Cnyx6eH BecHuK Ha PM, 6p. 241 op 26.12.2018 rognHa

20182414531
COBPAHHME HA PEITYBJIMKA MAKEJIOHHMJA

Bp3 ocnHoBa Ha uneHor 75 craBoBu 1 m 2 on YcraBor Ha PemyOnmka Makenonuja,
npercenarenor Ha PenmyOnuka Makenonuja u npercenarenotr Ha CoOpanuero Ha PemyOnuka
MakeoHuja n3naBaat

YKA3
3A ITPOI'JIACYBAIBE HA 3AKOHOT 3A UBMEHYBAIBE U JIOIIOJIHYBAIbA HA
3AKOHOT 3A BETEPUHAPHO-MEJUIIUHCKU ITPEITAPATH

Ce mpornacyBa 3akOHOT 3a M3MEHYBAaWk€ M JIONOJIHYBAakE€ HAa 3aKOHOT 3a BETEPHUHAPHO-
MEIUIMHCKY Mpernaparu,

mro CoOpanuero Ha PenyOmmka MakenoHuja To JOHECe Ha CEIHMIIATA OJpKaHa Ha 24
nekemBpu 2018 roguHa.

Bp. 08-7399/1 [Tpercenaren
24 nexemBpu 2018 roauna Ha PenyOnuka Makenonwuja,
Ckorje 1-p Fopre HBanos, c.p.
[Ipercenaren
Ha CoOpanuero Ha PenmyOnuka
Maxkenonuja,

M-p Tanar Iladepmn, c.p.

3AKOH 3A TBMEHYBAIBE U JIOIIOJIHYBAIBE HA 3AKOHOT 3A BETEPUHAPHO-
MEJUIIUMHCKU ITPEITAPATHU

Unen 1
Bo 3akoHoT 3a BeTepuHapHO-MenuIMHCKH mnpenapatd (,CinyxOeH BecHUK Ha PemyOmuka
Makenonuja" 6poj 42/10, 136/11, 149/15 u 53/16), Bo unen 3 craBot (3) ce MEHyBa U TJIACH:
,Omnyka 3a JeduHHpame Ha IPOU3BOAOT KAaKO BETEPUHAPHO-MEIUIIMHCKH Ipernapar
JI0OHecyBa AreHiyjaTa 3a XpaHa U BETEpHUHApPCTBO (BO HATAMOIIIHUOT TEKCT: ATeHIfjaTa). .

Unen 2
[To unenot 3 ce noaaBaat Tpu HOBU uiieHa 3-a, 3-0 u 3-B, KOM riacar:

,,dien 3-a
3a0panu 3a ctaBame BO IPOMeET, U3/1aBatbe M YNoTPpeda HA BeTePHHAPHO-MeIHUIIMHCKHU
npenaparu

(1) Ce 3a0panyBa mpoMeT, U3/laBame U ynorpeda Ha BeTepUHAPHO-METUIIMHCKHU TIpeTriapaTu:

1) 3a Kou HE € U3/IaJIeHO OJI0OPEHUE 3a CTaBamkhe BO MPOMET, OCBEH JIOKOJIKY CO OBOj 3aKOH HE
€ YpeleHo MOHaKY;

2) KoM HE C€ 03HAYCHM COTJIACHO CO OAPEIOUTE O/ OBOj 3aKOH U HEMAaT COOJBETHO YIMATCTBO
3a ynotpe0a;

3) co M3MHMHAT POK WJIM CO YTBpJIcHA HEHCIIPABHOCT BO TIOTJIE] HA KBAJTUTETOT, Oe30eqHOCTa H
eduKacHOCTa U/WIH

4) co HEMO3HATO MOTEKJIO UJIM CO COMHEHHUe Ha (ancudukar.
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(2) Ce 3abpanyBa wu3JaBamkbe Ha BETEPUHAPHO-MEIMIIMHCKU TIpenapaTd CHOPOTHBHO Ha
M3BPIICHUOT Paclope/ Ha BETEPHHAPHO-MEIUIIMHCKHOT TpenapaT COrJIaCHO cO 4WieHOBUTE 47 u
48 o1 0BOj 3aKOH, OJTHOCHO CIIPOTHMBHO HAa HaYMHOT Ha ymoTpeba yTBPACH BO OAOOPEHUETO 3a
CTaBame BO MIPOMET.

(3) Berepunapnara komopa Ha PenmyOninka MakenoHuja ke ja oa3eme JuieHIaTa 3a pabora Ha
HOCHUTEJIOT Ha JIEJHOCT, JIOKOJKY C€ YTBpJAT HecooOpa3HOCTH on cTaBoT (1) Ha OBOj wieH
COIJIACHO CO CBOMTE HAJIEAKHOCTHU OJ1 4IeHOT 13 o1 3aKOHOT 3a BETEpMHAPHO 3PaABCTBO.

Unen 3-6
3abpaHa Ha oryiacyBame HA BeTePUHAPHO-MeIMUNHCKH NpenapaTu

(1) 3abpaHeTo € jaBHO OIJIACyBaWmETO HA BETEPHHAPHO-MEIUIIMHCKH IMPETapaTd KoM Hemaar
0J100peHue 3a CTaBambe BO MPOMET HITH YUE 0J00pEHHE IPECTaHa0 /1a BaXH.

(2) 3abpaHeTro € oriacyBamke Ha BETCPHHAPHO-MEIUIIMHCKH IpErnapaTd Ha Ha4YUH KOj
JOBeAyBa J10 3a01y/Aa, Kako U OrjlacyBame Ha HECOOABETEH M CEH3AIMOHATMCTHYKY HAYUH.

(3) 3abpanero € jaBHO OIVIaCyBalke¢ Ha BETCPHUHAPHO-MEIUIIMHCKH Iperapar IpeKy
MPEMHITYBakhe Ha OCOOWHU MITO TOj TH HEMa, ITPEHArjIacyBame Ha HETOBUTE ITO3UTHUBHU €(DEKTH,
NpeTepyBambe BO OINHUIIYBAKETO Ha e(eKTHTe oj NpenapaToT Ha HECOOABETCH HAYHH,
CIIOPEyBake CO JIPYT'H BETCPUHAPHO-MEJUIIMHCKY IpErapaTd WM Ha JPYr HA4MH CO KOj ce
J0BEyBa BO 3a0i1y/1a KOPUCHUKOT Ha BETEPUHAPHO-MEAUIIMHCKUOT Tpenapar.

(4) 3abpanero e jaBHO nucTpuOyHpame Ha OECIUIATHH NIPUMEPOLM Ha BETEPUHAPHO-
MEIUIIMHCKH TPEnapary.

(5) 3abpanet e mpoMeT Ha BETEpUHAPHO-MEAUIIMHCKH TpenapaTy MpeKy UHTEPHET e-TProBuja
(e-commerc).

Yen 3-8
3a0pana 3a ¢pancupuKyBame HA BeTEPUHAPHO-MEeIMIMHCKH NpenapaTu

3abpaHeTo € Ja ce Mpou3BeayBaaT, YyBe3yBaaT, W3Be3yBaaT, CTaBaaT BO IPOMET WM Ja ce
KOpHCTaT, W3/laBaaT WM AUCTpUOyHpaaT Ha APYr HAYUH, CO HaIJaTa WX BO BHUJ Ha MOJApPOK
WIK MocTpa, (alcupUKyBaHU WIM IO/ COMHEHHE JAeka ce (arcupuKyBaHU BETEpPUHAPHO-
MEAUIMHCKH Mpenapatu U GapMaKoIOUIKU CYIICTaHIIUM. .

Unen 3

Bo unenor 4 Touka 52) CBp3HUKOT ,,u" c€ 3aMEHyBa CO TOYKA U 3alUpKa.

Bo Toukara 53), ToukaTa Ha KpajoT Ha peyEHHIlaTa C€ 3aMEHyBa CO TOYKAa U 3alHUpKa U ce
J0J1aBaaT JieceT HoBU Touku 54), 55), 56), 57), 58), 59), 60), 61), 62) u 63), kou riacar:

,»04) llenTpanu3upana mocranka 3a J0OMBame Ha OJ00pEeHHE 3a CTaBamke BO MPOMET Ha
BETEpUHAPHO-MEIUIIMHCKN Tpernapar Bo EBpomckara YHMja € mocTanka 3a JoOUBame Ha
onoopenne o EMA (European Medicines Agency) coriiacHO O MpOIETypUTe 3a 0J00pyBame
Ha BETEPUHAPHO-MEIUIMHCKUTE IpernapaTd KOM MPOU3JIeryBaaT oOJl 3aKOHOJABCTBOTO Ha
EBporickara YHuja;

55) JdeueHTpanu3upaHa MocTanka 3a JoOMBambe Ha 0J00peHHe 3a CTaBamke BO NMPOMET Ha
BETEPUHAPHO-MEJUIIMHCKU TpenapaTtd € I[ocTanka Ha JoOuBame Ha o0/100peHue, Koja
HCTOBPEMEHO 3al04YHyBa BO pedepeHTHa M Jpyru 3emju wieHku Ha EY, yyecHuuum Bo ucrara
MOCTAIKa;

56) Ilocranka Ha MefyceOHO MpHU3HaBamkE 3a JOOMBaKkE HAa 0JJOOPEHHUE 32 CTaBakE BO MPOMET
€ MocTanka Ha J100MBame Ha 0100peHne, KoM 1o J0OMBamkeTO Ha 0JJOOPEeHHETO BO pedepeHTHaTa
3eMja ujeHka Ha EBponckara YHuja, ce oqo0pyBa M BO ApPYTUTE, BO MOCTANKaTa BKIYYEHH,
3eMju wieHkH Ha EBporickara YHuja;
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57) PedbepentHu 3eMju ce 3eMj1 KOM MMaaT UCTH WJIM €KBUBAJICHTHU Oapama 3a 1oOuBame Ha
0ZI00peHre 3a CTaBamke BO MPOMET HAa BETEPHHAPHO-MEIUIIMHCKHU IPENapaTH, OAHOCHO 3eMjH
KOM TM XapMOHHU3HUpaJle CBOMTE MPOMKCH cO Iponucute Ha EBpornckara YHUja U 3eMjU WICHKH
Ha MerfynapoaHara copaOoTKa 3a ycorjiacyBame Ha TEXHHUYKUTE Oapama 3a perucrpanuja Ha
BETEPUHAPHO-MEIUIIUTHCKUTE TPOU3BO/IH;

58) Pedepenten BeTepuHApHO-MEIUIIMHCKU IIperapar € IMpemnapar 3a KOj € H3AaJeHO
onoOpeHue 3a cTaBame BO IIPOMET BO 3eMjUTe WieHKH Ha EBporickaTta YHuja;

59) EcenuujamHu BeTepUHAPHO-MEIUIMHCKH MPENpaTH C€ BETEPHUHAPHO-MEIUIIMHCKU
npenapatd HaMEHETH 3a TpeTMaH Ha Oonectute yTBpAeHM co lomumrHara Hapenba 3a
3IpaBCTBEHA 3aIUTHTAa Ha JKUBOTHUTE, KAaKO M BETCPUHAPHO-MEAMLMHCKHUTE IIperapaTH
HEONXOTHH 3a 00e30eqyBame Ha COOJBETHA 3APABCTBEHA 3aLITUTA U MUHHMMAJICH CTETEH Ha
Omarococtojoa Ha KUBOTHUTE;

60) ®ancudukyBaH BeTepUHAPHO-MEIUIIMHCKU TpErapar € CeKoja HeaBTOPU3MpaHa KOIWja
Ha JICTUTHMEH BETepUHAPHO-MEAMIMHCKH MIpenapaT, KOj HEBUCTUHHTO € IPETCTaBEH CO IIel
u3MaMa M € JIAXHO O3HAYeH BO OJHOC HA WACHTHUTETOT W/WIIM IMOTEKJIOTO, MOXKE Jla COIPIKH
WCIIPaBHU WJIM TOTPEIIHN COCTABHU JEJIOBH BO OJHOC Ha JEKJIAPUPAHHOT COCTaB, CO WK Oe3
(bapMaKoIOIIK aKTHBHU CYICTAaHIWU WJIM TOTPENIHM KOJWYECTBA HA CYICTAHIMU U € BO
norpemHo win (aacupuKyBaHO MaKyBambe, Kako U KOj OWJIO APYr MPOU3BOJ KOj € JIaKHO WU
HETPABUIIHO 03HAYEH, OJHOCHO JIA)KHO MJIM HEMPABUIHO MPE3EHTHPAH, OTHOCHO:

- UMa JaXHU IOJAaTOLM 3a HACHTU(UKAIMja ¥ O3HAUyBame (MPOU3BOAMTEN, MECTO Ha
MPOU3BOJICTBO, HOCHTEJIOT Ha OJOOPEHHETO 3a BETEpUHAPHO-MEIAHMIMHCKU TIpernapar,
cepruuKaT 3a aHauM3a, Kako W APYI'M NOJATOUM M JOKyMEHTalMja Koja ce OJHecyBa Ha
npenapar) u/uiu

- COJP KM UCIIPaBHU I MOTPEIIHU COCTaBHM JIEJIOBH BO OJJHOC Ha JICKJIAPUPAHUOT COCTaB,
co wiH 0e3 (GpapMaKoJOUIKN aKTUBHH CYICTAHIIMU HJIM MOTPEIIHU KOJINYECTBA Ha CYINCTAHIUH,
BKJTYYUTEITHO ¥ €KCIUITUCHCUTE U CHJIMHA Ha TIPEnapaToT U/ Win

- € BO MOTPEIIHO WU (PalICH(PUKYBaHO MAKyBakbe WU/UIH

- KOj OWJI0 JPYyr MPOW3BOJ KOj € JaKHO WJIH HEMPABWIHO O3HAYCH, OJHOCHO JIAXKHO WIIH
HETIPaBUJIHO MTPE3EHTHPAH;

61) dancuduxyBana ¢apmakosolIKa CYNCTaHIMja € Koja OWio CypoBHHA ymnoTpeOeHa 3a
MPOM3BOACTBO HA BETEPUHAPHO-MEIUIIMHCKH MPEnapar, ITO € JIAXKHO WM MOTPEIIHO 03HAYCHA,
OJTHOCHO MPE3EHTUpPaHa JIAKHO WM CHIPOTUBHO HA HEJ3UHUOT UIEHTUTET U U3BOPOT;

62) ®dopmanHara TMpoOIEHKAa Ha JOKyMEHTalMjaTa 3a oJ00pyBambe Ha BETEpUHAPHO-
MEIUIIMHCKH TpenapaTH € TMOoCTanKa co Koja ce Bepu(pHUKyBa Jald IMOJHECEHATa TOKyMEHTAIH]ja
3a 10OMBaWke Ha COO/IBETHO 0JI00pEHHUE € BEPOIOCTOJHA U TH COMPKU CUTE IOTPEOHU JOKYMEHTHU
BO COTIJIACHOCT CO OBOj 3aKOH U MPOMUCUTE JOHECEHU Ha OCHOBA HA OBOj 3aKOH U

63) OrnacyBame Ha BETEpUHAPHO-MEIUIIMHCKH IIpernapaTu € cexoja (opMa Ha U3BECTYBAHbE
3a BETEpUHAPHO-MEAMIMHCKM TpenapaTd cO JaBamke Ha BHCTUHCKM M  BEpPOJOCTOJHU
uHpOpMalMU BO MNHUIIAHA, CIMKOBUTA, 3ByYHA, YCHA, €IEKTPOHCKA, JUTHTalHA WM Koja Ouio
apyra ¢opma HacO4YeHa KOH OMNINTAaTa WM CTpy4YHaTa jaBHOCT 3a Jla Cce NMPOMOBHMpAa HHUBHATa
npoaaxk6a u yrnorpeoda. .

Unen 4
[To uneHoT 5 ce noaaBaat TpU HOBU WJieHa 5-a, 5-0 U 5-B, KoM riacar:

,,dJeH 5-a
CobOupame 1 aHAIM3A HA MOATOIUTE 32 POMETOT U
ynorpedaTra Ha BeTePMHAPHO- MeIUIIMHCKHUTE
npenaparu

(1) Arenmujara cobupa ¥ ' aHaIM3Mpa MOJATOLUTE 3a JOCTAIHOCT, CHAOIEHOCT, MPOMETOT
U ynorpe0aTa Ha BETepMHApHO-MeIMIIMHCKUTE penapaTh. [TonaTonuTe ce cobupaar Ha HUBO Ha
KaJIEeHAapCcKa TOANHA.
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(2) Hocutenurte Ha 0HOOpPEHUETO 3a CTAaBaKkE BO MPOMET HA BETCPUHAPHO- METUIIUHCKUTE
mpernapaTi ce JOJDKHU 10 AreHuujata Ja JOoCTaBaT M3BEIITa)] 3a MPOM3BOACTBOTO, YBO3OT,
MPOMETOT W 3aJMXUTE HA BETEPHUHAPHO-MEIUIIMHCKUTE MpermapaTH 3a MPETXOJHATa TOJWHA
HajaouHa 10 15 deBpyapu Bo TeKOBHATa rOJIMHA.

(3) Berepunapuute ApymTBa ce MODKHU A0 ATEHIMjaTa Ja JOCTaBaT H3BEIITal 3a
yrnorpebara Ha BEeTepUHAPHO-MEIUIIMHCKUTE MIperapaTH 3a MpeTxoqHara roJuHa HajIomHa 1o 15
(dbeBpyapu BO TEKOBHATA rOJIMHA.

(4) dupexropor Ha AreHiujara ja mponwuiryBa ¢opMara U COApP)KWHATA HA WU3BEIITAUTE OJI
craBoBuTe (2) u (3) Ha OBOj UJICH.

(5) MsBemraute on craBoBuTe (2) W (3) Ha OBOj WIGH NIpeTCTaByBaaT Kiacuduimpana
nH(popMaIrja, COrIacCHO cO 3aKOHOT 3a Kiacu(puiupanu HH(OOPMAIIHH.

(6) 306upHuTEe M 0OpPaOOTEHUTE MOAATONM KOM MPOMU3JIETyBaaT O] U3BEIITAUTE O]l CTABOBHUTE
(2) u (3) Ha OBOj wieH, AreHijaTa ru o0jaByBa Ha CBojaTa BeO CTpaHHMIIA.

Yien 5-6
JaBHa aejHocT

(1) CnabnyBameTo Ha BETEPUHAPHO-MEIUIMHCKHUTE IIpernapaTu IPeTCTaByBa JEJHOCT Ol
JjaBeH UHTEpEC.

(2) IIpaBHuTE JIMLIa KOU BpLIAT IPOMET Ha TOJEMO CO BETEPUHAPHO-MEIULIMHCKU Mpenaparu,
BEJIEJPOTrepUH, KaKO BPIIUTEIN Ha JIEJHOCTH OJ1 jaBeH MHTepec, ce 00Bp3aHM HA KOHTHHYHPAHO
CHaOayBamke HAa COOJBETCH aCOPTHMAH M KOJIMYMHA HA BETEPUHAPHO- MEIUIIMHCKU IperapaTu
OJl €ceHIMjajHaTa JMCTa 3a ONTUMAIHO 3a/l0BOJYBamke€ Ha IMOTPEOMTE 3a BETEPUHAPHO-
MEAMIMHCKH MpenapaTy Ha a3apoT, BO COOJABETEH BPEMEHCKU EPHO/.

Yien 5-8
JIncra Ha eceHIIUjaTHU BeTePUHAPHO-MeIMIIUHCKH
npenaparu

(1) Onpenenu BUIOBM Ha BETEPHHAPHO-METUIIMHCKH TIpENapaTH Ce MPEJAMET Ha YTBPIyBambe
B0 JlucTa Ha eceHIMjaIHU BeTepUHAPHO-MEAULIMHCKY MPenapary.

(2) VTBpayBameTO Ha BHJIOBUTE BETEpPUHAPHO-MEIUIIMHCKU mpernapaTd Bo Jlucra Ha
€CEHIMjaJIHU BETEePUHAPHO-MEIUIIMHCKY IIpenapaTH ce BPLIM BP3 OCHOBA HA METOJI0JIOTHja.

3) Mertononoryjara 3a CTaBamke HA BETEPUHAPHO-MEAMIIMHCKUTE Ipenapatd Ha
€CeHIMjaJlHaTa JIMCTa Ha BETEpUHAPHO-MEAMLMHCKU NpenapaTH ja mpomnuiryBa Bmagata Ha
PenyOnuka MakenoHuja, Ha mpeasior Ha AreHiujara.

(4) AreHuujata BOCHOCTaBYBa CHCTEM M CIIPOBEAYyBa MEpPKH 3a CIEJeHe Ha MOTpeduTe,
CHa0/IeHOCTa, JOCTAITHOCTa M IMOTPOLIYBavyKaTa Ha BETEPUHAPHO-MEJAWIIMHCKHU IpErapaTtd BO
Peny6nuka Makenonuja.

(5) Arenumjata BOCIOCTaByBa M BOJM €CEHIIMjaJHA JINCTa HA BETEPUHAPHO- METUIIMHCKHU
npernapary.

(6) HupextopoT Ha AreHIMjaTa ceKkoja TOJIWHA OJpeayBa JIMCTa Ha BETEpUHAPHO-
MEIULMHCKU MpenapaTd Kou ce 0]l MoceOeH MHTEepec BO OJHOC Ha 3/IpaBCTBEHATa 3allITUTa U
Oylarococtoj0a Ha KUBOTHUTE M 3a KOM C€ BOJM €BHJICHIIM]a 3a CHAOIEHOCTa U JOCTAITHOCTA Ha
na3apoT — EceHnujanHa aucra Ha BeTepUHAPHO-MEIUIIUHCKH MTperapaTy.

(7) Ecenmnujamnara nucta Ha BETEPUHAPHO-MEIUIIMHCKM TIpemapatd ce o0jaByBa BO
,,City)xOeH BecHuK Ha Pery6nnka Makenonuja”.

(8) Tlokpaj mpaBHUTE nHIla OA WICHOT 5-0 cTaB (2) 07 OBOj 3aKOH M BETEPUHAPHUTE
ApymTBa ce o0Bp3aHM Ja 00e30exar cHaOAEHOCT CO BETEPUHAPHO-MEIUIIMHCKUTE IMpernapaTu
KOHU Cce Haoraar Ha eCceHIlMjaJTHaTa JIMCTa Ha 1eyiata Teputopuja Ha Peryonuka Makemonuja. .
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Unen 5
UneHot 6 ce MeHyBa U IJ1acH:

,,dIeH 6
Hay4yHo TexHMYKa eKcnepTH3a

(1) Arennmjara 3a oxpeneHu crenurGUYHA HAYYHH WM TEXHUYKU Ipamiamba, a 0COOCHO BO
BpCKa CO BeTepHHapHa (papMaKoJIOIIKa BHUMATEITHOCT, CUCTEMOT Ha CIIEJICHhE Ha HECaKaHUTE
JIejCTBa HA BETEPUHAPHO-MEIUIIMHCKU Mpenapatd ¥ aHTUMHUKPOOHATa PE3UCTEHIIMja YTBPACHU
CO OBOj 3aKOH MOJKE Jia jJocTaBu Oapame a0 Hanmonanen coBet on wieHoT 120 ox 3akoHOT 3a
0e30eIHOCT Ha XpaHaTa, 32 JIaBake Ha HE3aBUCHO MUCIICHE U MPETOPAKH, MO YCIOBH ¥ HAYHH
YTBpJIEH BO 3aKOHOT 3a 0€30eIHOCT Ha XpaHaTa.

(2) Bp3 ocHOBa Ha HE3aBUCHOTO MHCJICHEC M MpernopakuTe o HalMoHaIHHOT COBET,
AreHnMjaTta ke mpe3eMe COOJIBETHM MEpPKHM M aKTHBHOCTH 3a 3alliTUTa Ha jaBHOTO 3JIpaBje U
3]IpaBjeTo U OIarococrojoara Ha )KUBOTHUTE.”.

Yien 6
Unenot 7 ce MEHYBA U IJ1acu:

Ldnen 7
Hauunonanna pedepenTHa jadoparopuja u
JJabopaTopuM 3a NoTpeduTE HA ONepaTopuTe

(1) JlabGoparopucko-aHamuTHUKHATE ((hapMarEeBTCKO-XEMHUCKO-OMOIONIKO-MIUKPOOHUOIIOIIKO)
UCIIUTYBakha M KOHTpOJaTa Ha KBAJIMTETOT, Oe30emHocTa M ePHUKACHOCTa Ha BETEPUHAPHO-
MEIUIMHCKUTE TMperapaTu 3a norpedbure Ha AreHnujara v Bpmu HamponamHnata pedepeHTHa
naboparopuja corjaacHo co oapeaduTe o1 3aKOHOT 3a 0e30eHOCT Ha XpaHa.

(2) Jlaboparopucko-aHaIUTHYKHATE ((hapMaEeBTCKO-XEMHUCKO-OMOIONIKO-MIUKPOOHOIIOIIKO)
UCIINTYBakha M KOHTpOJaTa Ha KBAJIMTETOT, Oe30emHocTa M epHuKacHOCTa Ha BETEPUHAPHO-
MEIUIMHCKUTE MPEerapaTy 3a NoTpeOuTe Ha MPaBHUTE JIMIIa KO BPIIAT IPOU3BOJICTBO U TIPOMET
Ha BETEpUMHAPHO-MEJMLMHCKU IpenapaTd COIJIACHO CO OBOj 3aKOH T'M BpUIAT aKpeAUTUPAHU
1a0opaTOpPUH CO METOAM AKPEITUTHPAHH COTIIACHO CO COO/IBETHHU CTAaHAAPIN. .

Unen 7
ITo unenot 9 ce nonaBa HOB uieH 9-a, KOj Ii1acu:

,,dien 9-a
daicupuKyBaH BeTePUHAPHO-MeIMIIMHCKH Npenapar

(1) KapakrepusupameTo Ha BETEPUHAPHO-MEIUIIMHCKUTE IpernapaTH Kako (aacupukyBaH
BETEpUHAPHO-MEINLIMHCKH Mpenapar He ce 0JIHECYBa Ha IpenapaTtu co HeHaMEepHH HEJ0CTaTOIH
BO KBAJMTETOT U HE CE OJJHECYBA Ha Ipallamara o/ 00JIacTa Ha HHTEJIEKTyaJlHaTa COIICTBEHOCT.

(2) PancuukyBaH BeTepMHAPHO-MEIUIIMHCKHU Ipenapar ce Npou3BeyBa, n3paboTyBa, cTaBa
BO MPOMET U yNoTpedyBa co Il 1a Ce M3MaMar JiMaTa Kou ro ynorpedyBaaT Wi Ha Koj OUJo
HAYMH JoaraaT BO KOHTAaKT CO BETEPHMHAPHO-MEAUIIMHCKHOT Npemnapar (IpoMeT U ymnorpeba),
OTHOCHO C€ COIICTBEHWIIM WJIM JIMI]a OJTOBOPHU 3a >XMBOTHUTE Ha KOM C€ TPHUMEHYBa
Ipernaparor.

(3) JIunara xou Ha KOj OMJIO HAYMH OTKpPUJIE WJIM CE COMHEBaaT BO (ancuPUKyBaH IPOU3BO]
wii ancudukyBaHu GapMaKoJOUIKK CYIICTAHIIMU 32 HUBHO NMPOU3BOJICTBO, BO MUCMEHa (hopMma
Tpeba Ja ja u3Bectar AreHnujara 3a JeTajquTe Bo BpcKa co (ajacupukaror.
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(4) Arenmujara cripoBeayBa O(HITMjaTHH KOHTPOJIH 3a OJpenyBame Ha (GajicH(PpUKyBaHHUTE
BETEPUHAPHO-MEIUIIMHCKY MpenapaTty U GapMaKoJIOIIKU CYIICTaHIUH.

(5) Hoxomy co oduiujasHuTe KOHTPOJIM CE€ YTBPAM NPHUCYCTBO Ha (dancudukyBanu
BETEPUHAPHO-MEIUIIMHCKU Tpenapatd U (papMakoJIOMIKK CYICTaHLHU, ATreHIUjaTa UCTUTE TU
OTCTpaHyBa O] MPOMET, HEUITETHO I'M YHHINTYBa W ja WH(GOpMHpa jaBHOCTA, HAAJICKHUTE
WHCTUTYLIUU M BETEPUHAPHUTE JPYIITBA.

(6) [upexTopoT Ha AreHIyjaTa ro MPOMHINTYBA HAYMHOT HA KOHTPOJIA 32 OJpEIyBarme HA
¢dancupuKyBaHUTE BETEPUHAPHO-MEIUIIMHCKU Tpernapatd W (PapMakoJIOMIKK CYICTaHIIWH,
HUBHOTO OTCTpaHyBame€ OJf NPOMET, HH(GOPMHUPABETO Ha HAUIGKHUTE HHCTHUTYIHUA U
BETEPUHAPHUTE JIPYIITBA U HUBHOTO YHUILITYBamE. .

Yien &
ITo unenot 14 ce noxaBa HOB wieH 14-a, KOj riacu:

. dien 14-a
JloHAMH HA BeTEPUHAPHO-MEIUIIMHCKH NpenapaTu

(1) BerepuHapHO-MEIUIIMHCKHUTE TIPENapaTH IITO C€ IPEAMET Ha JOHAIHMja Ce yBE3YyBaaT H ce
Kopuctatr Bo PenmyOimka MakenoHuja COrJlacCHO €O oApen0OuTe Ha 3aKOHOT 3a JOHAIMU M
CIIOH30pPCTBA BO jaBHATA JICJHOCT M OBOj 3aKOH.

(2) BerepuHapHO-MEIUIIMHCKUTE MpernapaTy of cTaBoT (1) Ha oBOj uieH Tpeba Aa umaar
jacHa M TpajHa O3HaKa JIeKa ce IMPeIMET Ha JIOHAIIU]a.

(3) AreHuujaTa JaBa COIJIACHOCT 3a YBO3 M yIOTpeOda Ha BETEPUHAPHO-METUIIMHCKU
npernapaTy MmTo ce MPEeIMET Ha JIOHAIU]ja, aKo:

1) mocrojar netanHu MHGOPMAIUH 32 CEKOj MpernapaT, BKIY4yBajKu TM U HHPOpPMAIUHUTE 32
BOOOMYACHOTO UME U 3alITUTEHUTE MMHIbA, KOJTMYECTBOTO U POKOT Ha yIOTpeoa;

2) MOHYACHUOT BHJ U KOJIWYMHA HA Mperapar ce moTpeOHn Ha ATEHIMjaTa 3a CIpOBEIyBambe
Ha CHCTEMOT Ha 3/JpaBCTBEHATA 3aIITUTA U OJIArococTojoa Ha )KUBOTHUTE U

3) UMa HajManKy IIECT MECEeIH J0 HCTEeKOT Ha POKOT Ha yrmorpeda Ha BETEpPUHAPHO-
MEIUIIMHCKH TPErapary.

(4) Arennmjata BpmM oQUIMjalieH HAA30p HaA CKIAQAUPAKETO W JucTpulylujata Ha
BETEPUHAPHO-MEIUITMHCKUTE MpEnapaT MITO ce MpeaIMeT Ha JIOHAIIH]a.

(5) dupexTopoT Ha ATeHIMjaTa T'H MpPONUIITyBa GopmaTra U COAPKMHATA HA COTJIACHOCTA O
cTaBoT (3) Ha OBOj WieH.”.

Unen 9

Bo unen 15 craBor (1) ce MeHyBa u riiacu:

,,BETEepUHAPHO-METMIIMHCKUOT TpenapaT He MOXe Ja ce 000pH 3a CTaBame BO MPOMET 3a
yrmoTpeda Kaj eIeH WK MOBeKe BUJOBH HA XUBOTHU YHH MPOU3BOAM CE€ KOPHCTAT BO HCXpaHaTa
Ha JIyI'eTo, JOKOJKY (hapMaKOJIOIIKH aKTUBHATA CYNCTAHIM]a KOja ja COAP>KU HE € HaBeJICHA BO
Jlucrara Ha (apMaKoONOMIKK CYIICTaHIIUKA OJ0OpEHU 3a yrnoTpebda BO BeTepHHApHATa MEIUIIMHA
Bo PemyOnuka Maxkenonnja wian Bo Jlucrata Ha DapMakoNONIKM AKTUBHU CYICTAaHIMHU U
HUBHaTa KJIacu(HKalyja BO OJHOC Ha MAKCUMAIIHO JI03BOJICHUTE HUBOA Ha PE3UIyH BO XpaHa O]
KUBOTHHCKO MOTEKJI0 Ha EBpornickara YHuja, yTBp/ieHa COrJacHoO co 3aKOHOT 3a 0e30eIHOCT Ha
XpaHarta.“.

Unen 10

Bo unen 16 mo craBot (3) ce mogaBaat Tpu HOBM cTaBa (4), (5) u (6), kou riacar:

,»(4) AreHiujata MOXe TPajHO WJIM 3a OJpPEeH BPEMEHCKU NepuoA Aa 3adpaHu yrnorpeda Ha
rpyria Ha WMYHOJIOUIKH TIperapaTth 3a ojpeaeHa OoJiecT, JOKOJIKY HWBHATa NpUMEHa €
CIPOTHBHA HA TIOJUTUKUTE HAa KOHTPOJIA U epajJiuKallyja Ha OJpe/ieHa 3apa3Ha WM MPEHOCIHBA
0orect (MOTUTHUKY 3a JOOMBAKE HA CTATyC CIO00EH O] OJpeeHa 00IecT).
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(5) Mo uckiryyok o1 cTaBOT (4) Ha OBOj WIEH, AMPEKTOPOT HA ATeHIIMjaTa MOXe Ja JI03BOJIU
MpUBpEeMeHa yrnoTpeda Ha rpylna Ha UMYHOJIOIIKH MpenapaTy 3a oapelaeHa 0ojecT 3a oapelieH
BPEMEHCKHU TEPUOJ] U 33 OJPEICH KUBOTUHCKH BHJ, 32 LIEJIUTE Ha KOHTPOJIA U epajvKalija Ha
3apa3Ha 0oJecT Kaj KUBOTHHTE, BO paMKHUTE Ha MPOTpPaMHUTE 3a KOHTpOJa U epajuKaluja Ha
oJpeZieHa 3apa3Ha 0oJecT Kaj )KUBOTHUTE W/WIIM IUJIaH 32 UTHU MEPKH 3a MPEBEHTUBA, KOHTPOJIa
U epaJuKallija Ha ofpe/ieHa 3apa3Ha 00JIeCT Kaj )KUBOTHUTE.

(6) JupexkTopoT Ha ATeHIMjaTa TO MPOMHIIYBAa HAYMHOT HAa PaKyBamkbe, MIPOU3BOJCTBO W/WIH
YBO3, CKJIaJUpame, CHAOAyBambe, TUCTPHOYIH]ja, CTaBakE BO MPOMET, IIpoIakda U yrmorpeda Ha
MMYHOJIOUIKH Tpenapartu o1 craBoBute (4) u (5) Ha OBOj WIEH, KAKO M BPEMEHCKHOT MEPHUO/I Ha
Tpaeme Ha IpUBpeMeHaTa ynorpeda Ha IMYHOJIOMIKHOT Ipernapar. .

Unen 11
[To unenot 18 ce nomaBa HOB wicH 18-a, K0j riacu:

,,dien 18-a
O0BpcKa 32 KOHTUHYHPAHO CHAOAYyBamb€ HAa MAa3apoT

(1) Hocurtenute Ha omoOpeHHE 3a CTaBamkbe BO IPOMET, OJHOCHO BEJCAPOTCPUHUTE KOU
paboTaT BO HHMBHO HMe, CE€ JOJDKHHM 3apaJd KOHTHHYMPAHO CHAa0JyBamke Ha Ia3apoT Ja
o0e30emaT MOTpeOHU 3aJIMXHU Ha Mperapard, OJHOCHO Ja TH CIPOBEAaT Ha0aBKUTE, YBO3OT U
JPYTrUTE MOTPEOHU aKTHBHOCTH, KAKO HE OM HACTaHAJ MPEKHH Ha JIOCTAITHOCTA Ha MPEraparoT
Ha Ta3apoT W Ha Oapame Ha ATeHIMjaTa U BETCPUHAPHHUTE OPYIITBA, CE€ JTOJHKHU Jla JOCTaBaT
BETCPUHAPHO-MEIUIIMHCKH MPErapar BO BPEMEHCKH POK CO KOj HE CE 3arpo3yBa 37paBCTBEHATA
3amTHUTa U 0J1arococTojoa Ha )KUBOTHHTE.

(2) Bo cmyuaj xora He TOCTOjaT PACIOJIOKIMBH CEPHH HAa BETEPHHAPHO-MEIUIIMHCKU
npernapaTy, WK Ha €KBUBAJICHTHHU MPOW3BOJM, HEONXOJIHH 33 KOHTUHYMPAHO CHaOIyBame Ha
1a3apoT, WM 33 CHTyalldUTe KOM MOXE Jia JOBEJaT JI0 MOPEMETyBame Ha CHa0JeHOCTa Ha
1a3apoT CO BETepUHAPHO-MEIUIIMHCKH Tpenapatd oa EceHiujanHaTa nucTa Ha BETEPUHAPHO-
MEIUIIMHCKY TIpenapaTH, MPOU3BOAUTEIOT, OJHOCHO HOCUTEJIOT Ha OJ00PEHHETO 3a CTABAKkE BO
mpoMeT 0e3 OJI0KYBamke BO TMCMeHa (hopma Mopa Ja ja U3BeCTH ATEHIIH]jaTa.

(3) Arenmnjata no Bnamara Ha PemyOnuka Makenonuja moctaByBa ['ofuiieH H3BeImiTaj 3a
JOCTAalTHOCTa W CHA0JeHOCTa Ha BETEPUHAPHO-MEIUIIMHCKHATE NpenapaTH M JIOKOJIKY HMa
notpeba u mpeanara Ha Brnamara na PenyOnmka MakenoHuja mpe3emMame Ha MEpKH 3a
00e30eyBame Ha peJOBHO CHA0lyBamkEe Ha M1a3apor.

(4) Bnanata Ha PenmyOnuka MakenoHuja, Ha mpenopaka Ha ATreHIgjaTa, MOXKe Jia Ipe3eMe
COOJIBETHM MEpKH 3a 00e30emyBame Ha pEeJOBHO CHabJyBame Ha Ma3apoT Bo PemyOimka
MakenoHuja.

(5) Bmamata na PenyOmmuka Makenonuja, co 1€ KOHTHHYHpPAHO CHaOayBame CO
BETEPUHAPHO-MEUITMHCKHU TIperapaTi BO OJHOC Ha 3[paBCTBEHATA 3allITUTA U OJarococrojoa Ha
KUBOTHHTE, JoHecyBa [Iporpama 3a cHaOJEHOCT M JIOCTAITHOCT Ha BETEPHHAPHO- MEIUIIUHCKH
mpemapaTi, KoM ce ymoTpebyBaaT 3a Oojectute YTBpAeHM Bo [oauiiHaTa mporpaMa 3a
3[[paBCTBEHA 3aIITHTA HA KUBOTHUTE.

(6) Co IIporpamara ox cTaBoT (6) Ha OBOj YJIEH C€:

- Tpe3eMaaTr MEpKH 3a CHaOlyBame CO BETEPHHAPHO-MEIUIIMHCKH MTPETapaTd BO BOHPEIHH U
JPYTU CUTYaIluH,

- YTBpAYBaaT MEPKH 3a paloHaliHa YIIoTpeda Ha BETEPHHAPHO-MEIUIIMHCKH MTPETapaTy u

- YTBpIlyBa CpeJCTBa 3a HaOaBKa Ha BETEPUHAPHO-METUIIMHCKU TperapaTtv OJ JUCTaTa Ha
€CEHIMjATHN BETEPUHAPHO-METUIIMHCKH MIPETapaTH, BO CIydaj Ha HEJTOBOJHA CHAOIECHOCT HITH
HETOBOJIHU COCTOjOU CO OOJIECTH Kaj )KUBOTHUTE WIIM €JIEMEHTAPHU HETOTO/IH.
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(7) Iporpamara 3a cHaOJEHOCT M JOCTATHOCT Ha BETEPHHAPHO-METUIIMHCKU TIpenapard ja
crpoBenyBa AreHiyjara. .

Uien 12

Bo unen 19 no craBot (6) ce nonaBaar q8a HOBU cTaBa (7) u (8), Kou riacar:

»(7) Tlo uckiydok ox craBoT (6) Ha OBOj WICH 3a BETCPUHAPHO-MEIUIIMHCKHUTE IMpenapaTu
Kou ce ymoTpeOyBaaT 3a TpeTMaH Ha perkute Oonectu (,,Orphan), 3a TpeTMaH Ha pETKHUTE
00JIECTH Kaj TTOMAJIKy 3aCTalleHuTe BUIOBU XUBOTHU (,,MUMS”) u BeTepuHApHO-MEIUIIMHCKU
npernapaTty npeAMeT Ha JIOHAIMja, He Ce HAIIaTyBaaT TPOILOIMTE 33 U3JaBambe Ha 0JJ0OpEeHHE 3a
CTaBame BO IIPOMET.

(8) lmpekTopoT Ha ATeHIIjaTa MPONHIIYBa JIUCTAa HAa peTku Oonectu (,,Orphan”) u nucra Ha
peTkuTe 00JIECTH Kaj TOMAJIKY 3acTarieH! BUJOBH KHUBOTHH (,, MUMS™).*.

Crasosure (7), (8) u (9) cranysaar craBosu (9), (10) u (11).

Unen 13
Unenot 21 ce MeHyBa U TJ1acu:

,,dien 21
ITocTanka Ha o00pyBam-€ 3a cTaBam€ BO POMeET

(1) 3a omoOpyBame Ha BeTEpUHAPHO-MEAMIIMHCKHOT Mpenapar, AreHiyjaTa CIpoBeIyBa
(dopmarHa nporeHKa Ha OapameTo.

(2) ®opmanHaTa TpOICHKA Ha 0apameTo ce CIPOBEIyBa HA OCHOBAa HAa aMHUHHCTPATHBHA
MOCTAIIKa WU MTOTIIOJIHA TTOCTAIIKA.

(3) AjaMuHUCTpaTHBHATa IIOCTallKa C€ CIPOBEAyBa Ha BETCPHUHAPHO-MEIUIIUHCKHUTE
npernapaTtd Kou ce 0J00peHu BO 3eMjuTe WwieHkH Ha EBpomnckara YHwMja (Co HEHTpalM3upaHa
MoCTarKa, MOCTanKka Ha MeryceOHO TNMpHU3HABaWke WIM JICHECHTPAM3UPaHa IOCTAINKa) WIH BO
3eMjUTe KOM CE€ CTaBeHM Ha JIMCTaTa Ha peQepeHTHH 3eMjH 3a BETEPUHAPHO-MEIUIIMHCKH
npernapary.

(4) ApmuHMCTpaTHBHAaTa IOCTalka ce copoBeayBa Bo pok oA 30 ngeHa oa JEHOT Ha
MOJIHECYBame Ha Oapame Bp3 OCHOBA Ha MOJHECEHATa JIOKyMEHTAllMja, OlleHaTa 3a KBaJUTETOT,
0e30eqHOCTa U epUKACHOCTA Ha MpernapaToT J0O0MeHa BO MOCTANKaTa 3a CTaBamke Ha MPEnapaTroT
BO IIPOMET BO 3eMjHTe WieHKH Ha EBporickata YHuUja uin 3eMjUTe KOU ce Haoraar Ha JucTara Ha
pedepeHTHHN 3eMjH 32 BETEpUHAPHO-MEIUIIMHCKH TIPETapaTH.

(5) Tlotnonmnata mocTamkaTa 3a OJ0OpyBame€ 3a CTaBalkbe BO TMPOMET HA BETEPUHAPHO-
MCIUIHUHCKUTE IIpCriapaTt CC CIIPOBEAYBa 3a BCTCPHUHAPHO-MCAUIMHCKHA IIPEIIapaTl KOHU HE CC
peIMeT Ha aIMUHUCTPAaTUBHATA MOCTAIKA.

(6) TlorronHaTa mocTamnka ce CrpoBeayBa BO pok o 210 geHa o1 AEHOT Ha MOJAHECYBame Ha
ypenHo Gapame Bp3 OCHOBA Ha MOJHECEHATa JOKyMEHTAIHja.

(7) Arenmujara Bo hopmMaiiHaTa MmpolieHa Ha pasriieyBarmbe Ha MOAHECEHOTO Oaparbe:

1) BpiM ImpoBepKa Ha JOKYMEHTalyjaTa To € MOHECEHa BO MPUJIOT Ha 0apameTo BO OJHOC
Ha HEj3MHaTa COTJIACHOCT CO OBOj 3aKOH W MPOIHUCUTE JOHECEHH Ha OCHOBA HAa OBOj 3aKOH U
YTBp/YBa JlaJId yCJIOBUTE 3a U3/1aBak-€ Ha 0JJOOPEHHUE 3a CTaBambe BO MPOMET HAa BETEpUHAPHO-
MEIUIMHCKUOT TpeTapar ce UCIOTHETH;

2) MOXe J1a TO TMOJHEece MpenapaToT, HETOBUTE CYPOBUHH U aKO € HEOIIXOAHO MelyIpOU3BOAN
WU JPYTH COCTaBHU JICJIOBH, 3a UCMIUTYyBamke BOo Hammonannara pedepeHTHa 1aboparopuja 3a
BETEPUHAPHO-MEJUIIMHCKU Tpenapatd WM Jpyra akpeauThpaHa JiabopaTopuja, 3apaau
MOTBP/IyBamkE JIeKa METOUTE Ha UCTIUTYBamkhe KOU C€ KOPUCTEHU OJ1 CTPaHa Ha IPOU3BOIUTEIIOT
U C€ ONHUIIAHU BO JJOKYMEHTAIMjaTa co OapameTo U JOOUEHUTE PEe3yNTaTH ce 3310BOJINTEIHY;
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3) Moxe Jna mpoBepH, a 0cobeHo co KoHcynTauuu co Hamumonamnata pedepeHTHa
nabopaTopuja, 1ajii aHATUTUYKATE METOJM KO C€ KOPHUCTAT 3a JIETEKIIHM]a Ha PE3U/IyH, a KOU Ce
MPE3CHTUPAHU O TOTHOCUTEN Ha Oaparme U T0OUEHUTE PEe3yNTaTH, CE 3aI0BOJIUTEIHH U

4) Moke, Kora € COOJIBETHO, Ja mobapa OJ IMOJHOCUTEIOT Ha OapameTro ga 00e3beau
JOTIOTHUTETHN OJATOIH BO MOTJIe]l Ha JOCTaBeHUTE HH(POpMAIUH.

(8) Kora Arenmujara mpe3emMa akKTUBHOCTH O] cTaBoT (7) Touku 2), 3) U 4) Ha OBO] WJIEH,
BPEMEHCKUTE POKOBH 3a CIIPOBEIYBamb-€ Ha IMOCTAIIKAaTa Ha 0100pyBambe 3a CTaBambETO BO IPOMET
Ha BETCPUHAPHO-MEIUIIMHCKHOT IIperapar ce MNpeKuHyBaaT. HaBeleHHWTe pOKOBH ce
NPEKHHYBaaT 3a CEKOj MEepuoJ KOj Ha IOJHOCHTENIOT Ha OapameTo My ce JaBa 3apajau
00e30e1yBame Ha JOMOTHUTEITHH TTOJATOIH.

(9) Hdupekropor Ha AreHuujaTa MOOJUCKY I'M MPOMMIITYBAa HAYMHOT HA CIPOBEIYBamE Ha
(dbopmaiiHaTa IpOIeHa Ha 0100pyBamke Ha BETEPUHAPHO-MEAUIIMHCKUOT TIpenapar. .

Uien 14

Bo unen 27 craBoT (2) ce MeHyBa U IJ1acH:

,BO OJpeneHn ciy4anm M IO COOJBETHA KOHCYJTAIMja CO IMOJHOCUTEIIOT Ha Oapamero,
0JI00pYBamETO 32 CTAaBAKE BO MPOMET HA BETEPHUHAPHO-MEIUIIMHCKHOT Iperapar MOXe Ja
BKIy4dd M Oapame 3a CIpOBEAYyBamke Ha CIEIU(HYHA TOCTaKa, a OCOOCHO O] acleKT Ha
0e30eIHOCTa Ha BETEPUHAPHO-MEIUIIMHCKHUOT TpenapaT Kako U OJ acleKT Ha 00e30eayBame Ha
3aJJOJDKUTEIHU JTA0OPaTOPUCKO-aHATMTHYKN HMCIUTYBamka Ha CEKOoja cepHhja MPOW3BEICH WU
YBE3CH TpenapaT W MpUjaByBame 10 AreHIMjaTa Ha KakoB OWJIO HHIIMJIECHT BO BpPCKa CO
yrnoTtpebara Ha mpenaparoT U Mpe3eMeHuTe Mepku. Bo Toj ciydaj omoOpeHneTo 3a craBame BO
MPOMET € CO BaKHOCT O] €JIHA TOJIMHA U TPOJOJDKYBAKETO HAa OJIOOPCHUETO € MOBP3aHO CO
TOAMIIHA PEBHU3Hja OJ1 CTpaHa Ha AreHnujara. .

CraBot (3) ce MeHyBa U TJIacH:

,,OMoOpeHneTo 3a cTaBame BO IMPOMET Ha BETEPHHAPHO-MEIUIIMHCKHOT MperapaT Moe /1a ce
OOHOBHU TIO UCTEKOT HAa POKOT Ha BaXKCHE, BP3 OCHOBA Ha IMOBTOPHA OIICHA HAa OJHOCOT PHU3UK-
OeneduT ox crpaHa Ha AreHuujata. 3apaau OOHOBYBame Ha ONOOPEHHMETO 3a CTaBambE BO
MPOMET Ha BETEPUHAPHO-MEIUIIMHCKHOT Ipernapar, HOCUTEIOT Ha OJ00peHHeTo Tpeda naa
nonHece Oapame 10 ATeHLMjaTa HajMalKy CEIyM MeEceld IpeJl HCTEKOT Ha BaKHOCTa Ha
0JI00PEHHUETO 3a CTaBAKE BO POMET.”.

ITo craBoT (3) ce moxaBa HOB cTaB (4), KOj TJIaCHU:

,»(4) JIOKOJIKy HOCUTENOT Ha 0JJOOPEHHETO He MmoHece Oapame 3a 00HOBA HA 0JIOOPEHUETO 3a
CTaBa€ BO NPOMET HajMalKy CeAyM MeECEeIH Ipell MCTEKOT Ha BAaKHOCT Ha O0J00pEHHETO,
0JI00pPEHUETO MPECTaHyBa J]a BaKU CO MCTEKOT HAa POKOT Ha Ba)K€HE HA MPBOTO OJ00peHHE Ha
BETEPUHAPHO-MEIUIIMHCKUOT Mperapar. .

CraBot (4) cranysa ctaB (95).

Bo craBot (5) koj cranyBa ctaB (6) 300poT ,,cTaBoT (4)* ce 3amMeHyBa co 300poT ,,cTaBoT (5)%.

Bo craBor (6) xoj cranyBa ctaB (7) 300poT ,,cTaBOT (4)“ ce 3aMeHyBa co 300poT ,,cTaBOT (5)%.

Bo craBot (7) xoj ctanyBa ctas (8) 300poTt ,,cTaBoT (6)* ce 3aMeHyBa co 300poT ,,cTaBoT (7).

CraBort (8) cranysa crtaB (9).

Bo craBot (9) xoj cranysa craB (10) 360poT ,,ctaBoT (4)* ce 3ameHyBa co 300pOT ,,CTABOT
(5)«

CraBoBute (10) u (11) cranysaar craBosu (11) u (12).

Bo craBor (12) koj cranysa ctas (13) 6pojort ,,(10)* ce 3amenyBa co 6pojor ,,(12)*.

CraBoure (13), (14) u (15) cranyBaar craBosu (14), (15) u (16).

Unen 15
Bo unen 35 no craBor (6) ce nonaBaat yetupu HoBU cTasa (7), (8), (9) u (10), kou rmacart:
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»(7) Hocurenor Ha nAejHOCT € OJrOBOPEH 3a BpIICHE HAa IPOMET CO BETEPUHAPHO-
MEAMIIMHCKH MpernapaTi COrjlacHO CO oJpeAduTe O/ OBOj 3aKOH Ha rojieMO BO BeTepHHapHaTa
BeJIeIporepuja.

(8) HocuTenoT Ha J1ejHOCT € OATOBOPEH 3a BPILEHE HA MPOMET CO BETEPUHAPHO- MEAUIIMHCKI
IperapaTy COrJacHo co OApeI0UTEe OJ1 OBOj 3aKOH HA MaJjo BO BETEpMHApHATA alTeKa.

(9) 3a ynotpebara Ha BeTepUHAPHO-MEIUIIMHCKUTE MpErapaTu COIJIaCHO CO OApenOuTe OJ
OBOj 3aKOH M 3aKOHOT 3a BETEPUMHAPHO 3APABCTBO, € OJIrOBOPEH JOKTOPOT IO BETepHHApHA
MEIUIIMHA BO BETEPUHAPHOTO JIPYIITBO.

(10) IlpaBuute nuna ox craBoBute (7), (8) u (9) Ha OBOj WiIEH ce JOJKHHM Ha BUJUIUBO MECTO
Jla TO UCTaKHAT UMETO U MPE3UMETO Ha HOCUTEJIOT Ha JEJHOCT 3aeAHO cO OpOjoT Ha JIMIICHIIAaTa
u3nazgeHa on BerepuHapHa komopa Ha PemyOnmka MakeqoHHja COTJIACHO €O wWieHOT 13 of
3aKOHOT 3a BETEpUHAPHO 37PaBCTBO. .

CraBort (7) cranysa craB (11).

CraBor (8) koj cranysa ctaB (12) ce MEHyBa U TJIacH:

,»(12) JlupextopoT Ha AreHiujaTa MOOTUCKY TH MPOIUIITyBa Oapamara Kou Tpeba aa TH
UCIIOJIHYBA JIOKTOPOT IO BeTepUHApHA MEIUIIMHA KAaKO HOCHUTEJ Ha JIJHOCT BO MPOHU3BOACTBO,
poMeT, ynorpebda Ha BeTEpUHAPHO-MEAMIIMHCKHU IperapaTd, Kako ¥ HAYMHOT Ha BpIICHE Ha
HEeroBara JIeJHOCT.".

Unen 16
Unenort 43 ce MeHyBa U IJIacu:

. dieH 43
»YB03 Ha BeTePUHAPHO-MeIMIIMHCKH NpenapaTu

(1) YBO30T Ha BeTepUHAPHO-MEAUIIMHCKY MIPENapaTH Ce BPILIU BO COIIACHOCT CO MPONUCUTE
3a mapuHa Ha ocHOBa Ha CIHCOKOT Ha 0J00pEHU BETEPUHAPHO-MEAMUIIMHCKH TpernapaTv Of
qnieHoT 23 craB (5) 07 0BOj 3aKOH CaMO Ha MPaBHU JIMIA KOM CE€ HaBEIEHU KAaKO HOCHTEIH Ha
0J100pEHNETO Ha CTaBaE BO MPOMET.

(2) YBO30T Ha MEIMIIMHCKM MHCTPYMEHTH M IMoMaraja 3a yrnoTpeba BO BeTEepHHAapHaTa
MEJMIMHA C€ BPIIM BO COTJIACHOCT CO INPOIHUCHUTE 3a LapuHa 0e3 MPEeTXOJHO OJ00peHHe O
Areninujara.

(3) Ilo uckmy4ok on craBoT (1) Ha 0BOj uJIeH, JOKOJKY OJpPEeH BETePUHAPHO-MEIUIIMHCKU
npemnapar He ce Haora Ha CHHCOKOT Ha OJ0OpPEHW BETepUHAPHO-MEAMIIMHCKU TpenapaTH O
yneHoT 23 cTaB (5) 04 OBOj 3aKOH, a C€ UCHOJHETH Oapara 3a HUBHO CTaBame BO MPOMET BO
Peny6ninka Maxkenonuja, corjacHO €O OBO] 3aKOH W JPYTHTE MPONUCH OJ objiacta Ha
BeTepUHapHaTa MeJIUIMHA, ATreHlMjaTa u3JaBa oJo0peHue 3a yBo3. Ogo0OpeHuero 3a yBo3 Ha
BETEPUHAPHO-MEIUIIMHCKU MpEerapaT COTJIACHO CO OBOj CTaB Tpeba Ja Ouje M3MaJCHO MPEKy
€IHOIIAITEPCKUOT CUCTEM 3a JI03BOJIM 32 YBO3, U3BO3 U TPAH3MUT HAa CTOKH U TapUPHU KBOTH —
EXIM.

(4) OpoOpeHnreTo 3a yBO3 Ha BETEPHHAPHO-MEAMIIMHCKH Mpenapar oj cTaBoT (3) Ha OBOj
4yiieH AreHImjata TO H3/1aBa IO CIPOBEAyBamke Ha (popManHa mpoleHa 3a 0J00pyBame 3a
CTaBame BO MPOMET Ha BETEPHUHAPHO-METUIIMHCKU MPEerapaTH COTrJacHO co 4ieHOT 21 oa oBoj
3aKOH W U3J]aJIeHO 0I00pEeHNE 3a CTaBamke BO IIPOMET.

(5) Poxot Ha ymoTpebaTa Ha BETEPHUHAPHO-MEIUIIMHCKUTE TMpermapaTH KOU C€ yBe3yBaaT BO
PemmyOoiinka Maxkenonuja He cMmee a OMe MOKPATOK OJ MIECT MECEIH, CMETaHO O] JACHOT Ha
HUBHO JIEKJIapUpambe 3a YBO3 /10 [IAPMHCKUOT OPraH COTJIACHO CO MPOMMCUTE 3a LIapHHA.

(6) Tlo uckmydok ox cTaBOT (5) Ha OBOj WIEH BO CJIy4ya] HAa HACTaHyBame Ha BOHPEIHU
OKOJHOCTH TIOBpP3aHM CO HEJOCTaTOK OJf HEKOj BeTEepUHAPHO-MEIUIIMHCKU Ipenapar,
IMPEKTOPOT Ha ATEHIIMjaTa MOXKE J]a I03BOJIM YBO3 HA BETEPHHAPHO-MEIUITMHCKH MPETapaTu co
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MIOKPAaTOK POK Ha ymoTpeda, 3a IITO Ce JI0CTaByBa OA00peHHE 01 ATEHIMjaTa U3JaJACHO MPEKY
€IHOIIAIITEPCKUOT CUCTEM 32 JIO3BOJIM 32 YBO3, U3BO3 U TPAH3HUT HA CTOKU M TapU(HU KBOTH —
EXIM.

(7) Omobpenuero 3a yBO3 Ha BETEPHHAPHO-MEAMIIMHCKU Ipernapar o]l cTaBoT (6) Ha OBOj
YJIeH C€ BPIIM COTJIACHO €O WieHOT 11 01 0BOj 3aKOH.

(8) Hupekropor Ha AreHmMjaTa TO TNPONHMINTYBa HAYMHOT Ha ONOOpyBame M YBO3 Ha
BETEpUHAPHO-MEIUIIMHCKUTE MpernapaTu u popmara U COJIp>KMHATa Ha 0JJ00PEHHETO 32 YBO3 O
craBoBute (3) 1 (6) HA OBOj UJIeH. .

Ynen 17
[To unenot 49 ce nogaBaat Tpu HOBH WwieHOBU 49-a, 49-6 u 49-B, Kou riacar:

,,dien 49-a
Ceprudukar 3a BereprHapHa GapMaKoJI0LIKa
BHUMATEJHOCT — (papMaKOBUTWJIAHLA

(1) Hocurenute Ha JEJHOCT BO MPABHHUTE JIMIA OJ WICHOT 35 O OBOj 3aKOH WJIH JIPYro
OBJIACTEHO JIUIIE BO MIPABHOTO JIUIIE KO CE€ 0JJ00pyBaar COTJIaCHO CO OJPEIOUTE O/ OBOj 3aKOH,
OCBEH JIHIleHIIa 0] MakenoHckara BerepunapHa komopa tpeba aa mocenyBaat u ceptudukar 3a
3aBpmieHa OO0yKa M TIOJIOKEH UCIHT 3a BeTepUHapHa (DapMakoIomKa BHHMATEIHOCT
(papmakoBUTMIIaHIIa) WM 3aBplleHa CHElUjanu3alyja Mo BeTepuHapHa (apMakoomKa
BHUMATEIHOCT.

(2) OOyxkarta ox ctaBot (1) Ha OBOj YJieH U U3aBAKHETO HA CEPTU(HUKATOT 3a 3aBpIIeHa 00yKa
3a BeTepuHapHa (apMakKoJIOIIKa BHHUMATETHOCT WJIM 3aBpIIEHa CIeHUjalin3alyja 10
BeTepuHapHa (apMaKoJIOIIKa BHUMATEITHOCT MOJKE Jia T'M BpIIAT Cy0jeKTH OBJIACTCHHU OJ CTPaHa
Ha AreHIujara.

(3) Cybjextute o cTaBoOT (2) Ha OBOj YJIEH 3a /1a Ce CTEKHAT CO OBJIACTYBAHE 33 BPIICHE Ha
o0yKa M CIIpOBEAYBamke HAa UCITUTOT 01 cTaBoT (1) Ha OBOj WieH Tpeda /1a TH HCIIOHAT YCIOBHUTE
BO IIOTJIE] Ha TIEPCOHAJ, TPOCTOP U OMpeMa.

(4) Onpendara o cTaBoT (2) Ha OBOj WIEH HE ce MPUMEHYBA 3a Jiniara oj ctaBoT (1) Ha 0BOj
YjileH KOM C€ CTeKHaJle cO MelyHapojeH cepTu(UuKaT 3a 3aBpllieHa O0yka 3a BeTepHHapHa
(¢apmakoJiolIka ~ BHUMATEIHOCT MM  3aBpllieHa CleuMjadu3alyja [0  BeTepHHapHa
(bapMakoJIoIIKa BHUMATEIHOCT.

(5) 3a na OuaaT oBIACTeHH CYOjEeKTHUTE O]l CTAaBOT (2) Ha OBOj WIEH MOJHECYBaaT Oapame 10
AreHuyjara.

(6) Bo mpuiior Ha G6apameTo o7 CTaBOT (5) HA OBOj WIEH CY0jeKTOT O] CTaBOT (2) Ha OBOj
yieH Tpeba J1a Tu I0CTaBU CIIEAHUBE JOKYMEHTH:

1) noka3 nexa IeJTOBHUOT 00jEKT € BO HErOBa CONCTBEHOCT MJIM UMa MTPaBO HAa KOPUCTEHHE;

2) TekoBHa cocToj6a ox LlenTpanen perucrap Ha Penybnuka Makenonuja;

3) noka3 JieKa TM UCIOJIHYBa YCJIOBHUTE YTBPACHH BO MPOMKUCOT 011 CTaBOT (14) Ha 0BOj WieH
BO OJIHOC Ha CTPYYHOCTa Ha IEPCOHANOT, NPOCTOPUUTE M Olpemara Koja Tpeba 1a ja
MoCeyBaarT;

4) nporpama 3a cripoBe/lyBame Ha o0yKa 1

5) nucTa Ha TUIIa KOU Ke ja CpoBeyBaaT o0yKara co COOJBETHA KBATH(UKAIIH]a.

(7) Ilpen na ro u3maze OBIACTYBAHETO OJ CTAaBOT (2) HA OBOj WieH, AreHIjaTra BpIIM yBUT
Ha CaMOTO MECTO.

(8) OBnacteHoTo cinyx0eHOTO JHLe 0 AreHuMjata Koe ja BOAM IOCTaIlKaTa Mo CiyxoOeHa
JOJKHOCT OJ] Ha/IJIEKEH jJaBEeH OpraH ro nmpudaByBa J0Ka30T 01 CTAaBOT (6) Touka 2) Ha OBOj WIEH
BO POK 0J1 TpU PaOOTHU JIeHa OJ1 ICHOT Ha MOJAHECYBAKETO Ha OapameTo.
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(9) OBacTeHOTO CITY)KOEHO JIMIIE OJ1 HA/JICKHUOT jJaBEH OpraH € JOJDKHO OapaHHOT JI0Ka3 O]l
cTaBOT (8) Ha OBOj WIEH J1a TO JOCTaBU BO POK OJI TPW paOOTHM JieHA O] ICHOT Ha MPHUEMOT Ha
OapameTo.

(10) Arennumjata mo mpueMOT Ha OapameTo 0J CTaBOT (5) Ha OBOj WicH, BO pok ox 30 meHa
JIOHECYyBa pEILIEHUE 3a OBJAcTyBame, OJHOCHO oa0uBame Ha Oapamero. Pemienuero 3a
OBJIACTYBam€ € CO BaXKHOCT O] TIET TOAUHHU.

(11) IMpoTuB perieHneTo 3a 0AOMBaKE HA 0APAHETO, MOJTHOCUTEIIOT Ha OapamkeTo UMa IPaBo
Jla TOoHECe Kaliba BO poK o1 15 1eHa of IeHOT Ha MpUeMOT Ha pemieHueTo of ctaBoT (10) Ha
0BOj wieH a0 /[p>kaBHara KOMHCHja 3a OAJY4YyBarme€ BO YIpaBHA IOCTAlKa W IOCTANKa Of
paboTeH 0JHOC BO BTOP CTEMEH.

(12) Arennmjata HajManKy €IHAII TOAMIIHO ja IPOBEPYBa HCIIOJIHETOCTA HA YCIOBUTE O]
cTaBoT (3) Ha OBOj WICH.

(13) Arenmmjata K€ ro OJ3eME OBJIACTYBamETO IOKOJIKY CYOjeKTHTE MpecTaHaT Ja TH
WCITOJTHYBAaT YCJIOBHUTE O] CTaBOT (3) Ha OBOj WICH.

(14) Hupextopor Ha AreHnujaTa MOOJMCKY I'M MPOMHIIYBAa HAYMHOT 33 CHPOBEIYBAmbE W
CONpKMHATa Ha oOykara 3a jmmara o cTaBoT (1) Ha OBOj 4YICH, HAYMHOT HA H3JaBambe,
conpxxknHata u Gopmara Ha cepTU(UKATOT o7 cTaBOT (1) HA OBOj WIEH, KAaKO W YCIIOBUTE 3a
M3/1aBa-¢ Ha OBJIACTYBAE HA CY0jEKTUTE O] CTaBOT (2) Ha OBOj YWICH.

(15) TpomronuTe 3a OBJIACTYyBame HAa CYOjeKTHTE OJ CTABOT (2) Ha OBOj WIEH CC HAa HUBCH
TOBap M c€ yIurakaatr BO byneror Ha PenyOnmka MakenoHuja, a TPOIIOIUTE 332 OOYKHTE,
MOJIarambeTO HA WCIUT U W3/IaBalbeTO Ha CepTU(UKATOT 3a MOJOXKEH UCHHUT Ce Ha TOBap Ha
cy0jextute o cTaBoT (1) Ha 0BOj UJIeH.

(16) BucuHara Ha TPOUIOIMTE 33 U3aBalb-¢ HAa OBJIACTYBahe HA Cy0jeKTUTE O cTaBoT (2) Ha
OBOj wIeH r'u nponuiryBa Brnagara na PemyOnmka MakenoHuja Ha mpeajior Ha AUPEKTOPOT Ha
AreHnujaTa, Bp3 OCHOBA Ha PEaTHO OTPEOHUTE TPOILIOIH 32 U3AaBakhE Ha OBJIACTYBAETO.

(17) Bucunara Ha TPOUIOIMTE 3a CIPOBEIyBake Ha OOYKUTE, MOJIAarambe Ha HMCIUTOT U
W3/1aBake¢ Ha CePTH(UKATOT 3a IMOJIOKCH HMCIUT ja YTBPIYBa CyOjeKTOT o1 CTaBOT (2) Ha OBOj
YJIeH, 10 MPETXOAHO J0OMEHA COTJIACHOCT O TUPEKTOPOT Ha ATEeHIIMjaTa.

Ynen 49-0
Paunonanna ynorpe6a Ha BeTepHHAPHO-MEIMIIUHCKUTE MPenapaTu

(1) BerepruHapHO-MeAMIIMHCKHU TpenapaTu ce ymnoTpedyBaaT camMo Kora IOCTOM OIpaBjaHa
IpUYMHA 32 TOA, OJHOCHO € HaMEHET 3a JIeKyBame WM CIpedyBame Ha oJpeieHa Ooiect,
nojfo0pyBambe WM MoAauduKanuja Ha (U3UOJIOMKH (PYHKIMHM WM TOCTUTHYBambe€ Ha JPYru
MEIUIMHCKHU ONPaBIaHM eNIM Kaj NaJACHNOT BU U KaTeropHja >KUBOTHH.

(2) 3a TperMaH Ha OJpeleH BHUJA U KaTeropuja Ha >KUBOTHU CMee Jla ce YNoTpeOu camo
BETEpUHAPHO-MEIUIIMHCKH TIperapar 3a KOj BO YMaTCTBOTO 3a ymoTpeda € HaBeJeH BHIOT U
KaTreropyjaTa Ha >KMBOTHH W COTJIACHO CO OJpeAOWTe OJ YIAaTCTBOTO 3a ymoTpebda Ha
BETEPUHAPHO-MEIUIIMHCKUOT Mpenapar, oApeaAdUuTe 01 0BOj 3aKOH M 3aKOHOT 3a BETEPUHAPHO
3JIpaBCTBO.

(3) Mo uckmy4ok oj cTaBOT (2) Ha OBOj WIEH, KOTa 3a TPETMaH Ha OJpECH BUJ M KaTeropuja
Ha JKMBOTHM HE IIOCTOJaT OJO0OpeHH BETEepPUHAPHO-MEAMIIMHCKU IpenapaTd MoOXe Ja ce
yInoTpedu BeTepUHAPHO-MEIUIIMHCKU IMpernapar WM JIeK 3a yrnoTpeda BO XyMaHaTa MeJUIIMHA
COIJIaCHO cO ofjpeaduTe o wieHOT 11 o1 0BOj 3aKOH 3a 0JJ00pyBame Ha MPUBPEMEHO CTABAE
BO IPOMET U yroTpeda Ha BeTepUHAPHO-MEANIIMHCKY TIpenapaTH.

(4) [okTopoT 1O BeTepHHAPHA MEAWIIMHA, Tpen ymorpeba Tpeda ma TpoBepH Jallu
BETEPUHAPHO-MEIUIIMHCKUOT TpernapaT WMa KOHTPAaWHAWKAIWH, OJHOCHO HECAaKaHW EQEeKTH
MOBP3aHU CO CcOCTOjOUTE M OoJecTUTE Ha JKMBOTHOTO, Janu MMa edekTtu Ha Oe3beqHOcTa Ha
XpaHarta JJo0ueHa o]l TPETHUPAHOTO KUBOTHO, JIaJl TIOCTOW MHTEPAKIIHja CO IPYTUTE MpernapaTH
CO KOM IKMBOTHOTO € TpEeTHpaHO M Jajlud € paldoHaJHa Heromara ymoTpeba 3a
JIMjarHOCTUIIMpaHaTa cocTojoa.
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(5) Ilpu ynotpebdara, JOKTOPOT MO BETEpUHAPHA MEIUIIMHA € JOJDKEH Ja TO MPeXylnpeau
COTICTBEHHKOT/O/ITTICIyBAYOT HA )KUBOTHHUTE 32 MIEPUOJIOT HA KapeHIla U HeCaKaHUTE eeKTH Ha
MpernapaToT, OAHOCHO MoceOHUTe 6e30eTHOCHN MEPKH Kou Tpeba j1a ce mpe3emar.

(6) Jlokonky ce paboTH 3a aHTUMHKpPOOHA Teparnwuja, JOKTOPOT MO0 BEeTepUHApPHA MEAMIIMHA €
JOJDKeH Ja Bepu(uKyBa nanmu uMa morpeda 3a mM3paboTKa Ha aHTHOMOTpaMm, OJ acleKT Ha
MEpPKHTE 32 aHTUMUKPOOHA PE3UCTEHIIN]a.

Ynen 49-8
IIporpama 3a panuona/jaHa ynorpeda Ha
BeTEePUHAPHO-MEeIMIIMHCKH MpenapaTu

(1) dupextopor Ha AreHuujata JoHecyBa [Iporpama 3a mpoMoBHUpame Ha palMOHAJIHATA
yrnoTpebda Ha BETEPUHAPHO-MEIUIMHCKUTE HpenapaTH U u3paboTyBa M MyONHMKYyBa CTPYYHH
nyOoJIMKallMu MOBpP3aHU CO palMoOHaJHAaTa ynorpeba Ha BETEPUHAPHO- MEAMLIUHCKUTE
npernapary, 3rojeMeHaTa BeTepuHapHa (apMaKoJIOIIKa BHUMATEIHOCT M aHTHMHUKpOOHaTa
pE3UCTEHIMja BO pAMKUTE HA CBOUTE HA/IJIE)KHOCTH, 3a IIEPUOJL OJ] IIET TOAUHHU.

(2) Co Ilporpamara ox craBot (1) Ha 0BOj 4JieH ce:

- yYTBpJyBaaT MPHHLUUIOUTE HA palMoHalHA YNoTpeba Ha BETEPUHAPHO-MEIUIIMHCKU
npernapari,

- YIBpAYBaaT MEPKH M METOJAM 332 HaMalyBamke Ha aHTUMUKPOOHATa Pe3UCTeHIIMjaTa KaKo U
IIPUCYCTBOTO HA PE3UJIYH O]l BETEPUHAPHO-MEIUIIHUCKU IIpenapaTH,

- YTBpAYBaaT MEPKH 3a CIIpeuyBambe Ha HACTaHyBamke HA aHTUMHUKPOOHA pE3UCTEHIIN]a,

- yTIBpAyBaaT aKTUBHOCTH 3a yNnoTpeOa Ha BETEpUHAPHO-MEAMLIMHCKHU IpernapaTtd Kou ce
COOJIBETHHU 3a KJIMHHYKaTa cOCTOj0a Ha >KMBOTHUTE BO KOJIMYECTBA KOW C€ INPHJIArOJCHU 32
HUBHHUTE WHIMBUYAJIIHU TOTPEOH BO TEKOT Ha aJIeKBATEH BPEMEHCKHU IIEPUO/]] CO IOYUTYBakE Ha
KOHLENTOT Ha IPUMEHA Ha Pe3epBEH aHTUONOTUK,

- YTBpJlyBa NPUMEHA Ha aHTUOMOTHLIM CO TECEH CHEKTap Ha JIEJCTBO KAKO U CO COOJBETHHU
MEpKH Ha OMOCHUTYPHOCT U TIPEBEHTUBHO CIIPEUYBamE Ha OOIECTHUTE,

- YTBpIyBaaT NOTpeOuTe M aKTMBHOCTUTE 3a IPOMOBHMpamE¢ Ha pallMoOHalHA yNoTpeda Ha
BETEPUHAPHO-MEUIIMHCKUTE MpenapaTure,

- YTIBpAyBaaT MOTpeOUTE M AKTUBHOCTUTE 3a €AyKalyja U TPEHUHI Ha JOKTOPUTE IO
BETEpUHApHA MEIUIMHA, BETEPUHAPHO 3JPAaBCTBEHUTE pPAOOTHULIM U OATJIEAYBAUUTE U
COIICTBEHHULIUTE HA JKMBOTHUTE O0J o0lacTa Ha palyoHaJHAa ynoTpeda Ha BeTepUHAPHO-
MEAUIMHCKUTE NpenapaTu u

- BpUIM KOOpJAMHALMja U copaboTKa BO IMOJIETO HA palMoHaliHa ynoTpeba Ha BeTepUHApHO-
MEAUIMHCKUTE TMpenapatd Ha AreHuyjara, ¢apmaleBTckata WHIYCTpHja, BETEPUHAPHO
3/IpaBCTBEHATa JIEJHOCT, HAYyYHO-UCTPAKyBaukKW WHCTUTYLMH, 3JpYKEHHja M acolMjalldd Ha
OJITJIEIyBaYu M CONICTBEHUIIN HA )KUBOTHHU U IPYTH 3aUHTEPECUPAHU CTPAHU. .

Urnen 18

Unenor 50 ce MeHyBa U riacu:

»(1) BerepunapHute apymTBa ce JOKHM Ja BOJAT €BUACHLMja 3a yrnoTpebaTa Ha
BETEPUHAPHO-MEUIIMHCKUTE TperapaTi Ha HHUBO Ha OJIJICAYBAIUINTE, OJHOCHO Kaje IITO €
COOJIBETHO Ha HUBO Ha TIOEAMHEYHO KUBOTHO.

(2) EBunennujata o ctaBoT (1) Ha 0BOj WwieH Moke Aa Ouze 30upHa, 3a CUTE KHUBOTHHU O] UCT
BH/JI W/WJT KaTeTOpHja Ha OATJICyBAIMIITETO WIIH IMOSIUHETHA.

(3) Hupextopor Ha AreHIMjaTa T OJpeayBa BHUJIOBUTE Ha J>KUBOTHU 3a KOU CE€ BOJHU
MoeAMHEYHA WK 30MpHA eBUICHITH]A.
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(4) CormcrBeHHMLIUTE, OJHOCHO APXKATEJIUTE HA >KMBOTHU YWUU NPOU3BOAU CE KOPHUCTAT BO
HCXpaHaTa Ha JyreTo ce JOJDKHU Ja BOJAT €BUJICHIIMja 3a HabaBKaTa, CKIaAupame U yrnoTrpeda
Ha BETCPUHAPHO-MEIMIIMHCKY MpEenapaTd Ha HUBO Ha OJTJIEAYBAIMINTE M CE JOJDKHH JIa BOJAT
€BUJCHIIM]a U 32 HECAKaHUTE JI€JCTBA O] yroTpebdaTa Ha BETEpUHAPHO- MEAUIIMHCKH Mpenapary.

(5) dupexropoT Ha AreHIrjaTa ja mponuirysa (opmara, COIp)KMHATA U HAYMHOT Ha BOJCHC
Ha eBUJCHIMjaTa 3a Ha0aBKa, CKIaJUpame U YHoTpeda Ha BETEPUHAPHO- MEIUIUHCKU
mpemapaTi, Kako ¥ HECaKaHUTE JIjCTBA OJ UCTHUTE, OJf CTpaHa Ha BETEPHUHAPHUTE IPYIITBA U
COIICTBEHHUIIUTE, OJHOCHO AP XKATEIUTE Ha )KUBOTHHU U opMaTa U COAp>KMHATA HA 00pa3eroT 3a
BOJICHC Ha 30MpHA W MOEAMHEYHA CBHUJICHIIMjaTa HA HUBO HA OJIVICIyBAIMINTE OJ CTpaHA Ha
BETEPUHAPHUTE [JPYIITBA U COINCTBEHUIUTE, OJHOCHO JApKATEIUTE HA >KUBOTHH, KAaKO U
KaTeTOPUUTE HAa BETEPHUHAPHO-MEIUIIMHCKUTE TMpernapaTd 3a KOM € MOTPeOHO Ja ce BOIHU
€BUJICHIIN]A.

(6) EBunennujara ox wieHotT 41 o1 0B0Oj 3ak0oH 1 o1 ctaBoBuTe (1) 1 (2) HA OBOj WieH ce BOIU
BO MeuyaTeHa u enekTpoHcka ¢popma Bo UT cuctem anMuHUCTpUpaH Of cTpaHa Ha ATeHIujara.

(7) Mo wuckmydok op cTaBOT (5) HAa OBOj WICH COICTBEHUIIUTE, OJHOCHO IPKATEIUTE HA
KUBOTHHU MOJKAaT Jia ja BOAAT €BUJEHIMjaTa caMo BO nevareHa ¢popma.*.

Ynen 19
ITo unenot 56 ce noxasa HoBa Iy1aBa [V-a co Tpu HOBHU WieHa 56-a, 56-0 u 56-B, KOU TJacar:

,»IV-a OI'JTACYBABE, THOOPMUPABE, PEKJIAMUPAIBGE 11 ITIPOMOBUPALE HA
BETEPUHAPHO-MEJIULIMHCKUTE ITPEITAPATU

Yiien 56-a
OrunacyBame Ha BeTePUHAPHO-MeIMIMHCKH NpenapaTu

(1) OrnacyBameTo Ha BeTepUHAPHO-MEIULIMHCKU Npenapatu Tpeda na 6une 06jeKTUBHO U HE
cMee Ja ja JoBeayBa BO 3a0iya CTpydyHaTa W ONINTATa jJaBHOCT, KaKO W Ja ja MPOMOBHUpPA
paroHanHara papmakoTepanyja.

(2) OrnacyBameTo € J03BOJICHO BO CTpy4YHATa JUTEpaTypa, CTPYUYHUTE U HAYUYHUTE COOMpHU
KaKo Y KOH BETEpUHAPHO 37]paBCTBEHATA jaBHOCT.

(3) OrnacyBameTo HAMEHETO 3a BETEPUHAPHO 3APABCTBEHUTE PAaOOTHUIIM TO TIpaBat
HOCHUTETUTEe Ha oJ00peHHjaTa 3a CTaBamke BO MPOMET MPEKy OIJlach BO CTpy4YHA JTUTEparypa,
CTPYYHU TIEPUOJUYHH CIIHCAHWja W JPYT'H CTPYYHU MyOTUKAIMH, KAaKO W TMPEKy JUPEKTHO
naBambe MHPOpPMAIMK Ha BETEPUHAPHO 3/IPAaBCTBEHUTE PAOOTHHIIH.

(4) OrnacyBameTO HAaMEHETO 3a BETEPUHAPHO 3pPaBCTBEHUTE DPAOOTHHUIIM € JO3BOJIEHO
3apaau o6e30enyBame MH(OPMAIMK BO COTJIACHOCT CO 30MPHUOT M3BEIITaj 32 OCOOMHMUTE Ha
BETEpUHAPHO-MEIUIIMHCKUOT TpenapaT WM BO BpPCKa CO YCJOBHUTE IO KOW BETEpUHAPHO-
MEAUIIMHCKUOT Mpernapar € CTaBeH BO MIPOMET.

(5) Hocutenutre Ha omoOpeHHjaTa 3a CTaBamke BO MPOMET CE€ JIOJDKHH JIaBambeTO Ha
uH(poOpMalUK Ja ro BpIIAT Ha HAYHMH IITO HE ja HAJIMUHYBAa TPaHHIATa HA HAYYHO-EKCIIEPTCKU
eI Ha TakBaTa eayKalfja, OpraHu3MpaHO HCKIYYMBO 3a JOOWBamke HOBH IIO3HABama 3a
BETEPUHAPHO-MEUIIMHCKUOT TMpenapar M € HAaCOYeHO HWCKIYYHBO KOH BETEPUHAPHO
3/IpaBCTBEHUTE PAOOTHUIIH.

(6) OrpannuyBamaTa 3a OrjacyBame HE C€ OJHECyBaaT Ha BETEPHUHAPHUTE APYIITBA KOra
CTIpOBEIyBaaT aKTUBHOCTM OJ 00JlacTa Ha jJaBHOTO 3[PaBCTBO CO Il TPOMOBUpPAmE Ha
MOJINTUKU U aKTUBHOCTH HA MMYHOJIOIIIKA 3aIlITUTA, ceporpoduiiakca U XxeMuonpoduiakca.

(7) Ha OGapame Ha AreHIMjaTa HOCHTEJIOT Ha OJOOPEHHETO 3a CTaBamkEe BO TPOMET Ha
BETEPUHAPHO-MEUITMHCKUOT MpernapaT € J0JDKEH Ja TM JOCTaBU MaTepujanuTe oj cTaBoT (1) Ha
OBOJ WJIEeH 70 ATeHlujara.
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(8) Ha Oapame Ha AreHuujata, JOKOJIKY JOCTaBEHHMOT MaTepHjal € BO CIPOTUBHOCT CO
oJIpeaIduTe 07 OBOj WICH, HOCUTEJIOT Ha OJJOOPEHHETO 3a CTaBamke BO MPOMET Ha BETEPUHAPHO-
MEIUIMHCKUOT IpenapaT € J0JDKEH J1a ja 3alpe HaBeJleHaTa akTUBHOCT, OJJHOCHO Jla TH TIOBJIeUe
MaTepHjauTe 3a OIJ1acyBambe Ha BETEPUHAPHO-MEUIIMHCKU IIpenapaTH.

(9) Arenmmjara mOOMMCKY IO NpPONHINYBa HAYMHOT Ha OrjlacyBamke Ha BETEpUHApPHO-
MEIULMHCKUTE IIpenapaTy.

Unen 56-6
HNudopmupame 1 pekiaMupame

(1) HWnudopmupameTo Koe € O]l jaBeH HHTEPEC 3a BETEPUHAPHO-MEAMIIMHCKU IperapaTu
NpeKy U3JaBakbe Ha CTPYYHH NPHPAYHUIM W OWITEHH HAMEHETH 3a 3]PaBCTBCHHUTE W
BETEpUHAPHUTE PAaOOTHHIIM, KAKO M 32 COICTBEHHIIUTE W OATJICYBAaYUTE HA KUBOTHHUTE, a CO
nen uHOpMUpame 3a IMpaBHIHATA YIOTpeOda HAa BETEPUHAPHO-MEIUIIMHCKHUTE NpenapaTH,
MoceOHO O]l acleKT Ha HMBHATa paloOHANHA YymoTpeba MoOKe Ja ce BpIIM OJ CTpaHa Ha
Arennyjata, npeky BerepuHapHa komopa Ha PemyOnuka MakenoHuja WM Ipyra WHCTHUTYIIH]a
WJIA OpTaHu3alija OBJIACTeHa 0] ATeHIIMjaTa.

(2) Arennujara BOCIIOCTaByBa U OJIp)KyBa HHTEPHET MOPTAJl 32 BETEPUHAPHO- MEIUITUHCKUTE
npernapaTy Koj € MOBP3aH cO UHTEPHET MopTaioT Ha EBporickara arennuja 3a nekoBu-EMA. Ha
MOPTAJIOT ce 00jaByBaaT peJIeBaHTHUTE MOJIATOIM 32 BETEPUHAPHO- MEAULIMHCKUTE MTPETapaTu.

(3) Arenuujara mosxe 1a ja oiactu BerepunapHaTta komopa Ha Peny6nuka Makenonuja uim
Apyra WHCTUTYIMja WM OpraHu3anmja kako HammonameH meHtap 3a uH(OpMupame 3a
BETCPUHAPHO-MEJUIIMHCKUTE MTPETIapaTy.

(4) 3a na Gumat oBJIACTEHU, CYOjEeKTUTE O] CTaBOT (3) HA OBOj WiICH Tpeba J1a TH UCIIOJIHYBaaT
YCJIOBUTE BO TIOTJIE/ HA MIEPCOHAI, IPOCTOPHH U OIIPEeMa.

(5) 3a nma Oupmat oBiacTeHn kako HarmonaieH meHTap 3a MH(GOPMHUpAkE 32 BETEPUHAPHO-
MEIUIMHCKUTE TMpernapaTu, cyOojeKTUTe of cTaBOT (3) Ha OBOj WiIeH MOAHECyBaaT Oapame [0
Arennujara.

(6) Bo mpuior Ha GapameTo o cTaBOT (5) Ha 0BOj WieH cy0jeKTOT of cTaBoT (3) Ha OBOj
4ieH Tpeda J1a TH IOCTaBU CIIEAHUBE JOKYMEHTH:

- JIOKa3 JIeKa JIeJIOBHUOT 00jeKT € BO HEroBa CONCTBEHOCT WJIM MMa MIPABO Ha KOPUCTEHE,

- TekoBHa cocToj0a ox Llentpanen perucrap Ha PenyOnnka Makenonuja,

- JIOKa3 JIeKa T UCTIOJHYBA YCJIOBUTE YTBPACHH BO MPOMUCOT OJ cTaBoT (14) Ha 0BOj UJieH BO
OJTHOC Ha CTPYYHOCTA Ha TIEPCOHANIOT, TPOCTOPHUTE, OTpeMara Koja Tpeba 1a ja moceayBaaT u

- Iporpama 3a CIpoBeyBambe Ha HH(OOpMUpAmkETO 011 cTaBoT (1) Ha OBOj UlieH.

(7) llpen na ro u3Aane OBIACTYBAKETO OJ CTAaBOT (3) HAa OBOj 4JieH, ATEHIIMjaTa BPIIU YBH]I
Ha caMOTO MECTO.

(8) OBnacteHOTO CIYyXO€HOTO JHUIEe O ATEeHIIMjaTa KO€ ja BOJM TOCTamKaTa Mo ciyxOeHa
JOJDKHOCT O] HaJJIeXKEH jaBeH OpraH ro npubaByBa JI0Ka30T 0] CTaBOT (6) TOUKa 2) Ha OBO]j WIEH
BO POK OJ1 TpY PaOOTHHU JIeHa OJ1 ICHOT Ha IOJHECYBAkETO Ha OapameTo.

(9) OBnacteHo ciy:x0€HO JUIE O]l HAJIEKHUOT jJaBeH OpraH € JAOJDKHO 0apaHuOT JI0Ka3 Of
cTaBoT (8) Ha OBOj WIEH Jia TO JIOCTaBH BO POK OJ TpU paOOTHU JI€HA OJ] IEHOT Ha MPUEMOT Ha
OapameTo.

(10) Arenumjara mo npuemMot Ha OapameTo oJ cTaBoT (5) Ha 0BOj 4jieH, BO pok oxa 30 neHa
JIOHECYBa pELIeHHE 3a OBJIACTYBamE, OJHOCHO oOJ0HMBame Ha Oapamero. Perienuero 3a
OBJIACTYBamE€ € CO BAXKHOCT O/ TIET TO/INHHU.

(11) MpoTuB perieHneTo 3a OAOMBaKE HA 0APAKHETO, MOJTHOCUTEIIOT Ha OapamkeTo UMa IPaBo
7a TojTHece kayda BO pok of 15 meHa oa MeHOT Ha MPUEMOT Ha pemieHueTo of craBot (10) Ha
oBOj wieH a0 JlpkaBHaTa KOMHCH]ja 3a OJUTydyBame BO YIpaBHA IMOCTANKa M IOCTANKa O
paboTeH OJJHOC BO BTOP CTEMEH.
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(12) ArennmjaTa HajMaJKy €QHAIl TOAMIIHO ja MPOBEPYBa MCIIOJNHETOCTA HA YCIOBHUTE O]
CTaBOT (4) Ha OBOJ WICH.

(13) ArenumjaTa ke ro oJ3eMe OBJACTYBAHETO IOKOJKY CYOjeKTUTEC NpecTaHaT Ja Tu
WCIIOJTHYBAaT YCJIOBHUTE O] CTAaBOT (4) Ha OBOj WICH.

(14) YcnoBute kou Tpeba na T'Mm HMCIOJHAT cyOjekTHTe 0o cTaBoT (3) kako Harmonanen
IeHTap 3a WHPOPMHpakhE 32 BETCPUHAPHO-MEIUIIMHCKUTE MPETapaTi U HAYMHOT Ha KOj Ke ce
BPIIM MH()OPMUPAKHETO 32 BETEPUHAPHO-MEAUIIMHCKUTE TPEnapaTH ' IPOMHIITYBa TUPEKTOPOT
Ha AreHIyjara.

(15) TpomronuTe 3a OBJIACTyBame Ha CyOjeKTUTE 01 cTaBOT (3) Ha OBOj WiEH CC HAa HUBCH
TOBap, a TPOIIOIUTE 3a CHPOBEAyBarkbe HA AaKTHMBHOCTHTE 3a HamuoHaneH 1ieHTap 3a
uHpOpMHpamke 32 BETCPUHAPHO-MEIUIIMHCKUTE MperapaTd ce Ha TOBap Ha ATreHIUjaTa BO
pamkute Ha [Iporpamara 3a KOpUCTEHE Ha CPEJCTBA BO BETEPHHAPHOTO jaBHO 3/JPaBCTRBO.

(16) Bucunara Ha TPOIIOIMTE 3a U3/aBa-C¢ HA OBJIACTYBabE HA CyOjeKTUTE Of] CTaBOT (3) Ha
OBOj WJICH I'M mpomnuiryBa Biagara Ha PenyOnnka MakenoHuja Ha TIpeaJior Ha TUPEKTOPOT Ha
AreHnyjaTa Bp3 OCHOBA Ha TPOUIOIMTE HAIIPABEHHU 3a MpUOaByBame HA JOKA3UTe OJ] CTaBoT (6)
anvHeja 2 Ha OBOj WICH, YBHJIOT HAa CaMOTO MECTO O CTaBOT (7) Ha OBOj W€H W MPOBEPKa Ha
HCIIOJTHETOCTA Ha YCJIOBUTE O] CTaBoT (12) Ha 0BOj WIEH.

(17) Arennumjata Moke, Kora Toa € BO OIINT HHTEpec (CIpedyBame Ha eMHUICMHja,
eMu300THja, MOAOOpYBake HA 3IPaBCTBEHHOT CTAaTyC Ha >KMBOTHHUTE) IO IaT Ha jaBHO
nHpOpMHpamke, OJHOCHO Ha JPYT HAUYMH Ja TM U3BECTH IparaHuTe 3a ynorpeda Ha OJpe/ieH BUJ
Ha BETEPUHAPHO-MEIUIIMHCKHY TIpenapar.

Ynen 56-8
IIpoMoBHUpame HA BeTePUHAPHO-MEIHIHMHCKHU
Npenaparu Ha CTPY4HATA jaBHOCT

(1) Hocurenure Ha oqoOpeHunjaTa 3a cTaBambe BO IPOMET UM OBO3MOKYBAaT Ha BETEPUHAPHO
3[IpaBCTBEHUTE PAOOTHUIM Ja 0OHjaT IOMOJHHUTEIHH IO3HAaBamka 32 HOBUTE BETEPHHAPHO-
MEIUIIMHCKY MIPErapaTy 1 3a BETepUHAPHO-MEIUIMHCKUTE MPenapaTy mMTO ce BeKe CTABEHU BO
MIPOMET, TIPEKY OpTaHU3HPakhe U H3BEIYyBakhe Ha IPOMOTHBHU CEMHUHAPH.

(2) IlpomoBUpameTO Ha BETEPUHAPHO-MEIUIIMHCKUOT MpenapaT Ha CTpy4yHaTa jaBHOCT Tpeba
JIa TH COApPXXM OCHOBHHUTE MOJATOLM Of OJOOPEHHETO 3a CTaBake€ BO IPOMET, OJHOCHO
MOJIATOLUTE O] 30MPHUOT M3BEUITA] HA MPENnaparoT, Kako U MOAATOLM IMOBP3aHU CO HAYMHOT Ha
ynotpebara Ha penaparor.

(3) Ilomarouute Tpeba na OGUAAT TOUHU, AKYPUPAHU U BEPOJIOCTOJHH, TaKa LITO BETEPUHAPHO
3[PaBCTBEHHOT pAabOTHUK HA OCHOBA Ha HUB MOXeE Ja (hOpMHpa CONCTBEHO NMPO(ECHOHATHO
MUCIICH€ 3a TepaneBTCKaTa BPEAHOCT Ha JaJeHUTE BETEPHUHAPHO- MEIUIMHCKH IpernpaTru co
HaBe/IyBamkbe Ha TOYHHM JAaTyMH Ha (opMupame Ha TOAATOLMTE, OAHOCHO HHBHA IIOCIIEIAHA
peBu3mja.”.

Unen 20

Bo unen 65-a craBor (1) ce MeHyBa U TJ1acu:

,»JlOKOJIKYy TIpH BpIICHE€ Ha WHCIEKIHWCKH HAI30p HHCIEKTOPOT YTBPAM JAeKa € CTOpeHa
HETPaBUITHOCT 01 uieHoBUTE 69 u 49-6 ctaB (3) 011 0BOj 3aKOH, € JIOJDKEH J1a COCTABH 3alMCHUK
BO KOj K€ ja yTBPJU CTOpPEHATa HEMPaBUIHOCT CO YKaXKyBambe 3a OTCTpaHyBamke Ha yTBpJEHATA
HEMPABMITHOCT BO POK OJ] OCYM JIeHa U CO HCTOBPEMEHO BpadyBarhe Ha MIOKAHA 32 CIIPOBEIYBAE
Ha eIyKalfja Ha JINIETO UM CyOjeKTOT Kaje IITO € YTBpJeHa HEMPaBIIIHOCTA MPH BPIICHE Ha
WHCHIEKIIMCKUOT HaA30pP. .
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Unen 21

Bo uiien 66 Bo craB (1) Toukara 8) ce MEHyBa U IJ1acH:

,»CTaBa BO MPOMET BETEPUHAPHO-MEIUIIMHCKHU IMpenapar 3a ynorpeda Kaj elIeH WIH MOBeKe
BUJIOBH HA KUBOTHM YMH MPOU3BOIU C€ KOPUCTAT BO HCXpaHaTa Ha JyreTo, Yhja (papMaKoIOIIKU
aKTMBHATa CYIICTaHIMja KOja ja COApKM He € HaBeleHa Bo Jlucrara Ha (hapMakKoJIOIIKH
CYIICTaHIIMU OJ00pEHH 3a yrnmoTpeba BO BeTepUHApHaTa MenuiuHa Bo PenmyOinka MakenoHuja
i Jluctara Ha GapMaKoJIOUIKK aKTUBHU CYICTAaHIIMM M HUBHATA KJIACH(HKAIMja BO OJHOC HA
MaKCHUMaJTHO JI03BOJICHUTE HUBOA HA PE3HIyH BO XpaHa O]l )KUBOTHHCKO MOTEKJIO Ha EBporickara
VYHuja.”.

Bo Toukara 9) 360por ,,ctaB (5)“ ce 3amenyBa co 300port ,,ctas (10)".

Bo Toukata 14) 360poT ,,cTaB (5)“ ce 3amenyBa co 300por ,,ctaB (15)*.

Toukata 27) ce Opwuite.

Toukute 28) u 29) cranyBaart Touku 27) u 28).

Bo Ttoukara 30) koja craHyBa Touka 29), CBp3HUKOT ,,d’ Ha KpajoT HA peUEHHUIIaTa CE
3aMEeHyBa CO TOYKa U 3allupKa.

Bo Toukara 31) koja cranyBa Touka 30), ToukaTa Ha KpajoT OJ peUEHUIIATa Ce 3aMEHyBa CO
TOYKA W 3alMpKa U ce JoJaBaaT net HoBu Touku 31), 32), 33), 34) u 35, kou riacar:

»(31) He 006e30enar cHabIEHOCT CO BETEPUHAPHO-MEIUIIMHCKUTE MpenapaTu KOu ce HaoraaT
Ha CCCHIIMjalTHATA JIUCTA CIIPOTUBHO HA OApEAOUTE O] WICHOT 5-B cTaB (6) 011 OBOj 3aKOH;

(32) noxonky mpou3BeIyBaaT, yBe3yBaaT, M3B€3yBaaT, CTaBaaT BO IIPOMET WJIM CE€ KOPHUCTAT,
W3/laBaaT WM AUCTPUOYyMpaaT Ha IPYyTr HAYMH, CO HAaIIaTa WM BO BHJI HA MOJAPOK WIIU MOCTpA,
dancudukyBaHu WM TOJ COMHEHHE JeKa ce (ancubukyBaHU BETEPUHAPHO- MEIULIMHCKU
IpernapaT CorjiacHoO co WwieHoT 9-a craB (1) o1l 0Boj 3aKoH,;

(33) mokoJKy yBe3yBaaT U KOPHUCTAT BETEPHHAPHO-MEIUIIMHCKH MPENapaTy MITO Ce MPEaAMET
Ha JoHanMja 6e3 MPeTXoHa COTIACHOCT 0/ ATeHIMjaTa CIIPOTUBHO Ha wieHOT 14-a cras (1) on
OBOj 3aKOH,;

(34) Bpmm yBO3 Ha BETEPUHAPHO-MEAMIIMHCKY TPETapaT CIPOTUBHO Ha WIEHOT 43 011 0OBOj
3aKOH H

(35) craBa BO mpomeT, u3laBa M yHOTpeOyBa BETEPUHAPHO-MEAMIIMHCKH IpenapaTu
CIPOTHUBHO HA WICHOT 3-a 0] OBOj 3aKOH.".

Unen 22
ITo unenot 66 ce qomaBaar JBa HOBU 4icHA 66-a u 66-0, KOU riacar:

,,direH 66-a

(1) T'no6a Bo muzHoc ox 2.000 eBpa BO JeHApCKa MPOTUBBPEIHOCT KE C€ M3peUe 3a MPEKPIIOK
Ha MPaBHO JIUIIE, aKo:

1) Bpimm ornacyBame Ha BETEpUHAPHO-MEIUIIMHCKH MPErapaTé CIPOTHBHO Ha OJIPEIOUTE 0.1
4JIeHOT 3-0 0J1 0BOj 3aKOH;

2) Bo nucMeHa ¢opMa He ja u3BecTaT AreHiujarta 3a XpaHa U BETEpUHAPCTBO WK Koe OMIIo
JPYro OBIACTEHO JIMIIE 3a JIETAIUTE BO BPCKA CO OTKPUTHE WM COMHEBame Ha (hajacupuKyBaH
npousBo unu (aircupukyBaHu (HapMaKOIOIIKK CYICTAHIIMUM 33 HHUBHO TMPOHU3BOJCTBO,
dancudukaToT COriaacHo co WieHOT 9-a ctaB (4) 01 0BOj 3aKOH;

3) He o0e30eqaT COO/JBETHO M KOHTHHYMpPAHO CHaOAyBame Ha Ia3apoT 3a BETEpUHApPHO-
MEIMLMHCKUTE TMpenapaT 3a KOM UMaaT oJoOpeHue coryiacHo co wieHoT 18-a craB (1) oj 0BOj
3aKOH;

4) He ja m3BecTH ATEHIMjaTa 3a CiIy4aj KOora HE TIOCTOjaT pACIOJIOXKIMBUA CEpUU HA
BETCPUHAPHO-MEIUIIMHCKN Tperapar Wi Ha eKBUBAJICHTEH TIPOW3BOJ, HEONXOIHH 32
KOHTHHYHPAHO CHaOqyBame Ha Ma3apoT WIM 3a CHTYyallMUTE KOM MOXe Ja JoBemaT a0
MOpeMeTyBakbe Ha CHAOJEHOCTa Ha IMa3apoT CO BETEPUHAPHO-METUIIMHCKHOT Mpernapar oj
€CeHIIMjallHaTa JIMCTa Ha BETEPUHAPHO-MEIUIIMHCKH MPEnapaT COrNIACHO CO WieHOT 18-a ctaB
(2) o1 0BOj 3aKOH;
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5) He BOJIM COOJIBETHA €BUJICHIIM]a COTIACHO cO WwieHOT 50 07 0BOj 3aKOH;

6) BpIIX OTJIacCyBamke Ha BETCPUHAPHO-MEJAUIIMHCKH MPENapaTH CIPOTHBHO Ha OJIPEeIOUTE 0.1
yieHoT 56-a ctaBoBute (1), (2), (3), (4), (5) u (6) u

7) BpIIM NPOMOBHpAmkEe HAa BETCPUHAPHO-MEAUIMHCKUOT Ipernapar Ha CTPy4HaTa jaBHOCT
CIPOTHUBHO Ha OApeAOUTE O YWICHOT 56-B 0]1 OBOj 3aKOH.

(2) 3a mpekpmokoT oxa ctaBoT (1) Ha oBoj uieH rnoda Bo usHoc on 30% ox oamepeHaTa
rio0a 3a MpaBHOTO JIMIIE BO JIGHAPCKa MPOTUBBPEIHOCT K€ CE M3pede U Ha OATOBOPHOTO JIULE BO
MIPAaBHOTO JIUIIE.

Unen 66-0

(1) I'mo6a Bo m3HOC 01 500 eBpa BO JA€HApPCKA MPOTUBBPEIHOCT K€ Ce M3pede 3a MPEKPIIOK Ha
MIPABHO JIUIIE, aKO:

1) He mocTaBM M3BEINTAj 32 MPOMETOT U YHOTpedaTa co BeTepuHAPHO-MEAUIIMHCKY TpenapaTH
3a MPETXO0JIHAaTa TOJIMHA CIIPOTHBHO HA OApPENOUTE O]l WICHOT 5-a crtaBoBH (2) u (3) o1 OBOj
3aKOH;

2) BeTepUHAPHO-MEIUIIMHCKHUTE TpenapaTd MTO Ce MpeIMeT Ha JIOHAllMja HeMaaT jacHa U
TpajHa O3HaKa JIeKa MPermapaToT € JOHAIKja COTJIaCHO CO WICHOT 14-a ctaB (2) 01 0BOj 3aKOH;

3) HEe ro WCTaKHAT UMETO W IMPE3UMETO Ha HOCUTEIIOT Ha JICJHOCT 3aeqHO CO OpOjoT Ha
JUIICHIIATa W3/1aJieHa o BetepunapHa komopa Ha PernyOirka MakeoHHja COTIACHO CO YWICHOT
35 craB (10) o 0BOj 3aKOH;

4) He T JIOCTaBU MaTepPHUjaJIUTE 3a OIJIaCyBamke M HE IO 3alpe OrIaCyBamETO, OJIHOCHO HE TH
MIOBJICYE MaTEpUjaIUTE 32 OIJIaCyBambe HAa BETCPUHAPHO-MEAMIIMHCKH IPENapaTd COTIACHO CO
yieHoT 56-a ctaBoBu (7) u (8) u

5) Bpmn nHGOPMUpAKE 32 BETEPUHAPHO-MEAUIMHCKUTE TpenapaT, CIPOTHBHO HA WIECHOT
56-6 ctaBoBu (1), (4) u (5) ox 0BOj 3aKOH.

(2) 3a nmpexpuiokoT ox ctaBoT (1) Ha 0B0Oj wieH ra06a Bo u3HOC 07 30% o1 oxMepeHarta rioda
3a MPaBHOTO JIMIIE BO JCHAPCKa MPOTUBBPEIHOCT KE Ce W3peue M Ha OATOBOPHOTO JIMIIE BO
MPaBHOTO JIULIE. .

Ynen 23
Bo unenot 67 mo 6pojor ,,(5)“ ce cTaBa 3amupka U ce JoAaBaaT 300pOBHTE: ,,ulicH 49-a u
e 49-0°.

Unen 24
Bo unen 68 mo Toukata 1) ce qogaBa HOBa TOuUKa 2), KOja TJIacH:
»2) YnoTpeOyBa BETEpMHAPHO-MEAUIIMHCKH MIpenapaTy CIPOTUBHO Ha OJIPeIOUTE O] YIEHOT
49-6 o1 0BOj 3aKOH.".
Toukure 2) u 3) cranyBaat TOUkH 3) 1 4).

Unen 25

Bo unen 69-a cras (1) 360poT ,,27 cTaB (5)* ce 3aMeHyBa co 300poT ,,27 cTaB (6)*.

Bo craBor (2) 360por ,,27 cTtaB (6)“ ce 3ameHyBa co 300poT ,,27 ctaB (7).

Bo craBor (3) 300poBure: ,,21 craB (4),“ ce 6pumar, 360oport ,,27 ctaB (7)“ ce 3ameHyBa CO
300poT ,,27 ctaB (8)“, a 306opoBuTe: ,,,43 craB (4)“ ce Opumar.*.

ITo craBoT (3) ce momxaBaat yetupu HOBU cTaBa (4), (5), (6) u (7), xou riacar:

,»(4) I'moba Bo BucunHa ox 25 1o 50 eBpa BO AeHapcka MPOTUBBPEIHOCT K€ My Ce M3peue 3a
MIPEKPIIIOK Ha OBJIACTEHOTO CIIY)KOCHO JWIle o7 AreHIlMjaTa ako He T'M mofapa JOKa3uTe IO
cly>kOeHa JOJDKHOCT BO POKOT yTBpJEH Bo uieHoBuTe 49-a craB (8) u 56-6 cras (8) ox oBoj
3aKOH.
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(5) I'noba Bo m3HoC oxn 25 10 50 eBpa BO JeHapcKa MPOTHUBBPEAHOCT KE€ My ce€ M3pede 3a
MPEKPIIIOK Ha OBJIACTEHOTO CIIYXOCHO JIMIIE OJ1 HAJICKHUOT jaBEH OpraH Of KOj ce modapaHu
JIOKa3UTe aKo HE TH JOCTaBH OapaHUTE JOKa3HM BO POKOT yTBpJEH BO wieHoBUTE 49-a craB (9) u
56-6 craB (9) o1 0BOj 3aKOH.

(6) I'moba Bo m3HOC o1 25 mo 50 eBpa BO JeHapcKa MPOTHUBBPETHOCT KE& My Ce M3pede 3a
MIPEKPILIOK HA OBJIACTEHOTO CIIY>KO€HO Jilie 01 ATeHIIMjaTa ako He pellld 1Mo 6apameTo BO POKOT
yTBpieH BO wieHoBUTe 49-a ctaB (10) u 56-6 cras (10) ox 0BOj 3aKOH.

(7) I'nob6a Bo m3Hoc ox 25 no 50 eBpa BO JeHapCKa MPOTUBBPEAHOCT K€ My C€ M3peue 3a
MPEKPIIOK Ha OBJIACTEHOTO CIYXOEHO JHUIle oA ATreHIMjaTa ak0 BO BPCKa CO HM3BEIITAUTE U
MOJIaTOIINTE HE CE€ OJHECYBA COIJIACHO CO YJIEHOT 5-a cTaB (5) 01 0BOj 3aKOH.*.

Ynen 26
IHoa3akoHckn nponucu

[Toa3aKOHCKUTE aKTH YMe JIOHECYBamhe € YTBPICHO CO OBOj 3aKOH Ke ce€ JIOHecaT BO POK O]
IIECT MECEI O ICHOT Ha BJIETYBAETO BO CHJIA HA OBOj 3aKOH.

Unen 27
OsaacryBame

Ce oBnactyBa 3aKoHOAaBHO-TIpaBHaTa komucuja Ha CoOpanuero Ha PenyOnuka Makenonuja
Jla YTBPJIM IPEYUCTEH TEKCT Ha 3aKOHOT 3a BETEpUHAPHO-MEAUIIMHCKU NIpenapaTH.

Unen 28
BaeryBame Bo cuiia

OBOj 3aKOH BIIETYBa BO CHJIa OCMHUOT JIeH OJI JICHOT Ha 00jaByBameTO BO ,,CiIy)KOEH BECHHK
Ha PerryOnnka Maxkenonuja”.
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