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COBPAHHUE HA PEIIYBJIMKA MAKEJTOHUJA

Bp3 ocnoBa Ha uwmen 75 craBoBu | mw 2 on VYcraBor Ha PenyOnuka Makenonwuja,
npercenarenor Ha PenmyOnumka Makenonuja u mnpercenarenor Ha CoOpanuero Ha PemyOmmka
MakenoHuja u3gaBaat

YKA3 3A ITPOI'JIACYBAIBE HA 3AKOHOT 3A JIEKOBUTE N MEJJMIIMHCKHUTE
IIOMAT AJIA

Ce npornacyBa 3aKOHOT 3a JICKOBUTE U MEIULIMHCKUTE ITOMaraia,
mro Cobpanuero Ha PenyOirika MakeoHUja TO JIOHECE HA CEHUIIATA OJIpKaHa Ha 24 aBTyCT
2007 roguHa.

bp. 07-3684/1 [Ipercenaten
24 apryct 2007 ronuHa Ha PenyOnmka Makenonwuja,
Ckomje Bpanko LlpBeHkoBckw, C.p.
[Ipercenaren
Ha CoOpanuero Ha PemyOnuka
Makenonuja,

Jbyouma I'eopruescku, c.p.
3AKOH 3A JIEKOBUTE U MEJUIIUHCKUTE ITIOMAT AJIA
[. OIIIITU OAPEABN

Ynen 1

Co 0BOj 3aKOH ce ypeayBaatr JEKOBUTE U MEAUIIMHCKUTE TIoMaraia 3a yrnorpeda Bo XyMaHaTa
MEIWIIMHA, YCIOBUTC M HAYMHOT 3a 00e30eqyBambeé Ha HUBHUOT KBAJIHTET, Oe30eqHOCT U
e(UKacCHOCT, HAUMHOT U MOCTANKHUTE 32 HUBHO IPOU3BOJICTBO, UCIIUTYBAbE, CTABAKE BO MTPOMET,
poMeT, GopMHUpame Ha IICHH, KOHTPOJIA HA KBAJTUTET, OTJIaCYBakhe U MHCIICKITUCKH HAI30p.

Co o0BOj 3akOH ce ypeayBaaT M OIOJHUTE JPOTH, TICHUXOTPOIMHUTE CYICTAaHIUH U
MIPEKYP30pUTE MOTPEOHH 3a MPOU3BOCTBO HA JICKOBUTE WMJIM MEIUIIMHCKHUTE TIOMaraja ako He ce
ypeIeHH cO APYT 3aKOH.

Unen 2

OpnnenHu nmouMu ynoTpeOeHu BO OBOj 3aKOH TO UMaat CJICAHOBO 3HAUCHE:

1. Jlek e cekoja CyINCTaHIIMja I KOMOMHAIMja HA CYNCTaHIMK (OPMYIUPAaHU HA HAYMH 32
Jla JIEKyBaaT WU MPEBEHUpaar 0ojecTr Kaj iayrero. JIek e, ucTo Taka, cexoja CyrncTaHIU]ja WA
KOMOMHAIMja Ha CYINCTAHIMM IITO MOXE Ja ce ymoTpeOyBa WM Ja ce JaBa Ha Jyre 3a
OOHOBYBame, KOpETUpame Wi Moauduuupame Ha (usnonomkure (QyHKIHH €O
NpeN3BUKYBalke Ha (apMaKoJIOIIKa, MMYHOJOIIKA WJIM MeTabOJMYKa aKTUBHOCT, WM 3a
MOCTaBYBambE HA MEAMIIMHCKA JIMjarHO3a;

2. CyncraHuuja e cekoja marepuja 6e3 pa3imka Ha MOTEKJIOTO, KOja MOXe Ja Oue:

- YOBEYKA, HA IIPUMEP: YOBEUKa KPB M MIPOU3BOIU O] YOBEUYKa KPB,
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- MBOTHHCKA, Ha MPUMEP: MUKPOOPIaHU3MH, LIEIU >KUBU OPraHU3MHU, JEJIOBHU O]l OpraHH,
CEKpPEeTH O] )KUBOTHH, TOKCHHH, €KCTPAKTH U KPBHH MPOTYKTH,

- pacTUTeNHa, Ha IPUMEpP: MUKPOOPTaHU3MHU, pacTe€HH]ja, NEJIOBH O] PACTEeHM]ja, CEKPETU O]
pacTeHuja U eKCTPAKTH,

- XeMHCKa, Ha TpUMep: eeMEeHTH, XEMHMCKM MaTepHUH KOM Ce jaByBaaT BO IpHpoJaTa U
XEMHCKH TIPOM3BOJIU KOU Ce JOOMBAAT MPEKy XEMICKa MPOMEHA WIIH CUHTE3a U

- ToOMeHa co OMOTEXHOJIOIIKA [TOCTAIKA;

3. AKTHBHA CyNcTaHIH4ja ¢ (hapMaKoJIOIIKK aKTUBHA CYTICTaHIIM]a Ha JajeHa ¢apmarieBTCKa
no3upana ¢opma;

4. ExcunmeHc € cekoja CyNCTaHIMja OCBEH aKTHBHATa CYICTaHIMja KOja € BKIydYeHa BO
MPOM3BOIHUOT MPOLIEC MU C€ COAPXKH BO roToBaTa (hapMareBTcKa (popma Ha JIeKOT;

5. ®apmauneBTcka (opma ¢ dopma Ha JEeK COOJBETHA 3a HeroBara ymorpeba (Tabnerw,
KarcyJi, MaCTH, paCTBOPH 3a UH]EKTUPAE U APYTO);

6. Cepuja Ha JIeK € OJpEICHO KOJIMYECTBO HAa KOj OUIIO JIEK MPOU3BEACHO BO TEKOT HA €lIeH
LUKJIYC Ha IPOU3BOJICTBO YHja XOMOI'€HOCT € LIEJIOCHO FApaHTHUPAHA;

7. Ame Ha Jek € UMe Koe MOXe Ja Ouje WHOBAaTUBHO MME IITO HE co3jaBa 3a0dyHa co
BOOOMYACHOTO M€ WJIM € BOOOMYAEHO MJIM HAY4YHO MME MPOCIEIEHO CO TProBCKa MapKa WU CO
MM€ Ha TPOU3BOJUTEIOT/HOCUTENOT Ha 0JJ00PEHHUETO 32 CTaBambe BO MPOMET;

8. Booonuaeno ume e merynaponno HezamTtuteHo ume (International Nonproprietary Name,
INN), npenopagano ox CBerckaTa 3ApaBCTBEHa OpraHM3alldja WM, aKO TAaKBO HE IOCTOH, €
BOOOMYAEHOTO YIOTpeOyBaHO UME;

9. BHOJIONIKM JIeK € CEKOj JIeK INTO KaKo aKTHWBHA CYINCTaHIMja COApPKHA OHOJIOIIKa
CYINCTaHLIMja WM CYIICTaHLHMja JOOMEHa CO IOCTalKa INTO BKJIydyBa OMOJIOIIKM CHCTEMH.
buonomka cycrictaniyja € cekoja CyIlcTaHIija JOOWEeHa O] WIH CO yImoTpeda Ha OHOJIONIKA
M3BOp U 32 KOja € MOTpeOHO KoMOMHanuja oJ] GU3NIKO-XEMUCKA U OMOJIOIIKM MCTIUTyBamba 3a
MOCTUTHYBamkE Ha KBATUTET, 3a€JHO CO TOCTAIKaTa 3a u3paboTKa M Ha/a30p Hax HUB. Toa ce, Ha
npuMep, JIEKOBU HM3pabOTeHH CO OHOJIOMIKa WM OMOTEXHOJIOLIKA IMOCTANKa, BKIYYUTEIHO U
KyITypd Ha KiIeTku U pexkomOuHantHa JIHK TexHomormja, 5nekoBHM Of KpB M IUIa3Ma,
MMYHOJIOIIKY JIEKOBH U CIINYHO;

10. UMyHOJIOIIKH JIEK € JIEK IITO COJIPKHU BAKIIMHU, TOKCUHHU ¥ CEPYMU WJIU aJ€pPreHH;

11. Jlek no6uen co mpepadoTKa Ha YOBeYKa KPB MJIM 4YOBeYKa IUIA3Ma € CEKOj JIEK
3aCHOBAaH Ha COCTaBHUTE J€JIOBM Ha KpBTa (anmOyMHH, KOaryJaludoHd (akTopu U
UMYHOIJIOOYJIMHH);

12. KpB M KPBHH KOMIIOHEHTH ce IpepaboTKu JOOMEHHM O]l KpB, THME HE Ce cMeTaar 3a
JICKOBH, BO CMHCIa Ha OBOj 3aKOH, M C€ KOPUCTAT KAaKO CYpPOBHHHM 3a WHIyCTPHCKH
NPOM3BEACHUTE JIEKOBU. 3a HUB CIIOpE] OBOj 3aKOH He ce Oapa 0J00peHue 3a CTaBame BO
MIPOMET;
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13. PaguodepmManeBTCKH NpenapaTr € ceKoj JIeK Koj, Kora € TOATOTBEH 3a ymoTpeda,
COJPXKH €lIeH WJIM TOBEKe PaAMOHYKIHIN (paAHMOaKTHBHH M30TOIM) HAMEHETH 32 MEIUIIMHCKA
ynotpeoa;

14. PaiMoOHYKJ/IM/eH TeHePaTop € CEKOj CUCTEM KOj COIPKU PATUOHYKIUA (POJUTEN) O KOj
CO paJMOAKTUBHO pacmarame ce 0cia000ayBa Ipyr paauoHyknuj (kepka). Ociao060AaeHHOT
PaIMOHYKIH] C€ OJJIeTyBa CO eIyHpame WM JAPYr METOA M C€ KOPHCTH 3a IOATOTOBKAa Ha
panuodapmalieBTCKu npenapar;

15. PaguoHyKk/InIeH KUT € TperapaTr HaMeHEeT 3a JOOMBame Ha TOTOB pasno(apMameBTCKU
npenapar co PeKOHCTUTYLHja MM CO KOMOMHHPAaWmE CO PaJHOHYKIUA, BOOOMYACHO Ipes
ynoTpeoa;

16. PanMoOHyKJMIeH MPeKyp30p € CEKOj paJuOHYKIHJ HaMEHET 3a 0O0eJeKyBame
(Mapkupame) Ha IpYTH CYICTaHIIUU Tpe] yIoTpeoa;

17. EceHuMjaaHH JIeKOBM C€ OCHOBHM JICKOBU HaMEHETH 3a JIEKyBambe€ Ha HajuecTHTe
0o0JIeCTH Ha HajroJIeM el O] HACEJIEHUETO M KaKO TaKBH ce Ae(UHUpPAaHU O HAIJIE)KEH OpraH;

18. I'eHepHYKH JeK € JIeK IITO MMa WCT KBAJUTATUBEH M KBAaHTUTATHUBEH COCTaB Ha
akTuBHATa (T€) cyncTraHmuuja (MM) BO UCTa ¢apmaieBTcka (opMa Ha JIEKOT (WM pa3iudHd
nepopanHu (GopMH Ha JEKOT co Op30 ociao0oayBamke Ha aKTUBHATa CYICTaHIIMja), Kako U
pedepEeHTHHOT JIeK U Yhja OMOSKBUBAIICHTHOCT CO PEPEPEHTHHUOT JICK € JJOKakaHa CO COOJIBETHA
CTyAMja Ha OMOPACTIONOKIUBOCT. Pa3uuHuTE COMNMM, €CTPU, H30MEPHU, CMECH HA U30MEPHU, €TPH,
KOMIUIEKCH WJIU JIEPUBATH HAa aKTUBHA CYTICTAHIIMja C€ CMETaaT KaKo UCTa aKTUBHA CYIICTaHIIH]a,
cé J0/leKa THE HE ce Pa3lIMKyBaaT 3HAYMTEIHO BO OCOOMHMTE BO TMOrjeja Ha Oe30eqHocTa U
epuKacHOCTa Ha JIEKOT. BO TakoB ciy4aj MOJHOCHUTENOT Ha OapameTo Mopa Ja TOCTaBU
JIOTIOJTHUTEIHY HMHGpOpMalMK IUTO K€ ja JOKakaT CUTypHOCTa W/HiIM edukacHocTa Ha
pa3NUYHNATE COJNH, €CTPH WM JIepPUBAaTH Ha ojoOpeHara akTHBHA cyncraHimja. CTynun Ha
OMOPACIONOKIMBOCT MOXE M J1a He ce 0apaaT o]l MOJHOCUTEIOT Ha Oapamero, JOKOJIKY ce
JOCTaBaT PEJIEBAHTHU JIOKA3H COTJIACHO CO COOABETHHUTE yNaTcTBa BO EBporickara yHHja IITO
MOJKaT J]a TO ONpaB/aaT HEJ3UHOTO OTCYCTBO;

19. PedepenTeH Jiek € J€K MPOU3BENEH OJl OPUTMHATOPOT WJIM JIEK ILITO MMa 0J100peHue 3a
cTaBame BO npoMeT Bo PermyOnuka MakenoHuja uian Bo 3eMja ujeHka Ha EBporckara yHHja unja
OMOEKBUBAJIEHTHOCT € JIOKa)KaHa BO OJTHOC Ha JIEKOT OJ] OPUTHHATOPOT;

20. MarucTpaJeH JieK € CeKoj MpOM3BOJ M3pabOTEH BO anTeKa Bp3 OCHOBA HAa PELENT O]
JIeKap, a € HaMEHET 3a OJIpeJICH MaIlUeHT;

21. T'aneHcKkHM J1eK € cekoj NpoU3BO H3pabOTEH BO rajleHCKaTa JadopaTtopHja Ha anrtekara, BO
COTJIACHOCT CO IMPOMHCHUTE Ha (apMaKoIejaTa Wil BO COTJIACHOCT CO JIPYTH MPOITUCH U € HAMEHET
3a M3/1aBambe AUPEKTHO BO Taa arTeka;

22. X0MeOoNaTCKH JIeK € CEKOj JIEK MOATOTBEH O/ CYTICTAaHIIMU WU T.H. XOMEOIATCKH COCTOJKH
BO COIJIACHOCT CO XOMeEOIaTcKaTa MpOM3BO/IHA MOCTaNKa onumana Bo EBpornckara ¢apmakorneja,
Hammonamamor nomatok Ha EBponckara ¢dapmakoneja Ha PemyOnmka Makenonuja (Bo
HATaMOIIHUOT TeKcT: HalmoHanHuOT A0AaTOK) Wiu cropes (papMmakoneuTe Kou Oo(UIMjaTHO ce
KOpHUCTAT BO 3€MjUTE€ KOW I'M MMAaaT MCTHTE CTAHAAPIM 33 KBAJHUTET HA XOMEOIIATCKUTE JIEKOBH
kako Bo PenyOnuka Makenonuja. XOMEONaTCKUOT JIEK MOKE J1a COJPKU MOBEKe INIaBHU COCTOjKU;

23. XepOajeH JeK ¢ CeKOj JIeK KOj MCKIyYHBO COAPXKHU KAKO aKTUBHHU COCTOJKH €IIHA WU
noBeke XepOaJHW CYNCTaHIMU WM €/IeH WIM MOBeKe XepOaaHM MpepadOTKU WM elHa WU
NOBeKe XepOaIHM CyNCTaHIIMK BO KOMOMHAIM]a CO €IeH WM NOBeKe XepOaHu mpepaboTKH;

24, XepOajHU CYNCTAHIMH C€ TJaBHO IIeNH, (PparMEHTHpAHW WIM CEUEHU pacTeHH]a,
JIENIOBH O]l pAcTEeHHWja, aird, rabu, JMIIad BO HENpepadOTeHa, BOOOOMYACHO CyIIEHA WM
IOHEKoranl Bo ceexa (opma. Hekon ekcynatu kou He Omile MOJJIOKEHH HA OJPEACH TPEeTMaH,
UCTO Taka, CE€ cMeTaaT 3a XepOaJHW CYNCTaHUMU. XepOaTHUTE CYNCTAaHIMU C€ TOYHO
Je(pUHUpPaHU TPEKy KOPHCTEHOTO pacTeHHe U 0Jf OOTaHMYKOTO HME BO COIJIACHOCT CO
OMHOMHUOT CUCTEM (PO, BUJI, TIOJIBUJ] M aBTOD);
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25. Xep0Oaguu npepadoTKU ce MpepaboTKu T0OMEHH CO TMOMIOXKYBake Ha XepOarHHUTe
CYINICTaHIIMM HA TPOIECH Kako INTO C€ eKCTpakiWja, ACCTHIaluja, LEACHE, CeKCIpecHja,
bpakuroHupame, MPOYUCTYBake, KOHIIEHTpUpame win pepmenTanuja. Toa ondaka U UCUTHETU
WIM TIPAIIKacTH XepOaJHU CYICTaHIWH, TUHKTYPH, E€KCTPaKTH, €TepUYHH M MAacHH Macla,
W3BJICUECHN COKOBH U MPEPaOOTEHU EKCYIaTH;

26. TpaaMUUOHAIIHU XepOaJTHH JeKOBHM CE€ JICKOBH KOW IIEJIOCHO TH HCIOJHYBaaT CHUTE
HaBEJICHU KPUTEPUYMH, U TOA:

- UMaaT WHAWKAIMWA HMCKIYYHMBO COOJBETHH 32 TPAIUIMOHATHHUTE XepOaHU JICKOBU M CE
MIPOM3BEICHN U HAMEHETH 3a yrnoTpeba 6e3 Haa30p Ha JOKTOD,

- ce ynorpeOyBaaT MCKIyYMBO CaMO Bp3 OCHOBa Ha crenuduirpaHara jauynHa ¥ HAYMH Ha
ynotpeba,

- HAMEHETH C€ 3a IepopaiHa yrnorpeba, HaJBOpeIIHa yroTpeda n/uim 3a HHXAINPAmbe,

- BpEMETpaeHkEeTO Ha TPAJUIMOHATHATA YIIOTpeOa, KOe MOXKe Jla ce MOTBPAU CO JTUTepaTypHU
WM CTPYYHHU N0Ka3u € HajManky 30 roawHu, BKIYy4yBajKd TM U TOCIETHUTE 15 TOOWUHU BO
Peny6nuka Maxkenonuja unu Bo 3eMjute Ha EBporickara yHUuja u

- JIa TIOCTOjaT OBOJIHO IOJATOLM 3a TPaJHWIMOHATHATa ynorpeda Ha JIEKOT, OCOOCHO 1ia ¢
JOKa)KaHO JeKa JIEKOT He € IITeTeH Mpu MPONUIIAaHHOT HayhMH Ha ymnotpeda U JeKa
dapmakomomkuTe epeKTH WM e(pHUKaCHOCT Ha JIEKOT C€ JOKaXaHH Bp3 OCHOBAa Ha
JONTOTpajHaTa ynorpeda U HCKYCTBOTO;

27. dapmakoneja ¢ 30Up Ha MPONMUCU KOU IO PEryJupaaT MPOU3BOJICTBOTO Ha JIEKOBUTE,
KOHTpOJIaTa M TOTBPAYBambETO HAa HUBHUOT HICHTUTET, HCIUTYBAHETO U YTBPAYBAKETO HA
YHUCTOTa W JPYTH TapaMeTpy KOW T'O OINpPEeNyBaaT KBATUTETOT Ha JICKOT U HETOBUTE COCTaBHU
CYTICTaHIINY;

28. EBpomncka ¢apmakoneja ¢ dapmakorieja ToHeCeHa Bp3 ocHoBa Ha KoHBeHImMjaTta 3a
u3pabotka Ha EBporickata ¢apmaxoneja Ha CoBetoT Ha EBpomna (1964 roauna);

29. Jloopa mpousBoana npakca - Good Manufacturing Practiace (GMP) e cucrem Ha KBaJHUTeT
3a OpraHM3allfjara, HaJ30pOT U KOHTpOoJaTa Ha KBAJIUTETOT BO CUTE aCMEKTH Ha MPOU3BOJICTBOTO Ha
JIEKOT;

30. lo6pa koHTpo.IHA JabopaTopucka mpakca - Good control Laboratoriy Practice (GcLP) e
nien o1 jo0para Mpor3BO/IHA TIPaKca MOBP3aH CO KOHTPOJIaTa Ha KBAIMTETOT Ha JIEKOBUTE,

31. lo6pa 1aboparopucka npakca - Good Laboratoriy Practice (GLP) e cuctem Ha KBauTeT
32 OpraHM3allMOHUTE TIPOIECH M YCJIOBHTE 32 IUIAHMPame, CIPOBENyBame, KOHTPOJIA,
eBUICHTHpae (IPOTOKOJI) U U3BECTYBAHE 32 MPEIAKIUHIYKUTE Ta00paTOPUCKH CTY UM,

32. Jloopa auctpudyruBHa mpakca - Good Distribution Practice (GDP) e cucrem Ha
KBAJIMTET KOj CE OJIHECYBa HAa OpTaHM3alMjaTa, CIIPOBEAYBAKHETO U HAI30POT Ha CKIAAUPAETO
Ha JIEKOBUTE W MEIUIMHCKUTE ToMaraja Crope]] OApeACH Pelociiel] U MPOMHIIAHN yCIOBU Ha
qyyBame, MpeJ HAaTaMOIIHA ymoTpeda WM CTaBake BO MPOMET U TPAHCIOPT HA HMCTUTE O]l
MPOU3BOJUTEINOT IO KPAjHUOT KOPHCHHUK;

33. loOpa kJIMHHYKA NpaKca BO KIMHMYKU ucnuTyBama - Good Cliniacal Practice in
Clinical Trials (GCP) e mMefyHapoIHO TpU3HACH €TUYKH W HAYYEH CHCTEM 3a KBaJIHMTETOT Ha
IUTAHUPAKETO U CIPOBEIYBAHETO, €BUACHTUPAHETO, KOHTPOIHMPABETO U H3BECTYBAKETO 3a
KJIMHUYKUTE UCIHUTYBamka Ha Jiyfe U 00e30e1yBa BEPOJIOCTOJHOCT M KBAJUTET Ha MOJATOLIUTE
noOveHu Off WCMIUTyBamaTa W 3alliTUTaTa Ha MmpaBaTa, 0e30eaHOCTa W JoOpata cocToj0a Ha
WUCIIUTAHHUIIUTE, BO COMJIACHOCT cO XenicuHIkara nekiapainuja Ha C30 3a OMOMEIUITMHCKA
WCIIUTYBama Kaj JIyre;

34. Joopa ¢apmaneBTcka mpakca - Good Pharmaceutical Practice (GPhP) e 36mp Ha
MeryHapoIHO MpHUQaTeH! CTaHAapAH 3a YHAIPEIyBamke Ha 3/IPaBjeTo MPEKy CHAOyBamkbe CO JICKOBH
¥ MEIUIIMHCKU TIOMaraia, Iupemke Ha MH(OpPMaIMU 3a JIEKOBUTE, MOJ0OpYBame Ha Iprkara 3a
MAIMEHTOT, MPOIHIIYBAakE BO COMIACHOCT CO HAYMHOT Ha yrnoTpeda Ha JIEKOT U APYTH COOJIBETHU
aKTUBHOCTH;
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35. Ilpon3BoauTEs HA JE€KOBH, OTHOCHO MeIUIHHCKHU MOMAraJja ¢ paBHoO JIMIE OBIACTEHO
¥ OJIrOBOPHO 3a TNPOMU3BOJCTBO, Pa3B0j, KOHTPOJAa HAa KBAIMTET, NMAKyBamke M O3HAUYyBambe Ha
JEKOBUTE WM MEIWIMHCKHUTE TOMarana Oe3 pas3iiKa [ali JICKOBUTE WM MEIUIMHCKUTE
roMaraJia ce IpoM3BeICHH OJ1 HETO HJIH O] TPETO JIUIE BO HETOBO MME;

36. Hocures Ha o00peHue 32 cTaBame BO MPOMET € IIPAaBHO JIMIIE Ha KOE My € M3JaJICHO
o100peHue 3a cTaBamke BO MPOMET 32 JIAJICH JIEK BO COTIIACHOCT CO OBOj 3aKOH;

37. dapMaKOBHUTHJIAHIIA € CHUCTEM KOj C€ NPHUMEHYBa 3a OTKPUBAIE, COOMpamse, CIleICHE,
nporeHa U 00e30eyBamke Ha COOJBETHOCT HA HOBUTE TOJATOIMM 3a 0e30eqHOCTa Ha JICKOT W Ha
OJTHOCOT PH3HUK - KOPHCT BO BpCKa CO ymoTpedaTa Ha JICKOT WM HEroBaTa MHTEpaKIuja co IpYyTd
JICKOBH;

38. Pu3uk moBp3aH co ymoTpedaTra Ha JIEKOT € CEKOj PU3UK IOBpP3aH CO KBAJIUTETOT,
0e30emHOCTa WM e(PUKACHOCTAa Ha JIEKOT BO BPCKAa CO 3/IpaBjeTO HA MAIMEHTOT HMJIM jJaBHOTO
37paBje, KaKo U CEKOj PH3HK O]l HeCaKaHNUTE e()eKTH BP3 KUBOTHATA CPEIUHA;

39. OaHOC PU3MK - KOPHCT € OIICHA Ha MIO3UTHBHHUTE TEPAIIEBTCKU €()EKTH Ha JIEKOT BO OJTHOC
Ha PU3HULUTE TIOBP3aHU CO yrnoTpedara Ha JIEKOT;

40. HecakaHa peakuuja Ha JIeK € CEKOj HECaKaH M IITETEH OJArOBOp Ha JEKOT, HITO ce
jaByBa mpH yrnoTpeba Ha JIEKOT CIIOpe]l MPONHUIIAHNOT HAYHH Ha YIoTpeoda;

41. Cepuo3Ha HecaKaHa peaklHja HA JIEK ¢ CEKOja HECaKaHa pPeakIifja MITo MPEeIN3BUKYBa:
CMPT, 3aKaHa 1O JKMBOTOT, 33/Ip)KyBarbe¢ Ha MAIlMEHTOT BO OOJHUIIA WIH MPOAOJDKYBame Ha
MPECTOjOT BO OOJHUIA, TPaeH WM 3HAYMUTEICH XCHIUKEI/HECITIOCOOHOCT WIIM KOHTCHUTAITHA
aHoMaJuja/BpoJeH neeKT;

42. HeouekyBaHa HecaKaHa peaKlMja Ha JIEK € CEKOja HEOYCKYBaHA M HECaKaHA PEaKIlvja
YHja IpUpoJa, TeKWHA M MCXOJ HE € BO COMIACHOCT CO 30MPHHUOT M3BAILTA] 3a OCOOMHHUTE Ha
JICKOT;

43. IlepnoauyeHn u3BemTaj 3a Oe3degHocta Ha JekorT - Periodic Safety Updated Report
(PSUR) e oncexeH u3BemITaj AaJeH O HOCUTEJIOT Ha OJOOPEHUETO U MPETCTaByBa JOKYMEHT
KOj COAPKM JIETAIHU TOAATOLM 3a 0e30eHOCTa Ha JIEKOT, KaKo M OLCHA 3a OJHOCOT PU3UK -
KOPHCT;

44. YnatcTBo 3a mamMeHT ¢ MH(opMaiuja 3a KOPUCHUKOT, KOja BO MHUIIyBaHa ¢opma e
NPUIOKEHA KOH JIEKOT, a COAPKM OCHOBHHM MH(OPMAILMHU 3a JICKOT W 32 HEroBaTa NMpaBUIIHA
yrnorpeba 1 Mopa Jia Oujie HanuIIaHa Ha ja3uK pa30UpIIMB U jaceH 3a MalMeHTOT - KOPUCHUKOT;

45. 30upeH u3BelITaj 32 0COOMHHUTE HA JIeKOT - Summary of Product Charasteristics (SmPC) e
JOKYMEHT Ha MPOU3BOIUTEINOT IITO CONPXKM OCHOBHM MH(OpPMAlUH 32 OCOOMHHUTE Ha JICKOT U €
HAMEHET 3a 3/IpaBCTBEHUTE PaOOTHHIIN;

46. KoHTaKTHO MaKyBam€e Ha JIeK € [TaKyBamke CO KOE JIGKOT Joara BO HEMOCPEACH KOHTAKT;

47. HagBopelHo MaKyBame Ha JIeK € am0aakaTa BO KOja ce Haora KOHTaKTHOTO MaKyBambe
Ha JICKOT;

48. O3HauyBame Ha MNMaKyBaWmeTO CE€ OCHOBHHTE TOJATOIM INTO C€ JeKJIapupaaT Ha
KOHTaKTHOTO ¥ HAaJBOPEIIHOTO IaKyBame, a Ce OJHECYBaaT Ha JIEKOT WJIM MEAHUIMHCKOTO
TIOMara’o;

49. MeIuUMHCKO TMOMATaJ0 € CEKOj MHCTPYMEHT, amapar, ypea, MaTepujal HiH ApYT
MPOM3BO/I IITO C€ KOPUCTH BO XyMaHaTa MEAMIINHA, ITO HeMa (apMaKOJIONIKO, UMYHOJIOIIKO WA
MEeTa0OMMYKO [IjCTBO, & CE€ KOPUCTU CAMOCTOJHO HIM BO KOMOWHAIMja, BKIY4YyBajKU TO U
HEONXOTHHUOT cO(TBEp 3a MpaBUIIHA YIOTpeda Ha OMArajoTo CO LE:

- TWjarHo3a, IPEBEHIIN]a, CIEACHE, TPETMaH WUJIU OJIECHYyBambe Ha 00JecT,

- IjarHo3a, cielemhe M Haa30p, TPETMaH, OJECHYBamhe WIM KOMICH3alllja Ha TOBpena WIn
XCHIMKETI,

- HCIIUTYBamke, 3aMeHa WK MOIU(UKAIMja HA aHATOMCKH W (PU3UOJIOUIKH MPOLIEC U

- KOHTpOJIa Ha 3a4HYBarbe.

MenunuHCKHUTE IoMaraja, UCTO Taka, T'M BKIydyBaar H:
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1) MarepujanuTe HaMEHETH O] HHUBHUTE TMPOMU3BOJIUTENM 3a yHoTpeda 3aemHO Cco
MEIUIIMTHCKOTO MTOMaraso 3a Jia c€ OBO3MOXKH HEroBaTa ynorpeoa;

2) marepujaiuTe KOM MMaaT crneuuuyHO AM3ajHUpPAHU KApaKTEPUCTHKH W C€ HalpaBeHU
CHOpell THIIAH TMPOMUC OJf KBATH(UKYBAHO JHIE 33 WHIWBUAyalHA YroTpeba Ha OApeacH
MAIUeHT U

3) MaTepujaal HAMEHETH 3a KJIMHUYKH UCIINTYBamba;

50. MeaulIMHCKO MOMAarajo 3a in vitro AMjarHoCcTMKa € MEIUMLMHCKO IOMAarajio Koe
orndaka peareHCH, IaKeT peareHCH, MPOM3BOJA OJf peareHcH, MaTepujal 3a KOHTpoJia U
KanmuOpupame, MHCTPYMEHTH U amapaTH, OMpeMa WU CUCTEM IITO C€ KOPUCTAT CAMOCTOJHO HIIU
BO KOMOMWHAIIMja U ce HAMCHETH 3a ynorpeda BO in Vitro yCJIOBH 332 UCIIUTYBamke Ha OMOJIOIIKH
MPUMEPOIH, BKIYYyBajKh NPUMEPOLM OJf TKHBA JOOMEHH OJ YOBEYKOTO TENo, 3apaiu
00e30enyBame HHDOPMAITHHT:

- BO BpPCKa o (hU3HOJIOIKATa WIIM ATOJIOUIKATa COCToj0a,

- BO BpCKa CO KOHI'CHUTAJIHUTC aHOMAJIUH,

- 32 OMpeienyBamkbe Ha KOMIATUOMITHOCTA CO TIOTEHIUjaTHA TPUMATETH U

- 3a CJIeJICHhE Ha TEPATIEBTCKUTE MEPKH;

51. lokymMeHT 3a cO00pa3HOCT HA MeIMIMHCKO MomaraJo ¢ u3jasa 3a EC-cooO6pasHocT u
ceprudukar 3a EC-coobpasnoct. M3jaBara 3a EC-cooOpa3HOCT ja m3gaBa MPOU3BOIUTEIIOT Ha
MEAMIIMHCKOTO TMOMarajo IITO TapaHTHpa JeKa MEAMIIMHCKOTO MOMaraiao Td 3aJ0BOJIyBa
CTaH/JIapJANTE U OCHOBHHUTE YCJIOBH MPONHINAHU cO 0BOj 3akoH. Ceprudukar 3a EC-coobpazHocT
ro U3JaBa OBJIACTEHO TEJO WK HOTU(HUIIMPAHOTO Teno BO EBpornickara yHuja;

52. EC o3Haka 3a c000pa3HOCT € O3HakKa IITO Ce Haora Ha MEIUIIMHCKOTO TOMarajio H
rapaHTupa JeKa HCTOTO TH 33aJ0BOJlyBa cuTe Oapama Ha EBporickara yHHja 3a BakOB BHI
nomMararna,

53. Teno 3a oumeHa Ha coo0pa3HOCTa HA MeAWLIMHCKHTE MoOMAaraja € MpaBHO IIHIIE,
HE3aBUCHO O] IPOM3BOIUTENOT/JOCTABYBaYOT KOE € OBJIACTEHO O] CTpaHa Ha MHUHHUCTEPCTBOTO
3a €KOHOMH]ja Bp3 OCHOBAa Ha MPETXOJHA COTIACHOCT 07 MUHHUCTEPCTBOTO 3a 31PaBCTBO 3a
NPOIICHyBakbe Ha COOOPAa3HOCTa HA METUIIMHCKOTO IIOMAarajio CO CYIITECTBEHUTE, OIHOCHO
OTIITUTE U MOCEOHUTE YCIOBH MPOIMHUIIAHH CO OBOj 3aKOH;

54. CnioH30p Ha KJIMHUYKH HCIHUTYBamka € KOMIIaHWja, MHCTUTYIMja WM OpraHW3aldja
KOja € OITOBOPHA 3a 3all0YHYBaKkETO, CIIPOBEIYBAKHETO H/IIN (UHAHCHPAKHETO HA KIMHUYKOTO
HUCIIUTYBAKC U

55. MaTepnoBUTWIAHIIA € CUCTEM KOj c€ MPUMEHYBa 3a OTKPUBAWKE, COOHMpaE, CIeCHE,
nporieHa W 00e30eayBame Ha COOJIBETHOCT Ha HOBUTE IMojaTond 3a Oe3z0emHocTa Ha
MEAMIIMHCKOTO MTOMArajo MoBp3aHO CO MOXXHHUTE MHIUACHTH O] yrnoTpebara.

II. HAJUIEXXEH OPT'AH

Yiren 3
3a BplICHE HA YIOPaBHUTE U CTPYYHH PabOTH BO BPCKA CO JIGKOBUTE U METUIIMHCKHUTE
momaranga c€ OCHOBa ATeHIMja 3a JIeKOBM (BO HATaMOIIHHUOT TEKCT: ATeHIMjaTa), Kako
CaMOCTOCH OpTaH Ha JIp>)KaBHATa yTpaBa.

Unen 4
Co Arenmujata paKkoBOAHN TUPEKTOP.
JIMpekTopoT Ha ATeHIjata ro UMEHyBa U pa3peuryBa Bianara na Penybnuka Makenonuja.
3a gupekTop Ha ATreHIMjaTa ce MMEHyBa JIMIE KO€ TOKpaj OMIITHTE YCIOBHM Tpeba 1a
UCTIOJIHYBa U TIOCEOHM YCJIOBHU: J1a UMa 3aBpIICHO (hapManeBTCKU (QakyiTeT, Ja UMa HajMajKy
MeT TOUHU PaboTHO UCKYCTBO BO oOiacTta Ha apmarnujaTta.
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Unen 5

Hannexxnoctu Ha Areniujara ce:

1) u3naBame 0JJ00peHuja 3a MPOU3BOJICTBO HA JIEKOBH;

2) n3naBame 0/100peHHja 3a MPOM3BOACTBO HA MEIMIIMHCKY [TOMarana;

3) u3naBame 0700peHHja 3a MPOMET Ha roJIEMO CO JIEKOBU M MEAULIMHCKH ITOMaraia;

4) n3naBame 0100peHHja 3a MPOMET Ha MaJIO CO JIEKOBU M METUIIMHCKHU TIOMarasia;

5) uznaBame 0100peHH]a 3a CTaBambe Ha JEKOBU BO MPOMET, KAKO M MPOMEHA, JIOTOJIHYBaHbe
WM OOHOBA HAa 0JI00PEHUETO;

6) 07100pyBame 3a OrJacyBame 3a JIEKOBU U MEAULIMHCKY ITOMarana;

7) Bomemwe Ha Perucrap 3a jekoBu u Permcrap 3a MemunmHCKH momarana Bo PemyOmumka
Maxkenonuja;

8) Bogeme Ha Permcrap Ha MpoOM3BOAMTENM Ha JIEKOBH M Perucrap Ha MpoOW3BOIUTENH Ha
MEIUIUHCKH romaraia Bo Peny6inka Makenonuja;

9) Boewe Ha Perucrap Ha cy0jeKTH 3a TIPOMET Ha TojieMo U Perucrap Ha cy0jeKTH 3a IpOMET
Ha MaJjlo CO JIEKOBU M MEAMLIMHCKY nomarana Bo PermyOinka MakenoHuja;

10) m3naBame 0q00pEHU]ja U/WITH U3BECTYBaka 32 KIIMHUYKHU HCIIHTYBAmka Ha JICKOBH;

11) nznaBame onoOpeHHja M/MIM HU3BECTYBamka 3a KIMHUYKH HCHUTYyBamba HAa MEIULMHCKU
nomMararna,

12) uzgaBame og00peHrja 3a yBO3 U 3a MOTPEOUTE 3a U3BO3 HA JICKOBH;

13) uznaBame cepTuuKaTh 3a yCOTJIACEHOCT CO Hayenara Ha I0OpuTe Mpakcu;

14) nznaBame cepTuuKaTH 3a MOTPeOUTE 32 U3BO3 HA JIEKOBUTE M MEAMLIMHCKUTE ITOMaraa;

15) kmacudukanyja Ha MPOU3BOAUTE KAKO JIEKOBU MIIM METUIIMHCKY TIOMarara,

16) BococTaByBame U OJIp’KyBambe CUCTEM 3a (papMaKOBUTHIJIAHIIA U MAaTEPHOBUTMIIAHLIA;

17) BociocTaByBame M OJIp)KyBamke Ha 0a3za Ha MOIaTOIH;

18) MHCIEKIMCKU HA/A30p HaJ JIEKOBUTE M MEAULIMHCKUTE [TOMarana;

19) mHCTIEKIMCKN HAA30p HA CyOjeKTH 3a MPOM3BOJCTBO, NMPOMET HA TOJEMO M MPOMET Ha
MaJIo;

20) akTUBHOCTM Ha 00e30elyBam€ Ha KOHTpOJAa Ha KBAJUTETOT HAa JIEKOBUTE U Ha
MEIUIUHCKUTE TIoMarasa;

21) onpenenyBame Ha IEHUTE HA JIEKOBUTE;

22) cobupame U 00paboTKa Ha CTaTUCTHUYKM IOAATOLM BO BpPCKA CO IPOMETOT H
MOTPOINIyBavKaTa Ha JJIEKOBUTE M MEAUIIMHCKUTE ITOMAraa;

23) copaboTka cO JIpyrM MHCTHTYLMM BO INpPOMOIMjaTa Ha palMOHaJHATa ymoTpeda Ha
JICKOBHUTE M MEJAUIIMHCKUTE TTOMarara;

24) uHTerpanuja Bo MefyHapoJHaTa Mpexka Ha MH(OpMAIMU 3a JIEKOBUTE U MEAULIMHCKUTE
nomMarana u

25) Bpum 1pyru paboTH BO BpcKa CO JIEKOBUTE M MEJUIIMHCKUTE TloMarajia BO COIVIACHOCT CO
OBOj 3aKOH.

Unen 6
MHUHHCTEPOT 3a 3APAaBCTBO BP3 OCHOBA HAa KPUTEPUYMHTE O WieHOT 50 Ha OBOj 3aKOH TH
OBJIACTYBa aKpEIUTHPAHUTE J1aOOPAaTOPHHM 3a CHPOBEAyBambe¢ HA AHAJIMTHYKH HCIUTYyBamba U
KOHTpOJIa Ha KBAJIUTETOT Ha JIEKOBUTE.

Unen 7
Bo Arenmnmjata, 3a mobuBame Ha MPEIo3W BO IMOCTANKaTa 3a CTaBamkbe BO MPOMET Ha JieK,
OJIHOCHO MEIMIIMHCKO Momarajio ce ¢opMupaar CJIEeIHHUBE IOCTOjJaHU CTPYUHO-COBETOJIAaBHU
KOMUCHH:
- Komucwuja 3a nekosu,
- Komucuja 3a Tpanuimonanau xepOaaHu JIEKOBU M XOMEOATCKH JICKOBH U
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- Komucuja 3a KIMHIYKY HCOIUTYBamka Ha JIEKOBU M MEIUIIMHCKY ITOMarasa.

[ToBpemenn komucuu 1O moTpeda ce (opmmpaar 3a CTpydHa aKTUBHOCT 3a MPOYUYyBambe Ha
OJIpENICHH TIpallIarha.

[TocTojannTe KOMUCHH PabOTAT BP3 OCHOBA Ha JICJIOBHUK 32 HUBHATA paboTa.

Komucumnre ce cTpydHO HE3aBHCHH M CaMOCTOjHH BO PAMKHUTE Ha CBOjOT JIEJIOKPYT Ha padoTa.

AreHIMjaTa TH TOKpHBA TPOIIOIUTE Ha pPa0OTEHETO Ha TOCTOjaHUTE W TOBPEMEHHTE
KOMHCHH.

Unen 8

MmuHuCTEpOT 3a 3ApaBCTBO, TM Ha3HAuyBa YICHOBHTE HA IIOCTOjaHUTE M IOBPEMEHHTE
KOMHCHU O]l PEIOT Ha WCTAaKHATH MEIUIIMHCKH, CTOMATOJIOIIKH, (apManeBTCKH H JPYTH
CTPYYHHU M HAy4YHH JIMIA, KOM UMaaT HajMaJIKy JIECeT TOJMHN PaOOTHO HCKYCTBO BO COO/IBETHATA
o0nacr.

YieHOBHTE Ha TIOCTOjaHUTE M IOBPEMEHUTE KOMHCHU C€ Ha3HadyBaaT Ha MpPEIJIor Ha
JTUPEKTOPOT Ha ATEHIMjaTa 1Mo 00jaBeH oriac.

YseHOBHTE HA MOCTOjaHUTE M MOBPEMEHUTE KOMUCHHU CE JIOJDKHHW CBOUTE aKTHBHOCTH Ja T'H
BpIIAT COBECHO M YECHO, TPU INTO MOTMHUINYBAaT M3jaBa 3a KJIACHPHUIMPAHU UHPOPMALUU H 32
HETIOCTOCHE¢ Ha KOH(IIUKT HAa HHTEPECH.

Yien 9
MUHUCTEPOT 3a 37PaBCTBO HA MPEUIOT HA TUPEKTOPOT Ha ATCHIHjaTa, o MoTpeda aHraxupa
CTPYYHH U HAYYHHU JIMIIA 32 OLICHA Ha JIEKOBUTE M MEIUIIUHCKUTE TIoMararna.
Jlumara ox craBoT 1 Ha OBOj WiICH Ce JOJDKHHU Ja MOTIHIIAT W3jaBa 3a KIACU(PUITUPAHU
nHGOpPMAIIMU U 32 HETIOCTOCHE Ha KOH(IIUKT HAa UHTEPECH.
ATeHnMjaTa T¥ MOKPUBA TPOIIOIMTE HA PA0OTEHETO HA CTPYIHHUTE U HAYYHUTE JIUTIA.

I1I. JJEKOBU

Yien 10
OBO0j 3aKOH ce OJIHECYBa Ha JICKOBHUTE 32 XyMaHa ymoTpeda IITO ce HAMEHETH 3a CTaBamhe BO
MPOMET WM 33 W3BO3, MPOWM3BEACHH WHIYCTPUCKH WJIH HANpPaBEHH CO METOJI Koj omdaka
WHJTyCTPUCKH MPOIIEC.
Opnpenbure ox OBOj 3aKOH Ce NMPUMEHYBAaaT M HAa MPOU3BOAM IITO ce NeDUHUPAHHU CO JIPYT
3aKOH, aKO CIIOPE]l CBOMTE KapaKTEPUCTHKU MOXKAaT Ja ce JAc(PHUHUpaaT Kako JIEK CIIOpel OBOj
3aKOH.

Yien 11

JlexoT Moxe fa Oue BO MPOMET, aKo:

- ©Ma 0JI00peHure 3a CTaBamke BO MPOMET M3/1aJIEHO BO COTJIACHOCT CO OBOJ 3aKOH,

- € 03HAYEH U UMa YIMaTCTBO 3a MallMeHT COTJIACHO CO OJJOOPEHUETO 32 CTaBamkE BO IPOMET,

- IMa U3JIAJICHO 0JT0OPEHHE 32 YBO3 BO COTJIACHOCT CO OBOj 3aKOH,

- € CIIpOoBeJIcHa KOHTPOJIa Ha KBAIUTETOT Ha JIEKOT BO COTJIACHOCT CO OBOj 3aKOH U

- JIEKOT C€ KOPUCTH 3a MPETKIMHUYKH WU KIMHUYKU HCIHUTYBabka, aKo € H3Ja7eHO
0/100peHue, OAHOCHO € JOCTAaBEHO U3BECTYBAKE 32 KIMHUYKOTO UCTIUTYBAE.

[To uckiry4ok o/ cTaBOT 1 Ha 0BOj WIEH MOXKe Jla ce 00e30e1u JIeKOT, IITO HeMa 000peHue 3a
CTaBame BO MPOMET, Ja OUE JOCTAIECH BO ONMpPAaBAAHM CIydyau 3a rpyra MalueHTH CO XPOHUYHU
WIH CEPHO3HU 3a00NyBama WM aKo 3a00NyBamEeTO € PU3WYHO 10 JKUBOT, KAaKO U 3a OHHUE
MalMeHTH KOW HE MOXKaT Ja OWJaT YCHEIIHO JIGKYBaHU CO APYT JIeK IITO MMa ofoOpeHue 3a
CTaBamE BO MPOMET.

JlekoT o cTaBoT 2 HA OBOj WICH MOpa Ja Oujie MpeAMET Ha TIOCTAINKaTa 3a CTaBamke Ha JIEK BO
MIPOMET WJIK MOpa J1a ¢€ BO TE€K KIIMHUYKUTE UCIIUTYBamka Ha TOj JIEK.
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Unen 12
3abpaHeTo € CTaBamke BO MPOMET Ha MPOM3BOJM IITO CE MPETCTABYyBaaT CO KapaKTEPHUCTUKU
ONHUIIAHU BO Je(UHUIMjaTa HA JICKOBUTE 3a CIPEUYYBIC HIIU JICKYBamkbe Ha OOJIECTH WM Ha
coCTOjOMH, a He ce KIIaCU(UITUPAHN KaKO JICKOBH BO CMHUCJIA HA OBOj 3aKOH.

Yien 13

Cropen MECTOTO M HAUMHOT Ha U3/1aBambe, JIEKOT ce KIacu(uiupa Kako JieK:

- IITO Ce M3J[aBa BO alTeKa caMo Ha PEIIeIT,

- IITO ce U3/aBa Bo anTeka 6e3 peuent (,,over the counter” OTC) u

- ITO ce yrmoTpeOdyBa caMo BO 3/[paBCTBEHA YCTAHOBA.

Jlek mTo ce m3maBa Oe3 penent € JIeK CO HIMPOK CIEKTap Ha TEPAIeBTCKUA WHIWKAIUH, CO
Majia TOKCHYHOCT, CO MaJia MOKHOCT 32 MPEI03Uparmke, CO HE3HAYUTEIIHA WHTEPAKITHH, CO JJ0OPO
MO3HATH MHIUKAIMH 32 TIAIIMEHTUTE U € COOJIBETCH 32 CAMOJICKYBambe.

HauwHOT Ha M3/1aBamke Ha JICKOT Ce YTBPAYBa BO IMOCTANKATA 32 CTABAHkHE HA JICKOT BO IMPOMET.

MUHHCTEPOT 3a 3IPaBCTBO TM MPOIHIITYBa MOOIUCKUATE YCIOBU 32 HAYMHOT HA MPOIHIIYBAbE
U U37aBamb¢ Ha JICKOBHUTE.

Unen 14
Jlek, mTo ce U3maBa caMo Ha pelenT MOXe Ja ce npekiacuduimpa 3a uzaBame 0€3 perenT
Bp3 OCHOBAa Ha IMOJHCCCHH PCJICBAHTHHU PE3YyJITATU OJ MNPCTKIMHUYKA WIW KIMHUYKA
UCTINTYBambA.
AreHnmjara, 3a oTpeOHUTE Ha OICHYBamke HAa 0apameTo Ha JPYr CyOjeKT, HE MOXKE Ja TH
KOPUCTH PE3YJITATUTE OJ MPETKIMHUYKN WM KIMHUYKH UCIIUTYBamka O] CTABOT 1 Ha OBOj WICH
BO POK OJI €/THa TOJIMHA O] 0J00PYBamkETO Ha peKIacu(hUKaIHjaTa.

Unen 15

Hocutenot Ha 0T0OpEHUETO 3a CTaBamkE Ha JIGK BO IPOMET € OJITOBOPEH 3a CTaBAakE HA JICKOT
BO TIPOMET, KaKO W 3a CEKoja IITeTa MPEJU3BHKAHA 3apaad MPOMEHA BO KBAJIUTETOT WM 3a
HAacTaHaTaTa IITETa MPU NMPOIHIIAHA YIIOTpeda Ha JICKOT.

Hocwurenor Ha 0100peHHETO 32 CTaBambe HA JICK BO MPOMET U 3APAaBCTBEHUTE PaOOTHHUIIN HE
CE OJrOBOPHM 3a IITCTHUTE MOCICIUIM OJ JIGKYBAaKHETO CO JICK INTO HE € KOPUCTEH BO
COTJIACHOCT CO M3IaJCHOTO OJ0OpeHHE 3a CTaBame€ BO IPOMET WM 33 MOCICIUIUTE OJ
JICKYBaWkE€ CO JIEK INTO Hema ONOOpPEHHE 3a CTaBamkbe BO IMPOMET KOTa JIEKyBambeTO OWIIO
MpenopayaHo WM ModapaHo oJ AreHuujara wid oa MUHHUCTEPCTBOTO 3a 3IPAaBCTBO BO
UCKJTYYHUTEIIHU CITy4Yau, CO IS Ha 3alITHTaTa Ha JaBHOTO 3/paBje.

Hocurenor Ha omoOpeHHMETO 3aeIHO CO BeJeIporepHjara IMPEeTCTaByBaaT jaBEH CEpPEBUC,
OJTHOCHO TapaHTUPAaaT KOHTHHYHUPAHO COOJIBETEH acOpTHMMaH M KOJMYMHA Ha JICKOBH 32
3aJI0BOJTyBamkE Ha MIOTPEOUTE CO JIEKOBH, BO PEIATHBHO KPATOK BPEMEHCKH MEPHUO/I.

Yien 16

JlekoBuTe WTO ce BO MpoMeT Bo PemyOnmmka MakenoHuja Mopa Ja Cce MPOU3BEICHH |
KOHTPOJIMPAHU BO COTJIACHOCT CO METOJMTE U OapamaTa Ha EBporickara gapmakoreja, Kako ¥ cO
HarmonaaHuoT 10/1aTOK.

Axo EBpornckarta dapmakoneja u HanuoHalIHHOT AOJATOK HE MPOIMUIIYBAaaT METOAM 32
MIPOM3BOJICTBO M Oapama 3a KBAJTUTET, JIEKOBUTE MOpa Jia ce MPOMU3BEAYBaaT U KOHTPOJIUPAAT BO
COTJIACHOCT CO METOJAUTE W OapamaTa Ha JPYTH NMpU3HAeHU (papMakomen UiIu BO COTJIACHOCT CO
METOJIUTE TMPEUIOKESHH OJT CTPAHA Ha TIPOU3BOIUTEIIOT.
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[II.1. OXOLPEHMUE 3A CTABAIBE HA JIEK BO ITPOMET

Unen 17

Jlex MOe J1a ce cTaBM BO NMPOMET aKO MMa M3/1aJICHO 0JI00OpPEHHE 3a CTaBamke BO IMPOMET BO
COTJIACHOCT CO OBOj 3aKOH.

OnoOpenue 3a cTaBame BO MPOMET HE € MOTPEOHO 3a:

- IEKOBH IIITO C€ MpeJIMEeT Ha KIMHUYKO HCIIUTYBAbE,

- IEKOBY HAMCHETH 3a MPOJI0JKYBakhE Ha JICKYBAkE 3aII0YHATO BO CTPAHCTBO,

- MPOU3BO/IM IITO CE HAMEHETH 32 HaTaMOIIIHA MpepadoTKa,

- JISKOBH IIITO CE€ KOPHUCTAT 332 UCTPAKYBAE M Pa3Boj,

- MarucTpaIHH JEKOBH,

- TAJICHCKH JICKOBH,

- paguodapManeBTCKU Mpenapaty MoAroOTBeHH Mpe]] ynoTpeda, o1 JTUIE WIH O] 3[[paBCTBEHA
yCTaHOBA OBJIACTECHA 3a YIOTpeOa Ha TaKBH JIEKOBH,

- KpPB U KPBHU KOMIIOHEHTH,

- JICKOBH 32 KOH € M3/1aJICHO 0JI00pEeHHE 3a yBO3 BP3 OCHOBA Ha WICHOT 79 07 OBOj 3aKOH H

- IEKOBH IIITO C€ MpeIMET Ha JIOHAIIMja BO COTJIACHOCT CO OBOj 3aKOH.

Unen 18

BapameTto 3a cTaBame Ha JIEK BO MPOMET (BO HATAMOIIIHHOT TEKCT: OapameTO) CE MOJHECYBa
10 AreHIjara.

BapameTo o cTaBoT 1 Ha OBOj WIEH MOKE /1a TO MO/IHECE:

- MPOU3BOJIUTEIT HA JICKOBH CO PETUCTPUPAHO cenuiire Bo PenyOnuka Makenonuja,

- TIpaBEeH 3aCTAIHUK HA CTPAHCKU MPOM3BOJIMTEINl CO PETHCTPUPAHO cenuiTe Bo PemyOmuka
MakenoHuja, Mo YCJIOB Jla UMa CKIYYCHO JOTOBOp 3a 3acTallyBamkbe BO KOj € COIPIKAHO U
BaXEYKOTO OCUTYPYBambE 3a TepUTOpHjaTa Ha PemyOnmka Makenonwuja,

- TMOJAPYXXHHIIA HA CTPAHCKH IPOU3BOJAUTENI CO PETUCTPUPAHO CeAMINTe BO PemyOimka
MaxkeoHHja TIOJI YCIIOB HMBHOTO Ba)KEYKO OCUTYPYBame Ja ja omdaka ¥ TepUTOpHjaTa Ha
Peny6nuka Makenonuja u

- TPrOBCKO MPETCTABHUIITBO HAa CTPAHCKH MNPOHM3BOIUTEN CO PETHCTPUPAHO CETUINTE BO
PenyOnuka MakenoHuja moJ yCIIOB HHUBHOTO BaXXEYKO OCUTypyBame Ja ja omndaka u
tTeputopHjata Ha PenyOnuka Maxkenonuja.

Unen 19

[TomHOCHTENNOT Ha OapameTo € HOCUTEN Ha OJ0OPCHHETO 3a CTaBamkbe BO MpPOMeET (BO
HAaTaMOIIHUOT TEKCT: HOCUTEJIOT Ha 0JJOOPEHUETO).

Hocurenot Ha 0100peHHETO € OJITOBOPEH 3a CTABAE HA JICKOT BO MPOMET.

Hocurenor Ha omo0peHHMETO € [OMKEH  Ja BOCIOCTAaBM W OAPXKYyBa CHUCTEM Ha
(apMakOBUTWIJIaHIIAa W Jla OIpPEIeNd JIMIE OATOBOPHO 3a (apMaKOBHTHIIAHIIA KOE Ke Owmje
MOCTOjaHO U KOHTHHYHUPAHO JOCTAITHO.

Jlumero oj cTaBOT 3 Ha OBOj WIEH MOpa Jla UMa 3aBPIIEHO BHCOKO 00pa3oBaHKE O] o0acta
Ha MEIUIIMHATA WK (apMarnmjara.

Unen 20
bapameTto o uineHoT 18 Ha 0BOj 3aKOH COAPKU JOKYMEHTAIM]a IITO C€ COCTOU O
1) agMHUHHCTPATHBHUOT AEJ O]l JOKYMEHTAIIHjaTa COIPIKHU:
- nH(OpPMAIIHMH 32 JICKOT U 3a U3JaJCHU 0JI00pEHH]ja 3a CTaBamkE BO IPOMET,
- uHpOpMAaIMK 32 MPOU3BOAUTEIOT, HHPOPMAIMH 32 MECTaTa Ha MPOU3BOJCTBO, 0JI00pEHUE
3a MPOM3BOJCTBO 3aCHOBAHO Ha UCIOJIHYBame Ha Oapamara 3a GMP u ceprudukar 3a GMP ne
ocTap Of TpU T'OJIUHH,
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- nH(OpMaIUHY 32 UIHUOT HOCUTET Ha 0JJOOPEHUETO 3a CTABAKE Ha JIEKOT BO IIPOMET,

- IpeAJIor 30MPEH U3BEILTA) 32 OCOOMHUTE Ha JIEKOT,

- IPEJYIOT YNaTCTBO 3a MALUEHTOT,

- IPEJUIOT TTaKyBame (KOHTAKTHO W/ HAaJJBOPEIIIHO),

- ceptuduKaT 3a (papmManeBTCKU MPOU3BO/I,

- CIICOK Ha 3eMjH KOH I'0 0J0OpWJIe CTaBamETO Ha JIEKOT BO MPOMET U CIIMCOK HA 3€MjU BO
KOM € TIOJTHECEHO, 0JIOMEHO WJIM MOBJICYEHO OapameTo U

- CTpyYHH MHCIIEHA 3a JIOKyMEHTallMjaTa Koja ce OJHeCyBa Ha KBAJUTETOT, Oe30enHoCTa U
e(rKacHOCTa Ha JIEKOT, a IPETCTaByBaaT COCTaBEH JIeJ OJ1 MTOIHECeHaTa JOKyMEHTAlH]ja, 3aeHO
co nH(pOpMAIMH 33 CTPYIHHUTE JIHIIA;

2) aHaJIUTUYKH, OAHOCHO (hapMalleBTCKO-XEMUCKU W OHOJOMIKM JAeT OJ JOKyMEHTaljara
HITO COAPKM MH(POPMALINH 32 KBAIUTETOT Ha aKTUBHATA CYIICTAHIIMja U 32 KBAJUTETOT Ha JICKOT:
KBAJIMTaTUBEH M KBAHTUTATHBEH COCTaB Ha JIEKOT, OMUC HAa METOJMTE 3a IPOU3BOJCTBO,
KOHTpOJIa Ha KBAJHTET Ha BIE3HUTE CYpOBHHH, KOHTPOJIA Ha KBAJIMTETOT BO MPOIECOT HA
IPOM3BOJICTBO, KOHTPOJIa HAa KBAJMTETOT HAa TOTOBUMOT MPOM3BOJ, CTYyIHMja 3a CTAaOMIIHOCT U
IpyTd WHPOPMANKK 332 KBAJIUTETOT HA JIEKOT OJ BAXXHOCT 3a 3alITUTaTa Ha 3]PaBjeTO M Ha
KMBOTHATa CPENHA;

3) ¢papmMaKoIONIKO-TOKCUKOJIOIIKH /e Ha JOKYMEHTalWjaTa MITO COIPKU WH(pOpMAIHH 3a
dapMakouHaAMCKUTE U (HDapMAKOKUHETCKUTE KapaKTEpUCTUKM Ha JIEKOT, 3a TOKCHYHOCTA WU
edexkTuTe Bp3 pENpoOAyKTHBHATA (YHKIMja, TOIATONM 3a eMOpuo-(eTanmHara TOKCHUIHOCT,
MYTareHuoT U KAaHLEPOT€HUOT MOTEHIMjall, NOJAaTOIM 3a JIOKAJIHATa MOAHOCIUBOCT U JIPYTH
MOJIATOIM HEOTIXOTHH 3a 3alITHTAa HA JaBHOTO 3/IpaBje U

4) KIMHUYKYU NI Ha JOKyMEHTalujaTa IITO COAPXKH OMIUTH MHGPOpMALMU 32 KIMHUYKHUTE
UCTINTYBamkba, HAYMHOT HA HUBHO CIPOBEIyBame, YCOTJIACEHOCTa CO CTHYKUTE Oapama,
NOOMEHUTE PEe3yNTaTH, KIMHUYKO-(PapMaKoJOUIKH MOJATOIM, IOJaTOLM 3a OHOJOoUIKaTa
PAcCIIONIOKIMBOCT M OMOEKBHBAJICHTHOCT (aKO € TNPUMEHJIMBO), MOJATONM 33 KIMHUYKATa
6e30eaHOCT U eUKaCHOCT, MHPOPMALIMH 32 UCKIYUYUTEITHUTE OKOJIHOCTH BO HUCIUTYBAHETO (aKO
¢ MPUMEHJIMBO) U TIOJATOIM 32 UCKYCTBaTa OJ yroTpedara 1Mo CTaBamkeTO BO MPOMET BO JPYyTH
3eMjH.

Unen 21

[TomHOCUTENOT Ha GapamkEeTO € OATOBOPEH 3a TOUHOCTA HA MOJJHECEHUTE MOJATOLH.

JlokyMeHTaI#jara mTo ce J0CTaByBa KOH 0apameTO € CONCTBEHOCT Ha MOJHOCHTEJOT, Ce
apxuBHpa BO ATreHIMjaTa U ce cMeTa 3a KiacupuiupaHa MH(OpMalja COrIacHO CO 3aKOH, CO
UCKIIYYOK Ha 30MPHUOT M3BEIITA] 32 OCOOMHUTE HA JIEKOT, OJTHOCHO YMATCTBOTO 3a MAIUEHTOT H
NOJATOLMTE 3a MaKyBameTO, 32 KOM MOXe Jla ce AajaT WH(popMalMy Ha CTpydyHaTa jaBHOCT,
3apaJi COOJIBETHA U paIliOHAIHA PUMEHA Ha JIEKOT.

Unen 22

[To uckiydok Ha wieHoT 20 o7 OBOj 3aKOH, OJ TOJHOCHTEIOT He ce Oapa na obOe3bemn
COITICTBEHH pE3yJITaTH O] (papMaKOJOMIKA WCIUTYBamka WM OJ] KIMHHUYKHA HCIUTYBama aKo
JIOKaXKe JIeKa:

1) oOumbmmorpadckure momaTtomu 3a (HapMAKOJIOIMIKO—TOKCHKOJOIIKATE ¥ KIMHUIKUTE
UCTIMTYBamkha C¢ MPE3eMEeHH O]l 00jaBeHaTa Hay4yHa JINTEpaTypa U T'M COJpPXKAT CHTE MOTPEOHU
nonaronu u/wiau uHpopmanuu on wieHoT 20 craB 1 Touku 3 u 4 Ha OBOj 3aKOH, TOJ| YCJIOB
CyICTaHIIMjaTa BO JICKOT Ja € J0Opo eTabimpaHa, KapaKTEepPUCTUKUTE Ha JICKOT ce J00po
MIO3HATH, HEroBaTa e(QUKAaCHOCT € JOKakaHa M aKTUBHATa CYIICTaHIMja BO JIEKOT Owia
KOPHUCTEHA KaKO JICK HajMaJIKy JeceT roauHu Bo Pemy6nuka Makenonuja win EBponickara yHuja
M 3a Koja MyOJIMKYBaHWUTE HAyYHU MOJATOLIM CE€ KOXEPEHTHU W JOBOJHM M OBO3MOXKyBaaT
eKCTparoJialmjara oJi CyrcTaHIljaTa 10 JEKOT 3a Koj ce Oapa oJo0peHue 3a CTaBamke BO MPOMET
na Ouje MOXHA UITH
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2) e TeHepUYKH JIEK Ha pedepeHTeH JIeK ITO € BO NPOMET HajMaJIKy OCYM TOIMHHU
(exckITy3MBHOCT Ha Tojaaroi) Bo PemyOnmka Makenonuja niau EBporickara yHuja, 1moj yclioB
AreHnujarta a MOXKe J1a M3/aJe OJ0OpEeHHE 3a CTaBalke BO MPOMET HAa IEHEPUUYKUOT JIEK, a
TEHEPUUYKUOT JIEK MOXKE Ja Oujge BO HPOMET IO HUCTEKOT Ha HajMalKy JeceT TOIMHU
(EKCKITy3UBHOCT BO MPOMETOT) OJ M3JaBameTO Ha OJOOPCHUETO 3a CTaBamke BO MPOMET Ha
pedepeHTHHOT Jiek. [lepromoT o1 AeceT ToAUHU MOXKE Jla ¢€ IPOI0JDKH 10 HajMHOry 11 ronuHwy,
aKo BO IMPBHUTE OCYM TOAMHHU O THE JIECET TOJWHH, HOCUTEIOT Ha 0JIOOPEHUETO 3a CTaBamkE BO
npomeT o0ue o00peHue 3a eHa WM TIOBEKe HOBH TEPAIEBTCKUA MHIMKAIIMKA KOH, 32 BpeMe Ha
OlleHaTa TpEJ HUBHOTO OJ00pYBame, C€ CMETallo JieKa JOHECYBaaT 3HAYHMTEIHA KIMHHYKA
KOPHUCT BO criopeida co MOCTOJHUTE TEPAITUH.

PaznuunuTe conu, ecTpu, U30MEPH, CMECH Ha M30MEpPHU, €TPH, KOMIUICKCH WM JIEPUBATH Ha
aKTHBHATA CYTICTaHIIM]ja, CE CMETaaT JIeka ce MCTa aKTHBHA CYIICTAHIIMja, OCBEH aKO 3HAYUTEITHO
Ce pa3IMKyBaaT BO KapaKTEPUCTHUKUTE BO TOTJea Ha Oe30eqHocTa U e(hUKAaCHOCTA Ha JICKOT, BO
CJIy4aj KOora IOJHOCHTEIOT MOopa J1a 00e30e11 TOMOTHUTETHH HH(pOpMAIUH IITO ja TOKaKyBaat
0e30eaHOCTa W/WIIKM e€PUKACHOCTa HA PA3IMYHUTE COJM, €CTPU WM JEepHBATH Ha oJ00peHara
aKTHBHA CyIICTaHIWja. PasHuTe mepopannu QapmaineBTcku Gopmu co Op30 0ciao00ayBame Ha
aKTUBHATa CYIICTaHIMja ce CMeTaaT 3a elHa ucta ¢apmaieBTcka Gopma. O MOTHOCUTENOT HE
ce Oapaar cTynuu 3a OHOpPACHOJIOKIMBOCT aKO MOXE Ja JIOKaKEe JeKa TeHEPUYKHOT JIEK TH
3aJI0BOJTyBa COOJIBETHUTE KPUTEPUYMH Ae(PUHUPAHU BO HAYYHHUTE YIATCTBA.

Unen 23
Bo ciyuaj xora JIGKOT HE TM HCIIOJIHYBa YCIIOBHTE 32 TCHEPHUKH JICK HIIM KOra He MOXKe Jia ce
JOKake OMOEKBUBAJICHTHOCTA NIPEKY CTYANUH 32 OMOPACTIONOKIIMBOCT HITH BO CIIy4aj Ha MPOMEHH
Ha TEepaneBTCKUTE WHIUKAIINH, jaurHa, ¢hapMalrieBTcka (hopmMa Wi Ha4uH Ha yrmoTpeOa Ha JIEKOT
BO OJTHOC Ha peepeHTHHUOT JIeK, TOAHOCUTENIOT € JOJIKEeH J1a 00e30e1 pe3yaTaTu O]l COTICTBEHU
NPETKIMHWYKY WU KIMHUYKHA UCTIHTYBamba.

Yneun 24
[TogHOCHUTENOT € MomKeH Ja 00e30eau pe3yaTaTH Of CONCTBEHH MPETKINHUYKUA U KIMHUYKH
UCIIUTYBamka Kora ce paboTH 3a JIeK O] OHOJOMIKO TMOTEKIO INTO € CIUYEeH CO COOJBETCH
pedepeHTeH JIeK ¥ He TH UCIIOIHYBa YCIOBUTE 32 TCHEPHUKH JICK, 3apajii IIOCTOCHC Ha Pa3JIMKH
BO CYPOBHHHTE WJIM PAa3JIMKd BO TMPOILECOT Ha MPOU3BOACTBO HA JICKOT BO OJHOC Ha
pedepeHTHHOT JieK. BUIOT 1 00eMOT Ha JOMOTHUTEIIHUTE MOJATOIH IIITO Tpeba a ce 06e30eaaT
MOpa Jia € BO COTJIACHOCT CO PEJICBAHTHUTE KPUTCPUYMH.

Unen 25
AKo e mojgHeceHo Oapame 3a HOBa MHIMKAIM]a 3a J0Opo eTabiMpaHa CYICTaHIIH]ja, 3 JEKOT
ke Oue MajeH HEKyMyJaTHBEH MEPHOJ] Ha eKCKIY3UBHOCT HA TOJATOLUTE O €IHa TOAMHA O
YCIIOB J1a Oujie CIPOBENEHU COINCTBEHHU MPETKIMHUYKH W KIMHUYKU UCIUTYBamka 3HA4YajHU 3a
HOBaTa WHIUKAIIW]a.
UYien 26
CripoBelyBamEeTO Ha HEONXOAHUTE CTYAUM U MCIUTYBama Of WIeHOBUTE 22 cTaB 1 Touka 2,
23 u 24 Ha 0BOj 3aKOH M TOJIOITHEKHUTE MPAKTUYHU Oaparma BO COTJIACHOCT CO OBOj 3aKOH, HEMa
Jla ce CMeTaaT 3a MOBpeJa Ha MmpaBaTa 3a 3allTHUTA Ha MATEHTH WU TpaBara Ha JOMOJHUTEIICH
cepTudUKaT 3a 3alITUTa.
Unen 27
Bo cnyuaj xora neKOT COIp>KU aKTUBHU CYIICTAaHIIMUUA BO KOMOHMHAIM]jA, MPU ILITO aKTUBHUTE
CYNCTaHUMU TIOEIUHEYHO ce BeKe OJO0OpPEeHM KaKo JIEKOBH, HO HE CE€ KOpHUCTaT BO (PUKCHA
KOMOWHAIMja 32 TePaNeBTCKU IEJIH, MIOJHOCUTENIOT € JIOJDKEeH Ja 00e30e1n pe3ynTaTH O HOBU
MPETKIMHAYKY WM KIMHUYKH HUCIUTYBama BO BPCKA CO Taa KOMOWHAIMja BO COTJIACHOCT CO
yrieHoT 20 Ha OBOj 3aKOH, HO HE € HEONXOAHO Ja 00e30e1u HaydHH MOAATOIM BO BPCKa CO CEKoja
MOeIMHEYHA aKTUBHA CYTICTAHIIN]a.
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Unen 28
[To u3naBame Ha OOOPCHUETO 3a CTaBaKHE HA JICKOT BO MPOMET, HOCUTENIOT Ha O00PEHHETO
MOXKE Jla JI03BOJM KOPUCTEHE Ha (hapMaleBTCKHOT, MPETKIMHUYKUOT W KIMHUYKUOT €7 Ha
JOKYMEHTAIIMjaTa IITO € COIp)KaHa BO JOCHUETO 3a JICKOT, 3a MOJOIHEKHH Oapama BO MOCTaNKara
3a CTaBambE BO MPOMET Ha APYTH JICKOBH LITO UMAaT UCT KBAJMTATUBECH M KBAHTUTATHBEH COCTAB U
ucra gapmaneBTcka Gpopma.

Unen 29

bapame ce nogHecyBa 3a cekoja (papmaneBTcka Gpopma, jayrMHa ¥ TOJIEMUHA Ha MaKkyBambe Ha
JICKOT.

AreHuyjaTta ro ogo0pyBa wiu ro og0ua 6apameTo Bo pok He mojxoir of 210 neHa o JeHOT
Ha TPUEMOT Ha KOMIUIETHOTO Oapame, Bp3 OCHOBa Ha NOJHECEHATa JOKyMEHTalHja W Ha
npezuior Ha KomucujaTta 3a J1€KOBHM BO OJJHOC Ha KBAJIUTETOT, Oe30enHocTa U e(UKaCHOCTa Ha
JICKOT.

ITo uckiydok oA CTaBOT 2 HAa OBOj 4WiEH, Kora ce IOAHeCyBa Oapame 3a JIeK IITO uMa
0JI00peHre 3a CTaBamke BO NPOMET BO HAjMaJKy TpPH 3eMju WieHKH Ha EBporckara yHwuja,
AreHnujata ro ono0OpyBa OapameTo BO POK HE MOJONr o 15 neHa of JEHOT Ha NMPUEMOT Ha
KOMIUIETHOTO Oapame, Bp3 OCHOBAa Ha TIOJHECEHAaTa JOKYMEHTallhja, OIeHaTa 3a KBaJIHTETOT,
0e30e1HOCTa M e(pUKacCHOCTA Ha JIEKOT 100MeHa BO MOCTAKaTa 3a CTaBambe Ha JIEKOT BO IPOMET BO
EBporickaTa yHuja u Ha nipeyior Ha KomucujaTa 3a JIekoBH.

ITo uckmydok off cTaBOT 2 Ha OBOj WIEH, KOra ce€ IMOJHEecyBa Oapame 3a JIeK IITO MMa
ol00peHne 3a cTaBambe BO MPOMET BO MOMAJKy O TPH 3€MjH WICHKH Ha EBporickarta yHHja,
AreHuujaTta ro ogo0pyBa WM ro oJ0KUBa OapameTo BO POK He mojaoar o 90 neHa of ACHOT Ha
PUEMOT Ha KOMIUIETHOTO Oapame, Bp3 OCHOBa Ha TOJHECEHaTa JOKyMEHTallfja, OlleHaTa 3a
KBAJIUTETOT, 0e30eHOCTa M epUKacHOCTa Ha JIEKOT JOOMEeHa BO IOCTalKaTa 3a CTaBambe Ha
JIeKOT BO mpomeT Bo EBporickara yHuja u Ha ipeuior Ha Komucujara 3a JIeKOBH.

[To uckmydok of CTaBOT 2 Ha OBOj WIEH, Kora ce IOoJHecyBa Oapame 3a JIeK IITO MMa
onoOpenue 3a craBame Bo npomeT Bo CAJl, Janonuja, llIBajuapuja u Kanana, Arenmujara ro
o00pyBa WM ro oaouBa OapameTo BO poK He mofoir oa 60 aeHa o JEHOT Ha MPUEMOT Ha
KOMIUIETHOTO Oapame, Bp3 OCHOBa Ha TOJHECEHaTa IOKyMEHTallfja, OIeHaTa 3a KBAJIUTETOT,
0e30eaHOCTa U e(hUKacCHOCTA Ha JIEKOT J0OHMEHa BO TMOCTAlNKaTa 3a CTaBamke Ha JIEKOT BO MPOMET
Bo CA/l, Jaronwja, I1IBajnapuja u Kanana u Ha npemior Ha KomucujaTa 3a JIeKOBH.

JlokonKy AreHIMjaTa He J10CTaBH IMMCMEH OJrOBOp Ha 0apameTo 3a CTaBame Ha JIEK BO MPOMET
BO YTBPJICHHOT POK O] CTABOBUTE 2, 3,4 ¥ 5 Ha OBOj WICH CE CMeTa JIeka OTOBOPOT € MO3UTUBEH
U Ma HUCTO MPABHO JIE]CTBO KAaKO MU T00MBambe Ha 0ZJ00PEHNUE 3a CTaBambE Ha JIEK BO ITPOMET.

Ynen 30

OnoOpeHneTo 3a cTaBame BO MPOMET C€ U3/1aBa 3a MIEPUOJI 01 OCYM TOJUHH.

Hocutenor Ha om00peHHETO € JOJDKeH Ja ja H3BECTH ATeHIjara 3a JaTyMOT Ha
OTIIOYHYBAamE HA TIPOMETOT CO JICKOT.

ArenHnujara ro o10uBa 6apameTo aKo OLIEHU JeKa:

- OJIHOCOT PHU3UK - KOPUCT € HEITOBOJICH,

- KBaJIMTETOT, 0e30eHOCTa W/WiM eHUKACHOCTA Ha JICKOT C€ HEMOTBPJICHH WM HEJIOBOIHO
MOTBPJICHH,

- KBaJUTATUBHUOT WM KBAHTUTATHUBHUOT COCTAB Ha JIEKOT HE € BO COIIACHOCT CO
uH(pOpMAIIMUTE TaJIeHN BO JOKYMEHTAIlMjaTa,

- TIOKyMEHTaIldjaTa, 03HAaYyBamETO WM YIATCTBOTO 3a MAIIMEHTOT HE € BO COIIACHOCT CO
OBOj 3aKOH U

- aKO TOJIATOK WJIM WH(POPMAITUH O] TIOJTHECCHOTO Oapame ce HETOYHH.
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Unen 31
Arennjara mo uckiIydok ox wieHotT 30 craBoBum 1 m 2 Touka 2 Ha OBOj 3aKOH, BO
UCKJIyYHUTEJIHU CIIy4ad U ONpaBIaHU NMPUUMHM IITO CE€ OHECYBaaT Ha 3/IpaBjeTo Ha MAallUEHTHUTE
(peTku OoJleCTH, €THMYKHM acCHeKTH, BHTAIHO 3arpo3yBauyku OOJIECTH), aKO HE € JOCTareH
COO/IBETEH JIK MOXKE J1a M3AaJe YCIOBHO OJOOpEHHME 3a CTAaBAaKkE BO NMPOMET ILITO COAPXKU
0OBpCKH 32 HOCUTEJIOT Ha 0T00PEHUETO, a HajIOJT0 32 IEPHOA O] €JHA TOIUHA.

Unen 32

OnoOpeHnoT 30MpeH H3BEIlTaj 32 OCOOMHUTE Ha JIEKOT, YNAaTCTBOTO 3a MAIMEHTOT W
[IAaKyBamb-ETO CE COCTABEH JIeN Ha 0I00PEHHETO 3a CTaBamkEe Ha JIEKOT BO IIPOMET.

30UpHUOT MU3BEILITA] 32 OCOOMHUTE Ha JIEKOT O] CTABOT | Ha OBOj WIEH I'M COAPKH HAJMAJIKY
OCHOBHTE WH(pOpMAIMK 3a JIEKOT (MMe, BOOOMYAaEeHO HMMeE, KBAJIMTATHBCH M KBAaHTUTATHBEH
cocTaB, (papmarieBTcka GopMma, jaunHa, TOJEMHUHA Ha ITaKyBambeTO, HOCUTET Ha OJJOOPEHHETO 3a
CTaBambe BO MPOMET, J03UPAE, HAUWH Ha yHOTpeda, HHIUKAIMHA, KOHTPAauHAWKAIIUN, MEPKU Ha
NPETNa3IuBOCT U MpeaynpeayBame, HAUMH Ha M3/1aBamkbe, HeCaKaH!W Peakiid, BpeMeTpacmhe Ha
JIEKYBamETO, HAUWH Ha YyBamke U JIPyrd nMoTpedHn nHpopmanuun). OBOj JOKYMEHT € HAMEHET 32
uH(opMUpame Ha 3PaBCTBEHUTE PAOOTHUIIH.

YnarcTBOTO 3a MANMEHTOT M TAKyBamkeTO OJ CTaBOT | Ha OBOj WIEH TH COIPKH CHTE
HEOTXO/JHH TIOAATOIN BO COTJIACHOCT CO WiIeHOBHTE 84 1 85 Ha OBOj 3aKOH.

Ynen 33
MuHHCTEpOT 3a 3ApaBCTBO MOOIUCKY TH MPOMUIITYBa COJp)KMHATA Ha OapameTo, popmara u
COJIp’)KMHATa Ha MOoTpeOHaTa JOKyMEHTallMja, HAYMHOT 3a MpH3HABalkE Ha OJ00OpEHHETO 3a
CTaBame BO MPOMET M3/aJICHO BO 3eMjUTE Ha EBporickaTa yHUja, HAUUHOT 32 JOOMBAE YCIOBHO
0/100peHue 3a CTaBame BO MPOMET, KAKO U HAJOMECTOILIUTE MITO Tpeda Jia ce miaTar.

Unen 34

OnoOpeHueTo 3a CTaBamkbe BO IMMPOMET MPECTaHyBa Ja BaXkH, aKo:

1) e ucTeueHo BpeMeTo 3a Koe OMII0 U3/1a/IEHO;

2) AreHnyjaTa ro YKHHYBa OJOOPEHHETO 3a CTaBame BO MIPOMET 10 Oapame Ha HOCHTEJIOT Ha
0J100pEeHUeTOo 3apau ONpaBIaHa NPUYMHA U

3) AreHmmjaTa MOXX€ Ja TO yKWHE, TIOHHUINTH WMJIM W3MEHU OJO0OpPEHHETO 3a CTaBame BO
IPOMET, aKo JIEKOT:

- € CTaBEeH BO IIPOMET CIPOTUBHO Ha 0JJ0OPEHUETO,

- € CTaBEH BO IIPOMET CHPOTUBHO Ha OBOj 3aKOH,

- € LITETEH UaKo ce ynorpeOyBa Crope/l MPOMUIIaHUOT HAYUH Ha ynoTpeoa,

- HeMa TOBOJIEH OJJHOC PU3HK/KOPHUCT KOra ce ynorpeOyBa cropej MpONUIIAaHHOT HAYMH Ha
ynotpeoa,

- HEMa TepareBTCKa e(hUKacCHOCT, OJTHOCHO HEroBaTa TepareBTCKa e(hUKACHOCT HE € JOBOJIHA
34 IOCTUTHYBAKE HA TCPAIICBTCKU PE3YJITATH,

- MMa KBAJUTATUBEH W/WIM KBAaHTUTATHBEH COCTaB INTO HE € BO COMIAaCHOCT CO
JEKJIapUPaHUOT BO OJJOOPEHUETO 32 CTABAHHE BO IIPOMET,

- HE € CTaBEeH BO IIPOMET BO POK OJ] TPU MOJMHU OJ M3/1aBaETO Ha 0J00PEHUETO 3a CTaBaHbE
Ha JIEKOT BO MPOMET, OCBEH aKO TOa HE € 0JJOOpEeHO oJ cTpaHa Ha AreHIMjaTra Bp3 OCHOBA Ha
Oapame CO COOJIBETHO 00pa3IoKeHHE Ha HOCUTEIIOT Ha 0JI00PEHUETO U

- IOAATOK HJIHN I/IH(bOpMaL[I/II/I o4 IMOJHECCHOTO 6apaH,e C€ HCTOYHHU HJIM HC CC U3MCHCTH BO
COIVIACHOCT CO OBOJ 3aKOH WJIM aKO HE € CIIPOBEEHA KOHTPOJIa Ha KBAJIUTETOT BO COIIACHOCT CO
oJlpeduTe Ha OBOj 3aKOH.
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Yien 35
JlexoT umemTo 0J00peHHe 3a CTaBakEe BO MPOMET € HCTEUCHO M HE OMII0 OOHOBEHO BO POKOT
YTBPJIIEH CO OBOj 3aKOH MOKe Ja Ouje BO MPOMET MO JEHOT Ha UCTEKyBame Ha TOj POK, HO HE
mooyiro o7 18 mecena o UCTEKOT Ha OJ0OPEHUETO 3a CTaBamke BO MPOMET, OCBEH BO CITydan
noBp3aHu co 6e30eqHocTa U ePUKACHOCTA HA JIEKOT.

Unen 36
AKO TPOM3BOJUTENIOT OJJYYM Ja TMPECTaHe Ja ro MPOM3BEIyBa WM Jla BPIIU MPOMET CO
JIEKOT Tpea HCTEKOT Ha OJ0OpEeHHEeTO 3a CTaBamke BO NPOMET, JOJKEH € Ja ja HU3BECTU
AreHIMjaTa HajMaJKy JIBa Mecela mpej MPEKUHOT Ha TPOU3BOJCTBOTO HIIM IPOMETOT CO JICKOT.

Unen 37

OnoOpeHneTo 3a cTaBame BO MPOMET Ce OOHOBYBA MPE/ UCTEKOT HA POKOT 32 KOj € M3Ja/ICHO
Bp3 OCHOBA Ha IMOBTOPHA OIIEHA HAa OJTHOCOT PU3HMK/KOPUCT OJ1 CTpaHa Ha AreHIHjaTa.

3apaau 0OOHOBYBam€ Ha 0J00PEHHETO 3a CTaBambe BO MPOMET, HOCUTEIIOT Ha OJJOOPEHUETO 32
CTaBame BO MpoMeT Tpeba Ja mojaHece Oapame 10 AreHIUjaTa HajMajKy IIEeCT Mecema Ipen
UCTEKOT Ha Ba)XKHOCTa Ha OJOOPEHHETO 3a CTaBamke BO MpoMmeT. bapamero Tpeba na compiku
aXypupaHa Bep3Hja Ha MMOJaTOUUTe ¥ HH(OPMAIIMUTE BO MOTJIE]] Ha KBAIUTETOT, Oe30enHocTa
euKacHOCTa, BKIYYyBajK TM M CHTE NMPOMEHHM HACTaHATH MO TOOMBame Ha OJOOPEHHETO 3a
CTaBamkbe Ha JIEKOT BO TpomeT. JloKyMeHTalmjata COIpKH aXypUpaHW aIMHHUCTPATHBHH
uH(popManuy, NepUOANYCH M3BEIITa] 3a 0e30eaHOCTa Ha JICKOT, JOMOJHUTEIHN HH(OpMaLUH
aKo ce MOTpeOHM 3a KBAJUTETOT, O0e30e1HOCTa U e(hUKAacCHOCTa Ha JIEKOT, XPOHOJIOIIKA JINCTa Ha
0J00pEHHUTE MPOMEHH, KaKo U JIPpyrd MHPOPMAIH NOTPEOHHU 3a MOBTOPHA OIEHKA Ha OJHOCOT
PH3UK/KOPUCT.

AreHnmjaTa Bo pok ox 60 neHa of MPUEMOT Ha KOMIUIETHOTO Oapame 3a OOHOBYBame Ha
0100peHueTo TO 0100pyBa WM 010MBa OApamkETO BP3 OCHOBA HA IMOJIHECEHATA IOKyMECHTAIH]ja U
npeanorot Ha Komucujara 3a JeKOBH 32 OTHOCOT PU3UK/KOPHCT Ha JICKOT.

Poxot oz cTaBoT 3 Ha 0BOj WICH NpecTaHyBa Ja Te€4e O] IEHOT Kora AreHiujara ke modapa
OJ1 TIOZTHOCUTEJIOT J1a 00e30e/IM JOTOIHUTEIHN JTOKYMEHTH, HH(POPMAIH WK 00jacHyBama 3a
KOHM CMETa JIeKa Ce€ HEONXOIHH M POKOT MPOJOJDKYBa Ja Te€4e OAJICHOT Ha HMCIIOJIHYBAamETO Ha
OapameTo Ha ATeHIujaTa.

OOHOBEHOTO 0/100pEHNE 3a CTaBamkE BO IPOMET BaXKH HEOTIPE/IEICHO, OCBEH aKO ATEHIUjaTa,
NOpajgy OCHOBaHM NMPHYMHU MOBP3aHH cO (hapMaKOBUTWIIAHIIA, OJJIYYH Ja OJPEAN YIITE eleH
NEeTrOAMILIEH MEPUO0/l HA OOHOBYBAE.

MmuHHUCTEpOT 32 3ApaBCTBO T'M NPONHIITYBAa HAYMHOT Ha OOHOBYBambe Ha OJOOPEHHETO 3a
CTaBamke BO TNpoMeT, ¢opMmara W COIp)KMHATa Ha TOTpeOHAaTa JOKyMEHTaldja, Kako W
HaJIOMECTOLIUTE KOH Tpeba /1a ce Iiarar.

Unen 38
Hocurenor Ha 0700peHHETO € JOJDKEH Ja T CIEQW CUTe HAayYHH M TEXHUYKH HOBHHHU
MIOBpP3aHU CO OAOOPEHMOT JIeK, a TW 3eMa IpPeABHJ] HOBUTETHTE BO BpPCKa CO KBAJIUTETOT,
0e30enHocTa M edUKacHOCTA Ha JIEKOT M aKko € HEONXOAHO Jia BOBEAE NPOMEHH BO
IPOM3BOJICTBOTO MM KOHTpOJaTa Ha JIEKOT BO COIVIACHOCT CO HAjCOBpEMEHaTa HayKa M
TEXHOJIOTHja.
Cute mpoMeHU WM ApYrd MH(OpMaIUM IUTO CE€ NMPUYMHA 3a IPOMEHH Ha OJOOpEHHETO 3a
CTaBamke BO MPOMET WJIM CEKOja MPOMEHa Ha JOKyMEHTalujaTa 3a 1oOuBame Ha 0700peHue 3a
CTaBambE€ BO IIPOMET Ce MOAHECYBAaT 10 AreHIHjaTa.
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Unen 39
Hocwurenor Ha 0q00peHHETO PEOBHO ja M3BECTYBa ATCHIMjaTa 3a CUTE IMOMAIH MPOMEHHU
(tum I A u tun [ B) Bo mocTamkaTa 3a cTaBamke BO MPOMET U T'M BOBEIAYBa NMPOMEHHUTE aKO
AreHnyjara He Jajie HETaTUBHO MHCIEHE, BO POk o 30 jeHa o1 ACHOT Ha MOJAHECYBAmHETO HA
M3BECTYBAETO U HEOMXOJHUTE IOKYMEHTH LITO CE OJHECYBaaT Ha Taa MpOMEHa.

Unen 40

Hocurenor Ha omoOpeHHETO € JOJDKEH BEAHANI Ja IMOAHece Oapame 10 ATreHmmjara, 3a
BOBeyBame rojaemu npomenu (tum 1) Bo mocramnkara 3a ctaBame BO MPOMET.

ATreHnmjaTa o/UTydyBa 10 0apameTo 32 BOBEIYBAMkE rOJIEMU MPOMEHH BO Pok o1 60 1eHa o
JIEHOT Ha MPUEMOT Ha KOMIUIETHOTO Oapambe.

Poxot oj1 ctaBoT 2 Ha OBOj WICH MPECTaHyBa Jia Te4e OJ1 JICHOT Kora ATeHIIMjaTa Ke modapa o
MOTHOCUTENOT Ja 00e30e1u JONOTHUTETHNA HH(GOpMAIK UIH 00jacHyBama 3a KOM CMeTa JeKa ce
HEOITXOAHH M POKOT MPOAOJDKYBa Ja Tede Off JCHOT Ha HWCIIOJHYBAWKETO Ha OapameTo Ha
AreHnyjara.

Unen 41
Hocurenor Ha omoOpeHHeTo MOXE [a MojaHece Oapame BO CIy4aj Ha MPOIIMpPYBame Ha
MOCTOjHOTO ©Oapame 3a TPOMEHM IITO C€ OJHEeCyBaaT Ha aKTHBHATa CyICTaHIIWja,
dapmareBTckara Gopma, jaunHaTa WIIM HOBA WHJWKAIHMjA, TOJ YCJIOB Ja CE IMOBHKA HAa BEKe
MoJIHEeCeHaTa JOKyMEHTallija IITo € mpudaTeHa.
[Tocrankara 3a mpomupyBamke Ha OapameTo oA CTaBOT | Ha OBOj WIEH € HMCTa Kako 3a
no0MBamke HAa HOBO OJJOOPEHHE 3a CTaBae BO MPOMET.

Unen 42
MUHHCTEPOT 3a 3ApaBCTBO T'H IMPONHINYBAa COIp)KMHATA Ha OapameTo/ M3BECTYBAHETO H
HAUMHOT 32 U3BECTYBaWkE WU 0100pyBame Ha NPOMEHHUTE BO OJOOPEHHETO 3a CTaBalkE BO
IPOMET MJIM Ha BeKe MOJHEeceHaTa JOKyMeHTanuja o wieHoBute 39 u 40 craB 1 Ha 0BOj 3aKOH,
KaKo M HaJIOMECTOLIUTE IITO Tpeba Ja ce miaTar.

Unen 43

Bapamero 3a perucrpanyja Ha TPaJUIMOHATHH XEepOATHU JICKOBH COIPXKH JTOKYMEHTAIlH]ja
KOJalITO C€ COCTOU OJ:

1) agMUHHCTpAaTHBEH /e Ha AOKyMEHTalujara corjacHo co wieHot 20 craB 1 touka 1 Ha
OBOj 3aKOH;

2) (hapMareBTCKH, XEMHCKH M OMOJOMIKH JIeJI Ha JOKyMEHTAIlfjaTa COrJIaCHO cO wieHoT 20
ctaB | Touka 2 Ha OBOj 3aKOH,;

3) 6ubnmorpadcku WK CTPYyYHU JO0KA3W 3a eEKTOT Ha JIEKOT WIIHM CIIMYESH Ha HEeTo JIEK IITO €
BO MEAMLMHCKA ynorpeba 3a nepuos o HajMasky 30 roguHu, oA Koj HajMaiky 15 roauHu Bo
Peny6nmka Makenonuja wim Bo EBponickara yauja u

4) oubnmorpadcku mpernes Ha mogaTouuTe 3a 0e30eqHOCTa CO CTPYYEH HU3BEIITa] U BO
ciyuyad Kora ATeHIHjaTa JOTOJHUTEIHO Ke mofapa W MOJATOIM HEOMXOJHH 3a OIleHa Ha
0e30e1HOoCTa Ha JIEKOT.

MUHHCTEPOT 3a 3ApaBCTBO MOOJMCKY TO MPONHIIYBa HAUYMHOT Ha perucrpanydja 3a
TPaAUITMOHAIHA XepOaTHU JIEKOBU, ¢opMaTa W COAPKMHATA HAa MOTpeOHATa JOKyMEHTAIMja 1
HAaUYMHOT Ha TPU3HABakE Ha pErucTpanydjara BO 3eMjuTe Ha EBporickata yHHja, Kako H
Ha/IOMECTOLUTE IITO Tpeba Ja ce IiaTar.
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Unen 44

AreHnMjaTa Bp3 OCHOBA Ha OIleHATa Ha TOJHECCHATa JIOKyMEHTAIlHja TO 0JI0MBa OapameTo 3a
perucTpaliyja Ha TpaJulloHalIeH XepOaleH JeK, aKko:

- TEpANeBTCKUTE HHIUKAIINN HE CE JJOKaKaHU COTJIACHO CO OBOj 3aKOH,

- KBAJIUTaTUBHUOT W/UJIM KBAHTUTATUBHUOT COCTaB Ha JIEKOT HE OATrOBapa Ha JACKIAPHUPAHUOT,

- TPAJIUIIMOHATHUOT XepOaJICH JICK MOXe J1a OuJie ITeTeH Ipyu BOOOMYaeHa ynoTpeoa,

- TogaToUMTE 3a TpaAWIMOHANHATAa yHmoTrpebda ce HEMOTHOJHH, OCOOEHO aKo
dapmakonomkuTe eGeKTH Wik ePUKACHOCT HEe COOJIBECTyBaaT Ha CTCKHATHTE O] JOJITOTpajHATa
ynotpeba u UCKYyCTBO U

- (hapMaIreBTCKUOT KBATUTET HE € IOBOJHO JJOKAKAH.

Unen 45

BapameTo 3a perucrpanuja Ha XOMEOIATCKH JIEK CE MOIHECYBA MO YCIIOB JIEKOT:

1) na ce ynorpeOyBa nepopajHO WIH HaJABOPELIHO;

2) na He ce HaBeayBaaT TEPANEeBTCKU HHIMKALMM HA MAKyBameTO Ha JIEKOT WM BO
UH(POPMALIMUTE MTOBP3aHU CO HETO U

3) 1a mocToM JIOBOJIEH CTENEH Ha paspelyBame IUTO Ke rapaHtupa 0e30€JHOCT Ha JIEKOT,
0CcO00EHO JIEKOT HEe cMee Ja COAp KU moBeke of eaeH aen Ha 10.000 ox ocHOBHATa TUHKTYpa WX
noBeke o 1/100 ox Hajmasiata q03a KOja C€ KOPUCTH BO ajolaTHjaTa BO TMOTJIE] Ha aKTUBHUTE
CYIICTaHIIMU YH€ MPHCYCTBO BO AJIONATCKUTE JIGKOBU PE3YJITHPA O OOBPCKa 3a MOJHECYBakhe HA
peLenT.

MUHHCTEPOT 3a 3APaBCTBO MOOJIUCKY TH MPOIHUIIYBA COAPKMHATA Ha OapameTo, HAYMHOT 3a
perucrpaiyja Ha XOMEONaTCKu JIEKOBH, (popMaTa U COApKMHATA Ha JOKyMEHTaI1jaTa, HAUUHOT
Ha TIpU3HABamke Ha perucrpanyjara o 3emjure Ha EBporickara yHHja, KaKO W HaJIOMECTOIUTE
mrTo Tpeba Jia ce marart.

Unen 46

CHuCOKOT Ha JIEKOBHUTE 3a KOU € M3/aJIeHO 0J00peHME 3a CTaBamke BO NMPOMET, OAHOCHO 3a
KOM € 0JI0MEHO0, U3MEHETO, OTHOCHO YKHHATO 0JJ00peHHeTo ce 00jaByBa Bo ,,CiTy’)KOCH BECHHK Ha
Peny6nuka Makenonuja", HajMaJKy J1Ba MaTH T'OJULIHO.

Unen 47
Hocurenot Ha ogoOpeHneTo Moxe J1a To mpeHece 0100pEHHETo Ha IPpyT HOCUTEN HOJ| yCIOB
TOj J1a TM HUCIOJHYBAa YCJIOBUTE 3a HOCUTEN Ha OJOOPEHHETO YTBPJIEHH CO OBOj 3aKOH M J1a T'H
npudaTi 0OBPCKUTE U TIpaBaTa Ha HOCUTEN Ha 0JIOOPEHUETO 32 TOj JIeK.
MUHHCTEPOT 3a 3paBCTBO I'O MPOMMUIITYBAa HAUMHOT HA MPEHOC Ha OAOOPEHHMETO 3a CTaBambe
BO NPOMET, COJIpKMHATA Ha JIOKyMEHTalWjaTa W JPYTUTEe MOTPEOHM TMOJATOIM 3a MPEHOC Ha
0J100pEeHNeTO, KaKo U HaJJOMECTOLUTE KOU Tpeba ja ce miarar.

Unen 48

BucunaTta Ha HagoMecToKOT o wieHoBute 33, 37 ctas 6, 43 ctaB 2, 45 craB 2 u 47 craB 2 Ha
OBOj 3aKOH MITO MOJAHOCUTENOT Tpeba Ja ro IUIaTh ja YTBpPAyBa MHUHHCTEPOT 3a 3APaBCTBO
COIJIACHO CO THUIIOT Ha IOCTamnKaTa ¥ BO 3aBUCHOCT O/

- BUJIOT Ha UCTIMTYBamarta mTo Tpeda 1a ce CrpoBeaar,

- pEaIHO HAMPaBEHUTE aIMUHUCTPATUBHO-MATEPHjATHA TPOIIIOIH,

- CTpy4YHaTa OIleHa Ha JOKYMEHTaIujaTa u

- paboTEHETO Ha MTOCTOjaHUTE U TIOBPEMEHNUTE KOMUCHH.
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II1.2. NCIIMTYBAIGE HA JIEKOBH

Unen 49

JlexoT mpen nma ce CTaBM BO NPOMET IMOIJICKM Ha aHAMUTHYKH ((papmameBTCKO-XeMHCKO-
Ouosomkn), (GpapmMaKoIOMIKO-TOKCUKOJIOIIKA HCHUTYyBamba M KIMHUYKM HCHHUTYBama 3a Ja ce
MOTBPJY HETOBUOT KBAJIUTET, 6€30€THOCT U €(PUKaCHOCT.

Jlekor MoXe Ja TOAJEXKM Ha AHAIMTUYKU  ((papMareBTCKO-XEMHUCKO-OMOJIOMIKN),
(apMaKOJIOIIKO-TOKCUKOJIOIIKH HMCTIUTYBamba M KIMHUYKA HCIHUTYBalkba M aKO HMa J0OHWEHO
0JI00peHHe 3a CTaBamke BO IPOMET, CO I Ja ce 100HMjaT JOMOJHUTEIHN UH(POPMALUH 32 JIEKOT
WM 32 HETOBaTa KOHTPOJIA.

Anamutnukute ((hapmareBTCKO-XeMUCKO-OMOIIOMIKH), (PapMaKOIOMIKO- TOKCUKOJIOUIKUTE U
KJIMHUYKUTE HCIUTYBamka Ce CIIPOBEAYBaaT BO COTIIACHOCT CO HayelaTa Ha Jo0paTa Mpou3BOIHA
mpakca/godparta KOHTpOJIHA 1abopaTopucka mpakca, 1odpaTa nabopaTopucka mpakca u goopara
KJIMHWYKA TPaKca BO KIMHUYKUTE UCTIUTYBambA.

MuUHUCTEPOT 3a 3ApaBCTBO JIOHECyBa YIMaTcTBa 3a Hayejgara Ha JoOpaTa INPOU3BOJHA
npakca/nodparta KOHTPOJTHA JJabopaTopHUCKa Mpakca, Jo0paTa JadbopaToprcka mpakca u 3a jodpara
KJIMHUYKA TpaKca BO KJIMHUYKUTE UCIIUTYBakba.

Unen 50

AHanutuykute, (apMakoIOIIKO-TOKCUKOJIOIMIKUTE U KIMHUYKUTE HWCIUTYyBakba TH BpIIAT
MIPaBHU JIUIA KOU TY MCIIOJIHYBaaT yCIOBUTE BO OJTHOC HA MIPOCTOPOT, OTpeMaTa M KaJapoT, Kako
W HadesaTa Ha JOOpUTE MPAKCH U aKO CE OBJIACTCHU OJ MUHUCTEPOT 3a 3PaBCTBO.

[lomaronte 3a aHAMUTHYKHUTE, (HAPMAKOJIOMIKO-TOKCUKOJIOMIKUTE U KIMHAYKHTE
HCIIUTYBamkha CE COCTABEH JeJ Ha JIOKyMEHTallrjaTa 3a JoOMBamke Ha 0JI00pEHUE 3a CTaBame Ha
Jexk BO mpomeT. McmnuryBamaTa Mopa Ja C€ BO COIJIACHOCT CO HajcOBpEeMEeHaTa Hayka U
TEXHOJIOTH]a U CO HaveslaTa Ha JOOpUTE MpaKkCH U Mopa Jia OMAaT ONMUIIAHU JETATHO U HA HAYUH
IITO OBO3MOXYBa UCIIUTYBamaTa Ja OuaaT moBTOPEHH, a pe3yITaTUTe Ja OuaaT CriopeIuBH.

MUHHUCTEPOT 3a 3IPaBCTBO T'M OBJACTyBa IMPABHHUTE JIMIA OJ CTAaBOT | Ha OBOj WIEH 3a
WCIUTYBaKkE HA JICKOBU U TH yTBPyBa HaIOMECTOIUTE IITO Tpeba aa ce Iuiarar.

Unen 51

AHAIMTHYKO WCIUTYBAaWkE HAa JIGKOBUTE IPETCTAaBYyBa (apMareBTCKO-XEMHUCKO-OHOIIONIKO-
MHKpPOOHOJIOIIKO UCTINTYBamkhe Ha KBAIUTETOT Ha JICKOT M CE BPIIM BO COTJIACHOCT CO Hayenara
Ha j00paTta KOHTpOJIHA JIa0OpaTopucKa Mpakca, a BP3 OCHOBA Ha TOAATOLMTE COJPYKAHH BO
JOKyMEHTaIijaTa JOCTaBeHa KOH 0apameTo M BO COTVIACHOCT CO Crelu(HKaIjaTa 3a KBaJIUTET
Ha TOj JICK.

MuHUCTEpOT 3a 3ApaBCTBO T'M NPOIUINYBA HAYMHOT M IIOCTANKHTE 32 aHATUTUYKOTO
UCTINTYBambE Ha JICKOBHUTE.

Unen 52

@®apMaKoIONIKO-TOKCUKOJIOIMIKOTO, OJHOCHO NPETKIMHUYKOTO HWCIHUTYBAakEe Ha JIEKOT €
MIOCTAITKa 3a OlleHa Ha 0e30eHOCTa Ha JIEKOT U Ce BPILIH BO COTJIIACHOCT CO Havenara Ha jgo0para
naboparopucka mpakca.

[TocTamkaTa 3a n3BeayBame Ha (HapMaKOJIOMIKO-TOKCHKOJIONIKOTO UCIIUTYBAhE OIHUIIAHA BO
JNOKyMEHTaljata 3a JoOuBame OJ00peHHe 3a CTaBalkbe BO INPOMET TH ONpeeTyBa
dapmakoarHAMCKUTE, (apMaKOKHHETCKUTE M TOKCHUKOJOIIKUTE KapaKTEPUCTUKU Ha JICKOBHUTE
CIpOBEEHN Ha JTAOOPAaTOPUCKH XUBOTHH W T'M MPEIBUAYBAa MOXXHUTE €(EKTH Kaj Jylero.
Pesynrature on (hapMakoIOIIKO- TOKCHKOJIOIIKOTO HCHHUTYBame T'M omdaka pe3ynraTute Of
CHUTE JOCTAIlHU UCTIUTYBamka Ha JIEKOT, 0e3 pa3yiuKa Jajiu ce IOBOJHH UM HEIIOBOJIHU.

MuHHCTEpOT 3a 37paBCTBO TI'M NPOMHUIITYBAa HAYMHOT M TOCTAMKUTE 3a (hapMaKoJIOIIKO-
TOKCHKOJIOIIKOTO UCIIUTYBAa-€ Ha JIEKOBUTE.
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Unen 53
KnnHnykuTe MCMTyBamka Ha JIGKOBUTE C€ BPIIAT HA 3/paBH JTOOPOBOJIN W/HIM TAIMEHTH,
3apajii OTKpUBAaHk-E WM NOTBPIyBamhe Ha KIMHUUKUTE, (apMaKoJIOIIKUTE, (apMaKkoIMHAMCKUTE
i (papMaKOKHMHETCKUTE €PEeKTH Ha UCIIUTYBAHUOT JIEK, 32 OTKPUBAkE HA HECaKaHUTE e(eKTn
WIY 32 IPOYYyBame Ha arcopruujaTta, AMCTpUOyLMjaTa, METabOIM3MOT U eTMMHMHAIMjaTa, 3a /1a
ce nmoTBpau Oe30enHOcTa U edukacHocTa Ha JekoT. KiIMHMYKUTE HCIMTyBama BKIIydyBaaT
CTyJMH Ha OMOEKBUBAJICHTHOCT, OJJHOCHO MCIIUTYBamka Ha OMOPACIOIOKINBOCT.

Unen 54

Kinuanukure ucnuTyBama Ha JIGKOBUTE CE BpIIAT caMO aKO C€ MOJAHECEHU PE3YJITATUTE O]
aHAJIMTUYKOTO, (hapMaKOJIOMIKO-TOKCUKOJIOMIKOTO UCITUTYBAKkE, aKO UCITUTYBAKETO CE BPIIN Ha
JIK IITO HE BJIMja¢ HA TEHETCKUOT KOJ Ha YOBEKOT M aKO OMACHOCTA OJ MPUMEHATa Ha JICKOT He
€ moroJjiemMa o 3/JpaBCTBEHATa OMPABAAHOCT OJf HETOBOTO UCIIUTYBAbE. .

Knuanukure mcnuTyBama Ha JIGKOBUTE C€ BpIIAT BO COTJIACHOCT CO €THYKUTE Hauesia Ha
XeJCHUHILIKAaTa AeKJIapaiuja u co JpyTrd NOTIUIIAHU MeTyHapOJHU JOTOBOPHU, BO COTJIACHOCT CO
Hayenara Ha Jo0para KIMHUYKA Ipakca BO KIMHUYKHUTE HCIHUTYBalkba M BO COTJIACHOCT CO
3aJ0JDKUTENTHATa ¥ TapaHTUPaHa 3alliTUTa Ha TUYHUTE MTOIaTOLM U IIpaBaTa Ha JIMIAaTa BKIIy4YeHU
BO UCITUTYBAHETO (BO HATAMOITHUOT TEKCT: UCITUTAHUIIN).

Ynen 55
Vcnuranunure BO KIMHUYKOTO HCIHUTYBame Mopa Ja OujmaT HHGOpPMUpAaHU 3a CHTE
pENeBaHTHU IOJATOLM 3a MCIUTYBAamETO, 3a LielTa Ha WCHUTYBameTO, HEroBara IpHUpoJa,
MOCTanKaTa 1 MOXKHHUOT PU3HK, HA HAYUH KOj UM € pa30upiuB U BO MUCMeHa (opma.
KnMHMYKOTO MCIUTYBaWkE Ha JEKOT MOJKE Ja C€ BPIIM CaMO aKO UCIMTAHUKOT Ja/ie MMCMEHA
COIJIACHOCT.
CornacHocra 0f] cTaBOT 2 Ha OBOj WIEH MOXE BO CEKO] MOMEHT Ja Ce MOBJIEYE.

Uien 56

KnuanuknTe WcnmuTyBama IMTO Ce JeN OJf JOKyMEHTalujaTa 3a J0OWBame OJ00peHue 3a
CTaBamke BO TMPOMET TH COIAPXKAT PE3YJITATHTE O]l KIMHUYKHTE WCIUTYBama IITO CE JIOBOJHO
crienuuIUpaHy 1 00jeKTUBHHU 3a 1a 00e30eaT 00jeKTUBHA OLIEHa Ha OJJHOCOT PH3HMK/KOPHUCT 32
MAIUEHTOT, 3a 0e30eTHOCTa U €PUKACHOCTA HA JIEKOT, KAKO U MHCJICHE JIAJIN JICKOT I'M UCTIOIHYBa
YCIIOBUTE 32 CTaBambE BO IIPOMET.

Unen 57

Bapame 3a KIMHMYKO HCIUTYBamkEe MOXKE Ja IOJHECE IPOU3BOIMTENOT, CIIOH30POT Ha
UCTIMTYBAKHETO WIH HETOBHUOT OBJIACTEH MPETCTABHUK.

[TomHOCHTENMOT Ha OapameTo 3a KIMHUYKO HWCIUTYBalke Ha JIEK € OJrOBOpEH 3a
CIPOBENlyBakbe HAa HCIHUTYBAKHETO M 32 TEKOT Ha KIMHUYKOTO HUCIHTYBAame € JIOJDKCH JIa
JIOCTaBYyBa Ha CEKOM TPH Mecella M3BEeIITaj A0 ATreHIHjaTa, OJHOCHO Jia JTOCTAaBH 3aBpIICH
U3BEIITaj 33 PE3YJITaTUTE OJI U3BPIICHOTO KIMHUYKO HCIUTYBAaHkE Ha JICKOT BO POK OJ €IHA
TOIMHA OJ] ICHOT Ha 3aBPIIyBambETO Ha KIIMHUYKOTO HUCITUTYBAHE Ha JIEKOT.

[TomHOCHTENOT HA OapPaKETO 332 KIIMHUYKO MCITUTYBAkE Ha JICK € JIOJDKCH, TPl MOYETOKOT Ha
UCTIMTYBAKETO JIa T OCUTYPH MCITUTAHUIIUTE BO CITy4Yaj 32 HACTaHYBamke Ha INTETA IO 3APaBjeTO
Ha THE JIMIA, a KOja € MPEeIU3BUKaHa CO KJIMHUYKOTO MCIUTYBamke Ha JICKOT BO COTIACHOCT CO
OIIITUTE TIPOITUCH 33 OCHTYPYBambhe 3a IITEeTa.

Unen 58
[TomHOCHTENMOT Ha OapameTo 3a KIMHUYKO HMCIUTYBaWke Ha JIEK TpeJ CIPOBEAyBamke Ha
KJIMHUYKOTO UCIHTYBame MOJAHECYBa Oapame 10 AreHuujata 3a JIeK IITO HeMa oJ00peHue 3a
cTaBame BO poMeT Bo PemyOimka Makeonnja, 3a HOBa MHIMKAIlM]a, 32 HOBA II€JTHA TPYyIIa, HOB
HAYWH Ha aIlUIMKaIfja, WiK 32 HOB HAUMH Ha J103UPAbE.
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BapameTro 3a KIMHUYKO UCIUTYBAWkbE COAPXKU: Mperiie]] Ha WHGOpPMAIMK 32 KBAIUTETOT HA
JICKOT, CUTC HCOIIXOJHU I/IH(bOpMaIIPII/I 3a PE3YyJTATUTE O] NPCTKIMHUYKOTO HCIIUTYBAKLC UIIN 34
0e30eHOCTa Ha JICKOT U PE3YJITaTh O]l KIMHHYKOTO UCIIHTYBamhe KOe Beke OWIIO CIIPOBENICHO Ha
TOj JIEK, MPOTOKOJ Ha MPEIOKEHOTO UCTIUTYBamkhe, TO3UTUBHO MUCIEke o ETHukara koMmucuja,
UHPOPMALIMU 32 MHCTUTYLHjaTa KoOja K€ TO BPIIM HUCHHUTYBAHETO, 32 UCHUTYBAYUTE W JIPYTH
uH(pOpMAIlM HEONXOJHH 32 JIOHECYBamke OJJIyKa 3a OJ00pyBame WIH OJI0MBamke Ha
UCTIHTYBabETO.

ETtnukaTa KOMHUCHja 011 CTaBOT 2 Ha OBOj WICH ja (JOPMHpa MUHUCTEPOT 32 3/IPaBCTBO.

AreHngjaTa TO 0J00pyBa MM OJ0MBAa OapameTO 3a KJIMHUYKO HCIUTYBame BO POK o1 60
JIeHa OJ] ICHOT Ha NMPUEMOT Ha KOMIUIETHOTO Oapame 3a KIMHHYKO UCTIHTYBamke, BP3 OCHOBA HA
Mucliemne Ha KomucujaTa 3a KITMHUYKA UCITUTYBamba.

PokoT ox ctaBoT 3 Ha OBOj WIEH MPECTaHyBa Ja Tede O] JCHOT Kora AreHrmjaTa ke mobdapa oJ
TIOJIHOCUTEIIOT Jia 00e30e/1 JIOTOTHUTEIHN WH(OpMaIy WK 00jacHyBama 3a KOM CMETa JieKa ce
HEONXOJHM M POKOT TPOJAOJDKYBA Ja Te€4e OJf JICHOT Ha WCIIONHYBAWETO Ha OapameTo Ha
AreHnmjata.

UYnen 59

[Ipen oTmoYHyBamke Ha KIMHUYKOTO MCIUTYBAHE 32 JICK IITO MMa OJI00OPEHHE 3a CTABamkbe BO
npomet Bo PenyOnnka MakejoHHuja, Kako | 3a CIPOBEYBamke HA CTYIHH 32 OMOCKBUBAJICHIIH]A,
MOJIHOCHUTEJIOT ja U3BECTyBa ATCHIIMjaTa 3a CIIPOBEIYBabhE Ha KIMHIUYKOTO UCTIUTYBAbE.

M3BecTyBameTO 32 KIMHUYKO UCIIUTYBAMkE COAPKU: MH(POPMAIIUH 32 JICKOT IITO CE UCTIUTYBA,
nogaTonu 3a KBAJIUTCTOT HaA JICKOT W PE3yjTatd OJ MNPETKIIMHUYKUTC HCIWUTyBakba WM 34
0e30eTHOCTa HA JIGKOT M PE3YJITaTH Of KJIMHWUYKHTE WCIHMTYBama INTO OWJIE CIPOBEICHU Ha
NpEAMETHUOT JICK, IMMPOTOKOJ HAa MNPCAJIOKCHOTO HMCIHMTYBAKC, 6p0_] Ha UCIIUTAaHUIIU, ITO3UTHBHO
MHUCICHe o FETuukata komucwja, WHPOpPMAIMM 32 WHCTUTYIHMjaTa Koja Ke TO BpIIH
UCIIUTYBAmkhETO, 32 HCIUTYBAauUTe M JAPYrH HH(OPMAMU HEONMXOTHH 32 ONOO0pyBame WM
0JIOVBaC HAa UCTTUTYBAKHETO.

Arennjara Bo pok ox 30 neHa on JEHOT HAa NMPHEMOT Ha KOMIUIETHOTO H3BECTYBamE 3a
CIPOBENlyBakbe HA KIMHUYKOTO HCIHTYBAamkbE I'O M3BECTYBa IOJHOCHTEIOT 3a NMPUYMHHUTE 32
OI[6I/IBaH)eTO Ha KIIMHUYKOTO UCIIUTYBaK:C.

PokoT oz ctaBoT 3 Ha OBOj WJICH MpeCcTaHyBa Ja Te4e OJ JICHOT Kora AreHijara ke modapa o
TIOJTHOCHTEJIOT Jia 00e30e/11 JOTIOTHUTETHH HH(GOPMAIIUH WITH 00jacHyBarmba 3a KOM CMeTa JieKa ce
HEOMXOJHU M POKOT MPOJOJDKYBa Jia Te4e O] JICHOT Ha WCIONHYBAHKETO Ha OapameTo Ha
AreHmmjata.

AKO TIOJIHOCHUTEIIOT Ha HM3BECTYBAaKETO 3a KIMHUYKO HCIUTYBaWke HE J100ME HETaTHUBCH
0JroBop o1 AreHijara Bo pok o1 30 AeHa, KIMHUYKOTO HCIUTYBAaHkE MOXKE J1a OTIIOYHE.

Unen 60
[Tpou3BOIUTENOT, OJHOCHO CIOH30POT € JIOJDKCH Ja TM TpHjaBH 10 ATEHIMjaTta CHTe
PCICBAaHTHU TPOMCHH BO KIIMHUYKOTO UCIIUTYBALC.
[Tpou3BOIUTENOT, OJHOCHO CIOH30POT MOXE Ja TW BOBEIC MPOMEHUTE ako BO pok on 30
JIeHa He JoOWe HeTaTUBEH OJIrOBOp OJ1 ATCHIIMjaTa.

Unen 61
Bo ciydaj Ha HeoyeKyBaHU CEpHO3HU HECaKaHW PEaKLUMUHM WIM HACTAaHU KOM CE CIy4use 3a
BPEMC Ha KIIMHUYKOTO UCIIHUTYBAKC, IIPOU3BOAUTEIIOT, OAHOCHO CIIOH30POT € NOJDKCH BCAHAII J1a
ja m3BecTu AreHnumjara, ETnukara koMucHja v TpaBHOTO JIUIIE O] WICHOT 87 cTaB 2 Ha OBOj 3aKOH.
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YneH 62
ATeHnMjaTa BPIIU HAI30p HAJl CIPOBEAYBAKHETO HA KIIMHUIKUTE UCITUTYBamba BO COTIACHOCT
CO OBOj 3aKOH M CO Hauenara 3a J00pa KIMHUYKA MpaKca BO KIMHUYKOTO UCITUTYBAHE.

Ynen 63
AreHnmjaTa MOXe Ja mobapa BpPEMEHO WIM TPajHO TPEKUHYBAakE HA KIMHUYKOTO
UCIUTYBAaWkE Ha JICKOT 3apajiy 3allTUTa Ha JaBHOTO 3]IpaBje.

Ynen 64
MuHucTepOoT 3a 3ApPaBCTBO T MPOMHUIIYBAa HAYMHOT U TOCTalKara 3a KIMHUYKUTE
UCIIUTYBaWka, COApPKMHATA Ha JTOKyMEHTallMjaTa, Kako M HaJOMECTOIMTE IITO Tpeba aa ce
[IarTar.

I11. 3. ITIPOU3BOACTBO HA JIEKOBU

Unen 65

JlexoBu MOKaT J1a MpOM3BelyBaaT MPABHU JIMIIa KOU UMaaT 0J100peHue 3a MPOU3BOACTBO.

OnoOpenuero 3a MPOU3BOACTBO BKJIydYyBa J103BOJIAa 3a IMPOM3BOJCTBO M 3a Mpojaxxda Ha
MIPOM3BEICHUOT JIEK OJ1 IPOU3BOIUTENOT Ha BEeIporepuja.

OnoOpenue 3a MPOU3BOJCTBO CE M3/aBa 3a:

- IPOLIECOT Ha MPOU3BOJCTBO BO IIEJIMHA WM 3a JIEJIOBU O] IPOIECOT Ha MPOU3BOICTBO,

- OTIPE/ICTICHO MECTO Ha MPOU3BOJICTBO,

- onpenenena (apmareBTcka Gopma,

- IPOU3BOJICTBO HA aKTHBHA CYIICTAHIIM]a

- IPOU3BOJICTBO HA EKCIIMITUEHCH.

OnoOpenue 3a MPOU3BOJCTBO € MOTPEOHO 0e3 pasiivKa Jajiu MPOU3BEICHUOT JIEK € HAMEHET
3a W3BO3 WJIH 32 KJIMHUYKU UCTIUTYBambA.

Onobpenne 3a MPOM3BOJICTBO € OTPEOHO M aKO C€ U3BPIIYBAAT aKTUBHOCTH IITO BKITydyBaaT
CTaBamE€ HAJCTHUIM, BMETHYBambe€ Ha YMATCTBO 3a MAI[MEHTOT U APYTO, Kako ACIOBU O]
MPOIIECOT Ha TPOU3BO/ICTBO.

Unen 66

[Tpon3BomuTEIOT Ha JIeK MOOWEH O] YOBEYKa KPB € JODKCH Ja 00e30ean coOMpameTo,
npepaboTkata uiu 00paboTKaTa HAa KPBTa, HEJ3MHUTE KOMIIOHEHTH WM JEPUBATH YHOTpeOEHU
KaKo CypOBHHA J]a OM/IaT BO COTJIACHOCT CO YCIIOBUTE YPEICHH CO 3aKOH.

[TpousBoauTenor Ha paguodapMalleBTCKH Npernapatd € JODKeH Ja o00e30eau  BIe3HUTe
CYpPOBHMHH 3a IPETapaToT J1a OMIaT BO COTTIACHOCT CO YCIIOBUTE YPENICHN CO OBOj 3aKOH.

Unen 67
[Tpon3BOICTBOTO HA TAJCHCKHU JICKOBU M3pa0OTCHH BO TaJicHCKa JJabopaTopHja Ha amnTeKara
no 100 3aBpuieHn makyBama JHEBHO, HE C€ CMETa 3a MPOM3BOJACTBO HA JIEKOBH BO CMHCIIA HA
OBOJ 3aKOH.
MUHUCTEPOT 3a 3APAaBCTBO T'M MPOIUIITYBAa TOOJHMCKUTE YCIOBH IO OJHOC Ha MPOCTOPOT,
ornpemara ¥ KaJapoT IITO Tpeba Jla TM UCIIOJIHyBaaT MPaBHUTE JIUIAa KOW BpIIAT U3paboTKa Ha
TaJ€HCKH JIEKOBH.

Yien 68
[TpaBHOTO JHIIE KOE MPOM3BEAYBA JICKOBH Tpeda Jia TH UCTIOJIHYBA CJICTHUBE yCIIOBU:
- Jla ©Ma COOJIBETHHU MIPOCTOPHUH, ONIPeMa U KaJiap 3a MPOU3BOJICTBO, BO COTTIACHOCT CO 00EMOT
U MOTpeOUTEe Ha MPOW3BOJCTBOTO, KOHTPOJIATA, CKIAJAMPAHETO M TPAHCIOPTOT HA JICKOBHTE,
criope]] Hauenara Ha 1o0paTa Mpou3BOIHA MIPAKCa,
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- Ia UMaaT BpabOTEHO COO/BETEH OpOj JIMIA CO 3aBPIIEHO BUCOKO 00pa3oBaHUE O]l obiacrta
Ha (bapmammjaTa, XeMmHjaTra, TEXHOJIOTHjaTa, MEIUIIMHATA, CTOMATOJIOTHjaTa WM JIpyra
COOJIBETHA CTPyKa W COOABETHO JIOTIOJIHUTEIHO 00pa3oBaHME BO 3aBHCHOCT OJ1 IPOU3BOJICTBOTO,
BO 3aBHCHOCT 0J1 00€MOT M KOMILIEKCHOCTA Ha IIPOU3BOJCTBOTO Ha JICKOBH,

- Ja MMaaT BpaOOTEHO JMIE OATOBOPHO 3a MPOM3BOJICTBO HAa CEKOja cepuja Ha JEK, CO
3aBpIICHO BHUCOKO O0O0pa3oBaHHWE O] oOjiacta Ha Qapmanujata H CHEIHjalu3ainuja To
(apmaneBTCKa TEXHOJIOTHja, KOE € BO CEKOE BpEME Ha pacliojlaramhe W TapaHTHpa JieKa ceKoja
cepvja Ha JIEKOT € MPOM3BEACHA BO COTJACHOCT CO 3aKOH M CO YCJIOBUTE O]l OOOpPEHHETO 3a
CTaBamEe BO IPOMET,

- Ja UMaaT BpabOTEHO JIHIIE OJrOBOPHO 3a KOHTPOJIA Ha KBAJIMTETOT Ha CEKOja cepHja Ha
JIEKOT, CO 3aBPIICHO BHCOKO oOpa3oBaHHe oJ] obiacTa Ha ¢apmaiyjata U Crerujanusaimja mo
UCTIMTYBamkbE U KOHTPOJIA HA JIEKOBHU, KOE € BO CEKOE BPEME Ha PacCIojiaramke W TapaHTupa JeKa
CeKoja cepHja Ha JIGKOT € KOHTPOJHMpaHa BO COTJIACHOCT CO 3aKOH W CO YCIOBUTE Of
0/100pEHUETO 32 CTABaKkE BO MPOMET,

- 1a ©Maat BpabOTEHO JIMIIE OAATOBOPHO 32 CTaBamhe BO IIPOMET Ha CEKOja CepHja Ha JICKOT, CO
3aBpIIICHO BHUCOKO oOpa3oBaHHWe 0j oOjacTa Ha (apManyjaTa W JOMOJHHUTEITHH IMO3HABAma 3a
NPOM3BOJICTBOTO M KOHTpOJIaTa Ha JIEKOBHTE, KOE€ € BO CEKOE BpEME Ha pacrojlarambe |
rapaHTupa JIeKa CeKoja cepuja Ha JIEKOT € MPOW3BEJCHAa W KOHTPOJHpPAHA BO COTIIACHOCT CO
3aKOH M CO yCJIOBUTE OJ] 0I00PEHUETO 3a CTaBambe BO MPOMET,

- TIPOLIECOT Ha MPOM3BOJCTBO C€ HW3BpIIyBa BO COTJACHOCT CO Hauenara Ha jgoOpara
NPOM3BO/IHA MIPAKCa,

- CYpOBHHHTE YMOTpPeOCHH KaKO aKTUBHU CYICTAHIIUHM HMJIM €KCIUITUEHCH CE MPOU3BEIyBaatT
BO COTJIACHOCT CO Hayesara Ha 1o0paTa MpOHU3BOIHA MpaKca,

- J1a TH TIpOM3BEIyBa CaMO OHHE JICKOBH 32 KOM MMa OJ00peHHe 3a MPOU3BOJICTBO M CE BO
COTJIaCHOCT CO JOOMEHOTO 0JJOOPEHHME 3a CTaBAE Ha JIEKOT BO IIPOMET U

- 1a BOBEJIC CUCTEM Ha KBAJIUTET BO COTIIACHOCT CO HayesaTa Ha Jo0paTa mpou3BOIHA IPaKca.

Uinen 69

BapameTo 3a 100MBame 0JJ0OOpEHHUE 3a MPOU3BOJICTBO CE IOCTaByBa JI0 ATCHIIUjaTa.

Kon 0GapameTo 07 cTaBOT | Ha OBOj WIEH c€ JOCTaByBaaT MOKa3M JEKa CE HCIOJHETH
YCIIOBHTE TIPOIHUIIIAHN BO WICHOT 68 0J1 0BOj 3aKOH.

AreHnmjaTa ro 000pyBa WM 0J0MBa 0ApamETO 32 OA0OPEHUE 33 MPOU3BOJICTBO BO POK O]
90 nmeHa o JNEHOT HA MPUEMOT HAa KOMIUIETHOTO Oapame, Bp3 OCHOBAa Ha IIOJHECCHHUTE
JOKYMEHTH M M3BEIITAjOT O U3BpIIeHaTa nHceknuja 3a GMP.

Poxot oj cTtaBoT 3 Ha OBOj WICH MpPECTaHyBa Ja Te4e OJ] JCHOT Kora AreHIujara ke moodapa
O]l TOJHOCHUTENIOT Aa 00e30en MOMOMHHUTENHA JOKyMaHTalfja WK MOJATOIM 332 KOM CMeTa
JIeKa Ce HEONXOJHH U POKOT MPOJIODKYBA JIa TeUe O]l ACHOT Ha UCIIOJIHYBAmhETO Ha OapameTo Ha
AreHnujara.

OnoOpeHneTo 3a MPOU3BOJICTBO CE U3/IaBa Ha HEOIIPEICIICHO BPEMe.

Unen 70

[Tpon3BOIUTEINIOT ja M3BECTYBAa ATEHITMjaTa 3a CEKOja MPOMEHA KOja Cce OJTHECYBa Ha YCIIOBUTE
YTBPJIEHU BO WICHOT 68 07 0BOj 3aKOH.

Arenuyjata Bo pok o 30 sgeHa oX JCHOT HAa NMPHEMOT HAa KOMIUIETHOTO HM3BECTYBame ja
0100pyBa wim ofaduBa mpoMmeHara. OBoj pok ce mpoaokyBa Ha 90 neHa ako mpomeHaTa Oapa
uHcneknrja Ha GMP Ha MecToTO Ha IPOU3BOJICTBO.

PokoT on1 cTaBOT 2 Ha OBOj WIEH MpECTaHyBa Jia Te4e O] IEHOT Kora ATreHInujara ke mobdapa o
MOTHOCUTENOT J1a 00e30eI1 JOMOIHUTEeTHA JOKYMEHTAIlMja WM MOJAaTOIM 32 KOM CMeTa JieKa ce
HEOIXOAHU M POKOT MPOAODKYBa Ja Teue Off JCHOT Ha MCIIOJHYBAaWHETO Ha OapameTro Ha
AreHnumjaTa.
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Unen 71

[Tpon3BOaUTENOT € TOHKEH J1a OBO3MOXKH CIPOBEIYBaE HA PEIOBEH MHCIIEKIIMCKHA HA30p,
KaKo W Ha/30p Mo Oapame Ha AreHIujaTa.

[Tpon3BOIUTENIOT € TOJDKEeH Ja ja nHpopMupa ATCHIMjaTa 32 CUTE MHIIMICHTH A TPEIIKU
HACTaHATU BO MPOLECOT Ha MPOU3BOJCTBOTO WM 3a APYTHM COCTOjOM IITO C€ O HHTEpeC 3a
JaBHOTO 3]IpaBje.

OnoOpeHneTo 3a MPOU3BOJCTBO C€ YKMHYBA akO ATEHIIMjaTa yTBPIU JeKa MPOU3BOIUTEIOT
Ha JICKOBH HE T 33/I0BOJIyBa Oapamara YTBPJIECHHU CO OBOj 3aKOH.

MuHHUCTEpOT 3a 3APaBCTBO ja MPOMUIIYBa COApPKHHATA Ha 0apameTo, NOKyMEHTalujaTta u
NOOJIMCKUTE YCIIOBH MO OJHOC Ha MPOCTOPOT, ONpeMaTa M KaJapoT 3a J0OHMBame 0J00peHHe 3a
MIPOU3BOJICTBO, KAKO U HAJIOMECTOLIUTE IITO Tpeba 1a ce rarar.

III. 4. ITPOMET CO JIEKOBU

Unen 72
[TpomeToT co JiekoBH omnaka yBO3, H3BO3, IPOMET Ha FOJIEMO U MPOMET Ha MaJIo CO JICKOBH.
[IpaBHUTE JHIIa KOM BPIIAT TPOMET CO JICKOBH M HOCHUTEIIOT Ha OJJOOPEHUETO 3a CTaBame Ha
JIEK BO TIPOMET 110 Oapame Ha ATEHIMjaTa ce IOJDKHU J1a 00e30e1aT moaaToy 3a KOJTHJnHaTa Ha
NPOJIaJICHUTE JICKOBH, KAKO U JIPYT'M HEOMXO/HHU MOAATOIHN IITO CE OJHECYBaaT Ha Mpojaxoara
Ha JICKOT.

Unen 73

[TpomeT Ha ToNIEMO CO NIEKOBH omaka cHaOayBame, CKIaUpame, TPAaHCIOPT, JUCTPUOYyIIHja
U TpoJak0a Ha JIEKOBH.

JuctpubyuyjaTa Ha JEKOBU Ha TOJIEMO ja BPILIM CaMmoO MPaBHO JIUIIE KOe UMa OA0OpeHHe 3a
IpOMET Ha TOJIEMO CO JIEKOBH U3AaZeHO of AreHnujata (BO HATaMOIIHHOT TEKCT:
BEJIEIPOTepHja).

Benenporepunte ce mommkHHM aa HaOaByBaaT JIGKOBM CaMO OJ MpPaBHHU JIMIa KOM HMaar
000peHHe 3a MPOMU3BOCTBO HIIM OJOOpEHHE 32 MPOMET Ha ToJEeMO CO JISKOBU M J1a TPOJaBaaT
JIEKOBY Ha IPaBHM JIMIAa KOM MMaaT 0J00peHHe 3a IMPOMET Ha TOJIeMO M MPOMET Ha MaJio CO
JIEKOBH, KaKO U Ha 37PaBCTBEHH yCTaHOBH.

[Tpon3BOANTENIOT MOXE MAWPEKTHO Ja T'M CHaOQyBa 3/ApAaBCTBEHHUTE YCTAaHOBH, OCBEH
anTeKUTe, CO JICKOBH OJ] COICTBEHATa MPOM3BOJHA MpOrpama, ako I'M HCIIOJIHYBa YCJIOBUTE 3a
IPOMET Ha roJIEMO.

Benenporepunte ce 10KHU a cHaOayBaat, MpoJaBaaT WK JUCTpUOYyHpaaT JIEKOBU 3a KOU
€ M3/1aJIcHO 0JJ00pEeHHe 3a CTaBamke BO MMPOMET MIIH JIEKOBH IITO UMaaT 0l00peHne 3a yBO3 MIIH
JeK IITO € HaMEHET 3a CHPOBEYBame Ha OJOOPEHM KIMHUYKH HCIUTYBamka, KaKo U JIEK
HaMEHET 3a HaTaMOIIHO IPOM3BOJCTBO, O €IEH Ha APYT, 0e3 KyMyJIupame Ha YTBPIACHHOT
HAJIOMECTOK 3a IIPOMETOT Ha TroJIeMO.

Benenporepunte He cMear a BpIIaT MpoMeT Ha Majio.

Uien 74

[IpaBHO JHIIe KOE BPIIM IMPOMET HA TOJIEMO CO JICKOBU € JIOJHKHO Ja T'M UCIIOJIHYBA CIICIHHUBE
YCIIOBH:

- JJa UMa COOJABETHH MPOCTOPUHU, ONMpeMa U Kajap 3a MPOMET Ha ToJeMO, TPaHCIOPT,
TUCTpHOYIMja M CKIATUPAEe BO COTJIACHOCT CO KOJIMYMHATA W aCOPTUMAHOT Ha JIEKOBUTE CO
KOH C€ BPIIN MPOMET Ha TOJIEMO,

- 1a uMa BpabOTCHO COOIBETCH OpOj CTPYYHH JIMIIA CO BHCOKO oOpa3oBaHHE Of o0yiacta Ha
dapmanmjata u o IPYrd COOABETHU 00JIaCTH,
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- Jla ©Ma BpabOTEHO JIMIE OATOBOPHO 3a IMpPUEM, CKIaaupame, JUCTPUOYyIHja, TPAHCIOPT U
UCTIOpaKa Ha JICKOBHUTE, KaKO M 3a HAA30p HaJ JOKyMEHTauujara co Koja ce o0e3bemyBa
CIIC/ITTMBOCT Ha JIGKOBHTE, a Tpeba Ja nMa BUCOKO oOpa3oBaHME oj oOyiacTa Ha (apmanujara u
IIOCTOjaHO JIa € Ha PacIoJiarame,

- Jla BOJAW COOJIBETHA JIOKyMEHTalWja Ha HA4MH CO KOja C€ OBO3MOXKYBa CIEIUIMBOCT Ha
JICKOBHUTE M UTHO TIOBJIEKYBamE OJ] POMETOT, KaKO U CIIE/ICHE Ha MOTUIAKHTE,

- J1a TM UCTIOJTHYBa YCIIOBUTE 32 BPILICH-E TPTOBCKA JIEJHOCT BO COTIACHOCT CO MPOIMHUCUTE O]
o0acrta Ha TproBujaTa,

- J1a IMa BOBECHO CHCTEM Ha KBAJHMTET M OpPraHW3MpPaHH MPOLECH Ha paboTa BO COTJIaCHOCT
co Hayesarta Ha go0para qucTpuOyTepcKa mpakca u

- Jla TH UCTIOJTHYBa OOBPCKHTE Ha jaBeH CEPBHC, OJHOCHO Jla TapaHTHpa IMOCTOjaH U COOJIBETEH
acopTMMaH M KOJMYMHA Ha JIEKOBH INTO T'M 3aJ0BOJYBaaT MOTpeOHWTE Ha TEpHUTOpHjaTa Ha
Pemy6nmnka MakenoHuja 1 BO KpaTOK BPEMEHCKH MEPHO]T J1a TH MCIIopadyBa NOTPEOHUTE JIEKOBH
710 KpajHUTE KOPUCHHUIIH.

Uien 75

Benenporepuja koja BpumM yBO3 Ha JICKOBH (BO HAaTaMOIIHHOT TEKCT: YBO3HHK), OCBEH
yCIIOBUTE YTBPACHH BO 4YICHOT 74 Ha OBOj 3aKoH, TpeOa 1a MMa CONCTBEHA aKpeIUTHpaHa
7abopaTopHja CoO COOABETEH MPOCTOp, ONMpeMa M Kajap 3a CIPOBEAyBame Ha KOHTpPOJa Ha
YBE3E€HUTE CEPUU Ha JICKOBH, BKIY4YyBajKH M BpAaOOTEHO CTPYYHO JIMIE WM HA JPYT HAYHH
aHTaXUPaHO JIMIIE CO BUCOKO 0Opa3oBaHue o1 oOnacta Ha dapmaiyjata U crenujaan3anyja o
o0ylacTa Ha HCIUTYBamba M KOHTPOJIAa HA JIEKOBHTE KOE€ IIOCTOJaHO € Ha paclojiarame U
rapaHTHpa JIeKa CeKoja ceprja Ha yBe3eH JIeK MOJICKH Ha KOHTPOJa Ha KBAIUTET COTJIACHO CO
OBOj 3aKOH U CO YCIIOBHUTE OJ1 OJJOOPEHUETO 3a CTABAE BO IPOMET HJIH O]l OOOPEHUETO 3a YBO3.

ITo mckIy4oK oJ1 cTaBOT 1 Ha OBOj YWIEH, YBO3HHKOT MOYKE BP3 OCHOBA Ha CKIIy4EH JIOTOBOP J1a
BPIIM KOHTPOJIA Ha KBAJIUTETOT HA JIEKOT BO Jpyra OBJIACTEHA Ja0OpaTopHja 3a HCIUTYBAamkE U
KOHTpOJIa Ha JICKOBH.

VYBO3HHIIUTE KOM BpIIAT IEJIOBH O] MPOIECOT HA MPOU3BOJICTBOTO (CTaBame HAJCIHUIIA,
BMETHYBAI-€ Ha yNAaTCTBO 3a MAIlMEHTOT U APYTO), OCBEH OJ00pPEHHUE 3a MPOMET Ha roJIeMO Mopa
Jla ©MaaT 1 0J0OpEeHHE 3a MPOU3BOACTBO 32 MPOLECUTE IITO I'M U3BPIIYBaar.

Unen 76

bapamero 3a noOHMBame 0J00peHHE 3a MPOMET Ha TOJIEMO Ce MOJHECYBa 0 AreHIujarta u
COJIPIKH JTOKA3M 32 UCIOJHYBAkE Ha YCIOBUTE MPOIUIIIAHHU CO WICHOT 74 Ha OBOj 3aKOH.

AreHnujata o ofoOpyBa uinu oa0uBa OapameTo 3a JOOMBame OA0OpeHHEe 3a MPOMET Ha
rosieMo Bo pok ox 90 neHa o AEHOT Ha MPHUEMOT Ha 0apameTo, BP3 OCHOBA HA MOJHECCHUTE
JOKYMEHTH W W3BEIITAjOT OJ] U3BPLICHUOT YBUJ 32 HCIIOJIHYBamkE Ha YCIOBHTE O] WICHOT 74 Ha
OBOJ 3aKOH.

Pokot o cTaBOT 2 Ha 0BOj WIEH MMpeCcTaHyBa Jla Te4e O JCHOT Kora AreHnujara ke modapa ox
HOAHOCHUTEIIOT Ja 00e30e1 JTOMOTHUTENHA JOKYMEHTAlM]a MM TIOIaTOLH 32 KOM CMETa JieKa ce
HEONXOJHH M POKOT MpOJNOJDKYBAa Ja Teue OJ ACHOT Ha MWCIOJHYBameTO Ha OapameTo Ha
AreHnyjara.

OnoOpeHneTo 3a MPOMET Ha TOJIEMO CE U3/1aBa Ha HEOTPEIEIICHO BpeMe.

Ynen 77
Benenporepujara ja u3BectyBa AreHIyjaTa 3a ceKoja MIpoMeHa Koja ce OJIHECyBa Ha YCIIOBHUTE
NPONMIIAHU BO WIEHOT 74 Ha OBOj 3aKOH Bp3 OCHOBAa Ha KOM € H3JaJIeHO OJ00pEeHHETO 3a
IIPOMET Ha roJIEMO.
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Arennmjata Bo pok ox1 30 n1eHa o/ ICHOT Ha MPUEMOT Ha HM3BECTYBAHETO O CTaBOT | Ha OBO]
wieH ja omoOpyBa wmiuM ja ombuBa mpomeHaTa. OBOj pok ce mpoaoipkyBa a0 90 meHa, ako
npomMeHara Oapa yBUJ 3apaJy KOHCTaTUPAmkhE Ha N3BPIICHATa IPOMEHa BO BeJeAporepujara.

PoxoT o7 cTaBOT 2 Ha 0BOj WICH NpECTaHyBa Ja Te€4e O] JEHOT Kora AreHiujara ke modapa
O]l TIOJHOCHUTENOT Ja 00e30enu MOMOTHUTEIHHUTENHA IOKyMEHTAalMja WIN IMOJATOIM 3a KOH
cMeTa JIeKa Ce HEONXOTHH M POKOT MPOJOJDKYBa Ja Te€4e OJ JICHOT Ha HCIOJIHYBAKETO Ha
OapameTo Ha ATeHIujaTa.

Unen 78

Benenporepujata € m0MmDKHA Ja OBO3MOXH CIPOBEIYyBambe Ha HHCIEKIHCKH HAa30p BO
COIJIACHOCT CO OBOj 3aKOH.

Benenporepujara ja nHpopmMupa AreHunmjata 3a CUT€ HHIUACHTH WIH TPEIIKA BO MPOIECOT
Ha paboTa WM 3a IPYTH COCTOJOH IITO Ce O]l MHTEPEC 3a 3alITHTA HAa JaBHOTO 37paBje.

OpnoOpeHuero 3a MpPOMET Ha TOJIEMO C€ YyKMHYBa  ako  AreHnujata YTBpAM JeKa
BeJIeporepujaTa He T'M UCIOJIHYBa YCJIOBHUTE MPOIHUIIAHU CO OBOj 3aKOH.

MUHHCTEPOT 32 3[[PaBCTBO MOOJIMCKY ja MPOIMUIIYBa COAPKUHATA HA 0apamkeTo U MOOIMCKUTE
YCIIOBH BO OJIHOC Ha IIPOCTOPOT, OIpeMaTa M KaJapoT 3a J0OMBame 0100peHHe 3a MpoMeT Ha
roJIeMO, KaKO ¥ HaJJOMECTOLIUTE MITO Tpeba aa ce IiaTar.

Unen 79

VYBO30T Ha JIEKOBH LITO MMaaT OJOOpEHHE 3a CTaBambe BO IMPOMET, OJJOOpEeHHEe 3a KIMHUYKU
UCTINTYBamkba WIN U3BECTYBAbE 32 KIIMHIUUKA UCTIUTYBamka Ce BPIIN 0€3 0100peHHe 3a YBO3.

ITo mckmy4ok Ha cTaBoT | 011 OBOj WiieH, AreHIjaTa u3/1a1aBa 0100peHue 3a yB03, ako:

- IEKOT HEMa 0JJ0OpPEHHUE 3a CTaBamkE BO MPOMET, a € Ha JINCTaTa Ha €CEHIIH]aTHHU JIEKOBH,

- JIGKOT MMa OI00pEHHE 3a CTaBame BO MPOMET, a € UMYHOJIOIIKH JIeK, paanodapMarieBTCKu
npenapar Wid € JIek 1001eH co mpepaboTka Ha YOBEUKa KPB MJIM YOBEYKA ILIa3Ma,

- JIGKOT HeMa OJ0OpEeHHe 3a CTaBambe BO NPOMET, a ce Oapa 3a JIEKyBamke Ha MOCIUHEYCH
MAIMEHT WU rpyTa MaieHTyH BO OOIHUIA HITH pyTa 3[JpaBCTBEHA yCTaHOBA,

- JIEKOT HeMa 0J00peHHe 3a CTaBamke BO IPOMET, a € MOTPeOCH 3a MPOJOIDKYBame Ha
JIEKyBambe KO€ TIOYHAJIO BO CTPAHCTBO,

- JIGKOT HeMa OJI0OpeHHe 3a CTaBamke BO MPOMET, a € MOTPEeOEH BO MCKIYYUTETHU CIy4au
(uH(ekunu, Tpyeme, 03padyBame M JPyro) WIM BO JPYTH CiIy4ad IITO C€ OJf MHTEpec 3a
3aIlITUTA Ha JaBHOTO 3/]paBje,

- JIGKOT € HaMEHET 3a MPETKIMHUYKO UCIUTYBAIbE,

- JIGKOT € HaMEHET 3a UCTPaKyBambe U pa3Boj,

- JICKOT € HaMEHEeT 3a HATaMOIITHO POU3BOJCTBO U

- JIGKOT € BO HajMaJI0 aKyBamhe U € HAMEHET 3a OTJIacyBambe.

Unen 80

[TogHocuTen Ha GapameTo 3a TOOUBaKkE 0JI00PEHHE 32 YBO3 Ha JIEKOBH € YBO3SHUKOT.

bapameTo 3a yBO3 Ha Jek ce moaHecyBa 10 AreHiujata. Ko OapameTo ce MpuiioxyBa u
JIOKa3 JIeKa Ce UCIIOJIHETH YCIOBUTE OJ1 WIEHOT 79 Ha 0BOj 3aKOH.

Arennujata Bo pok of 30 neHa o1 I€HOT Ha MPUEMOT Ha OapameTo ro 0J00pyBa WU TO
on6uBa 6apameTo.

PokoT ox ctaBOT 3 Ha OBOj WIEH MpecTaHyBa Jia Te4e O] ICHOT Kora ATreHnujara ke mobdapa o
MOTHOCUTENIOT J1a 00e30e1 JOMOHUTETHA JOKYMEHTAllMja WM MOJATOIM 32 KOM CMeTa JieKa ce
HEOIXOAHU M POKOT MPOAODKYBa Ja Teue Off JCHOT Ha MCIIOJHYBAaWHETO Ha OapameTro Ha
AreHnumjaTa.

MuHHCTEpOT 3a 3IPaBCTBO ja MPOTHIITYBa COAPKUHATA Ha 0apamkeTo M HAUMHOT Ha JOOUBakE
Ha 0JJ00peHHe 3a YBO3, KAKO M HAJJOMECTOKOT IITO Tpeda /a ce TUIaTH.

2501 51



,Cnyx6eH BecHnk Ha PM" 6p. 106 oa 05.09.2007 roamHa

Unen 81

[IpomeT Ha MaJio CO JIEKOBH C€ BPIIIK BO anTeKa.

[Ipomer Ha Mano co nekoBu ondaka cHaOAyBame, CKIAANpame, YyBambe W HM3aBambe Ha
JICKOBUTE.

Anrekara e mpaBHO Juie. OCHOBAaKETO U JIJHOCTA HA alTEKUTE C€ BPILIU BO COTTIACHOCT CO
OBOj 3aKOH M 3aKOHOT 3a 3]paBCTBEHATA 3aITHTA.

OnobpeHuneTo 3a BplIeHE HA JEJHOCTA Ha alTeKara T'o M3JaBa MHHHCTEPOT 3a 3[[PaBCTBO BO
COTJIACHOCT CO OBOj 3aKOH M 3aKOHOT 3a 3/paBCTBEHATA 3aIlITHTA.

OnoOpeHuneTo 3a MPOMET Ha MaJlo Ce W3/1aBa Ha HEOIPEIETICHO BpeMe.

Unen 82

[TpaBHOTO JHIle KOE BPILIYU MPOMET HA MAJIO CO JICKOBU € JIOJDKHO J1a TH UCTIOJIHYBA CIICIHUBE
yCIIOBH:

- J]a IMa COOJABETHU MPOCTOPWH, ONpeMa M Kaaap 3a MPOMET Ha MaJo BO COTJIACHOCT CO
KOJIMYECTBOTO M BUJIOT Ha JIEKOBHUTE IITO CE CTAaBaaT BO IIPOMET,

- 5a uMa BpabOTEHO COOABETCH Opoj JHMIIa CO BHCOKO oOpa3oBaHHE Ojf oOiiacta Ha
dapmanmjata (HajMaJKy MO €eH BO CMEHa KOj ke Oujae MOCTOjaHO MPUCYTEH BO amTeKkaTa) U
JUIa co cpeaHo oOpa3oBaHUe o] oOyiacTa Ha (papmarujaTta,

- JIa BOJIY COO/IBETHA CBH/ICHIIMja 3a OTPOLITYBavKaTa Ha JICKOBUTE,

- J1a ©IMa BOBEJICHO CHCTEM 3a KBAIUTET M OpraHU3UpaH Mpolec Ha paboTa BO COTNIACHOCT CO
HauenaTa Ha goOpara apMareBTcKa npaKkca u

- J1a TH UCTIOJIHYBa OOBPCKHTE HA jaBEH CEPBUC, OJJHOCHO OOpCKaTa Ja rapaHTHpa MOCTOjaH U
COOJIBETEH aCOPTHMaH M KOJMYHMHA Ha JIEKOBH 3a 33/I0BOJIyBa-¢ Ha MOTPEOUTE HA MAIlMEHTUTE
Ha ompeieseHo reorpadcko moapayje.

AnTekata MOXKe W Ja H3pabOTyBa, BpIIM KOHTPOJA W H3/aBa MAruCTPalHH U TaJCHCKU
JICKOBH, aKO TY MCIIOJHYBa YCIIOBHUTE 110 OJHOC Ha MPOCTOPOT, ONPEeMaTa U KaJaapoT MPOMHIIaAHN
CO OBOj 3aKOH U 3aKOHOT 3a 3/IpaBCTBEHATA 3aIITUTA.

AnrTekaTa € I0/DKHA M3/1aBambeTo, OJHOCHO MPOJIABAkETO HA JIGKOBHUTE Ja TO BPINU HA HAYHH
YTBPJIEH BO OJIOPEHHETO 32 CTaBAE Ha JIEKOT BO IIPOMET.

MHUHHUCTEPOT 3a 3APaBCTBO ja MPOMHMIIYBa MOCTANKATa, YCIOBUTE U HAYMHOT 3a JOOMBAHE
0J100peHHe 3a MPOMET Ha MaJIo.

MuHHCTEPOT 3a 3APAaBCTBO JIOHECYBa YIATCTBO 3a Hadenata Ha no0Opara gapmareBTcka
npakca.

II1. 5. O3BHAUYBAIGE HA JIEKOBUTE U YIIATCTBO 3A ITALIMEHTOT

Unen 83

Cexoj JIeK ITO ce CTaBa BO MPOMET, HA HAJBOPELIHOTO IaKyBambe MOpa Ja Oujae 03Ha4eH COo
[OJAaTOIM Ha MAaKEIOHCKM ja3MK M HETrOBOTO KHMPHJICKO MHCMO WM OHaMy Kaje LITO Hema
HA/IBOPEIIHO NaKyBame, HA KOHTAKTHOTO MaKyBame. VIcTUTe mojaTony MoxkaT 1a OunaT 1aaeHu
Ha €JICH WIM MOBEKE CTPAHCKU ja3UIIU.

HaznBopemHOTO makyBame T'M COIPKH HajMajKy OCHOBHHUTE MOJATOIM 3a JIEKOT (MMe U
BOOOMYACHO MMe€, KBAJIWTAaTHUBEH M KBAHTUTATHBEH COCTaB HA AaKTHBHATa CyICTaHIM]a,
dapmarneBTcka popma, jaunHa, TOJIEMUHA HA MaKyBamke, MPOU3BOJUTEI/HOCUTEN HAa 0J00peHne
3a CTaBame BO NIPOMET, HAUMH Ha ynoTpeda, HAUYMH Ha YyBame, JaTyM Ha UCTEKOT Ha POKOT Ha
ynoTtpeba, HaUMH Ha HM3/aBame, Opoj Ha cepHuja, Opoj Ha OZOOPEHHETO 3a CTABAIE BO MPOMET,
UECHTU(PHUKAIIMOHN KOJIOBHM, MEPKU Ha IMpeaynpelyBama, 1IeHa Ha JIEKOT U JPyTU pellieBaHTHU
MOJIATOIIH ).

HNmero Ha nexkor mMopa fAa Ouae HamumiaHo W co bpajioBu 03HaKM Ha HaJABOPELIHOTO
MaKyBambe .
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KOHTaKTHOTO naKyBame ' COAPYKU OCHOBHMUTE MOJATOLM 32 JIEKOT (MMe U BOOOMYAeHO UMe,
KBAJIMTaTUBEH W KBAHTHTATHBEH COCTaB Ha aKTHBHATAa CYyICTaHIMja, dapMarieBTckara ¢opma,
jauMHa, MPOU3BOJAUTEN, JaTyM Ha MCTEKOT Ha POKOT Ha ymoTpeba, Opoj Ha cepujata U JIpyru
BaYKHU MOJATOLM IUITO I'M I03BOJIyBa FOJIEMHHATA HA KOHTAKTHOTO MAaKyBabe).

Yinen 84

Cexoj JIeK mWTO ce cTaBa BO MPOMET MOpa J1a COAPIKU YMaTCTBO 3a MAIMEHTOT Ha MaKeIOHCKU
Ja3WK W HETOBOTO KHPHIICKO IHCMO BO COTJIACHOCT CO 30MPHHOT M3BEINTaj 32 OCOOMHHTE Ha
JIEKOT, OCBEH aKO CHTE IOJATOLX BO COTJIACHOCT CO OBOj 3aKOH CE€ JaJCHH HAa HAaJBOPEIIHOTO
MaKyBalkC UM aKO HEC IMTOCTOMW HAIBOPCIIHO IMaKyBalkbe HA KOHTAKTHOTO IMMAKyBambC.

VYmaTcTBOTO 3a MAlMEeHTOT TH COAPXKH HajMaJIKy OCHOBHHUTE IOJATOIM 3a JIEKOT (UMe,
BOOOMYACHO HMME, KBAJUTATUBEH W KBAaHTUTAaTHBEH COCTaB, (apMareBTcKa (opma, jaunHa U
rojieMHHa Ha TaKyBame, MPOU3BOAMUTE] W HOCHUTE] Ha OJOOPCHHETO 3a CTaBame BO IMPOMET,
HAa4YMH Ha ynorpe0a, MHAMKAIMM, KOHTPaMHJIUKALIUK, NPEeayNnpeayBama, HAUMH Ha W3/1aBambe,
HecakaHu e()eKTH, pOK Ha Tpackke, HAUWH Ha YyBambe U APYTd BaxkHu uHpopmManuu). Hocutenor
Ha 0JJ0OOpPEHHETO 3a CTaBamke BO IIPOMET, aKO Toa ro OapaaT 31pyKeHHjaTa Ha MAaUeHTH, Mopa Ja
00e30e/1 COOJIBETHO YIATCTBO 3a CJICTH JIUIIA U JIUIA CO Cl1ad BH/I.

Yien 85
ITo uckiry4ok o 4ieHoT 83 Ha OBOj 3aKOH, ATCHIIMjaTa MOE J1a JIO3BOJIM HAJIBOPEITHOTO U
KOHTaKTHOTO MaKyBamke U YMaTCTBOTO 3a MAIMEHTOT Jla OMJaT Ha CTPAHCKHU ja3HK, MOJ YCIOB
CUTE HEONXOJHU IMOJATOIM HAa MaKEJIOHCKH ja3WMK W HErOBOTO KHPHUJICKO MHUCMO Ja CE€ CTaBaT
Ha HaJICMTHUIIA Ha MMaKyBamkEeTO U Ja CE€ BMETHE M YIAaTCTBO 3a MAIMEHTOT Ha MAaKEeJIOHCKH ja3UK
¥ HETOBOTO KMPUJICKO TTUCMO.

Ynen 86
MHUHKCTEPOT 3a 3IPaBCTBO T MPOIMHUIITYBA MOJATOLUTE IITO CE COAPYKAT HA HAJBOPEIIHOTO U
KOHTaKTHOTO IaKyBame, CTPYKTypaTa W COAp)KHHATA HA YIATCTBOTO 3a yHOTpeOa, Kako |
CITy4auTe KOra MOKe J]a C€ KOPUCTH HAJICTTHHIIA.

III. 6. DPAPMAKOBUI'MJIAHITA

Unen 87

ATreHIjaTa BOCTIOCTaBYBa M OAPXKYBa CUCTEM Ha (papMaKOBUTHIIaHIIA cO 0a3a Ha MOJATOIHN 3a
OTKpHUBame, cOOMpame, ClefeHhe, MpoleHa U 00e30e1yBame Ha COOIBETHOCT Ha HOBUTE MOIATOLIN
3a 0e30eIHOCT Ha JICKOT WJIM 32 HWCIIUTYBAHUOT JIEK, KaKO W 3a OJHOCOT PHU3UK/KOPUCT O
ynotpebara Ha JEKOT HJIM HETOBUTE MHTEPAKIIUU CO IPYTH JICKOBH.

MuHHUCTEpOT 3a 3ApaBCTBO OBJIACTyBa IMPaBHO JIMIE 3a BpIIEHE Ha paboTUTe Ha
HarmonamHMOT meHTap 3a clieficikhe Ha HeCaKaHu JIEjCTBA Ha JIEKOBU, KO€ TH COOMpa M OLICHYBa
HECaKaHUTE peaklUMU WIM HacTaHu, MHQOpMAIMM 3a HHTEpPAKUUUTE WK 3J0ynorpedara Ha
JICKOBUTE M ja COBETYBa ATEHIMjaTa 3a MEpKUTE IITO Tpeba aa ce mpe3emar.

Uien 88
31paBCTBEHUTE PAOOTHUIM C€ JOJDKHH 33 CHTE HECAKaHW PEeaKkIWW WIM HACTaHU OJf
ynoTtpebara Ha JISKOT WM BO ClIyyaj Ha COMHEBAmE 32 HECaKaHa peakliyja WM HAacTaH Ja ro
M3BECTAT MPABHOTO JIMIIE OJ1 WICHOT 87 cTaB 2 Ha OBOj 3aKOH.
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Unen 89

Hocurenute Ha onoOpeHHjaTa 3a CTaBame BO MPOMET Ce JOJDKHM BETHAII Jja TO HW3BECTaT
IPaBHOTO JIMLE OJ1 WIEHOT 87 cTaB 2 Ha OBOj 3aKOH U ATEHIMjaTa 3a CEeKOja CepHO3HA HecakaHa
peakiija Win HaCTaH WM BO CIIy4aj HA COMHEBAmE 32 HECaKaHa Peakilfja MM HAcTaH IITO ce
nojaBuiie Bo PenmyOmnuka MakenoHuja iy BO IpyTH 3eMjU.

Hocurenmute Ha omoOpeHMjaTa 3a CTaBale BO IMPOMET C€ JODKHU J0 AreHInmjara naa
NoJHeCyBaaT MEPHOAMYHM H3BEIITau 3a 0e30€THOCT Ha JIEKOT Ha CEKOM MIeCT Mecela BO
NEPUOJIOT O/ MPBUTE JIBE TOAMHU MO TOOMBAKETO Ha OJOOPEHHETO 3a CTaBame BO IMPOMET,
elHall TOAMIIHO BO HApEIHUTE TPU TOAMHU M €JIHAIl Ha CEKOM TPHU TOAMHHU 3a BpeMe Ha
TpaemETO Ha 0I00PEHNUETO WK TI0 Oapame Ha ATeHIIMjaTa.

Unen 90
MUHHCTEPOT 3a 3[paBCTBO TWM NPOMNMIIYBA HAYMHOT HA TpPHUjaBYBamke€ M COApKHMHATA HA
00pazenoT 3a MpHjaByBamke Ha HECAKAHUTE PEaKIMHM, KaKO M HAYMHOT Ha OpraHu3anuja Ha
CHCTEMOT Ha (papMaKOBUTHIIAHIIA.

III. 7. OI'JTACYBAIE HA JIEKOBU

Ynen 91
OrnacyBame Ha JIEKOBH € cekoja (hopma Ha IKpeme nHPOPMAIIUY 3a JIEKOBUTE HA HIMPOKATa
WM Ha CTPyYHATa JaBHOCT 3a J]a Ce MPOMOBHpPA MPOMHILIYBAKETO HA JIEKOBUTE, J]a CE€ CTUMYJIHpA
M3/IaBa-ETO Ha JICKOBHUTE, CHAOIyBamHETO CO JICKOBUTE, KAKO M HUBHATA Mpojiax0a u yrnorpeoda.

Unen 92

OrnacyBameTo Ha JEKOBUTE HAMEHETO 3a 3/IpaBCTBEHUTE PAOOTHUIIM IO MpaBaT HOCUTEIUTE
Ha OJ00peHHjaTa 3a CTaBambe BO MPOMET IMPEKy OrJach BO CTPy4YHA JHTEpaTypa, CTPYUHH
NEPUOANYHU CHIHCAHWja U JIPYTHM CTPYYHH MyONUKAllMK, KAaKO M TPEKy IUPEKTHO 1aBame
MHPOPMALIMU HA 3[PaBCTBEHUTE PAOOTHHUIIM KOH T'Yl MPOIHUIITYBaaT WM U3aBaaT JICKOBUTE.

OrnacyBameTo Ha JICKOBH IITO CE U3/1aBaaT Ha JIEKApPCKHU PELeNT HAaMEHETO 3a 3/IpaBCTBEHUTE
paboOTHUIIM € JO03BOJICHO 3apamu o0e30enyBambe HMHPOPMAIMH BO COMIACHOCT CO 30MPHUOT
M3BEILTaj 32 OCOOMHHUTE Ha JIEKOT WJIM BO BPCKA CO YCIOBUTE MOJA KOHM JIEKOT € CTaBeH BO
IPOMET.

OrnacyBambeTo Ha JIGKOBUTE HAMEHETO 3a 3[paBCTBEHUTE pa0OTHHLIM MOXe na Ouje
MPOCIICZICHO CO JaBamke HAjMalO TMaKyBamke Ha OJOOPEHHOT JIeK, O3HA4YeHO CO ,,0ecruiaTeH
npuMepoK” M ,HE € 3a Mpojax0a”, OCBEH 3a JIEKOBUTE IITO COJApPXKAT OMNOJHU JAPOTH U
MICUXOTPOIHU CYIICTaHIIHH.

Unen 93

[Ipu ormacyBame Ha JIEKOBHUTE 3a0paHETO € HOCHTEIHWTE Ha OJ00peHHjaTa 3a CTaBame BO
MpPOMET WM TpaBHUTE W (U3NYKU JIMIAa KOM BpPIIAT aKTUBHOCTH BO HHMBHO UME Ja HyJaT
nogapour, AIMPEKTHA WJIN HHAUPCKTHA (bl/lHaHCI/ICKa NI MaTepI/IjaJ'IHa KOpHUCT Ha JIMaTa KOUu I'u
MPOMUIIyBaaT WM H3JaBaaT JIEKOBUTE, OCBEH aKO CE€ OJf Maja BPEJHOCT M € HaMEHEeTO 3a
BPIIICHC Ha 3]JPaBCTBCHA JICJHOCT.

Hocurenute Ha ogo0peHHjaTa 3a cTaBame BO MPOMET UM OBO3MOXKYBaaT Ha JIHMIATa KOU TH
MIPOMHUIITYBAaT WM M3/aBaaT JICKOBHUTE JIa JOOUjaT JOMOJHUTEITHA TO3HABAkA 32 HOBUTE JICKOBU
U 3a JIEKOBHUTE IITO C€ BEKE CTAaBEHHW BO TPOMET, MPEKy OpraHu3upame M H3BEAYyBame Ha
MMPOMOTHUBHU CCMUHAPH.

Hocutenute Ha omoOpeHnjaTa 3a cTaBame BO MPOMET CE JOJDKHU JTaBamkEeTO Ha MHGOPMAITUN
3a [IeJIMTE O CTaBOT 2 Ha OBOj WIEH Jia TO BpIIAT HAa HAYMH IITO HE ja HAJMUHYBA IPaHUIATA
Ha HAYYHO-EKCIIEPTCKU IEJIM Ha TakBaTa eayKallfja, OpraHu3UpaHO HCKIYYHMBO 3a JOOUBamE
HOBH IIO3HABambha 3a JICKOT M € HACOUCHO HMCKIIYYHMBO KOH JIMIIda KOW TH IMPOIUIITYyBaaT WA
U3/1aBaaT JIEKOBUTE.
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Unen 94
Hocurenure Ha ogoOpeHHjaTa 3a CTaBambe BO MPOMET U TIPOU3BOAMUTEIINTE, 32 JICKOBUTE IITO CE
u3naBaaT 0e3 JIEKapCKH pELenT, MoXaT Jda ja HHPOpMHpaaT IIHpPOKaTa jaBHOCT 3a
KapaKTePUCTUKUTE Ha JICKOT BO COTJIACHOCT CO 30MPHUOT M3BEIITAj 32 OCOOMHUTE Ha JISKOT MU CO
YIaTCTBOTO 3@ MAalMEHTOT, NPH INTO CE JIODKHM TOa Ja TO MpaBaT Ha OOjeKTWBEH HA4YWH U IO
NPETXOHO 0100peHue o1 ATeHITHjaTa.

Unen 95

Ce 3a0paHyBa OIIaCyBaWmETO HA JICKOBUTE INTO CE M3/1aBaaT Ha JICKAPCKU PEIEHT MPEeKy
MEIMYMUTE, 3a IUPOKATA JABHOCT.

[To wckiydok Ha CTaBOT | O OBOj WICH M 3apajy 3alliTUTa Ha jaBHOTO 3JpaBje WIH
CIpevyBamke BOHPETHH COCTOjOM (€MHMIEMHH, MOTOJEMH MPHPOJHH HEMOTOMU € JIPYTo),
JTUPEKTOPOT Ha AreHiujara, mo mnpemior Ha Komucujarta 3a JIGKOBH, MOXE Ja JO3BOJIH
OrJIacyBame MPEeKy MEIUyMHUTE CO el Aa ce 00e30enar nHpOpMauu Ha MHpPOKaTa jaBHOCT 3a
yrnoTtpebara Ha OJIpe/ICHH JICKOBH.

Ce 3a0paHyBa jaBHO OTJIaCyBambe Ha JICK MPEKY MPUIHIITYBakhe Ha OCOOMHHM IITO TOj TH HEMA,
NpeHarjacyBambe Ha HETOBUTE TIO3UTUBHU €(DEKTH, IPETEPyBakhE BO OMHITYBAKHETO HA CPEKTHTE
O]l IKOT Ha HECOOABETEH HAYMH, CIIOPEIyBamkhe CO IPYTH JIEKOBH MM HA IPYT HAYMH CO KOj ce
JIOBElyBa BO 3a0I1y/1a KOPUCHHUKOT Ha JICKOT.

Ce 3a0paHyBa jaBHO OTJIaCyBam¢ Ha JICK IPEeKy oOpakame Ha Jiera.

Ce 3a0paHyBa jaBHO JUCTPUOYUpPAE Ha OCCIIATHU MPUMEPOIIN HA JICKOBH.

Ce 3a0panyBa jaBHO OTJIaCyBam€ Ha JIEKOBH IIITO HEMaaT 0JI00pEHHUE 32 CTaBamkhE BO IIPOMET.

Yiien 96
MHUHHUCTEPOT 3a 3APaBCTBO T'O MPOMHMIITYBA HAYWHOT Ha OTJIaCyBame Ha JIEKOBHTE.

Unen 97

Arennyjara ru nH(GOpPMHUpA 3PABCTBEHUTE PAOOTHHUIIM 32 JICKOBHUTE LITO JOOMIIE 000pEHHE
3a CcTaBambe BO IIPOMET Ha CJICJHUOB HAUUH:

1) npeky ob6jaByBame Ha JucTa BO ,,Ciry>kOeH BecHHK Ha PemyOnnka Makenonuja';

2) mpeky o0jaByBame peructap Ha JiekoBu Ha PemyOnuka MakenoHHja Ha HaYMH KOj K€ UM
Ouje mocTarneH Ha 3/[paBCTBEHUTE PAOOTHHUIN

3) mpeKy BOCIIOCTaBYBam-€ U OJIPKyBambe Ha 0a3a Ha MOAATOLH 3a JIEKOBHTE.

ATreHmmjaTa MOXe, ako € MOTpeOHO Jaa ja mH(pOpMEpa jaBHOCTA 32 PEICBAHTHA WH(POPMAITUU
IITO CE OJ1 HHTEPEC 3a JaBHOTO 3/IpaBje.

III. 8. KOHTPOJIA HA KBAJIMTETOT HA
JIEKOBUTE

Unen 98
KoHTponaTa Ha KBaJMTETOT Ha JICKOBUTE YTBPAyBa J€Ka JEKOBHUTE C€ BO COIJIACHOCT CO
HpOHI/IIHaHI/ITe CTaHI[apI[I/I Ha KBAJIUTECT II0 I1aT HA npoueHa Ha I[OKYMGHTEIHI/IjaTa 34 KBAJIUTET, I10
nar Ha J1abopaTopHUCKa KOHTPOJIa Ha KBAJUTETOT WIIM 110 MAT Ha MHCIIEKIIHja.
KoHTposnara Ha KBaJIUTETOT Ha JICKOBUTE CE CIIPOBEYBa CO 1] Ja C€ YTBPAM YCOIJIACCHOCTA
Ha KBAJIMTETOT HA JIEKOT CO YCIIOBHUTE O] OZ00PEHHETO 3a CTaBambe BO MPOMET Ha JIEKOT.

Ynen 99
KoHTtponara Ha KBaJUTETOT Ha JIGKOBUTE ja BpILIAT JIAOOPATOPUH 32 UCTIUTYBAKE U KOHTPOJIA
Ha JIEKOBM KOM C€ OBJIACTCHHM OJI MMHHUCTEPOT 3a 3/ApaBCTBO OJ PEIOT HAa aKpeIUTHpPaHHUTE
nabopaTopuu.
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Konrponara ox craB 1 Ha 0BOj WiIeH ce BpIIM BO coriiacHOCT co EBporickara ¢dapmaxorneja,
HanmoHamHMOT M0JaTOK M APYTH NMpH3HACHW (papMakorew, aHATUTHYKA METOIU JaJeHU O]
NPOU3BOAUTEINOT WM APYTH BAIUANPAHN aHATUTUYKH METO.IH.

MUHHCTEpOT 3a 3ApaBCTBO IO JOHECYyBa HAIMOHATHHOT J0AaToOK Ha EBpormckara
dapmakorneja 3a Perrybnuka Makenonuja.

Unen 100

KoHTponara Ha KBaIUTETOT Ha JIGKOBHUTE Ondaka:

1) pemoBHa KOHTpoOJia Ha KBAJUTETOT HAa CEKOj JIEK CTaBEeH BO MpomeT Bo PemyOnmka
MakenoHMja, HajMaJIKy €IHAII Ha CEKOH MeT TOIUHH;

2) KOHTpOJIa Ha KBAJUTETOT HA IpBaTa Cepvja Ha JIEKOT MO JOOMBAWKHETO Ha OJ00pEeHHE 3a
CTaBamE BO MIPOMET;

3) KOHTpOJa Ha KBAJIUTETOT HA CEKOja MPOU3BENICHA CEpHja, OJHOCHO yBE3eHa cepHja Ha
JIEKOT;

4) BOHpemHa KOHTpOJAa HAa KBAJUTETOT, OJHOCHO KOHTpOJA HA KBAJIUTETOT HA JIEKOT, IO
Oapame Ha AreHuujara BO TEKOT Ha MOCTAIIKaTa 3a JOOMBambe 0100peHHE 3a CTaBakhe BO MIPOMET
WM TIO U3/IaBambe Ha 0100peHHeTo 1o Oapame Ha papMarieBTCKHOT WHCIIEKTOP U

5) cmnemmuduyHa KOHTpoNla Ha KBAIMTETOT, OAHOCHO KOHTpPOJAa Ha CEKoja cepuja Ha
crnenu(UYHA KaTerOpHH Ha JIEKOBH (MMYHOJIOIIKH JIEKOBH, JIEKOBH JOOMEHH O] YOBEUKa KPB,
paanodapMalleBTCKH Mpenapaty U ApyTH), o nodapame Ha ATeHITMjaTa.

Unen 101

KoHTponara Ha KBaJIUTETOT Ha JICKOBUTE ja BPILAT OBJIACTCHUTE JaOOPATOPUHU Ol WICHOT 99
ctaB | Ha OBOj 3aKOH, O Oapame Ha:

1) Arennmjara;

2) YBO3HHUIMTE, OCBEH BO CIyyauTe HaBeIEHH BO WICHOT 75 Ha OBOj 3aKOH IOJ YCJOB
KOHTpOJIaTa Ja € U3BPIICHA O] CTPaHa Ha CAaMUTE YBO3HUIIY;

3) mpaBHM JHIAa BKIYYEHH BO IPOMETOT Ha I'OJIEMO CO JIEKOBH U

4) HOcUTENUTE Ha OI00PEHNMjaTa 3a CTaBambe BO IIPOMET.

JlaGopaTopujata oa wieHOT 99 Ha OBOj 3aKOH € JOJDKHA Jla U3/1ajie MOTBp/a O] U3BpLICHATa
KOHTpPOJIAa Ha KBAJIMTETOT Ha JICKOT, OJJHOCHO Jla TM M3BECTH CyOjeKTHTE OJf CTaBOT | Ha OBOj
YJIeH.

AreHIjaTa MOXKe J1a TH MPHU3HAE aHAJIM3UTE HA CEPHHUTE MOTIHUIIAHU OJf CTPYYHO JIUIE Ha
odunujanHa nabopatopuja 3a koHTposa Ha JyekoBu - Official Medical Control Laboratory
(OMCL) ox EBponckara yHHMja WIM Of Mpou3BoAnTEN 01 EBporickara yHHja, ako HE MOXKE Ja ce
noctaBi OMCL ceptudukar (3a OMONOIIKM JIEKOBM U JAPYTHM) M Kora Jjiaboparopujata Ha
MIPOM3BOIUTENIOT € IpUdaTeHa o1 ATeHIIrjaTa.

Unen 102

TporronuTe 3a NPUMEPOIMTE U 32 KOHTPOJIaTa Ha KBAIUTETOT Ce IOKPHBAAT OJ] CTpaHa Ha:

- HOCHUTEIIOT Ha OJ0OpPEHMETO 3a CTaBamke BO MPOMET: 32 PElOBHA KOHTPOJA HA KBAJIUTET,
KOHTpOJIa Ha KBAJIUTETOT Ha MpBaTa CepHja Ha JIEKOT 10 J0OMBamke Ha OJJOOPEHUETO 32 CTABAE
BO MPOMET; 3a crienn(UIHa KOHTPOJIA HA KBAJIHUTET, KOHTPOJIA HAa CeKOja cepHja Ha crennuIHn
KaTeTOpPHUHU Ha JIEKOBH ¥ KOHTPOJIAa Ha KBAJIUTETOT Ha CEKOja CepHja Ha YBE3CHH JICKOBH,

- HOCUTENIOT Ha 0JJOOPEHUETO 3a CTaBamke BO MPOMET: 32 BOHPEAHA KOHTPOJIA HA KBAJIUTETOT
Ha JICKOT, aKO C€ TOKake JeKa KBAJUTETOT Ha JIEKOT HE € BO COIJIACHOCT CO YCIIOBHTE Of
0J100pPEHUETO 32 CTaBAKE BO MPOMET OJHOCHO JCKJIAPUPAHUOT KBAJUTET,

- MOJHOCHTEJIOT: BO BpEME Ha MOCTalKaTa 3a J0OWBamke Ha OJOOpPEHHE 3a CTaBamkE BO
IPOMET, aKO KOHTpoJaTa e nobapana oj AreHiujara u

- YBO3HHUKOT, 32 KOHTPOJIaTa Ha KBAIUTET Ha CEPUUTE HAa YBE3CHUTE JIEKOBH BO COTTIACHOCT CO
YJIEHOT 75 Ha OBOj 3aKOH.
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Yien 103
MUHHUCTEPOT 3a 3ApaBCTBO TO MPOMHINTYBAa HAYMHOT HA KOHTPOJA HA KBAIMTETOT Ha
JICKOBUTE, HAYMHOT HA TMPU3HABAKE HAa AaHAIM3UTE HA CEPUHUTE, METOJOT Ha 3EeMame Ha
MPUMEPOK, BUCHMHATA HA TPOIIOIMTE 33 KOHTPOJA HAa KBAJIUTET, KAKO W HAYMHOT HAa BOJCHE
eBUJICHIIN]A.

Unen 104

[IpaBHUTEe W (UHYKUTE JMIA, YINPABHUTE OPraHW W OpPraHHU3alWH, NPOPECHOHATHHUTE
WHCTUTYIIMU KOW HA KOj OWJIO HA4MH JoaraaT BO IOCE] Ha JICKOBH, BO PAMKHTE Ha HUBHHTE
aKTHBHOCTH (TpaHCIOPTEpH, NOIITA, I[apuHa H JpyTu), Mopa nga oOezbemaT yCiIoBH 3a
CMECTYBambhE U YyBambe BO COTIACHOCT CO YCJIOBUTE TPOIMMIIAHUA O]l TMPOU3BOIUTEIOT, CO IEI 32
CIpevyBamke Ha IPOMEHHU Ha KBAJIUTETOT WIIN 3JI0yTOTpeoa.

[Ipou3BomuTENOT,  HOCHTEIMTE Ha  OJOOpeHWjaTa 3a  CTaBake BO  IMPOMET,
BeJICIPOTepHjaTa/yBO3HUKOT M alTeKUTe CE JODKHU JIa ja W3BecTaT AreHIMjaTa 3a HacTaHaTa
NPOMEHA BO KBAJIUTETOT HA JIEKOT W/HIIU JPyra HECOOJBETHOCT KOJallITO MOXE Jia IO 3arpo3u
JaBHOTO 3]IpaBje.

Hocurenor Ha 0g00peHHETo 3a CTaBame BO MPOMET/YBO3HUKOT € JIOJDKEH JIa TO MOBJICYE O]1
IPOMET JIEKOT OJI CTAaBOT 2 Ha OBOj WIEH, Ja TM IPe3eMe CHTE HEONXOJHH AaKTUBHOCTH 32
3allITUTA Ha 3]JpaBjeTO U BEJIHAII Ja ja M3BECTU ATCHIMjaTa 3a CHUTE MPE3EMEHH aKTUBHOCTH.

ATreHIMjaTa TH CIeId CUTE€ aKTUBHOCTH HAa HOCHTENOT Ha OJOOPEHHETO 3a CTaBambe BO
IPOMET/yBO3HHUKOT, pearupa u ro U3BECTyBa MEIYHApOJHUOT CUCTEM 3a PAHO MPEIyNpeIyBambe,
aKo € MoTpeOHO, CO IIeJT 3a 3aITUTA Ha JaBHOTO 3]IpaBje.

1. 9. JOHAIIMU HA JIEKOBU

Unen 105

JlekoBUTe ITO ce MpeaMET Ha JOHAIMja ce yBe3yBaaT M ce KopucraT Bo PemyOmmka
Makenonuja, criope]] moTpeduTe, caMo CO MPETXOAHA COTJIACHOCT O MUHUCTEPOT 3a 3/IPaBCTBO.

JlekoBuTe o1 CTaBOT | Ha OBOj WICH MMaaT jacHa M TpajHA O3HAKa JIeKa JIEKOT € JoHaluja 1 €
OecruiaTeH.

OnoOpenue 3a yB0o3 Ha JIEKOBU IITO C€ MPEAMET Ha JIOHAIMja Ce U3/1aBa, aKo:

1) mocrojar geranHM WHGOPMAIMK 33 CEKOj TOEAMHEYEH JIeK, BKIYYyBajKH TH U
uHpopManMUTEe 32 BOOOMYACHOTO WME M 3alITUTCHUTE HMHIbA, KOJMYECTBOTO M POKOT Ha
ynoTpeoa;

2) NIOHYAEHUOT BHJ M KOJIMYMHA HA JICK Ce OTPEOHH 3a CUCTEMOT Ha 3[paBCTBEHATa 3aIlITHTa
u

3) ©Ma HajMaJKy e/Ha roJIMHA JI0 UCTEKOT Ha POKOT Ha yroTpeda Ha JIeKOT.

JlexoBHTE LITO ce MpEeIMET Ha JOHaINMja, yBe3eHH Bo PemyOmuka MakegoHHja CIIpOTUBHO Ha
oJpen0dNTe Ha OBOj 3aKOH ke OMIAT BpaTeHH HAa HMCIPakadoT, OJHOCHO YHHUINTCHU Ha HETOB
TPOIIIOK.

AreHIMjaTa BpIIM HAA30p HAJ CKIAJAUPAKETO M AUCTpUOyNHMjaTa Ha JIEKOBHTE IITO CE
MpeAMET Ha JIOHAIH]a.

II1.10. OTITAZL HA JIEKOBHA

Unen 106
Jlex ce cMera 3a HEUCHPABEH, aKo:
1) poxot Ha ynotpeba € UCTEUEH;
2) OpraHoOJIENTHYKUTE KapaKTEPUCTHUKH Ce M3MEHeTH (u3riea, 60ja, BKyC M MUPHC);
3) naKyBamETO € OLUTETEHO;
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4) nmabopaTopuckaTa KOHTpOJIA IOKaXkajla Jieka HE € BO COTJIACHOCT CO JEKIAPHPAHUOT
KBaJIUTET

5) e moBneveH ox ynorpeda o1 Koja Ouio Apyra mpuurHa.

HewucnpaBHHOT J1ek ce cMeTa 3a OTIaj U ce 3a0paHyBa HETOBHOT ITPOMET.

OtnazoT Ha JIEKOBH Ce€ OTCTpaHyBa Ha HAuMH CO KOj HE Ce€ 3arpo3yBaaT 37[paBjeTo Ha JyeTo U
YKMBOTHATA CPE/INHA.

TpomonuTe MmMOBp3aHM CO OTCTPaHYBAaWKETO HAa OTHANOT HA JIGKOBHTE CE€ Ha TOBap Ha
COINICTBEHHKOT Ha OTHAJOT Ha JICKOBUTE, OJHOCHO MPABHOTO WM (PU3MYKOTO JIMIE 3a KOE €
YTBPJICHO JIeKa ' IOCEaAyBa.

[ToGnuckuTe yCIIOBU 32 HAYMHOT HA OTCTPAaHYBamke HA OTMAJIOT T'M MPOINHUIIYBa MHHHUCTEPOT

3a 3IpaBCTBO.
[1.11. ®OPMUPAKE HA HEHU

Unen 107

LlennTe Ha nexkoBuTe ce (hopmupaar ci00OJHO, OCBEH 3a JIGKOBHTE INTO C€ W37aBaaT Ha
PELIETIT M JIGKOBUTE IITO CE Ha JIMCTATa Ha €CCHIUjaJTHU JICKOBH.

JlekoBUTE ITO Cc€ W3AaBaaT Ha pEIENT, OJHOCHO JIEKOBHTE WITO CE€ Ha JIUCTaTa Ha
€CEHIIUjaJTHU JIEKOBH, MOXKAT J]a OMIaT BO MPOMET ako nMaaT (hopMupaHa IIeHa BO COTIIACHOCT CO
OBOj 3aKOH.

MUHHCTEPOT 3a 3ApaBCTBO JIOHECYBa JINCTAa HAa CCCHIMjaJIHM JIGKOBHM HEOINXOJHU 3a
CIpOBEIyBamkE Ha 3/JpaBCTBEHATA 3AILITHTA.

Unen 108

DopMHUPaKETO Ha LIEHUTE Ha JIEKOBUTE CE€ BPIIM HAa HAUYMH ILTO HE € JUCKPUMHUHATOPEH U HE
JI03BOJTyBa JTAMITHHT.

Ilenara Ha neKoT ce opMupa oJ1 CIICTHUBE SIIEMEHTH:

1) neHa Ha MPOM3BOAUTENOT (BO HATAMOILIHMOT TEKCT: MPOU3BOAHA II€HA), M3pa3eHa BO
JieHapu;

2) Maprka 3a IPOMET Ha roJIeMO U

3) Mapka 3a IPOMET Ha MaJio.

IlenaTa Ha J€KOBUTE BO MPOMETOT Ha TOJIEMO CE€ MPECMETYBa Kako 30Mp Ha €JIEMEHTUTE O]
CTaBOT 2 TOYKH | 1 2 HA OBOj YJICH.

IlenaTa Ha JEKOBUTE BO MPOMETOT Ha MajO C€ MpecMEeTyBa Kako 30Up Ha €JIEMEHTUTE O]
CTaBOT 2 Ha OBOj WICH.

AKO NpOM3BOAMUTENOT TW CHaOIyBa 3/pPaBCTBEHUTE YCTAaHOBU CO JIEKOBH OJI COIICTBEHATa
MPOM3BOHA MPOrpaMa AUPEKTHO WIU MPEKY CONCTBEHA BENEAPOrepHja COriacHO CO WIEHOT 73
cTaB 4 Ha OBOJ 3aKOH, IIEHATa Ha JIEKOT € UJIEHTUYHA CO IIPOU3BOIHATA 1I€HA HAa JIEKOT.

Axo npousBogHara 1eHa € Bo rpanuuute of 1,00 no 200,00 nenapu Mapkara 3a IpOMET Ha
rojieMo u3HecyBa 10 15%, a mapikara 3a nmpomeT Ha mMaio u3HecyBa 10 30% o mpousBoIHATA
[eHa.

Ako npousBogHata 1ieHa € Bo rpanuiute ox 200,10 go 1.000,00 nenapu mapskara 3a NpoMeT
Ha royseMo u3HecyBa 10 13%, a mapxkarta 3a mpoMeT Ha Mano u3HecyBa 10 25% on
IIPOM3BO/HATA LIEHA.

Axo npousBogHara eHa € Bo rpanuunure ox 1.000,10 mo 5.000,00 nenapu mapkara 3a
MpoMeT Ha royieMo u3HecyBa a0 11%, a mapikata 3a mpomeT Ha Mano uzHecyBa a0 20% on
MPOM3BOIHATA LIEHA.

Axo nipousBoaHaTta 1eHa € Hajg 5.000,10 nenapu mapskara 3a IpOMET Ha TOJIEMO U3HECYBA J10
9% on mpousBonHaTa LieHa, HO He noBeke ox 500,00 nenapu, a mapxaTa 3a MPOMET HA MaJlo
n3HecyBa 10 15% ox npousBoaHara 1ieHa, Ho He moBeke o 1.000,00 nenapwu.
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Cy0jextute ox wieHOT 18 craB 2 Ha OBOj 3aKOH M YBO3HHUIIMTE Ha JICKOBU C€ JIOJDKHHU Ja ja
JoCTaBat 0 ATeHIMjaTa IpOn3BOIHATA [IEHA Ha JIEKOT.

IlenaTa ce omo6pyBa o Areniujata Bo pok oA 20 neHa o mpueMoT Ha 6apameTo.

[TogHOCHUTENOT Ha GapameTo UMa MPaBO Ha kajlba BO POK of 15 meHa o1 AEHOT Ha MPUEMOT
Ha PEICHUETO O] CTABOT 6 HA OBOj WJIEH J0 BTOPOCTENEHATa KOMHCH]ja 3a PEIIaBamke BO yIpaBHA
MocTarka o 00J1acTa Ha 3[paBCTBOTO Mpu Bramara Ha PemyOimka Makenonwuja.

Unen 109

MuHHUCTEpOT 3a 37paBCTBO, BO CIIydyaj HAa eNUAEMH]ja, EIEMEHTApPHU HETIOTOM WM BOHPEIHU
cocTojOM, MOKE J1a TH YTBPJH, OAHOCHO KOHTPOJIMPA LIEHUTE Ha KOj OWJIO JIEK, OJJHOCHO TpyTia
Ha JICKOBH.

[IpaBHKTE NKIIa KOW BPIIAT IPOMET HA TOJIEMO M MPOMET Ha MaJio CO JICKOBH CE JIOJDKHH Jia
I'M TpoJaBaaT JICKOBUTE MO IIeHa (popMHpaHa BO COTJIACHOCT CO OBOj 3aKOH M NPOIHUCHTE 3a
JTAHOIIH.

IV. MEJUIMHCKU ITOMAT AJIA

IV.1. KTIACUDUKAIIMIA HA MEJIULIMHCKHU
TTOMATAJIA

Unen 110
MeaunuHCKUTE TOMaraja, BO OJHOC Ha MOTEHILHUjaTHHOT PU3HK KOH KOPUCHHIIUTE, C€
KIIacCUUITpaaT KaKo:
1) knmaca | - MeIMIIMHCKY TTOMarania co HU30K MOTEHIIH]jall Ha PU3HK;
2) knaca II-a - MegMIIMHCKH ITOMaraja co BUCOK TOTEHIUjal Ha PU3HK;
3) knaca I1-0 - MeTUIIMHCKY TTOMarania co MOBHUCOK MOTEHIMjal Ha PU3UK U
4) knaca I1I - MeguIHCKY MoMarajia co HajBUCOK TOTEHITUjal Ha PH3HK.

Unen 111
MeaunuHCKUTE TOMarajna, Clopel HUBHATa MPUPOJa, HAYMHOT HA HAIOjyBambe U JIPYTU
KapaKTePUCTUKH, C€ KIacH(PUIIMpaaT KaKo:
1) HeMHBa3UBHY;
2) NHBA3UBHU U
3) aKTUBHU.

Unen 112
MenuiHCKATE TIoMaraja, BO CMUCIIa Ha BPEMETPAaCHhEeTO Ha HUBHATA yHoTpeda Kaj Jyrero,
ce Kacupuuupaar Kako:
1) TpaH3UTOPHHU - CE KOPUCTAT HEMPEUEHO 3a MOMaNKy o011 60 MUHYTH;
2) KpaTKOPOYHH - c€ KOpHcTaT HenpeyeHo /10 30 aeHa u
3) IOJITOPOYHM - C€ KOPUCTAT HEMPEUEHO 3a nepuo morojem o 30 neHa.

Unen 113
MenuiHCKr moMarasa 3a HH BUTPO JIMjarHOCTHKA ce KiIacu(PUIUpaaT KaKko:
1) momarasna 3a UH BUTPO JHMjarHOCTHKA HITO C€ KOPUCTAT UCKIIyYHBO OJl CTPaHA HA CTPYUYHU
JWIa ¥ KJIACH(HUIMPAHU BO 3aBUCHOCT OJ] TUTIOT HA ITOMAarajioTo BO JIMCTHTE A 1 b;
2) moMaraja 3a UH BUTPO JAMjarHOCTHKA 33 CaMO-/I1jarHOCTULIUPALE U
3) cute apyrHu oMaraja 3a UH BUTPO JIUjarHOCTHKA.
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Ymen 114

MeguuuHCKHUTE IIOMarajga, BO CMHCJIa Ha HA4YMHOT M MECTOTO Ha W3IaBame, Ce
KiacupuImpaaT Kako:

1) MemumMHCKM TIoOMaraja INTO C€ H3/aBaaT Ha PEIeNT, COIVIACHO CO EBHJCHIMjaTa BO
peI‘I/ICTaPOT Ha MCIUIIMHCKHU ITOMarajia, CaMO BO alITCKH U cneunjanmnpaHH HpOIIaBHI/H_II/I;

2) MEOWIMHCKU ToMarajia IITO Cce M3/AaBaar 0e3 pEelenT, COIVIACHO CO EBUACHIIMjaTa BO
peFHCTapOT Ha MEIUIIMHCKHU IToMarajia, caMoO BO aIITCKU U CHGIII/IjaJ'II/BI/IpaHI/I HpO[[aBHPIHI/I;

3) MeOUIMHCKM IoMaraja IITO C€ W3/laBaaT Ha pelenT, COIrJIaCHO CO EBHJCHIIMjaTa BO
peFHCTapOT Ha MEIUIIMHCKHU ITOMarajia, BO 6OJ'IHI/I‘~IKI/I AIITCKU U

4) MeTUIIMHCKY TTIOMaraia ITo ce u3aaBaaT 0e3 perent Bo cao00aHa mpogaxoa.

Ygen 115
Bo ciydaj xora MEAWIIMHCKOTO TIOMarajio ce JiaBa 3aeIHO CO JICK WJIM MOXKE Jla C€ KOPUCTHU
Kako TMPOM3BOJ 3a OIIITa ymoTpeda, HAYMHOT Ha KIacUUIUpame Ha MPOU3BOJIUTE KaKo
JIEKOBHM, MEIUIIMHCKM TOMarajia WM IMPOM3BOJ 3a OMINTa ynmoTpeda Ke 3aBUCH OJ TJIaBHAaTa
HaMeHa ¥ HaYlH Ha JIejCTBYBame Ne(UHUPAH OJ1 CTPaHA HA TPOU3BOAUTENIOT.
MuHuCTEpOT 3a 3ApaBCTBO TH TMPONUINTYBAa TMMOOJHCKATE YCJIOBM W HAYMHOT Ha
KIacupuIupame Ha MEAULIMHCKUTE TToMarana.

IV.2. CYIHTECTBEHH, OJHOCHO OITIITU 1 IIOCEBHU YCJIIOBU 3A
MEJIUIIMHCKHUTE IIOMAT'AJIA

Unen 116

MeaunuHCKHTE TIOMarajia Mopa fa OuaT BO COTJIACHOCT CO OIIITHUTE YCIOBH 3a 6e30eqHOoCT
Ha TIPOM3BOJIUTE COTIIACHO CO 3aKOHOT 3a 0e30€THOCT Ha MPOU3BOANTE U YCIOBUTE YTBPICHHU CO
OBOj 3aKOH.

MenuIHCKOTO ToMarajio 3a Ja T'H UCTIOJHHU OIIITHTE YCJIOBH Tpeda:

1) ma e mpoeKTUpaHo, MPOU3BEICHO, HHCTAIMPAHO, OJIPKYBAHO U J]a € KOPUCTH HA HAYUH, IITO
mpu yrnoTpeba TOoJ MPOIHUIIAHU YCIIOBH, ja MCIOJHYBa MpBUYHATa HamMeHa O€3 Ja ro 3arpo3u
3[[paBjeTo, OMHOCHO 0e30€qHOCTa HA KOPHUCHUIIUTE U

2) na WMa BOCIIOCTaBEHO CHCTEM KOj IO TapaHTHpa KBAJIMTETOT Ha TMPOCKTUPAKETO U
MPOU3BOJCTBOTO HA MEAWIIMHCKOTO MOMArao.

[ToceOGHMTE yCI0BH, BO CMHUCIIA HA OBOj 3aKOH, CE€ YCJIIOBH KOW MEAMIIMHCKOTO IIOMArajio Mopa
Jla TW UCTIOJTHM 3a J1a C€ KOPUCTH 3a MpeABUICHATA HAMEHA.

MUHHCTEPOT 3a 3/PABCTBO T'M MPOMUINAYBA MOOJMCKY OMINTHTE W TOCCOHUTE YCIOBH IITO
Tpeba Ja r'u NCIOTHAT MEANIIMHCKHUTE IToMarana.

MenunuHcKUTe TIoMaraja ke ce cMmeTraaT 3a 0e30emHHM ako ce M3padOTEeHH COTVIACHO CO
HAI[MOHAJTHUTE CTaHAapAu U 00jaBeHH Bo JlucraTa Ha CTaHAAPANTE 32 METUITMHCKU TIOMaraia.

MuHucTEepoT 3a 3ApaBCTBO ja 00jaByBa JIucrara Ha cTaHAapaW 3a MEAMIIMHCKU TTOMarajia Bo
"Ciyx0eH BecHUK Ha PeryOnuka Makenonuja'.

IV. 3. OHEHA HA COOBPA3HOCT HA
MEJIUIIMHCKHUTE IIOMAT'AJIA

Ynen 117
[Tocrankara 3a oleHa Ha COOOpPa3HOCTa HAa MEAMIIMHCKOTO MOMAarajio, BO CMHUCJIAa Ha OBOj
3aKOH, € IMOCTaIKa 3a YTBPJyBamke Ha TUPEKTCH WJIM WHAUPEKTEH HAYWH JIajld MEIUIIMHCKOTO
MIOMarajio TH UCMIOJHYBA OMIITUTE U TTOCEOHUTE YCIIOBU YTBPACHU BO OBOj 3aKOH .
[TocTtankara 3a olmeHa Ha coOOpa3HOCTAa Ha MEAMIIMHCKUATE IoOMaraja co OIIITUTE |
MOoCeOHUTE YCIIOBU 3aBHCH O]l Kiacu(UKalMjaTa Ha MEAMIMHCKOTO TIOMAarajio COOJBETHA Ha
MOTEHITM]jaTHUOT PU3HK U CE BPIIIM HA CICAHUOB HAUYMH:
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1) 3a MeAMIIMHCKUTE MOMaraia of Kiacara [, Mpou3BOAMTENMTE CcaMU BpIIAT OLIEHA Ha
coo0Opa3HOCTa Ha MPOU3BOIOT CO OMIITUTE U TOCEOHNUTE YCIIOBH M BP3 OCHOBA HAa TOA COCTAaBYBaat
u3jaBa 3a COOOpPA3HOCT, OJHOCHO MOTBpPAAa HAa HHBHA COIICTBEHA OATOBOPHOCT. VCKIy4ok ce
MEIUIIMHCKUTE ToMaraja co MEpeH MEXaHW3aM W CTEePHJIHM MEIMIMHCKH Tomaraia, 3a KOW ce
MPUMEHYBa MOCTANKaTa 3a OlleHa Kako 3a MeauuuHcky nomarana on kinacute I u 1 3a oniena Ha
HUBHATa MepHa PyHKIIH]a, OTHOCHO CTEPUITHOCT U

2) 3a MmenuuuHCKUTE Tomarana ox kinacute Il-a, 11-6 u IIl, ako Tu ucmonHyBaaT OMINTUTE U
NOCEOHUTE YCIIOBH, TOTAll 32 HUB ce u3aBa ceprudukar 3a EC-coobpazHoCT 01 HOTU(HUITPAHO
TEJO 3a OIIEHa Ha COOOPA3HOCT.

Unen 118

ITocrankaTta 3a oleHa Ha COOOpPA3HOCTA HA MEIUIMHCKHUTE TIoMaraja ce BpIIM:

- €O OIleHa Ha cooOpa3HOCTa MNpeKy WHCTUTYLMHU Iperno3HaeHH Bo EBporickata yHHja,
OJIHOCHO COOZBETHO TEJIO 3a OLIEHA Ha COO0Opa3HOCTa WM

- IpeKy Tela OBJACTEHHM OJi CTpaHa HAa MMHHUCTEPOT 3a 3JPaBCTBO Bp3 OCHOBA Ha
UCIIOJIHYBalkbe Ha YCIOBUTE 3a IPOCTOP, OIIPEMA U KaJlap HEOMXO/IEH 3a MOCTAIKATa 3a OLlEHa Ha
coo0pa3HOCTa Ha OJJPE/IeH TUIT HA METUIIMHCKO IIOMarasio.

VYcnoBure mro Tpeba Aa I'M UCIOJHAT MHCTUTYLUUHUTE IITO ja BpLIaT oOllEHaTa Ha
co00pa3HOCTa Ha OAPEIECHU BUAOBU Ha MEIUIMHCKU IOMaraja I'l MPONUIIYyBa MUHUCTEPOT 32
3JpaBCTBO.

IV. 4. O3HAYYBAKE HA MEJANIINMHCKO ITOMAT'AJIO

Unen 119

HpOH?;BO,Z[HTCHI/ITC Ha MCIUIMHCKUTC IMoMarajia ¢€ HO0JDKHHU Ja T 03Ha4YaT CBOUTC IPOU3BOAN
CO MpOMHUIIaHaTa 03HaKa Ha COOOPA3HOCT, BP3 OCHOBA Ha CEPTU(UKATOT 32 COOOPA3HOCT.

Opnpenbure on 3akoHOT 3a 06e30eTHOCT Ha MPOU3BOJUTE IITO CE OJHECYBaaT Ha 3HAKOT 3a
COOOpa3HOCT W COAp)KMHATAa Ha CepTU(]PHUKATOT 3a COOOpa3HOCT Ce€ MNpPUMEHyBaaT U 3a
MCAUIIMHCKUTE 1ToMaraja.

[To mckaydok o CTaBOT 2 HA OBOj WIEH, MEIWIIMHCKO IOMarajio, 4hja cOOOpa3HOCT €O
OIIITUTE W MOCEOHHUTE YCIOBH € MPOLEHETO O] TEJNO 3a OIIEHA Ha CO0Opa3HOCTa, OAHOCHO OJ1
HOTHU(UIIUPAHO TEJIO Ipeno3HacHo Bo EBporckara yHuja, € o3HaueHo co EC o3Haka.

[Tpou3BOIUTENOT HAa MEAMIIMHCKO TOMarajo ojf kiacata | To o3HauyBa MEIUIIMHCKOTO
nomaraio co EC o3Haka Bp3 OCHOBa Ha H3jaBaTa 3a COOOpPA3HOCT JieKa MPOU3BOAOT THU
UCTIOJIHYBA YCJIIOBUTE YTBPICHU BO OBOj 3aKOH.

Ce 3a0paHyBa 03HayyBame Ha MEIUIIMHCKO TIOMarajio co 03Hakara oJi CTaBOT 3 Ha OBOj WJIEH,
aKO TaKBOTO O3HAUYBAa-E HE € BO COTNIACHOCT CO OBOj 3aKOH.

Unen 120
MenuuHcky nomarajga HaMEHETH 3a KIMHUYKUA HCIHUTYyBamkba M CIELUjaHO (HAMEHCKO)
n3pabOTEeHUTEe MEAMLMHCKU TIoMarajga He ce O3HauyBaaT Ha HA4MH YTBpAEH co wieHoT 119 on
OBOj 3aKOH.
IV. 5. TIPON3BOJACTBO HA MEJIUIIMHCKHA
I[TOMAT'AJIA

Unen 121
[TpousBonuTenuTe HAa MEIUIIMHCKUTE IOMaraja ce AODKHH Ja T HCIOJHAT CIICAHUBE
YCIIOBH:
1) na ja mpujaBaT cBOjaTa JejHOCT BO ATEHIIMjaTa Mpe/ MOYHYBAakETO HA IPOU3BOJICTBOTO HA
MEIMIUHCKY TIoMaraja U Jja OuaaT BHECEHU BO PETUCTAPOT Ha NMPOU3BOAMUTENN Ha METULIMHCKU
nomarania Bo PenyOmnnka MakenoHuja;
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2) nejHOCTa Aa ja BpIIAT Ha HAYMH CO KOj ce 00e30eqyBa CIpPOBENYBamkE Ha CHUCTEM Ha
KBIUTET M 3aIITUTA HA JABHOTO 3]IPaBje;

3) ma umaar BpabOTEHO COOABETEH OpOj HA JIMIIAa CO 3aBPIICHO COOJIBETHO 0Opa3oBaHUE
MIOBP3aHO CO MPOU3BOJICTBOTO HA METUIIMHCKOTO TIOMAra’o;

4) na WMaaT OCHUTYpyBame€ 3a HaJIOMECTOK Ha INTETa MPUYMHETA Ha KOPHUCHUKOT HIIU TPETO
JMIe U

5) na mpou3BeayBaaT caMO MEIUIIMHCKH MOMaraja IITO C€ BO COTJIACHOCT CO MPONHILIAHUTE
YCJIOBH O] OBO] 3aKOH.

MHUHUCTEPOT 3a 3APAaBCTBO I'M MPOIUIIYBA MOOIHUCKUTE YCIOBHU MO OJHOC Ha MPOCTOPOT,
orpeMara M KaJiapoT IITO Tpeba Jla T MCIOJHAT TPOU3BOIUTEIINTE HA MEIUIIMHCKH TOMaraia,
KaKO M HaJOMECTOLIUTE IITO Tpeba Ja ce riarar.

Unen 122
[TpousBomuTenuTe HAa MEOUIIMHCKMA TIOMaraiga ce€ JOJDKHHM Ja ce MPHIP)KYBaaT KOH
TCXHUYKUTC MPOIHUCHU BO NPOUCCOT HA MPOU3BOACTBO HA MCAUIIMHCKUTC ITOMarajia co il aa ja
00e30e1aT HUBHATa COOOPA3HOCT CO OMIITUTE U MMOCEOHUTE YCIIOBH.

Uinen 123

[IpousBonuTenuTe HAa MEIUIMHCKMA TIOMarajga ce 3aluilyBaaT BO PETUCTapoT Ha
IIPOM3BOIUTENN Ha MEIUIMHCKH [TOMarajga ako MOKpaj JOKa3 3a UCIOJIHYBAamkE Ha YCIOBUTE Ol
yneHoT 121 Ha 0BOj 3aKOH J0CTaBaT U:

- IOJIATOLM 3a IPOCTOPOT, ONpeMara, KaaapoT U CUCTEMOT Ha KBAJIUTET HA MPOU3BOJAUTENOT,

- aJjpeca Ha MPOMU3BOJUTEIOT M MOTBP/A 32 perucTpanyja Bo LieHTpamHuoT perucrap,

- IMCTa Ha MEJULMHCKU IOMaraia IITo ce MpoM3BelyBaaT M HUBHA Kiacu]UKaluja co Koja
ce JIOKaXKyBa JIeKa MEIUIIMHCKUTE IoMarajia ce Mpou3BeyBaaT Ha HaYMH CO KOj ce 00e30emyBa
KBAJIMTET M 3aIITUTA HA JaBHOTO 3]IpaBje U € BO COTJIACHOCT CO OMIITUTE U TOCCOHHUTE YCIIOBH,

- IOJATOIM BO BPCKa CO JAM3aJHOT, KOHTPOJIATa HAa KBAIUTETOT U METOJIOT HAa OJP)KYyBame Ha
MEIUIUHCKUTE TIoMaraja u

- JI0OKa3 3a OCHUT'YpYyBame€ 3a HAJOMECTOK Ha INTeTa Koja MOXe Ja Ouje NpUuMHeTa Ha
KOPUCHHKOT WJI TPETO JIUTIE.

AreHuyjaTta Bo pok o7 90 aeHa ro uHGOpMUpPa MPOU3BOIUTENOT 32 HETOBOTO 3aIUIIYBaHE
BO PETUCTAPOT Ha MPOU3BOAUTENN HA MEIUIIMHCKH ITOMAaraa.

PoxoT oz cTaBoT 2 Ha 0BOj WIEH MpecTaHyBa Ja Te4e OJ] JEHOT Kora AreHuujara ke nodapa
0]l IPOM3BOJIUTENOT Ja JOCTABH JOTOJIHUATEIHA JOKYMEHTAIHja, OJHOCHO ITOATOLHU 32 KOH Ce
CMeTa JieKa Cc€ HEONXOJHH M POKOT MPOJOJDKYBa Jla Teue OJ JEHOT Ha MCIOJHYBAaHkETO Ha
OapameTo Ha AreHuujarta.

[TpousBoauTenuTe Ha MEAMLMHCKMA MOMaraja peructpupanu Bo PemyOnuka Makenonuja
BpIIAT PEJOBHO aKypUpPAhE HA JIOCTAaBEHUTE WH(POPMAIMH U TH JI0CTaBYBaaT 10 ATEHIMjaTa CUTE
JOKYMEHTH, OJHOCHO MH(OpMalMy BO OTHOC Ha CUTE MMPOMEHH BO MPOLIECOT Ha MPOU3BOJCTBOTO,
crenu(UKaIMUTe HAa MEAMIIMHCKUTE ToMarajia, Kako W JAPYrH HH(GOPMAIMH pEIEeBAaHTHU 32
JaBHOTO 3/IpaBje.

[Tpon3BoaCTBOTO ja BKIy4yBa M mpojaaxkOaTa Ha MEIWIMHCKM NOMaraja Ha TpaBHH JIUIA
PETUCTPUPAHU 32 TPOMET Ha T0JIeMO WK (PU3UYKH JIHULIA - TOSTUHEYHN KOPUCHULIH.

MUHHCTEPOT 3a 3APaBCTBO TH MPONUINYyBa ¢opmara W COApKMHATA Ha 00pa3ernoT Ha
OapameTo U (opmara Ha JOKyMEHTalHjara kKoja Tpeba Ja ce OCTaBH 3a 3alUIlyBamke BO
PETUCTapoT Ha MPOU3BOIUTENN Ha MEIUIIMHCKH MTOMarajga, Kako M HaJIOMECTOLHTE IITO Tpeda
Jla ce TuiaTar.
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Unen 124
Bo ciy4aj MEOUIIMHCKOTO TOMarajio J1a € MPOW3BEJACHO BO CTPAHCTBO, JOJDKHOCTHTE Ha
NPOM3BOJIUTENIOT TH TMpe3eMa YBO3HUKOT Ha MEIMIIMHCKOTO TIomaraio Bo PemyOnuka
MakxkenoHuja.

IV. 6. IPOMET CO MEJUIITMHCKU ITOMAT AJIA

Ynen 125
[IpoMeT co MeTUIIMHCKU ToMarania omdaka yBO3, W3BO3, MPOMET HAa TOJIEMO M MPOMET Ha
MajJIo.

Unen 126

[TpoMeT Ha roseMo co MEIUIMHCKU MoMaraia omndaka cHalIyBame, CKIaAUpame, TPAaHCIOPT,
TMCTPUOYIIHja U TPoAakOa Ha MEMITMHCKUTE ITOMarasia, Kako M yBO3 ¥ U3BO3.

[Ipomer Ha rojremMo co MEIUIMHCKU TOMarajiga ce BpIIM caMoO Off CTpaHa Ha MpaBHU JIHIA
3aMyIIaHu BO PETUCTAPOT HA MIPaBHU JIMLA 32 IIPOMET Ha TOJIEMO CO METUIIMHCKYU IIoMaraiia.

[IpaBHUTE NMI@a KOM BpLIAT NMPOMET HA TOJEMO CO MEAMLMHCKM IoMaraja Mo’KaT Ja
KyllyBaaT M IMpoJlaBaaT caMO MEIMLMHCKU IoMarajga BO COIJIACHOCT CO OIUITHTE U MOCEOHU
YCIIOBH YTBPACHHU CO OBOj 3aKOH U aKO C€ COOJIBETHO O3HAYEHHU.

[IpaBHUTE MUIAa KO BpIIAT IPOMET CO FOJIEMO CO MEIMIIMHCKY ITOMaraia Moxar Jia KyImyBaat
U TpoJiaBaaT MEAMIMHCKM IloMarajga Ha IpPaBHU JIMLA KOM C€ 3alMIIaHM BO PErHCTapoT Ha
MPONU3BOAUTCIIM HA MCAUIMHCKHU ITOMarajia v MpaBHU JIMIa KOU CC 3allMIIaHh BO PErucCTapoT 3a
IPOMET Ha rojIeMO M MaJlo CO MEIUIIMHCKY TIoMarasa.

Unen 127

[IpaBHUTE NHMIa KOM BpIIAT IMPOMET HA TOJIEMO CO MEIHMIIMHCKU ToMaraia ce OJHKHU J1a TH
UCIIOJTHAT CJICTHUBE yCIOBH:

1) ma ja mpujaBaT cBOjaTa aKTHBHOCT BO ATEHIMjaTa Ipel MOYHYBame CO MPOMETOT Ha
TOJIEMO CO MEITUIIMHCKY ToMarajia u Jia ce 3allMIIaHd BO PETHCTapoT Ha MPaBHU JIUIA 332 IPOMET
Ha TrOJIEMO CO MEIUIIMHCKH [TOMarana;

2) ma umaaT BpaOOTEHO COOOJIBETEH Opoj Ha JMIla CO 3aBPILIEHO BUCOKO 00pa3oBaHUE O]
obJacTa Ha MeIHMIIMHATA, apMalljaTa WM CTOMATOJIOTH]jaTa;

3) mpoMeToT Ha TOJEMO CO MEAMLIMHCKM IOMaraja Ja ce BpIIM Ha HAa4WH CO KOj ce
00e30e/yBa CIipoBelyBamke HA CHCTEM Ha KBAIUTET U 3aIITUTA HA JaBHOTO 3/IpaBje;

4) na umaat BpaOOTEHO JIMIIE KOE € OATOBOPHO 3a CIIEACH-EC M M3BECTYBamhC HAa HECAaKaHHUTE
epeKTH M pEeaKIHWh BO COTJIACHOCT CO OJpenOWTEe Ha OBOj 3aKOH M Ja MMaarT BpabOTEHO
COOJBETEH Opoj JMIa CO 3aBpIICHO COOJABETHO OOpa3oBaHME TOBP3aHO CO IMPOMETOT Ha
MEIUIUHCKOTO ITOMAraio u

5) mpoMeToT Ha TOJIEMO CO MEAMIIMHCKU ToMaraja Jia € BO COTJIACHOCT CO NPOIMUIIAHHUTE
OIIITH U TOCEOHH YCIIOBH YTBPJCHH CO OBOj 3aKOH W MEIUIIMHCKHUTE ITOMarasa Ja ce€ COOJIBETHO
O3HaYeHHU.

Unen 128

IIpaBHuTe nMIAa KOM BpLIAaT MPOMET HA TOJIEMO CO MEIULMHCKUA IoMaraia IIpu
3allUIIyBakbETO BO PErMCTApOT C€ JOJKHH, IMOKpaj J0Ka3 3a HCIOJIHYBAamkE Ha YCIOBHUTE O]
ysieHOT 127 Ha 0BOj 3aKOH J1a TM IOCTABaT U CJIEHUBE MOATOIH:

- aJpeca Ha MPaBHOTO JIMIIE 33 MPOMET Ha rOJEMO CO MEIMIUHCKH IoMaraia U HoTBpJa 3a
peructpanuja ox LIeHTpaqHHOT peructap u

- JIACTAa HAa MEAMUMHCKM IIOMaraja LITO Ke T MpoJaBa Ha TrOJEMO, KakoO U HHBHA
KiIacudukanyja.
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Unen 129

Arenmjata Bo pok oa 90 jeHa € TOJDKHA Ja TO U3BECTH MPABHOTO JIMIIC 32 3alHINTYBAKETO
BO PETUCTapOT HA MPABHHU JIUIIA 33 MPOMET Ha TOJIEMO CO MEAUIIMHCKU IToMarana.

Pokot ox ctaBor 1 Ha OBOj WiIEH MpecTaHyBa Ja Tede OJ ISHOT Kora AreHIMjaTa Ke
no6apa o MPAaBHOTO JIMIIE 32 MPOMET CO MEAMIIMHCKH MoMaraia Ja JOCTaBU JOMOJTHUTEIHA
JOKYMEHTAIMja, OJHOCHO TIOJAaTONM 3a KOW CE€ CMeTa JIeKa C€ HEOMXOAHH U POKOT
MPOJOJIKYBA Jia Te4e OJ1 ICHOT Ha HCIOJIHYBAamkEeTO Ha OapameTo Ha ATeHIHjaTa.

HpaBHI/ITe JMIa 3a NpoMET Ha rojJieMo CO MECAMIMHCKHA IoMarajia 3alniiaHu BO pEeTrucTapor,
ce JIOJDKHHU Ja BpIIAT PEAOBHO aXypHUpame Ha JOCTaBeHHTe MH(GOpMallMKd U Ja JOCTaBaTr A0
ATreHIMjaTa JOKyMEHTaIMja, OJHOCHO WH(pOpPMAlWU 3a CHTE NMPOMEHH BO AKTHBHOCTHTE Ha
MIPOMETOT Ha TOJIEMO, a LITO TO 3aceraar jJaBHOTO 3JIpaBje.

MuHuCTEpOT 3a 3IPaBCTBO T'M MPOMUIITYBA MOOIMCKUTE YCIOBH IO OJHOC Ha MPOCTOPOT,
ompemMaTa W KaJapoT, JOKYMEHTalyjaTa 3a 3alHIlyBamkeé BO PETHCTAapOT Ha IMpaBHU JIHIA 32
IIPOMET Ha roJIEMO CO MEIUIIMHCKY IToMaraia, Kako U HaJIOMECTOIIUTE IITO Tpeba 1a ce riarar.

Unen 130

[IpomeTr Ha Mao CO MEOMUIMHCKH ToMarana omdaka cHaOIayBame, CKIaIupame, YyBamke U
npoax0a Ha METUIIMHCKY ITOMarajia Ha MOeAMHEYHN KOPUCHHUITH.

MenuuuHCKHTE TOMaraja ce IpojaBaaT Ha Majo BO aNTeKW W/WIN CIICHHjaTH3UpaHu
POIABHHUIIH.

3a MpoOMEeTOT Ha Majo CO MEIUIIMHCKH ToMaraja BO anTeKd COOJIBETHO CE MPHUMEHyBaar
oJlpeIONTE Ha OBOj 3aKOH LITO CE OJTHECYBAaT HA IIPOMETOT Ha MaJo CO JIEKOBH.

I[TpaBHUTE NHIIa KOM BpIIAT MPOMET HAa Majo CO MEITUIMHCKH MoMarania ce J0JDKHHU J1a KyIyBaaT
ME/IMIIMHCKY TTOMarajia caMo OJ1 IIPaBHHU JIMLIA 3aIMIIIAHNd BO PETUCTApOT Ha TIPABHHM JIMIIA 33 TIPOMET
Ha TOJIEMO CO MEJIMIIMHCKH TTOMaraja.

Crenujanu3upaHuTe MPOJABHHUIM KOU BPIIAT MPOMET HAa Maj0 CO MEIUIIMHCKH MoMaraia ce
JIOJDKHHM /12 TH MCTIOJTHAT CJICJHUBE YCIIOBH:

1) na ja mpujaBat cBojaTa aKTUBHOCT BO ATEHIIMjaTa Mpe]] NOYHYBAKkE CO MTPOMET Ha MaJIO CO
MEIUIIMHCKY TIOMarajia M Jia ce 3aluIlaHd BO PEruCTapoT Ha CIELUjaJH3hpaHu MPOAABHULIN 32
MEIUIIMHCKY [TOMaraa;

2) akKTUBHOCTA J1a ja BpIIAT Ha HAYMH CO KOj ce 00e30eayBa CIpoBeIyBamke HAa CUCTEMOT Ha
KBJIUTET W 3aIITUTA HA JABHOTO 3]IPaBje;

3) na umaat BpabOTEHO COOABETEH OPOj JIMIIa CO 3aBPIIACHO COOBETHO 00pa3oBaHMUE;

4) ma wma BpaOOTCHO JUIIE CO HAjMAJKy 3aBPIICHO CpeIHO oOpa3oBaHHWE O] o0Jyiacta Ha
MeIuIrHaTa, (hapManyjaTa Wikl CTOMaTOJIOTHjaTa, KOe € OJrOBOPHO 3a CIIECHE 1 H3BECTYBAbE
Ha HeCaKaHUTE €PEKTH U PEaKLIUHU H

5) mpoMEeTOT Ha MaJIo CO MEIUIIMHCKY ITOMaraja Jia € BO COrJIaCHOCT CO MPOMHIIAHUTE OIIITH
¥ IoceOHU YCIIOBH YTBPJCHH CO OBOj 3aKOH M J1a C€ COOJIBETHO O3HAYCHHU.

AreHnmjata Bo pok o1 90 neHa e 1oyrKHA J]a TO M3BECTH MPABHOTO JIMIIE 32 3alUIIyBamkbETO BO
perucTapoT Ha CHCHHjaJM3UpPaHd TPOJABHUIIA 32 MEAMIMHCKU [OMaraia, JOKOJKY TH
UCIIOJTHYBA YCIIOBHUTE MPEABHICHN BO CTaBOT 5 HAa OBOj YJICH.

Poxot oz cTtaBOT 6 Ha 0BOj WICH NpeCTaHyBa Ja Te€4e O] JEHOT Kora AreHiujara ke modapa
O] CIlelMjanu3upaHaTa MpOJaBHUIA 32 MEIUIMHCKH NOMarana Ja JOCTaBU JOTOJHHUTEIHA
JOKyMEHTaIlija, OJHOCHO IOJIATOIH 32 KOM CE CMETa JIeKa CE HEOIXOIHH U POKOT MPOI0JDKYBa
Jla Te4e OJ] ICHOT Ha UCIIOJIHYBAKETO HA OapameTo Ha ATeHIMjaTa.

Crnenujanu3upaHuTe MPOAABHUIIM 33 MEIUIIMHCKHU TOMaraja 3aluilaHd BO PETUCTapoT Ha
CTeLHja3upaHy MPOAABHUNIN C€ JODKHH Ja BPIIAT PEAOBHO aXypUpame Ha JOCTAaBEHUTE
MHPOpPMALIMU M JIa JI0CTaBaT 10 AreHIMjaTa JOKyMEHTalMja, OJHOCHO MH(pOpPMAalUU 3a CHUTE
IPOMEHH BO aKTUBHOCTUTE Ha ITPOMET Ha MaJjo, a IITO TO 3aCeraar jaBHOTO 3/1paBje.
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MUHHCTEPOT 3a 3APABCTBO T'M MPOIHUIIYBa YCIOBHTE MO OJHOC Ha MPOCTOPOT, OMpeMarta,
KaJapoT W MOTpeOHaTa MOKyMEHTAIlMja 3a 3allMIyBamkbe BO PETHCTAPOT Ha CICIUjaTH3UPaHU
MPOJIaBHUIIM 32 MEAMIIMHCKY IOMaraia, Kako U HaJIOMECTOLUTE ITO Tpeba Ja ce miarar.

Unen 131
AreHIMjaTa BOJM PETUCTAp Ha MPOW3BOAUTEIIM M PErHCTap Ha MpPaBHU JIMIIA KOW BpIIaT
NpOMET Ha TOJEMO M TNPOMET Ha MaJi0 CO MEAMIMHCKU IOMaraja, Kako W PEerucrap Ha
MEIMIIMHCKY IToMaraja JOCTallHA Ha Ta3apoT Bo PemyOimka Makenonwuja.
MUHHCTEPOT 3a 37PaBCTBO T'M MPOMNHUIITYBa OpMaTa U COAPIKUHATA HA PETUCTPUTE O] CTABOT
1 Ha OBOj WiCH, HAYMHOT HA HUBHOTO BOJICH-€, HAYMHOT Ha JaBame Ha MOAATOLH O] PETUCTPHUTE,
KaKO M HaJIOMECTOIIMTE TIOBP3aHH CO €BUICHTUPAHETO.

IV.5. O3HAYYBAIKBE HA MEJIMIIMHCKU ITOMAT'AJIA

Ymen 132

MenuiuHCKUTE 1oMarajia IITO e BO MPOMET Mopa Ja OMAaT O3HAauYe€HU BO COTJIACHOCT CO
oJlpeI0UTE Ha OBOj 3aKOH, HA HAJIBOPEIIHOTO M KOHTAKHOTO MaKyBamke Ha MaKeIOHCKHU ja3uK U
HErOBOTO KUPHUJICKO TUCMO M J1a COAPIKAT YMaTCTBO 3a yIoTpeoa.

MeauuuHCKOTO momMarano Mopa Aa Ouje 03Ha4eHO Ha MaKyBameTO HajMaJKy CO:

- “H(OPMAIIMH 32 TTPOU3BOJAUTENIOT, OJJHOCHO YBO3HHUKOT,

- nHpopMaIK NOTpeOHHU 3a UIeHTU(UKAIIM]a HA MEAUIIMHCKOTO TIOMarajio ¥ Coap>KuHaTa Ha
MaKyBambETO,

- MOTpEOHHUTE O3HAKU (,,CTEPUITHO”, ,,CTICIM]a]THO HATIPABEHO , ,,3a KIIMHUYKHU UCIIUTYyBama’ ,
“3a eIHOKpaTHA ynorpeda “ u Ipyru),

- KoJ 3a uaeHTudukanmja,

- pok Ha ynotpeba,

- YCIIOBH 32 CKIIaJINpambe,

- CIICIMjaJICH HAYMH Ha KOPHUCTEHHE,

- IpeAyInpenyBama U

- HaMeHa U JAPYyTrH UHGOPMAIMH TOBP3aHU CO COOJBETHOTO KOPHUCTEHE HA TTOMArajoTo IITO
O 3aceraar jJaBHOTO 3JIpaBje.

VYnarctBoTo 3a ymoTrpeba Ha MEIUIIMHCKOTO TOMarajo mopa jJa Ouje HamuiiaHo Ha
MaKeJIOHCKH ja3UK U HETOBOTO KUPHIICKO MTHUCMO.

YnaTcTBoTO 32 yrnorpeda Ha MEAWIIMHCKOTO TIOMAarajio OCBeH WH(OPMAIMUTE OJ CTaBOT 2 Ha
OBO] WJIEH, MOpa J1a COIpKU W MHPOpMAIUH 3a HecakaHWTe e(eKTH, AeTaau 3a COOJBETHATa
WHCTANAllMja W TIpOBEpKa Ha aJeKBaTHaTa ymorpeda, Kako ©W Jpyrd uHPOpMAIUuu 3a
MEIUIMHCKOTO ITOMarao.

MUHUCTEPOT 3a 3IPABCTBO ja TPONHINYBA COAPKMHATA W HAYMHOT HA O3HAYYBamke Ha
HAJBOPEIIHOTO M KOHTAKHOTO MaKyBame, KAKO M YMAaTCTBOTO 3a ymorpeba Ha MEIUIIMHCKOTO
IomMarajo.

IV. 6. KITMHUYKU UCTIMTYBAILA HA
MEJINLIMHCKA TIOMATAJIA

Ymen 133
Kinuanukure wucnuTyBama Ha MEIUIMHCKUTE IOMaraja ce OJHECyBaaT Ha OTKpPHUBAmC,
OJIHOCHO TIOTBpAyBame Ha 0e30eAHOCTa HAa MEIMIIMHCKUTE IoMaraja, HHUBHAaTa KOPUCHOCT U
YCOTJIAaCEHOCT CO OMIITHTE W MOCEOHUTE YCJIOBH BO COTJIACHOCT CO HaMeHarta JAepUHUpaHa O]
CTpaHa Ha MPOU3BOAUTENIOT.
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KnuanukuTe ucnuryBama Ha MEIUIIMHCKUTE IOMaraia r'd BpIIaT caMo MPaBHU JIUIA KO TH
HCTIOJIHYBAAaT yCIOBHUTE TI0 OJTHOC Ha MPOCTOPOT, ONpeMaTa U KafaapoT, KaKo U JPYTUTE YCIOBH U
Hayela Ha T0OpUTE MPAKCH U CE OBJIACTEHHU O] CTpaHa Ha MUHUCTEPOT 3a 3JPaBCTBO.

[TocTamkaTa Ha KJIMHUYKH MCOUTYyBamka HAa MEIUIMHCKUTE IOMaraja Mopa jJa € BO
COTJIACHOCT CO MOJICPHUOT HAy4YeH M TEXHUYKU Pa3BOj U CO €TUUKHUTE Hayesa Ha XeJICHHIIKATa
JeKIapanyja U JApyrd patnu(UKyBaHH MeETyHapOJHH JOTOBOPH, KaKO W BO COIJIACHOCT CO
Hauenara Ha JoOpaTa KIMHHWYKA IMpaKca W CO 3aJ0JDKHTEIHATa M TapaHTUpaHaTa 3alITHTa Ha
JWYHUTE MOJATONHN M IPaBaTa Ha UCTINTAHUIINTE.

JIOKyMEHTHUTE 3a KIMHHYKUATE UCITUTYBamka Ha MEIUIIMHCKUTE ToMaraja Tpeda /1a Th CoapKar
pe3yATaTUTE O]l UCIIUTYBambaTa, OMUIIIAaHU BO JOBOJEH 00eM M O0JeKTHBHO 3a J]a CE€ OBO3MOXKH
00jeKTUBHA eBalyalllja Ha OJHOCOT PU3MK/KOPUCT 3a MAlMEHTOT, IMpoleHa Ha OezbenHocTa U
KOPHCHOCTAa Ha MEIUIMHCKOTO MOMAarano, Kako M MHCICHE 3a Toa Jald MEIMIUHCKOTO
[IOMarajo € BO COIJIACHOCT CO ONIUTHUTE M IMOCEOHH YCIOBHU OJf OBOj 3aKOH W HaMeHaTa
neduHMpana o] cTpaHa Ha MMPOM3BOAUTEIOT.

Vcnuranunure BO KIMHUYKOTO HCIHUTYBame Mopa Ja OujmaT HMHOOpPMUpPAaHU 3a CHTE
pEJIeBaHTHM MOJATONM 33 HCIHTYBAamkETO, 3a IENTa Ha HMCHUTYBAamETO, HEroBaTa IPHUPOJa,
MOCTanKaTa U MOXKHHUOT PU3HK, HA HAYMH KOj UM € pa30upiuB U BO MUCMEHa (opma.

KnuHnukoTO MCIUTyBame HAa METUIMHCKOTO ITOMAarajlo MOXe Ja Ce BpIIM CaMoO aKo
UCTIIMTAHUKOT JaJ]e MIMCMEHA COTJIACHOCT.

CoryacHOCTa O CTaBOT 6 Ha OBOj WIEH MOKE BO CEKOj MOMEHT Jia Ce MOBJIeYe.

[Ipen oTHOYHYBamHETO HAa KIMHUYKUTE HCIIMTYBakba, IPABHUTE JIMLIA KOU BPIIAT U CIIOH30pHPaaT
KIMHAYKM HWCIUTYBama Ce€ MOJDKHM, Mpel IOYETOKOT Ha MWCIUTYBAambETO Ja TH OCHIypaaT
UCTIMTAHUIIUTE 3a CIIy4yaj 3a HACTaHyBamke Ha IITETa IO 3]paBjeTO Ha THE JMIA, a Koja e
NpeIu3BUKaHa CO KIMHUYKOTO WCIUTYBambe€ Ha MEIUIMHCKOTO IIOMarajo BO COITIACHOCT CO
OIIITHUTE MPOTIMCH 32 OCUTYPYBAIbE 3 IITETA.

Unen 134

[Ipen oTno4YHyBamke CO KIMHUYKOTO UCIUTYBamhEe HA MEIUIIUHCKOTO [TOMaraio, CIOH30pOT Ha
KIIMHUYKOTO HWCIUTYBAaWkE WM HETOBHOT OBJACTCH MPETCTABHUK € JOJDKEH Ja T0 IpHjaBU
KJIMHUYKOTO MCTIUTYBamke BO ATeHIIM]jaTa.

[TpujaBaTta 3a KIMHUYKOTO HWCIHUTYBaEk€ T COIAPXKU  HHPOPMAIMUTE 332 MEAUIMHCKOTO
rmomarajio, CuTe moTpeOHn WHGOpMAaIUK 3a PE3yJTaTUTE O]l UCIHUTyBamara Ha 0e30eaHOCTa Ha
MIPOU3BOJIOT U PE3YJITATHTE OJ] HAIIPABEHUTE KIIMHUYKH UCTIUTYBakha HA TOA MOMArajio Uil CIMYHO
MoMarajgo, MpPOTOKOJ 3a KIMHUYKOTO MCIUTYBamke, COrfacHOCT of FETuukara komucHja,
uH(pOpMHUpaHa COTIACHOCT, WH(POPMAIMK 32 UCOUTAHULIUTE W JIPyTrd MHPOpMAIMU MOTPEOHU 32
0/100pyBamke, OJHOCHO 0I0MBambE HA UCTTUTYBAETO.

Ako Arenmnujatra Bo pok ox 30 1eHa He OArOBOPH HETaTMBHO HA TpHjaBaTa 3a KIMHUYKO
HCIUTYBaWkE Ha MEAMIIMHCKOTO TIOMAarajio ce cMeTa Jieka Ha TIOJJHOCUTEJIOT My Ce€ JI03BOJIyBa Jia
OTIIOYHE CO KIIMHUYKOTO UCTTUTYBake HA MEIUIIMHCKOTO MTOMAarasio.

ArenHnyjara € 10/0kHa BO pok o1 30 geHa na 1o mHGOPMHpA MOTHOCUTENIOT 32 TPUUYUHHATE 32
0I0MBakE HA MPETIOKEHOTO KIMHIUYKO HCIHUTYBAKE HA METUITUHCKOTO TIOMAraio.

Pokot on ctaBOT 4 Ha OBOj WiIEH MpecTaHyBa Ja Teue o] JACHOT Kora AreHiujata ke mobapa
O]l TOJHOCUTENIOT Ha KIWHUYKOTO HCIHUTYBAlkE Ja JTOCTaBH JOMOJTHHUTETHA JTOKyMEHTAIH]a,
OJIHOCHO IO/IaTOIIM 32 KOU C€ CMETa JIeKa Ce HEOMXOJHH M POKOT MPOJ0JIKYBA Ja Teue O JEHOT
Ha UCIIOJHYBAkETO Ha OapameTo Ha ATeHIujara.

Unen 135
CHoH30pOT MM HErOBUOT OBJIACTEH NPETCTaBHHUK ja WU3BECTyBa ATEHIMjaTa 3a CHTE
peNieBaHTHU IIPOMEHHU HACTAaHATH BO TEKOT HA KIMHUYKUTE UCIUTYBambA.
AKO CIOH30POT WJIM HETOBHOT OBJIACTEH MPETCTaBHHK HE J00ME HEraTHBEH OJATOBOP OJ
ArennujaTa Bo pok ox 30 1eHa, MOXKe /1a ja BOBEZIE TPOMEHaTa.
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Unen 136

Bo cnyuaj Ha HeodeKyBaHH, CEpUO3HH, HECAKAHU PEAKIUH, OJHOCHO CIy4Yad KOW HacTaHAJe
BO TEKOT Ha KJIMHUYKOTO MCIUTYBame, CIIOH30pOT BEIHAII ja M3BecTyBa AreHuujara, ETnukara
KOMICH]a ¥ IPABHOTO JIUIE O WIEHOT 87 cTaB 2 Ha OBOj 3aKOH.

3a motpebuTe Ha jaBHOTO 3PAaBCTBO, ATeHIMjaTa MOXKE Jla HapeIu MPUBPEMEHO, OJHOCHO
TPajHO TPEKHHYBamke HA KIMHUYKHTE HCIMTYBama, HAA30p Ha KIMHWUYKHTE HCIHUTYBama, H
YCOIJIaCEHOCT Ha KIMHUYKUTE MCIUTYBamka CO Hayesjara Ha joOpaTa mpakca M MPOTOKOJIOT Ha
HCIINTYBAmbETO, BO COTTIACHOCT CO OBOj 3aKOH .

Ymnen 137
MUHHCTEPOT 3a 3ApaBCTBO ja TPOMHUIIyBa MOTpeOHATa JTOKYMEHTAlMja W HAaYMHOT Ha
MpPHjaByBamkbe HAa KIMHWYKA WCIUTYBalkba W HACTAHATH TPOMCHH, W3BECTYBakbe HA HECAaKaHU
pEaKIMy U HACTaHH, OJTHOCHO WHIIUJCHTH, YCJIOBUTE KO Tpebda Jla TH MCIIOJIHAT MPABHUTE JIUIIA
KO BpPIIAT KJIMHUYKHA HCIUTYBamba HA MEIUIIMHCKU TIOMarajia, Kako ¥ TPOIIOIMTE ITO Tpeba
Jla ce IuIarTar.

IV.7. MATEPUOBUT'JIAHIIA

Unen 138

Oppenbure on uneHoBure 87 m0 89 Ha OBOj 3aKOH KOM C€ OJHECyBaaT Ha
(apMaKOBUTWIJIAaHIIATa, COOJBETHO C€ TPUMEHYBaaT M 3a MEIMIIMHCKUTE IOoMarajia Kako
MaTepHUOBUTHJIAHIIA.

MUHHCTEPOT 3a 3PaBCTBO T'M MPONHIIYBa HAYMHOT 32 U3BECTYBAHE HA HECaKaHU e(DEeKTH 3a
BpeMe Ha KOPHUCTCHETO Ha MEAUIMHCKOTO IIOMarajo, BHIOBHTE Ha PpEaKIUUTE INTO TH
NpeIM3BUKYBaaT, MOCTANyBakEeTO HAa  3PaBCTBEHHTE PAOOTHUIM M J100aBYyBauuTe, KaKO H
HAYMHOT Ha OpraHM3Mparme Ha CHCTEMOT 3a CIICCH¢ Ha HecakaHWTe e(DEeKTH W PEaKIHHTE O]
MEIUIUHCKUTE TIOMarara.

IV. 8. OI'JTACYBAIBGE HA ME/JULIMHCKHU ITOMAT'AJTA

Unen 139
Opnpenoure on I'maara III.7. Ha OBOj 3aKOH, IITO CE€ OJHECYBaaT Ha OIJACyBameTO Ha
JIEKOBUTE, C€ IPUMEHYBAaT COOJABETHO HA OIJIACYBAETO HA MEAULIMHCKUTE ITOMaraa.
Ce 3a0paHyBa orjacyBame Ha MEIUIIMHCKY ITOMarajia IITo ¢€ KOPUCTAT caMO BO 3/IpaBCTBEHU
YCTaHOBH.
MI/IHI/ICTepOT 3a 3APaBCTBO I'0 HNpPOINHIIYBA HAYMHOT Ha Or1aCyBamke€ Ha MCEAUIMHCKHUTC
romMaraja HaMeHeTH 3a 3[paBCTBEHUTE paOOTHULIM U IIMPOKaTa jJaBHOCT.

IV. 9. JOHALIUM HA MEJIULIMHCKU
TTOMATAJIA

Ynen 140
Onpendute ox I'maBara II1.9. Ha OBOj 3aKOH MITO ce OAHECYBaaT Ha JOHAIIMM Ha JIEKOBH
COOJIBCTHO CC HpI/IMeHYBaaT 1 Ha JOHAIIUM HAa MCIOUIIMHCKHU IToMaraja.
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V. HAJI30P

Yien 141

HanzopoT Han cipoBeyBameTo Ha OBOj 3aKOH IO BPIIM MUHUCTEPCTBOTO 32 3/IPaBCTBO.

WMHCneKknucKUOT HAA30p HAJ MPHMEHATa HAa OBOj 3aKOH IO BpIIM AreHIUjaTa, TPEKy
(bapMaleBTCKN MHCIIEKTOPH.

[To mckIydoKk Ha CTaBOT 2 OJ OBOj WICH WHCIEKIIMCKHOT HAI30p BO OJHOC HAa IICHUTE Ha
JIEKOBUTE T'0 BpIIaT (PUHAHCHUCKU WHCIIEKTOPHU 3a€THO O (papMaIeBTCKUTE HHCTIEKTOPH.

[To mckiydok Ha CTaBOT 2 OJ OBOj WICH WHCIEKIIMCKHOT HAI30p TMPH YBO30OT TO BPIIAT
CITy»OCHHUIIUTE BO LIAPHHA 3aeIHO cO (apMalleBTCKUTE UHCIIEKTOPH.

Unen 142

dapmaieBTCKi MHCIEKTOP MOXE Ja OWJie JIMIIe KOe T'M HCIOJHYBa YCIOBHTE YTBPICHH CO
3aKOHOT 3a JIp>)KaBHUTE CIYOEHUIIM, ]a ©IMa BUCOKO 00pa3oBaHue - (hapMaleBTCKH (aKyaTeT U
HajMaJIKy TPH TOAMHHU pabOTHO UCKYCTBO BO CTPYyKaTa.

dapmaneBTCKUTE MHCIEKTOPH T'M HAa3HaYyBa MUHHCTEPOT 3a 3/PABCTBO BO COTJIACHOCT CO
3aKOHOT 3a AP>KaBHHUTE CITYKOCHHULIH.

AreHIjaTa MOKe J1a aHTaXHUpa EKCIEpPT BO MOJETO Ha (papmanujaTa, MEIUIIMHATA U JPYTH
peneBaHTHH 00JacTH 3a BpIICHE HA ONJCTHH CTPYYHM AaKTHMBHOCTH OJ BaXKHOCT 32
MHCIICKIIUCKHAOT HA/I30D TPE, 32 BpEME WIIH 0 BPIICHE Ha MHCIIEKIIMCKUOT HA30D.

®apmareBTCKUOT MHCIIEKTOP € HE3aBUCEH BO PAMKUTE HAa CBOUTE MpaBa U OOBPCKH.

Unen 143
WHCIEKIMCKHOT HAa30p Ce BPIIM PEIOBHO, CUCTEMATCKH COTJIACHO CO YTBPZEH IUIaH Kako U BO
CITy4aj Ha COMHEX.
MHCNEeKIMCKUOT HA/130p ce BPILH 0e3 MPEeTX0IHa HajaBa.

Unen 144
®apmaneBTCKUOT HHCIIEKTOP CBOETO CIIyKOEHO CBOJCTBO I'0 JOKa)yBa CO JISTUTUMAIIH]a.
dopmata U COAPKUHATA, KAKO U HAUMHOT Ha MU3/IaBakbETO U OJ[3€MAmbEeTO Ha JIETMTUMAIjaTa
I'¥l IPOMHIITYBa MUHHCTEPOT 3a 3/[PABCTBO.

Unen 145

®apmalneBTCKUOT HMHCHEKTOP CO pPEUIeHHe TI'M ONpeieNyBa MEpPKUTE 3a KOM € OBJIACTEH,
COTJIACHO CO TPOIMCHUTE 3a OIIITaTa YIpaBHA MMOCTAIKa, OCBEH KOTra € T0a MOWHAKY OIpPEeesICHO
CO OBOj 3aKOH.

[IpaBHUTE nUIIa ce MODKHH Ja TH H3BpHIIAT MEPKHUTE COJPKAHH BO pPEIICHHUETO Ha
MHCIIEKTOPOT.

JXKanbara 1o peneHneTo He ro ojyIara HEroBOTO U3BPIIYBAbE.

ITo xanbara MpOTUB peLIEHHETO Ha (PapMaleBTCKUOT MHCIEKTOP BO BTOpP CTENEH pellaBa
MUHHCTEPOT 3a 3J[PABCTBO.

Bo ciryuaj Ha noBpena Ha ojpendara ol cTaBoT | Ha 0BOj WieH, (hapMaleBTCKUOT HHCIIEKTOP
OJroBapa 3a MOBPEa Ha CIIy>KOEHO OBIACTYBAHkE BO COTVIACHOCT CO 3aKOH.

V. 1. THCIIEKIIMCKU HAZI30P HA JIEKOBU

Ymen 146
®apmMalleBTCKMOT HMHCIEKTOP, BO BPIIECHETO HA HAA30pOT Ha JIEKOBUTE HMMa MPaBO M
JIOJIKHOCT J1a:
1) u3gane 3abpanHa WU MPUBpPEMEHA 3a0paHa 3a MPOU3BOJICTBO, UCIHUTYBAKkE, CTaBambEe BO
MpPOMET Ha JICKOBU WJIM Ha KOHKPETHAa cepuja Ha JICKOBHU TMOpaJdl HEYCOTJIaceHOCT CO
MPOTMUILIAHUTE YCIIOBH;
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2) My Hapeau Ha MPaBHO JIMIIE J1a TO YCOTIach CBOETO pabOTEHhE CO YCIOBUTE PEIBUACHHU BO
OBOj 3aKOH BO POK OJ1 HAjMHOTY IIECT Mecela OJ1 MPHEeMOT Ha HapeadaTa co Koja ce MpeIBUIyBa
BaKBa MEPKa;

3) 3abpaHu cTaBame BO NMPOMET Ha JICKOBH, OJHOCHO CEpHja Ha JICKOBH INTO HE € BO
COTJIACHOCT CO TNPONHIIAHUTE YCIOBH WJIM € INTETHA 3a YMoTpeda Mo MPONHIIAHUTE YCIIOBH,
KOTa HeMa TEpareBTCKU e(EeKT WIHM TMaK WMa HETOBOJICH OJHOC PU3HK/KOPHCT BO PaMKHUTE Ha
NPOIUIIAHKUTE YCIIOBH 3a yIOTpeOa;

4) Hapenu YHUINTYBam€ HAa HEHCIIPABEH JIEK BO COTJIACHOCT CO IMPOMHCHTE 3a 3aIITHTA Ha
KMBOTHATa CPEAMHA;

5) 3a0paHu yBO3 Ha JICKOBH ILITO HEMaaT OJI0OpEHHE 3a CTaBalkE€ BO MPOMET WIIM 0JI00pEHHE
3a yBO3, WM MaK JICKOBU IITO CE€ TPAHCHOPTUPAHH BO CIPOTHUBHOCT CO YCJIOBHTE JICKJIApPUPAHH
0]l CTpaHa Ha MPOU3BOANUTEINOT;

6) 3eMe MPUMEPOK OJ1 JIEKOT 3a IOTPEOUTE Ha KOHTPOJIaTa BO COTJIACHOCT CO OBOj 3aKOH;

7) Hapeau MPUBPEMEHO MOBIIEKYBamkE HA JIEKOT, OJHOCHO CEpHja Ha JIEKOT OJ] TPOMETOT WIIH
Ja ja oa3emMe cé 0 KOHEYHaTa OJUlyKa Ha AreHmujarta, ako IOCTOM COMHEHHE JeKa He To
3aJI0BOJTyBa MPOIMUIIAHUOT KBAJIUTET;

8) oa3eMe JIEKOBH IITO C€ MPOM3BEICHH, OJHOCHO CTAaBEHU BO MPOMET O CTpaHa Ha MpPaBHU
JIMIIa KOM He ToceyBaaT 0JJ00pEeHHUE 3a MPOU3BOICTBO, OJTHOCHO MTPOMET Ha TOJIEMO;

9) 3abpanu oriacyBame Ha JICKOBU LITO HE € BO COIJIACHOCT CO OBOj 3aKOH M Jla Hapeau
OTCTpaHyBame OJHOCHO YHHIITYBalk€ HAa MAaTepHjaJIOT INTO Ce KOPUCTEN 3a OIJIaCyBame Ha
JIEKOT;

10) ro naeHTHUKYBA JTUIETO KOE TH MPEKPIIMIO OJIpeaOUTe Ha OBOj 3aKOH M J1a T J00ue
HETOBUTE JIMYHU TTO/IaTOLIH;

11) 3a0paHu KIMHUYKO UCITUTYBAKkE HA JIEK IITO OTIIOYHAIO 0€3 MPEIX0IHO J1a Ce MCIIOTHETH
YCJIOBUTE MPOIUIIAHH CO OBOj 3aKOH;

12) Hapenu ApyrM MEpKM U Ja ONpeAeNd pPOKOBH 3a HHUBHO M3BpIIYBamkE 3apaju
yCoTJacyBame Ha MPABHUTE JIMIA CO OBOj 3aKOH M MPOITUCHUTE JOHECEHH! BP3 OCHOBA HA 3aKOH U

13) BO cirydaj Ha MoBpeaa Ha OJpeIOUTE HA OBOj 3aKOH MOBEJE MPEKPIIOYHA ITOCTAIKA TIPEJT
HaJUIC)KHUOT CYI.

WHCTIEKTOPOT KOj BO BPIICHETO HA HAJ30pPOT KOHCTATHpa JeKa MMa €JIEMEHTH Ha CTOPEHO
KPUBUYHO JIEJIO € JJOJDKEH BE/IHAII 32 TOA J1a TO N3BECTH HAUIC)KHUOT OpTaH.

Unen 147

[TpaBHUTE NMIIa YrjamTo paboTa MOAJIEKH HA HA/JI30p COTJIACHO CO OBOj 3aKOH C€ JOJDKHH Ja
OBO3MOJKAaT HEMPEYCHO BPIICHE Ha HAI30pOT, OCCIUIATHO J1a UM CTaBaT Ha pacrojarame Ha
OpraHuTE 3a HAA30p YTBPICHH CO OBOj 3aKOH MOTpeOeH Opoj MOCTPU Ha JIEKOBH CO KOU
pacrioyiaraat, Kako U MoTpeOHUTE MMOIaTOLN BO BPCKA CO MPEAMETOT Ha HAI30POT.

[Tpu Bpmiewe Ha MHCIIEKIMCKU HAI30p, PapMarieBTCKUOT WHCIIEKTOP MMa MPaBo Ja W3BPIIH
YBUJI Ha JICJIOBHUTEC M JPYTUTE MPOCTOPHH, OMpEMara, MPOIEecoT Ha paboTa, MPOU3BOAUTE U
JIPyTH CTOKH, JOKYMEHTUTE 3a WACHTU(HUKAIHMja U IPYrH AOKYMEHTH, Ja OJ3eMe IPOHM3BOIM,
JIOKYMEHTH WJIA TIPUMEPOIIH CO TIeJT 32 00e30e1yBame Ha TOKa3u U MOJATOIH, KaKo H Jia pe3eMe
JIpyrd akTUBHOCTH BO paMKHUTE Ha OBJIACTyBambaTa.

®dapmaieBTCKUOT WHCIIEKTOP BO BPIICHETO HAa MHCICKIIMCKHOT HAI30p MMa MPaBO Jla Bie3e
BO HNPOCTOPHUUTC Ha MTPOU3SBOJUTCIIMTC, NPABHUTC JIiMIA 3a MNPOMET HAa TOJIEMO U MaJIO H
HOCHUTEJINTE Ha 0JJ00peHHrjaTa 3a CTaBamke BO MPOMET Oe3 orjie Ha pabOTHOTO BpeMe, BO HUBHO
NPUCYCTBO U €3 HUBHA JI03BOJIA.

dapmareBTCKHOT MHCIEKTOpP WMa TMpaBo jJa mobapa acHCTEHIHja Of MOJMIHjaTa ako €
noTpeGHO.

43 ox 51



,Cnyx6eH BecHnk Ha PM" 6p. 106 oa 05.09.2007 roamHa

Ymen 148

Ha mpaBHOTO nHirie My ce oa3ema J03BojiaTa 3a paboTa ako Mo BTOp MaT My Ce U3peue HeKoja
0l MEpKUTe o wWieHOT 146 Ha OBOj 3aKOH, CO MPABOCHIIHO pelIeHHe Ha (apMareBTCKHOT
HHCIIEKTOP.

Pemenuero 3a on3eMame Ha 103BojIaTa 3a paboTa ro 10HeCyBa ATeHIMjara.

[TpoTuB pemieHNeTo oJ1 CTaBOT 2 Ha OBOj WICH MOXKE JIa CE M3jaBH jkajbda J0 MHUHHCTEPOT 3a
3JIPaBCTBO.

[IpaBHOTO JIMIle HA KOE€ My € OJI3EMEHA J[03BOJIaTa 3a padoTa ce OpHIe O] COOABETHHOT
perucrap.

Ymen 149

dapmMareBTCKHOT UHCIIEKTOP MOXE Ja OMPEe/EeIH JICKOBUTE IITO T 3a0paHUiI 3a MPOMET Aa
OCTaHaT Ha YyBamE€ Kaj MPaBHOTO JIMIIE Kaj KOE C€ 3aTeKHATH.

JlexoBuTe 071 cTaBOT 1 Ha OBOj WIEH CE YyBaaT MOCEOHO M3ABOCHU, 3aIIaKyBaHU M O0CIICIKAHH.

dapMareBTCKUOT MHCIIEKTOP BO 3aMCHUKOT 3a 3eMamhe MOCTPH T'0 MPUIIOKYBA U MOMUCOT Ha
JIEKOBUTE O] CTABOT | Ha OBOj YJICH.

ITo uckmydok ox ctaBoT 1 Ha 0BOj uiieH, a 3apaau 6e30eqHOCT (hapMalleBTCKUOT UHCIIEKTOP
MOJKE J1a TH OJ[3€M€ JICKOBUTE IIITO TH 3a0paHUII 33 MPOMET.

Unen 150

dapMareBTCKMOT MHCIEKTOP COCTaByBa 3alMCHUK 33 CEKOj M3BPIICH WHCIIEKIMCKH HA/I30p,
BO KOj ja KOHCTatupa (aKTHYKH yTBPACHATA COCTOj0a.

@dapMareBTCKMOT HHCIIEKTOpP H37aBa Hapeqda Ha 3alUCHUK 3a WTHO W HEOJJIOKHO
OTCTpaHyBambe Ha YTBPJCHUTE HEIOCTATOLN BO CJICHUBE CITy4YaH:

1) xora pU3UKOT MO 37paBjeTo, OJHOCHO HEMOCPEIHATa OMACHOCT MO YKUBOTOT HAJIOKYBa
UTHO Mpe3eMambe Ha COOJIBETHU MEPKH U

2) Kora TOCTOM PHU3MK O] IPUKPUBamkE, 3aMCHA OJJHOCHO YHHIITYBamE Ha JIOKa3H JTOKOJIKY
MepKaTa He C€ CIIPOBE/IC BEIHAIIL.

Bo cimyyante on cTaBoT 2 Ha 0BOj WieH, (apMaleBTCKUOT HHCIIEKTOP JOHECYBa PEIICHHE BO
pok ox 48 yaca 1o U3aBamkeTO HAa HapeadaTa.

[TpoTuB penieHneTo o CTaBOT 3 Ha OBOj WICH MOJXKE J]a Ce M3jaBH kKajba 0 MUHHUCTEPOT 3a
37paBCTBO BO POK O] OCYM JI€HA OJ ACHOT Ha IPHUEMOT Ha PEILICHHUETO.

JKanbata mo pemeHreTo He To OjJIara HErOBOTO H3BPIIYBAbE.

Unen 151

Bo cimyuaj xora mpaBHM JMIla KOW TPOW3BEIYBAaT JIEKOBH, OJHOCHO BpIIAT TPOMET CO
JIEKOBH, OJJHOCHO UMaaT 0JJ0OpeHHE 3a CTaBamE Ha JIEK BO MPOMET, OJydaT Ja He ro Imiacupaar
JIEKOT WJIM J1a TIpeCTaHaT co cHaOAyBame Ha JIEKOT 3apajy HEroBaTa IeHa, (papMameBTCKUOT
WHCIIEKTOpP MOKE Ja Hapeau MPOMET, OJHOCHO HAaTaMOIIIEH MPOMET Ha JIEKOBUTE 3a MEPUOJI OJT
TpU Mecena, ako 0e3 oBaa MepKa CepHuO3HO OU ce 3arpo3miio CHaOIyBameTO CO JIEKOBU U O
MMaJio HEraTUBHU MOCIIEANIINA BP3 JaBHOTO 3IpaBje.

[IpaBHO JMIIe OTOBOPHO 3a IIEHATa Ha JIEKOT IITO € CTABEH BO MPOMET, a KO TO CTaBa JIEKOT
BO IIPOMET CIPOTHBHO Ha 0o/peaAduTe 3a (popmupame Ha IIEHH YTBPACHH CO OBOj 3aKOH, Tpeda BO
pok on 15 nena mo Hapenbarta Ha MHCTEKTOpuTe Of wieHOT 141 cTaB 3 Ha OBOj 3aKOH, Ja ja
yCOTJIacH IIeHaTa Ha JICKOT CO OApen0uTe Ha OBOj 3aKOH M Ja ja IJIaTH pa3jiuKaTa BO IleHATa Ha
JICKOT.

Unen 152

®dapmaneBTCKUOT MHCIEKTOP € JO0JDKEH J1a TM YyBa Kako KiacupuiupaHa HHGpOpMaluija cute
(dakTy ¥ MOJATOLM IITO TH JO3HABAa BO TEKOT HA BPIICHETO HA MHCIIEKIIMCKUOT HAA30p, a LITO ce
JIOBEPJIMBYU HJIU MPETCTAaBYBAaT TajHa BO OJIHOC HA MHTEPECOT Ha MPABHOTO JIUIIE.
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V.2. UHCIIEKIIMCKU HA/I30P HA MEJULIMHCKU TTOMATAJIA

Unen 153

Onpenodure ox ['maBata V.1. Ha 0OBOj 3aKOH COO/IBETHO C€ NMPUMEHYBAaT U HA MHCIIEKIIUCKUOT
Ha/130p Ha METUIIMHCKUTE IIoMarania.

®dapmarneBTCKUTE HHCIIEKTOPH UMaaT MpaBo | JOJDKHOCT J1a TH Tpe3eMaT CICTHUBE MEPKH:

1) ma ro cneaar cUCTEMOT 3a KOHTpOJIa Ha KBAJIUTETOT Ha MPOU3BOIUTENOT HA METULIMHCKOTO
roMarajio, ako € MOTpeOHO, MPOCTOPUHTE Ha M00AaByBAauOT WIJIM JAPYTH IPOM3BOAMTEIN INTO
yUYeCcTBYBaaT BO JIEJIOT HA MPOU3BOICTBOTO;

2) nma HapemaT COOJBETHHM HCIHTYBama HAa MEIUIIMHCKOTO TMOMAarajio 3a Ja ce MpOICHH
HeroBaTa cooOpa3HOCT BO COIVIACHOCT CO OBOj 3aKOH M 3aKOHOT 3a 6€30€HOCT Ha POU3BOJUTE;

3) nma 3eMar MPUMEPOK OJ MEIWIMHCKOTO IOMAarajio W Ja HapedaT OlleHa Ha Herosarta
CO00pa3HOCT Kaj OBJIACTEHO TEJIO 3a OLIEHA Ha COOOPa3HOCT CO 11e1 Ja ce MPOBEpH co0Opa3HOCTa Ha
MEMIMHCKOTO TIOMAarajo CO MPONHIIIAHUTE yCIIOBH;

4) na 3a0paHaT WM MPUBPEMEHO Ja 3a0paHaT MPOU3BOACTBO, UCIUTYBAKE MM CTABAHE BO
POMET Ha METUIIMHCKO MTOMaraio, 3apaJd HEyCOTJIACCHOCT CO MPOMUIIAHUTE YCIOBH, OJJHOCHO
3arpo3yBame Ha JaBHOTO 3/IpaBje;

5) mpuBpeMeHO Ja 3adpaHaT MPOMET Ha MEAMIIMHCKO MOMAarajo MITO He € BO COTJIACHOCT CO
NPOMNMILIAHUTE YCIOBHU, OHOCHO BO JAPYTH CIy4dau YTBPAEHU CO 3aKOH;

6) mpuBpeMeHO Ha ja 3abpaHar paboTara Ha MPAaBHOTO JIMIE 3apad HEJOCTaTOK BO
coo0pa3HOCTa Ha MEJUIMHCKOTO IOMArajio co MPOIMUIIAHUTE YCIIOBH;

7) ma oazemMar MEIUIIMHCKO IOMAarajo IITO € MPOHM3BEACHO WM CTaBEHO BO IMPOMET O]l
IPaBHO JIMIIE KOE HE € 3allMIIaHO BO PErHCTapOT Ha MPOU3BOAUTEINH;

8) ma 3abpaHaT orjacyBame Ha MEIHUIMHCKO TOMAarajio ImTO HE € BO COTJIACHOCT CO OBOj
3aKOH U Jla HapeJaT OTCTPaHyBambe, OJHOCHO YHHMINTYBAaKkE HA MAaTEPUjaJIOT IITO CE€ KOPUCTH 32
OrJIacyBame Ha MEUIIMHCKOTO IIOMarajio Ha HAYWH IITO HE € BO COTJIACHOCT CO OBOj 3aKOH;

9) nma 3abpaHar BpIIEHE HAa JACJHOCT HAa NPAaBHO JIMIE uYdja paboTa M aKTHBHOCTU HE C€
YCOTJIAaCEHU CO OBOj 3aKOH BO JIaJICHUOT BPEMEHCKHU TIEPUO/;

10) na HapenaT yHUIITYBaWke Ha MEAMLIMHCKUTE IIOMaraia ITo He ce 3a ynorpeba, Ha Ha4MH
¥ TI0/1 yCIIOBH YTBPACHU BO OBOj 3aKOH U BO COTJIACHOCT CO TMPOIIHMCHUTE 32 yIPaBYBabE CO OTHA;

11) na HapenaT oTcTpaHyBame Ha HEIIPABUIHOCTUTE, OJHOCHO HEJIOCTATOLIUTE;

12) na 3abpaHaT akTHBHOCTH IITO HE CE€ BO COIIACHOT CO OBOj 3aKOH;

13) na 3a0paHaT WiIM OpPUBPEMEHO Ja 3a0paHaT BpIICHE KIMHUYKO MCIUTYBamke Ha
MEIUIUHCKO TIOMArajo IITO He € BO COTJIACHOCT CO OBOj 3aKOH U

14) na Hapenat u APYrd MEPKH BO COITIACHOCT CO OBOJ 3aKOH.

VI. ITIPEKPIIOYHUN CAHKIINHN

Unen 154

I'mo6a Bo m3nHoc ox 25.000 mo 50.000 eBpa BO AcHApPCKa MPOTUBBPETHOCT KE cE M3peye 3a
IPEKPIIOK Ha MPABHO JIUIIE, aKO:

1) ctaBu BO mpoMeT JieK cpoTUBHO Ha wieHoBHTe 11 ctaBoBu 1 u 3 u 17 cTaB 1 ox 0BOj
3aKOH;

2) cTaBM BO MPOMET MPOU3BOAM ILITO CE€ MPETCTABYyBaaT CO KAPAKTEPUCTHKH OMHUILAHH BO
neduHHUIMjaTa Ha JICKOBUTE 3a CIIPEYYBH-E WU JICKYBamke Ha OOJIECTH WM Ha COCTOjOH, a He ce
KJIacu(UIIUpaHu KaKo JEKOBU BO CMUCIIA HAa OBOj 3aKOH (wieH 12);

3) craBu BO MPOMET JIEK IITO HE € MPOM3BEAEH U KOHTPOJIMPAH BO COTJIACHOCT CO Oapamara
0]l 4JICHOT 16 Ha 0BOj 3aKOH;

4) He BOCIIOCTAaBH U OJIp>KyBa CUCTEM Ha (papMaKOBUTMIIAHLIA M HE OIIPEIENH JIUIIE OJrOBOPHO
3a (hapMaKOBUTMWIIAHIIA KOe Ke OuJie MOCTOjaHO M KOHTHUHYHpPaHO aocTanHo (uieH 19 cras 3) ;
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5) ompenenu JuIEe OAIOBOPHO 3a (hapMaKOBUTMJIAHLIA KOE€ HEMa 3aBpIIEHO BHCOKO
oOpaszoBanue o1 o0nacta Ha MeUIIMHATA WK Gapmanmjata (wieH 19 cras 4);

6) BpIIM KIMHUYKA HCOUTYBamka Ha JIEKOBM CHPOTHMBHO Ha CTHYKUTE Hayela Ha
XeJCcHHIIKATA JeKIIapalyja v co APYTH MOTIUIIAHA MeTyHapOIHU JOTOBOPH, W/WIIA Hauenara Ha
no0paTta KJIMHMYKA MpaKca W/MIU CHPOTUBHO CO 33/ 0JDKUTEIHATA W rapaHTHpaHa 3allTUTa Ha
JMYHUTE TTOJATOIHM U TIpaBaTa Ha Cy0jeKTHTE Ha HCIIUTYBambeTo (WieH 54 cTas 2);

7) BpIIM KIMHUYKU HCHOUTYBama Ha JIeK Oe3 MOJHECEHW pe3yJTaTd OJ aHATIUTHYKO U
(apMakoJIOMIKO — TOKCHKOJIOMIKO HCIUTYBamke WM HCIHUTYBalkbe Ha JIGK INTO BIHjae Ha
TeHETCKUOT KOJI Ha YOBEKOT (ujieH 54 ctaB 1);

8) mpen NOYETOKOT Ha HCHHUTYBAaWKETO HE TM OCUTYpHM HCHHUTAHHULIUTE BO CIllyda] 3a
HACTaHyBaWk€ Ha IITeTa MO 3/paBjeTo Ha THE JHIA, a KOja € MpeIu3BUKaHA CO KIMHUYKOTO
UCIUTYBaWbE Ha JIEKOT (ujieH 57 cras 3);

9) He ru npujaBu A0 AreHLHUjaTa CUTE PEIEBAHTHH MPOMEHU BO KIMHUYKOTO HCIHUTYBaHbE
(unen 60 ctas 1);

10) Bo cily4aj Ha HEOYEKYBAaHU CEPHO3HU HECAKaHW PEAKIMUU WM HACTaHU KOU CE CIIyduIie
3a BpeMe Ha KIMHHYKOTO WCIMTYBamk€ BEIHAIl HEMa Ja T U3BecTH AreHnmjara, ETndkara
KOMHCHja ¥ IPAaBHOTO JIULIE O] WIeHOT 87 cTaB 2 Ha OBOj 3aKoH (ujieH 61);

11) mpousBeayBa JieKoBU 06€3 0100peHHE 3a TPOU3BOACTBO (WieH 65 ctaBoBH 1, 2 u 3);

12) mpou3BeyBa JIeKOBU 0€3 J]a M UCIOJIHYBa YCJIOBUTE O] YICHOT 68 Ha OBOj 3aKOH;

13) He OBO3MOXH CIIPOBEIYBaWkE HAa PENOBEH WHCHEKIMCKH HAA30p, KaKO M HAa30p 1O
Oapame Ha AreHnujara (wieH 71 cras 1);

14) He ja mHPOpMHpa ATeHIMjaTa 32 CUTE€ MHIMJCHTU MM TPEUIKH HACTAHATH BO IPOIECOT
Ha MPOM3BOJICTBO MJIM 3a JIPYT'M COCTOjOM ILTO CE OJ] MHTEPEC 3a JaBHOTO 31pasje (wieH 71 craB
2);

15) He HaOaByBa JIEKOBU caMO O] IPAaBHU JIMIIa KOU UMaaT 0l00pEeHUe 3a MPOU3BOJCTBO WIH
0100peHne 3a MPOMET Ha TOJEMO CO JIEKOBH, OJHOCHO INpOJaBa Ha MPaBHU JIMIA KOW HeMaar
0J100peHue 3a MPOMET Ha ToJIEMO U MPOMET Ha MaJIo co JIeKOBH (ujieH 73 cTaB 3);

16) crabxyBa, mpoiaBa WK IUCTPUOYHUpa JICKOBH 32 KO € U3/aJICHO OJ00pEHHE 32 CTaBambe
BO NIPOMET MM JIEKOBM WLITO MMaaT OAO0OpeHHe 3a yBO3, MJIM JIEK IITO € HaMEHeT 3a
CIpOBeyBambe Ha ONOOPEHM KIMHHYKMA HCIHUTYBama, KaKO W JIEK HAMEHET 3a HAaTaMOIITHO
IPOM3BOJICTBO, Of] €JIeH Ha JIPYT, CO KyMyJIHpame Ha YTBPJCHUOT HAJOMECTOK 3a MPOMETOT Ha
rojieMo (ujeH 73 cTaB 5) Wiy BpIIHM MpoMeT Ha Maio (wieH 73 craB 6);

17) Bpmm auctpuOyIiyja Ha JEKOBU Ha rojieMo 0e3 Ja € HOCUTE Ha 0JI00pEHUETO 3a MPOMET
Ha TOJIEMO CO JIEKOBH (WieH 73 cTaB 2);

18) BpM MpoMeT Ha rojeMo CO JEKOBU 0e3 Ja I'M MCIOJHYBa YCIOBHUTE O]l WICHOT 74 Ha
OBOj 3aKOH, OZJHOCHO aKO BPIIHM yBO3 Ha JICKOBU 0€3 /1a T MCIOJHYBa YCIOBHUTE OJ WICHOT 74
Ha OBOj 3aKOH M HEMa COIICTBEHa akpeIuTHpaHa JabopaTropuja WM JOrOBOpP CO OBJIACTEHA
naboparoprja 3a UCIHTYBamke M KOHTPOJA Ha JIEKOBU (WwieH 75 craBoBu | w 2) miu Hema
oJ100peHue 3a MPOU3BOACTBO 3a MPOLECUTE IITO I'M U3BpIIyBa (wieH 75 ctas 3);

19) He ja m3BecTH ATeHIMjaTa 3a CEKOja IMPOMEHA KOja ce OJTHECYBa Ha YCIIOBUTE MPOITHIIIAHU
co wIeHOT 74 Ha 0Boj 3aKkoH (uyieH 77 ctaB 1);

20) yBe3e Jiek 6e3 0100peHue 3a YBO3 BO CIIy9anuTe O] WICHOT 79 cTaB 2 Ha OBOj 3aKOH;

21) BpIIM MPOMET Ha Majo cO JEKOBU 0€3 Ja T'M MCIOJHYBA CIEJAHUTE YCIOBU OJ] WIEHOT 82
Ha OBOj 3aKOH;

22) cTaBH JIEK BO MPOMET KOj HE € O3HAYEH BO COTJIACHOCT CO WICHOT 83 0J1 0BOj 3aKOH W/WUJTH
HE COJPKH YIMAacTBO 3a YIoTpeda CorjiacHO CO WICHOT 84 0] 0BOj 3aKOH;

23) BeAHAIl HE TO U3BECTH MIPABHOTO JIMIIE O] WICHOT 87 cTaB 2 Ha 0BOj 3aKOH M ATEHIIMjaTa 3a
CeKOja CepHO3HA HECaKaHa peakifja WM HACTaH WM BO CIy4aj Ha COMHEBAamE 3a HECakaHa
peaxija UM HaCTaH IITO ce mojaBuie Bo Pemybnuka Makenonuja wiu Bo Apyru 3eMju (wieH 89
cras 1);
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24) Hyau AUpPEKTHA WIM WHANPEKTHa (PMHAHCHCKA WM MaTepHjaiHa KOPHUCT Ha JIMIaTa KOU
I'¥ IPOTNIMIITYBAaT WM U3/1aBaart jekosure (uieH 93 cras 1);

25) ornacyBa JIEKOBH IITO C€ M3JaBaaT Ha JIEKApCKH PELeNT MPeKy MeAUyMUTE, 3a MIMpOKaTa
jaBHOCT (wieH 95 cral);

26) jaBHO OryacyBa JIEK Ha HAYMH CIPOTHBEH Ha WICHOT 95 cTaB 3 04 OBOj 3aKOH CO IITO CE
JIOBEyBa BO 3a0IIy/1a KOPUCHHUKOT Ha JIEKOT;

27) jaBHO ornacyBa JieK IpeKy oOpakame Ha fena (uwieH 95 ctaB 4);

28) jaBHO mUCTpUOyHpa OECIUTATHYA IPUMEPOIIH Ha JIeKOBH (wieH 95 craB 5);

29) jaBHO ornacyBa JIEKOBH ILITO HEMaaT 0JJ0OpeHHe 3a cTaBame BO MpoMeT (diieH 95 cras 6);

30) He 06e30en1 yCIIOBU 32 CMECTYBAHhE U YyBamhE BO COTJIACHOCT CO YCIIOBUTE MPOMHIIAHU
Ol TPOU3BOJIUTENOT, CO L] 3a CIpeuyBamke Ha MPOMEHH Ha KBAaTUTETOT WIH 3JI0ymnoTpeda
(unen 104 crasl);

31) He ja u3BecTH ATeHIMjaTa, KaKO W APYTUTE PEIEBAHTHU CYOjeKTH 3a MpOMEHa BO
KBIUTETOT HA JICKOT W/WJIH JPyTra HECOOBETHOCT KOjallITO MOKE JIa TO 3arpO3H jJaBHOTO 3/IpaBje
(unen 104 craB 2);

32) He ro moBIIeYe OJ1 MPOMET JIEKOT 011 WieHOT 104 cTtaB 2 Ha 0BOj 3aKOH, HE TH IIPE3eMe CHTE
HEOIXO/IHM aKTUBHOCTH 3a 3alITUTa Ha 3/IpaBje€TO U BEIHAI HE ja W3BECTH ATEHIIMjaTa 3a CUTE
npe3eMeHu akTUBHOCTH (wieH 104 ctas 3);

33) yBe3e U KOPUCTH JICKOBH IITO C€ MPEAMET Ha JOHaIja 0e3 MPEeTXOJHa COTJIACHOCT O
MUHUCTEPOT 3a 37paBcTBO (wieH 105 craB 1) n/minm Hema jacHa W TpajHa O3HAKA JIeKa JICKOT €
noHanuja u e 6ecrutareH (wied 105 cras 2);

34) cTaBu BO MPOMET HeUcnpaBHH JiekoBH (wieH 106 cras 2);

35) mocramyBa cripoTuBHO Ha WwieHOT 108 cTaB 5 o011 0BOj 3aKOH;

36) He nocraBu A0 ATeHIHMjaTa MPOU3BOHA IeHa Ha JiekoT (wieH 108 cras 10);

37) nmpoaaBa JIEKOBU IO IIeHa Koja He € opMHUpaHa BO COTIACHOCT CO OBOj 3akoH (uieH 109
cTaB 2);

38) craBu BO MPOMET MEIUIIMHCKO MOMArajio IITO HE € BO COIVIACHOCT CO YCJIOBUTE O]
qyieHOT 116 Ha 0BOj 3aKOH;

39) He ru O3HAUM CBOMTE MPOU3BOJMU CO MPOMHUIIAHATA O3HAKA HA COOOPA3HOCT, BP3 OCHOBA
Ha cepTU(UKATOT 32 COOOPA3HOCT IITO TH cTaBa BO mpomeT (wieH 119 cras 1);

40) oznaunm MmeaunuHcko momarano co CE o3Hakara a TakBOTO O3HauyBamke HE € BO
COTJIACHOCT €O 0BOj 3aKkoH (wieH 119 ctaB 5);

41) mpousBeayBa MEIUIIMHCKHM Momarana 0e3 Ja T'M HUCIOJIHU YCIOBHTE ol uieHoT 121 Ha
OBOj 3aKOH W/WJIM HE ja JIOCTaBH JOKyMEHTanujara o1 wieHoT 123 craB 1 Ha 0BOj 3aKO0H;

42) He TY MOYHUTYBa TEXHUYKHTE MPOMHUCH BO MPOLIECOT Ha MPOU3BOJCTBO HAa MEIUIIMHCKU
nomaraia co ueia jga o0e30equ cooOpa3sHOCT Ha MEIUIIMHCKUTE IoMmaraja co OMNIUTUTE U
noceOHuTe yciosu (uneH 122);

43) BpIIM IPOMET HA TOJIEMO CO MEIMIIMHCKH IoMaraja 0e3 J1a € 3aluIIaHo BO PEerucTapor Ha
MIPaBHU JIUIIA 32 MIPOMET Ha TOJIEMO CO MEAMIIMHCKH romarana (wieH 126 cras 2);

44) BpmM KyNyBame W MpOJaBamke HAa MEAMIIMHCKHM ToMarajia CIpOTMBHO Ha 4jieHOT 126
CTaBOBH 3 M 4 0]l OBOj 3aKOH;

45) BpIM MPOMET Ha TOJIEMO Ha MEIUIIMHCKU ToMaraja 0e3 Ja T'M UCIOJHYBa YCIOBUTE OJI
ysieHoT 127 Ha 0BOj 3aKOH;

46) cTaBa BO MPOMET MEIUIIMHCKO IOMAarajo MITO € O3HAYEHO W/WIN COJAPXKU YHaTCTBO 32
ynoTpeba CipoTUBHO Ha WieHOT 132 oJ1 0BOj 3aKOH;

47) BpmM KIMHUYKA HUCIHUTYyBamkba HAa MEIWIMHCKUTE mNomaraja Oe3 Ja T'M HCIOJIHYBa
YCJIOBUTE M HauesaTa Ha noopure npakcu (wied 133 cras 2);

48) cnopoBenyBa TIOCTalkKa HAa KIMHUYKM HUCIUTYBalkba HA MEAMUIMHCKUTE TMoMaraia
CIpoTUBHO Ha wieHOT 133 cTaB 3 01 0BOj 3aKOH;
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49) oTmoYHe CO KIMHMYKO WCIHUTYBamke¢ Ha MEAMIIMHCKO MOMarajo 0e3 ja To MpHjaBu BO
Arennujara (uieH 134 cras 1);

50) He ja W3BecTH ATEHIMjaTa 3a CUTE PEJICBAaHTHH NPOMEHH HA KIMHUYKUTE HMCIHTYBamba
(unen 135 craB 1);

51) He ja u3BecTH BeAHAII ATeHIMjaTa, ETHUkaTa KOMUCHja M TIPABHOTO JIMLE O WICHOT 87
CTaB 2 Ha OBOj 3aKOH BO CJIy4aj Ha HEOYEKYBaHHW, CEPHO3HH, HECAKaHW PEAKIHH, OJHOCHO
Cllyyad KOM HacTaHaJe 3a BpeMe Ha KJIMHUYKOTO HCIHUTyBame (wieH 136 cra 1) n

52) ornacyBa METUIIMHCKH ITOMaraja IITo ¢ KOPUCTAT CaMO BO 3/IPABCTBEHU YCTAaHOBU (WICH
139 craB 2).

3a mpeKpmoKoT o1 cTtaBoT 1 Ha 0BOj wieH 1100a Bo m3HOC ox 10.000 mo 20.000 eBpa BO
JICHapCcKa MPOTUBBPEIHOCT KE Ce U3peye U Ha OATOBOPHOTO JIUIIE BO MPABHOTO JIUIIE.

3a mpeKpHIoKoT o cTaBoT | Ha oBOj wieH riobda Bo m3Hoc ox 6.000 mo 10.000 eBpa BO
JICHapCKa IMPOTHUBBPEIHOCT Ke Ce HM3peue Ha pabOTHUKOT BO MPABHOTO JIHIE KOj TO CTOPHII
MPEKPIIOKOT.

Uien 155

I'mo6a Bo uznoc ox 15.000 mo 30.000 eBpa Bo AeHapcKa MPOTHUBBPETHOCT Ke ce M3peye 3a
MPEKPIIOK Ha MPAaBHO JIUIIE, aKO:

1) He ja u3BecTH AreHIyjaTa 3a JaTyMOT 3a OTIIOYHYBame NMPOMET co JekoBu (wieH 30 cra
2);

2) He ja u3BeCTH AreHIjaTa HajMaJlKy JIBa Mecela Ipe/ MPEeKMHOT Ha MPOU3BOJICTBOTO WIIH
MPOMETOT CO JIEKOT TpeJ Ja OJUTy4YH J1a TPECcTaHe Ja TO MPOM3BEAyBa WM J1a BPUIH MPOMET CO
JIEKOT TpeJ UCTEKOT Ha 0J00pPEHUETO 3a CTaBambe BO MpoMeT (wieH 36);

3) He ja U3BECTyBa PEIOBHO ATeHIMjaTa 3a cuTe momMayii mpomenu ox Tumnosute [ A u I B Bo
[IOCTAINKaTa 3a CTaBambe BO MpomeT (uieH 39);

4) BpIIM aHATUTUYKH, (HAPMAKOJIOIIKO-TOKCUKOJIOIIKN ¥ KIMHAYKN MCIIUTYBamka CIPOTUBHO
Ha wieHoT 50 071 0BOj 3aKOH;

5) Bpumm (hapMaKoJIOMKO-TOKCUKOJIONIKO, OJHOCHO NPETKIMHUYKO HCIHTYBame Ha JIEKOT
CIPOTHUBHO CO HayesaTa Ha o0para jabopaTopucka npakca (uiaeH 52 cras 1);

6) He T WHOOPMHUpPA HCHUTAHWUIUTE BO KIMHUYKOTO HCIHUTYBAmbE 3a CHUTE PEIICBAaHTHU
NOJATOIM 32 UCHHMTYBAaWmETO, 3a IeJiTa Ha HCIUTYBaWkETO, HEroBaTra NpHpoJa, MOCTankara U
MOKHHOT PU3UK, HA HAYWH KOj UM € pa30oupiuB 1 Bo mucMeHa (opma (wieH 55 cras 1);

7) He ja uU3BecTH ATreHLMjaTa Mpeja OTHOYHYBAakE Ha KIMHUYKOTO HCIHUTYBame W/MIM 3a
CIpOBElyBamkEe Ha CTYIMH 3a OMOeKBHUBajeHIW]a (wieH 59 craB 1),

8) He ja u3BecTH AreHIMjaTa 3a CeKoja IPOMEHa Koja ce OJIHECYBa Ha YCJIIOBUTE OJ1 WIECHOT 68
Ha 0BOj 3akoH (wieH 70);

9) He 00e30e11 MOAATOLHM 3a KOJMYUHATA HA TPOJIAJCHUTE JIEKOBH, KAaKO U JPYTU HEOMXOAHU
MOATOLX IITO C€ OJHECYBaaT Ha MpoAak0arTa Ha JIEKOT (uieH 72 cTaB 2);

10) He ja undopMupa AreHiyjara 3a CUTEe UHIIMICHTH WIX TPEIIKUA BO MPOLECOT Ha padoTa Min
3a JIPyTH COCTOjOM IIITO Ce O] MHTEPEC 3a JaBHOTO 3/1paBje (wieH 78 craB 2);

11) He mojHeCyBa NMEPUOJUYHM U3BELITAU 3a 0e30€IHOCTa Ha JIEKOT Ha CEKOM ILIEeCT Mecela BO
NepUOAOT OJ] IPBUTE JIBE TOAWHU IO TOOMBAKETO HA OJJOOPEHHUETO 33 CTABEEC BO MPOMET, €IHAII
TOJIMIIIHO BO HApeAHUTE TPU TFOJMHU M €IHAIl Ha CEKOM TPH T'OAMHHU 3a BpEME Ha Tpacwme Ha
onoOpeHneTo i o 6apame Ha Arennyjata (wieH 89 cras 2);

12) ornacyBa JICKOBY WJIM MEIUIIMHCKHY TTOMarajia ClipOTHBHO Ha YICHOT 92 071 0OBOj 3aKOH;

13) naBa uH(pOpMaIUK 3a LEAUTE OJ YWICHOT 93 cTaB 2 HAa HAYMH CIIPOTHUBHO Ha WICHOT 93
cTaB 3 Ha OBOj 3aKOH;

14) He BpIIM OrjacyBame Ha JIGKOBUTE COTJIACHO CO WICHOT 94 011 0BOj 3aKOH;

15) He wu3pmaze NOTBpIA OJf KOHTPOJIaTa HA KBAJIUTETOT HA JIEKOT, OJHOCHO HE I'M M3BECTH
cy6jexrure on wienot 101 craB 1 Ha 0B0j 3akoH (wien 101 craB 2);
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16) He BpIIM PEIOBHO aXypHpame Ha JOCTaBEHUTEe MHPOPMALUU U HE T'M JOCTaByBaaT 0
ATreHIMjaTa CUTE JOKYMEHTH, OJHOCHO MH(OpMAIK BO OAHOC HA CHTE MPOMEHHU BO MPOIECOT
Ha TMPOU3BOJICTBO, CleUM(UKAMUTE HA MEIUIMHCKUTE MoMarana, Kako U Ipyrd uHpopManuu
peNieBaHTHU 3a jaBHOTO 31paBje (wieH 123 cTas 4);

17) He BpIIM pENOBHO aXypUpame Ha JOCTaBEHUTE HMH(OpPMAIMM U HE T'M JOCTaB [0
AreHnujata CUTE€ JOKYMEHTH, OJHOCHO HMH(pOpMAlUMM BO OJHOC HAa CHUTE IPOMEHU BO
aKTUBHOCTHUTE HA IPOMETOT HA FOJIEMO CO MEIUIMHCKUTE [ToMarasa, a IITo ro 3aceraar jaBHOTO
3npasje (wieH 129 cras 3);

18) KymyBa MEIUIIMHCKU TOMarajia oJi MpaBHM JIMLA KOU HE Ce 3allIlIaHU BO PErUCTapoT Ha
IIPaBHM JIMIIa 32 POMET Ha TOJIEMO CO MEAUIMHCKH nomarana (wied 130 cras 4);

19) BpumM mpoMeT Ha Majo CO MEIMIMHCKM momarana 0e3 J1a ' HCIIOJIHU yCJIOBUTE (YJIeH
130 ctaB S) u

20) He BpIIM PEJOBHO AXYpHpame Ha JOCTaBEHWTE MH(OpMAIMU M HE TW JOCTaBYBaT [0
AreHnpjaTa CcUTE€ JAOKYMEHTH, OJHOCHO HMHGOpPMAlUMM BO OJHOC HAa CHUTE IPOMEHU BO
aKTHBHOCTHTE HAa MPOMET Ha MaJio CO MEIUIIMHCKHU MOMaraa, a KOM ro 3aceraat jaBHOTO 3J[paBje
(unen 130 craB 8).

3a mpeKpIIoKOT o7 cTaBoT 1 Ha 0BOj wieH ritobda Bo uzHoc of 8.000 mo 15.000 eBpa Bo neHapcka
HPOTUBBPETHOCT K€ CE MU3peye U Ha OJrOBOPHOTO JIUIIE BO IPABHOTO JIMLIE.

3a mpeKpHIOKOT o4 cTaBoT 1 Ha oBOj uwieH riobda Bo m3Hoc ox 6.000 mo 10.000 eBpa BO
JICHapCcKa MPOTUBBPEAHOCT K€ ce M3pede Ha pabOTHUKOT BO IPABHOTO JIMLE KOj IO CTOPHUII
IIPEKPILIOKOT.

Unen 156
I'mo6a Bo m3Hoc ox 6.000 mo 10.000 eBpa BO meHapcka MPOTHUBBPEIHOCT K& CE M3peue 3a
NPEKPIIOK Ha 3APaBCTBEH PAOOTHHK, aKO HE IO M3BECTH MPABHOTO JIUIIE O WICHOT 87 cTaB 2 Ha
OBOj 3aKOH 3a CUTE HECakaHW peakIMM WM HACTaHW WM BO CIIy4aj] Ha COMHEBam€ 3a HecaKaHa
peakiyja WM HaCTaH BO COTJIIACHOCT CO OBOj 3aKOH (WwieH &8).

VII. IPEOJAHU 1 3ABPIIIHU OJIPEJAIBU

Unen 157
AreHIyjara 3a JIEKOBH Ke oTrouHe co padora of 1 janyapu 2010 roauHa.
Jlo oTrouHyBame co pabota Ha AreHIjara 3a JeKoBU, BUpOTO 3a JIeKOBU MPOJOIIKYBa J1a TH
BpIITH pabOTHUTE O] HAIJICKHOCT Ha ATEHIIMjaTa 3a JICKOBU YTBPJICHHU CO OBO]j 3aKOH.
Jlo oTmouHyBame co paboTa Ha AreHIMjaTa 3a JIEKOBU IO JKAJIOWTE W3jaBeHU NPOTUB
MPBOCTETICHUTE PEUICHH]ja JOHECEHU COTIIACHO CO OBOj 3aKOH pelllaBa MUHHCTEPOT 3a 3/[PABCTBO.

Ymen 158
[IpouzBoguTenuTe U MPABHUTE JIMIIA 32 IPOMET HA TOJIEMO U MAJIO CO JIEKOBU M MEIULIMHCKHU
romarajia JIOJDKHH C€ CBOETO pabOTeme J1a ro ycoryiacar co Oapea0ruTe Ha OBOj 3aKOH BO POK O
IeCT Mecela OJ JICHOT Ha BJIETYBAHETO BO CHJIA HA OBOj 3aKOH.

Unen 159
bapama 3a Mpou3BOACTBO U MPOMET €O JIEKOBH M MEIUIIMHCKY TTIOMaraia, Kako 1 0apamaTta 3a
CTaBamk€ BO IMPOMET Ha JIGKOBUTE M MEAMLMHCKHUTE IMOMaraia IOJAHECEHH Ipeja JCHOT Ha
BJIETYBAmETO BO CHJIA HA OBOj 3aKOH K€ C€ PEMIaT COTJIAaCHO CO OpeOHTe Ha MPOMUCHTE KOH
Ousie BO cujia BO BPEMETO Ha MOJHECYBAETO HAa OapameTo.
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Unen 160
Unenosure 14 cra 2, 25, 75 u 79 o1 0BOj 3aKOH Ke OTIIOYHAT Ja C€ MPUMEHYBAaT 10 UCTEKOT
Ha JIBE TOJIMHU O] ICHOT Ha BIIETYBamETO BO CHJIa Ha OBOj 3aKOH.

Unen 161
Ynenor 20 ox 0BOj 3aKOH IO OAHOC HA YCOITIACYBAamETO Ha JOKYMEHTAIMjaTa 3a JIeK INTO
Beke MMa 0JI00peHHe 3a CTaBamE BO MPOMET Ke ce mpuMenyBa o 1 janyapu 2010 roguna.

Ymen 162

Unenor 22 crtaB 1 Touka 2 0oJ OBOj 3aKOH IO OJHOC HAa €KCKIIY3MBHOCT Ha ITOJATOIIHTE,
€KCKITy3UBHOCT BO MPOMETOT U JIOMOJHUTENHA HOBAa MHIMKAIMja K€ OTIIOYHE Ja ce MPHUMEHYyBa
10 UCTEKOT HAa OCYM T'OJIMHM OJ ICHOT Ha BJICTYBAHETO BO CHJIA HA OBOj 3aKOH.

Jlo oTHoYHYyBam€ Ha MpUMEHaTa Ha 4aeHOT 22 cTtaB 1 Touka 2 0/ OBOj 3aKOH MO OapameTo 3a
CTaBamE Ha JIEK BO MMPOMET:

- BO MEpHOJ JI0 JABE TOAWHU O] ACHOT Ha BIETYBamETO BO CHJIA HA OBOj 3aKOH HEMa Ja ce
MPUMEHYBA €KCKIY3MBHOCT Ha MOJATOIUTE, KCKIIY3UBHOCT BO ITPOMETOT U JIOMOJIHUTEITHA HOBA
WHVKAIWja,

- BO TIEPHOJ O] IBE 10 YETUPHU TOJUHM OJ JCHOT Ha BJIETYBAHETO BO CHJIA HA OBOJ 3aKOH Ke
ce MPHUMEHYBa €KCKIIy3UBHOCT Ha MOJATOLUTE O/ IBE TOJUHU U €KCKIy3UBHOCT BO MPOMETOT OJT
TPU TOIWHH,

- BO IEPUOOT OJ1 YETUPH JI0 LIECT TOAMHU O] JEHOT Ha BJIETYBAHETO BO CHJIa Ha OBOj 3aKOH
Ke ce MpPHUMEHYBa EKCKIIY3UBHOCT Ha TOJATOIUTE OJi YETUPU TOAUHU U EKCKIY3UBHOCT BO
MIPOMETOT OJ1 TIET TOJIUHU U

- BO MEPHUOJIOT O] IIECT O OCYM I'OJIMHU OJT ICHOT Ha BIIETYBAaKkETO BO CHJIAa HA OBOj 3aKOH Ke
ce MPUMEHYBa €KCKITY3MBHOCT Ha MOJATOIMTE OJ IIECT TOJUHH U €KCKIy3UBHOCT BO MPOMETOT
0J1 CeIlyM TOJIMHHU.

Yien 163
Unenot 37 ctaB 5 01 0BOj 3aKOH K€ OTIIOYHE JIa C€ MPUMEHYBa M0 UCTEKOT Ha MET TOJUHH O]
JICHOT Ha BJICTYBAHETO BO CHJIA HA OBO]j 3aKOH.

Unen 164
Unenot 83 craB 3 o 0BOj 3aKOH K€ OTIIOYHE Jla C€ IPUMEHYBA 110 UCTEKOT Ha MET FOJUHU O]1
JICHOT Ha BJIETYBAETO BO CHJIa HA OBOj 3aKOH.

Yien 165
Jlo aKkpequTHpameTO Ha JIA0OPATOPHHTE COTJIACHO CO TMPOIMCUTE 3a aKpeAuTaInja,
UCIIUTYBamkaTa U KOHTPOJIaTa Ha JIEKOBUTE Ke T'M BPILAT MOCTOJHUTE OBJIACTEHU JIa0apaTOpUH.

Unen 166

OnoOpeHujaTa 3a cTaBamke HA JICK BO MPOMET M3MIAJCHH BP3 OCHOBA Ha IMPOIMCUTE KOUIITO
Ba)ykKeJIe BO BPEMETO KOTra 0JJOOPEHHETO € M3/a/IeHO OCTaHyBaaT BO CHJIa 10 UCTEKOT Ha POKOT Ha
0J100pPEHUETO 32 KOj Ce M3/1aJICHH.

Hocurenute Ha omoOpeHujaTa 3a cTaBame Ha JIEK BO POMET Ce JOJDKHU BO pok o1 30 aeHa of
JICHOT Ha BJIETYBAaWkETO BO CHJIa HAa OBOj 3aKOH Ja MOJHecaT Oapame 3a (opMupame Ha 1eHaTa Ha
JIEKOT BO COTJIACHOCT CO OJIPEIOMTE HA OBOj 3aKOH. ATEHIIMjaTa ja 0J00pyBa IIeHaTa Ha JIEKOT BO
pok on 120 geHa oJ1 IEHOT Ha TIOJHECYBAKHETO HAa OAPAHETO.

AKO HOCHUTEJIOT Ha 0I00pEHHUETO 3a CTaBame Ha JIEK BO MPOMET HE MojiHece Oapame BO POKOT
O] CTaBOT 2 Ha OBOj WIEH, 0JIOOPEHUETO 3a CTaBamkEe BO MPOMET Ke CEe YKHHE.
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Unen 167
OnoOpeHmjaTa 3a cTaBambe BO TMPOMET HA MEIUIIMHCKUTE ToMaraja KOM Ce W3IaJCHH Bp3
OCHOBa Ha NPOINHUCHTE KOM BaXkelie Ha JICHOT Ha BJETYBAaHETO BO CHJIa HAa OBOj 3aKOH ke ce
ycoriacar co oipelOUTe Ha OBOj 3aKOH BO POK OJ TPH TOAMHU O ICHOT Ha BJIETYBAHETO BO CHJIA
Ha OBOj 3aKOH.

Ymen 168
MuHUCTEPOT 3a 3APaBCTBO Ke€ TW JIOHECE TOJ3aKOHCKHUTE aKTH TMPEIBHIICHU CO OBO] 3aKOH
HAjI0IHA BO POK OJI IIECT Mecela O/ ICHOT Ha BIIETYBAKETO BO CHJIA HA OBOj 3aKOH.
Jlo oHECYBameTO Ha TOJ3aKOHCKHTE aKTH O]l CTaBOT | Ha OBOj WICH Ke ce MPUMCHYBaaT
MOCTOjHUTE MPOIHCH.

Unen 169
Co JeHOT Ha BJETYBamETO BO CWJIa Ha OBOj 3aKOH IPECTaHyBaaT Ja BakaT OJIPEIOUTE Of
3aKOHOT 3a JIGKOBHUTE, TOMOIIHUTE JICKOBUTH CpeicTBa M MemunmHckute momarana ("CiyxOeH
BeCHHK Ha PemyOmmka Maxkemonunja" Opoj 21/98), mTto ce omHecyBaar 3a JICKOBHTE 3a XyMaHa
ynoTpeoa.

Unen 170
OB0j 3aKOH BJIETyBa BO CHJIa OCMHOT JIEH O] ICHOT Ha 00jaByBameTo BO "CiyKOeH BECHHUK Ha
Peny6nuka Maxkenonuja".
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