ajekBaTHaTa ynoTpeba, Kako u
Apyru nHdopMauumn 3a MeEAULIMHCKOTO CpeacTBo.

[AvpekTopoT Ha AreHuujaTa ja nponuuyBa COAPXXMHATA M HAYMHOT Ha O3HayyBaHEe
Ha HaABOPELWHOTO M KOHTAKHOTO MaKyBake, Kako W ynaTCTBOTO 3a ynoTtpeba Ha
MeAMLUMHCKOTO CpeacTBo.

IV. 6. KIIMHWYKN UCTTUTYBAHA HA
MEONUMHCKW CPEACTBA

YneH 133
KAnHW4YkMTE MCnuTyBaka Ha MeaANUMHCKUTE CpeacTBa Ce OAHEeCyBaaT Ha OTKpUBaHE,
OOQHOCHO noTBpAyBarbe Ha 6e36egHOCTa Ha MeaMUMHCKUMTE CPeacTBa, HUMBHATA
KOPUCHOCT M YCOr/IaCeHOCT CO OMWITUTE M MNOoCcebHUTE YCNOBM BO COMMACHOCT CO
HaMeHaTa AeduHMpaHa oA CTpaHa Ha NPoOM3BOAUTENOT.
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KNUHWYKMTE UcnMTyBamwa Ha MeAMUMHCKUTE CPEeACTBa MM BpLIaT CaMo MpasBHM nuua
KOW M MCMOJSIHYBaaT YC/IOBUTE MO OAHOC Ha MPOCTOPOT, OfnpeMaTa M KagapoT, Kako u
ApYyruTe YCnoBM M Hadena Ha p[Jobpute npakcM W ce OBnacTeHn o CTpaHa Ha
[AnpekTopoT Ha AreHuujaTa.

MNocTankata Ha KIMHWYKW UCMUTYBama Ha MeauUMHCKUTE CpeacTBa Mopa Aa € BO
COrNAacHOCT CO MOAEPHMOT HayyeH U TEeXHUYKM pa3BOj U CO E€TUYKUTE Hayena Ha
XencuHWKaTa Aeknapauyja u apyru patudumkyBaHM MeryHapoaHM [OroBOPM, Kako U BO
COrNacHOCT CO Hayenata Ha pobpata KAMHMYKA Mpakca U CcO 3af0/DKMTenHata wu
rapaHTMpaHaTa 3awTuTa Ha INYHUTE NodaToun U NpaBaTa Ha UCNUTaHULUMUTe.

[IOKyMeHTUTe 3a K/IMHUYKUTE UCMUTYBarba Ha MeaUUMHCKUTE cpeactea Tpeba aa ru
coapXaTt pe3yntatuTe o4 UCNUTyBamaTa, OnvaHn BO AoBofieH 06eM n 06jeKTUBHO 3a
fla ce OBO3MOXM ObjeKTMBHa eBasyaumja Ha OOHOCOT PWU3MK/KOPUCT 3a MauUMEHTOT,
npoueHa Ha 6e36egHOCTa U KOPUCHOCTA HA MeAULUMHCKOTO CPeACTBO, Kako U MUCIEHE
3a Toa Aanu MeauUMHCKOTO CPeACTBO € BO COMMacHOCT CO ONWTUTE U nocebHu ycnosu
o[, 0OBOj 3aKOH M HaMeHaTa AeduHupaHa o4 CTpaHa Ha NPoU3BOANTENOT.

NcnuTaHnunTe BO KIMHWYKOTO MUCMUTYyBake Mopa Aa buaat vHdopMupaHu 3a cuTe
peneBaHTHM noJaTouu 3a MWCNUTYBameTO, 3a UenTa Ha WCMUMTYBareTo, HerosaTta
npvpoaa, nocrankata u MOXHWOT PU3MK, HA HaYMH KOj UM e pas3bupnne 1 BO NUCMEHa
dopma.

KNMHWYKOTO mncnuTyBarbe Ha MeaMUMHCKOTO CpeACTBO MOXe [a Ce BpLM CaMO ako
NCNUTAHUKOT Aaje NMCMEHa COrslacHOCT.

CornacHocTa oA CTaBOT 6 Ha OBOj YIEH MOXE BO CEKOj MOMEHT Ja Ce MNoBJeYye.

Mpea OTNOYHYBAHETO HA KIIMHUYKUTE WCMUTYBakba, MpaBHUTE NvUA KOW BpLIAT WU
CNOH30pMpaaT KIMHUYKKU UCNUTYBara Ce JOMKHW, NMpes NOYEeTOKOT Ha UCMUTYBaHETO Aa
M ocurypaaT MUCNUTaHUUMTE 3@ CJlyyaj 3@ HaCTaHyBarbe Ha LWTeTa Mo 34paBjeTo Ha Tue
Mua, a Koja e nNpeansBrKaHa Co KITMHWYKOTO UCMUTYBake Ha MeAMLMHCKOTO CPeacTBO BO
COrNIACHOCT CO ONLUTUTE MPOMMUCK 338 OCUrypYyBaH-E 3a LTETA.

Ynen 134

lpea OTno4YHyBake CO KAMHUYKOTO WCNUTYBakbe Ha MeauUMHCKOTO CpeacTso,
CMOH30pPOT Ha K/IMHUYKOTO WCMUTYBarbe€ WM HEroBMOT OBJIACTEH MNPETCTABHUK €
AO/HKEH Aa ro npujaBn KIMHUYKOTO UCANTYBame BO AreHuujaTa.

MpuyjaBaTta 3a KIMHUYKOTO UCMIUTYBaHE M COAPXM WMHGpOPMaunMnTe 3a MEAULMHCKOTO
CpeacTBo, cuTe NOTpedbHM uHpopMaumMmM 3a pesynTatuTe o4 WCNUTyBakaTa Ha
6e36eqHOCTa Ha NPOM3BOAOT M pe3ynTaTuTe 04 HanpaBeHUTE KIMHUYKKA UCMUTYBakba Ha
TOa CpeacTBo WM CIIMYHO CPEeACTBO, NMPOTOKOS 3@ KIIMHWUYKOTO UCNUTYyBaHe, COrflacHOCT
oa ETnykata kommcuja, vHGOpMMpaHa COrnacHOCT, MHdOpMauMM 3a UCNUTAHUUUTE U
Apyrv nHdopmMaumm notpebHu 3a ogobpyBatse, 0AHOCHO 0ABUBAHE Ha UCNUTYBAHLETO.

Ako AreHuujata BO pok oa 30 geHa He O4roBOpuM HeraTMBHO Ha npuvjaBaTta 3a
K/TMHMYKO UCMUTYBake Ha MEeAMLMHCKOTO CPeacCTBO Ce CMEeTa [eKa Ha NoAHOCUTENOT My
ce [03B0JyBa Aa OTMNOYHE CO KIIMHWUYKOTO UCNUTYBaHe Ha MeaMLUMHCKOTO CPeACTBoO.

AreHuujata e go/mkHa BO pok og 30 AeHa Aa ro MHdopMuMpa NOAHOCUTENOT 3a
NpUYMHUTE 3a o0ABMBaHE Ha NPEANOXEHOTO K/IMHUYKO WCMUTYBake Ha MeaULUMHCKOTO
CpeacTBo.

POKOT 0f1 CTABOT 4 Ha OBOj Y/IEH NPECTaHyBa Aa Teye oA [IEHOT Kora AreHuujaTta ke
nobapa o4 NOAHOCUTENOT Ha KIMHWYKOTO WCMMTYBare Aa AOCTaBM AOMNOSHUTESHA
[AOKyMeHTauuja, O4HOCHO NOAAaToOUM 3@ KOW Ce CMeTa AeKa Ce HEOMXOAHU W POKOT
NpOAO/KYBA Aa Teye Of AeHOT Ha UCMOSIHYBaHeTO Ha 6apareTo Ha AreHumjaTa.
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YneH 135
CnOH30pOT MM HEroBMOT OBJlACTEH MPETCTaBHUK ja u3BecTyBa AreHumjata 3a cuTte
peneBaHTHM NPOMEHN HacTaHaTK BO TEKOT Ha KJ/IMHUYKUTE UCMUTYBaHa.
AKO CMOH30pOT UMM HErOBMOT OBJIACTEH MPETCTABHMK He Aobue HeraTMBeH OAroBOp
on AreHuujaTa BO pok oa 30 aeHa, MOXe Aa ja BoBeAe NpoMeHaTa.

YneH 136

Bo cnyyaj Ha HeouekyBaHW, CEpVO3HW, HeCakaHW peakumn, OAHOCHO Crlydan Kowu
HacTaHane BO TEKOT Ha K/IMHWMYKOTO WMCNWUTYyBarbe, CMOH30pPOT BeAHAall ja WM3BEeCTyBa
AreHuujaTa, ETykaTa KOMMCHja 1 NPaBHOTO NMLe o4 YeHOT 87 CTaB 2 Ha OBOj 3aKOH.

3a notpebute Ha jaBHOTO 34paBCTBO, AreHuujaTa MOXe Aa Hapeau MNpPUBPEMEHO,
OOHOCHO TPajHO MpeKMHYBake Ha KIMHWUYKUTE UCMUTYBala, HaAA30p Ha KIMHUYKUTE
NCNUTyBaHa, M YCOrNaceHOCT Ha KIMHUYKUTE UCMMTyBaka CO Hadenata Ha gobpata
npakca 1 NPOTOKOJIOT Ha UCMNTYBAHETO, BO COM/TACHOCT CO OBOj 3aKOH .

YneH 137
[OnpekTopoT Ha AreHumjaTa ja nponuuwysa NoTpebHaTa AOKYMeHTaumja U HAYMHOT Ha
npujaByBare Ha K/IMHUYKM WUCNUTYBaka W HACTaHaTM NPOMEHM, WU3BECTyBame Ha
HeCakaHM peakuMM W HacTaHW, OAQHOCHO MHUMAEHTW, yCnoBute Kou Tpeba pa ru
NCNOMHAT NPaBHUTE NMLa KOW BPLUAT KIMHUYKN UCMUTYBaka Ha MeAWUMHCKU CpeacTsa,
KaKo M TpowouuTe wWTo Tpeba aa ce nnarar.

IV. 7. MATEPUOBUTMTAHLA

Ynen 138

Oppenbute oa uneHosute 87 A0 89 Ha OBOj 3aKOH KOM Ce OAHeCcyBaaT Ha
hapmakoBurunaHuaTa, COOABETHO Ce NPUMEHYBaaT M 3a MeAUUMHCKUTE CPeacTBa Kako
MaTepuoBMIrniaHLa.

[AnpekTopoT Ha AreHumjaTa M NpOnULIYBa HAYMHOT 3@ M3BECTyBakbe Ha HecakaHu
edekTn 3a BpeMe Ha KOPUCTEHEeTO Ha MeaUMUMHCKOTO CpeacTBo, BWAOBUTE Ha
peakuuuTe WTO r'M NpeamsBuKyBaaT, NoCTanyBakeTo HA 34paBCTBEHUTE paboTHMLM U
fobaByBaunTe, KakO M HAYMHOT HaA OpraHu3npare Ha CUCTEMOT 3a crefere Ha
HecakaHuTe ehekTn U peakumnnTe oa MeauLMHCKUTE CpeacTBa.

IV. 8. OINMACYBAHE HA MEAMLIMHCKA CPEACTBA

Ynen 139

Oppenbute oa MNaeata III.7. Ha 0BOj 3aKOH, WITO Ce OAHECYBaaT Ha OrflacyBaHeTO
Ha JNEeKoBWUTE, Ce MNpPUMEHyBaaT COOABETHO Ha OrnacyBare€To Ha MeauuMHCKUTEe
cpeacTBa.

Ce 3abpaHyBa oOrnacyBarbe Ha MeaVMLMHCKW CpefcTBa LWTO Ce KopuctaT camMoO BO
30paBCTBEHU YCTAHOBM.

[OvpekTopoT Ha AreHumjata ro nponuuwyBa HAYMHOT Ha oOrnacyBakbe Ha
MeAUUMHCKUTE CpeaCTBa HaMeHeTU 3a 34paBCTBeHNTE paboTHUUM U LIMpOKaTa jaBHOCT.

[npekTopoT Ha AreHuujaTa rv nponuwysa HagomecToumTe WTo Tpeba aa ce nnatar
3@ MpoueHKa Ha [AOKyMeHTauujaTa 3a u3gaBarbe Ha ofobpeHwe 3a ornacyeBare Ha
MeAMLUMHCKWN CpeacTBa.

BucnHata Ha TpolwouuTe nponuwaHn BO CTaB 3 Ha OBOj 4seH, ce ornpeaesyBa BO
3aBUCHOCT 04, BUAOT 1 06eMOT Ha OrflacyBarbeTo Ha MeANUMHCKUTE CpeacTBa.
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Iv. 9. AOHAUMN HA MEOANUNHCKHN
CPEACTBA

YneH 140
Oppenbute oa nasata III.9. Ha 0BOj 3aKOH LWTO Ce oAHecyBaaT Ha AOHaUMKM Ha
NeKOBM COOABETHO Ce NMpUMeHyBaaT M Ha AOHaLMW HA MEAMLIMHCKW CpeacTBa.

V. HAA30P

UYneH 141

Haa3opoT Hag cnpoBeayBaH-€TO HAa OBOj 3aKOH ro BpLUM AreHuujaTa.

NHCnekuncKMOT HaA30p HaZ NpUMeHaTa Ha OBOj 3aKOH ro Bpwn AreHumujaTta, npeky
apMaLEeBTCKM MHCMNEKTOPM.

o MCKYYOK Ha CTaBOT 2 Of 0BOj YSleH MHCNEKLMCKMOT HAA30p BO OAHOC Ha LEeHuTe
Ha JfleKoBUTe ro BpwaT (UHAHCUCKM WHCMEKTOPU 3aedHO CO dapMaueBTCKUTe
NHCMNEKTOPMW.

o UCKIYYOK Ha CTaBOT 2 Of OBOj YEeH MHCMEKUMCKMOT Haa30p npu yBO3OT O
BpwaT cnyxb6eHmumTe BO LapuHa 3aeqHo Co hapMaLeBTCKMUTE MHCMEKTOPM.

Cekoja roavHa BO Befieaporepumute co BKyrneH npoMeT noseke og 10.000.000 aeHapu
BO NpeTxoAHaTa roAamHa ce BpLUX 3a40/HKMTENHA 3aedHNYKa KOHTpOia Ha paboTereTo
Ha Beneaporepujata o4 HajManky asajua apmMaueBTCKM MHCNEKTOPW, ABajua AAHOYHU
NHCMNEKTOPU N eeH LLapUHCKN CNY>XX6eHWK.

NHcnekTopuTe M cnyxbeHnumMTe o4 CTaBOT 5 Ha OBOj YNeH He MOXe BO MCTa
Benegporepuvja Aa BpLAT KOHTPOsA Ha paboTereTo ABa NaTh NocneaoBaTesHo.

YneH 142

dapMaueBTCKM MHCNEKTOp MoXe Aa buae nuue Koe:

- e p>xaBjaHnH Ha Penybnuka MakenoHwuja,

- € MNOJIHONETHO,

- MMa onuwTa 34paBCTBEHA CNOCOBHOCT,

- He My e M3peyeHa KasHa CO NpaBoOCW/IHA CyAcKa npecyaa 3a 3abpaHa Ha BpLueHe
Ha npodecuja, AejHOCT UNKN JOMKHOCT,

- UMa cTekHaTn Hajmanky 300 kpeanTtun cnopep EKTC vnum 3aepeH VII/1 cTteneH oa
obnacrta Ha papMaunjaTta, LWTO Ce AOKAXKYBa CO YBEpeHWeE,

- UMa NeT roanHmn paboTHO UCKYCTBO BO CTpyKaTa,

- M WCNONHyBa [ApyruTe YCNOBW YTBPAEHW BO aKTOT 3a cucTeMaTu3aumja Ha
paboTHUTE MecTa,

- noceayBa MeryHapoAHO nNpu3HaT cepTudukat 3a paboTa CO  KOMMjyTepcku
nporpamMn 3a KaHuenapucko paboteme, 1 Toa eaeH o4 cregHuBe:

1) Certiport: IC3 GS4 Key Applications - nonoxe;

2) Microsoft: MOS Word unn MOS Excell - nonoxeH nnm

3) ECDL: Core - NOIOXeEH,

- MMa A06MEeHO MO3UTUBHO MUC/IEHE 3@ COOABETHOCT 3a paboTHOTO MeCTO Mpeky
rnonarake Ha MCUMXOSOLWKM TECT U TeCT 3a MHTErpuTeT, COrnacHoO CO NMPOMUCUTe Kou ce
OOHECYBaaT Ha ApXXaBHUTe CiybeHnum n

- MMa NMUEHUa 3@ MHCNeKTop oA obracta Ha HaANeXHOCTa Ha MHCnekuuckata
cnyxb6a.
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AreHumjaTa MOXe i@ aHra)xmpa ekcrnepT BO MOSeTo Ha apMauuvjaTa, MeguumuHaTa u
ApYrn peneBaHTHM 061acTu 3a BpLUEHE HA OAAENHU CTPYYHU aKTUBHOCTU O BaXKHOCT
33 MHCMEKLMCKMOT HaA30p Npes, 3a BpeMe unu no BpLUeHe Ha MHCMEKUMCKUOT Haa30p.

dapMaLeBTCKMOT MHCNEKTOP € HE3aBMCEH BO paMKUTE Ha CBOUTE npasa n 06BpCKu.

YneH 142-a

[AnpekTopoT Ha AreHumjata 3a NekoBn (BO HATAMOLIHMOT TEKCT: AUPEKTOPOT)
N3roTByBa Npeasior Ha roAavwHa nporpaMa 3a paboTa Ha MHCnekumckaTta ciyxba u
ucTata ja pocraByBa A0 WMHCNEKUMCKMOT COBET, HajaouHa Ao 31 OKTOMBpU BO
TEeKOBHaTa rogvHa 3a crefHarta roguHa.

[nNpeKkTopoT ja AoHecyBa rogmilLHaTa nNporpama 3a paboTa Ha MHCMEKTOPaTOT BO POK
o4 CeayM [eHa of [AeHOT Ha NpueMOT Ha cornacHocta of MHCNeKUMCKUMOT COBeET,
OOHOCHO HajaouHa Ao 10 gekemMBpu BO TeKOBHAaTa roAvMHa AOKOMKY WMHCMEKUMCKUMOT
COBET He ja pa3rnega M He [0CTaBuM COrMAcHOCT, OAHOCHO 3abenewkm BO POKOT
YTBPAEH CO 3aKOH.

Bp3 ocHOBa Ha goHeceHaTa roguvliHa nporpama AUMPEKTOpPOT MOAroTBYBa KBapTaslHU
nnaHoBu 3a paboTa Ha cekoj MHCMEKTOP Kou 36MpHO MM AOCTaByBa Ha pa3riefyBare
A0 WHCNEeKuucKMOT COBEeT HajaouHa ABe Hedenu npea MOYETOKOT Ha  CleAHUoT
KaneHaapcKu KBapTan u Toa Ao 15 aekeMBpu 3a NpBUOT KBapTasn of crefHaTa roavHa,
Ao 15 Mapt 3a BTOpuOT, A0 15 jyHM 3a TpeTuoT, oAHOCHO A0 15 centemBpu 3a
4YeTBPTUOT KBapTas BO TEKOBHAaTa roavHa.

Bo kBapTanHuTe nnaHoBu 3a paboTa 3a CeKkoj MHCMEKTOP ANPEKTOPOT 3a0/HKUTENHO
ro BHecyBa 6pojoT Ha nnaHupaHu HaA30pw BO CreAHUTe TPU Meceum, Kako U CTeneHoT
Ha CMIOXXEHOCT Ha CeKoj oA Haa30puTe.

Bp3 ocHOBa Ha KBapTasHUTE MMAHOBM 3a CEKOj MHCMEKTOp AMPEKTOPOT NOAroTBYBa
MeceyeH nnaH 3a paboTa, KOj NAaH CoapXKM WM pacrnopes Ha Haa30pu no AaTyMum U no
cybjekTn Ha Haa3op.

[ONpekTopoT HajaouHa [ABe Hedenu o MOYETOKOT Ha TEKOBHMOT KaneHAapCKu
KBapTas 3a MpeTxoaHuoT A0 WHCNeKuMcKMoT coBeT 36MpHO A0CTaByBa KBapTasiHu
n3BeLwTamn 3a paboTaTa Ha CeKoj MHCNEeKTOp M Toa A0 15 jaHyapu 3a 4eTBpPTUOT KBapTas
o4 npeTxogHaTa roawHa, Ao 15 anpun 3a npeBuoOT KBapTan, 4o 15 jynn 3a BTOpPMOT,
OAHOCHO A0 15 OKTOMBpW 3a TPETMOT KBapTaa BO TEKOBHATA roguHa.

[AnpeKkTopoT HajaouHa A0 1 MapT BO TeKOBHaTa roguHa, A0 MHCNEKUMCKUOT COBET
[AOCTaByBa rogvileH u3BeLlTaj 3a paboTtata Ha uHcnekumckaTa cnyxba 3a npeTxogHaTa
roavHa.

YneH 143
NHCNeKumMcknoT Haa3op Ce BpLUM pedoBHO, CUCTEMATCKM COrMacHO CO YTBpAEH NnnaH
KaKO M BO CJ/Ty4aj Ha COMHEX.
MHCnekumckmMoT Haa3op ce BpLum 6e3 npeTxoaHa Hajasa.

YneH 144
®apMaLeBTCKMOT WMHCMEKTOP CBOETO CNyXbeHO CBOjCTBO IO AOKaXyBa Co
nerutMMauuja.
dopmaTa M COOAPXWHATA, KAaKO W HAYMHOT Ha U3[aBaHETO W OA3EeMaHeTO Ha
nerMtMMauujata rv nponuuysa AMPEKTOPOT Ha AreHuujaTa.
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YneH 145

dapMauUeBTCKMOT WMHCMEKTOP CO pelleHne M onpedenyBa MepKUTe 3a Kou e
OBNIACTEH, COrslaCHO CO MPOMMCMTE 3a OnwTaTa ynpaBHA MOCTanka, OCBEH Kora e Toa
NMOWHAaKy onpeaesnieHo Co 0BOj 3aKOH.

MNpaBHUTE Nnua ce AO/MKHM Aa MM U3BPLUAT MEepKUTe COAp)XaHW BO PELUEHNETO Ha
WMHCMNEKTOPOT.

Xanb6aTta no peweHMeTo He ro oanara HeroBoTO U3BPLIYBaH-E.
Mo >anbaTta nNpoTMB peleHneTo Ha (apMaueBTCKMOT WMHCMEKTOp BO BTOpP CTeneH
pellaBa
[p>xaBHaTa KOMWUCKja 3a oalydyBare BO BTOp CTeneH BO obnacta Ha MHCNEKUMCKUMOT
HaA30p M NpekpLIoYHaTa nocrarka.

Bo cny4yaj Ha noBpeaa Ha ogpeabaTta of CTaBoT 1 Ha OBOj YneH, apMaueBTCKUOT
MHCNEKTOp oAroBapa 3a nospeda Ha cny>6eHo oBnacTyBakbe BO COMMTACHOCT CO 3aKOH.

V. 1. MHCMEKUNCKN HAA3O0P HA JIEKOBU

YneH 146

dapMaLeBTCKMOT MHCMNEKTOP, BO BPLUEHETO HA HAA30pOT Ha NIeKOBUTE MMa MpaBo U
[IO/DKHOCT Aa:

1) nspape 3abpaHa nnmn npuBpemMeHa 3abpaHa BO Tpaere 04 HajMHOry LeCT Meceum
3a NPOM3BOACTBO, UCMUTYBarbe, CTaBake BO MPOMET Ha JIEKOBU WM HA KOHKPETHA
cepvja Ha NIeKoBM NOpaan HeYCorsiaceHoCT CO NPOMNULLIAHUTE YCIT0BU;

2) My Hapeau Ha MNpaBHO NvuUe Aa ro ycornacum CBOETO paboTere CO YCoBUTE
npeaBuaeHN BO OBOj 3aKOH BO POK Of, HajMHOry LwecT Meceua O MPUEMOT Ha
HapeabaTta Co KOja ce NpeaBuAyBa BakBa Mepka;

3) 3abpaHu cTaBare BO MPOMET Ha SIeKOBM, OAHOCHO Cepuja Ha NIEKOBU LUTO HE e BO
COrMIacHOCT CO MpOMWLWAHUTE YCNOBU WM € LWTEeTHa 3a ynotpeba noa nponuwaHuTe
YCNOBW, KOra HEMa TepaneBTCKM edeKT MM Nak MMa HernoBOMEeH OAHOC PU3NK/KOPUCT
BO paMKWUTE Ha NPonuLIaHUTe yCnoBu 3a ynotpeba;

4) Hapeou YHUWTYBake HA HeucrnpaeBeH JfleK BO COMMacHOCT CO MNponucuTe 3a
3aITUTa HA XMBOTHATA CPeaUHa;

5) 3abpaHu yBO3 Ha J1eKOBM LWITO HeMaaT oAobpeHue 3a cTaBake BO MPOMET,
onobpeHne 3a napaneneH yeso3 unuM oaobpeHue 3a yBO3, WM NaK JIEKOBWM LITO ce
TPAHCMOPTUPaHN BO CMNPOTMBHOCT CO YC/IOBUTE [eKlapupaHu o CTpaHa Ha
NpOV3BOAUTENOT;

6) 3eMe npuMepoK oA NEeKOT 3a NoTpebute Ha KOHTponaTta BO COrMAaCcHOCT CO OBOj
3aKOH;

7) HapeauM npuBpeMEHO MOBMEKyBake Ha NIeKOT, OAHOCHO Cepuja Ha NekoT of
NPOMETOT MM Ada ja oa3eMe cé A0 KOHeYyHaTa oAslyka Ha AreHuujata, ako MnocTou
COMHEHWe feKa He ro 3a10BOJlyBa NpPONULLAHWNOT KBANUTET;

8) oa3eme nekoBW WITO Ce Npou3BeaeHW, OAHOCHO CTaBeHW BO MPOMET Of CTpaHa Ha
npaBHU NuUa KOW He nocefysaaT ofobpeHue 3a Npou3BOACTBO, OAHOCHO MPOMET Ha
ronemo;

9) 3abpaHn ornacyeBake Ha JIeKOBM LUTO HE € BO COrflacHOCT CO OBOj 3aKOH U Aa
HapeauM OTCTpaHyBakbe OAHOCHO YHULUTYBarbe Ha MaTepujanoT LWTO Ce KOopucTen 3a
orflacyBare Ha NIekoT;

10) ro naeHTUKUKYyBa NMLETO KOEe M NpeKpLIMNo oapeabuTte Ha OBOj 3aKOH M Aa
fobue HerosuTe NMYHM NOAATOLM;
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11) 3abpaHn KNMHWYKO UCMUTYBaE Ha fieK WTO OTrno4YHano 6e3 npeaxofHo da ce
NCMNOMHETU YCNOBUTE MPONULLAHM CO OBOj 3aKOH;

12) Hapegn Apyrn Mepku u fa onpeneny poKOBW 3a HUBHO M3BpLUYyBake 3apaau
ycornacyBawe Ha rnpaBHWUTE NULA CO OBOj 3aKOH U MponuMcuTe AOHECEHM BP3 OCHOBA Ha
3aKOH "

13) BO cny4yaj Ha noBpeda Ha oapeabuTe Ha OBOj 3aKOH MoBede MpPeKpLIOYHa
nocTanka npea HaANeXHUoT CYA.

MHCNeKTOpOT KOj BO BPLUEHETO Ha HAA30pOT KOHCTaTMpa Aeka MMa efleMeHTU Ha
CTOpPEHO KPUBMYHO AEN0 € AO0/MKEH BeAHaLl 3a Toa Aa ro U3BECTU HAANEXHUOT OpraH.

YneH 147

MpaBHMTE NuuUa 4yMjawTo paboTa MoASEXM Ha HaA30p COrlacHO CO OBOj 3aKOH ce
AO/MKHU Aa OBO3MOXAT HEMpeYeHo BplUeHe Ha HAA30pOoT, 6ecnnaTtHoO Aa UM CTaBaT Ha
pacnonarake Ha opraHuTe 3a HaA30p YTBPAEHW CO OBOj 3aKOH noTpebeH 6poj MocTpu
Ha JIEKOBM CO KOM pacnosfiaraaT, Kako M noTpebHuTe nogatoum BO BpCKa CO NpeaMeToT
Ha HaA30poT.

Mpy BpleHe Ha MHCNEKUMCKN Haa30p, dapMaueBTCKMOT MHCMEKTOP MMa npaBo Aa
M3BpLWM YBUA HA AENOBHUTE U ApyruTe NpoCcTopuM, ornpeMaTta, npouecoT Ha paboTa,
Npou3BOAUTE U APYrN CTOKW, AOKYMEHTUTE 3a naeHTudukaumja n apyrm JOKyMeHTH, aa
oA3eMe NnpousBoau, AOKYMEHTU MK NpUMepoum Co Len 3a obesbenyBarbe Ha AOKasn U
noaaToun, Kako 1 ga npeseme ApyrM akTMBHOCTM BO paMKUTE Ha OB/lacTyBaHaTa.

dapMaueBTCKMOT MHCMEKTOP BO BPLUEHETO Ha MHCMEKUNCKMOT Hag30p UMa npaso Aa
B/ie3e BO MNPOCTOpPUUTE Ha NPOU3BOAUTENUTE, NpaBHUTE NnMUA 3a MNPOMET Ha roseMo u
Mano un HocutenuTe Ha ogobpeHunjaTa 3a CTaBarbe BO NpoMeT 6e3 orned Ha paboTHOTO
BpeMe, BO HUBHO NPUCYCTBO 1 6e3 HMBHa A03BONa.

dapMaLeBTCKMOT MHCMEKTOP MMa NpaBo Aa nobapa acucTeHuMja o4 noavumjaTa ako
e noTpebHo.

YneH 148

Ha npaBHOTO nuue My ce oa3ema go3sosiaTa 3a paboTta ako Mo BTOp naT My ce
n3peye Hekoja o4 MepKuTe oA 4YseHOT 146 Ha OBOj 3aKOH, CO MPABOCU/IHO peLleHue Ha
hapMaLEeBTCKMOT MHCMEKTOP.

PelueHneTO 3a oA3eMarbe Ha Ao3BosaTa 3a paboTa ro goHecyBa AreHuujaTa.

MNpoTnB peleHneTo o4 CTaBOT 2 Ha OBOj Y1eH MoXe Aa ce u3jaBu xanba Ao
[pxaBHaTa KOMWUCMja 3a oaJlydyBarbe BO YyrpaBHA MOCTanka M nocranka oA paboTeH
OHOC BO BTOP CTerneH.

MpaBHOTO nMUEe Ha Koe My € oA3eMeHa [Jo3BosaTta 3a pabota ce 6puwe oa
COOABETHMOT perncrap.

UYneH 149

®apMaueBTCKMOT MHCMNEKTOP MOXe Aa Onpeaenu iekoBuTe WTo rv 3abpaHun 3a
NPOMET Aa OCTaHaT Ha YyBare Kaj NPaBHOTO /MLE Kaj Koe ce 3aTeKHaTu.

JlekoBuTe oA CTaBOT 1 Ha OBOj YfieH ce 4yBaaT NocebHO M3ABOEHW, 3anaKyBaHW U
obenexanu.

®apMaueBTCKMOT MHCMEKTOP BO 3aMWCHUKOT 3@ 3eMakbe€ MOCTPU IO MPUIOXYBa W
NMOMNUCOT Ha NIEKOBUTE Of, CTaBOT 1 Ha OBOj UNEH.

Mo ucknyyok opa CTaBoT 1 Ha 0OBOj ufeH, a 3apaau 6e3begHOCT papMauUEBTCKMOT
WHCNEKTOP MOXe Aa MM oA3eMe NeKOBUTE LUTO M 3abpaHnn 3a NnpoMeT.
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Ynen 150

dapMaLeBTCKMOT MHCMEKTOP COCTaByBa 3aMWUCHUK 3@ CEKOj M3BPLUEH MHCMEKUMCKN
HaZA30p, BO KOj ja KOHCTaTMpa hakTU4ku yTBpAeHaTa cocTojba.

dapMaLeBTCKMOT MHCMEKTOP M3aaBa Hapeaba Ha 3amnMCHUMK 3@ UTHO M HEOAJSI0XKHO
OTCTpaHyBahe Ha YTBpAEHUTEe HeAoCTaToUN BO CNeAHNBE Clyyau:

1) kora puv3MKOT MO 3ApaBjeTo, OAHOCHO HernocpeaHaTa OMacHOCT MO >KWMBOTOT
Ha/IoXXyBa UTHO Mpe3eMare Ha COOABETHN MEPKN U

2) Kora nocton puanK oA MPUKPUBaHE, 3aMeHa OAHOCHO YHULUTYBarbe Ha A0Kasu
[IOKOJIKY MepKaTa He ce criposefe BeHalll.

Bo cnyyauTte op ctaBoT 2 anuHeja 1 Ha 0BOj 4neH, (apMaueBTCKMOT MHCMEKTOP
NpMBpEeMEHO Ke 3abpaHM BpLEHE Ha AEjHOCT CO  3aneyaTyBarbe  Ha
objekToT/npocTopunTe N MNOCTaByBake NIeHTa Ha BMAHO MECTO CO CNeAHUOT TeKCT
JAreHumnja 3a NeKoBn U MeAMUMHCKM CpeacTBa 3aTBOPEHO O MHCMNeKuucka cnyxba" m
3aBepeHa Co neyaTt Ha AreHuujaTa.

Bo cnyyaute opn ctaBoT 2 Ha OBOj 4neH, (apMaueBTCKUOT MHCMNEKTOP AOHecyBa
pelleHne BO poK oA 48 vaca no usgaBarbeTo Ha HapeabaTa.

MpoTMB peleHneTo o CTaBOT 3 Ha OBOj YfeH Moxe ga ce usjaBu Xanba ao
[p>xaBHaTa KOMUCKja 3a OANydyBare BO BTOp CTeneH BO obnacta Ha MHCNEKUMCKMOT
HaZA30p M MpekpLlioYyHaTa nocTanka BO POK O OCYyM [eHa Of AEHOT Ha MpUeMOT Ha
peLleHNeTo.

Xanbata no peleHMeTo He ro oAnara HeroBoTo M3BPLUYBaHe.

YneH 150-a

[IOKONKY rnpu BpLUEHETO Ha WMHCMEKLMCKMOT HaA30p MHCMEKTOPOT yTBpAM [eKka e
CTOpeHa HernpaBWIHOCT o4 uneHoBuTe 154 ctaB 1 Touka 13 1 155 ctaB 1 Toukn 1), 9) n
12) oA OBOj 3aKOH, € AO/MKEH Aa COCTaBM 3arMCHUMK BO KOj Ke ja yTBpAM CTOpeHaTa
HernpaBUIHOCT CO YKaXkyBake 3a OTCTpaHyBahe Ha YTBpAeHaTa HernpaBMIHOCT BO POK
o4 OCyM [eHa W CO MWCTOBPEMEHO BpaydyBake Ha MOKaHa 3a CrpoBeAyBame Ha
egykaumja Ha nuMueto unn CcybjekToT Kaje WTo € YTBpAeHa HenpasBwuaHOCTa npu
BPLUEHETO HA MHCMEKLMCKNOT HaA30p.

dopmata M cCoApXXMHAT@ HA MOKaHaTa 3a e[ykauumja, Kako M  HA4YMHOT Ha
CnpoBefyBare Ha eflykauvjaTta rm nponvysa AMPEKTOPOT Ha AreHuwmjaTa.

Eaoykaumjata ja opraHusvpa U cnpoBedyBa AreHuujata, BO pPOK He MOAOAr 04 OCyM
[leHa o[ AeHOT Ha CnpoBefyBarbeTo Ha MHCNEKUMCKUOT Haa3op.

Enykaumjata Moxe fda ce CnpoBede 3a MOBEKE YTBPAEHW WUCTU WM UCTOPOAHM
HENpaBWIIHOCTY 3a €[leH UMM 3a NnoBeke cybjekTu.

JIOKOMKY BO 3aKaXXaHWOT TEPMUH NMLETO MM CybjekToT Ha KOoj ce cnpoBeayBa
efyKauujaTa He ce jaBM Ha edykauuvjaTa, ke ce CMeTa [eKa eayKauujaTta € CcnpoBefeHa.

[okonky nuueto unmn cybjekToT Ha KOj ce crnpoBedyBa eaykauvjata ce jaBu Ha
3aKa)kaHaTa edykauuja v UcTaTa ja 3aBpLuK, Ke ce CMeTa [Aeka e eayumpaH no oAHoC Ha
yTBpAeHaTa HernpasBW/IHOCT.

[lOKONKy OBNACTEHOTO NvUe NpU CNpOBEeAYyBaHEeTO Ha KOHTPOSHUOT Haa3op YTBPAM
[leKa ce OTCTPaHETW YTBPAEHUTE HENPaBUAHOCTK o4 CTaBoT (1) Ha OBOj YneH, AOHeCyBa
3aK/1y4OK CO KOj ja 3anupa nocrankaTta Ha MHCNEeKUMCKMU Haa30p.

[I0KOSIKY OBNaCTeHOTO Nnue NMpu CNpoBedyBareTO Ha KOHTPOJSIHMOT HaAa30p yTBpau
[JeKa He ce OTCTpaHeTU YTBPAEHUTE HenpaBWIHOCTM oA CcTaBoT (1) Ha OBOj YneH,
noaHecyBa baparbe 3a NoBeAyBake Ha MPeKpLIOYHa NocTanka npea HagnexeH opraH.

AreHuujaTa BOAM eBMAeHUMja 3a cnpoBefeHaTa efykauuja Ha HauvH NpornuviiaH of,
AVPEKTOPOT Ha AreHuujaTa.
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* YneHoT 150-6 e m3bpuwaH, BMAM: 3aKOHOT 3@ U3MEHyBar€ M AOMOJIHYBaHEe Ha
3aKoOHOT 3a fnekoBuTe WU MeauuuHckmte nomarana (“CnyxbeH BecHMK Ha PM"
6p.154/15)

Ynen 151

Bo cnyuyaj kora npaBHK fiMua KO Npoun3sBeayBaaT /1eKoBKU, OAHOCHO BPLUAT NPOMET CO
NEKOBM, OAHOCHO MMaaT oAobpeHue 3a CTaBake Ha flek BO MpoOMeT, unn onobpeHune 3a
napaneneH yBo3 Ha NeK, oany4yaT Aa He ro njacupaaT NekoT WAM Aa npectaHaTt co
CcHabayBarbe Ha NEeKOT 3apaau HeroBaTta LeHa, dapMaueBTCKMOT MHCMEKTOP MOXe Aa
Hapeau NpoMeT, OAHOCHO HaTaMOLLEH MPOMET Ha NIEKOBUTE 3a nepuoj o4 Tpu Meceua,
ako 6e3 oBaa Mepka cepno3Ho bu ce 3arpo3nno cHabayBareTO CO NieKoBU N 61 nMano
HeraTMBHU Nocneanum Bp3 jaBHOTO 34pasje.

MpaBHO NMUe OArOBOPHO 3a LieHaTa Ha JIEKOT LITO € CTaBeH BO MPOMET, a Koe ro
CTaBa IekOT BO NPOMET CNpPOTMBHO Ha oapeadute 3a opMmparbe Ha LeHW YyTBPAEHM CO
0BOj 3aKOH, Tpeba BO pok oa 15 aeHa no HapeabaTa Ha MHCMEKTOpUTE oA YneHoT 141
CTaB 3 Ha OBOj 3aKOH, Aa ja ycorniacu ueHaTa Ha NIeKoT co oapeabute Ha OBOj 3aKOH U
[a ja nnaTu pasfnukaTta BO LieHaTa Ha NIekoT.

YneH 152
dapMaLUeBTCKMOT WMHCMEKTOPp € A0/MKEH Aa M 4YyBa Kako KnacuduumpaHa
nMHpopMaumja cute akTM M NoaaTouM WTO MM AO3HaBa BO TEKOT Ha BPLUEHETO Ha
WMHCMNEKUNCKMOT HaA30p, a LWTO Ce AOBEPSMBU WX MpeTcTaByBaaT TajHa BO OAHOC Ha
WMHTEpPecOoT Ha NpaBHOTO J1Le.

V.2. MIHCMEKUMCKN HAA3OP HA MEAVLMHCKM CPEACTBA

YneH 153

Oppenbute oa naeata V.1. Ha 0OBOj 3aKOH COOABETHO Ce MNPUMEHYBaaT U Ha
MHCMEKUMCKMOT HaA30p Ha MeAMLMHCKUTE CpeacTBa.

dapMaueBTCKUTE MHCMEKTOPU MMaaT NpPaBO M AO/MKHOCT Aa M npe3eMart creaHvBe
MEPKMW:

1) pa ro cnegat CMCTEMOT 3@ KOHTPO/Ma Ha KBanMTETOT Ha MNPOM3BOAMUTENOT Ha
MEAMLUMHCKOTO CpeacTBO, ako e noTpebHo, npoctopunTe Ha AobaByBayoT wan Apyru
NpOM3BOAUTENN LUTO Y4eCTBYBaaT BO AENOT Ha NPOM3BOACTBOTO;

2) Oa HapedaT COOABETHM WCNUTYBarba Ha MEAMUMHCKOTO CpeacTBO 3a Aa ce
npoueHn HeroBaTa Co06pPaA3HOCT BO COMMACHOCT CO OBOj 3aKOH M 3aKOHOT 3a
6e36eqHOCT Ha Npou3BOAUTE;

3) Aa 3emaT NpuMepoK 04 MeAVLMHCKOTO CPeACTBO M Aa HapeaaT OLeHa Ha HerosaTa
co0b6pa3HOCT Kaj OBMACTEHO TENO 3a OUeHa Ha COOBpasHOCT CO uen ga ce npoBepwu
coobpa3HoCTa Ha MeaMLMHCKOTO CPeACTBO CO MPOMULLIAHUTE YCIT0BY;

4) pa 3abpaHaT unm npmBpeMeHo Aa 3abpaHaT Npou3BOACTBO, MCMUTYBake WM
CTaBakbe BO MNPOMET Ha MeAMUMHCKO CPeacTBO, 3apagM  HEeycornaceHocT Co
NponNuLWaHnTe YCNoBKN, OAHOCHO 3arpo3yBarbe Ha jaBHOTO 34paBje;

5) npuBpeMeHOo aa 3abpaHaT NpPOMET Ha MeAMUMHCKO CpeAacTBO LWTO He e BO
COrMIAaCHOCT CO MPOMNULIAHNUTE YCNOBWU, OAHOCHO BO APYry Clyyaun YTBPAEHM CO 3aKOH;

6) NpuBpeMeHO Aa ja 3abpaHaTt paboTaTa Ha NpPaBHOTO NMLUE 3apaan HeaoCTaToOK BO
coobpa3HoCTa Ha MeaMUMHCKOTO CPeACTBO CO MPOMNULIAHNUTE YCII0BY;
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7) pa oasemaTt MeaMUMHCKO CpeAcCTBO LITO € Npon3BedeHO MM CTaBeHO BO MpoMeT
04 NMpaBHO nLE KOe He e 3anuLlaHo BO perncrapoT Ha Npou3BOAUTENN;

8) na 3abpaHaT ornacyBake Ha MeAUUMHCKO CPeACTBO LITO He € BO COrflacHOCT CO
OBOj 3aKOH M [Aa HapefaT OTCTpaHyBake, OAHOCHO YHULITYBake€ Ha MaTepujanoT WTo
Cce KOPWUCTM 3a orfacyBatbe Ha MEeAUUMHCKOTO CpeACTBO Ha HAauMH LWITO HE € BO
COrNAcHOCT CO OBOj 3aKOH;

9) pna 3abpaHaT BplUEeHe Ha AEJHOCT Ha MpaBHO nuue Yuja paboTa U akTUBHOCTU He
Ce ycornaceHun co 0BOj 3aKOH BO AaZ€HMOT BPEMEHCKN Nepuos;

10) pa HapepaTt yHUWTYBake Ha MeAMLMHCKMTE CPeacTBa LITO He ce 3a ynoTtpeba,
Ha Ha4MH W NoA YCNOBW YTBPAEHM BO OBOj 3aKOH M BO COMIACHOCT CO MponucuTe 3a
yrnpaByBar-€ CO 0Tnaa;

11) ga HapeaaT OTCTpaHyBare Ha HENPaBUIHOCTUTE, OQHOCHO HeAoCTaToUuUTe;

12) pa 3abpaHaT aKTUMBHOCTM LUTO He Ce BO COrflaCHOT CO OBOj 3aKOH;

13) pa 3abpaHaT unu npuMBpeMeHo Aa 3abpaHaT BpLUEHE KIIMHUYKO MCMUTYBake Ha
MeANLMHCKO CpeACTBO LITO HE € BO COr/TAaCHOCT CO OBOj 3aKOH U

14) pa HapegaT v Apyrn MepKK BO COMMAaCHOCT CO OBOj 3aKOH.

VI. MPEKPLLOYHN CAHKLIAN

UYneH 154

Fnoba Bo m3Hoc on 50.000 eBpa BO AeHapcka NMPOTUBBPEAHOCT Ke Ce u3peye 3a
NPEeKpPLUOK Ha NMpaBHO NnLe, ako:

1) ctaBu BO NPOMET NEeK CNPOTMBHO Ha uneHoT 11 ctaBoBu 1 1 3, UneHoT 13, YneHoT
17 ctaB 1, uneHot 80-a ctaB 2 n uneHoT 100 cTaB 2 04 0BOj 3aKOH;

1-a) noctanysa CpOTUBHO Ha 4fneHOoT 15 cTaB 1;

2) CcTaBu BO NPOMET NPOM3BOAM LUTO Ce NpeTCTaByBaaT CO KapaKTepUCTUKN ONULLIAHM
BO geduHuUMjaTa Ha NEKOBUTE 3a CNpevyyBHe WU NeKkyBake Ha bonectm unm Ha
COCTOjbK, a He ce KnacuduuMpaHn Kako 1eKOBM BO CMUC/IA Ha OBOj 3aKOH (4neH 12);

3) cTaBu BO MPOMET JieK LWITO He € NPOV3BEeAEH M KOHTPOAMPAH BO COrMacHOCT CO
6aparbaTa 04 YeHOT 16 Ha OBOj 3aKOH;

3-a) nocTanyBsa ClNpOTUBHO Ha YneHoT 20 1 uneHoT 21 ctaB 1 04 0BOj 3aKOH;

3-6) nywTaaT BO NpOMET feK NoAonro o 18 mMeceum o UCTeKOT Ha 0a0bpeHNeTo 3a
CTaBaHe BO MPOMET, COrfacHoO Co 4YseHoT 35 o 0BOj 3aKOH;

3-B) nocranyBa CrpoOTUBHO Ha oapeabute of 4yneHoT 36 cTtaBosu 2, 3 U 4 o4 OBOj
3aKOH;

3-r) He noaHece b6apare A0 AreHuujaTta 3a NpPOMeHU BO 0A0OpeEHMETO 3a CTaBahe
BO MPOMET COrnacHoO Co YneHoT 38 cTaB 2 04 OBOj 3aKOH;

3-A4) He ja m3BecTu AreHuumjata 3a cute noManu npomenn (tmn I A v Tvn I B) BO
nocrarkara 3a CTaBae Ha JIeK BO NPOMET, COrnacHoO Co 4YieHoT 39 o 0BOj 3aKOH;

3-r) He ja u3BecTn AreHuujaTa 3a cute ronemu npomenu (Tun II) BO nocrankaTa 3a
CTaBaHe Ha JIek BO NPOMET, COrnacHoO co vneHoT 40 o 0BOj 3aKOH U

3-e) nocranyBa CNpoTUBHO Ha YneHoT 73 ctaBosn 9 n 10 og 0BOj 3aKOH.

4) He BOCMOCTaBM M OAPXKYBa CUCTEM Ha hapMakoBUrunaHua U He onpeaeny nuue
OAroBOpHO 3a (hapMakoBUrMnaHUa koe Ke buae nocTojaHo U KOHTUHYMpaHO AOCTanHo
(uneH 19 cras 3);

5) onpeaenn nuue oaroBopHO 3a (hapMakoBUIrMAaHUA@ KOe HeMa 3aBpLUEHO BMCOKO
obpazoBaHve o obnacta Ha MeauuMHaTa Win dapMaunjata u ga uma ceptudukaT 3a
3aBpleHa obyka 3a dapMakoBurmMnaHua WM 3aBplieHa  creunjanusauvja no
dapmakosurnnaHua (4neH 19 cras 4 n uneHot 80-a cTaB 3 Touka 5);
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6) BpWW KIMHWYKM WUCOUTYBarba Ha JIEKOBW CMPOTUMBHO Ha €TUYKUTE Hayena Ha
XencvHIWKaTa Aeknapauuja M CcO ApYrM NOTNWWAHW MeryHapoAHU AOrOBOPM, W/uUmu
Hadenata Ha pobpata KAMHMYKA npakca W/unu CNpoTMBHO CO 3ajo/mkuTenHata U
rapaHTMpaHa 3awTuTa Ha JIMYHUTE NoAaTouM W npasata Ha cybjekTute Ha
NcUTyBareTO (YneH 54 cras 2);

7) BpWM KIMHMYKN UCNUTYBarbA Ha Nek 6e3 nogHeceHn pe3ynTaTv 04 aHaUTUYKO U
(papMaKonoOLWKO — TOKCUKOSOLIKO UCMUTYBaHE WM UCMUTYBakEe Ha ek WTO BAnjae Ha
reHeTCKMOT KOZA Ha YoBeKOT (4YneH 54 ctaB 1);

8) npea NOYETOKOT Ha MUCMUTYBaHETO HE MM OCUIYpU UCNUTaHMLUMTE BO Cy4yaj 3a
HaCTaHyBarb€ Ha LWTeTa MO 34paBjeTo Ha TWe MU, a Koja e npeausBuMKaHa Cco
K/IMHWMYKOTO UCNUTYBake Ha NekoT (YneH 57 ctas 3);

9) He ™ npujaBu [0 AreHuujaTa cuTe peneBaHTHW MMPOMEHU BO KIIMHWUYKOTO
ncnutyeare (4neH 60 ctas 1);

10) BO Cnyyaj Ha HeoyeKyBaHM CEPUO3HM HeCakaHW peakuMum UM HacTaHu Kou ce
Cnyynne 3a BpeEME Ha KIMHWYKOTO WCMUTYBare BedHall Hema Aa M U3BeCTu
AreHuujata, ETnykata koMmcuja n NpaBHOTO Nunue oA 4nieHoT 87 cTaB 2 Ha 0BOj 3aKOH
(uneH 61);

11) npounssenysa nekosn 6e3 ogobpeHne 3a npomnssoacTBO (YneH 65 crtaBosn 1, 2 U
3);

12) npou3seayBa nekoBn 6e3 Aa M MCMNOMHYyBa YCIOBUTE 04 YeHOT 68 Ha OBOj
3aKOH;

13) He 0BO3MOXMW CnpoBeAyBarbe Ha peAoBeH MHCMEKLMCKM HaA30p, Kako M Haa3op
no 6aparbe Ha AreHunjaTa (4uneH 71 ctas 1);

14) He ja vHdopMupa AreHuumjaTa 3a CUTE MHUMAEHTM WM FPELKM HacTaHaTu BO
MPpOLIECOT Ha MPOM3BOACTBO WM 3@ APYrn COCTOjbU WWITO Ce oA MHTEpeC 3a jaBHOTO
3apasje (4neH 71 craB 2);

15) He HabaByBa nekoBM camMO O MpaBHM JMua KOM MMaaT opobpeHne 3a
NpON3BOACTBO WM 0aobpeHue 3a MPOMET Ha rosieMo Co SIekoBM, OAHOCHO NMpojaBa Ha
NMpaBHU NMUA@ KoM HemaaT ofgobpeHue 3a NPOMET Ha rofneMo M MpoMeT Ha Mano co
nekosu (4neH 73 ctaB 3);

16) npu cHabaysareTo, npogakbata wnu aucTpubyumjata Ha NEKOBM 3@ KOU €
n3nageHo ogobpeHne 3a CTaBakbe BO NPOMET, ogobpeHue 3a napaneneH yBo3 Wau Ha
NEKOBM LWITO UMaaT ofobpeHne 3a yBO3, WM Ha NeK LWTO € HAaMEeHET 3a CNpoBeAyBare
Ha 040bpeHn KIMHWYKKM UCMUTYBakba, KakKo M Ha NeK LWTO € HAaMeHeT 3a HaTaMOLUHO
NpoOu3BOACTBO, OA €4HAa Ha Apyra Beneaporepuja, Kymyivpa Map)ka 3a MpOMETOT Ha
ronemo (4neH 73 ctas 5) unun BpKn NPOMET Ha Mano (4neH 73 cTas 6);

17) spwu gnuctpmnbyumja Ha nekoBu Ha ronieMo 6e3 aa e HocuTen Ha oaobpeHMeTo 3a
NPOMET Ha rosieMo COo fieKoBM (4YneH 73 cTaB 2);

18) BpwM NpoMeT Ha ronemMo co nekosu 6e3 Aa rm UCNosHyBa YCNOBUTE Of YSEHOT
74 Ha OBOj 3aKOH, OAHOCHO aKO BpLUM YBO3 Ha NiekoBu 6e3 ga rm UCMosniHyBa YCnoBuTe
04 4YNIeHOT 74 Ha OBOj 3aKOH W HeMma COMCTBeHa akpeauTupaHa nabopaTtopuja wnu
[IOroBOp CO OBfacTeHa nabopatopuja 3a UCMMUTYBake U KOHTPOMA Ha nekosu (YneH 75
ctaBoBu 1 1 2) unn Hema oaobpeHne 3a NPoM3BOACTBO 3a NPOoLECUTE LWTO ' U3BpLLIYBA
(uneH 75 cras 3);

19) He ja m3BecTM AreHumjata 3a cekOja MpOMeEHa Koja Ce OAHecyBa Ha YCNoBUTE
NPOMULLIAHN CO YNEeHOT 74 Ha OBOj 3aKOH (4neH 77 ctaB 1);
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20) yBe3e nek 6e3 ogobpeHne 3a yBO3 BO C/lydauTe oA YNeHOT 79 cTtaB 2 Ha OBOj
3aKOH;

20-a) He onpeaeny nuue OAroBOpHO 3a (hapMakoBUrMnaHLUa Koe Ke buae noctojaHo
N KOHTUHYMpaHO AoctanHo (4neH 80-a ctaB 3 Touka 5);

20-6) He u3BeCTyBa BO C/lyyaj Ha NpobneMun co KBANUTETOT Ha NeKOT M aedekTn Ha
cepunTe Ha nekot (4neH 80-a ctaB 3 Touka 5);

20-B) He M cnean cuTe NPOMEHM LUTO K& HACTaHaT Kaj /IekoT BO 3eMjaTa of Kaae
LUTO Ce BPpLUX NMapanesHMoT YBO3 U He ja nssectn AreHuujata (4neH 80-a ctas 27);

20-r) He poctaBu baparbe 3a NPOMEHW BO ynaTCTBOTO 3a ynoTpeba v apyrute
6e36eIHOCHN MPOMEHM LUTO KE€ HACTaHAT Kaj NIekoT BO pok oA 60 AeHa o AEHOT Kora
Ke BNese BO CWa MpoMeHaTa BO 3eMjaTa oA Kaje LTO Ce BpLUM napaneneH yBo3 Ha
nekot (4neH 80-a ctaB 28);

20-4) He [ocCTaByBa aXypwupaHo ynaTCTBO 3a ynoTpeba Ha NekoT BO COrNacHOCT CO
HacTaHaTUTe NpoMeHn BO AobneHoTo oaobpeHune 3a cTaBarbe BO NpoMeT BO Penybnuvka
MakenoHwuja 3a Toj nek (4uneH 80-a ctas 29);

20-r) He ja u3BecTn AreHuujaTa BO C/ly4aj Ha YKMHYBarbe Ha OA0OpPEHMETO 3a
CTaBarbe Ha JIEKOT BO MPOMET BO 3eMjaTa OA Kaje LITO Ce BpLIWM napasnesiHUoT YBO3 BO
poK oA 15 AeHa o4 AEHOT Ha YKMHYBaHeTO Ha oaobpeHneTo (4UneH 80-a ctas 30);

20-e) BpwW napanesieH yBO3 Ha JIEKOBW 3a ApPYrM NpaBHM NuMuUa CrpOTUMBHO Ha
yneHot 80-6 cTaB 4 o4 0BOj 3aKOH.

21) BpwK NpOMET Ha Mano Co siekoBu 6e3 fa rm UCNosHyBa CregHuTe YCNoBu of
4neHoT 82 Ha OBOj 3aKOH;

22) CcTaBu ek BO MPOMET KOj HEe € O03Ha4YeH BO COr/lacHOCT CO yneHoT 83 oA 0BOj
3aKOH M/1nu He coap kM YNacTBO 3a yrnoTpeba cornacHo co YneHoT 84 o 0BOj 3aKOH;

23) BeAHall He ro M3BEeCTW MpPaBHOTO NMUe oA YneHoT 87 CTaB 2 Ha OBOj 3aKOH U
AreHuuMjaTa 3a cekOja Cepuo3Ha HecCakaHa peakuuja Wnn HacTaH MM BO C/y4daj Ha
COMHeBare 33 HeCakaHa peakumja WM HacTaH WTO ce nojasune BO Penybnuka
MakegoHuja nnun Bo Apyru 3emju (uneH 89 ctas 1);

24) HyOM OUMpeKTHa UMW WHAMPEKTHa (PUHaHCMCKa WM MaTepujasiHa KOpUCT Ha
nmuaTa Kov i nponuwysaaTt unv nsgasaat nekosute (4neH 93 ctas 1);

25) ornacyea NekoBM LITO Ce M3[aBaaT Ha JlekapCKu peuenT npeky MeauymuTe, 3a
LUMpOKaTa jaBHOCT (4neH 95 crasl);

26) jaBHO ornacyBa /€K Ha Ha4uH CpoOTMBEH Ha YneHOT 95 cTaB 3 0 OBOj 3aKOH CO
LUTO Ce AoBeayBa BO 3abnyaa KOPUCHUKOT Ha NEKOT;

27) jaBHO ornacysa fiek Npeky obpakare Ha Aeua (4neH 95 cras 4);

28) jaBHO ancTpubynpa becnnaTHu npuMepoum Ha nekosu (YneH 95 ctaB 5);

29) jaBHO orfniacyBa 1eKOBM LUTO HEMaaT oaobpeHne 3a CTaBarbe BO NPOMeT (4YneH 95
cTaB 6);

30) He obe3bean ycnoeBm 3a CMecTyBame M 4YyBake BO COMMACHOCT CO YC/I0BUTE
NPOMNULIAHN 04 NPOM3BOAMTENOT, CO LieN 3a CrpedyBake Ha MPOMEHN Ha KBanNUTETOT
unu 3noynotpeba (4nen 104 crasl);

31) He ja usBectn AreHumjaTta, Kako 1 ApyruTe peneBaHTHU CybjeKkTn 3a NpoMeHa BO
KBa/IMTETOT Ha JIeKOT W/unu apyra HECOOABETHOCT KOjalTo MOXe Aa ro 3arposu
jaBHOTO 3apasje (4neH 104 cTaB 2);

32) He ro nossieye o4 NPOMET NeKOoT o4 4neHoT 104 ctaB 2 Ha OBOj 3aKOH, HE '
npeseMe CuTe HeOonxOAHW aKTMBHOCTM 3a 3allTWTa Ha 34paBjeTo W BedHalWw He ja
n3BecTn AreHuujata 3a cuTe npeseMeHn akTMBHOCTU (4YneH 104 ctas 3);
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33) yBe3e M KOpUCTM JIeKOBM LWTO Ce npeaMeT Ha AoHauuja 6e3 npeTrxoaHa
COrNacHOCT 04 MMHUCTEPOT 3a 34paBcTBO (4neH 105 ctaB 1) n/mnn Hema jacHa 1 TpajHa
O3HaKa AeKa 1ekoT e AoHauuja n e 6ecnnateH (4neH 105 cras 2);

35) noctanysa CnpoTMBHO Ha YneHoT 108 ctaB 5 o4 0BOj 3aKOH;

36) He gocTtasu oo AreHuunjata NpomsBoaHa LieHa Ha nekoT (duneH 108 cras 7);

36-a) He ja goctaeu Ao AreHuujaTa yBO3HaTa LeHaTa Ha nekoT (4neH 108 ctaB 7);

37) npoaaBa NlekoBM MO LieHa Koja He e dopMupaHa BO COrfIaCHOCT CO OBOj 3aKOH
(uneH 109 cras 2);

38) ctaBu BO NpoMeT MeAMLMHCKO CPeACTBO LITO HE € BO COrMIacHOCT CO YC/I0BUTE
oA yneHoT 116 Ha 0BOj 3aKOH;

39) He rn 03Hauyn CBOMTE MPOM3BOAM CO MpOoMULIAHATa O3HaKa Ha CO0bpa3HOCT, BP3
OCHOBa Ha CepTUMPUKATOT 3a CO0OPA3HOCT LWITO MM cTaBa BO NpoMeT (4neH 119 cras 1);

40) o3HauM MeamumHCcko cpeactso co CE o3HakaTa a TakBOTO O3HAJyyBare He € BO
COrNAcHOCT CO 0BOj 3aKOH (4neH 119 cTtaB 5);

41) npou3BeayBa MeAMUMHCKM cpeactBa 6e3 Aa rm UCMNOMHM YCNOBUTE Of YNEeHOT
121 Ha 0BOj 3aKOH W/MNM He ja AOCTaBM AOKyMeHTauujaTa oA uneHot 123 ctaB 1 Ha
OBOj 3aKOH;

42) He ™™ nouyuTyBa TEXHUYKUTE NPOMMCM BO MPOLECOT Ha MNpPOM3BOACTBO Ha
MeAUUMHCKN CcpeacTBa co uen aa ob6e3bean coobpa3HOCT Ha MeaMUMHCKUTE CpeacTBa
CO OnwTUTE N NocedbHUTe ycnosu (YneH 122);

43) BpWwM MPOMET Ha rofieMo CO MeaMUMHCKM cpeacTBa 6e3 aa e 3anvwaHo BO
perncTapoT Ha MpaBHM NMUA 3a MPOMET Ha rOIEMO CO  MeauUMHCKK cpeactBa (YneH
126 cTaB 2);

44) BpwM KynyBake M NpoAaBarbe Ha MeAULMHCKN CPeacTBa CNPOTMBHO Ha YeHOT
126 ctaBoBu 3 1 4 0 0BOj 3aKOH;

44-a) He ja pgocTaBM Mpowu3BoAHaTa, OAHOCHO YBO3HAaTa LEHa Ha MeaMUMHCKOTO
cpeactBo (4YneH 126 crtaB 5);

45) BpwM NpPOMET Ha roneMo Ha MeauMuMHCKM cpefctsa 6e3 ga rm WMCMNonHysa
ycnosute of 4YnieHoT 127 v uneHoT 131-a ctaBoBM 1 M 2 HA OBOj 3aKOH;

45-a) He MM cneau CUTe MPOMEHM LUTO Ke HacTaHaT Kaj MeaMUMHCKOTO CpeacTBO BO
3eMjaTa o4 Kaje LTO Ce BpLM MapanesniHUOT yBO3 U He ja u3sectu AreHuujata (4neH
131-a cTaB 26);

45-6) He ja u3BecTM AreHumjata BO C/yyaj Ha MOB/EKyBake Ha MeAMLMHCKOTO
CpeacTBo oA NPOMET BO 3eMjaTa 04 Kaje WTOo ce BpLUM napanesneH yBo3 BO poK of 15
[leHa 04 AeHOT Ha MOBMEKYBaHETO Ha MeAMUMHCKOTO CpeacTBo o4 npoMeT (4yneH 131-a
cTas 27);

46) ctaBa BO MpPOMET MeAMUMHCKO CPeacTBO LWTO € O03Ha4YeHO Wu/unn coapXKu
ynaTCTBO 3a ynoTtpeba CnpoTUBHO Ha YNeHOT 132 oA OBOj 3aKOH;

47) BpWW KIIMHWUYKN UCMMTyBaka Ha MeaMUMHCKUTE cpeactea 6e3 aa rv ucnonHysa
ycnoBuTe 1 HavenaTa Ha aobpute npakeu (4neH 133 cTas 2);

48) cnpoBeayBa MOCTanka Ha KAWHUYKM UCMUTyBakba Ha MeAMLMHCKMTE CpeacTBa
CMpPOTMBHO Ha uneHoT 133 cTtaB 3 04 0BOj 3aKOH;

49) OTNOYHE CO K/IMHUYKO UCNUTYyBake Ha MeaMUMHCKO CpeacTBo 6e3 Aa ro npujasu
BO AreHuujaTa (4neH 134 ctaB 1);

50) He ja wm3BecTM AreHumjaTa 3a CUTE pefieBaHTHM MPOMEHM Ha KIMHUYKUTE
ncnutyeara (4neH 135 cras 1);
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51) He ja m3BecTn BeaHaw AreHumjaTa, ETMYkaTa KOMUCKMja M NPaBHOTO fMue of
yneHoT 87 CcTaB 2 Ha OBOj 3aKOH BO C/lyvaj Ha HeOYeKyBaHW, CEPUO3HWM, HeCakaHu
peakuun, OA4HOCHO C/y4an KoM HacTaHane 3a BpeMe Ha KIIMHWYKOTO UCMUTyBare (YneH
136 ctaB 1) n

52) ornacyBa MeAMUMHCKM CpeacTBa LWTO Ce KOpUCTaT CcaMO BO 34paBCTBEHU
yctaHoBu (uneH 139 cras 2).

Fnoba Bo m3Hoc oa 30% o oaMepeHaTa rnoba 3a NpaBHOTO SIULIE Ke My Ce U3peye
3a NpeKkpLioumTe oA CTaBOT 1 Ha OBOj YIE€H U Ha OArOBOPHOTO SIMLE BO NPABHOTO NULLE.

3a NpeKpLUOKOT oA CTaBoT 1 Ha 0BOj uneH rnoba Bo m3Hoc oa 5.000 ao 7.500 eBpa
BO [leHapcka NpPOTUBBPEAHOCT Ke Ce u3peye Ha paboTHUKOT BO MPaBHOTO NULE KOj ro
CTOPWI MPEKPLLOKOT.

YneH 155

Fnob6a Bo m3Hoc on 30.000 eBpa BO AeHApcKka NMPOTUBBPEAHOCT Ke Ce u3peye 3a
NPEeKpPLUOK Ha NMpaBHO NnLe, ako:

1) He ja n3Bectn AreHumjaTta 3a AaTYMOT 3a OTMOYHYBaHE MPOMET CO SIEKOBU (YneH
30 cTaB 2);

3) He ja n3secTyBa pefoBHO AreHuuvjaTa 3a cuTe NnoManu NpoMeHun og Tunosute I A m
I B BO nocTankaTa 3a CTaBake BO NpoMeT (4neH 39);

4) BpWM aHANUTUYKKM, (APMAKOOWKO-TOKCUKOMOWKA U KAMHUYKM UCNUTYBaHa
CMpPOTUBHO Ha 4neHoT 50 o4 OBOj 3aKOH;

5) BpwK apMaKoNOLWKO-TOKCUKONOLWKO, OAHOCHO MPETK/IMHUYKO WUCAUTYBar€ Ha
NEKOT CNPOTMBHO CO Ha4venaTta Ha AobpaTta nabopatopucka npakca (4neH 52 cras 1);

6) He ™ wuHdoOpMMpa UCNUTAHULUMTE BO K/IMHUYKOTO WCNUTYBame 3a CuUTe
peneBaHTHM noAaTouM 3a MCNUTYBakeTO, 3a UenTa Ha WCNUMTYBareTO, HeroBaTta
nNpvpoAa, nocrankata M MOXHUOT PU3MK, HA HauMH KOj UM e pasbupnve U BO NUCMeHa
dopma (uneH 55 cras 1);

7) He ja nssectu AreHumjata npes OTNOYHYBaHEe Ha KIMHUYKOTO UCMUTYBake M/unm
3a CrpoBeayBake Ha CTyauu 3a buoekBmBaneHumja (dneH 59 cras 1);

8) He ja m3BecTn AreHumjaTa 3a CeKoja NpPoOMeHa Koja ce oAHecyBa Ha yCnoBuTe of,
yfneHoT 68 Ha 0BOj 3aKoH (uneH 70);

9) He 06e3bean nogaTouM 3a KOAMYMHATA Ha NPOAAAEHUTE NIEKOBW, Kako U Apyru
HeonxoAHW NoaaToum LWTO ce ogHecyBaaT Ha npoaaxkbata Ha nekoT (YneH 72 cras 2);

10) He ja uHdopMMpa AreHuumjaTa 3a cuUTE MHUMAEHTU WM FPeLKM BO MpoLecoT Ha
paboTa nnu 3a apyrn cocTojbm LWTO ce o4 MHTEpeC 3a jaBHOTO 3apaBje (YneH 78 cTtas 2);

10-a) He ja 4yBa 3a nepuoa oA NeT rogMHM AOKYMeHTaumjaTa 3a npogaxk6ata mnu
CHabayBareTOo CO NapanenHo YyBe3eHWMOT neK, [AaTyMoT Ha npogaxbata wnu
CHabayBareTo M AoCTaBeHaTa KoinuMHa M 6poj Ha cepuja Ha napanenHo yBe3eHWOT
nek (uneH 80-B ctaB 11 Touka 1);

10-6) He wu3roTBYBa M noAHeCyBa W3BELITAj 3a CUTE HeCaKaHW peakuuMn Ha
napanenHo yse3eHuoT nek (4neH 80-B ctaB 11 Touka 2);

10-B) He ja u3BecTn AreHumjaTa HajManky ABa Meceua npes NPeKMHOT Ha NPOMETOT
CO NeKOT npej Aa O4JlyYu Aa BpLUM MPOMET CO NEKOT MK MO UCTEKOT Ha ogobpeHneTo
3a napaneneH yso3 (4neH 80-B ctaB 12);

11) He noagHecyBa nepuoanMyHM u3BewTam 3a 6e36eqHOCTa Ha NEKOT Ha CeKoW LIeCT
Mecela BO NepnoaoT o4 NpBUTe ABE roavHn no AobuBareTo Ha 040bpeHMETO 3a CTaBHe
BO NPOMET, eHaLll rOAULLHO BO HAapeaHUTe TPU roavHU U efHall Ha CeKoW TPy FOAUHM 3a
BpeMe Ha Tpaer-e Ha oaobpeHneTo unm no bapare Ha AreHumjata (YneH 89 cTas 2);
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12) ornacysa nekoBu MM MeAUUMHCKN CpeacTBa CrpOTMBHO Ha YneHoT 92 of OBOj
3aKOH;

13) paBa MHOpMauMM 3a uenuTe o 4YieHOT 93 cTaB 2 Ha Ha4MH CNpPOTUBHO Ha
4yneHoT 93 cTaB 3 Ha 0BOj 3aKOH;

14) He BplM ornacyBake Ha IEKOBUTE COrlacHO CO YeHOT 94 04 0BOj 3aKOH;

15) He wu3gage noTBpAa O KOHTpOMaTa Ha KBAJMTETOT Ha /IEKOT, OAHOCHO He U
n3pectu cybjektute of uneHot 101 ctas 1 Ha 0BOj 3aKkoH (4neH 101 cTaB 2);

16) He BpwW peaoBHO axypupamwe Ha [OCTaBeHuTe uHdopMauunm wn He U
flocTaByBaaT A0 AreHumjata cuTe AOKYMEHTWU, OAHOCHO MHMOpMaUmMn BO OQHOC Ha cUTe
NpOMeHM BO MNpPOLECOT Ha NPOM3BOACTBO, CrneundukaummTe Ha MeauuUMHCKUTE
CpeacTBa, Kako v Apyru uHdopMauny peneBaHTHU 3a jaBHOTO 3apasje (YneH 123 cras
4);

17) He BplIM pefoBHO axypupare Ha AOCTaBeHUTe MHGOpMauun 1 He ' JocTaB Ao
AreHumjaTa cuTe OOKYMEHTW, OAHOCHO WH(MOpMauMM BO OAHOC Ha CUTE MPOMEHU BO
AKTUBHOCTUTE Ha MPOMETOT Ha rosieMo CO MeAMLMHCKUTE CpeacTBa, a WTo ro 3aceraat
jaBHOTO 3apasje (4neH 129 cTtaB 3);

18) kynyBa MeaMUMHCKM CpeacTBa O NPaBHW NMUA@ KOW He ce 3anuwiaHu BO
perncTapoT Ha MpaBHU fiMUA 3@ MPOMET Ha roieMo CO MeaMUMHCKKM cpeacTBa (YneH
130 cTaB 4);

19) BpwK NpoMeT Ha Mano CoO MeaUUMHCKN cpeactsa 6e3 ga rm UCMNOMHKU yCnoBuTe
(unen 130 cTaB 5) u

20) He BpLUX peaoBHO axypupare Ha AOCTaBeHUTE MH(OPMaUMK N He T AocTaByBaT
[0 AreHuuwjata cute AOKYMEHTW, OAHOCHO MHMOpMauum BO OQHOC Ha CUTe NPOMEHU BO
AKTUBHOCTUTE Ha NPOMET Ha Maso CO MeAMLMHCKN CPeaCTBa, a KoM ro 3aceraat jaBHOTO
3apasje (uneH 130 cras 8).

Fnoba Bo m3Hoc oa 30% opa oaMepeHaTa rnoba 3a NpaBHOTO SINLE Ke My ce uU3peye
3a NpeKpLIounTe 04 CTaB 1 Ha OBOj YIeH U Ha OArOBOPHOTO SIMLE BO MPaBHOTO NuLe.

3a NpeKpLUOKOT o4 CTaBoT 1 Ha 0BOj yneH rnoba Bo mu3Hoc oa 3.000 go 4.500 espa
BO [leHapCcKa MPOTUBBPEAHOCT Ke Ce u3peye Ha paboTHUKOT BO MPaBHOTO SMLE KOj ro
CTOpPW/T MPEKPLLOKOT.

YneH 155-a

Fnob6a Bo n3Hoc oa 500 Ao 1.000 eBpa BO AeHapcka MPOTMBBPEAHOCT Ke ce U3peye
3@ NPEKpPLUOK Ha AMPEKTOPOT U CnyxbeHnTe nuua BO AreHuujaTa, AOKOMKY He aaaat
MUCEHE 3a OMpaBAaHOCTa O 3rofieMyBarbe Ha LeHaTa Ha nekoT Ao KomucmjaTta opf,
uneHot 108 ctaB 11 oa 0BOj 3aKkoH (4neH 108 cras 16).

Fnob6a Bo m3Hoc oa 100.000 eBpa BO JeHapcka NPOTUBBPEAHOCT KE Ce MU3pedye 3a
NPeKpLIOK Ha Mpon3BOAUTENOT KOj BpLIM NMPOMET CO NekoT BO Penybnunka MakenoHwuja
Wnn Ha Benegporepujata ako He ja u3BecTaT AreHumjata BO MpeaBUAEHMOT POK
COrNacHo co YneHoT 36 ctaBoBu 1 1M 2 04 0BOj 3aKOH.

noba Bo m3Hoc oa 30% op oaMepeHaTa rnoba 3a Npou3BOAUTENOT KOj BpLUK
NMPOMET CO NeKoT Bo Penybnvka MakeaoHuja unm 3a BeneaporepujaTta, ke My ce nspede
3a MPEKPLUOKOT 04 CTAaBOT 2 Ha OBOj YNEeH M Ha OAroBOPHOTO SMLE BO NMPON3BOAUTENOT
KOj BpLK MpOMET CO NnekoT Bo Penybnvka MakegoHwja M Ha OArOBOPHOTO nue BO
Beneaporepuvjarta.
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YneH 155-6

rnoba Bo m3Hoc oa 6.000 no 10.000 eBpa BO JeHapcka MPOTUBBPEAHOCT Ke Ce
n3peye 3a NPEKpPLIOK Ha 34paBCTBeH pabOTHMK, ako He ro U3BECTU MPaBHOTO vue Of,
yneHoT 87 CTaB 2 04 OBOj 3aKOH 3@ CUTE HeCakaHW peakuun WM HaCTaHu WAn BO
C/lydaj Ha COMHeBar-€e 3a HecakaHa peakumja Mnn HacTaH BO COrNacHOCT CO OBOj 3aKOH
(uneH 88).

Fnoba Bo m3Hoc o 25 no 50 eBpa BO AeHAapcKa NPOTUBBPEAHOCT Ke My CE M3peuye 3a
NPEKpPLLOK Ha OBNAaCcTEHOTO CyHeHo nuue BO AreHuujaTta Koe ja Boau nocrankata ako
He OA/Ty4M BO POKOBUTE YTBPAEHM BO YneH 69 ctas 3, uneH 76 ctaB 2, yuneH 80 cTaB 3,
uneH 80-a ctaBoBn 4 1 7 1 uneH 131-a cTaBoBM 4 1 6 04 0OBOj 3aKOH.

YneH 155-8B
3a npekpwouuTe YTBPAEHM CO OBOj 3aKOH MpeKplioYyHa rocTanka BoAM W
NMPEKPLUOYHN CaHKLUKN N3peKyBa HaaeXXHUOT cya.

YneH 155-r
OaMepyBareTO Ha BUCMHATa Ha rnobaTa 3a MpaBHOTO NiMue Ce BpLIM COrnacHo
3aKOHOT 3a npekpLiounTe.

YneH 156

3a npekpLoumnTe yTBpAeHN BO yneHoBuTe 154, 155, 155-a n 155-6 oa 0BOj 3aKoH,
(hapMaLEeBTCKMOT MHCMEKTOP € AO/MKEH Ha CTOpUTENOT Ha MPEeKpPLUOKOT Aa My usgaje
NpeKpLloYeH NaaTeH Hanor, CornacHo 3aKOoHOT 3a NnpekpLuouumTe.

dapMaLeBTCKMOT WMHCMEKTOpP € AO/MKeH Aa BoAM eBuAeHuMja 3a wusgageHuTe
NPEKPLUOYHM NSIaTHU HAM03M M 32 UCXOAOT OA MOKPEeHATMUTE NOCTanKu.

Bo eBmaeHuMjaTa o4 CTaBOT 2 Ha OBOj 4neH ce cobupaat, obpaboTyBaaT n yyBaat
cnefHUTE nogaToun: MMe U npesvMe, OQHOCHO HA3uMB Ha CTOPUTENOT Ha MPEeKpLUOKOT,
XUBeanuwITe, OAHOCHO MpecTojyBanviTe, ceauTe, BMA Ha MPeKpLIoKOT, 6poj Ha
NPEKPLUOYHNOT NaTeH HaNor Koj My ce nsaaea U UCXOAOT Ha nocTankaTa.

JInyHnTe nogaToum of CTaBOT 3 Ha OBOj YfeH ce 4yBaaT NeT roAvHW o4 AEHOT Ha
BHECYBah-€ BO eBuaeHuUMjaTa.

dopmata W CoOApXXWHATA Ha MPEKPWOYHUOT nMnaTeH Hanor ryv nponuwlyea
AVPEKTOpPOT Ha AreHuujaTa.

VI-a. KASHEHW OZPEABU

YneH 156-a

AnpeKkTopoT n cnyxbeHnTe nmMua Ha AreHuumjaTa, Kako M nvMuaTa Kou y4yecTByBaaT BO
noctankaTta no 6aparbe 3a CTaBake Ha NIek BO MPOMET KOM Ke OBO3MOXaT, 3apaau
HeAOCTaByBake Ha NMUCMEH OAroBop Ha HaparbeTo 3a CTaBarbe Ha JIeK BO MPOMET BO
POKOBUTE YyTBPAEHWN BO YNeHoT 29 cTtaBoBu 2, 3, 4 U 5 o4 0BOj 3aKOH Aa ce CMeTa Aeka
04roBOPOT € MO3NTUBEH M MMa AejCTBO Kako npu aobueare Ha ogobpeHne 3a cTaBame
Ha NleK BO MPOMET, 3a JIeK 3a KOj Ke ce yTBpAW AeKa He I'M UCMOMHYBa YCIOBUTE 33
nobuBarbe Ha oaobpeHune 3a CTaBarbe Ha Siek BO MPOMET, Ke Ce Ka3HW CO 3aTBOp 0Of
LLUECT Meceum Ao neT roguHu 3aTeop (4neH 29 cras 6).

[AnpekTopoT n cnyxbeHnTe nnua Ha AreHumnjaTta, Kako M nuuaTta Kou yyecTByBaaT BO
noctankata no 6apareTo 3a CTaBakbe Ha fleK BO MPOMET KOWM HeMa [a OBO3MOXaT
6aparbeTO 3a CTaBakb€ Ha NIeK BO MPOMET COrflacHO CO YneHOoT 29 ctaBosn 2, 3, 4 n 5
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O, OBOj 3aKOH, kora [OKyMeHTauujaTa € LeNoCHO KOMMJETHa M Ke ce yTBpAM [Aeka
NEKOT MM UCMNOSIHYBa yCnoBuTe 3a AobuBarbe Ha oaobpeHue 3a CTaBarbe Ha JieK BO
NpoMeT, a HeMa Aa u3dafat oaobpeHne BO NpeaBMAEHMOT POK Ke ce KasHaT CO 3aTBOp
o[ LWeCT Meceun Ao neT roamHun (uneH 29 ctas 6).

UneH 156-6

OAroBOpHOTO fMUE Ha NPOM3BOAMTEN KOj BPLUKM MPOMET CO NeKoT BO Penybnuka
MakenoHuja wnu Benegporepujata WTO HeMa Aa obe3bean AOBOMHWM KONMMYMHM 3a
3a[0B0OJlyBarbe Ha NoTpebuTe Ha 34paBCTBEHMOT cUCTEM Ha Penybnuka MakegoHuja 3a
nepuvoaoT oA ABa Meceua No MpecTaHyBakeTO Ha MpPOU3BOACTBOTO WU MPOMETOT CO
NeKOT KOj Ke npecTaHe fAa ce Mnpou3BedyBa WM CO KOj Ke MpecTaHe Aa ce BpLu
NMPOMET, OCBEH BO C/ly4an Ha O6jeKTMBHA HEMOXXHOCT MOpaau Kaksu BMNO OKOMHOCTY,
BKJTy4yBajkM €KOHOMCKW, AOrOBOPHM, TEXHWUYKO-TEXHOSOWKM, HAYUYHOUCTPaXKyBauKy,
JTOFUCTUYKN WU OKOSTHOCTM Ha BuWa cuna (NpUpoAHW HErnoroam, coumnjanHu cnydyBama,
aKTW Ha [OpXaBHW OpraHu W Apyrun HacTaHM) KOM Ce HaABOp Of KOHTponata Ha
Npon3BOAMTEN KOj BPLUM NMPOU3BOACTBO M NMPOMET CO NeKOT BO Penybnvka MakeaoHuja,
KPUBMYHO Ke 0AroBapa U Ke ce KasHu CO 3aTBOp A0 eAHa roavHa.

AKO Kako nocnegvua Ha [AenoTo o4 CTaBOT 1 Ha OBOj YieH HacTanu Tewko
HapyLLyBak€e Ha 34paBjeTO Ha €4HO MM NOBEKe LA, OArOBOPHOTO JIULE KPUBMYHO Ke
OAroBapa M Ke ce Ka3HW CO 3aTBOp O TpW A0 NET FOAMHMW.

AKO Kako nocneauua Ha AenoTo Of CTaBOT 1 Ha OBOj YNeH HacTanu CMpPT Ha edHOo
WK NoBeKe LA, OArOBOPHOTO JIMLIE KPMBMYHO Ke 0AroBapa W Ke ce KasHu CO 3aTBOp
oA NeT A0 AecCeT roAvHU.

AKO KpVBWYHOTO Aeno of ctasoBuTe 1, 2 U 3 Ha 0OBOj YNeH ro CTopu npoussoauTen
KOj BpLM NpOMET CO NeKkoT BO Penybnuka MakenoHwja wnu Benegporepuja, KpUBUYHO
Ke oaroBapa M Ke ce KasHM CO NapuyHa ka3Ha, a 3a KpUBMYHOTO AEN0 O CTaBoBUTE 2 U
3 Ha 0BOj YNeH Ke ce m3peye 1 3abpaHa 3a BpLUeHEe Ha A€jHOCT Ha NPOMU3BOAMTENOT KOj
BPLUX NPOMET CO NeKoT BO Penybnunka MakefoHWja unv Ha BeneaporepujaTa.

YneH 156-B

OAroBOpHOTO NLE BO 3[ApaBCTBEHATa YCTaHOBA, KOe Ke M3BPLUM MPOMET Ha SIEKOBM
Kon 6une npeaMeT Ha napaneneH YBO3 WCKAY4YMBO 3@ COMCTBEHM MOTpebn Ha
34paBCTBeHaTa ycTaHoBa 6e3 cornacHocT o MUHUCTEPCTBOTO 3a 34PaBCTBO, KPUBUYHO
Ke oaroBapa M Ke ce Ka3HM CO 3aTBOP OA LUEeCT Meceumn Ao neT roanHn (4neH 80-6 ctas
3).

AKO KpUBWMYHOTO AEN0 0f CTaBOT 1 Ha OBOj YSeH ro CTOpW 3ApaBCTBEHA YCTaHOBA, Ke
Ce Ka3Hu CO MapuyHa KasHa.

OAroBOpHOTO NMLEe BO 3ApaBCTBEHaTa YCTaHOBA, KOE Ke M3BpLM MPOMET Ha
MeAMUMHCKN cpeacTBa Kov bune npeamMeT Ha napaneneH yBo3 UCKyYMBO 3a COMCTBEHM
notpebn Ha 34paBCTBEHaTa YcTaHoBa 6e3 cornacHoCT o4 MUHWUCTEpCTBOTO 3a
3/1paBCTBO, KPUBMYHO Ke OAroBapa M Ke ce Ka3HM CO 3aTBOP 04 LIEeCT Meceuu Ao net
roavHu (uneH 131-6 cras 3).

AKO KPUBWMYHOTO A0 0f CTaBOT 1 Ha OBOj YMEeH ro CTOpW 3ApaBCTBEHA YCTaHOBA, Ke
Ce Ka3HW CO napuyHa KasHa.
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YneH 156-r

OaroBopHOTO /MUe BO Benegporepujata W OArOBOPHOTO /MUEe BO jaBHaTa
3/paBCTBEHA YCTaHOBAa KOM Ke CKMy4yaT AOroBop 3a HabaBka Ha Niek, MO LEeHa Ha ek
KOja e moBucoka of ¢hopMmpaHaTa LeHa Ha NeKOT Ha rosieMo yTBpAeHa COrfiacHo co
MeTogonorujata o yneHot 108 ctaB 10 o4 OBOj 3aKOH, KPUBMYHO Ke 0AroBapaat U ke
Ce KasHaT CO 3aTBOp Of LWecCT Meceum Ao net roanHu (4neH 108 ctas 6).

AKO KpVMBWYHOTO J1€/10 Of CTAaBOT 1 Ha OBOj YNEH ro CTopu Beneaporepuvja, ke ce
Ka3HW CO MapuyHa KasHa U Ke i m3peye n 3abpaHa 3a BplIEHe Ha AEJHOCT Ha
Besniegporepuvjarta.

Ynen 156-a

OAroBOopHOTO /MUE Ha MpouM3BOAMTEN KOj BpLUM MPOMET Co NiekoT BO Penybnuka
MakenoHwuja, Ha Benegporepuja, Ha anTeka WM Ha ApYro NpaBHO nuue, uin GUanyKo
NMLEe Koe BpLM MPOMET WM BPLUM aKTMBHOCTM Ha MNpenakyBake Ha nek (3aMeHa Ha
OPrMHaNHOTO MaKyBakbe Ha JIEKOT CO ApYro 3apaan Mnpeo3HadyBakbe Ha POKOT Ha
ynotpeba Ha neKkoT), Ha KOj POKOT Ha ynoTtpeba e ucteyeH, opraHONenTUYKUTE
KapaKTepuUCTUKKM ce uaMeHeTn (usrneq, 6oja, BKYC 1 MUPUC), NaKyBaHeTO € OLITETEHO,
nabopaTopuckata KOHTpOSa Mokaxkana Aeka He € BO COrnacHOCT CO AeKIapupaHuoT
KBafMTET WM € MoB/ieYeH oA yrnoTpeba of Koja 6uno apyra npuuMHa, KpUBUYHO Ke
ofiroBapa 1 Ke ce Ka3Hu CO 3aTBOp A0 €[lHa roavHa.

AKO Kako nocnegvua Ha [AenoTo o4 CTaBOT 1 Ha OBOj YieH HacTanu TeLwkKo
HapyLLyBak€e Ha 34paBjeTo Ha €AHO MMM NMOBeKe NNLA, OArOBOPHOTO SIULE KPUBUYHO Ke
ofroBapa W Ke ce Ka3Hu CO 3aTBOp OA TPY A0 MET roAVHMW.

AKO Kako nocneauua Ha AenoTo Of CTaBoT 1 Ha OBOj YNeH HacTanu CMPT Ha edHo
WM NoBeKe NiMua, 0ArOBOPHOTO NULE KPMBMYHO Ke 0AroBapa M Ke Ce KasHW CO 3aTBOp
oA NeT A0 AeCeT roAvHMU.

AKO KpVBWYHOTO Aeno of ctasoBuTe 1, 2 U 3 Ha 0OBOj YeH ro CTopyu npoussoauTen
KOj BpWwM MPOMET CO NnekoT BO Penybnuka MakenoHwja, Benepporepuvja, anteka Wau
APYro npaBHO NuLE, KPUBMYHO Ke OAroBapa M Ke ce Ka3HM CO MapuyHa KasHa, a 3a
KPVMBMYHOTO [AEN0 Of] CTAaBOBUTE 2 U 3 Ha OBOj UNeH ke ce u3pedye M 3abpaHa 3a
Bplere Ha AejHOCT Ha NpouM3BOAUTENOT KOj BpLM MpPOMET CO N1eKOoT BO Penybnuka
MakenoHuja, Ha BenegporepuvjaTa, Ha anTekaTa WivM Ha Apyro nNpaBHO nuue.

YneH 156-r

OAroBOPHOTO NMLE BO MPaBHOTO JIMLE LITO BO MOCTankaTta 3a JobuBarbe Ha
0/106peHMe 3a CTaBakEe Ha NIEK BO MPOMET, NocTankaTta 3a AobuBare Ha 0106peHne 3a
napaneneH yBO3 Ha ek, MocTankaTta 3a AobuBatbe Ha 0A0bpeHne Ha YBO3 Ha JiekK,
NOCTankaTa 3a KIMHUYKO UCMUTYBake Ha NieK, NocTankata 3a opMUpare Ha LieHa Ha
NeK, nocTankaTa 3a 3anullyBatbe Ha MeOMLMHCKO CPeACTBO BO perucrap Ha
MEAULIMHCKM CpeAcTBa M MocTankaTa 3a AobuBakbe Ha 0A0bpeHue 3a napaneneH yBo3
Ha MEOULMHCKO CpeAcTBO [OCTaBM JNlaXXHW MOJAATOUM, M3jaBa CO HEBUCTUHWUTA
COAPXWHA, NaXKEeH [10Ka3 WM [I0Ka3 CO NlaXKHA COAPXKMHA, Ke Ce KasHM CO 3aTBOop oA
LLeCT Meceum A0 NeT FoAUHMW.

AKO KPUBWYHOTO €10 OA CTABOT 1 HA OBOj YMEH O CTOPU NPABHO JIMLIE K& C& KasHW
CO MapuyHa KasHa 1 Ke My ce uspeye 1 3abpaHa 3a BpLUIEHE HA [1€jHOCT.
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UneH 156-r

AnTekaTa WM anTekapcka CTaHWUa Koja ke m3gaae nek 6e3 peuenT, a KOj cornacHo
CO oaobpeHMEeTO 3a CTaBakbe BO MPOMET € Ha PexuMm Ha usgaBarbe ,CO NeKapcKu
peuenT", cornacHo co oapeabute oA YneHoT 13 cTaB 3 041 OBOj 3aKOH, Ke Ce KasHW CO
napu4yHa ka3Ha Bo BMcuHa of 5.000 eBpa BO AeHapcka NPOTUBBPELHOCT.

[loKONKy anTtekaTta WM anTekapcka CTaHuua no BTOpMaT ro rnoBTOpu AenoTo oA
CTaBOT 1 Ha 0BOj UNEeH, Ke ce Ka3HM CO MapuyHa kasHa BO BucuHa oa 10.000 eBpa BO
AEeHapcka NpOTUBBPEAHOCT U Ke U ce of3eMe NMLUEHLATa 3a BpLUEHE Ha 34paBCTBEHA
[AEjHOCT 3a nepuog oA Tpu Meceum.

[loKONKy anTtekaTta WAM anTekapcka CTaHvua Mo TpeTnaT ro noBToOpu AenoTo oA
CTaBOT 1 Ha OBOj UNeH, Ke Ce Ka3HM CO NapuyHa KasHa Bo BucuHa op 20.000 eBpa BO
AEeHapcKa NPOTMBBPEAHOCT M TpajHO Ke U ce oAa3eMe JfiMueHuaTa 3a BpLIEHE Ha
34paBCTBEHA AEjHOCT.

*YneHoT 156-F He COOABETCTBYBA CO TEKCTOT HAa 3aKOHOT, BUAW: YneH 56 oa 3akoHOT
3a U3MeHyBake U AOMOSIHYBare Ha 3aKOHOT 3a JIEKOBUTE U MeAUUMHCKUTE rnomarana
("Cny>»x6eH BecHWK Ha PM" 6p.88/15)

VII. NPEOCAHU W 3ABPLUHWN OAPEABU

YneH 157

AreHuujaTa 3a NeKoBM Ke 0TroYHe co paboTta oa 1 jaHyapu 2014 roauHa.

[o oTnoyHyBarwe co paboTta Ha AreHuujata 3a nekosu, BupoTo 3a nekosu
NpOAOSKYBA Aa My BpLUM paboTuTe 04 HAANEXHOCT Ha AreHuumjaTa 3a NeKoBU YTBPAEHM
CO OBOj 3aKOH.

[lo oTnoyHyBame co pabota Ha AreHuujaTa 3a 1EKOBK MO XanbuTte n3jaBeHn NpPoTUB
NPBOCTEMNEHNTE peLLeHnja AOHEeCeHM COrfiacHO CO OBOj 3aKOH pellaBa MUHWUCTEPOT 3a
30paBCTBO.

YneH 157-a

Co OeHOT Ha 3ano4vHyBarbe CO paboTa Ha AreHuujaTa 3a JIeKOBM MnpecTaHyBa Aa
nocton bupoTo 3a nekoBun. Ogpenbute KoM ce ogHeCcyBaaT HA AWPEKTOPOT Ha
AreHumjaTta ce NpuMeHyBaaT M Ha AMPEKTOPOT Ha bupoTo 3a nekoBuM A0 AEHOT Co
3aMo4HyBake Co paboTa Ha AreHuujaTa.

AreHuujaTta 3a NeKkoBM I'M npes3emMa HaaneXxHocTute, npasaTa, 0b6BpCKUTE, UMOTOT,
BpaboTeHuTe, apxmBaTa 1 AOKYMeHTaunjata og bupoTo 3a nekosu.

AreHumnjata M MUHWUCTEPCTBOTO 3a 3APaBCTBO Ke M npe3eMaTt BpaboTeHuTe of
bupoTo 3a nekosw.

YneH 158
Mpou3BoauTENMTE M NPaBHUTE NMUA 3@ NPOMET Ha rOJIEMO U Mano CO NIEKOBU U
MeAMUMHCKN CpeacTBa AO/MKHN Ce CBOETO paboTere Aa ro ycornacat co ogpeabuvrte Ha
OBOj 3aKOH BO pOK 0 LIECT Mecela oA AEeHOT Ha B/ieryBateTo BO CU/la Ha OBOj 3aKOH.

Ynen 159
Baparba 3a Mpov3BOACTBO M MPOMET CO JIEKOBU M MEAMLMHCKM CPeACTBa, Kako W
b6aparbaTta 3a CTaBake BO MPOMET Ha JIEKOBUTE U MeAMLMHCKUTE CpeacTBa NoaHeceHu
npea AEHOT Ha BNEryBake€TO BO CU/lAa Ha OBOj 3aKOH Ke Ce pellaT CornacHo co
oapebute Ha nponmcute Kou 6Gune BO Cula BO BPEMETO Ha MOAHECYBAHETO Ha
6apareTo.
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YneH 160
YneHoBuTe 14 ctaB 2, 25, 75 n 79 oa 0BOj 3aKOH Ke OTMOYHAT [Aa ce NpuUMeHyBaaT
MO UCTEKOT Ha ABe roAWHKU Of, AEHOT Ha BfieryBareTO BO CMSIa HA OBOj 3aKOH.

YneH 161
YneHoT 20 oA 0BOj 3aKOH MO OAHOC Ha YCOrnacyBakeTO Ha IOKyMeHTauuMjaTa 3a nek
LUTO BEKE MMa 0f0bpeHMe 3a CTaBake BO MPOMET Ke ce npuMeHyBa oA 1 jaHyapu 2010
roavHa.

YneH 162
YneHoT 22 ctaB 1 TOYka 2 04 OBOj 3aKOH MO OAHOC Ha EKCK/Yy3MBHOCT Ha
nofaTouuTe, EKCK/Ty3MBHOCT BO MNPOMETOT W [OMOMHUTENHA HOBa MHAMKauMja Ke
OTMNOYHE Aa Ce MpUMEHyBa MO UCTEKOT Ha OCYM roAvHU O AEHOT Ha BJIEryBaHeTO BO
Cuna Ha OBOj 3aKOH.

YneH 163
YneHoT 37 cTaB 5 o4 OBOj 3aKOH Ke OTMOYHE Aa Ce MPUMEHYBA MO UCTEKOT Ha neT
rOAVHW Of AEHOT Ha BfiEryBar€TO BO CUM1a HA OBOj 3aKOH.

UYneH 164
YneHoT 83 cTaB 3 oA OBOj 3aKOH Ke OTMOYHE Aa Ce MPUMEHyBa MO UCTEKOT Ha neT
rOAVHU Of AEHOT Ha BNEeryBareTO BO CU1a HA OBOj 3aKOH.

YneH 165
[lo akpeanTupareTo Ha nabopatopumTe COrnacHO CO MponucuTe 3a akpeauTauuja,
UCNWUTyBarbaTa M KOHTpONaTa Ha JIeKOBUTE Ke M BPWAT MOCTOjHUTE OBMACTEHU
nabapatopun.

YneH 166

OpobpeHuvjaTa 3a CTaBarbe Ha fieK BO NMPOMET M34adeHn Bp3 OCHOBA Ha nponucute
KOULUTO Ba)kenie BO BPEMETO Kora oAobpeHMeTo e us3gafeHO OCTaHyBaaT BO cwuia A0
NCTEKOT Ha POKOT Ha 040bpeHNETO 3a KOj Ce U3aafeHw.

Hocutenute Ha ogobpeHnjaTa 3a CTaBame Ha Slek BO NPOMET ce A0/MHKHN BO pok of 30
[leHa Off [eHOT Ha BneryBareTo BO CW/la Ha OBOj 3aKOH Aa nogHecat baparbe 3a
dopMMparbe Ha UeHaTa Ha NeKOT BO COMMacHOCT €O oapeabute Ha OBOj 3aKoH.
AreHumjaTa ja opobpyBa ueHaTa Ha NnekoT BO pok oA 120 pgeHa of [AeHOT Ha
NnoaHeCcyBaHeTO Ha baparbeTo.

AKO HOCMTENOT Ha 0A0bpeHNETO 3a CTaBake Ha NieK BO NPOMET He nogHece bapare
BO POKOT OA CTaBOT 2 Ha OBOj YieH, 0406peHMETO 3a CTaBaHe BO NPOMET Ke Ce YKUHE.

UneH 167
OpobpeHuvjaTa 3a CTaBake BO MPOMET Ha MeAUUMHCKUTE CpeacTBa KOU Ce U34aAeHU
BP3 OCHOBA Ha MPONMCUTE KOW BaXkesie Ha AEeHOT Ha BfieryBakeTO BO CM/A Ha OBOj 3aKOH
Ke ce ycornacaT co oapeadute Ha OBOj 3aKOH BO POK O TPWU FOAMHM Of AEHOT Ha
BNEeryBaHeTO BO CW/1a Ha OBOj 3aKOH.
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YneH 168
MUHMCTEPOT 3a 3APABCTBO K& MM [IOHECE MOA3aKOHCKUTE aKTU NpeaBUAEHU CO OBOj
3aKOH HajoouHa BO pOK Of LWeCT Meceua oA AeHOT Ha BfieryBakbeTo BO CW/la Ha OBOj
3AKOH.
[lo NOHecyBameTO Ha MNOA3AKOHCKMTE aKTM O CTABOT 1 Ha OBOj YfeH Ke ce
npvMeHyBaaT MOCTOjHUTE MPOMNUCK.

YneH 169
Co AEeHOT Ha BNEryBaHe€TO BO Cla Ha OBOj 3aKOH MpecTaHyBaaT Aa BakaT oapeabure
04 3aKOHOT 3a NIEKOBUTE, MOMOLLUHUTE NIEKOBUTUM CPeACTBA M MEAULMHCKUTE CpeacTBa
("CnyxbeH BecHMK Ha Penybnuka MakegoHuja" 6poj 21/98), wTO ce oaHecyBaaT 3a
NEKOBUTE 3a XyMaHa ynoTpeba.

Ynen 170
OB0j 3aKOH Bfneryea BO Cuia OCMUOT AeH oA AeHOT Ha objaByBareTo BO "CnyxbeH
BECHWK Ha Penybnuka MakefnoHuja".

NPEOAHW N 3ABPLUHU OAPEABU
oA 3aKOHOT 3a U3MeHyBatbe U A0NOoJIHyBae Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarana
(“"Cnyx6eH BecHuk Ha PM” 6p.88/10)

YneH 11
MoA3aKOHCKUTE aKTU MPEeABUAEHU CO OBOj 3aKOH Ke ce JI0HecaT BO POK Of LUEeCT
Meceumn of AeHOT Ha BfieryBaHeTO BO CM/1a Ha OBOj 3aKOH.

Ynen 12
[0 OeHOT Ha BneryBakeTo BO CMAAa Ha MOA3AKOHCKMOT aKT Of YfeHOT 8 Ha OBOj
3aKOH, (POPMUPAHETO HA LIEHWUTE Ha JIEKOBUTE Ke Ce BPLUM HAa HAYMH YTBPAEH npen
BNEryBaHkeTO BO CM/1A HA OBOj NOA3aKOHCKM aKT.

Ynen 13
HajoouHa no 2017 roavHa npaBHOTO NMUe Koe BpLM NPOMET Ha Mano Co NIEKOBU e
AOMKHO Aa obe3bean HajManky no egHo nuue co BUCOKO obpasosaHue of obnacta Ha
apmMaumjaTa koe ke 6mae NocTojaHo NMPUCYTHO BO CMEHa BO anTekaTa.

* Bo uneHoT 13 roguHaTa ,2017" ce 3aMeHyBa co aaTtarta ,1 jaHyapu 2016 rogunHa",
BMAM: uneH 11 of 3aKkOHOT 3@ U3MeHYBaHe M A0MNOSHYBaHe Ha 3aKOHOT 3a JIEKOBUTE U
mMeanunHckute nomarana ("CnyxbeH BecHWK Ha PM" 6p.27/14)

YneH 14
OpobpeHnunjata m3gageHn cornacHo co yneHoT 30 ctaB 1 of 3aKOHOT 3a NIEKOBUTE U
mMeamumHckute cpeactea (,CnyxbeH BecHMk Ha Penybnuka MakegoHuja” 6poj
106/2007) ke Ba)kaT [0 POKOT 3a KOjLUTO Ce U3AaIEHMW.

UneHn 15
OBOj 3aKOH Bnerysa BO Cuia OCMMOT AeH 04 AeHOT Ha objaByBameTo BO ,Cny»beH
BECHWK Ha Penybnuka MakenoHuja".
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3ABPLUHA OAPEABA
oA 3aKOHOT 3a AONoJIHyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTEe noMarana
(“Cnyx6eH BecHuk Ha PM” 6p.36/11)

YneH 2
OBOj 3aKOH Bneryea BO cuna CO AeHOT Ha objaByBareTo BO ,,CnyxbeH BECHUK Ha
Penybnuka MakenoHwuja".

NPEOAHW N 3ABPLUHU OAPEABU
oA, 3aKOHOT 3a U3MeHyBatbe U [AO0NOoJIHyBae Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarana
(“"Cnyx6eH BecHuk Ha PM” 6p.53/11)

UYneH 3
Oapenbute o, YNEHOT 2 Ha OBOj 3aKOH, Ke 3amoyHaT Jla ce NpuMeHyBaaT off AEHOT
Ha 3aMno4YHYBaHETO Ha NpUMeHaTa Ha 3aKOHOT 3a OCHOBare Ha [lp>XaBHaTa KOMWUCKja
3a o4/ly4YyBarbe BO yrpaBHa Nnocranka u nocranka og paboTeH 04HOC BO BTOP CTEMeH.

UYneH 4
OB0j 3aKOH Bferyea BO Cuaa OCMUOT A€eH o4 AeHOT Ha objaByBareTo BO ,CrnyxbeH
BECHWK Ha Penybnvka MakenoHuja", a ke 3amnoyHe Ja ce npuMeHysa o 30 cenTemMBpu
2011 roauHa.

3ABPLUHA OAPEABA
oA 3aKOHOT 3a AONOJIHYyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarana
(“Cnyx6eH BecHuk Ha PM” 6p.136/11)

UYneH 3
OBOj 3aKOH Bnerysa BO Cuia OCMUOT AeH o4 AeHOT Ha objaByBameTo BO ,Cny»beH
BECHWK Ha Penybnuka MakenoHuja".

NPEOAHU N 3ABPLUHU OAPEABU
oA 3aKOHOT 3a U3MeHyBale U [0NOoJIHyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAAULIMHCKUTE noMarasa
(“"Cnyx6eH BecHuk Ha PM” 6p.11/12)

YneH 16
Moa3akoHCKUTE akTu of uneHoBuTe 80-a cTtaB 4 u 80-a cTaB 6 04 OBOj 3aKOH Ke ce
[lOHecaT BO poK oA 15 aeHa o4 AeHOT Ha BieryBaHbeTo BO CM/A Ha OBOj 3aKOH.

YneHn 17
OB0j 3aKkOH Bneryea BO Cuia OCMUOT A€H oA AeHOT Ha objaByBareTo BO ,CnyxbeH
BECHWK Ha Penybnuka MakenoHuja".
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NPEOAHW N 3ABPLUHU OAPEABU
oA 3aKOHOT 3a MU3MeHyBatbe U A0NOoJIHyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarasna
(“Cnyx6eH BecHuk Ha PM” 6p.147/13)

UYneH 23

Hocutenute Ha ogobpeHnjaTa 3a CTaBarbe Ha /IeK BO NMPOMET 3a JIEKOBUTE 3a KOWN He
e JOoCTaBeHa AIoKyMeHTauujaTa o4 uneHot 20 og 3aKOHOT 3a JIeKOBUTE U MeAUUMNHCKUTE
cpeactsa (,CnyxbeH BecHMK Ha Penybnuka Makegonuja®™ 6poj 106/2007, 88/10, 36/11,
53/11, 136/11 n 11/12) n 3a Ko e mnsgageHo obHoBeHO oaobpeHne 3a CTaBakbe BO
NPOMET CO BaXHOCT Ha HeornpeaeneHo BpeMe Ce AO0/MKHM BO POK O MNET roauvHu O,
[AEHOT Ha BNEryBarb€TO BO CWMa Ha OBOj 3aKOH Aa ja AOCTaBaT AOKYMEeHTauujata o
yneHoT 20 o4 3aKOHOT 3a NeKoBUTE M MeamumHckuTe cpeactsa (,Cnyx6eH BeCHMK Ha
Penybnuka MakegoHuja" 6poj 106/2007, 88/10, 36/11, 53/11, 136/11 n 11/12) wam aa
noaHecat 6aparbe 3a o06HOByBarbe Ha 040bpeHMeTo, BO CNPOTUBHO W3AaAEHOTO
obHOBeHO oaobpeHme npectaHyBa Aa BaXw.

YneH 24
OnpenbaTta oa YneHoT 4 o4 OBOj 3aKOH Ke ce npuMeHyBa oA 1 jaHyapu 2015 roauHa.

YneH 25
Opnpenbute o4 0BOj 3aKOH KOM Ce oAHecyBaaT Ha napaneneH yBO3 Ha JIEKOBU U
MeaMUMHCKM cpeactBa oA Pycuja m Typumja Ke ce npuMeHyBaaT 4O MNPUEMOT Ha
Penybnuka MakegoHuja Bo EBponckata yHuja.

YneH 26
Ce osnactyBa 3akoHOAaBHO-MpaBHaTa komucuja Ha CobpaHveTo Ha Penybnuka
MakenoHuja aa yTBpAM MpeyncTeH TeKCT Ha 3aKOHOT 3a JIeKOBUTE UM MeAWMUMHCKUTE
CcpeacTsa.

Ynen 27
OB0j 3aKOH Bfneryea BO Cuia OCMUOT A€eH oA AeHOT Ha objaByBareTo BO ,CrnyxbeH
BECHWK Ha Penybnuka MakenoHuja".

NPEOAHA OAPEQBA
oA 3aKOHOT 3a U3MEeHyBake U [0MNOoJIHyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarasa
(“Cnyx6eH BecHuk Ha PM” 6p.164/13)

YneH 4
OB0j 3aKOH Bfneryea BO Cuaa OCMUOT AeH oA AeHOT Ha objaByBareTo BO ,CrnyxbeH
BECHMK Ha Penybnuka MakedoHuja", a ke 3amnoyHe Aa ce npumeHyBa oa 1 maj 2014
rogvHa.
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NPEOAHW N 3ABPLUHU OAPEABU
oA 3aKOHOT 3a U3MEeHyBake U A0NOoJIHyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarana
(“"Cnyx6eH BecHuk Ha PM” 6p.27/14)

Ynen 11
Bo 3akoHOT 3a u3MeHyBakbe W [JONONHyBake Ha 3akOHOT 3a JIeKoBUTE W
mMeanunHckute cpeactsea (,CnyxbeH BecHUK Ha Penybnuka MakenoHuja" 6poj 88/10) Bo
yneHotT 13 roguHata ,2017" ce 3ameHyBa co gataTta ,1 jaHyapu 2016 rogmHa".

* Bo uneHoT 11 pataTta 1 jaHyapu 2016 roaMHa" ce 3amMeHyBa co aaTtaTa ,1 jaHyapu
2018", Bumam: uneH 1 of 3aKOHOT 3a M3MeHyBarbe Ha 3aKOHOT 3a JleKOBUTE U
mMeanunHckute cpeactea (“CnyxbeH BecHVK Ha PM” 6p.7/16)

YneH 12
Opnpenbata of, YNEeHOT 2 0f1 OBOj 3aKOH CO KOja Ce /10/laBa HOB CTaB 7 Ke 3arnoyHe Aa
ce npumeHyBa oA 1 centemBpu 2014 rognHa.
Ha npaBHUTe nvua KoM HeMa fAa ja ycornacat CTpyKTypaTa Ha OCHOBauuTe, O4HOCHO
CoApY>XHULUMTE cornacHo co ogpeabata oa 4neHoT 73 crtaB 7 04 OBOj 3aKOH,
npectaHyBa fa Baxu o0aobpeHMeTo 3a MNPOMET Ha roneMo CO JIeKOBM, OAHOCHO
oao0bpeHneTo 3a NPOMET Ha Mano COo JIEKOBM.

Ynen 13

Oppenbata oA YNeHOT 5 oA 0BOj 3aKOH CO KOja ce 1oAaBaaT ABa HOBW cTaBa 4 1 5 ke
3ano4He Aa ce npuMeHysa oA 1 centemspu 2014 roguHa.

Ha anTekaTa Koja HeMa fa ja ycornacu CTpyKTypaTa Ha OCHOBAuyuMTe COrsiacHO Co
ogpenbata on uneHot 81 crtaBoBn 4 M 5 o4 OBOj 3aKOH, NpecTaHyBa Aa BaXu
oaobpeHneTo 3a NPOMET Ha rosieMo CO JIeKOBU, OAHOCHO Of0OpeHMeTo 3a MpPOMET Ha
Masio CO JIEKOBW.

YneH 14
Oppenbata on uneHOT 6 o4 OBOj 3aKOH Ke 3amnoyHe Ja ce npuMeHyBa oa 1
centemepu 2014 roguHa.

YneH 15
OBOj 3aKOH Bnerysa BO Cuia OCMUOT AeH OA4 AeHOT Ha objaByBameTo BO ,Cny)beH
BECHWK Ha Penybnuka MakenoHwuja".

NPEOAHW N 3ABPLUHU OAPEABU
oA 3aKOHOT 3a U3MEeHyBake U A0MNOoJIHyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarana
(“Cny»x6eH BecHuk Ha PM"” 6p.43/14)

Ynen 3
[AnpekTopoT Ha AreHuujaTta MMeHyBaH [0 AEHOT Ha 3ano4yHyBaH€TO Ha fnpuMeHaTa
Ha OBOj 3aKOH MpOAO/IKYBa Aa ja BpWM yHKUMjaTa A0 MCTEKOT HA MaHAATOT 3a Koj e
NMEHYBaH.
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YneH 4
Oppenbute oa 4neHoT 2 04 OBOj 3aKOH KOM Ce OAHecyBaaT Ha YCIOBOT 3a
Mo3HaBake Ha CTPaHCKM ja3uK Ke 3amnoyHaT Aa ce NpuMMeHyBaaT Mo [BE roAvHWU of
[AEHOT Ha BfieryBaHeTO BO CM/1a Ha OBOj 3aKOH.

YUneH 5
OBOj 3aKOH Bnerysa BO Cuia OCMUOT AeH 04 AeHOT Ha objaByBameTo BO ,Cny)beH
BECHMK Ha Penybnunka MakegoHuja”, a ke 3ano4yHe Aa ce NpuUMeHyBa Mo eHa roauHu
04 AEHOT Ha BNEryBareTO BO CM/A Ha OBOj 3aKOH.

NPEOAHU N 3ABPLUHU OAPEABU
oAl 3aKOHOT 3a U3MeHyBare U [0NOoJIHYBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE noMarana
(“"Cnyx6eH BecHuk Ha PM” 6p.88/15)

YneH 67

MpaBHMTE NMUA KoM noceayBaaT ogobpeHuja 3a perucrpauvja Ha TpaauuMoHaneH
xepbaneH ek 1 Ha XOMeonaTCKM JleK Ce AO/MKHW [a ro ycornacat CcBOeTo paboTerse
COornacHoO co oapenbute Ha OBOj 3aKOH BO POK O €dHa roauHa o [AEHOT Ha
B/IEryBateTO BO CUS1a HA OBOj 3aKOH.

OpobpeHnjaTta 3a perncrpaumja Ha TpagmumMoHaneH xepbaneH nek n Ha XOMeonaTCKu
NneK u3gafeHn Bp3 OCHOBa Ha MPOMMCUTE KOW BaXKesle Ha AEHOT Ha BJfieryBateTo BO
Cuna Ha OBOj 3aKOH Ke ce ycornacaT co oapeabuTe Ha OBOj 3aKOH BO POK O eaHa
roAvHa of AEHOT Ha BflIeryBakteTO BO CUJla Ha OBOj 3aKOH.

YneH 68
MoA3aKoHCKUTE aKTU NpeaBUAEHM CO OBOj 3aKOH Ke Ce IoHecaT HajaouHa BO poK o
[Be roAvHW Of AEHOT Ha BeryBaHeTO BO C1/1a HAa OBOj 3aKOH.

YneH 69
Ce oBnactyBa 3akoHOAaBHO-MpaBHaTa kKomucuja Ha CobpaHueTto Ha Penybnuka
MakenoHvja Oa yTBpAWM MPEeYUCTeH TEKCT Ha 3aKOHOT 3a JIeKOBUTE M MeAMUMHCKUTE
CpeAcTBa.

Ynen 70
OB0j 3aKOH Bferyea BO Cuia OCMUOT AeH oA AeHOT Ha objaByBareTo BO "CnyxbeH
BECHWK Ha Penybnuka MakenoHwuja".

CO OAJZTYKA Ha YcTtaBHMOT cya Ha Peny6bnuka Makegonuja ¥. 6p.121/2014
("Cnyx6eH BecHuk Ha PM" 6p.113/15)

1. CE YKUHYBA uneH 81 ctaB 4 oa 3aKOHOT 3a JIEKOBUTE N MEAULIMHCKUTE NoMarana
(,Cnyxb6eH BecHuMk Ha Penybnuka MakepoHuja” 6poj 106/2007, 88/2010, 36/2011,
53/2011, 136/2011, 11/2012, 147/2013, 164/2013, 27/2014 n 43/2014).

2. OBaa oanyka npousBegyBa NpaBHO AE€jCTBO OA4 AEHOT Ha objaByBameTO BO
,Cnyx6eH BecHUK Ha Penybnvka MakegoHuja”.
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NPEOAHU N 3ABPLUHUN OAPEABU
oA 3aKOHOT 3a U3MEeHYyBate U [A0NOoJ/IHyBabe Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE CpeacTBa
(“"Cnyx6eH BecHuk Ha PM” 6p.154/15)

YneH 39
MoA3aKOHCKUTE aKTU YTBPAEH CO OBOj 3aKOH Ke ce aoHecaT Bo pok oA 30 aeHa of
[AEHOT Ha BeryBakeTO BO CM/1a Ha OBOj 3aKOH.

YneH 40
OB0j 3aKOH BfieryBa BO Cuna CO AeHOT Ha objaByBameTo BO ,Cny)k6eH BeCHMK Ha
Penybnuka MakenoHwuja".

3ABPLUHA OAPEQBA
oA 3aKOHOT 3a U3MEeHYBae U [0MNOoJIHYBakbe Ha

3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE CpeacTBa
(“"Cnyx6eH BecHuk Ha PM” 6p.228/15)

YneH 2
OBOj 3aKOH Bfierysa BO cufa CoO AeHOT Ha objaByBareTo BO ,CnybeH BeCcHVK Ha
Penybnuka MakegoHuja".

3ABPLUHA OAPEQBA
oA 3aKOHOT 3a U3MEHYBahe Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE CpeacTBa
("Cnyx6eH BecHuk Ha PM"” 6p.7/16)

YneH 2
OBOj 3aKOH Bneryea BO cuia CO AeHOT Ha objaByBareTo BO ,,CnyxXbeH BECHWK Ha
Penybnuka MakegoHnja".

NPEOAHW N 3ABPLUHU OAPEABU
oA 3aKOHOT 3a U3MEeHyBake U A0MNOoJIHyBake Ha
3aKOHOT 3a JIEKOBUTE U MeAULIMHCKUTE CpeacTBa
(“Cnyx6eH BecHuk Ha PM” 6p.53/16)

YneHn 10
3anoYyHaTUTE NOCTanKK A0 AEHOT Ha 3ano4YHyBake Ha MPUMEHaTa Ha OBOj 3aKOH Ke
3aBpLUaT COrfiacHO CO 3aKOHOT MO KOoj bune 3ano4yHaTw.

Ynen 11
OpnpenbuTte op uneHoBute 2, 3,4, 5, 6, 7, 8 1 9 oA 0BOj 3aKOH Ke 3amoyHaT Ja ce
NpPUMeHyBaaT CO 3arnoYHyBar€TO Ha MpyMMeHaTa Ha 3akOHOT 3a ornwTaTa YynpaBHa
nocranka corfacHoO €O u4neHOT 141 oA 3akOHOT 3a onuwTaTta yrnpaBHa MoOCTarnka
(,Cnyx6eH BecHuK Ha Penybnuka MakegoHuja® 6poj 124/15).

Ynen 12
OB0j 3aKOH BfieryBa BO Cuna CO AeHOT Ha objaByBameTo BO ,Cny)k6eH BeCHMK Ha
Penybnuka MakenoHwnja”.
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