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COBPAHWE HA PEMYBIMKA
MAKEZLOHWJA
765.

Bp3 ocHoBa Ha YneHoT 75 cTaBoBM 1 1 2 04 YCTaBOT Ha
Peny6nvka MakegoHmnja, npetcegaTenot Ha Peny6ivka
MakefioHuja v npetcefatenot Ha CobpaHneTo Ha Peny6nu-
Ka MakefoHuja nsgasaar

YKA3
3ATIPOIrNACYBAHE HA 3AKOHOT 3A USMEHY-
BAKE U IOMOJ/IHYBAHE HA SAKOHOT
3A PABOTHUTE OHOCIK

Ce npornacysa 3aKOHOT 3a U3MeHYyBaHe W [O0MO/HY-
Batbe Ha 3aKOHOT 3a paboTHWUTE 0AHOCK,

wro CobpaHueTo Ha Peny6nmka MakefjoHuja ro JoHe-
Ce Ha cefjHMuaTa ogpxaHa Ha 13 pespyapu 2013 roguHa.

bp. 07-876/1 MpeTceparen
13 tpeBpyapn 2013 rognHa  Ha Peny6nivka MakefoHuja,
Ckonje ["opre MBaHoB, C.p.
MpeTcepaten
Ha CobpaHuneTo Ha Peny6ninka
MakefoHuja,
Tpajko BembaHocku, c.p.
3AKOH

3A NIBMEHYBAHE 1 JOMNOJTHYBAHE HA
3AKOHOT 3A PABOTHNTE O4HOCK

UneH 1
Bo 3akoHOT 3a paboTHUTe ogHocK (,,Cny>k6eH BECHMK
Ha Peny6nuka MakegoHunja“ 6poj 62/2005, 106/2008,
161/2008, 114/2009, 130/2009, 50/10, 52/10, 124/10,
47/11, 11/12, 39/12 n 13/13), B0 4neHoT 13 cTaB (3) 360p0-
BuTe: ”(o6pasey, M1/M2)” ce 3aMeHyBaaT cO 360pOBUTE:

»(ENeKTPOHCKM 06pasey, M1/M2 ncneyateH of cUCTeMOT
Ha AreHuujata 3a BpaboTyBatbe Ha Peny6inka MakefoHu-
ja)”, a no 36oposwuTe: "HemocpeaHO BO AreHupmjata“ ce go-
JlaBaaT 360poBUTE: "CO NpunoXyBare Ha MNP obpasel, 0B-
NacTyBare Ha OB/IACTEHO NMLE CO CMMCOK 3a /iLa KOW I
npvjaByBa/ofjaByBa, BO KOe Ce HaBefleH! UMETO, npesnme-
T0 n EMBI, Kako 1 6pojoT Ha AOroBOpOT 3a BpaboTyBake
N [aTyMOT Ha CK/ydyBatbe Ha [OroBOpOT 3a BpaboTyBa-
e,

Bo cTtaBoT (6) no 360poT ,,cMeTa* ce foAaBaaT 360poBu-
Te: ,,HapeAHMOT AeH 04", ToUKaTa Ha KpajoT 0f peyeHuua-
Ta Ce 3aMeHyBa CO 3anupka W ce [ojaBaaT 300poBuTe: ,,a
paboTHUKOT ce MpujaByBa BO AreHuujata 3a BpaboTyBare
Ha Peny6nvka MakefjoHWja Ha faTyMOT Ha NOTMULLIYBarbe-
TO Ha ,OroBOPOT 3a BPaboTyBakbe™.

Mo cTaBoT (9) ce fopasaat Asa Hosu cTasa (10) u (11),
KoM rnacar:

.»(10) Ako paboTHMKOT HeomnpaBAaHo He cTanu Ha pabo-
Ta NPBUOT A€H Ha AEHOT ONpefeneH 3a cTanyBare Ha pabo-
Ta, COrMacHO CO CTaBOT (6) Ha 0BOj Y/ieH, Ke Ce CMeTa feKka
He 3acHOBas paboTeH OfHOC.

(11) Hdokonky paboTofaBayoT MO MPECTaHOKOT Ha pa-
60THMOT OfIHOC, BO POK Of, OCYM [ieHa Of AieHOT Ha npecTa-
HOKOT Ha pabOTHMOT OfHOC, He o ofjaBu PabOTHWKOT 0f
3aI0/DKATE/NHO COLMja/IHO OCUTypyBarbe, ofjaBa Ha paboT-
HUKOT MOXe fAa Ce M3BPLUKM MO Gaparbe Ha pabOTHUKOT BP3
0CHOBa Ha MPEeTXOAHO [0CTaBeH 3anuCHWUK Of WHCMEKTO-
poT Ha TpyfoT A0 AreHuwjata 3a BpaboTyBatbe Ha Peny6-
nvka MakefjoHuja."
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UneH 2

Bo uneHoT 22 no cTtasoT (4) ce gogasa Hos cTaB (5),
KOj rnacw:

»(5) Mo ncknyyok of ctaBoT (1) Touka 1 Ha 0BOj YneH
3a BPLLUEHE Ha Ce30HCKa paboTa MOXe fAa ce 3acHoBa pabo-
TeH 0fjHOC ¥ 6e3 jaBHO OrnacyBare, HO HajMHory fio 90 fie-
Ha, CO nocpeayBarbe Ha cnyxxbaTa HafineXxHa 3a nocpefysa-
b€ Npu BpaboTyBake.”

Unen 3

Bo uneHot 23 no cTasoT (1) ce foAasaart MeT HOBM CTa-
Ba (2), (3), (4), (5) n (6), ko rnacar:

"(2) [loKonKy Ha jaBHMOT ornac of cTaBoT (1) Ha 0BOj
uneH ce npujasune Ao 200 KaHAMAATH 38 e4HO PaboTHO Me-
CTO 1360pOT ce BpLWM BO POK of 45 aeHa, og 201 go 500
KaHauaaTh 3a efHo paboTHO MecTo M360poT ce BPLUW BO
pok og 90 geHa n Hag 500 KaHAMAaT 3a egHO paboTHO Me-
CTO M360pOT ce BpLUM BO PoK 0 120 feHa, MO UCTEKOT Ha
POKOT Ha NpujaByBaHeTo.

(3) 3a BpemeTpaeHETO Ha jaBHMOT orfac paboTogasa-
4OT He MOXe fia 06jaByBa HOB Or/iac 3a UCTOTO PabOTHO Me-
cTo.

(4) JaBHMOT ornac 3aBpLUyBa CO M360p, Hen36op 1am co
NCTEKOT Ha PoKOT of ctasosuTe (1) v (2) Ha 0BOj YseH.

(5) Bo jaBHMOT ornac nokpaj gpyrute nocebHM ycnosu,
paboTo/AaBayoT e [O/MKEH Aa ro HaBefie MOYETOKOT 1 3aBp-
LUETOKOT Ha JHEBHOTO W HeAeNHOTO PaboTHO BPeMe, pacro-
pesoT Ha pabOTHOTO BpeMe M MapUyYHMOT M3HOC Ha OCHOB-
HaTa nnaTa 3a paboTHOTO MeCTO 3a Koe ce 6apa paboTHUK.

(6) Ako 3a onpefeneHo paboTHO MecTo ce 6apa paboT-
HWK CO NOCe6HM 0BNAcTyBakba, BO JaBHWOT ornac Tpeba Ja
ce HaBefe feka paboTHOTO MeCTO e CO nocebHU OB/acTyBa-
wa."

CrasosuTe (2) 1 (3) cTaHyBaat cTasosu (7) u (8).

UneH 4

Bo uneHoT 27 cTaBoT (1) ce MeHyBa U rnacu:

"PaboTofaBa4y0T Mopa BO POK OA MeT paboTHM AeHa 04
[ieHOT Ha CK/y4yBareTO Ha [OroBopoT 3a BpaboTyBarbe
MUCMEHO [ja ro U3BECTW KaHAMAATOT KOj He e 13bpaH feka
He e n36bpaH 1 Koj KaHaMAaT e u3bpaH 1 aa My v BpaTu cu-
Te [OKYMEHTM LUTO My I/ [OCTaBW/ Kako AoKas 3a 1Ucnosn-
HyBarbe Ha 6apaHnTe YCNoBY 3a BpLLEHe Ha paboTaTa.”

CrtaBoT (2) ce 6puLLe.

UneH 5
Bo uneHoT 28 cTaB (1) Touka 9 no 360poT “nnarta”’ ce
fopfaBaaT 360poBuUTE: “KOja Ce U3pa3yBa BO NapuueH u3-
Hoc”.

YneH 6

Bo uneHoT 47 ce gopasa Hos cTaB (1), Koj rnacu:

.»(1) Ce3oHckaTta paboTa e paboTa koja nopagw KiMmar-
CKWUTE WY MPUPOJHUTE YCIOBM He Ce M3BPLLYBA BO TEKOT
Ha LenaTa roguHa, TyKy BO OfpefieHN Neprogu - Ce30HM,
KOja He HafMMUHYBa OCYyM MeceLy BO mepuof of 12 nocne-
[loBatefiHu meceuun.

Bo cTaBoT (2) 6pojoT “(1)” ce 3ameHyBaaT co 6pojoT “(2)”.

CrasosuTe (1) 1 (2) cTaHyBaat cTaBoBu (2) u (3).

UneH 7

Bo HacnosoT npef, uneHoT 48 1 BO YneHOT 48 cTaBoBU
(1), (2), (3) n (5) 360poT “cKpaTeHO” ce 3ameHyBa €O 360-
poT “HenofiHo™.

Mo cTaBoT (5) ce fonasa HoB cTaB (6), KOj rnacu:

"(6) PaboToaaBayoT € JO/MKEH BO [OrOBOPOT 3a Bpabo-
TyBare CO HernosIHO PaboTHO Bpeme fa ro yTBpAu MoyeTo-
KOT 1 3aBPLUETOKOT Ha HerosIHOTO AHEBHO paboTHO Bpeme
Ha paboTHUKOT 1 Aa BoAy nocebHa eBuaeHLMja 3a paboTHU-
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LiMTe CO HEMo/HO paboTHO BPeMe, a 3a CK/TyYeHUTe [0roBo-
pv co HenosHo paboTHO Bpeme AreHuujaTa 3a BpaboTysa-
e Ha Peny6inka MakefoHUWja egHaL MeCeYHo ro U3BecTy-
Ba [lp>XaBHMOT MHCMEKTOpAT 3a TpyA4."

UneH 8
Bo HacnosoT npeg, uneHoT 49 1 BO YneHoT 49 cTaBoBu
(1), (3) n (4) 360poT “cKpaTeHO” ce 3ameHyBa CO 360pOT
“HenonHo”.

UneH 9
Bo uneHoT 59 cTaB (1) ToukaTa Ha KpajoT Of peyeHuLa-
Ta Ce 3aMeHyBa CO 3anupka 1 ce fofaBaar 360poBuTe: “BO
CyYaj Ha Kpllere Ha paboTHWOT pef v AUCUMNINHA UK
paboTHWTE 06BPCKM, COMTACHO CO 3aKOH.”

Unen 10

Bo uneHoT 60 no cTaBoT (2) ce foAaBaaT JBa HOBU CTa-
Ba (3) u (4), kou rnacar:

"(3) 3a BpLUEHE Ha ce30HCKa paboTa, NpobHaTa paboTa
MOXeE [ja Tpae Tpu paboTHM feHa.

(4) PaboTozaBa4oT MOXe [OroBOpoT 3a BpaboTyBare
co npo6Ha paboTa 3a BpLLUEHe Ha Ce30HCKa paboTa fa ro
OTKaXe BO POK Of TPW ieHa 0f [IeHOT Ha CK/y4yBarbeTo Ha
[loroBopoT 3a BpaboTyBare co NpobHa pabora.”

CrasosuTe (3) 1 (4) cTaHyBaat cTasosu (5) u (6).

YneH 11

Bo uneHoT 69 no ctasoT (1) ce fogasa HoB cTaBs (2),
KOj rnacw:

"(2) Cnorogbata of ctaBoT (1) Ha OBOj YfieH ce NoTnu-
LIyBa Ha AEHOT Ha MPecTaHOKOT Ha PaboTHWOT OLHOC U
nctara Tpeba fja CoAPXKM CBOEPAYHO HanuLaHo uMe v npe-
3umMe o pabOTHUKOT U Off paboToAaBauoT, CBOEPAYHO Ha-
MULaH JaTym Ha NpecTaHOK Ha paboTHMOT OfHOC of pa-
60THUKOT U1 of paboTOAaBaYO0T M CBOEPAYeH NOTNUC Ha pa-
60THMKOT 1 Ha paboTogaBayoT.”

CTaBoT (2) Koj cTaHyBa cTaB (3) ce MeHyBa 1 rnacu:

“(3) Aokonky cnorogbata 3a packMHyBare Ha [OroBo-
poT 3a BpaboTyBatbe e CKy4YeHa CNpPoTUBHO Ha CTaBOBUTE
(1) v (2) Ha 0BOj unieH, uctara e HULWTOBHA."

UneH 12
Bo uneHoT 71 cTaB (2) no 36oposuTe: “(NM4Ha Npuym-
Ha Ha cTpaHa Ha paboTHUKOT)" ce CTaBa 3anupka u ce Aoja-
BaaT 360poBuTE: “Mopagu KpLUewe Ha paboTHUOT pes U
AUCUMNIMHA MK paboTHUTE 06BPCKM (NPUYMHA Ha BUHA)".

UneH 13
Bo uneHoT 73 no 360poT “pabOTHUMKOT” ce fopaBaat
360poBuTE: “Nog ycnosuTe o4 YneHoT 80 0f 0BOj 3aKOH”.

YUneH 14
Bo uneHot 78 ctas (1) no 36oposuTe: “ofHecyBaat Ha”
ce fofaBaat 360poBUTE: “OTKaXXyBare Ha”.

UneH 15
Bo uneHOT 79 BO MEeTTMOT pef No 360poT “BpaboTysa-
He" 3anMpkaTta ce 3amMeHyBa CO TOYKa, a 360poBuTE [0 Kpa-
JOT Ha peyeHuLaTa ce 6pumLuaT.

YneH 16
Bo uneHoT 80 ToukaTa Ha KpajoT 0f peyeHuLaTa ce 3a-
MeHyBa CO 3anmpka 1 ce fojasaaT 360poBuTe: "BO Cnyvau-
Te YTBPAEHW CO KOMEKTUBEH [0r0BOP Ha HWMBO Ha rpaHKa,
OJHOCHO 04/en, OAHOCHO Ha HMBO Ha paboTofasay".
YneH 17
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Bo uneHoT 88 no cTaBoT (2) ce godaBa HOB cTaB (3),
KOj rnacw:

"(3) Ako paboToaaBayoT ro OTKaKyBa [OrOBOPOT 3a
BpaboTyBake Ha PabOTHUK Ha Ce30HCKa paboTa, OTKa3HU-
OT POK € cegyM paboTHM fgeHa."

UneH 18
Bo HacnoBoT npep 4neHoT 91 36opoBuTe: “npoTuB of4-
NnyKaTa 3a 0TKaXyBare” ce bpuLIaT.

UneH 19

Bo uneHoT 97 no ctasoT (5) ce fogasa Hos cTas (6),
KOj rnacw:

"(6) WcnpaTHWHa He ce ucnniatyBa BO Cyyaj Ha OTKa-
XyBatbe Ha JOroBop 3a BpaboTyBare 0f AeNI0BHW NPUYNHM
Ha pabOTHMK KOj BPLUM Ce30HCKa paboTa Koja Tpae Ao Tpu
meceun."

UneH 20

Bo uneHoT 102 cTaB (1) 360poT “npasBocusiHa” ce 6pu-
LLe, a No 36opoBuTE: “da ce BpaTu Ha paboTa“ ce gopaBaat
360poBMTE: “NO NPaBOCUIHOCTA Ha Of1yKaTa“.

Bo crasoTt (4) 360poT “npasocuniHa” ce 6puile, a 360-
poBuTe: “Ke ro 3af0/mkun paboTofaBaqoT Ha PaboTHUKOT Aa
My MCMNaTh nnata cornacHo co CTaBoT (2) Ha 0BOj uneH”
Ce 3ameHyBaaT CcO 360poBuTe: “Ke My A0OCYAM HaLOMECTOK
Ha LTeTa”.

UneH 21

Bo uneHoT 116 ctaB (7) 360poBuTe: “"efHa nokaumja e
[OMKeH" ce 3aMeHyBaaT co 360poBuTe: "efHa UM NoBeKe
NOKaLMW e [OMKeH Ha ceKoja nokaumja'.

Mo cTaBoT (7) ce fonasa HOB cTaB (8), KOj rnacu:

"(8) PaboTogaBayoT Koj Mma o 25 BpaboTeHM e [osi-
XKEH Aa BOAW €BMAEHTEH SIMCT 3a NPUCYCTBO Ha paboTa Ha
paboTHMLMTE CO HaBefyBare Ha NOLATOLM 33 MOYETOKOT U
3aBpPLUETOKOT Ha paboTHOTO Bpeme."

UneH 22

Bo uneHot 117 cTaB (4) no 360poBuTe: “Kaj UCTMOT pa-
6oTofaBay” ce fofasaaT 360poBuTE: "BO KO He Ce 3acme-
TyBaaT AEHOBWTE Ha MCKOPUCTEH FrOAULLIEH 0aMOp".

CraBoT (6) ce MeHyBa 1 riacu:

"PaboTofaBayoT € [LO/DKEH 3a CeKOe BOBeAyBare Ha
NnpekyBpemMeHa paboTa NpPeTXo4HO NMUCMEHO fa ro U3BECTU
NnoApaYHNOT ApXKaBeH UHCMEKTOP Ha TpyaoT."

UneH 23
Bo uneHoT 120 cTaB (1) Touka 4 no 360poT "paboTHUK"
ce AofaBaat 36opoBuTe: "6e3 Herosa coraacHocT".

UneH 24
Bo uneHot 121 cTtaB (1) 360p0T “cKpaTeHO” ce 3aMeHy-
Ba CO 360pOT “HENoNHO”.

UneH 25

Bo uneHoT 124 no cTaBoT (2) ce fofaBaaT YeTMpU Ho-
Bu cTaBa (3), (4), (5) n (6), Kou rnacar:

"(3) Mpwu npepacnpegen6a Ha paboTHOTO Bpeme 3a Bp-
LLIetbe Ha Ce30HCKa paboTa, paboTHOTO BpeMe He MOXe Ja
6uge nogonro of 12 yaca AHeBHO MK 55 yaca HedenHo, 3a
BPEME He MOLO/r0 0f YeTUPU MeceLm.

(4) PaboTHOTO BpeMe 0f CTaBOT (3) Ha 0OBOj U/eH Koe €
nogonro o 40 yaca Bo paboTHaTa Heflena ce 3acMeTyBa
HaZloMecTyBa BO NOKPaTKo paboTHO Bpeme BO Apyru paboT-
HW AEHOBW UK CO CNOBOAHM paboTHM AEHOBM 3a BpeMeTpa-
eHETO Ha [JOroBOPOT 3a BPaboTyBare.

’; Ha Peny6nnka Makeponuja

19 dhepyapu 2013

(5) MpepacnpegaeneHnTe paboTHM YacoBU He Ce CMeTa-
aT KaKo MpekyBpeMeHa paboTa 3a Koja ce Mcniaka 4oaaTok
Ha nnata.

(6) 3abpaHeTa e paboTa CO MpepacnpeseneHn paboTHK
4acoBM Ha nomnag paboTHWK, paboOTHUK - MHBAIMLHO -
e, 6pemeHa paboTHMYKa, pabOTHMK KOj MOCTOjaHO Ce rpu-
XMW 3a [eTe 40 TpW rofMiliHa BO3pacT, paboTHMK - camo-
XpaH poAuTen Koj MOCTOjaHO Ce FpWKK 3a AeTe NomMiago
of 15 roguiiHa Bo3pacr."

UneH 26
Bo uneHoT 133 1o 360p0T “HenpeknMHaTo” ce fofasaar
36opoBwuTe: “Mefy ABa nocnefoBaTenHn paboTHM geHa”.

YneH 27
Bo uneHoT 139 no 36opOBV|_Te: “Hajmasiky LLecT Mmece-
un” ce foaasaat 360poBuTe: “Kaj UCT paboTofasay”.

UneH 28

Bo uneHoT 148 no ctaBoT (2) ce gofasa HoB CTaB (3),
KOj rnacw:

"(3) Bo cnyyanTe of cTaBoT (2) Ha 0BOj YseH paboToja-
BAYOT € [JO/KEH 3a CeKOe BOBefyBare Ha paboTa Ha fpKa-
BEH MPasHUK NPeTXOLHO MUCMEHO Aa ro U3BecTW nogpad-
HWOT ApXXaBeH MHCMEeKTop Ha TpyaoT."

UneH 29

Bo uneHoT 178 no cTaBoT (2) ce fofasa HoB cTaB (3),
KOj rnacw:

.»(3) PaboTHMKOT Kaj KOro e yTBpAeHa HaManeHa paboT-
Ha cnocobHoCT 3a 50%, cornacHo co NponucuTe 3a NeH3su-
CKO W VHB&/IMACKO OCUTYypyBae, MMa NpaBo Ha CKpaTeHo
paboTHO Bpeme uaun ga 6uae pacnpegeneH Ha gpyra coog-
BeTHa paboTa, Co NPaBO Ha nsara CorfiacHo Co KOMEKTUBEH
forosop.*

CrasosuTe (3) 1 (4) cTaHyBaaT cTaBoBu (4) u (5).

Unen 30

Bo uneHoT 181 cTaBoT (4) ce MeHyBa U T/1acu:

"MNpoTVB of/lyKaTa 3a 0TKa3 Ha [0roBopoT 3a BpaboTy-
Barbe PabOTHMKOT MMa MpaBo Ha MPWUroBOp A0 OpPraHoT Ha
ynpasyBare, 04HOCHO paboToAaBayvoT, BO POK Of OCYM fe-
Ha 0f AeHOT Ha [o6MBareTO Ha Of/1yKaTa 3a 0TKa3 Ha [oro-
BOPOT 3a BpaboTyBate."

Mo cTaBoT (4) ce fonasa HoB cTaB (5), KOj rnacw:

"(5) Kora He e [loHeceHa Of/lyKa Mo NpUroBopoT, BO
POK 0f, OCyM fieHa Ofi AEHOT Ha MOAHecyBaHeTo Ha npuro-
BOPOT MAN KOora paboTHUKOT He e 3a[l0BOSIEH CO OA/yKaTa
[lOHeceHa Mo NpPUroBopoT. BO POK 04 15 AeHa of, feHOT Ha
[0o6MBakbeTO Ha ofnykata Mo MPUroBOPOT, PabOTHUKOT
1MMa Npaso Aa nosefe cnop npeg HagnexxHuor cya."”

CrasosuTe (5) 1 (6) cTaHyBaaTt ctaBoBu (6) u (7).

Ynen 31
Bo HacnoBoT npef uneHoT 243 v BO ufieHOT 243 cTaB
(1) 360poT “McknyuyBare” ce 3aMeHyBa CO 360poT “OT-
CTpaHyBame”.
Bo cTaBoT (2) 360p0T “WUCKNYy4yBareTO” Ce 3aMeHyBa
€O 360pOT “OTCTPaHyBakETO”.

UneH 32

Bo uneHoT 256 cTaBoT (1) ce MeHyBa ¥ rnacu:

"Hapa3op Hag nprMeHaTta Ha 0BOj 3aKOH, nponucuTe 3a
BpaboTyBakeTo M ApyruTe nponucy of obnacta Ha Tpy-
[OT, KONEeKTUBHUTE JOrOBOPM U LOroBOpuTe 3a paboTa co
KOW ce ypefyBaaT mpaBaTa U 00BPCKUTE Ha pabOTHUKOT ©
paboTofaBayoT of paboTHMOT OLHOC, BPLUM OPraHoT Ha Ap-
)aBHaTa ynpasa Haf/iexeH 3a paboTuTe of obnacta Ha
WHCMNeKLmjaTa Ha TpygoT."
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Unen 33

UneHoT 259 ce meHyBa 1 rnacu :

"(1) AKO WMHCNEKTOPOT Ha TPYAOT 3aTekHe Ha paboTa
Kaj paboTofaBay [0 ABe /mLa CO KoM He e 3aCHOBaH pabo-
TEeH OfHOC, COrNacHO CO 3aKOH W NMLaTa He ce MpujaBeHu
BO 33J0/DKMUTENHO COLMja/IHO OCUTYpYBatbe U BO CrydauTe
0f, uneHoT 48 cTaB (6) 04 0BOj 3aKOH, HA OLrOBOPHOTO /U~
Lie U Of, HEro OBMIACTEHO /nLe Kaj paboToAaBauoT Ke My
n3gafe nokaHa 3a nnakawe rnoba o usHoc og 1.000 espa
BO fleHapcKa MpPOTWMBBPEAHOCT 32 CEKOe 3aTEeYeHO /nLe U
CO peLLeHne Ke My Hapeau Ha OfirOBOPHOTO /nLe Kaj pabo-
TO/laBayoT, BO POK Off OCYM [ieHa fia 3aCHOBa paboTeH of-
HOC CO 3aTeyeHWTe SMLa Ha HeomnpefeneHo BpeMe 1 BO Ha-
pefHUTe TpY Meceuy fa He ro HaMasu BKYMHUOT 6poj Ha
BpaboTeHw.

(2) Ako 0AroBOPHOTO MLE MU O HEFO OBNACTEHO NN~
Le Kaj paboTofaBayoT ja ofbve MokaHaTa 3a nnakakbe Ha
rnobarta og cTaBoT (1) Ha 0BOj YNEH MK He ja nnaTu rnoba-
Ta BO MpefBUAEHNOT POK U He 3aCHOBa paboTeH OfHOC CO
3aTeyeHuTe nMua 6e3 jaseH ornac og ctaBoT (1) Ha 0BOj
ufeH, VHCMEKTOPOT Ha TPYJOT Ke [OHece peLueHue 3a 3a-
6paHa 3a pabota BO paboTHaTa npocTopuja, O4HOCHO pa-
60THMOT NpoCTOp Ha paboToAaBayvoT BO Tpaeke of 15 fe-
Ha 1 Ke MofHece Gapatbe 3a NOBeAyBatbe Ha MPeKpPLUIOYHA
MOCTanka, COrfacHo CO 3aKOH.

(3) AKO MHCNEKTOPOT Ha TPYAOT 3aTeye Ha paboTa Kaj
paboToAaBa4oT MOBEKe 0f fABe NMLA CO KOM He € 3aCHOBaH
paboTeH OfHOC W NIMLETO He e NPUjaBeHo BO 3aL0/DKUTES-
HO COLMja/IHO OCUTYypYBaHEe, Ke [OHece peLleHne 3a 3abpa-
Ha 3a paboTa Bo paboTHaTa npocTopuja, 04HOCHO PaboTHU-
OT NpocTop Ha paboToaaBayoT BO Tpaete of 30 AeHa, co
peLleHne Ke My Hapeay Ha Of4rOBOPHOTO NuLe Kaj paboTo-
[1aBayoT, BO POK 0f, OCyM fleHa [ja 3acHOBa paboTeH 0fHOC
CO 3aTeueHWTe NMLA Ha HeonpeneneHo BpeMe M BO Hapes-
HWTE TPM MeceLy fa He ro Hamaaun BKYMHMOT 6poj Ha Bpa-
60TeHW M Ke nofiHece Gapare 3a NOBeflyBarbe Ha Npekp-
LLIOYHa NOCTanka, CorflacHoO CO 3aKOH.

(4) Ako paboTofaBayoT ro MOBTOPW MPEKPLUOKOT 0f
cTaBoT (1) Ha 0BOj YfeH, BO POK 0f, eAHa roAvHa, MHCNEKTOo-
pOT Ha TPYA CO pelleHMne Ke 3abpaHun paboTa kaj paboTofa-
BaYOT BO paboTHaTa NpocTopuja, OAHOCHO PabOTHWOT Mpo-
cTOp BO Tpaewe of 30 AeHa U Ke NogHece H6aparbe 3a NoBe-
[yBake Ha MPeKpLLIOYHa NOCTarkKa, CoraacHo Co 3aKoH.

(5) 3a Bpeme Ha 3abpaHaTta 3a paboTa Ha paboTogaBsa-
4yoT of ctasosute (2), (3) 1 (4) Ha 0BOj uneH, paboToaasa-
YOT € JO/DKEH Ha paboTHMLMTE Aa UM UCM/aTyBa HagoMe-
CTOK Ha mnaTta Hajmanky 70% of ucnnateHaTa nnarta Ha pa-
BOTHUKOT BO MPETXOAHMOT MeCeL, U NPUAOHECH Of niaTta v
3a Bpeme Ha 3abpaHaTa He CMee fa ro Hamaau 6pojoT Ha
BpaboTeHuTe.

(6) 3abpaHaTa 3a paboTa of CTaBoT (2) Ha 0BOj Y/IEH MO-
XKe [a ce 3aMeHM CO MapuyeH HafOMECTOK BO BUCUHA 0f
5.000 eBpa BO fAeHapcKa MPOTMBBPEAHOCT, a 3abpaHaTa 3a
pabota og cTaBoT (3) Ha 0BOj YeH MOXeE Ja Ce 3aMeHM CO
napuyeH HafOMeCTOK BO BucuHa of 8.000 eBpa BO feHap-
CKa npoTmeBpesHocCT."

UneH 34
Bo uneHoT 265 cTaB (1) Touka 7 360poT “CcKpaTeHo” ce
3aMeHyBa CO 360pOT “HenosiHO”.

YUneH 35
Bo uneHoT 265 cTaB (1) no ToukaTa 4 ce foAaBa HOBa
TouYKa 4-a, Koja rnacu:
" 4-a) Npu CKNy4yBare Ha JOroBop 3a BpaboTyBare no-
cTanu CNPOTMBHO Ha YfeH 25 0f 0BOj 3aKOH;".
Mo Toukara 9 ce gofasa HOBa ToYKa 9-a, Koja rniacu:
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"9-a) ro OTK&Xe [JOroBopoT 3a BPaboTyBatbe CrpoTuB-
HO Ha yneHoT 101 of 0BOj 3aKOH;".

YneH 36
Ce oBnacTyBa 3akOHOfaBHO-NpaBHaTa Komucuja Ha Co-
6paHneTo Ha Penybnvka MakefoHuja fa yTBpAW Mpedu-
CTEH TEKCT Ha 3aKOHOT 3a paboTHUTE 04HOCH.

UneH 37
OBOj 3aKOH BJeryea BO Cu/a CO 4eHOT Ha 06jaByBarbe-
TO BO ,,CNny»6€eH BECHUK Ha Penybinka MakegoHuja”.

LIGJ
PER NDRYSHIMIN DHE PLOTESIMIN E LIGJIT
PER MARREDHENIET E PUNES

Neni 1

Né Ligjin pér marredhenie té punes (“Gazeta Zyrtare e
Republikes sé Magedonise” numer 62/2005, 106/2008,
161/2008, 114/2009, 130/2009, 50/10, 52/10, 124/10,
47/11, 11/12, 39/12 dhe 13/13) né nenin 13 né paragrafin
(3) fjalet: "(formular M1/M2)" zevnedesohen me fjalet:
“(formular elektronik M1/M2 i shtypur nga sistemi i Agjen-
cise pér Punesim né Republiken e Magedonise)”, kurse pas
fjaleve: “drejtperdrejte né Agjenci”, shtohen fjalet: "me pa-
rashtrimin e PPR formularit, autorizim té personit té autori-
zuar me listen e personave gé i lajmeron/cajmeron, né té ci-
len jane shenuar emri, mbiemri dhe NUAQ, si dhe numri i
marreveshjes pér punesim dhe data e lidhjes sé marrevesh-
jes pér punesim".

Né paragrafin (6) pas fjales “konsideron” shtohen fja-
let: “diten e ardhshme prej”, pika né fund té fjalise zevende-
sohet me presje dhe shtohen fjalet: "kurse punetori paragi-
tet né Agjencine pér Punesim té Republikes s&é Magedonise
né daten e nenshkrimit té marreveshjes pér punesim”.

Pas paragrafit (9) shtohen dy paragrafe té rinj (10) dhe
(11) si vijojne:

“(10) Nese punetori paarsye nuk shkon né pune diten e
pare kur eshte percaktuar shkuarja e tij né pune, né pajtim
me paragrafin (6) té ketij neni, do té llogaritet se nuk ka lid-
hur marredhenie pune.

(11) Nese punedhenesi pas pushimit t¢ marredhenies sé
punes, né afat prej tete diteve nga dita e pushimit té marred-
henies sé punes nuk e clajmeron punetorin nga sigurimi i
detyrueshem social, clajmerimin e punetorit mund ta beje
me kerkesen e tij, né baze té procesverbalit paraprak té do-
rezuar nga inspektori i punes deri te Agjencia pér Punesim
e Republikes sé Magedonise.”

Neni 2

Né nenin 22 pas paragrafit (4) shtohet paragraf i ri (5),
si vijon:

*“(5) Me perjashtim té paragrafit (1) pika 1 té ketij neni,
pér kryerjen e punes sezonale mund té themelohet marred-
henie pune edhe pa shpallje publike, por mé sé shumti prej
90 ditesh, me nderjmjetesim té sherbimit kompetent gjate
punesimit.”

Neni 3

Né nenin 23 pas paragrafit (1) shtohen pese paragrafe
té rinje (2), (3), (4), (5) dhe (6), si vijojne:

“(2) Nese né konkursin publik té paragrafit (1) té ketij
neni, jane paragitur 200 kandidate pér njé vend pune perzg-
jedhja kryhet né afat prej 45 diteve, prej 201 deri mbi 500
kandidate pér njé vend pune, perzgjedhja kryhet né afat
prej 90 diteve dhe mbi 500 kandidate pér njé vend pune,
perzgjedhja kryhet né afat prej 120 diteve, pas perfundimit
té paragitjes.
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(3) Pér kohezgjatjen e konkursit publik, punedhensi
nuk mund té shpall konkurs té ri pér té njejtin vend pune.

(4) Konkursi publik perfundon me zgjedhjen, moszg-
jedhjen ose me perfundimin e afatit nga paragrafet (1) dhe
(2) té ketij neni.

(5) N& konkursin publik krahas kushteve tjera té vecan-
ta, punedhenesi eshte i obliguar gé ta theksoje fillimin dhe
perfundimin e orarit ditor dhe javor té punes, orarin e ko-
hes sé punes dhe shumen e pages themelore pér vendin e
punes pér té cilin kerkohet punetor.

(6) Nese pér njé vend té caktuar pune kerkohet punetor
me autorizime té vecanta, né konkursin publik duhet té the-
ksohet se vendi i punes eshte me autorizime té vecanta."

Paragrafet (2) dhe (3) behen paragrafe (7) dhe (8).

Neni 4

Né nenin 27 paragrafi (1) ndryshohet si vijon:

“Punedhenesi, né afat prej pese diteve té punes nga dita
e lidhjes sé marreveshjes pér punesim doemos duhet ta njo-
ftoje me shkrim kandidatin gé nuk eshte perzgjedhur dhe
atij kandidati t’i kthehen té gjitha dokumentet gé i ka dore-
zuar si argument pér plotesimin e kushteve té kerkuara pér
kryerjen e punes.”

Paragrafi (2) fshihet.

Neni 5
Né nenin 28 paragrafi (1) pika 9 pas fjales “page” shto-
hen fjalet: “qé shprehet me shume me para”.

Neni 6

NE& nenin 47 shtohet paragraf i ri (1), si vijon:

(1) Puna sezonale eshte pune gé pér shkak té kushteve
klimatike ose natyrore nuk kryhet gjate tere vitit, por né per-
iudha té caktuara - sezona, gé nuk tejkalon tete muaj né per-
iudhe prej 12 muajve té njepasnjeshem.”

Né paragrafin 2 numri “(1)” zevendesohet me numrin
“2)".

Paragrafet (1) dhe (2) behen paragrafe (2) dhe (3).

Neni 7

NEé titullin para nenit 48 dhe né nenin 48 né paragrafet
(2), (2), (3) dhe (5) fjalet: “e shkrutuar” zevendesohen me
fjalet: “jo e plote”.

Pas paragrafit (5) shtohet paragrafi i ri (6), si vijon:

"(6) Punedhenesi eshte i obliguar gé né marreveshjen
pér punesim me orar jo té plote pune ta percaktoje fillimin
dhe perfundimin e orarit ditor jo té plote té punes sé pune-
torit dhe té ,baje evidence té vecante pér punetoret me orar
jot & plote pune, kurse pér marreveshjet e kontraktuara me
orar jo té plote pune Agjencia pér Punesim e Republikes sé
Magedonise, njehere né muaj e njofton Inspektoratin Shte-
teror té Punes."

Neni 8
Né titullin para nenit 49 dhe né nenin 49 né paragrafet
(1), (3) dhe (4) fjalet: “i shkurtuar” zevendesohen me fja-
let: “jo i plote” .

Neni 9
Né nenin 59 paragrafi (1) pika né fund té fjalise zeven-
desohet me presje dhe shtohen fjalet: "né rast té shkeljes sé
rendit t& punes dhe disiplines ose obligimeve té punes, né
pajtim me ligjin."

Neni 10
Né nenin 60 pas paragrafit (2) shtohen dy paragrafe té
rinje (3) dhe (4), si vijojne:
“(3) Pér kryerjen e punes sezonale, puna provuese
mund té zgjase tri dite pune.”
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(4) Punedhenesi, marreveshjen pér punesim me pune
provuese pér kryerje té punes sezonale, mund ta anuloje né
afat prej tri diteve nga dita e lidhjes sé marreveshjes pér pu-
nesim me pune provuese."

Paragrafet (3) dhe (4) behen paragrafe (5) dhe (6).

Neni 11

Né nenin 69 pas paragrafit (1) shtohet paragrafi i ri (2),
si vijon:

"(2) Marreveshja nga paragrafi (1) i ketij neni, do té
nenshkruhet né daten e nderprerjes sé marredhenies sé pu-
nes dhe duhet té permbaje emrin dhe mbiemrin e shkruar
dora vete té punetorit dhe punedhenesit,daten e shenuar do-
ra vete té perfundimit t€ marredhenies sé punes nga pune-
tori dhe nga punedhenesi dhe nenshkrimin doravete té pu-
netorit dhe punedhenesit."

Paragrafi (2) i cili behet paragraf (3) ndryshohet si vi-
jon:
"(3) Nese marreveshja pér prishjen e marreveshjes pér
punesim eshte lidhur né kundershtim me paragrafet (1) dhe
(2) té Kketij neni, ajo eshte e pavlefshme."

Neni 12
Né nenin 71 paragrafi (2) pas fjaleve: "(arsye personale
nga punetori)" vihet presje dhe shtohen fjalet: "pér shkeljen
e rendit dhe disiplines sé punes apo detyrave té punes (shka-
ku i fajit)."

Neni 13
Né nenin 73 pas fjales "punonjesi” shtohen fjale: "sipas
kushteve té nenit 80 t& ketij ligji".

Neni 14
Né nenin 78 paragrafi (1) pas fjaleve: "né lidhje me"
shtohen fjalet: "hegje dore".

Neni 15
Né nenin 79 né rendin e peste pas fjales "punesimi"
presja zevendesohet me pike dhe fjalet deri né fund té fjali-
se fshihen.

Neni 16
Né nenin 80 pika né fund té fjalise zevendesohet me
presje dhe shtohen fjalet: "né rastet e percaktuara me marre-
veshjen kolektive né nivel té deges, perkatesishtseksionit,
perkatesisht né nivel t& punedhenesit".

Neni 17
Né nenin 88 pas paragrafit (2) shtohet paragraf i ri (3),
si vijon:
"(3) Nese punedhenesi heq dore nga marreveshja pér
punesimin e punetorit né punen sezonale, afati i dorehegjes
eshte shtate dite pune.”

Neni 18
NEé titullin para nenit 91 fjalet: "kunder vendimit pér do-
rehegje" shlyhen.

Neni 19
Né nenin 97 pas paragrafit (5) shtohet paragraf i ri (6),
si vijon:
"(6) Fletedergesa nuk paguhet né rastin e prishjes sé
marreveshjes pér punesim nga shkage afariste, pér puneto-
rin i cili kryen pune sezonale e cila zgjate deri né tre muaj."

Neni 20
Né nenin 102 paragrafi (1) fjalet: "e plotfugishme"
shlyhen, e pas fjaleve: "té kthehet né pune" shtohen fjalet:
"pas plotfugishmerise sé vendimit".
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Né paragrafin (4) fjalet: "e plotfugishme" shlyhen ,
ndersa fjalet: "do ta obligoje punedhenesin gé punetorit t'i
paguaje rroge né pajtim me paragrafin (2) té ketij neni" ze-
vendesohen me fjalet: "do t'i gjykoje kompensim té demit.”

Neni 21

Né nenin 116 paragrafi (7) fjalet: "njé lokacion eshte i
obliguar" zevendesohet me fjalet: "njé ose mé shume loka-
cione eshte i obliguar né ¢do lokacion™.

Pas paragrafit 7 shtohet paragraf i ri (8), si vijon:

"(8) Punedhenesi i cili ka deri né 25 té punesuar eshte i
obliguar gé t& mbaje liste té evidences pér ardhjen e puneto-
reve né pune me cekjen e té dhenave pér fillimin dhe per-
fundimin e orarit té punes.”

Neni 22

Né nenin 117 paragrafi (4) pas fjaleve: "te punedhenesi
i njejte” shtohen fjalet: "né té cilat nuk jane llogaritur ditet
e pushimit té shfrytezuar vjetor".

Paragrafi (6) ndryshohet si vijon:

"Punedhenesi eshte i obliguar pér ¢do vendosje té pu-
nes pas orarit paraprakisht ta informoje inspektorin shtete-
ror rajonal té punes.

Neni 23
Né nenin 120 paragrafn (1) pika 4 pas fjales "punetor"
shtohen fjalet: "pa pelgimin e tij".

Neni 24
Né nenin 121 paragrafi (1) fjalet: "i shkurtuar" zevende-
sohen me fjalet: "jo i plote"

Neni 25

Né nenin 124 pas paragrafit (2) shtohen kater paragrafe
té rinj (3) , (4), (5) dhe (6) si vijojne:

"(3) Gjate sistematizimit té orarit té punes pér kryerjen
e puneve sezonale, orari i punes nuk mund té jete mé i gja-
te se 12 oré né dite ose 55 oré né jave, pér periudhe jo mé
té gjate se kater muaj.

(4) Orari i punes nga paragrafi (3) i ketij neni i cili esh-
te mé i gjate se 40 oré né javen e punes llogaritet edhe kom-
pensohet né orar mé té shkurte té punes né dite tjera té pu-
nes ose me dite té lira té punes né kohezgjatje té marrevesh-
jes pér punesim.

(5) Shperndarja e oreve té punes nuk llogaritet si pune
pas orarit pér té cilen paguhet shtese e rroges.

(6) Ndalohet puna me shperndarjen e oreve té punes pu-
netorit mé té ri, punetorit - person invalid, punetores shtat-
zene, punetorit i cili vazhdimisht kujdeset pér femije deri
né moshen tre vjecare, punetorit-prind vetembajtes gé vazh-
dimisht kujdeset pér femije mé té ri se 15 vjet."

Neni 26
Né nenin 133, pas fjales "panderprere" shtohen fjalet:
"ndermjet dy dite té njepasnjeshme té punes.”

Neni 27
Né nenin 139 pas fjaleve: "té pakten gjashte muaj" shto-
hen fjalet: "nga i njejti punedhenes."

Neni 28

Né nenin 148 pas paragrafit (2) shtohet paragraf i ri (3),
si vijon:

"(3) NE rastet nga paragrafin (2) i ketij neni, punedhene-
si eshte i detyruar pér ¢do kryerje té punes né fesza shtetero-
re paraprakisht ta njoftoje inspektorin rajonal shteteror té
punes ".
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Neni 29

Né Nenin 178 pas paragrafit (2) shtohet paragraf i ri
(3), si vijon:

"(3) Punonjesi pér té cilin eshte konstatuar zvogelim i
aftesise sé& punes me 50%, sipas rregullave pér sigurimin
pensional dhe invalidor, ka té drejten e kohese shkurtuar
ose té sistemohet né pune tjeter té pershtatshme me té drej-
te page sipas marreveshjes kolektive."

Paragrafet (3) dhe (4) té behen paragrafet (4) dhe (5).

Neni 30

Né nenin 181 paragrafi (4) ndryshohet si vijon:

"(4) Kunder aktvendimit pér anulimin e kontrates sé pu-
nes punonjesi ka té drejte ankese te organi udheheges, per-
katesisht punedhenesi, né afat prej tete ditesh nga marrja e
vendimit pér anulimin e kontrates sé punes."

Pas paragrafit (4) shtohet paragrafi i ri (5), si vijon:

"(5) Kur nuk eshte marre vendim pas kundershtimit né
afat prej tete diteve nga dita e depozitimit t& kundershtimit,
ose kur punonjesi nuk eshte i kenaqur me vendimin pér
kundershtimin né afat prej 15 diteve nga marrja e vendimit
mbi kundershtimin, punonjesi ka té drejte té ngrite kontest
para gjykates kompetente."

Paragrafet (5) dhe (6) behen paragrafe (6) dhe (7).

Neni 31
Né titullin e nenit 243 dhe né nenin 243 paragrafi (1)
fjala "perjashtim" zevendesohet me fjalen "menjanim".
Né paragrafin (2) fjala "perjashtimi" zevendesohet me
me fjalen "menjanim".

Neni 32

Né nenin 256 paragrafi (1) ndryshohet si vijon:

"Mbikeqyrje mbi zbatimin e Kketij ligji, rregullat e pune-
simit dhe rregullat tjera nga sfera e marreveshjeve kolekti-
ve dhe marreveshjeve té punes me té cilat rregullohen té
drejtat dhe detyrimet e punetorit dhe punedhenesit nga mar-
redhenia e punes, kryen organi i administrates shteterore
kompetent nga sfera e inspektimit té punes.”

Neni 33

Neni 259 ndryshohet si vijon:

"(1) Nese inspektorati i punes has né pune te punedhe-
nesi deri dy persona me té cilet nuk eshte themeluar marred-
henie pune né pajtim me ligjin dhe personat nuk jane para-
gitur né sigurimin e detyrueshem social dhe né rastet nga
neni 48 paragrafi (6) t& ketij ligji, personit pergjegjes ose
personit t& autorizuar prej tij te punedhenesi do t' leshoje
ftese pér pagim té gjobes né shume prej 1 000 eurosh né
kundervlere me denare pér secilin person té zene dhe me
aktvendim do ta urdheroje personin pergjegjes té punedhe-
nesi, gé né afat tete ditesh té themeloje marredhenie pune
me personat e zene né kohe té pacaktuar dhe né tre muajt e
ardhshem ta zvogeloje numrin e pergjithshem té té punesu-
arve.

(2) Nese personin pergjegjes ose personi i autorizuar
prej tij te punedhenesi e refuzon ftesen pér pagimin e gjo-
bes nga paragrafi (1) i ketij neni ose nuk e paguan gjoben
né afatin e parapare dhe nuk themelon marredhenie pune
me personat e zene pa shpallje publike nga paragrafi (1) i
ketij neni, inspektori i punes do té miratoje aktvendim pér
ndalim té punes né lokalin e punes, respektivisht né hapesi-
ren e punes té punedhenesit, né kohezgjatje prej 15 ditesh
dhe do té parashtroje kerkese pér ngritjen e procedures kun-
dervajtese, né pajtim me ligjin.

(3) Nese inspektori i punes has né pune te punedhenesi
mé shume se dy persona me té cilet nuk eshte themeluar
marredhenie pune dhe personi nuk eshte paragitur né siguri-
min e detyrueshem social, do té miratoje aktvendim pér
ndalim té punes né lokalin e punes, respektivisht né hapesi-
ren e punes té punedhenesit né kohezgjatje prej 30 ditesh,
me aktvendim do t'i urdheroje personit pergjegjes te puned-
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henesi gé né afat prej tete ditesh té krijoje marredhenie pu-
ne me personat e zene né kohe té pacaktuar dhe né tre mu-
ajt e ardhshem té mos e zvogeloje numrin e pergjithshem té
té punesuarve dhe do té parashtroje kerkese pér ngritjen e
procedures pér kundervajtje, né pajtim me ligjin.

(4) Nese punedhenesi e perserit kundervajtjen nga para-
grafi (1) i ketij neni né afat prej njé viti, inspektori i punes
me aktvendim do ta ndaloje punen te punedhenesi né loka-
lin e punes, respektivisht hapesiren e punes né kohezgjatje
prej 30 ditesh dhe do té parashtroje kerkese pér ngritjen e
procedures pér kundervajtje, né pajtim me ligjin.

(5) Gjate kohes sé ndalimit pér pune té punedhenesit
nga paragrafet (2), (3) dhe (4) té ketij neni, punedhenesi
eshte i obliguar gé punetoreve t'u paguaje kompensim té
rroges sé paku 70% nga rroga e paguar e punetorit né mua-
jin paraprak dhe kontribute nga rroga edhe gjate kohes sé
ndalimit nuk guxon ta zvogeloje numrin e té punesuarve.

(6) Ndalimi pér pune nga paragrafi (2) i Kketij neni
mund té zevendesohet me kompensim né para né lartesi
prej 5 000 eurosh né kundervlere me denare, ndersa ndali-
mi pér pune nga paragrafi (3) i ketij neni mund té zevende-
sohet me kompensim me para né lartesi prej 8 000 eurosh
né kundervlere me denare."

Neni 34
Né nenin 265 paragrafi (1) pika 7 fjalet: "e shkurtuar"
zevendesohen me fjalet: "jo té plote”.

Neni 35

Né nenin 265 paragrafi (1) pas pikes 4 shtohet pike e re
4-3, si vijon:

"4-a) gjate lidhjes sé marreveshjes pér punesim vepron
né kundershtim me nenin 25 té ketij ligji;."

Pas pikes 9 shtohet pike e re 9-a, si vijon:

"9-a) e anulon marreveshjen pér punesim né kundersh-
tim me nenin 101 té ketij ligji;."

Neni 36
Autorizohet Komisioni Juridik Ligjvenes i Kuvendit té
Republikes sé Magedonise gé té pecaktoje tekst té spastru-
ar té Ligjit pér marredhenie pune.

Neni 37
Ky ligj hyn né fugi né diten e botimit né "Gazeten Zyr-
tare té Republikes sé Magedonise”.

766.

Bp3 ocHoBa Ha 4eHoT 75 cTaBoBM 1 1 2 04 YCTaBOT Ha
Penybnmka MakefoHwuja, npetcegatenoT Ha Peny6nuka
MakefoHuja 1 npetcegatenoT Ha CobpaHuneTo Ha Peny6siu-
ka MakefjoHuja n3gaBaat

YKAS3
3ATPOIJIACYBAHE HA 3AKOHOT 3A USMEHY-
BAHE N AOMNOJ/IHYBAHE HA 3AKOHOT 3A BE3-
BEAHOCT U 3APABJE NPV PABOTA

Ce npornacysa 3aKkOHOT 3a W3MeHyBare W [JOMNoNHyBa-
e Ha 3aKoHOT 3a 6e36eHOCT ¥ 34paBje npu paboTa,

wro CobpaHueTo Ha Peny6nmka MakefjoHuja ro JoHe-
Ce Ha cefjHMUaTa ogpxaHa Ha 13 pespyapu 2013 roguHa.

bp. 07-877/1
13 theBpyapu 2013 rogmHa
Ckonje

MpeTcegaten
Ha Penyb6nka MakefioHwja,
["opre ViBaHoB, C.p.

MpeTtcepaten
Ha CobpaHuneTo Ha Peny6nimnka
MakefoHuja,
Tpajko BerbaHockuy, c.p.

’; Ha Peny6nnka Makeponuja

19 dhepyapu 2013

3AKOH
3A UISMEHYBAKE U AOMNOJIHYBAHE HA 3AKO-
HOT 3A BESBEAHOCT 1 34PABJE MNPV PABOTA

Unen 1

Bo 3akoHOT 3a 6e36egHOCT M 3fpaBje npu paboTta
(,Cnyx6eH BecHWK Ha Penybnvka MakegoHunja” 6poj
92/2007 n 136/11), BO uneHOT 22 CTaBOT (2) Ce MeHyBa M
rnacw:

,»BVAOT, HAYMHOT, 06EMOT U LIEHOBHUKOT Ha 34paBcTBe-
HWUTE Mpernean Ha Npegsior Ha MUHUCTEPOT HaaNeXeH 3a
paboTuTe of 06iacTa Ha TPYAOT, MO NPETXOAHO MUC/EHE
04 MWHUCTEPOT HafnexeH 3a paboTute of obnacta Ha
30paBCTBOTO, ' ypeayBa Bnagata Ha Peny6nvnka Makego-
Huja.”

Mo crasoT (3) ce gopasaatr Tpu Hosu cTaBa (4), (5) n
(6), kow rnacar:

"(4) OBnacTeHaTa 34paBCTBEHA YCTaHOBa e A0/HKHA Aa
M1 BPLUW 34paBCTBEHWTe MPerneam CornacHo co BUAOT, Ha-
UMHOT, 06EMOT 1 LIEHOBHMKOT Of NPOMUCOT 0Of CTaBoT (2)
Ha 0BOj Y/eH.

(5) OBnacTeHaTa 34paBCTBEHA YCTaHOBa € [O/DKHA Ja
MM BPLUW 34paBCTBEHWTE MNpPeriean CornacHo co CtaHaaps-
HWOT MUHUMYM KOj € 33fl0/DKNTENEH 3a CUTE CUCTEMATCKM,
MPeTXO04HW, HACOYEHN W MEPUOANYHM Mperieau, Koj ce co-
cTOU Of:

- aHaMHEeCTUYKM nofatoum (paboTHa aHaMHe3a, rNaBHU
TELIKOTWU, ceralliHa 60/ecT, (hamMmunnjapHa aHaMHesa, ny-
Ha aHamHe3a 1 COLMjanHOeNNLEMMONOLLKIN NogaToun),

- CTaTyc Mo CUCTeMU M aHTponoMeTpuja (TenecHa maca,
TenecHa BMCMHA U MHAEKC Ha TeNlecHa Maca),

- OCHOBHV NabopaTopuCKM aHanu3n 1 Toa cefuMeHTa-
Uuja, KpBHa CAMKa (EpUTPOLUTU, XeMOrn06MH, XemaTo-
KpWT, NeyKOLMTU, TAIMKEMUja, XOMecTepos, Tpuramuepu-
AN), YpWHa, LWeKep, NpOTeuHW, 6uampybuH, ypobunuHo-
reH, CeJUMEHT,

- UCMUTYBake Ha PyHKUMjaTa Ha BMAOT (OCTPUHA Ha BU-
[0T 3a 6/13MHa U JaneynHa),

- ayAuoMeTpuja,

- cnMpomeTpuja,

- EKTI" (12) ogBogn u

- paguodoTorpagmja Ha rpageH KoL - Mo of/lyka Ha fe-
KapoT.

(6) Bo 3aBMCHOCT Of NpoLeHaTa Ha pU3KNKOT Ha paboT-
HOTO MeCTO W KapakKTepuCTUKUTE Ha AeuHUpaHuTe npo-
(heCVMOHA/THM LUTETHOCTM M OMACcCHOCTU NOKPaj CTaHAapLHW-
OT MUHUMYM Ce BpLUAT U [JONONHWUTENHW Nperneau og npo-
MMCOT 0f CTaBoT (2) Ha 0OBOj YneH.”

YUneH 2
Mo uneHoT 51 ce gofaBa HOB uneH 51-a, Koj rnacu:

»4dneH 51-a
3apafu 3alTuTa Ha 34paBjeTo Ha BpaboTeHWTe W mper-
NneauTe Kou Tpeba Aaa ce u3BpLUaT Ha BpaboTeHuTe, [pxaBs-
HWOT 34PaBCTBEH W CaHWTAPEH MHCNEKTOpaT W JpXaBHMOT
MHCMEeKTOpaT 3a TPYS BpLaT MCTOBPEMEHO HaA30p Hag npu-
MeHaTa Ha NponmcoT of uneHoT 22 cTaB (2) of 0BOj 3a-
KOH."

YUneH 3
Bo uneHoT 58 cTaB (1) no anvHejata 6 ce [foaaBa Ho-
Ba a/IMHeja 7, Koja rnacw:
»- HE V3BPLUM 34paBCTBEHW Mperneamn Ha BpaboTeHnTe
crnopef BUAOT, HAYMHOT, 06EMOT M LIEHOBHUKOT COr/1acHO
CO uneHoT 22 cTaB (2) 04 OBOj 3aKOH.“
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YUneH 4
MoA3aKOHCKMOT NPONMC MpeaBUAEH CO 0BOj 3aKOH Ke
ce [0Hece BO POK Of TpU Meceumn Of LeHOT Ha BreryBare-
TO BO CWa Ha OBOj 3aKOH.

YneH 5
Ce oBnacTyBa 3akoHOZaBHO-NpaBHaTa Komucuja Ha Co-
6paHneTo Ha Penybnvka MakefoHnja fa yTBpAW npedu-
CTeH TeKCT Ha 3aKOHOT 3a 6e36eAHOCT v 34pasje nNpu pabo-
Ta.

UneH 6
OBOj 3aKOH Bferyea BO Cu/a Co 4EeHOT Ha 06jaByBare-
T0 BO ,,CNny>6eH BECHWK Ha Penybnnka MakegoHuja".

LIGJ
PER NDRYSHIMIN DHE PLOTESIMIN E LIGJIT
PER SIGURI DHE SHENDET GJATE PUNES

Neni 1

Né Ligjin pér siguri dhe shendet gjate punes ("Gazeta
Zyrtare e Republikes s&é Magedonise™ numer 92/2007 dhe
136/11), né nenin 22 paragrafi (2) ndryshohet si vijon:

"Llojin, menyren, vellimin dhe listen e cmimeve té kon-
trolleve mjekesore me propozim té ministrit kompetent pér
punet nga sfera e punes, pas mendimit paraprak t& ministrit
kompetent pér punet nga sfera e shendetesise, i rregullon
Qeveria e Republikes sé Magedonise.”

Pas paragrafit (3) shtohen tre paragrafe té rinj (4), (5)
dhe (6), si vijojne:

"(4) Institucioni i autorizuar shendetesor detyrohet gé
t'i kryeje kontrollet shendetesore, né pajtim me llojin, men-
yren, vellimin dhe listen e cmimeve nga rregulla nga para-
grafi (2) i ketij neni.

(5) Institucioni i autorizuar shendetesor detyrohet gé t'i
kryeje kontrollet shendetesore né pajtim me minimumin
standard qgé eshte i detyrueshem pér té gjitha kontrollet si-
stematike, paraprake, té orientuara dhe periodike, qé perbe-
het prej:

- té dhenave té anamnezes (anamneza e punes, veshtire-
site kryesore, semundja e tashme, anamneza familjare,
anamneza personale, té dhena sociale-epidemiologjike).

- statusit sipas sistemeve dhe antropometrise (masa tru-
pore, lartesia trupore dhe indeksi i mases trupore),

- analizave themelore laboratorike si vijon, sedimentaci-
oni, pasgyra e gjakut (eritrocitet, hemoglobina, hematokri-
ti, leukocitet, glikemia, kolesterioli, trigliceridet, urina, she-
geri, proteina, bilirubina, urobilinogeni, sedimenti),

- analizes sé funksionit té té parit (mprehtesia e té parit
pér afersi dhe largesi),

- audiometrise,

- spirometrise,

- EKG (12) kanaleve dhe

- radiografise sé kraharorit - me vendim té mjekut.

(6) Varesisht nga vleresimi i rrezikut né vendin e punes
dhe karakteristikat e demeve té definuara profesionale dhe
rrezigeve krahas minimumit standard behen edhe kontrolle
plotesuese nga rregulla nga paragrafi (2) i ketij neni.”

Neni 2
Pas nenit 51 shtohet nen i ri 51-a, si vijon:

"Neni 51-a
Pér mbrojtje té shendetit té té punesuarve dhe kontrol-
let té cilat duhet t& kryhen mbi té punesuarit, Inspektorati
Shteteror Shendetesor dhe Sanitar dhe Inspektorati Shtete-
ror i Punes kryejne njekohesisht mbikeqyrje mbi zbatimin
e rregulles nga neni 22 paragrafi (2) i ketij ligji.”

: Ha Peny6auka Makegonuja

13 dheBpyapun 2013 roamHa

bp. 25 - C1p. 9

Neni 3
Né nenin 58 paragrafi (1) pas alinese 6 shtohet alineja e
re 7, si vijon:
"- nuk kryen kontrolle shendetesore pér té punesuarit si-
pas llojit, menyres, vellimit dhe listes sé cmimeve né paj-
tim me nenin 22 paragrafi (2) i ketij ligji*.

Neni 4
Rregulla nenligjore e parapare me kete ligj do té mirato-
het né afat prej tre muajsh nga dita e hyrjes né fuqi té ketij
ligji.

Neni 5
Autorizohet Komisioni Juridik Ligjvenes i Kuvendit té
Republikes sé Magedonise qé té percaktoje tekst té spastru-
ar té Ligjit pér siguri dhe shendet gjate punes.

Neni 6
Ky ligj hyn né fugi né diten e botimit né "Gazeten Zyr-
tare té Republikes sé Magedonise™.

767.

Bp3 ocHoBa Ha 4neHoT 75 cTaBoBM 1 1 2 04 YCTaBOT Ha
Peny6nnka MakefoHunja, npeTtcegarenoT Ha Peny6nvka
MakefioHunja v npetcefatenot Ha CobpaHneTo Ha Peny6nu-
Ka MakefoHuja usgasaar

YKA3
3ATIPOIrMACYBAHE HA 3AKOHOT 3A UISMEHY-
BAHKE M IOMNMOJ/IHYBAHE HA 3AKOHOT
3ATPAJEXHO SEMINLUTE

Ce nipornacysa 3akOHOT 3a M3MeHYyBawe 1 Jono/HyBa-
b€ Ha 3aKOHOT 3a rPajeXxxHo 3eMjuLLTe,

wto CobpaHuneTto Ha Penybnmka MakefoHuja ro goHe-
Ce Ha cefiHuLaTa oApxaHa Ha 13 qespyapy 2013 roanHa.

bp. 07-878/1 MpeTcepaten
Ha Peny6nmka MakefoHwja,
Ckonje ["opre MBaHoB, C.p.
Mpetceparen
Ha CobpaHuneTo Ha Peny6unka
MakefoHuja,
Tpajko BembaHocKwy, C.p.

3AKOH
3A UISMEHYBAHKE V1 AOMNOJ/IHYBAKE
HA 3AKOHOT 3A NrPAAEXXHO 3EMJMLUTE

YUneH 1

Bo 3akoHOT 3a rpagexHo 3emjuwTe (,,CnyxbeH Bec-
HMK Ha Penybnuka MakegoHuja“ 6poj 17/11, 53/11 u
144/12), Bo uneHoT 53 cTaB (1) anmHen 1, 2 1 3 no 360po-
BUTE: ,,jaBHOTO HafiAaBarbe™ ce CTaBa 3anvpka 1 ce fojaBa-
aT 360poBUTE: ,,0[HOCHO Ha OCHOBAYOT Ha NPaBHOTO NNLE,
[OKONKY MpaBHOTO NnLe Koe Ke ce NpujaBm 3a YHecTBO Ha
jaBHOTO HafilaBare e MpaBHO /nLe perucTpupaHo Bo Pe-
ny6nnka MakefoHuja, OCHOBAHO Of CTpaHa Ha CTPaHCKO
npasHoO finue”.

Bo anuHejata 8 no 360posuTe: ,,MPaBHO 1Le" ce cTaBa
3anupka 1 ce fopasaar 360poBuTe: ,,0fHOCHO OCHOBAYOT
Ha MpaBHOTO /I1LE, AOKOJIKY NPaBHOTO /nLEe KOe Ke ce npu-
jaBu 3a yYeCTBO Ha jaBHOTO HajjaBatbe e NpPaBHO /nLe pe-
rmcTpupaHo Bo Peny6nuka MakefjoHuja 0CHOBaHO 0f CTpa-
Ha Ha CTPaHCKO MpaBHO nunLe”.
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UneH 2
Mo uneHoT 53 ce fofaBa HOB Y/ieH 53-a, Koj rnacu:

»4neH 53-a

CTpaHCKOTO MpaBHO /iMUe of uneHoT 53 annHen 1, 2, 3
1 8 of 0BOj 3aKOH Mopa Aa 6uae AJOMUHAHTEH COMCTBEHMK
BO MpPaBHOTO /MLe permctpmpaHo Bo Peny6nnka Makego-
HMja 0f, MOMEHTOT Ha MpujaByBare 3a YYECTBO Ha jaBHO
HajaaBatbe, Ma ce 40 MOMEHTOT Ha MUCMOSHYBake Ha 00Bp-
CKUTE 0f JOroBOpPOT 3a OTyfyBatbe, OAHOCHO AaBare Mo
JIONroTpaeH 3aKyn Ha rpafeXXHo 3emjuLLTe MO NaT Ha jaBHO
HaagaBare.

UneH 3
Bo uneHoT 62 cTaB (4) TouKaTa ce 3aMeHyBa CO 3anup-
Ka 1 ce fopasaaT 360poBuUTe: ,,AOKONKY MPOTUB peLLeHue-
TO He e NofHeceHa Xanba, a JOKO/IKY € NOofAHeceHa Xanba,
rocTankara 3a jaBHO HafaBatbe Ce CMeTa 3a 3aBpLueHa Mo
NpPaBOCW/IHOCTa Ha peLUeHneTo of cTaBoT (1) Ha 0BOj
uneH.*

UneH 4

Bo uneHot 69-a cTaB (1) 36opoBuTe: ,,3aKOHOT 3a YTBp-
[yBake Ha MpaBeH CTaTyc Ha 6ecnpaBeH 06jeK™ ce 3aMeHy-
BaaT CO 300pOBUTE: ,,3aKOHOT 3a NOCTanyBake co becnpas-
HO M3rpageHn objekTn®.

Mo ctasoT (1) ce gojasaat ABa HOBM cTasa (2) u (3),
Kow rnacar:

»(2) TpagexHoTo 3eMjuLLTe CONCTBEHOCT Ha Penybnu-
ka MakefoHuja MoXe Aa ce OTyfu CO HemocpeaHa Ccrnorog-
6a Ha COMCTBEHULMTE Ha 06jeKTU UM NOCEOHN AenoBM Of
006jeKTu 3a KON € JOHECEHO PELLEHWE COMMacHO CO 3aKOHOT
3a nocranyBake co 6ecnpaBHO U3rpageHn 06jeKTn Bp3 oc-
HOBa Ha KOe Ce 3amuLlaHu BO jaBHaTa KHUra Ha HeAABMXKHO-
CTM CaMO [IOKOJIKY, COF/IaCHO CO Yp6aHNCTUYKO NiaHCcKaTa
[NOKYMeHTaLMja Co Koja 06jeKTOT € BKNOMEH, MPOLLEHTOT Ha
U3rpaieHoCT Ha rpajiexHara napLena Ha Koja e usrpageH
06jeKTOT 13HecyBa HajMmasiky 70%.

(3) Ookonky He e UCNOMHET YCNOBOT 0f CTaBoT (2) Ha
0BOj YneH GapareTO 3a OTYylyBarbe Ha rPafeXXHOTO 3eMju-
LITe ce 046MBa Kako HEOCHOBAHO. "

CrtaBoT (2) cTaHyBa cTaB (4).

YneH 5

Bo uneHoT 75 cTtaB (1) no ToukaTa ce Aofasa HoBa pe-
yeHuMLa Koja rnacu: ,,KymyBayoT, OJHOCHO 3aKyneLoT e
[O/MKEH CoNeMHM3aumjaTa fa ja M3BpLUK BO pok of 30 fe-
Ha No JaBareTo, OAHOCHO He AaBakeTO Ha MUC/EHETO Of
[p>xaBHOTO nNpaBobpaHUTeNcTBo Ha Penybnnka MakefoHN-
ja BO pok corniacHo co 3aKoHOT 3a HoTapujaToT.”

Mo cTaBoT (4) ce fnonasa Hos cTaB (5), Koj rnacu:

»(5) HencnonHyBaweTo Ha YCM0OBOT YTBPLEH BO use-
HOT 53-a 0/} 0BOj 3aKOH MPETCTaByBa OCHOB 3a JHOCTPaHO
pacKkuHyBake Ha floroBopoT.*

UneH 6
Bo uneHoT 84 cTaBoT (5) ce 6puLue.
CrasosuTe (6) 1 (7) cTaHyBaaT cTaBoBu (5) 1 (6).

YneH 7

Bo uneHoT 88 cTaBoT (1) ce MeHyBa W rnacu:

»JIMLe Koe KOpUCTUN rpafedXXHo HensrpageHo 1 rpajex-
HO M3rpafieHo 3emMjuLITe MPeHeceHo Of MopaHeLleH cornc-
TBEHWK, KaKO W HEroBUTE 3aKOHCKN HacnefHULM, MOXeE Aa
CTeKHe/CTeKHAT MpaBO Ha COMCTBEHOCT Ha Toa 3eMjuLuTe
aKo UCTOTO ro KOpWCTAT BP3 OCHOBA Ha OroBop 3a Kynpo-
Jaxba CKnyyeH CO nopaHeLleH COMCTBEHUK noseke of 20
rOAMHW Of, fiEHOT Ha CKNy4YyBaHeTO Ha [OroBOpOT U Kora
Ke nnatu/nnarart faHOK Ha NPOMET 3a 3eMjULITETO.”

’; Ha Peny6nnka Makeponuja
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Bo cTaBoT (3) no anvHejaTa 5 ce AojaBa HOBa a/lvHeja
6, Koja rnacu:

.- U3BECTYBaHe 0ff OPraHoT Ha JpXKaBHaTa yrnpasa Haj-
NIeXXeH 3a MMOTHOMPaBHUTE paboTn Ha Mogpadvjeto Kage
LUTO Ce Haofa rpafeXHOTOo 3eMjuLLTe, fanu 3a rpageXXHoTo
3emjuLLITe MMa NOBeAEHO MocTanka 3a npueaTusaumja u ga-
NN [OKONKY € NOBefieHa UCTaTa e 3aBpLUeHa, .

AsvHejaTa 7 Koja CTaHyBa a/vHeja 8 ce MeHyBa U I/1acu:

»- U3jaBa 3aBepeHa Ha HOTap BO Koja /INLETO KOe ro Ko-
pUCTW TPafeXXHOTO 3eMjuLLTe, OAHOCHO HEroBUTE 3aKOH-
CKM HacnefHWUM Nog mopanHa, MaTepujanHa v KpuBuYHa
0/JrOBOPHOCT W3jaBYyBa/n3jaByBaaT AeKa 3eMjULLTETO O KO-
pucTart noseke of 20 rofvHK BP3 0CHOBA Ha AOroBOP 3a Ky-
nonpogaxota CK/y4YeH CO NopaHeLleH COMCTBEHNK.

CtaBoT (4) ce MeHyBa 1 rnacw:

110 6apareTo 0f CTaBoT (2) Ha 0BOj Y/eH ONWTUHUTE
N OMWTWHWTE BO rpagoT Ckonje AoHecyBaaT pelleHve 3a
npudakawe, 04HOCHO 0f61Batbe Ha bapareTo 3a CTeKHYBa-
e Ha MpaBoTOo Ha COMCTBEHOCT.*

Mo cTaBoT (4) ce gopasaat Aga Hosu ctasa (5) u (6),
Kow rnacar:

.»(5) PeLleHveTo o4 cTaBoT (4) Ha 0BOj U/ieH COLPXKMN:

- mogaTouy 3a nMueTo/nnuaTa Koe ce CTekHyBa Co npa-
BOTO Ha COMCTBEHOCT Ha rpafgeXKHoTo 3emjuwite (Mme u
npesnmMe, XXUBEANULLTE N eAUHCTBEH MaTUYeH 6poj),

- NOJAaTOLM 3a FPafieXXHOTO 3eMjULLITE Of jaBHATa KHUra
3a 3anuilyBake Ha npaBaTa Ha HefBVDKHOCTUTE, OAHOCHO
0[] reofeTcKmnoT enabopat of cTaBoT (3) anmHeja 5 Ha 0BOj
uneH SOKONKY 3eMjULLITETO e CO He 3amnmLiaHun npasa,

- Knay3syna 3a MCnonHyBare Ha 06BpCKaTa 3a Nnakarbe
Ha AaHOKOT Ha NMPOMET 3a IPafeXHOTOo 3emMjuLuTe,

- POK 3a UCNOMHYBake Ha 06BPCKaTa 3a nnakarbe Ha fa-
HOK Ha NpomeT 04 15 aeHa No J0CTaBYBakEeTO Ha peLLeHue-
O,

- Knay3yna 3a NOHULLTYBake Ha PELLEHUETO, ako He Cce
UCMO/HK 06BpCKaTa 3a Nnakakbe Ha JaHOKOT Ha MPOMET U

- Knay3yna fieka KOHeYHOTO W M3BPLUHO peLleHue e oc-
HOBa 3a CTEKHYBare Ha MPaBOTO Ha COMCTBEHOCT Ha 6apa-
TEeNoT CO 3anuilyBakbe Ha NPaBOTO Ha COMCTBEHOCT BO jaB-
HaTa KHMra 3a 3anuilyBarbe Ha npasaTa Ha HeABMXKHOCTY-
Te, O[JHOCHO 3a GpULLEHE Ha 3anMULLIAHOTO NPaBO Ha KOpu-
CTeHe Ha MOpPaHEeLUHWOT COMCTBEHWK, OAHOCHO NMLaTa Ha
KOV MOPaHeLLHVOT COMCTBEHWK UM FO NMpeHen NpaBoTo Ha
KOpWCTeHe COrMacHo CO 3aKOH W 3anuilyBare MpaBo Ha
COMCTBEHOCT Ha 6apaTenor.

(6) MpoTMB peLleHNeTo 0f CTaBoT (4) Ha 0BOj UneH 6a-
paTenoT MOXe fa NnoBede ynpaseH Crop npef HagnexeH
Cy[ BO poK 0f, 15 fieHa o NpuemoT Ha peLleHuneTo.”

CrasoT (5) cTtaHyBa cTaB (7).

UneH 8
3anouyHaTuTe MocTanky 3a OTyfyBakbe W JaBare Mo
[ONTOTPaeH 3aKyn Ha rpajeXxHo 3eMjULLITe CONCTBEHOCT Ha
Peny6nnka MakefioHWja CO jaBHO HafjaBare U Hernocpes-
Ha cnorofba Ke NMpojo/mKaT COrnacHo co 3aKoHOT 3a rpa-
JexHo 3emjuuTe (,,Cny>kbeH BeCcHUK Ha Penybiuka Make-
LoHunja“ 6poj 17/11, 53/11 v 144/12).

YUneH 9
Ce oBnacTyBa 3aKOHOZaBHO-MpaBHaTa koMucuja Ha Co-
6paHneTo Ha Penybnvka MakefoHunja fa yTBpAW npeyu-
CTEH TEKCT Ha 3aKOHOT 3a FPapkHO 3emjuLuTe.

Unen 10
OBOj 3aKOH BJlerysa BO CW/a CO [eHOT Ha 06jaByBarbe-
T0 BO ,,Cny>X6eH BeCHWK Ha Penybnunka MakefoHuja".
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LIGJ
PER NDRYSHIMIN DHE PLOTESIMIN TE LIGJIT
PER TOKE NDERTIMORE

Neni 1

Né ligjin pér toke ndertimore (" Gazeta Zyrtare e Re-
publikes sé Magedonise™ numer 17/11, 53/11 dhe 144/12)
né nenin 53 paragrafin 1, alinete 1, 2 dhe 3, pas fjaleve: "an-
kandi publik” vihet presje dhe shtohen fjalet: "respektivisht
té themeluesit té personit juridik, nese personi juridik i cili
do té paragitet pér pjesemarrje né ankand publik eshte per-
son juridik i regjistruar né Republiken e Magedonise, i the-
meluar nga personi juridik i huaj".

Né alinene 8 pas fjaleve: "person juridik™ vihet presje
dhe shtohen fjalet: "perkatesisht themeluesit té personit ju-
ridik, nese personi juridik i cili do té paragitet pér pjesema-
rrje né ankand publik eshte person juridik i regjistruar né
Republiken e Magedonise, i themeluar nga personi juridik i
huaj".

Neni 2
Pas nenit 53 shtohet paragraf i ri 53-a si vijon:

"Neni 53-a

Personi juridik i huaj nga neni 53 alinete 1, 2, 3 dhe 8
té ketij ligji duhet té jete pronar dominues né personin juri-
dik té regjistruar né Republiken e Magedonise né momen-
tin e paraqitjes pér pjesemarrje né ankand publik, e deri né
momentin e plotesimit t& obligimeve nga marreveshja pér
tjetersim, perkatesisht dhenien me gira afatgjate té tokes
ndertimore nepermjet ankandit publik."

Neni 3
Né nenin 62 paragrafi (4) pika zevendesohet me presje
dhe shtohen fjalet: "nese kunder aktvendimit nuk eshte pa-
ragitur ankese, kurse nese eshte parashtruar ankese, proce-
dura pér ankand publik llogaritet e perfunduar me aktven-
dim té plotfugishem nga paragrafi (1) i ketij neni."

Neni 4

Né nenin 69-a paragrafi (1) fjalet: "Ligji pér percakti-
min e statusit juridik té objekteve pa leje" zevendesohen
me fjalet: " Ligji pér veprim me objektet e ndertuara pa le-
je".
Pas paragrafit (1) shtohen dy paragrafe té rinj (2) dhe
(3) si vijojne:

"(2) Toka ndertimore prone e Republikes sé Magedoni-
se mund té tjetersohet me marreveshje té drejtperdrejte té
pronareve té objekteve ose té pjeseve té vecanta té objekte-
ve pér té cilat eshte miratuar aktvendim né pajtim me Lig-
jin pér veprim me objektet e ndertuara pa leje né baze té té
cilit jane regjistruar né librin publik té patundshmerive ve-
tem nese, né pajtim me dokumentacionin e planit urbani-
stik né té cilin objekti eshte perputhur, pergindja e nderti-
mit té parceles ndertimore né té cilen eshte ndertuar objekti
arrin sé paku 70%.

(3) Nese nuk eshte plotesuar kushti nga paragrafi (2) i
ketij neni kerkesa pér tjetersim té tokes ndertimore refuzo-
het si e pabaze."”

Paragrafi (2) behet paragrafi (4).

Neni 5

Né nenin 75 paragrafin (1) pas pikes shtohet fjali e re
si vijon:

"Bleresi perkatesisht giramarresi eshte i obliguar gé so-
lemnizimin ta kryeje né afat prej 30 ditesh pas dhenies, per-
katesisht mosdhenies sé mendimit nga Prokuroria Shtetero-
re e Republikes sé Magedonise né afat né pajtim me Ligjin
pér noteri."

: Ha Peny6auka Makegonuja

Bbp. 25-Crp. 11

Pas paragrafit (4) shtohet paragraf i ri (5), si vijon:

"(5) Mosplotesimi i kushtit té percaktuar né nenin 53-a
té ketij ligji paraget baze pér prishjen e njeanshme té mar-
reveshjes.”

Neni 6
Né nenin 84 paragrafi (5) shlyhet.
Paragrafet (6) dhe (7) behen paragrafe (5) dhe (6).

Neni 7

Né nenin 88 paragrafi (1) ndryshohet si vijon:

"Personi i cili shfrytezon toke té pandertuar dhe toke té
ndertuar ndertimore té bartur nga pronari i meparshem, si
dhe trashegimtaret e tij ligjore, mund té fitoje/fitojne té drej-
te té prones pér até toke nese até e shfrytezojne né baze té
marreveshjes pér shitblerje t& lidhur mes pronarin e mepars-
hem mé shume se 20 vjet nga dita e lidhjes s& marrevesh-
jes dhe kur do té paguaje/ paguajne tatim té garkullimit pér
token"

Né paragrafin (3) pas alinese 5 shtohet aline e re 6, si
vijon:

"- njoftim nga organi i administrates shteterore kompe-
tente pér punet pronesore-juridike té rajonit ku gjendet toka
ndertimore, nese pér token ndertimore eshte ngritur proce-
dure pér privatizim dhe nese ajo eshte ngritur a ka perfun-
duar,".

Alineja 7 e cila behet alineja 8 ndryshohet si vijon:

"-deklarate e vertetuar né noter né té cilen personi i cili
e shfrytezon token ndertimore, perkatesisht trashegimtaret
e tij ligjore nén pergjegjesi morale, materiale dhe penale
deklaron/deklarojne se token e shfrytezojne mé shume se
20 vite né baze té marreveshjes pér shitblerje té lidhur me
pronarin e meparshem".

Paragrafi (4) ndryshohet si vijon:

"Pér kerkesen nga paragrafi (2) i ketij neni komunat
dhe komunat e gytetit té Shkupit miratojne aktvendim pér
pranim perkatesisht refuzim té kerkeses pér marrjen e sé
drejtes sé pronesise”.

Pas paragrafit (4) shtohen 2 paragrafe té rinj (5) dhe (6)
si vijojne:

"(5) Aktvendimi nga paragrafi (4) i ketij neni permban:

- t& dhena pér personin/personat gé marrin té drejten e
pronesise té tokes ndertimore (emri dhe mbiemri, vendba-
nimi dhe numri unik ame),

- t& dhena pér token ndertimore nga libri publik pér reg-
jistrim té té drejtave té patundshmerive, perkatesisht nga
elaborati gjeodezik nga paragrafi (3) alineja 5 té ketij neni
nese toka eshte me té drejta té paregjistruara,

- klauzole pér plotesimin e obligimit pér pagim té tati-
mit mbi garkullim pér toke ndertimore,

- afat pér plotesimin e obligimit pér pagimin e tatimit
mbi fitim prej 15 dite pas dorezimit té vendimit,

- klauzole pér anulim té aktvendimit, nese nuk ploteso-
het obligimi pér pagimin e tatimit mbi fitim dhe

- klauzole se aktvendimi perfundimtar dhe ekzekutiv
eshte baze pér fitimin e té drejtes sé pronesise té kerkuesit
me regjistrim té té drejtes sé pronesise né librin publik pér
regjistrim té té drejtes té patundshmerive, perkatesisht pér
shlyerje té té drejtes sé regjistruar pér shfrytezim té prona-
rit t¢ meparshem, respektivisht persona té cileve pronari i
meparshem ua ka bartur té drejten e shfrytezimit né pajtim
me ligjin dhe regjistrim té té drejtes sé pronesise té kerkue-
sit.

(6) Kunder aktvendimit nga paragrafi (4) i ketij neni
kerkuesi mund té ngrit kontest administrativ para gjyka-
tes kompetente né afat prej 15 ditesh nga pranimi i aktven-
dimit."

Paragrafi (5) behet paragrafi (7).
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Neni 8
Procedurat e filluara pér tjetersim dhe dhenie me gira
afatgjate té tokes ndertimore prone e Republikes sé Mage-
donise me ankand publik dhe marreveshje té drejtperdrejte
do té vazhdojne né pajtim me Ligjin pér toke ndertimore
("Gazeta Zyrtare e Republikes sé Magedonise” numer
17/11, 53/11 dhe 144/12).

Neni 9
Autorizohet Komisioni Juridik Ligjvenes i Kuvendit té
Republikes sé Magedonise gé té percaktoje tekst té spastru-
ar té Ligjit pér toke ndertimore.

Neni 10
Ky ligj hyn né fugi né diten e botimit né "Gazeten Zyr-
tare té Republikes sé Magedonise".

768.

Bp3 ocHOBa Ha Y/1eHOT 75 cTaBoBM 1 1 2 04 YCTaBOT Ha
Penybnmka MakegoHuja, npetcegatenotT Ha Peny6nvka
MakefioHuja v npetcefatenot Ha CobpaHneTo Ha Peny6nu-
Ka MakefjoHuja n3gasaar

YKA3
3ATPOIJIACYBAHE HA 3AKOHOT 3A NUSMEHY-
BAHE U IOMNMOJ/IHYBAHE HA BAKOHOT
3ATPAJEHE

Ce npornacysa 3aKOHOT 3a U3MeHYBaHE U [OMN0SHYyBa-
o€ Ha 3aKOHOT 3a rpajere,

wto CobpaHuneTto Ha Penybnmka MakegoHuja ro goHe-
Ce Ha cefiHuLaTa oApxXaHa Ha 13 espyapu 2013 roguHa.

Bp. 07-879/1
13 (peBpyapu 2013 rogmHa
Ckonje

MpeTcegaren
Ha Peny6nnka MakefoHwja,
["opre VBaHoB, C.p.

Mpetceparen
Ha CobpaHuneTo Ha Peny6nuka
MakefoHuja,
Tpajko BembaHocKuy, C.p.

3AKOH
3A UIBSBMEHYBAHKE U JOIMNOJ/IHYBAHE
HA 3AKOHOT 3A T'PAIEHE

UneH 1

Bo 3akoHOT 3a rpagete (,,Cny>xx6eH BeCHMK Ha Peny6-
nvka Makegonuja® 6poj 130/2009, 124/10, 18/11, 36/ 11,
54/11, 13/12 v 144/12), B0 uneHoT 58 cTaBoT (3) ce mMeHy-
Ba U rnacw:

/10 MCKNyYOK of CcTaBoT (1) Ha 0BOj YneH ogobpeHune
3a rpagewe 3a rpafbuTe BO TEXHOMNOLWKUTE WHAYCTPUCKM
pa3BojHY 30HW (hopMupaHn ofi Bnagata Ha Peny6nunka Ma-
KefoHMWja 1 of NpaBHU 1La, KOW M1 rpafat KopucHuUUuTe
BO TEXHO/OLIKNTE WHAYCTPUCKWM Pa3BOjHU 30HW, W3dasa
[vpekumnjata 3a TEXHONMOLIKM WHLYCTPUCKN Pas3BOjHU 30-
HR.“

UneH 2
Bo uneHoT 59-a anvHeja 3 Mo 360pOT “KOHUecKja“ ce
[logaBaaT 360pOBMTE: “MIM AOrOBOP 3a jaBHO MPWMBATHO
NnapTHEepPCTBO™.

YneH 3
Mo uneHoT 62-a ce gofdaBa HOB uneH 62-6, KOj rnacu:

’; Ha Peny6nnka Makeponuja
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»uneH 62-6

Opobpexue 3a gorpagba 1 Hagrpagba Moxe ga ce n3ga-
[e 1 3a 00jeKT Ha KOj uma u3rpageHu 4enosu, 04HOCHO HU-
BOA KOW He MpeTcTaByBaaT (DYHKLUMOHa/IHA LeNnHa, LOKON-
Ky 32 NMOCTOjHMOT 06jeKT e U3fafleHo peLleHvie 3a yTBpayBa-
b€ Ha MpaBeH CTaTyC COrfacHo co 3akOHOT 3a nocTanyBsa-
He CO 6ecnpaBHO M3rpageHn 06jeKTH, a Co MiaHckarta fo-
KyMeHTalMja CO KOja € WM3BPLUEHO BK/IOMyBake Ha feNnoT
0f, 06jeKTOT 3a KOj e OHECEHO peLUeHNe 3a YTBPAYBatbe Ha
npaBeH CTaTyc NpeABUAEHN Ce YCN0BY 3a UaHa rpagoa.”

UneH 4
Bo uneHoT 87 cTas (2) no 36opoBuTe: “HafNeXHMOT op-
raH of 4neHoT 58 Ha 0BOj 3aKOH* ce [oAaBaaT 360poBUTE:
“KOj ro usgan ofobpeHneTo 3a rpajere”.

UneH 5
Bo uneHoT 82 of 3aKOHOT 3a M3MeHYyBate U [OMOSHY-
Batbe Ha 3aKOHOT 3a rpagetbe (,,Cnyx6eH BecHUK Ha Peny6-
nvka MakegoHmnja“ 6poj 18/11) patata ,,1 mapt 2013 rogm-
Ha “ ce 3ameHyBa co gatara ,,1 jyHun 2013 rogunHa“.

UneH 6
Oppenbata o YneHoT 55 04 3aKOHOT 3a M3MEHYBaHE 1
[OnonHyBake Ha 3aKOHOT 3a rpagetbe (,Cny>x6eH BeCHMK
Ha Peny6nuka MakegoHuja“ 6poj 144/12) of feHOT Ha Bne-
ryBareTo BO CWa Ha OBOj 3aKOH Hema fa ce npumeHyBa
00 1 jyHn 2013 roguHa.

YneH 7
Ce oBnacTyBa 3aKOHOZaBHO-MpaBHaTa koMucuja Ha Co-
6paHneTo Ha Penybnvka MakefoHuja fa yTBpAW npedu-
CTEH TEKCT Ha 3aKOHOT 3a rpajetbe.

Unen 8
OBOj 3aKOH BJleryea BO CW/a CO 4EeHOT Ha 06jaByBare-
T0 BO ,,Cny»6eH BeCHUK Ha Penybnvka MakegoHuja“.

LIG]
PER NDRYSHIMIN DHE PLOTESIMIN E LIGJIT
PER NDERTIM

Neni 1

Né Ligjin pér ndertim ("Gazeta Zyrtare e Republikes sé
Magedonise™ numer 130/2009, 124/10, 18/11, 36/ 11,
54/11 , 13/12 dhe 144/13), né nenin 58 paragrafi (3) ndrys-
hohet si vijon:

"Me perjashtim nga paragrafi (1) i ketij neni, leje pér
ndertim pér ndertimet né zonat zhvillimore industriale tek-
nologjike té formuara nga Qeveria e Republikes sé€ Magedo-
nise dhe nga personat juridike, gé i ndertojne shfrytezuesit
né zonat zhvillimore industriale teknologjike, leshon Drejto-
ria pér Zona Zhvillimore Industriale Teknologjike."

Neni 2
Né nenin 59-a alineja 3 pas fjales "koncesion™ shtohen
fjalet: "ose marreveshje pér partneritet privat publik".

Neni 3
Pas nenit 62-a shtohet nen i ri 62-b, si vijon:

"Neni 62-b
Leje pér ndertim shtese dhe mbindertim mund leshohet
edhe pér objekt né té cilin jane ndertuar pjese, respektivisht
nivele té cilat nuk paragesin teresi funksionale, nese pér ob-
jektin ekzistues eshte leshuar aktvendim pér percaktimin e
statusit juridik né pajtim me Ligjin pér veprim me objektet
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e ndertuara pa leje, e me dokumentacionin e planit me té ci-
lin eshte kryer perfshirje pjeses sé objektit pér té cilin eshte
miratuar aktvendim pér percaktimin e statusit juridik, jane
parapare kushte pér ndertim té ardhshem."

Neni 4
Né nenin 87 paragrafi (2) pas fjaleve: "organi kompe-
tent nga neni 58 i ketij ligji" shtohen fjalet: "i cili e ka les-
huar lejen pér ndertim".

Neni 5
Né nenin 82 té Ligjit pér ndryshimin dhe plotesimin e
Ligjit pér ndertim ("Gazeta Zyrtare e Republikes s&¢ Mage-
donise” numer 18/11), data "1 mars 2013" zevendesohet
me daten "1 gershor 2013".

Neni 6
Dispozita e nenit 55 t& Ligjit pér ndryshimin dhe plote-
simin e Ligjit pér ndertim ("Gazeta Zyrtare e Republikes sé
Magedonise" numer 144/11) nga dita e hyrjes né fuqi té ke-
tij ligji nuk do té zbatohet deri mé 1 gershor 2013.

Neni 7
Autorizohet Komisioni Juridik Ligjvenes i Kuvendit té
Republikes sé Magedonise gé té percaktoje tekst té spastru-
ar té Ligjit pér ndertim.

Neni 8
Ky ligj hyn né fugi né diten e botimit né "Gazeten Zyr-
tare té Republikes sé Magedonise™.

769.

Bp3 ocHoBa Ha uneHoT 75 cTaBoBM 1 1 2 04 Y CTaBOT Ha
Penybnnka MakegoHuja, npetcegateniotr Ha Peny6nvka
MakegoHuja n npetcepatenot Ha CobpaHuneTo Ha Peny6nu-
Ka MakefjoHuja n3gasaat

YKA3
3ATIPOIMNACYBAHE HA SAKOHOT 3A
AJOMNONMHYBAHKE HA SAKOHOT 3A LWWYMUTE

Ce npornacysa 3aKOHOT 3a [JOMOSIHyBake Ha 3aKoHOT
3a WwymuTe,

wro CobpaHveTo Ha Penybnmka MakefjoHuja ro goHe-
Ce Ha cefiHuLaTa ogpxaHa Ha 13 ceBpyapy 2013 roguHa.

bp. 07-883/1
13 dheBpyapu 2013 rogmHa
Ckonje

MpeTcegaren
Ha Peny6nvka MakefoHuja,
["opre ViBaHOB, C.p.

MNpeTceparen
Ha CobpaHuneTo Ha Penyb6nmnka
MakegfoHuja,
Tpajko BermbaHocKuy, C.p.

3AKOH
3A JOMNOJ/IHYBAHE HA 3AKOHOT 3A LUYMUTE

Unen 1
Bo 3akoHoT 3a wymute (,,CnybeH BeCHWK Ha Penyo-
Nnka MakefoHunja” 6poj 64/2009, 24/11 v 53/11), no na-
Bata VIl ce gofasa HoB uneH 80-a, KOj rnacu:

»4neH 80-a
MpunagHULMTE HA OPraHoT Ha [p)aBHaTta ynpasa Haf-
NeXeH 3a paboTuTe of obnacta Ha BHATPELLHW paboTu ce
0BflaCTEHM fJa:

: Ha Peny6auka Makegonuja

Bbp. 25 - C1p. 13

1) BpLuaT Npernes Ha cuTe CPeAcTBa Co KoM Ce npeBesy-
Ba WU MNpeHecyBa ApPBO U APYTY LWYMCKU NPOU3BOAM, Ha
CWTe MecTa Kafie LITO Ce YyBa APBO W ApYry LWYMCKM Npo-
U3BOAM;

2) rv crnpeyar v Aa rvm neruTuMmupaar uam fa rvu npuee-
JaT nnuaTa 3aTeyeHn BO BpLLEH:E Ha NMPEKPLUOLYM KasHWBY
Mo 0BOj 3aKOH, UMW KPUBUYHW [ieNa LTO Ce OfHEeCyBaaT Ha
LUYMWTE, U1 38 KOW NOCTOM OCHOBAHO COMHEBatse feKa 13-
BpLUME TaKBW Aena u

3) BpLUaT NPMBPEMEHO 0A3eMatbe Ha MPeAMETM U CPeLC-
TBA CO KOW € W3BPLUEHO KPMBWUYHO [EN0 MW NPEKPLUIOK W
npeaMeTUTE LITO HacTaHae UM Ce NPUCBOEHN CO U3BPLLIY-
Bate Ha TakBO A0 U UCTWUTE T NpefajaT Ha LuymMcKaTa
nonuuuja.”

YUneH 2
Mo Mnasata XI ce gofasa Hoea Mnasa Xl-a v efeH HOB
yneH 100-a, Kou rnacart:

»Xl-a. KASHEHW OPEAEN
LLlymcka Kparkba

UneH 100-a

(1) Toj wTo BO WyMma cobopu, Uceye, UCKONaun 1 Ha
[pYr HauvH NPOTMBMPABHO MPUCBOWM €4HO WM MOBEKe
cTebna, Ke ce KasHM CO KasHa 3aTBOP Of HajMasiky Tpu ro-
OVHN.

(2) Ako genoto of cTasoT (1) Ha 0BOj Y/ieH e CTOPEHO
€O Hamepa cO60pPeHOTO APBO Aa ce Npofaje, ako ce cobope-
HU NOBeKe 0f efleH MPOCTOPEH MeTap ApBa UK ako LenoTo
€ V3BPLUEHO BO LUYMW BO 3alITUTEHUTE Mogpadja, BO 3a-
LUTUTEHW UYMW UK APYTU LYMKU CO NocebHa HaMeHa, CTo-
pUTENOT Ke Ce KasHW CO Ka3Ha 3aTBOp Of HajMasiky neT ro-
AVHN.

(3) Co kasHaTa of cTaBoT (1) Ha 0BOj UfieH Ke ce KasHu
TOj LUTO HOCW, NPeBe3yBa UM Ha APYr HauyWH TPaHCNopTK-
pa efHO 1an noBeKe cTebna Koe NOTEKHyBa 04 LWyma, a Ap-
BOTO HE € XUrocaHo CO jaCHO BUAMB LLUYMCKM XUT, HE Mo-
ceflyBa 0f06peHMe 3a ceya U He e CHableHo Co UCnpaTHu-
Lia 3@ MCeYEHOTO APBO U APBHWN COPTUMEHTMW KOra Ce Mnpese-
3yBa UNW NpeHecyBa 0f MECTOTO Ha ceya Uan 0f, MecTo A0
MeCTO.

(4) O6ugoT 3a fenoto of ctasosuTe (1), (2) u (3) Ha
0BOj YJIEH € Ka3HUB.

(5) Ako penoto og crasosuTe (1), (2) 1 (3) Ha 0BOj uneH
ro CTOpY NPaBHO ULie, Ke Ce KasHW CO NapuyHa KasHa.

(6) Cpenctata M NpegMeTUTE KOW NpPoW3ferysaaT Of
KPUBMYHOTO [eN10 U KOW Ce YnoTpebeHn 3a U3BPLUYBatbe
Ha [1e10TO 0f 0BOj Y/ieH ce oa3emMaar.”

MpeoaHu 1 3aBPLUHW Ofpea6u

Unen 3
Ce 3afomkyBa 3aKOHOAaBHO-NpaBHaTa KOMUCUja Ha
CobpaHureTo Ha Penybnvka MakefoHuja fa yTepau npeyu-
CTEH TEKCT Ha 3aKOHOT 3a LUyMUTe.

UneH 4
OBOj 3aKOH B/ieTyBa BO CW/la CO AeHOT Ha 06jaByBatbe-
T0 BO ,,Cny>k6eH BeCHUK Ha Penybnvka MakegoHwmja”.

LIGJ
PER PLOTESIMIN E LIGJIT PER PYJE

Neni 1
Né Ligjin pér pyje ("Gazeta Zyrtare e Republikes sé
Magedonise™ numer 64/2009, 24/11 dhe 53/11), pas Kapi-
tullit VI shtohet neni i ri 80-a, si vijon:
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»Neni 80-a

Pjesetaret e organit té administrates shteterore kompe-
tent pér ceshtje nga sfera e puneve té brendshme jane té au-
torizuar gé:

1) té kryejne kontroll té té gjitha mjeteve me té cilat trans-
portohet ose bartet dru dhe prodhime tjera pyjore, né té gjit-
ha vendet ku ruhen drunjte dhe prodhimet tjera pyjore;

2) Ui pengojne dhe t'i legjitimojne ose t'i arrestojne per-
sonat e hasur né kryerjen e kundervajtjeve ndeshkuese si-
pas ketij ligji, ose veprave penale gé kane té bejne me
pyjet, ose pér té cilet ekziston dyshim i bazuar se kane kr-
yer vepra té tilla dhe

3) té kryejne marrje té perkohshme té sendeve dhe mje-
teve me té cilat eshte kryer vepra penale ose kundervajtja
dhe sendeve gé jane krijuar ose jane pervetesuar me kryer-

jen e vepres sé tille dhe té njejtat t’ia dorezojne policise 13 depyapn 2013 roguHa

pyjore.”

Neni 2
Pas Kapitullit XI shtohet Kapitulli i ri XI-a dhe njé nen
i ri 100-a, si vijojne:

"Xl-a. DISPOZITA NDESHKUESE
Vjedhja pyjore

,»Neni 100-a

(1) Ai gé né mal rrezon, pret, shkul dhe né menyre tje-
ter antiligjore perveteson njé ose mé shume trungje, do té
denohet me denim me burg prej sé paku tri vitesh.

(2) Nese vepra nga paragrafi (1) i ketij neni eshte kryer
me gellim gé druri i rrezuar té shitet, nese jane rrezuar mé
shume se njé meter kub dru ose nese vepra eshte kryer né
pyje né rajone té mbrojtura, né pyje té mbrojtura ose pyje
tjera me dedikim té vecante, kryeresi do té denohet me de-
nim me burg prej sé paku pese vitesh.

(3) Me denim nga paragrafi (1) i ketij neni do té& deno-
het ai gé bart ose né menyre tjeter transporton njé ose mé
shume trungje me origjine nga pylli, e druri nuk eshte i vu-
losur me vule pyjore té dukshme té garte, nuk posedon leje
pér prerje dhe nuk eshte i pajisur me fleteshogerim pér dru-
rin e prere dhe asortimentet e drurit kur transportohet ose
bartet nga vendi i prerjes ose nga vendi né vend.

(4) Perpjekja pér vepren nga paragrafet (1), (2) dhe (3)
té ketij neni eshte e denueshme.

(5) Nese vepren nga paragrafet (1), (2) dhe (3) té ketij
neni e kryen person juridik, do té denohet me denim me pa-
ra.

(6) Mjetet dhe sendet gé dalin nga vepra penale dhe gé
jane perdorur pér kryerjen e vepres sipas ketij neni, konfi-
skohen."

Dispozita kalimtare dhe perfundimtare

Neni 3
Ngarkohet Komisioni Juridik Ligjvenes i Kuvendit té
Republikes s& Magedonise qé té percaktoje tekst té spastru-
ar té Ligjit pér pyje.

Neni 4
Ky ligj hyn né fugi né diten e botimit né "Gazeten Zyr-
tare té Republikes sé Magedonise".

’; Ha Peny6nnka Makeponuja
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770.

Bp3 ocHoBa Ha uneHoT 75 cTaBoBu 1 1 2 of YcTasoT
Ha Peny6nmka MakefoHuja, npeTcesarenot Ha Peny6inka
MakefioHunja v npetcefatenot Ha CobpaHneTo Ha Peny6nu-
Ka MakeaoHuvja n3gasaat

YKA3
3ATIPOIrNACYBAHE HA 3AKOHOT 3A USMEHY-
BAHE U AOMNO/THYBAHKE HA 3BAKOHOT
3A MNHEPAJTHN CYPOBUHU

Ce npornacysa 3aKOHOT 3a M3MEHYBake U AONOMHYBa-
b€ Ha 3aKOHOT 33 MUHEPa/THN CYPOBUHM,
wro CobpaHneTo Ha Penybnmka MakefoHuja ro goHe-
Ce Ha cefjHMuaTa ogpxaHa Ha 13 despyapu 2013 roguHa.
bp. 07-884/1 MpeTcepaten
Ha Peny6ivka MakefoHuja,

Ckonje "opre MBaHoB, C.p.
MpeTtcepaten
Ha CobpaHuneTo Ha Peny6ninka
MakefoHuja,

Tpajko BersaHockuy, c.p.

3AKOH
3A UISMEHYBAHKE U AOMNMOJ/THYBAHKE HA
3AKOHOT 3A MNHEPAJTHN CYPOBUHWU

Unen 1
Bo 3akoHOT 3a MWUHepasHK cypoBuHM (,,Cnyx6eH Bec-
HUK Ha Penybnvka MakegoHuja” 6poj 136/12), Bo uneHOT
34 cTaB (3) 360pOT “KOHLECUOHEPOT" ce 3aMeHyBa Co 360-
poT “KOHLIeAEHTOT".

UneH 2

Bo uneHoTt 38 cTaB (4) 360poBuTE: “NECOK W YaKas Kou
He Ce HaofaaT Ha kopuTaTa 1 6peroBmTe Ha NOBPLUMHCKUTE
BOAHM Tena (BOAOTELM, e3epa W akymynauum), cute BULO-
BW Ha [MIMHW 1 cobMpeH Keapy“ ce bpuLuat, a 360poBuTe:
“bapaTenioT Ha KOoHLecujaTa 3a ekcnnoataumja” ce 3ameHy-
Baar Co 360poBuTE: “NPaBHU U PU3NYKK ML,

Mo cTaBoT (4) ce fonasa HoB cTaB (5), KOj rnacw:

»(5) KoHuecujata 3a eknnoatauuja Ha Mecok u yakas
KOM He Ce HaofaaT Ha KopuTaTta U 6peroBmTe Ha NOBPLUMH-
CKWUTe BOAHW Tena (BOAOTeLM, e3epa U akymynauum), cute
BWOBW Ha IMMHW 1 COBMPEH KBapL,, Ce foAe/nyBa Ha 3emju-
LUTe KOe e BO COMCTBEHOCT Ha Peny6nvka MakefoHuja,
n/MAN Ha 3eMjuULLITe BO CONCTBEHOCT Ha 6apaTefioT Ha KOH-
Liecmhjara 3a ekcnioataymja.”

CraBosute (5), (6) u (7) ctaHyBaaTt ctaBosu (6), (7) u (8).

UneH 3
Bo uneHoT 71 cTaB (2) 360pOT: “KOHLECMOHEpPOT" Ce 3a-
MeHyBa CO 360p0T “KOHLeAeHTOT".

UneH 4
Bo uneHot 98 cTaB (2) anuHeja 1 6pojoT “86* ce 3ame-
HyBa co 6pojoT “87“.

UneH 5
Bo uneHot 139 cTaB (1) no 36opoBuTe: “HofeneHa KoH-
Liecnjata 3a ekcnnoataumja“ ce fofasaaT 360poBuTe: “u
MeproaoT Ha BaXKHOCT Ha KOHLecujaTa™.

UneH 6
KoHLeCnoHepnTe Ha KOW MM € 0A3eMeHa KOHLecujaTa
3a eKcrnnoatauuja 3apagn CnpoBedyBare Ha MpocTopHMOT
MaaH Ha PermoHOT Ha 3alTUTEHMTE 30HN Ha M3BOPOT PaLu-
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ye (,,CnyxbeH BeCHUK Ha Peny6nvka MakegoHuja™ 6poj
98/2002) Bo nepuogoT fo 2008 roguHa, MoXat BO POK Of
TPU MeceLm O BNeryBareTo BO CU/la Ha OBOj 3aKOH fa noj-
Hecart 6aparbe 3a [obMBatbe Ha HOBa KOHLIECHja 3a eKcnoa-
Taumja Ha MMHepasiHa CypoBMHa Ha APYT IOKa/MTeT.

MocTankaTa 3a fofieNyBake Ha KOHLIeCMjaTa 3a eKCnio-
aTauumja o cTaBoT 1 Ha OBOj U/ieH Ke ce CnpoBeje cornac-
HO CO 4neHoT 42 of 3aKOHOT 3a MWHepanHW CYpPOBUHM
(»-Cnyxx6eH BecHMK Ha Penybnuka MakefoHnja* 6poj
136/12).

UneH 7
OBOj 3aKOH BJlerysa BO CW/a CO eHOT Ha 06jaByBare-
T0 BO ,,Cny>x6eH BeCHWK Ha Peny6nnka MakefoHnja”.

LIGJ
PER NDRYSHIMIN DHE PLOTESIMIN E LIGJIT
PER LENDE TE PARA MINERALE

Neni 1
NEé Ligjin pér lende té para minerale ("Gazeta Zyrtare e
Republikes s& Magedonise™" numer 136/12), né nenin 34 pa-
ragrafi (3) fjala "koncesionari" zevendesohet me fjalen
"koncedenti".

Neni 2

Né nenin 38 paragrafi (4) fjalet: "rere dhe zhavorr gé
nuk gjenden né shtreterit dhe brigjet e trupave ujore siperfa-
gesore (rrjedha ujore, ligene dhe akumulime), té gjitha llo-
jet e argjilit dhe kuarcit grumbullues" shlyhen, ndersa fja-
let: "kerkuesi i koncesionit pér eksploatim™ zevendesohen
me fjalet: "persona juridike dhe fizike".

Pas paragrafit (4) shtohet paragraf i ri (5), si vijon:

"(5) Koncesioni pér eksploatimin e reres dhe zhavorrit
gé nuk gjenden né shtreterit dhe brigjet e trupave ujore si-
perfagesore (rrjedha ujore, ligene dhe akumulime), té gjitha
llojeve té argjilit dhe kuarcit grumbullues, ndahet né token
gé eshte né pronesi e Republikes s& Magedonise, dhe/ose
token né pronesi té kerkuesit té koncesionit pér eksploa-
tim."

Paragrafet (5), (6) dhe (7) behen paragrafe (6), (7) dhe (8).

Neni 3
Né nenin 71 paragrafi (2) fjala "koncesionari" zevende-
sohet me fjalen"koncedenti".

Neni 4
Né nenin 98 paragrafi (2) alinenja 1 numri "86" zeven-
desohet me numrin “87*.

Neni 5
Né nenin 139 paragrafi (1) pas fjaleve: "koncesion i
ndare pér eksploatim" shtohen fjalet: "dhe periudha e
vlefshmerise sé koncesionit".

Neni 6
Koncesionaret té cileve u eshte hequr koncesioni pér
eksploatim pér shkak t& zbatimit t& Planit hapesinor té rajo-
nit té zonave té mbrojtura té burimit Rashce ("Gazeta Zyrta-
re e Republikes sé Magedonise™" numer 98/2002) né periud-
hen deri né vitin 2008, munden né afat prej tre muajsh nga
hyrja né fugi e ketij ligji té parashtrojne kerkese pér marr-

: Ha Peny6auka Makegonuja

Bbp. 25 - C1p. 15

Procedura pér ndarje t& koncesionit pér eksploatim nga
paragrafi 1 i ketij neni do té zbatohet né pajtim me nenin
42 té Ligjit pér lende té para minerale ("Gazeta Zyrtare e
Republikes sé Magedonise" numer 136/12).

Neni 7
Ky ligj hyn né fugi né diten e botimit né "Gazeten Zyr-
tare t€ Republikes sé Magedonise™.
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Bp3 ocHoBa Ha 4neHoT 68 cTaB 1 anvHeja 13 of YcTaBoT
Ha Peny6nvka MakefoHuWja 1 4neHoT 3 of 3akoHOT Ha Bna-
[fata Ha Peny6nmka MakefoHuja (,,CnyxbeH BeCHUK Ha Pe-
ny6nmka MakegoHuja“ 6p. 59/2000, 12/2003, 55/2005,
37/2006, 115/2007, 19/2008, 82/2008, 10/10, 51/11 wu
15/13), CobpaHueTo Ha Peny6nnka MakeaoHuja, Ha cefHu-
LaTa ogpXaHa Ha 18 theBpyapu 2013 roguHa, goHece

OANYKA
3A N3BOP HA UJIEHOBU HA B/IAJATA
HA PEMYBJ/INKA MAKELOHWJIA

1. 3a uneHoBM Ha BnagaTa Ha Peny6nuka MakefoHuja
ce n3bupaar:

- Tanat Lladepu, 3a MMHUCTEpP KOj Ke pakoBoan co Mu-
HMCTEPCTBOTO 3a 0AbpaHa,

- Taxup XaHu, 3a MUHWUCTEP KOj Ke pakoBoan co MuHU-
CTEpPCTBOTO 3a /IOKaHa camoynpasa v

- A-p ®atmup becrmu, 3a MUHUCTEp 6e3 pecop.

2. OBaa ofy1yKa B/fierysa BO CW/a CO JeHOT Ha [JOHecyBa-
HETO, a Ke ce 06jaBn BO ,,CnybeH BECHMK Ha Peny6nnka
MakegoHuja“.

COBPAHUWE HA PEMYBJ/IMKA MAKEAOHWIA

bp. 07-956/1 MpeTcepaten

18 (peBpyapu 2013 roguHa  Ha CobpaHueTo Ha Peny6nvka

Ckonje MakefoHuja,

Tpajko BerbaHocky, c.p.

772.

Bp3 ocHoBa Ha uneHOT 48 cTaB 1 0 3aKOHOT 3a OpraHu-
3aumja M paboTa Ha OpraHUTe Ha [pXkaBHaTa ynpasa
(-Cnyx6eH BecHMK Ha Penybnuka MakefoHunja™“ 6poj
58/2000, 44/2002, 82/2008, 167/10 n 51/11), CobpaHuneTo
Ha Penybnvka MakefioHuja, Ha cefHuLaTa ogpxkaHa Ha 18
theBpyapm 2013 roamHa, foHece

OANYKA
3A UIMEHYBAHE HA 3AMEHWLIN
HA MUAHNCTPU

I. 3a 3aMEHULM Ha MUHUCTPW Ce UMEHYBaaT:

- 3empu Kamunu, 3a 3aMeHVK Ha MUHUCTEPOT KOj pako-
BOAW CO MUHMCTEPCTBOTO 3a BHATPELLHM paboTu;

- M-p ApauaH LlenagnHu, 3a 3aMeHUMK Ha MUHUCTEPOT
KOj pakoBoau co MUHMCTEPCTBOTO 3a PUHAHCUN U

- Llersarb Bajpamu, 3a 3aMEHUK Ha MUHWUCTEPOT KOj pa-
KoBOAM CO MUHMCTEPCTBOTO 3a TPAHCMOPT W BPCKY.

1. OBaa of/lyKa BneryBa BO Cufia CO [EHOT Ha [OHEeCY-
BarbeTOo, a Ke ce 06jaBu BO ,,Cny>x6eH BECHWK Ha Peny6iu-
Ka MakegoHuja“.

COBPAHVE HA PEMYBNINKA MAKEAOHWIA

bp. 07-957/1 MpeTceparen

jen e koncesionit té ri pér eksploatim té lendes sé pare mi- 18 qpeBpyapun 2013 roguHa  Ha CobpaHueTo Ha Peny6nvika

nerale né lokalitet tjeter.

Ckonje MakefoHWja,

Tpajko BemwaHocku, c.p.
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773.

Bp3 ocHoBa Ha uneHoT 50 cTtaB (3) 04 3akoHOT 3a 3a-
[OMKUTENHO KanUTaIHO (IMHAHCUPAHO MEH3UCKO OCUTypy-
Barbe (,,Cny>x6eH BeCHVK Ha Peny6nmka MakegoHuja” 6p.
29/2002, 85/2003, 40/2004 113/2005, 29/2007, 88/2008,
48/2009, 50/10, 171/10, 36/11, 98/12 n 13/13), CobpaHue-
TO Ha Peny6nvka MakegoHuja, Ha cefHMLaTa ogpXaHa Ha
18 theBpyapm 2013 roguHa, foHece

OANYKA
3A VIMEHYBAHE HA U/TEH HA COBETOT HA EKC-
MEPTW HA ATEHLIVMJATA 3A CYMNEPBU3MIA HA
KAMUTATHO ®NHAHCUPAHO MEH3VICKO
OCUIYPYBAHE

1. 3a HenpodecnoHaneH unieH Ha COBETOT Ha ekcnepTy
Ha AreHumjarta 3a cynepsusvja Ha KanuTasiHO (PMHaHcKpa-
HO MEH3MCKO OCUTypyBake, CO MaHAaT 0f MeT roAuHu, ce
VIMEHYBa:

- 1-p CunBaHa MojcoBcka.

I11. OBaa ofnyKa Bferyea Bo CUna co eHOT Ha IOHECY-
BakeTO, a Ke ce 06jaBu BO ,,Cny>x6eH BeCHWK Ha Peny6iu-
Ka MakefoHuja”.

COBPAHVE HA PEMYBINKA MAKEJOHWIA

bp. 07-958/1 Mpetceparen
18 hespyapu 2013 rognHa  Ha CobpaHueTo Ha Penybnvika
Ckonje MakepoHuja,

Tpajko BerbaHocKy, C.p.

3AKOHOIABHO-TTIPABHA KOMUCWJIA
HA COBPAHMETO HA PEMYB/INKA
MAKEJOHWJA

774.

Bp3 ocHoBa Ha uneH 6 o 3aKOHOT 3a U3MeHYBaHe U [0-
NnosHyBake Ha 3aKOHOT 3a finyHata Kapta (,,Cnyo6eH Bec-
HUK Ha Penybnvka MakefoHunja* 6p.166/2012), 3akoHogas-
HO-MpaBHaTa komucuja Ha CobpaHneTo Ha Peny6inka Ma-
KefJoHMja Ha cefiHMLaTa ogpxxaHa Ha 13 despyapu 2013 ro-
OVHa, 1o yTBpAM MNpeuncTeHMoT TEKCT Ha 3aKOHOT 3a /M-
HaTa KapTa.

MpeyncTeHNOT TEKCT Ha 3aKOHOT 3a IYHaTa KapTa rv
ondaka: 3akoHOT 3a NnyHaTa kapta (,Cny>k6eH BeCHUK Ha
Peny6nvka MakefoHwnja“ 6poj 8/95), 3aKOHOT 3a 13MeHYyBa-
He 1 JOMONHYBare Ha 3aKOHOT 3a NinyHaTa kapTa (,,Cnyx-
6eH BeCHVK Ha Peny6nvka MakegoHuja* 6poj 38/02), 3ako-
HOT 3a U3MeHyBarbe U [0MO/HYBae Ha 3aKOHOT 3a NYHa-
Ta kapta (,,Cny>k6eH BeCHUK Ha Peny6nvka MakegoHuja“
6poj 16/04) n 3aKOHOT 3a M3MeHyBatbe Ha 3aKOHOT 3a /Y-
HaTta KapTa (“Cnyx6eH BeCcHMK Ha Peny6nvnka MakegoHu-
ja“ 6poj 12/05), 3aKOHOT 3a NU3MeHyBare W AOMOMHYBaHEe
Ha 3aKOHOT 3a nmyHaTa Kapta (,Cnyx6eH BeCHVK Ha Pe-
nybnnka MakegoHunja* 6poj 19/07), 3aKOHOT 3a M3MeHyBa-
b€ Ha 3aKOHOT 3a in4Hata kapta (,,Cny>kbeH BeCHUK Ha Pe-
ny6nnka MakegoHnja* 6poj 10/10), 3aKOHOT 3a M3MeHyBa-
He 1 JOMOoMHYyBare Ha 3aKOHOT 3a NinyHaTa kapTa (,,Cnyx-
6eH BeCHVK Ha Peny6nvka MakegoHuja“ 6poj 51/11), 3ako-
HOT 3a [OMO/HyBake Ha 3aKOHOT 3a /M4yHaTa KapTa
(,Cnyx6eH BecHMK Ha Penybnvka MakegoHunja®“ 6poj
13/12) n 3aKoH 3a U3MeHyBate W AO0MO0JIHYBawe Ha 3ako-
HOT 3a fiyHata kapta (,,Cny6eH BeCHMK Ha Peny6nvka
MakefoHunja* 6poj 166/12) BO KOM e 03HaYeHO BPEMETO Ha
HVBHOTO BJieryBarbe BO Cufa.

bp.10-116/2 3aMeHUK Ha npeTcegarenot
15 ¢heBpyapu 2013 roguHa Ha 3aKoHOAaBHO-NpaBHaTa
Ckonje Komucmja Ha CobpaHMeTo Ha

Peny6nnka MakefoHuja,
Manuiwa CTaHKOBUK, C.p.

’; Ha Peny6nnka Makeponuja

19 dhepyapu 2013

3AKOH
3A JIMUHATA KAPTA
(MPEYNCTEH TEKCT)

Unen 1

JlnuHata KapTa e jaBHa ucnpasa co Koja Ce [oKaxysa
WOEHTUTETOT, [APXaBjaHCTBOTO Ha Peny6nvka MakegoHu-
ja, XXMBeaMLITeTO M afpecaTa Ha rpafaHUHOT Ha Peny6nu-
Ka MakefoHuja.

JlnyHata KapTa MOXe Aa ce ynotpebysa 1 3a NPeMUHY-
Barbe Ha Jp)KaBHaTa rpaHuLa, BO Cily4vaud W NOL YC/OBU
YTBPLEHW CO MefyHapoaeH A0roBop paTuuKyBaH cornac-
HO CO YCcTaBoT Ha Peny6vka MakefoHwja.

["parfaHMHOT MOXe Aa MMa camo efiHa IYHa KapTa.

YneH 2

Cekoj rparaHuH CO HamonHeTu 18 rogMHu XnBOT A0N-
)KEH e Aa UMa NnyHa KapTa.

JlnyHaTa KapTa MOXKe fAa Ce U3Aade W Ha rparaHuH co
HamonHeTn 15 roguHU XXMBOT, Ha HEroBO /INYHO Gaparbe,
Mo NpPeTxXoAHa COrnacHoCT Of POAUTENNTE, 3aKOHCKMOT 3a-
CTanHWK W cTaparenor.

YUneH 3
JlnyHata KapTa ja m3gaBa MUWHWCTEPCTBOTO 3a BHa-
TPeLUHN paboTu.

UneH 4

BaparbeTo 3a M3AaBare Ha /IMYHA KapTa rpafaHuHoT
JMYHO TO nogHecysa BO MUWHMCTEPCTBOTO 3a BHATPELLHM
paboTy cnopes NoApaYjeTo Ha Koe rparaHMHOT MMa XXuBea-
nnwTe.

BapateTo 3a M3faBarbe Ha IMYHa KapTa Ce MojHecyBa
Ha nponuLaH obpaseLl.

MoaHecyBare Ha Gaparbe 3a U3faBare Ha NMYHa KapTa
1 MoJurame Ha NiMvHa KapTa 3a /IMLE Ha KOe CO Of/yKa Ha
CYA My e OA3eMeHa WM OrpaHuyeHa [enoBHaTa Crnocoo-
HOCT IO BPLUW CTapaTenoT BO MPUCYCTBO Ha Toa /inLe.

Co 6apabeTO 0f CTaBOT 1 Ha OBOj UfeH Ce NojHecyBa
M IMYHaTa KapTa umj POK Ha BaXKEHE € NCTeYeH, OLUTeTeHa-
Ta IMYHa KapTa, A0TpaeHara IMYHa KapTa LUTO He MOXe Ja
CMYXXW Ha CBOjaTa HaMeHa U apyra MdHa ucnpasa of Ko-
ja MoXe fia ce yTBPAM UAEHTUTETOT Ha rpalaHunHOT.

Kora co fimyHata KapTa of CTaBOT 4 Ha OBOj Y/ieH He
MOXe fa Ce YTBPAM [PXKaBjaHCTBOTO Ha rparaHuHOT ce
MoJHeCyBa 1 yBepeHye 3a [pXKaBjaHCTBO.

Co 6apatbeTo 0/, CTABOT 2 Ha OBOj Y/IEH MO WUCKITYYOK,
rparaHuTe PoAeHN BO CTPaHCTBO MOAHeCYBaaT W U3BOA Of
MaTu4Ha KHUra Ha pojeHuTe.

UneH 5

O6paseLoT Ha IMyHaTa KapTa CoapXu: Hatnuc “Penyo-
NMKa MakefoHmnja”, HasuMB “fiMYHa  KapTa”, HaTnmc
“MKD”, mecTo 3a thoTorpaduja, rpé Ha Peny6nvka Make-
[OHMja N MALLMHCKW YUTIMB Aen.

Bo 06pa3eLoT Ha nMuHaTa KapTa Ce 3anuLlyBaaT cnef-
HMBE MOAATOLM: Mpe3Me M UMe Ha rpafaHVHOT; ApXKaB-
JaHCTBO; NOA; AaTyM Ha pafarbe; MaTnyeH 6poj Ha rparaHu-
HOT; JaTyM Ha M3AaBarbe Ha NMyHaTa KapTa; faTyM Ha Ba-
YKEHE Ha IMYHaTa KapTa; MecTo Ha pararbe Ha rparaHuHoT;
XMBeamwiTe M agpeca Ha rparaHVHOT; HafnexeH opraH
KOj ja n3gan nnyHata KapTa; 6poj Ha MyHaTa KapTa 1 not-
MUC Ha MMaTeNoT Ha NYHaTa KapTa.

O6pa3eLoT Ha NMYHaTa KapTa ce rnevaTu Ha MakefoH-
CKM jasnK 1 HEroBOTO KMPWUJICKO MUCMO W Ha aHIINCKK ja-
31K 1 HEroBOTO MUCMO.
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MogaToumTe BO 06paseLoT Ha AMYHaTa KapTa ce 3anu-
LUyBaaT Ha Make[OHCKM ja3uK W HeroBoTO KWMPWJICKO MUC-
MO ¥ Ha OCHOBHOTO natnHcko nmuemo (ICAO Doc 9303).

Ha rparaHute kou 360pyBaaT CNY>KOeH ja3nK pasnnyeH
0f, MaKeJOHCKMOT jasuK, 06pa3eL,oT Ha AnyHaTa KapTa ce
neyaTn v NoJaToLWTe BO HEro ce 3anullyBaaTr U Ha ClyX-
6eHMOT jasuK 1M MMCMOTO LUTO ro ynoTpebyBa rparaHHOT.

Ha rpafaHuTe Kon 360pyBaaT jasuK pasfiMueH 0f CiyX-
6EHMOT jasuK, Ha HWBHO NIMYHO Oapate, nogarouuTe 3a
NIMYHOTO MMe LUTO Ce BHecyBaaT BO /iMYHaTa KapTa Ce 3anu-
LUyBaaT Ha MakKe[OHCKM jasuK W HEroBoTO KMPWJICKO MuUC-
MO M Ha jasMKOT M MUCMOTO LUTO ro ynotpebysa rparaHu-
HOT.

Bo 06pa3eLoT Ha nMuHaTa KapTa MefyHapofHWTe 03Ha-
K1 (KOZOBW) Ce 3anuilyBaaT COrflaCHO CO MefyHapogHWTe
cTaHgapay ytepaeHn 8o ICAO Doc 9303.

UneH 6
Mpu nogHecyBarbe Ha 6apareTo 3a U3LaBakbe Ha NYHA
KapTa, 0f MOAHOCMTENOT Ha GapareTo 3af0/MKUTENHO Ce
3emMaaT MoAaTouM 3a HeroBuTe GMOMETPUCKM KapakTepu-
CTVIKM, 3apagu yTBpAyBatbe Ha HEroBMOT UAEHTUTET.
Mogatoum 3a 6GUOMETPUCKN KapaKTEPUCTUKMN Of CTaBOT
1 Ha 0BOj YfieH ce cMeTaaT OThevaToumTe Of ABa MpcTa u

thoTorpaduja.

UneH 7

JnunHaTta KapTa ce 134aBa CO POK Ha BaXKere 0f feceT
FOAVHK, a 3a rpafaHuH nomnag of 27 rofvHU XMBOT CO
POK Ha BaXKeHe 0f, NeT roANHN.

"parfaHMHNOT He CMee fa Ce CMYXM CO IMYHA KapTa uuj
POK Ha BaXKEH-e e UCTEYEH.

Ha rparaH/HOT Koj HajManky fBa naTtu Ke 3aryou nuu-
Ha KapTa WK Ha Apyr HauuH Ke ocTaHe 6e3 Hea, 3aMeHeTa-
Ta /IMYHa KapTa My Ce 13[aBa CO POK Ha BaXkeke 0f efHa
rogmHa. o NCTeKOT Ha OBOj POK, HOBaTa SIMYHA KapTa ce
n3jaBa CO POK Ha BaKere YTBPAEH BO CTaBoT 1 Ha 0BOj
uneH.

BapareTo 3a 3aMeHa Ha NMYHaTa KapTa ce MofHecyBa
HajaouHa Bo pok of, 30 feHa Npef UCTEKOT Ha POKOT Ha Ba-
XKEHETO Ha /IMYHaTa KapTa.

Mpu NpoMeHa Ha MMe Ha ynunua COrnacHo co 3akoHOT
3a onpefenyBarbe Ha MMUHba Ha YnuLM, NAoLwTagn, MocTo-
BW U Ha APYTU UH(PACTPYKTYPHU 06jeKTU, NMYHaTa KapTa
Ha rparfaHMHOT Ke BaXu [0 POKOT Ha BaXKehe KOj € HaBe-
[leH BO IMYHaTa KapTa, OCBEH BO C/lyvanTe NpeasuaeHu co
uneHoT 14 of, 3aKOHOT 3a M3MeHyBabe 1 I0NONHYBabe Ha
3aKoHOT 3a InyHaTa kapTa (,,Cny>x6eH BeCHWNK Ha Peny6nu-
Ka MakegoHuja“ 6poj 19/2007 v 10/10).

UreH 7-a

MWHWCTEPCTBOTO 3a BHATpPeLLHW paboTu Ha Haparbe Ha
HaZlNeXHWOT Cyf, KOj Moj YCNI0BW U HA HAYMH YTBPAEHU CO
3aKOHOT 3a NaTHUTE UCMpaBK Ha ApXKasjaHuTe Ha Peny6nu-
Ka MakefioHnja Moxe fja 6apa ofjouBare Ha GapareTo 3a
n3[aBare Ha Macowl, OfAHOCHO Of3eMarbe Ha MacoLloT, Co
pelleHue Ke 3abpaHu ynoTpeba Ha fiMyHaTa KapTta 3a npe-
MUHYBatbe Ha JpXKaBHaTa rpaHuLa.

MpoTUB peLLeHMeTO Of CTaBOT 1 Ha 0BOj YfieH kanba
MOXe fia ce nofHece o [p>kaBHaTa KOMKUCK]a 3a O4/1y4yBa-
b€ BO YNpaBHa NocTanka v nocranka of paboTeH 04HOC BO
BTOp CTEMeH.

YKanbata ofj CTaBOT 2 Ha OBOj YfeH He ro ofnara u3Bp-
LLYBaHETO Ha PEeLLEHMETO.
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UneH 7-6

3a cuTe (hakTK KoM 3a nocneauua MaaT npecTaHyBarbe
Ha npuurHKUTE 3a 3abpaHa Ha ynoTpeba Ha fiMyHaTa Kaprta
3a NPEeMVIHYBaHEe Ha ApXKaBHaTa rpaHnLa, HaANeXHUOT CyA
BefHalLLl MO cny>KbeHa AOMKHOCT ro n3BecTyBa MuHucTepc-
TBOTO 3a BHAaTPeLUHK paboTu.

Ke ce cMmeTa feka ce npectaHaTy NpuunHKTE 3a 3abpa-
Ha Ha ynoTpe6a Ha NIMYHaTa KapTa 3a NpeMyHyBake Ha fp-
)aBHaTa rpaHmua, ako HafeXHWOT Cy4 He ro obHoBK ba-
parbeTo MO UCTEKOT Ha efHa rofyHa 0f [EeHOT Ha nofHecy-
BarbETO Ha 6aparbeTo.

Bo cnyyaunTte of cTaBoBMTe 1 1 2 Ha 0BOj YneH, Ha Hapa-
H€ Ha rpafaHuHOT, MUHUCTEPCTBOTO 3a BHATPELLUHW pabo-
T Ke ja n3bpue 3abpaHaTta 3a ynoTpeda Ha inyHata kap-
Ta 3a MPEMUHYBak€e Ha ApXKaBHaTa rpaHuLa.

UneH 7-8
MWHUCTEPOT 3a BHATPELLHM paboTy Ke ro NponuLle Ha-
YMHOT Ha 3abenexyBareTo 1 6puLLEHETO Ha 3abpaHaTta 3a
ynoTpeba Ha IMYHAaTa KapTa 3a NPeMUHyBatbe Ha ApXaBHa-
Ta rpaHnla, Kako ¥ HauMHOT Ha BOZEHE Ha eBueHLmjaTa
04 YNeHOT 14 Ha 0BOj 3aKOH.

YUneH 8
Ha rpafaHuH Koj Ke ro NpOMEHU XXMBEaIMLUTETO WK
Ke M3BPLUM MPOMEHa Ha IMYHOTO MMe, My Ce M34aBa HOBa
NINYHa KapTa.
Mpy NpomMeHa Ha agpecata Ha CTaHOT Ha XXuBeanuLTe-
TO, FparaHHOT e Jo/MKeH BO pok of 30 feHa Aa nogHece
Gaparbe 3a 3aMeHa Ha /InyHaTa kapTa co HoBa.

UneH 9

["pafaHnHOT of, 4neHoT 2 cTaB 1 Ha 0BOj 3aKOH AO/MKeH
e /InyHaTa KapTa fa ja Hocu co cebe 1 Ja ja nokaxe Ha 6a-
pate Ha CnyX6eHOTO NnLe KOe CO 3aKOH € OBMlaCTeHo ja
nernTumumpa.

He e [03BONEHO 3apXKyBarbe Ha Tyfa IMYHa KapTa, Hu-
Ty [aBawe Ha NMyHa KapTa Ha Apyr Ha mnocayra, Kako u
Nocny>yBarbe CO Tyfa IMyHa KapTa Kako CO CBOja.

3agpXyBatbe Ha Tyfa IMYHa KapTa BO CMUC/A Ha 0BOj
3aKOH, 1 ondhaka AejcTBMjaTa Co KOM 0f CTpaHa Ha CyX-
6eHM NnLa, KoM CO 3aKOH Ce OBMlaCTEHW fda BpLUAT NeruTu-
MVpare MM Buno Koe ApYro OBNaCTEHO NNLe, Ce vyBa Ty-
fata M4Ha KapTa, OAHOCHO Ce APXW NOJONr0 Of BPEMETO
noTpe6HO 3a yTBpAYBarbe Ha UAEHTUTETOT Ha rparfaH1HOT
6e3 HEroBO HeMocpesHO NPUCYCTBO, Kako 1 CeKoe fejCcTBume
CO KOe Ha rparfaHuMHOT My Ce OHEBO3MOXYBa /MYHaTa Kap-
Ta fja ja HocK co cebe.

UneH 9-a

JlnyHaTta KapTa MOXe fAa ja konupaaT KOHTpOnopute
n/vwnn 0bpaboTyBaumTe Ha 36MPKM Ha JIMYHWUTE MOLATOLM
Camo BO C/lyyau YTBPLEHU CO 3aKOH.

JlnyHata KapTa Nnokpaj nmuara Ha Kou ce 0fHecyBa, MO-
e [1a ja KonupaaT 1 HoTapuTe Npu YTBPLYBaHe Ha UEHTK-
TETOT M CyBjeKTUBMTETOT Ha YYECHULMTE BO MOCTanKuTe
KOW ce BOfaT Npef HOTap COrMlaCHO CO 3aKOH, Kako W Of
CTpaHa Ha Apyru KOHTponopu wu/unu obpaboTysaum Ha
36MPKM Ha NMYHK MOJATOLM CaMo BO Cyyaun YTBPLEHU CO
3aKO0H.

Mo uckny4ok of ctaBoBuTe 1 1 2 Ha 0BOj YfeH, INYHa-
Ta KapTa MOXe 3a ofHanpes YTBpAeHa Len unu uenu ga ce
Komupa 1 Nno NpeTxojHa N1CMeHa M3peyHa CornacHoCT Ha
COMCTBEHUKOT Ha fIMYHaTa KapTa.

Mo KonMpareTo Ha MYHaTa KapTa, Konujata COOABeT-
HO ce O3HauyBa [ieKa Mcrata He MOXe fda Ce KOpucTu 3a
[pyra Lien OCBeH 3a OHaa 3a Koja COrfacHO 3aKOH e Harpa-
BeHa. HataMOLLIHOTO Konuparbe, OAHOCHO YMHOXYBatbe Ha
Konujata e 3ab6paHeTo, OCBEH JOKONKY CO 3aKOH NMOMHaKy
He e YTBPAEHO.
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Ha 6aparbe Ha CONCTBEHMKOT Ha SiMYHaTa KapTa KOHTPO-
NOpOoT, OfHOCHO 06paboTyBayoT € A0/MKeH Aa u3gage no-
TBpAa 3a HanpaBeHaTa Komnuja Ha IMYHaTa KapTta BO Koja 3a-
LO/MKMUTENIHO Ce HaBedyBa LiefiTa 3a Koja e HanpaseHa Konu-
jata 1 poKoT Ha Hej3MHOTO YyBaHse.

3abpaHeTo e 06paboTyBakbe M YyBakbe Ha Konuja Ha
NIMYHa KapTa BO e/IeKTPOHCKM 061K, OCBEH [OKOJIKY CO 3a-
KOH MOWHaKy He e yTBpAeHO.

W3pasuTe ,,KOHTponop“, ,,06paboTyBay” u ,cornac-
HOCT" BO CMMC/a Ha 0BOj 3aKOH, MMaaT UCTO 3HaYeHe Kako
N n3pasnTe ,,KOHTPOMOP Ha 36MpKa Ha NMYHK nogatoum™,
,00paboTyBay Ha 36Mpka Ha IMYHK NoAaToUu™ 1 ,,cornac-
HOCT Ha CY6jeKTOT Ha NIMYHM NoJaToLmM™ Kou ce YTBPLAEHU
CO MponucuTe 3a 3aliTuTa Ha NIMYHUTE NOLATOLM.

Unen 10

Kora cnyx6eHo nuue Ha MWHUCTEPCTBOTO 3a BHATpeLU-
HW paboTW OBNACTEHO [ja NErnTUMMpa Ke YTBPAMW feKa nny-
HaTa KapTa Ha rpafaHuHOT e TOMIKY OLITeTeHa Wan aoTpae-
Ha LLUTO He MOXe [ia 1 CNY>W Ha cBOjaTa HaMeHa Unu u3rne-
[OT Ha UMATENOT Ha /IMYHaTa KapTa e TOJIKY U3MEHeT LITO
He ofroBapa Ha (hoTorpadmjara Ha iMyHaTa KapTa, Ke ro 3a-
JIO/KK rparaHMHOT BO POK of 15 fAeHa Aa nogHece 6aparbe
3a 3aMeHa Ha inyHaTa KapTa.

Bo cnyyamte og cTaBoT 1 Ha 0BOj U/nieH Haparbe 3a 3ame-
Ha Ha YHaTa KapTa MOXe fa NnofgHece 1 rpafaHuHoT.

UneH 11

[pafaHnH Koj Ke 3arybu nnyHa KapTa unv Ha gpyr Ha-
UMH Ke ocTaHe 6e3 Hea JO/MKeH e da npujasu Ha MuHu-
CTEpPCTBOTO 3a BHATPeLLUHW paboTW fAa ja ornacu 3a Heea-
»Keuka Bo ,,Cny>k6eH BeCHMK Ha Peny6nmka MakegoHuja“
Ha CBOj TPOLLOK U [ja MoAHece 6aparbe 3a U3faBarbe Ha HO-
Ba /IMYHa KapTa. MNpy nogHecyBarbe Ha GaparbeTo 3a M3fa-
Batb€ Ha HOBA /IMYHA KapTa, rparaHNHOT e AO/MKEH Aa npu-
NOXW [joKa3 feka Bo ,,Cny6eH BeCHMK Ha Peny6ninka Ma-
KefoHWja"“ ja ornacun nopaHo M3fafeHaTa nMyHa KapTa 3a
HeBaXKeuyKa.

AKO rpafaHUHOT Ha KOj My e n3fafieHa HOBa IMYHa Kap-
Ta ja NpoHajAe NopaHo M3fafieHaTa IMyHa KapTa, JO/MKEH e
BeAHall ucTaTa ga ja npegafe Ha MUHUCTepPCTBOTO 3a BHa-
TPeLUHN paboTu.

UneH 11-a

"parfaHNHOT Ha KOj Ap>kaBjaHCTBOTO Ha Penybnuka Ma-
KefoHMWja My MpecTaHasio co OTMYCT COrMacHO Co 3aKOHOT
3a ApXKaBjaHCTBOTO Ha Penybnmka MakefoHuja, JO/MKEH e
Ha [eHOT Ha BpayyBarbe Ha PeLleHMeTOo 3a OTMYCT of Ap-
)KaBjaHCTBOTO Ha Peny6nnka MakefoHuja nMyHata kapTa
[a ja npegasfe Ha MUHUCTepPCTBOTO 3a BHATPELUHW paboTu
WK aKo KMBee BO CTPaHCTBO, Ha AWMNAOMATCKO-KOH3ynap-
HOTO MPeTCTaBHMLUTBO Ha Peny6nuka MakefoHuja BO
CTpaHCTBO.

UneH 12

MMHMCTEPCTBOTO 3a BHATPELHM paboTh HajhouHa BO
poK 0g 15 feHa oA AEHOT Ha NPUEMOT Ha GapareTo, Ke My
n3gaje MYHa KapTa Ha rpafaHuHOT.

[Jokonky MUHUCTEPCTBOTO 3a BHATPELLUHW paboTh He
ja u3nagie nuyHaTa KapTa, O4HOCHO He [IoHece peLleHue 3a
ofbuBare Ha H6apareTo 3a M3faBatbe NMYHA KapTa BO po-
KOT 0f CTaBOT 1 Ha OBOj YfieH, MOAHOCUTENOT Ha GapareTo
MMa NpaBo BO POK Of TpW paboTHM feHa 0 UCTEKOT Ha TOj
pOK fAa nogHece bGaparbe [0 NUcapHULAaTa Ha MUHUCTEPOT
3a BHaTpellHn paboTw, 3apagn LOHeCyBakbe Ha peLleHue
04 CTpaHa Ha MUHUCTEPOT 3a BHATPELLHU paboTy.
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dopmaTta 1 coapxuHaTa Ha 06paseLioT Ha B6apareTo of
CTaBOT 2 Ha 0BOj YEH 1 NPOMuLLYBa MUHWUCTEPOT 3a BHa-
TPeLUHN paboTu.

MWHUCTEPOT 3a BHATPELUHM paboTh € AO/MKEH BO POK
04 neT paboTHW [ieHa of, fieHOT Ha NofHecyBare Ha 6apa-
FETO O/ CTaBOT 2 HAa OBOj YJieH A0 NucapHULATa Ha MUHU-
CTEpOT 3a BHATPELUHW paboTn Aa [OHece peLleHue Co Koe
GaparbeTo 3a M3aBarbe Ha IMYHA KapTa € YBaXEHO N Of-
61eHo. [JOKONKY MUHWUCTEPOT 3a BHATPELLUHW paboTh Hema
nucapHuLa, 6apareTo ce NofHecyBa BO NucapHULaTa Ha
ceauLwTeTo Ha MMHMCTEPCTBOTO 3a BHATPELUHW paboTw.

KoH 6GapareTo 3a [loHecyBare peLleHue of CTaBoT 2
Ha OBOj Y/fieH NOAHOCUTENOT Ha 6apakeTo JoCTaByBa U KO-
nuja of 6apareTo 3a M3JaBare SIMYHa KapTa 0f CTasoT 1
Ha 0BOj Y/eH.

LloKOMKY MMHWUCTEPOT 3a BHATPELUHM paboTn He AOHe-
Ce peLUeHVie BO POKOT Of CTaBOT 4 Ha 0BOj YfieH, NOAHOCK-
TeNnoT Ha GaparbeTo MoXe fja ro U3BecTn [p>xaBHMOT yripa-
BEH MHCNEKTOpaT BO POK 0f NneT paboTHW AeHa.

VIHCNeKTOpOoT e JO/MKEH BO POK Of feceT feHa of fe-
HOT Ha NPUEMOT Ha W3BECTYBaHETO 0f CTaBOT 6 Ha OBOj
uUfeH, a U3BPLUM UHCMEKLMCKM Haa3op BO MUHUCTEPCTBO-
TO 3a BHaTpeLwlHW paboTn 1 fa yTBpAU Lanu e cnpoBedeHa
nocTankara COrfiacHO CO 3aKOH M BO POK Of TpW paboTHU
[leHa off eHOT Ha M3BPLLUEHWOT HaA30p Aa ro U3BeCTu Mnof-
HOCWUTENOT Ha 6aparbeTo 3a YTBPAeHaTa cocToj6a npu 13Bp-
LUEHNOT Haza30p.

VIHCNeKTOpOoT Mo M3BPLUEHMOT HaA30p COrflacHoO Co 3a-
KOH, [JOHecyBa peLLieH1e CO KOe ro 3af0/XyBa MUHUCTEPOT
3a BHaTpeLLHW paboTh BO POK Of AECET AeHa Aa Ofyyu no
nojHeceHoTOo 6apawe, OAHOCHO Aa ro yBaxku unv ogéuve ba-
pareTo U 3a Npe3eMeHNTe MEPKN BO UCTMOT POK fa ro us-
BECTW MHCNEKTOPOT M fa My AOCTaBM NPUMEPOK Of aKkToT
CO KOj e 04/Ty4eH0 no 6apareTo.

L[lo0KONKY MMHWUCTEPOT 3a BHATPeLlHW paboTu He opny-
UM BO POKOT Of, CTaBOT 8 Ha 0BOj U/eH, MHCMEKTOPOT Ke
nofHece 6aparbe 3a NoBefyBarbe MPeKpLIOYHa nocTarnka 3a
MPEeKPLLOK YTBPAEH BO 3aKOHOT 3a ynpaBHaTa MHCMeKumnja
N Ke onpegenn AOMONHWUTENEH POK 0f NeT paboTHWU feHa
BO KOj MMHWUCTEPOT 3a BHATPELLHW paboTu Ke ofJlyymn no
MOAHECEHOTO Hapatse 3a LUTO BO UCTUOT POK Ke ro U3BEeCTH
WHCMEKTOPOT 3a [OHECeHUOT akT. KOH M3BECTYBaHETO Ce
[locTaByBa Konuja of, akToT CO KOj 0f/1y4yBas No nogHece-
HOTO Gaparbe. IHCMEKTOPOT BO POK 0f TP paboTHU AeHa
ro MH(opMMpa NOAHOCUTENOT Ha 6apaeTo 3a Npe3eMeHu-
Te MepKu.

JlO0KO/IKY MMHWUCTEPOT 3a BHATPeLlHW paboTu He OAny-
YM 1 BO [LOMOSHWUTENHUOT POK Of CTaBOT 9 Ha 0BOj YfeH,
MHCMEKTOPOT BO POK Of TPX paboTHYU feHa Ke NogHece npu-
jaBa O HafNeXHMWOT jaBeH 0OBMHWTEN W BO TOj POK IO WH-
(hopmmpa MOAHOCUTENOT Ha GapareTo 3a MpeseMeHuTe
MEpPKM.

[loKONKY MHCNEeKTOpOoT He nocTany no U3BeCTYBaHETO
0f, CTaBOT 7 Ha OBOj Y/ieH, MOAHOCUTENOT Ha 6apareTo BO
POK OA NEeT AeHa MMa MpaBo Aa nogHece NpuUrosop Ao nu-
capHuMLaTa Ha AMPeKTopOoT Ha [pXaBHWOT ynpaBeH MHCMe-
KTopart. [loKONKY AMPEKTOPOT HeMa nucapHuLa, 6apareTo
Ce NoAiHecyBa BO NMCapHULATa Ha CeAULLITETO Ha [pxaBHu-
OT ynpaBeH MHCNeKTopaT.

[vipekTopoT Ha [pXaBHMOT ynpaBeH WHCMeKTopat e
[O/MKEH BO POK Of TPU pabOTHW JeHa of, [eHOT Ha npue-
MOT Aa o pasrfiefa NPUroBopoT o4 CTaBoT 11 Ha 0BOj
uneH 1 AOKONKY YTBPAM feKa WHCMEKTOPOT He nocTanun
MO W3BECTYBAHETO Of NMOLHOCUTENOT Ha GapareTo of CTa-
BOT 6 Ha 0BOj Y/ieH WK He MOAHEeN npwjasa COrnacHoO co
cTaBoT 10 Ha 0BOj YneH, AMPEKTOPOT Ha [p>KaBHWOT yrpa-
BEH MHCNeKTopaT Ke nogHece 6aparbe 3a NoBefyBare npe-
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KpLLUOYHa nocTanka 3a NPeKpLUoK YTBpAeH BO 3aKOHOT 3a
ynpaBHaTa MHCMEeKLMja 3a MHCNEKTOPOT 1 Ke onpesenu Jo-
NOSIHUTENIEH POK 0f NeT paboTHM feHa BO KOj MHCMEKTOPOT
Ke 13BpLUM Haa30p BO MUHMCTEPCTBOTO 3a BHATPELLHU pa-
60TV flann e CNpoBefieHa nocTankara CornacHo Co 3aKOH Y
BO POK Of, TpX paboTHY fieHa 0f, AeHOT Ha U3BPLLUEHWOT Haj-
30p fa ro uHopmmpa nogHocMTeNoT Ha bapareTo 3a rnpe-
3eMeHNTe MEPKU.

J[loKOMKY MHCNEKTOPOT He nocTanu U BO AOMOSHUTEN-
HMOT POK Of CTaBOT 12 Ha OBOj Y/ieH, AMPEKTOPOT Ha Ap-
YaBHMOT ynpaBeH WHCMeKTopaT Ke MOofHece mpuwjaBa Ao
HaNeXHWOT jaBeH 06BUHUTEN NPOTUB WHCMEKTOPOT U BO
POK of Tpu paboTHW AeHa Ke ro MH(opMupa nogHocuTe-
NOT Ha GaparbeTo 3a NPe3eMeHnTe MepPKU.

Bo cnyyajoT of cTaBoT 13 Ha 0BOj Y/eH AMPEKTOPOT Ha
[pXaBHMOT ynpaBeH WHCNEKTOpaT BefHall, a HajaouHa
BO POK 0f efileH paboTeH AeH Ke OBNacTu APYr MHCMEKTop
[ia ro cnposefie HaA30p0T BefHalLLl.

Bo cnyyajoT of cTaBoT 14 Ha 0BOj Y/eH AMPEKTOPOT Ha
[Jp>XaBHMOT ynpaBeH MHCMEKTOPAT BO POK Of TPy paboTHM
[leHa ro MHopmrpa NogHOCMTENOT Ha 6apakbeTo 3a npese-
MEHWTE MEpPKM.

[loKonKy AMPeKTOpOoT Ha [pXaBHMOT ynpaBeH WMHcre-
KTOpaT He NocTarnu COoriacHo Co CTaBoT 12 Ha OBOj YJleH,
NMOAHOCUTENOT Ha GapareTo MOXKe fa NofHece npujasa o
HafiNeXHWOT jaBeH 06BMHUTEN BO POK 04 OCYM paboTHW fe-
Ha.

JloKONKY MMHWUCTEPOT 3a BHATpeLlHn paboTu He opny-
YuM BO POK 0f cTaBoT 10 Ha 0BOj YsieH, NOAHOCUTENOT Ha ba-
parbeTo MOXe fla MOBefe YNpaBeH Crop Npes HagnexXHWoT
CyL.

lMocTankaTa npeg YnNpasHUOT CY[ e UTHa.

Mof3aKOHCKMOT aKT o4 cTasoT (3) Ha 0BOj Y/eH ce [o-
HecyBa BO POK 0f 15 AeHa off fieHOT Ha [JOHECYBaHeTO Ha
0BOj 3aKOH.

UneH 13
JlnyHata kapTa ce NOAUrHYBa /IMYHO Of rpafaHuHoT,
KOj MpuTOa € JO/MKEH fa ja npedafe CTaparta /iMyHa KapTta
Ha MWHWCTEPCTBOTO 3a BHATPELUHW paboTy 3apafn MOHU-
LUTYBakbE.

Ynen 14

MWHMCTEPCTBOTO 3a BHATPELUHW paboTW BOAM €BUAEH-
uMja 3a U3gageHnTe NMYHN KapTu COrNacHo CO YTBPAEHUTE
CTaHAapAM 1 3aKOHCKK NPomnucK.

MWHWCTEPCTBOTO 3a BHATPELUHW paboTu BOAW eBUEH-
Lyja 3a 3anuilyBaHeTo Ha 3abpaHaTa 1 3a 6pULLEHETO Ha
3abpaHaTa Ha ynoTpeba Ha SiMyHaTa KapTa 3a NMpPeMUHyBa-
He Ha ApXKaBHaTa rpaHuLa.

UneH 14-a
Haz3op Haz crnpoBefyBareTo Ha ofpefouTe of YneHo-
BUTE 9 cTaBOT 2 1 9-a 0f, 0BOj 3aKOH BpLUK [upekupjaTa 3a
3allTMTa Ha SIMYHKTE NOAATOLN.

YUneH 15

'no6a Bo nsHoc og 20 fo 80 eBpa BO feHapcka npoTuB-
BPEeAHOCT Ke Ce u3peye 3a MPEKPLUOK Ha (DM3NYKO unLe,
KOoe:

1. MMa noBeKe of eAHa MyHa KapTa (4nieH 1 cTaB 2);

2. CO HanonHetn 18 rofMHM XMBOT Hema NMYHa KapTa
(4neH 2 ctaB 1);

3. Ke nofHece HEBUCTUHUT M3BOJ O MaTW4HaTa KHUra
Ha pofeHuTe (4s1eH 4 cTaB 6);

4. ce CNY>XXM CO NINYHA KapTa Ymnj POK Ha BaXKEHe e UCTe-
YeH (4neH 7 cTaB 2);
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5. BO 3aKOHCKM YTBPAEHWNOT POK He nofHece baparse 3a
3aMeHa Ha nyHaTa kapTa (4ieH 7 ctas 4 u uneH 10);

6. Hema fla nofHece Gaparbe 3a 3aMeHa Ha MYHaTa Kap-
Ta BO 3aKOHCKM YTBPAEHMOT POK (4neH 8 cTas 2);

7) Ke ja 3agpXu Tyfata fiMyHa KapTa no Koj 6wuno oc-
HOB, OJJHOCHO Ke ja [aje NMyHaTa KapTa Ha Jpyr Ha nocny-
ra uam Ke ce nocny>u co Tyfa MyHa KapTa Kako co cBoja
(uneH 9 cTaB 2);

8. Hema fa ja npefage nMuyHaTa kapTta Ha MuHucTepc-
TBOTO 3a BHaTpeLLUHW paboTu, OAHOCHO Ha AMNIOMAaTCKO-
KOH3Y/NapHOTO MPEeTCTaBHULLITBO Ha Penybsimka MakefoHu-
ja BO CTpaHCTBO (u/1eH 11-a) 1

9. Hema fa ja npefafe craparta iMyHa Kapta Ha MuHu-
CTEpPCTBOTO 3a BHATPeLUHW paboTu 3apafy MOHULLITYBaHe
(uneH 13);”.

'no6a Bo BucKHa of 30 eBpa BO AeHapcKa NpoTMBBpes-
HOCT Ke Ce M3peye 3a NPeKpLUOK Ha (M3NYKO NKLE KOe He
ja Hock co cebe nnyHaTa KapTa Uan Ke ogbue Aa ja nokaxe
NnyHaTa kapTa (4neH 9 cTas 1).

"'no6a Bo n3Hoc og 2.000 eBpa BO AeHapcKa NpoTuBpes-
HOCT Ke My Ce M3peye 3a MPEKPLLOK Ha MpaBHO /nLEe-KOH-
Tponop, 0fHOCHO 06paboTyBay, ako MocTanyBa Ha HauuH
CMPOTMBEH Ha 0fpeabuTe of UNeHOT 9-a o[} 0BOj 3aKOH.

'no6a Bo nM3Hoc og 350 eBpa BO AeHapcKa NpoTMBBpes-
HOCT Ke My Ce M3peye 3a MPeKPLLIOK Ha 0ArOBOPHOTO NuLie
BO NPaBHOTO /MLE - KOHTPOMOP, OAHOCHO 06paboTyBay
WK Ha CNy>X6eHOTO NnLEe BO ApXaBeH opraH - KOHTPOonop,
OHOCHO 06paboTyBay 3a CTOPEH MPEKPLUOK 0f CTaBoT 3
Ha 0BOj Y/eH.

"'no6a Bo M3HOC 0g 250 eBpa BO feHapcKa NpoTUBBpes-
HOCT Ke My Ce M3peye 3a NPeKpLUOK Ha (I13MUKO NnLEe-KOH-
Tposiop, OLHOCHO 06paboTyBay 3a CTOPEH MPEKPLUOK Of
CTaBOT 3 Ha 0BOj Y/EH.

UneH 15-a

3a npekpLioumTe NpeABuAeHN co oApefduTe of une-
HOT 15 Ha 0BOj 3aKOH, NPeKpLUOYHaTa NocTarnka ja Bogu Ko-
Mucuja Ha MMHUCTEPCTBOTO 3a BHATPELUHU paboTw.

Komucujata of cTaBOT 1 Ha OBOj YNEH e COCTaBeHa 0f
[iBa uneHa n NpeTcefaren Ha Komycujara.

UneHoBNTe Ha KOMMUCMjaTa MMaaT 3aBpLUEHO BUCOKO
obpasoBaHve 1 pabOTHO UCKYCTBO Of HajManKy cefym ro-
OVHW Ha NpefiMeTHaTa MaTepuja, a NpeTcesarenoT Ha KoMu-
cumjaTa e AunaomypaH NpaBHWK CO MONOXKEH MpPaBoOCyfeH
NCMUT 1 paboTHO UCKYCTBO Of HajMasiKy AeceT roAuHN Ha
npeaMeTHaTa MaTepuja.

UneH 15-6
3a npekpLiounTe NpedBuieHN co ofpendute of une-
HOT 15 cTaBoBM 3, 4 1 5 0f 0BOj 3aKOH, MPEKPLLOYHA MO-
cTanka BOAM M NPeKpLUOYHa caHKumMja n3pekysa Jdupekum-
jara 3a 3aWwTnTa Ha SIMYHWUTE MOAATOLM BO COrMlacHOCT €O
nponucuTe 3a 3alTuTa Ha IMYHUTE NOLATOLM.
UneHosuTe 16, 17 1 18 ce n3bpuiiaHu.

YneH 19
(YneH 19 og 3akoHOT 06jaBeH BO ,,Cry>K6eH BECHUK
Ha Peny6nnka MakegoHnja“ 6poj 8/95)

Co BneryeareTo BO CW/a Ha OBOj 3aKOH MpecTaHyBaaTt
fa BaXM 3aKOHOT 3a /inyHa KapTa (,Cny>X6eH BECHMK Ha
CPM* 6poj 15/73, 20/73, 38/85, 37/87, 51/88 n 19/90) n 3a-
KOHOT 32 OCHOBHWTE MOAATOLM Ha MyHaTa KapTa (,Cnyx-
6eH BeCHVK Ha CDPJ* 6poj 6/73).

UneH 20
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(YneH 11 o 3aKoHOT 06jaBeH BO ,,Cny>6eH BECHUK
Ha Peny6nnka MakefoHnja“ 6poj 16/04)

Mo/A3aKOHCKMOT MPOMUC uKie [0HECYBabe € YTBPAEHO
CO 0BOj 3aKOH Ke Ce [IoHece HajoLHa BO POK 0f LLECT Mece-
LM 0f] IEHOT Ha BNErYBarbETO BO CU/IA HA 0BOj 3aKOH.

UneH 21
(YneH 13 oa 3akoHOT o06jaBeH BO ,,Cny>K6eH BECHMK
Ha Peny6nnka MakefoHuja“ 6poj 19/07)

MMHMCTEPOT 3a BHATPELLHM paboTh BO POK 0f TPW Me-
ceua of BMIEryBareTo BO CU/ia HA OBOj 3aKOH Ke [oHece
MoA3akKoHCKM Nponuc 3a 06paseLoT Ha 6apareTo 3a u3ga-
Batbe Ha NiYHaTa KapTa, 06paseLloT Ha noTepaaTa 3a nog-
HeceHo Gaparbe 3a M3faBatbe Ha MUHATa KapTa, 06paseLoT
Ha NiMYHaTa KapTa, MnocTankara 3a U3faBarbe 1 3aMeHa Ha
NIMYHATa KapTa 1 38 HAYMHOT Ha BOJAEHE Ha eBUeHLM]ja 3a
U3[afIEHNTE NIYHU KapTH.

UneH 22
(YneH 14 oa 3akoHOT 06jaBeH BO ,,CNy>K6eH BECHMK
Ha Peny6nunka MakegoHunja“ 6poj 19/07)

JInuHnTe KapTu M3hafeHn npes eHOT Ha BNeryBakbeTo
BO CWNa Ha OBOj 3aKOH Ke BaXKaT [0 POKOT Ha BaXKEH:E KOj &
HaBeZleH BO /IMYHaTa KapTa, HO HajAonro A0 NeT roAvMHU Of
[IeHOT Ha B/IeryBareTo BO CMNa Ha OBOj 3aKOH.

UneH 23
(YneH 15 og 3akoHOT o0b6jaBeH BO ,,Cny>kK6eH BECHMK
Ha Peny6nunka MakegoHunja“ 6poj 19/07)

OBO0j 3aKOH Bferysa BO CW/ia OCMUOT fieH Off AeHOT Ha
06ajByBareTO BO ,,Cny>6eH BeCHMK Ha Peny6nunka Make-
[loHMja“, a oapeabuTte Ha uneHosute 1, 2, 3, 4 n 5 of 0BOj
3aKOH Ke ce npyMeHyBaaT o4 1 oktomepm 2007 rogmHa.

UneH 24
(YneH 3 of 3aKoHOT 06jaBeH BO ,,Cy)>k6eH BECHUK
Ha Peny6nunka MakefoHnja“ 6poj 51/11)

M0L3aKOHCKMOT aKT 0f YeHOT 2 CTaB 3 Ha 0BOj 3aKOH
Ke ce [lOHece BO POK Of TpW Meceum of [eHOT Ha BreryBsa-
HETO BO CW/IA HA OBOj 3aKOH.

UneH 25
(YneH 4 of 3akoHOT 06jaBeH BO ,,Cry>k6eH BECHUK
Ha Peny6nnka MakegoHnja“ 6poj 51/11)

OBOj 3aKOH BfieryBa BO Cuna OCMUOT [ieH Off AeHOT Ha
06jaByBareTO BO ,,Cnyx6eH BeCHMK Ha Peny6nnka Make-
[lOHMja“, a Ke 3amno4yHe ga ce npumeHysa og 1 anpun 2012
rofiuHa, OCBEH 0ApeA6aTa off U1eHOT 1 Ha OBOj 3aKOH Koja
Ke 3anoyHe Ja ce NprMeHyBa CO 3anoyHyBatbe Ha NprMeHa-
Ta Ha 3aKOHOT 3a OCHOBakbe Ha [lpkaBHa Komucuja 3a oany-
yyBatbe BO ynpaBHa nocTanka v nocranka of paboTeH oa-
HOC BO BTOP CTEMEH.

BNALA HA PENYBNVNKA MAKELOHWNIA
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775.

Bp3 ocHoBa Ha uneH 36 ctaB 3 of 3akoHOT 3a BnagaTa
Ha Penybnuka MakegoHuja (,,CnyxbeH BeCHUK Ha Peny6-
nvka MakegoHuja“  6p.  59/2000, 12/2003, 55/2005,
37/2006, 115/2007, 19/2008, 82/2008, 10/2010, 51/2011 un
15/2013 ), Bnagata Ha Peny6nvka MakegoHuja, Ha cefHu-
Lara ogpxaHa Ha 17.2.2013 rofjuHa, foHece

OANYKA
3A ®OPMUPAHE HA HALIOHA/IHO KOOPAU-
HATUBHO TEJ/IO 3A C/IEJEHE N OLEHKA HA
VMMNEMEHTALUMIATA HA HALMOHA/IHATA
CTPATEIMJA 3A CMIPEUYYBAHE W 3ALLUTUTA Of
CEMEJHO HACW/ICTBO 2012-2015

UneH 1
Co oBaa ognyka ce ¢opmupa HaumoHanHo KoopauHa-
TMBHO TeNo 3a C/efere N OLEHKa Ha UMNiemMeHTaumjaTa
Ha HaumoHanHaTa cTpaTtervja 3a CrnpeyvyBawe W 3aluTuTa
of, cemejHO HacunctBo 2012-2015 (BO HaTaMOLLHWMOT
TeKCT: HauuoHanHo KOOpAMHATUBHO TeSo).

UneH 2

HaunoHaIHOTO KOOPAMHATMBHO TeNno 3a Chefewe W
OLeHKa Ha MMMeMeHTalUmjaTa Ha HalumoHanHaTa cTpaTeru-
ja 3a cnpeuyBatbe 1 3alUTMTa 0f CeMejHO HacuncTeo 2012-
2015, e cocTtaBeHO of 14 uneHa 1 T0a: MWHUCTEPCTBO 3a
TPY4 U coumnjanHa nonuTuka (net yneHa) MUHUCTEPCTBO
3a BHaTpewHW paboTu (efeH uneH), MUHWUCTEpCTBO 3a
obpasoBaHuMe WM Hayka (efeH uneH), MUHWCTEPCTBO 3a
34paBcTBO (efeH uneH), MuHucTepcTBO 3a npasfa (efeH
uyneH), rpafaHcku opraHmnsaumu (egeH uneH), CekpeTtapuja-
TOT 3a eBPONCKY Nnpawarba (efeH uneH), eHepaseH cekpe-
Tapujat Ha Bnagata Ha Peny6nuka MakefoHunja (efeH
yneH) n CobpaHune Ha Peny6nvka MakefoHunja (aBa une-
Ha). Of pefoT Ha YneHoBUTe Ha MUHUCTEPCTBOTO 3a TPYL
1 coumjanHa nonuTmnka ce n3bupaar npecegarenot Ha Ha-
LIMOH&/IHOTO KOOPAMHATMBHO TE0 U HALMOHA/IHUOT W3Be-
CTyBau.

Co HaumoHanHOTO KOOpAMHATMBHO Teno Ke npetceda-
Ba MMHUCTEPCTBOTO 3a TPYA U COLMjasiHa NONTUKA.

Mo noTpeba, Ha Npef/1or Ha npeTceaarenoT Ha Hauwmo-
Ha/IHOTO KOOPAMHATVMBHO Teso, BO paboTata Ha TesloTo Ke
MOXaT MOBPeMeHO [a Y4ecTByBaaT BO paboTara W MpeT-
CTaBHULW Of PefoT Ha: MefyOrnUTUHCKM LEHTPU 3a COoLm-
janHa pa6oTa; 3aBOAOT 3a couMjaiHW fejHOCTH; AreHuuja-
Ta 3a BpaboTyBate Ha Penybnvka MakegoHuja; NHCTUTY-
TOT 3a coumjanHa paboTa 1 coumjanHa NonnMTuKa; AKagemm-
jata 3a cyauu v jaBHW 06BUMHWTENN; OCHOBHM cyaosu; Ce-
KTOPOT 3a aHa/IMTUKa, UCTPaXKYBae U JOKYMEHTUPaHE U
CeKTOopoT 3a BHaTpewwHn paboTu npu MUHUCTEPCTBOTO 3a
BHaTPeLLUHW paboTu; CEKTOpPUTE 3a OCHOBHO, CPeHO M BUCO-
Ko 06pa3oBaHue; BMpoTo 3a pa3Boj Ha 06pa3oBaHMETo; aka-
[EeMCKNTE UHCTUTYTU U UHCTUTYLMK, BOCMIUTHO 06Pa30BHM
WHCTUTYLUMKW; HaunoHa/HaTa Komucuja 3a HacuacTeo U
3apaBje; VIHCTUTYTOT 3a jaBHO 3ApaBje Ha Peny6nuka Ma-
KefoHuja; Jlekapckata Komopa Ha Peny6nunka MakefoHu-
ja; 30paBCcTBeHU ycTaHOBU; MeauuMHCKMOT (hakynTteT; Ma-
KeJOHCKOTO N1IeKapcKo ApYLUTBO; U eAUHULM Ha floKanHaTa
camoynpasa ¥ rparaHCcKuTe opraHu3aumm.

Unen 3

HaunoHasIHOTO KOOPAVHATUBHO Teso:

- [laBa Mucnemwe 3a rofuLIHATE akUMCKWU M1aHoBY 3a
uMnneMeHTaumja Ha HaunoHaHaTa cTpaTermja 3a cnpedy-
Bare M 3alITuTa 0f cemejHoO HacuncTeo 2012-2015, 3a ce-
KOe MWHWUCTEPCTBO;

- MogroTeysa nyiaH 3a MOHWTOPWHI W NPOrpec Ha
aKTMBHOCTUTE NpeABUAEHMN BO CTpaTerunjarea;
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- Bpwwu nonyroguiiHa eBanyaumja 3a MporpecoTt BO
NepuogoT Ha UMMEMEHTaLM]a;

- PefioBHO, Ha CeKOW LLUECT Mecelu, WU3roTeyBa W3Be-
LUTaj 33 AMHAMKKATA Ha CNIPOBEflEHNTE aKTUBHOCTY;

- CopaboTyBa €O efjHWLMTE Ha NOKasHaTa camoynpa-
Ba, OpraHnTe, MHCTUTYLMUTE 1 3APYXXEHMjaTa, 3a CnpoBeay-
Batbe Ha aKTUBHOCTUTE Of CTpaTernjata;

- Copab0TyBa CO Mef'yHapoLHW OpraHu3aumm;

- MnaHvpa 1 peannampa KOOPAMHUPaHU aKTYBHOCTM 3a
CeMejHO HacuCTBo.

UneH 4
HaunoHanHWoT 13BecTyBaY 3a cBojaTa paboTa ja u3Be-
cTyBa Bnafarta Ha Peny6ivka MakefoHMja Ha CEKOM LUeCT
MeceLy.

UneH 5
OBaa of/lyKa Bfierysa BO CUfa CO [IeHOT Ha [OHeCyBa-
e, a Ke ce 06jasn BO ,,Cnyx6GeH BECHWK Ha Peny6nmka
MakegnoHuja“.

bp. 41-742/1 3aMeHMK Ha npeTcegartenoT
17 ¢eBpyapu 2013 roguHa Ha Bnagata Ha Peny6nuka
Ckonje MakefoHuja,

M-p 3opaH CTaBpecKH, c.p.

776.

Bp3 ocHoBa Ha uneH 36 cTas 6 of 3akoHOT 3a BnasaTa
Ha Peny6nvka MakegoHuja (,,Cny6eH BeCHMK Ha Peny6-
nvka MakegoHuja“  6p.  59/2000, 12/2003, 55/2005,
37/2006, 115/2007, 19/2008, 82/2008, 10/2010, 51/2011 un
15/2013), Bnagata Ha Peny6nuka MakefoHuja, Ha ceaHu-
Lara ogpxaHa Ha 17.2.2013 roguHa, foHece

PEWLEHWNE
3A MMEHYBAHWE HA TPETCEOATE/, HALMO-
HANEH N3BECTYBAY W YJIEHOBW HA HALWNO-
HATHO KOOPAMHATUMBHO TEJIO 3A CNEAEHE
N OUEHKA HA MMMNNEMEHTALUMIATA HA HA-
LMOHANHATA CTPATEINJA 3A CIPEYYBAKE
M 3ALLUTUTA O, CEMEJHO HACW/ICTBO 2012-2015

1. 3a npeTceaaren, HauMOHaIeH N3BECTYBAY W YNeHOBN
Ha HauuoHaNHOTO KOOPAMHATMBHO TENO 3a Chedewe U
OLieHKa Ha MMnemMeHTaumjaTa Ha HalumoHanHaTa cTpaTeru-
ja 3a cnpeyyBarbe 1 3aWITUTA 0f CEMeJHO HacuncTeo 2012-
2015 ce nmeHyBaart:

MWHUCTEPCTBO 3a TPYA U CoLMjaiHa NOUTUKA:

- NpeHa Topopocka - npetcefaten Ha HaumoHanHOTO
KOOPAMHATUBHO TeJO.

- bunjaHa TpajkoBCcKa, HaLuMoOHaeH M3BecTyBay Ha Ha-
LIMOHASTHOTO KOOPLMHATVBHO TEJO.

- Cothmja CnacoBcKa, YneH;

- Nvgmja W Tepjos, uneH;

- CseT/iaHa LIBETKOBCKa, UneH;

MWHWUCTEPCTBO 3@ BHATPELIHM paboTu:
- lnnjaHa JakoBYeBcKa, yneH
- XaknuHa MpocapoBcka, 3aMEHUK YieH

MwuHWCTEPCTBO 3a 34paBCTBO:
- Hvkmnua MaHosa, YneH
- 3opaH CT0jaHOBCKM, 3aMEHUK Y/EH

MwuHucTepcTBO 3a npasga:

- [ejaH LiBeTaHOBCKM, UneH

- MapujaHa TprnyHOBCKa, 3aMeHVK YeH
MwuHUCTEPCTBO 3a 06pa3oBaHue U HayKa:
- Meopre Hukonos, yneH
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- MupjaHa JopaHOBCKa, 3aMEHVK Y/eH

CekpeTapujar 3a eBPOrCKM npatuara:
- AnekcaHapa BykoBuK, uneH
- Hena HeHoBCKa, 3aMeHVK uneH

[eHepaneH cekpetapujat Ha Bnagata Ha Peny6nvka
MakefoHuja:

- BecHa BacuneBa, yneH

- Onveepa AMUTPUEBa, 3aMEHMK Y/eH

CobpaHue Ha Penybnvka MakefoHuja:

- NvnjaHa MNonoscka, 4neH

- Capuje Nnja3su, yneH

- Bjonua Mexmetn HypeavHn, 3aMeHVK YeH

"paraHCKWTe opraHm3aluu:
- EnenHa umyuiesa, uneH
- Mwuna LlapoBcKa, 3aMeHUK YfeH

2. OBa peLleHue BeryBsa BO Cu/la CO AEHOT Ha [OoHecy-
BakbeTO, a Ke ce 06jaBu BO ,,Cny>6eH BECHWK Ha Peny6u-
Ka MakefgoHuja.”

bp. 41-742/2 3aMeHuWK Ha npeTceaartenoT
17 deBpyapu 2013 rogmHa Ha Bnapata Ha Peny6nuka
Ckonje MakefoHuja,

M-p 3opaH CTaBpeckw, c.p.

MWHWNCTEPCTBO 3A 3EMJOLE/NICTBO,
LUYMAPCTBO /1 BOOOCTOINAHCTBO

777.

Bp3 ocHOBa Ha uneH 69 anuHeja 2 of 3akOHOT 3a 34pas-
jeTo Ha pacTeHujaTa (,,Cny>k6eH BecHVK Ha Peny6avka Ma-
KegoHmja“ 6poj 29/05, 81/08, 20/09, 57/10, 17/11 wn
148/11), MMHUCTECTBOTO 3a 3eMjOAeNCTBO, LUYMapCTBO M
BOZIOCTOMAaHCTBO, [jOHeCe

HAPEOBA
3A CMNPOBEAYBAHE HA MEI'YHAPOAHWNOT
CTAHOAP/[ 3A YTIATCTBA 3A NMPOIrPAMUTE 3A
YHNWTYBAHE HA LUTETHW OPITAHN3MW BP. 9

YneH 1
Co oBaa Hapefba ce NMponuLIyBa HaYMHOT Ha CNpPoBeay-
Batb€ Ha MelyHapoAHWOT CTaHAapf 3a ynatcTea 3a nporpa-
MWTE 3a YHULUTYBaHE Ha LUTETHW opraHm3mu 6p. 9.

UneH 2
Bo nocTankara 3a yHWLITYBate Ha LUTETHW OpraHus-
MU, MOXe fJa Ce MpuUMeHW MefyHapOAHWOT CTaHiapg 3a
ynaTcTBa 3a NporpamMuTe 3a YHULLITYBakbe Ha LUTETHWU opra-
HM3MK 6p. 9 KOj e pageH Bo MpuIor 1 e CoCTaBeH fen Ha
OBaa Hapep6a.

UneH 3
Osaa Hapefi6a Bfierysa BO CW/a HapegHWOT AeH of Je-
HOT Ha 06jaByBareTO BO ,,CNy>K6eH BECHUK Ha Penybmka
MakefoHnja".

bp. 17- 89/1 MWuHWCTEp 3a 3eMjofenNcTBo,
5 theBpyapun 2013 rogmMHa  LUYMapcTBO M BOLOCTOMAHCTBO,
Ckonje Jbynuo AnmoBcKu, c.p.
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1.2 MnaHoBK 3a HenpeaBUAEHN OKOSTHOCTH

MoTpebHO € pa nocTojaT NNaHoBM 3a HEnpeaBUAEHW cuTyauun 3a CrnpaByBake CO
CneunUYHN LITETHN OPraHM3MyM UMW TPynuM Ha LUTETHW OPraHu3Mu, KOUM umMaaTt BUCOK
noTeHumjan Ha 3apas3a M 3a KoM MNaHoT 3a YHULITYBake Ce CMeTa AeKa € pearneH u
notpebeH, npej LWTETHUTE oOpraHu3Mu pa OGuaaT NpUCyTHU BO OAPEAEHO Mojpadvje.
M3paboTkaTa Ha BakoB BUA Ha NNaHOBU € o4 KOPUCT, Buaejkn aasa fOMNONHUTENHO Bpeme
3a pas3mucnyBakwe, npoueHa U UCTpaxyBawe, LTO e noTpebHO Aa ce ocurypu feka
nporpamaTa 3a yHUWTyBawe € A00pO HanpaBeHa u Moxe ga Ouae ussplieHa Op3o u
edumkacHo. BakBuTte nnaHoBK Ce 0f 3Hauewe Kaj npeasuaeHunte MNporpamu 3a copaboTka,
Ouaejkn nctTuTe oBO3MOXyBaaT NOCTaNKUTE Ha AOrOBOPHUTE CTpaHu Aa buaaTt HaBeAeHU n
LOroBOpeHW, npea cnpoBejsyBaweTo Ha [lporpamaTta. [JoOMEHOTO WCKYCTBO Of
NPeTxXoAHUTE YCMNEWHOo peanuanpaHn [lporpamu 3a yHUWTYyBawe, MOxe ja 6buae
WCKIYyYMUTENHO KOPUCHO 3a n3paboTka Ha nnaHoBUTE 3a HENpeABUAEHW CUTyauun Unu 3a
OoLeHyBake Ha HuBHaTa M3BOANUBOCT. MCTO Taka, ONWTMOT nNnaH 3a HenpeaBuiEeHu
OKOJTHOCTK € KOpPUCEH 3a fa ce 06e3bean 6p30 fejcTByBake, BO Cry4yaj kKora ce notpebHu
MEPKM 32 UTHO YHULLTYBaH-E.

Kako wWTO HanpegyBaaTt AoCTanHUTE TEXHONOMMU 3a yHULITYBawe, Tpeba aa ce uma BO
npeasua aeka Guonorujata Ha LUTETHUTE OPraHU3MK 3HAYUTENTHO Ce MeHyBa. 3aToa, He
Tpeba cute akTopu KOU Ce HaBeaeHN BO OBOj CTaHAAPA Aa Ce 3emaT BO npeasug npu
nnaHMpaweTo Ha MNporpaMmuTe 3a YHULLITYBaHE.

1.3  OO6Bpcka 3a n3sectyBamwe U pasmeHa Ha MHpopmaymm

YTBpAayBawe Ha rnojaBaTa Ha HOB LITETEH OpraHM3am BO MOMEHTOT WNUM  Kako
noTeHumMjanHa OnacHOCT WHULUMpa Mpouec Koj co3fjaBa OOBpCKa 3a M3BECTyBake Ha
apyrmte NPPO Bo pamknte Ha MeryHapogHaTa KOHBEHUMja 3a 3aluTvTa Ha pacTeHujaTa
(HoB npeuncTteH TekcT: uneH VII 2j u unen VIl 1a n 1e) n e onvwan Bo ISPM 6p. 8:
OnpepenyBawe Ha CTaTycOT Ha LUTETHU OPraHn3Mu BO OAPEAEHO nojpavje.

Mpes pa ce cnposeae [lporpamata 3a YHUWTYBawe Ha LWTETHATE OPraHu3mu,
nporpammnTe 3a UHPOPMUPaHE Of jaBEeH KapakTep Wnu ApyrM CpeicTBa 3a pasmeHa Ha
MHOPMaUMK 3a noLumMpokaTa jaBHOCT, Kako LWITO Ce NpOou3BOAMTENUTE, rparaHuTe u
nokanHute camoynpasu, Tpeba fa ce NOMOrHe BO MNOAMIHYBaweTO Ha HUBOTO Ha
WHOpMUpaHOCTa 1 3ano3HaBake CO nporpamaTa.

2. Opnyka 3a cnpoBefyBawe Ha [1porpamaTa 3a yHULLTYBaHEe

OganykaTa 3a cnpoBeayBawe Ha [porpamara 3a yHULITYBake Nponsnerysa oj npoueHaTta
Ha OKOJIHOCTUTE BO BPCKa CO OTKPMBAHKETO Ha LWTETHU OpraHu3Mu, HuBHaTa
naeHTudukauyja, naeHTUMPUKYBaHMoT pusnk co PRA, npoueHata Ha cerawHata u
noTeHumMjanHata palnpeHoCT Ha LUTETHUTE OpraHM3MyM U npoueHarta Ha U3BOANMBOCTA
Ha cnpoBejyBaweTO Ha nporpamara 3a yHuwTtyBawe. OBa npeTcrtaByBa A0OpPO UCKYCTBO
3a ja ce NocBETU BHUMaHWe Ha cUTe npenopavaHy KOMNoHeHTU. [lopaaun gocTanHocTa Ha
nogaTouuTe U pecypcuTe, OBOj Ha4YMH BO Npakca Moxe aa buae orpaHudveH. Bo cnyvau
Kora muarneja aeka ce rnotpebHu UTHU MEpKU 3a yHULWTyBawe (HeojaMHelleH BNne3 Ha
LUTETHWU OPraHM3Mm CO CnoCOBHOCT 3a 6p30 wunpewe), notpebHa e 6p3a uHTEpBEHUM)a,
uctarta ga buge npetnasnueo nsdanaHcupaHa a co nogeTanHuTe aHanusn v nnaHupamwa
Ke ce 3ronemart pesynraTture.

2.1 3anoyHyBane

Mporpamata 3a YyHUWTYBawe Ha LWTETHM opraHuamm Tpeba pa ce 3anovyHe co
OTKPUBaHETO Ha HOBW LUTETHUTE OPraHn3MK1, KOW npouanerysaat o OnwTUOT HaA30p UNn
o4 nocebHuTe uctpaxysawa (ISPM 6p. 6: Hacoku 3a Hagsop). Bo cnyyaj Ha OTKpUEHM
LUTETHM OpraHn3mu, nporpamMara 3a yHULITyBawe Ke 3anoyYyHe CO 3aKOHCKa oanyKka (oanyka
JOHeceHa 3a aa ce yTBpAM nojpadyje BO KOe HeMa NPUCYCTBO Ha LUTETHM OpraHu3mm).
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2.2 VapeHTtndukaymja

MpeunsHa naeHTdurKaumja Ha WTETHUTE OPraHn3mMm € o OCODEHO 3HaYewe 3a Aa ce
n3bepe coopBeTeH HaunH 3a yHuwTyBawe. NPPO Ttpeba pa mma BO npensup apeka
naeHtTudukaymjata moxe pa 6buae HayyHO M npaBHO ocnopeHa. [lopagn TOa,
naeHTudukaumjata Tpeba fa ce noTBPAM O4 CTpaHa Ha NPU3HATU U HE3aBUCHWN EKCNEPTW.

NaeHTndurkaumjata moxe ga duae HenocpenHa, AOKOMKY LUTETHMOT OpraHM3am IeCHO n
CO CUTYpHOCT Ce uaeHTudmukyea og ctpaHa Ha NPPO.

MeToauTe 3a naeHTudmrKaumja ce pasHOBUAHN, Of NPEeno3HaBakeTO 3aCHOBaHO CaMoO Ha
MOPCONOLLKA KapaKTEPUCTUKMA, nocoducTmumpaHn OMONOLWKM TecTupawa, na ce A0
XEMUCKN WNN TFeHeTCKn aHanuan. N3bpaHnoT meTosd, AoHeceH of ctpaHa Ha NPPO,
3aB/UCU Of AAAEHWOT opraHM3am U oA HajnpudaTeHuTe N HajnpakTU4YHWM CpeacTBa 3a
noTepayBawe Ha naeHTudukaumjaTa.

Bo cnyyamn kora koHeyHaTa ueHTUdMKaumMja HE € MOXHa BejHall, akTUBHOCTUTE KOowu
Tpeba aga ce npesemaT ce onpasayBaaT CO APYrM (PaKTOPW, KaKO LUTO € CTeneHOT Ha
OLUTETEHOCT Ha pacTeHujaTa AOMakuHW. BO BakBu Cryyaun, BaXHO € jga ce 3avyBaar
npumepoumTe 3a MOXHa aHanu3a BO UgHuUHaTa.

2.3 TlpoueHka Ha MOMEHTanHaTa 1M noTeHumjanHarta pacrnpoCTPaHEeTOCT Ha LUTeTHUTE
opraHu3mu.

MoTpebHa e npoueHa Ha MOMEHTanHaTa pPacnpoCTPaHETOCT, KakO 3a HOBUTE, Taka M 3a
YTBPAEHUTE LWTETHM OpraHn3mu. MNoTeHumjanHaTta pacnpoCTPaHETOCT HajuyecTo e of
NOronemMo 3Ha4yehe 3a HOBUTE LUTETHN OPraHn3mmn, O4HOCHO MOXe Aa buae of 3HaveHe n
npy NpoueHa Ha YTBPAEHWUTE LUTETHW OopraHu3mu. [logaTtouuTte Kou ce uaeHTUduKkysaaT
NPy NOYETHOTO UCTPaxyBawe UmaaT AenoBu Koe He ce noTpebHuM 3a nporpamara Koja ce
OfHEecyBa Ha yTBPAEHUTE LUTETHN OPraHn3Mu.

2.3.1 TloyeTHO UCTpaxyBamwe

MogaTounTe KOM Ce MOBP3aHU CO OTKPUBAHETO HA HOB LUTETEH OpraHmsam, HEroBoTO
reorpadpcko NOTEKNo 1 narekara, Tpeba ga ce yysaar un pesmaupaat. OBaa nHpopmaumja
He e noTpebHa camo npu AOHECYBawe Ha OAJlyKa 3a YHULITYBaweTO, TyKy € notpebHa n
3a MAEHTUMVKYBaE U KOPEerMpawbe Ha HeAO0CTaTOKOT CO UCKIYYEHOCT Ha CUCTEMUTE 3a
LUTETHWN OPraHn3mm, Kom Moxxebu npuaoHene 3a HUBHOTO BHECYBaH-E.

2.3.1.1 MNoaaTtoumn cobpaHn Ha MECTOTO Ha OTKPMBaHE UK nojasa

MNMoTpebHo e pa ce cobupaat MHpoOpMaLUn 3a YCNOBUTE HA MECTOTO Ha OTKpUBaHE WUn
nojaByBawe Ha LUTETHUTE opraHn3amn. OBue MHopmaLmm BKyvyBaar:

- reorpadckaTa nokauuja;

- MECTOTO Ha 3apa3eHnTe AOMaKUHW;

- 06eMOT 1 BnWjaHMETO Ha LwWTeTaTa, Kako U CTEMEHOT Ha pacnpoCTPaHeToCT Ha
LUTETHATE OPraHn3mMu,;

- Kako Bune OTKPUEHN N MAEHTUMUKYBAHN LUTETHUTE OPraHN3Mu;

- NnocrneaHNoT yBO3 Ha pacTeHUja Unu pacTUTENHM NPOU3BOAN;

- ncTopujaT Ha LUTETHMOT OpraHn3am Ha UMOTOT UK BO NOAPaYjeTo;

- LBWXEHETO Ha nyfe, NpOM3BOAN, OrNpemMa 1 NpeBO3HM CPEeACTBa;

- MeXxaH13aMm Ha LUMPEHETO BO NOApaYjeTo;

- KNMMaTCKN 1 NOYBEHW YCIOBY;

- cocToj0a Ha 3apaseHuTe pacteHuja n

- nocTanku nNpu oarneayBame.
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2.4.1 BWONOLLKM N EKOHOMCKN MHOopMaLmmn
NHdopmaymmTe Tpeda ga ondarar:

- ouonornjata Ha WTETHUOT OpraHn3am;
- noTeHUnjanHUTe LOMaKUHN;

- NOTEHLMjaNHO LUMPEHE U OYEKYBAHWNOT CTEMNEH HA LUMPEHE;
- MOXHMW CTpaTernn 3a yHULLTYBaHE:

. dprHaHCUCKN TPOLLOLIM 1 TPOLLOLIM 3a pecypcy,
. AOCTanHOCT Ha TexHonorujaTa,
. NOMUCTUYKM 1 ONepaTUBHU MOXXHOCTH,
- BNWjaHWe BP3 MHAyCTpMjaTa 1 xxmeotHaTa cpeguHa:
. 0e3 yHULWTYBaHe U
. CO CeKoja yTBpAEHa onumja 3a YHULTYBaHe.

2.4.2 CnpoBeayBake Ha aHanu3a 3a UCnnaTtnmeocT Ha lMporpamuTe 3a yHULITYBake

EnHa op npuoputeTHUTE noctanku kou Tpeba ga ce cnposefe e npaboTtkara Ha nucTta 3a
HajNpudaTAMBN TEXHUKM 3@ YHUWITYBawe. BKynHUTE TpowouM WU  COOAHOCOT
Tpowoun/nobusBkn, 3a cekoja cTpaternja Tpeba pa ce npoueHN KPaTKOPOYHO WU
LONropoyHo. BoegHo Tpeba pa ce 3eme BO MpenBuA. MOXHOCTA Aa He ce npeseme
HUKaKBa MepKa, MOXHOCTa 3a ynpaByBake CO LUTETHU OPraHuM3MK, Kako M MOXHOCTa 3a
HUBHO YHULLTYBaHE.

Cute peanHu onumn Tpeba ga Guaat onuwaHn nu pasrnejyBaHu npu OHecyBawe Ha
oanykata. OuekyBaHMTE MPEeAHOCTM U HeAOoCTaToLM, BKy4YyBajkuM ja M UCNNATNMBOCTA,
Tpeba na ce HaBeaaT BO rpaHMuM Ha MOXHocTMUTE. Tpeba fa ce npenopada efHa unu
noBeke onuMnu W MpuToa Aa Ce Mma BO NpeaBua Aeka KoHeyHaTa oanyka Gapa
pasrneayBakbe Ha TEXHUYKATE MOXHOCTW, UCMNATMIMBOCTA, AOCTANHOCTa Ha pecypcute,
KaKo M NONUTUYKUTE U COLIMO-EKOHOMCKUTE haKTOpW.

3. lMpouec Ha yHULWITYBakwe

[MpouecoT Ha YHULLTYBake BKIydyBa OCHOBawe Ha MeHaLlepCKM TUM KOj Ke ja cnpoBeayBsa
lMporpamaTa 3a yHULUTYBawe U Cnopes MOXHOCTUTE Ke ro crneau yTBpAEeHMOT nnaH. Bo
nporpamara ce BKIy4YeHU TPW rnaBHU KOMMOHEHTW:

- Haa3op: nojgpasbupa NoTMNOMHO Aa Ce UCTPaXKM PacnpoCTPaHETOCTa Ha LUTETHUTE
OpraHu3mu;

- orpaHuuyBame: nojpasbupa CnpedyBare 1 LUMPEHE Ha LUTETHUTE OPraHn3Mm 1

- TPeTMaH: nogpasbupa yHULLTYBaHEe Ha NPOHAjAEHNTE LUTETHU OPraHU3MM.

MoTpebHO e ga ce Hacouu N KOOpPAUHMPA Of HajnexHUOT opraH ogHocHo NPPO, 3a ga ce
OCUrypu. AeKka ce YTBPAEHW KpUTepuymuTe, 3a Ja Ce OApeAu Kora e mnocTUrHato
YHULUTYBaH-ETO M AeKa NOCTOM COOABETHA AOKYMEHTaLMja U KOHTPONHU akTuBHOCTU. OBa
€ CO uen 3a ga ce o6e3bean notpebHaTa BEPOjaTHOCT BO pesyntaTtute. Bo Hekon crnyyaum
noTpebHO € fa ce KOHCYNnTMpaaT 1 TProBCKUTE NapTHEPU 3a HEKOW CErMEHTU Ha NPOLIECOT
Ha YHULLITYBaH-ETO.

3.1 dopmupare Ha MeHaLlepcKkn TUMm

MeHaiepcknoT TMmM ce popmMmmpa 3a HacovyBake U KOOPAUHUPaHE Ha akTUBHOCTUTE 3a
YHULUTYBakw-€ MO ofriykaTa 3a npumeHa Ha lporpamara 3a yHuwTyBawe. [onemmHaTta Ha
MeHallepCKMOT TUM Bapupa BO 3aBMCHOCT 04 06eMOT Ha nporpamara u pacnonoxnimeuTe
pecypcy Ha NPPO. MN'onemute nporpamu moxe aa umaar notpeba og ynpaseH ogbop mnu
coBeTofaBHaTa rpyna, BKIy4yBajku M W OHWE LUENHW rpynu Kou moxaT pa obugat
3acerHaTu. Kora nporpamarta BknydyBa HeEKOsnKy 3emju, Tpeba pa ce copmupa wu
pernoHaneH ynpaseH o60p.
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3.2.3 TpeTmaH u/unn mepku 3a KOHTpona

MeToguTe 3a YHULLTYyBawe Ha LUTETHUTE OpPraHM3Mun BKny4vyBaar.

- YHULLITYBaHE Ha AOMaKUHOT;

- Ae3nHdekymja Ha onpemarta 1 00jeKkTUTe;

- TPETMaH CO XEMWUCKM U BUONOLLKN NECTULMAMN;

- CTepuUnuanpare Ha noyearta;

- 3emjuiTeTo Aa He ce obpaboTysa - yrap;

- KOpUCTEHE NEPMOAM KOra AOMaKUHOT € cnoboaeH oA LUTETHU OpraHnM3mu;
- ynotpeba Ha KynTypu Kou ru cy3bvsaaT unu rm OTCTpaHyBaaTt nonynauuvuTte Ha
LUTETHATE OPraHn3mu;

- orpaHuyyBaw€ Ha AonofnHuTenHaTa pesnaoa;

- cTanuuy, Mamum unu Apyrn usmyku METOAMN 3a KOHTPONA;

- ocnobogyBare CO NpUMEHa Ha areHcu 3a B1MonoLLKa KOHTpona;

- ynotpeba Ha TexHuKa CO CTEPUSTHN MHCEKTU U

- npepaboTka Nnn KOHCYMUpawe Ha 3apas3eHNoT NPOU3BOL,.

Bo nosekeTo cnyvan, yHULITYBake€TO BKIydyBa ynotpeba Ha noBeke o eaHa onuuja 3a
TpeTmaH. M36opoT Ha onuuu 3a TPeTMaH U/Mnu 3a KoHTpona Moxe ga buae orpaHuyeH
NpeKky 3akoHCKM oapenbu nnu apyrm dakrtopn. BoO TakBM OKOMHOCTU, UCKNy4youMTE MpuU
WTHW crlydan nnm orpaHunyeHara ynotpeba ke buagat Ha HagnexHocT Ha NPPO.

3.3 lpoBepka Ha YHULUTYBaHETO Ha LUTETHUTE OPraHM3Mu

MpoBepkata e BO HagnexHoct Ha NPPO 3a pga ce noTBpAM AEKA Ce WCMOJSIHETU
KpUTEPUYMUTE KOW Ce YTBPAEHW Ha MNOYETOKOT Ha [lporpamaTta, a co uen ycnewHo
YHULLITYBake Ha WTETHUTE opraHusmu. Kputepuymmnte moxe aa ro onpeaenar
WHTEH3UTETOT Ha OTKpMBaHE NO JaAeH METOA N BPEeMEeTpaeHEeTO Ha UCTpaxyBawe 3a aa
Ce MoTBPAMW OTCYCTBOTO Ha LUTETHM OpPraHmsmu. MUHMMaNHUOT BPEMEHCKU MEPUOL Of,
OTCYCTBOTO Ha LUTETHUTE OPraHM3mMm 3a Aa ce NoTBPAU YHULLTYBaHETO, KOE Ke Bapupa BO
3aBMCHOCT of OuonorMjata Ha LWTETHMOT opraHm3am. [lpu Toa Tpeba pa ce 3emar
npeasua n cnegHuTe akTopu:

- TOYHOCTAa Ha TexHonornjaTa 3a oTKpMBahe;

- CTEeNeHOT Ha e4HOCTaBHOCTA (JIECHO) Ha OTKPUBAHE,;

- XNBOTHMOT LIMKIYC Ha LUTETHUOT OpraHmnsam;

- KNMMaTCKUTe BNnjaHuja n

- edmKacHOCTa Ha TPeTMaHoT.

MnaHoT 3a yHuwTyBawe Tpeba ga rm onpepenu Kputepuymmte 3a objaByBame Ha
YHULLITYBaHETO, KaKO 1 €TanuTUTE 3a NoBMeKyBawe Ha JOHECEHNUTE MPOMUCH.

3.4  [JokymeHTauuja

NPPO Tpeba pa rapaHtupa peka ce BOAM €BMAEHUMja Ha WHOPMauMMTE KOU Tn
ondakaat cute ¢asm Ha npouecoT Ha yHuwTyBaweTo. OcobeHo e BaxHo NPPO pa ja
3ayyBa TakBaTa AOKYMEHTauuWja BO Cryyaj Kora TProBCKUMTe napTHepu ke nobapaart
WHopMaLmn 3a NOTKpena Ha TBPAEHETO 3a OTCYCTBO Ha LUTETHU OPraHUu3mu.

3.5 W3zjaBa 3a yHULWITYBame

Mo 3aBpllyBakeTO Ha eaHa ycnewHa [lporpama 3a yHULWITYBawe, cnejyBa usjaBa 3a
yHuwityBawe of ctpaHa Ha NPPO. Toraw crtatycoT Ha LWTETHUOT opraHum3am BO
oApeneHoTo noapadvje ce peduHmpa  ,,0TCYTEeH“, OAHOCHO ,,VHUIITEH WTeTeH
opraHusam® (ISPM 6p. 8. Ymepdysame Ha Cmamycom Ha WMmemHU OpeaHu3Mu 60
o0pedeHo nolpadje). Toa nopgpasdbumpa KOMyHMKaumja CcO  3acerHatute U
3anHTepecupaHnTe CTPaHK, Kako U CO COOABETHMUTE OpraHn, BO BPCKa CO UCMONHYBaHETO
Ha uenute Ha [lporpamaTta. [JokymeHTauujata og [lporpamarta un pgpyrute peneBaHTHU
JOKa3nM Kou ja noTkpenyBaaT usjaBata Tpeba pa OupaTt 3adyBaHM U AOCTanHM no
BOapaneto Ha NPPO og gpyrute 3emju.
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MWHWCTEPCTBO 3A TPY U
COUWNIANTHA NOINTUKA
778.

Bp3 ocHoBa Ha uneH 27-6 cTaB 2 0 3aKOHOT 3a Bpabo-
TyBakeTO M OCUrypyBarbe BO CAy4aj Ha HeBpabOTEHOCT
(-,;Cny>xk6eH BecHUK Ha Peny6nnka MakegoHuja” 6p.37/97,
25/00, 101/00, 50/01, 25/03, 37/04, 4/05, 50/06, 29/07,
102/08, 161/08, 50/10, 88/10, 51/11, 11/12, 80/12 w
114/12), MMHMCTEPOT 3a TPY4 M coUmMjanHa NonTMKa, AOHe-
ce

MPABUNHWK
3A SBMEHYBAHKE HA TPABUTHVKOT 3A ®OP-
MATA, COAPXXVHATA 1 HAYVMHOT HA BOJE-
HE HA PETUCTAP HA ATEHUMUTE 3A BPLLE-
HE HATIOCPEYBAKE 3A BPABOTYBAKE CO
HAMJTATA BO 3EMJATA 1 BO CTPAHCTBO

YUneH 1
Bo MpaBnnHUKOT 3a hopmarta, CoApXKMHATA N HAYNHOT
Ha BOJEHEe Ha pPerucrap Ha areHuumTe 3a BpLUeHe Ha Mo-
cpedyBarbe 3a BpaboTyBarbe CO Hamnnarta BO 3emjata U BO
cTpaHcTBO (,,CnyK6eH BecHMK Ha Peny6sivka MakeaoHu-
ja” 6p. 17/13), BO 4neHOT 4 360poT “NeT” ce 3aMeHyBa CO
6pojot “30”.

UneH 2
OBOj MpaBW/HWK BNeryea BO CWa HapefHWOT fAeH of
[leHOT Ha 06jaByBareTO BO ,,Cny>KOeH BECHUK Ha Peny6nn-
Ka MakeoHuja”.

bp. 08-664/3 MuHucTep 3a Tpy4
12 theBpyapm 2013 rogmHa 1 coumjasiHa NonnTUKa,
Ckonje Cnupo PucToBcku, c.p.

MWHNCTEPCTBO 3A XXBOTHA
CPEAVHA N TTPOCTOPHO MNAHUPARE

779.

Bp3 ocHoBa Ha uneH 96 ctaB (8) Touka 3 0f 3akoHOT
3a BoguTe (,,Cnyxx6eH BeCHUK Ha Peny6nnka MakegoHuja“
6p. 87/08, 6/09, 161/09, 83/10, 51/11 n 44/12), MUHUCTe-
pOT 3a XKMBOTHA CpefMHa U NPOCTOPHO NNaHMpare, AoHece

MPABUMHUNK
3A ®OPMATA 1 COAPXXNHATA HA PETUCTAPOT
HA 3ALUTUTHW 30HN HA OBNIACTUTE OMPE/JE-
JNIEHW KAKO S3ALUTUTEHO MPUPOAHO HAC-
NEACTBO KAJIE O[PXXYBAHETO U MOJOEPYBA-
HETO HA COCTOJBATA HA BOJUTE E 3HAUAEH
®AKTOP

YneH 1
Co 0BOj NpaBWIHWK Ce NponuLyBaaT opMata 1 coap-
XXUHaTa Ha PerncrapoT Ha 3alTUTHM 30HM Ha obnacTuTe
OrpejeneHn Kako 3aluTUTEHO MPUPOLHO HAcNefCcTBO Kaje
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OfIpXKYBabEeTO M NOf06PYBaHETO Ha COCTOjGaTa Ha BOAUTE
e 3HauaeH (hakTop (BO MOHATaMOLLHWMOT TEKCT: Perucra-

por).

UneH 2

(1) PeructapoT ce BoaM BO (hopma Ha KHura Bo A3
(hopmaT Co TBPAM KOpULM BO TEMHO CMHa 60ja co IMCTOBU
Kou ce Mefyce6HO NOBP3aHN U HyMepUpaHu.

(2) Ha npegHata cTpaHa Ha Permctapot co 3naTtHu 6y-
KBMW Ce HanuLiaHu cnefHuTe 36oposu: Penybnuka Makego-
HWja, MMHUCTEPCTBO 3a XXMBOTHA CpeAMHa U NPOCTOPHO
niaHupare, PermcTapoT Ha 3alWTWUTHM 30HU Ha obnacTuTe
onpefeneHn Kako 3alluTUTEHO MPUPOAHO HacNeACTBO Kafe
0JpXKYBareTo M NoJo6pyBakeTo Ha cocTojbata Ha BoauTe
€ 3HayaeH hakTop.

(3) /lncToBuTe Ha KHWraTa ryn CoApXar crefHuTe noja-
Toum:

1. Mopartoum 3a naeHTU(MKaLMja Ha 3alTUTHaTa 30Ha:

- @JUHCTBEH perncTapckm 6poj;

- Ha3MB Ha 3alLTMTHaTa 30Ha Ha o6nacTa onpegeneHa
Kako 3aliTUTEHO NPUPOAHO HAcnefCcTBO Kafle OfpKyBarbe-
TO 1 NOf06PYBaHETO Ha COCTOj6aTa Ha BOAWTE € 3HayaeH
thakTop (BO MOHATAMOLUHWOT TEKCT: 3alUTUTHA 30HA);

- KaTeropuja Ha 3alTuTa;

- [aTyM Kora e npejJfioKeHO MporfacyBareTo Ha 3a-
LUTUTHATA 30Ha;

- [laTyM Kora e [JOHeceH aKToT 3a NporiacyBakbe Ha 3a-
LUTWTHATA 30Ha;

- M€ Ha aKTOT 3a NporfiacyBarbe Ha 3allTUTHATa 30Ha
(BKNy4yBajKM ro MMETO Ha OPraHoT KOj O JOHEN aKToT U
6pojoT Ha ,,Cny>6eH BeCHMK Ha Penybnuka MakegoHuja”
BO KOj e 06jaBeH aKToT);

- Cy6jeKT KOj ynpaByBa CO 3alUTUTHATa 30Ha U

- [laTyM Ha BfieryBareTo BO CWMa Ha aKToT CO Koj 3a-
LUTMTATa e YKMHATa WU NPOMEHETA M COAPXKMHA Ha MpoMe-
HaTa (JOKONKY € peneBaHTHO) (BKIYyYyBajKu o MMETO Ha
OpraHoT KOj ro joHecyBa akToT 1 6pojoT Ha ,,Cny>6eH Bec-
HMK Ha Peny6nnka MakefioHMja” BO KOj € 06jaBeH akToT).

2. Jlokauyja Ha 3aluTuTHaTa 30Ha:

- mecTononoxb6a Ha 3aluTWTHaTa 30Ha, (ONLWTMHA, Ha-
cenba, rpag); reorpacka LWMpPoUMHa 1 reorpagcka gomkm-
Ha Ha HajofjaneyeHnTe TOUKM Ha 3aTUTHATA 30Ha (Hajce-
BepHaTa TOYKa, Hajjy>KHaTa TOYKa, HajucTo4HaTa TOUKa U
Haj3anagHaTa To4Ka);

- nospLuuHa (ha);

- pacTojaHvie nomery HajoAaaneyeHnTe TOUKM Ha Ha 3a-
LWITUTHATa 30Ha (HajceBepHaTa W Hajjy»kHaTa TOYKa, Haju-
CTOYHaTa 1 Haj3anagHaTa TouKa);
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- NpUNagHOCT Ha agMuHucTpatmeeH pervoH (NUTS -
KOZ Ha PernoHOT 1 UMe Ha PernoHoT) U

- 6roreorpag)CKv permoH.

3. Mopatouu 3a KBaNUTETOT Ha BofaTa U GMONOLIKNOT
MVUHVMMYM BO BOLHWTE Tefa Ha 3allTUTHaTa 30Ha Kafe oap-
XYBareTo 1 nofobpyBaweTo Ha coctojbata Ha BoguTe €
3HayaeH (hakTop 1 6e36eAHOCT Ha 3alLTUTHATa 30Ha.

4. Onuc Ha 3aWTUTHaTa 30Ha:

- OMLWTY KapaKTepUCTUKM Ha 06nacTuTe onpefeneHu
KakKo 3alUTUTEHO MPUPOAHO HacneAcTBO (Knacu Ha XwvBea-
NALWITa U APYTY KapakTepUCTUKN);

- KB/IUTET U BXKHOCT/3Ha4ajHOCT Ha 06nacTuTe onpe-
[eneHn Kako 3allTUTEHO MPUPOAHO HacneacTso (Haj6uTHM
KapakTepuCTUKM Ha 061acTuTe onpegeneHy Kako 3allTuTe-
HO NPUPOLHO HAC/EeLCTBO);

- 3arpo3eHOCT (3aKaHW) Ha o6nacTuTe onpefeneHn Ka-
KO 3alUTUTEHO NPUPOAHO HACNeACTBO;

- BUOT Ha CONCTBEHOCT BP3 06/1aCTUTE OMNPeaeneHn Ka-
KO 3aLITUTEHO NPUPOAHO HaCcNeACTBO M3paseHa BO NOBpPLU-
Ha BO ha) n

- UCTOPMCKM 3amu1cK 3a 061acTuTe ONpeaesneHn Kako 3a-
LUTUTEHO MPUPOLHO HacneACTBO (NMPOMEHa Ha KaTeropuja-
Ta Ha 3alTuTa, AaTyM Kora e [loHeceHa NpoMeHara Ha Kate-
ropuvjara Ha 3allTuTa, aKTOT BO KOj € 06jaBeHa npomeHaTa
Ha KaTeropwvjara Ha 3alTuTa, NPOMeHa Ha NoBpLUMHATA Ha
obnacTuTe OnpedeneHn Kako 3aTUTEHO MPUPOAHO Hac-
NeACcTBO U CIMYHO).

5. EKONOLKKM MH(opmaymu;

- MH(opMaummn 3a 3acTaneHocTa Ha TWUMOBW >KUBEaN-
LuTa BO 06/1aCTUTE ONpeAesieHN Kako 3aTUTEHO NPUPOAHO
HacnencTso, nospluimnHa (ha) wnm npoueHTyanHa 3acTare-
HOCT M MpPOLEHKA Ha HMBHaTa cocTojba Ha 3acerHaToct
n/mnm 3alTuTa;

- TUN XMBeaNLLUTE;

- nospwyHa (ha);

- 3acTaneHocT (%);

- NPOLeHKa Ha cocTojbata Ha 3acerHaTocT /v 3awwTu-
Ta;

- MHhopMaLMK 3a 3acTaneHocTa Ha A1BM BUAOBM BO 06-
NnacTuTe OnpeeneHn Kako 3alTUTEHO NPUPOLHO HacneAc-
TBO W MpPOLEHKA Ha HMBHAaTa COCTOjb6a Ha 3acerHaroct
n/mnmn 3awTmTa (NTULKM, UMLadm, BOGO3EMLM, BReYyru, pu-
6u, 6e3’pbeTHNLN, pacTeHwnja, rabm UTH.) 1

- BUf, 6pOjHOCT, cOCTOj6a Ha 3acerHaTocT, CcTaTyc Ha 3a-
WTnTa.

6. AKTMBHOCTW BO 3alLTUTHATA 30Ha:

- MaH 3a ynpasyBarbe CO 06/1aCTUTE ONPeLeNeHN Kako
3alUTUTEHO NPUPOLHO HAC/eLCTBO;

’; Ha Peny6nnka Makeponuja
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- AaTyM Ha JOHEeCYyBake Ha NAaHoT;

- BOXHOCT;

- 30HMpate Ha 00M1acTUTe OMpefeneHN Kako 3aluTuTe-
HO NPVMPOSHO HacNeacTBo;

- TUNOBW 30HUY;

- NOBpLUMHa BO ha Ha Koja ce BpLUM aKTUBHOCTA;

- FOAMLIHA NporpamMa 3a 3allTuTa Ha npupojara u aarty-
MOT Ha [JOHeCyBatbe;

- MPOCTOPeH nfiaH 3a o6nacTuTe onpefeneHn Kako 3a-
LUTUTEHO NPUPOLHO HACNEACTBO U AATYM Ha JOHECYBatbE,;

- yp6aHNCTNYKO NnaHcKa LOKYMeHTauumja 3a obnactmTe
onpeseneHn Kako 3aliTUTEHO NPUPOAHO HACNeACTBO CO fAa-
TYMOT Ha [JOHeCyBatbe;

- /ICTa Ha Npe3emMeHn akTVBHOCTW BO paMKUTe Ha 06na-
CTUTE OMNpejeseHn Kako 3allTUTEHO NPUPOAHO HaCcNeACcTBO
BO TEKOBHATa rofjuHa u

- /ICTa Ha Cy6jeKTN KoM BO TEKOBHATa rofuHa npesema-
Ne aKTUBHOCTM BO 0611aCTUTE OMpPeSeNieHN Kako 3aluTUTEHO
MPUPOLHO HAcnefCcTBO (Ce 0fHecyBa Ha CrpoBefyBare Ha
HEKOe Hay4HO MCTpaxyBatbe, MOHWUTOPUHI WU Apyra
aKTMBHOCT Of MHTEpeC 3a 3allTuTaTa Ha NpupoaTa).

7. 30HMpare Ha 3alTMTHATa 30Ha Ha obnacTuTe onpe-
[eneHn Kako 3alTUTEHO MPUPOAHO HACNeACTBO Kafe o4p-
XyBakbeTo 1 nojobpyBareTo Ha cocTojbaTta Ha BoauTe e
3Ha4vaeH hakTop.

8. KapTorpathcku nprkas Ha 3allTUTHaTa 30Ha CO YTBp-
[eHu1Te 30HK1 BHATPe BO Nojavjeto.

9. MOHUTOPWHT Ha 3alUTUTHATa 30Ha, TOYKMN 38 MOHWTO-
PVHT CO KapTorpadcku NpmKas.

10. MefyHapofeH cTaTyCc Ha 3aWTWTa Ha 06nacTuTe
onpefeneHn Kako 3alliTUTEHO NPUPOAHO HACeACTBO:

- BPCKW CO Apyru MHWUMjaTMBM 1 MefyHapogHW cTaTy-
CW Ha 3alWTUTEHN Nogpadja u

- npeknonyBsake €O MefyHapo4HWUTE Ha3Ha4YeHu 1 3a-
LUTUTEHW nogpadja (NPOLEHTN UK NOBPLUKHA).

(4) dopmata 1 cogpxmHaTa Ha PerncrtapoT ce AafeHu
BO lMpusior Koj e cocTaBeH fien Ha 0BOj MPaBU/THUK.

Unen 3
OBOj NpaBW/HKK BMiEryBa BO CU/la OCMUOT [AeH 0f [fe-
HOT Ha 06jaByBareTO BO ,,CNy>K6eH BECHUK Ha Penybimka
MakefoHnja”.

bp. 07-12181/3-2012
4 hepyapmn 2013 rognHa
Ckonje

MwuHMCTep 3a XXMBOTHA CpeauHa
1 NPOCTOPHO M/aHuparse,
Abannakum Agemu, c.p.
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780.

Bp3 ocHoBa Ha AMaHAMaH XXIX Ha YcTaBoT Ha Peny6-
nmka MakegoHnja (,Cnyx6eH BeCHUK Ha PM“
107/2005), uneH 42 og 3akoHoT 3a cygosute (,Cny>x6eH
BECHUK Ha PM* 6p. 58/2006) 1 uneH 31 cTaB 1 annHeja 4 n
uneH 46 og 3akoHOT 3a CyfcKu coseT Ha Peny6nnka Make-
JoHuja (,CnyxbeH BecHUK Ha PM“ 6p. 60/2006), Cyackn- 5
0T cOBeT Ha Penybnvka MakefioHnja Ha pegosHata 146-Ta
cefHMLa oppkaHa Ha geH 13.2.2013 roguHa, ja [oHece

CYACKW COBET HA PEMNYBNIMKA
MAKEAOHWJA

cnegHata

OANYKA

3A N3BOP HA CY I MOPOTHMNLN
HA ATMENALUVOHEH CY [, CKOINJE

n3bpaHu:
1 ®/IOPUJA
2 CY3AHA
3 CTOJAH
4 OANMUNTAP
5 MBAHA
6 3EHYH
7 BACWUN
8 ENKA
9 MAJA
10 [APATCAHA
11  BEHKO
12 CNABULUA
13 MAKEZOHKA
14  BACKA
15 AHUTA
16 BEOPWA
17 CY3AHA
18 BAJIEHTUHA
19 COHA
20 BEPA
21 ONME
22  BAJIEHTVHA
23  CAOWA
24 NNBAHA
25 CY3AHA
26 NEPO
27  HALBXOA
28 CY3AHA
29 MAPE
30 BEPVUA
31 BAJIEHTMHA
32 CAWA
33  AHKA
34  EMWJA
35 CHEXAHA
36 MAPWA
37 JOPOAHKA
38 30PABKO
39 KATEPUHA
40 MWNOBAH
41  BEPULUA
42  JAHULA
43 VIBAHA

ANEKCAHOAP MAJTMMVHOBA

NOBPE
ATAHAC
BAHO
HUKONA
BADTN
JOBAH
BNAAVMUP
BNATOJA
TOMUC/IAB
/bYBOMWP
PUCTO
ATAHAC
MEJO
BOPUIC
ABA3
JbYBOMUP
FOPIE

KOCTA
CTE®YO
/bYMYO
JbYBEOMWP
ABA3
CTAHOMUP
CTOJYE
KPCTO
BACWN
JOBAH
/bYBWCAB
ANMNTPUIE
APUTOH
BNALO
ANEKCAHJAP
NPATY
LIBETAH
TPAJKO
AHTEJSIKO
NNNIA
B/TATOJA
TOMUC/AB
CTOJAH
ANEKCAHJIAP
AHAPEJA

3a cyauy NopoTHULM Ha AnenauuoHeH cyg Ckonje ce

MOMOBCKA
JNONEBCKA
CTOJKOBCKM
XALINEB
NHLIOBA
PEIZYNIA
JIOHEBCKW
CAHJEBA
CTONEBCKA
JAHEBCKA
MOMOBCKM
LIBETKOBCKA
BA/TIA3APCKA
MAJIMHOBCKA
CTOJAHOCKA
MOTYPOBUK
TACEBA
NBAHOBA
HWNKOMOCKA
NBAHOBCKA
WIVIEBCKA
JIENOB
3A®UPOBCKA
YIKAHOBUK
FABPV/TOBCKA
HNKOMOBCKA
BANLIVEB
MWLEBCKA
LENAC
HAYMUYECKA
TPAJKOBA
MAHECKA
KWTAHOCKM
JAKMOBA
JEBTVK
COTUPOBA
NMETPOBCKA
NIMHKUHOCKA
JOBAHOBCKM
3A®UPOBA
PUNNK
K/IOMYEBCKA
JAKMMOBCKA
JOBYECKA

’; Ha Peny6nnka Makeponuja
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44  MAPWIA VNnIA JOHECKA
45 CHEXAHA  HWKOJNA TAHEBA
46  JATOOA BNATOJA JACEHOBCKA
47  COBA MUWUNOPAL METPOBCKA
48 MAPJAHA JOCh® MWNOLUEBCKA
49  KATUUA rnnror UYPIMHOBA
50 KATEPMHA 3BOHKO HACEBCKA-
CMNACOBCKA
1 30PAH TOME CTAHKOCKUN
2 AHA NA30 BOXXAPOBA
53  AHAPWIAHA BOJIOJA TPMNYEBCKA
4 OJINBEPA METOAWVIA MOMNOBCKA
55  MWIKA PUCTO MPOKOIMEBA
56 VBAHA ALO MonoBuK
57 UBETKO CABE CTOJAHOCKN
58 BOPUC LUTEPJO FEOPI'VEB
59  UMBWLA PUCTO LLANEBCKN
60 WO OYKE HECTOPOCKU
61 MWINLUA FEOPI'U HKOJ/TOBCKA
62 KATUUA LIBETAH UAHIOBA
63 CY3AHA BNATOJA JAKMMOBCKA
64 MAPTUHA  /bYBO COTVPOBCKA
65 AJIEKCAHOAP MAPUHKO BACKK
66 BUWONETA BPAHKO NTOBA
67 JACMWHA  C/OBOAAH CTOJAHOBCKA
68 BEPA JbYBEH HNKO/TOCKA
69 MAPWIA JbYBOMUP VTMEBCKW
70 HEHAL CBETO3AP MWNEHKOBCKA
71 MAPWIA BEJ/IHE TPAJYEBCKA
72 TABA FEOPI'E BOXXMHOBA
PUCTOBA
73  [OEJAH ONMUTAP PNCTOB
74 TABA KPCTE KY3MAHOBCKA
75 CTE®AHN BOJYO METKOBCKA
76 CAHAPA bYMYO METKOBCKA
77  EMWUA bYTMYO CTOJYEBCKA
78 HATAJIMJA ALO WMEBCKA
79 EBOA MABJE CTAHOJKOBCKA
80 PAJHA CVIMEOH HAYMOBCKA
81 EJIEOHOPA CJ/IOBOAAH MWJTKOBA
82 BAJIEHTMHA /bYBOMWP HNKOJ/TIOCKA

Osaa ofyyKa Bfierysa Bo cvna Ha 13.2.2013 roavHa.

Bp. 07-442/1

13 cpeBpyapu 2013 roguHa

Ckonje

781.

Cypacku coBeT
Ha Peny6nuka MakegoHuja
Mpetceparen,

AnekcaHgpa 3ampoBCKa, C.p.

Bp3 ocHoBa Ha AMaHaMaH XXIX Ha YcTaBoT Ha Peny6-

nvka MakefoHuja (,,CnybeH BecHWK Ha PM“

op.

107/2005), uneH 42 og 3akoHOT 3a cygosute (,Cny>xx6eH
BECHUK Ha PM*“ 6p.58/2006) v uneH 31 cTaB 1 anvHeja 4 1
yneH 46 of, 3akoHOT 3a Cyfcku coBeT Ha Peny6nnka Make-
LoHuja (,,CnyxbeH BecHUK Ha PM* 6p. 60/2006), Cyackn-
0T coBeT Ha Penybnvka MakefoHwja Ha pegosHata 146-Ta
cefHMLa oppxaHa Ha geH 13.2.2013 roguHa, ja poHece

cnegHata

OANYKA

3A 3BOP HA CY NI MOPOTHNLN
HA AMENAUMOHEH CY [ LUTWM

3a Cyaun NOopoTHWLUM Ha AnenauuoHeH cya LUTtun ce

n3bpaHu:
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1 CrameH Oumutap KapoBcku
2 ®pocuHa AHren CepadmoBcka
3 [OparaH Anmue Masnos
4 MapuHa I"eopre Buceposa
5 Cama Momuwnno Hwvkonosa
6 Onrunua BeHL0 Hwvkonosa
7 Mapuja CpraH 3naTaHoBUK
8 LLleHaj JemypLua OcmaHoB
9 Katnua MeToaun LLITepjoBa
10 Codue Bbnaxo borpgaHcka
11 Nupgpja BpaHko Hvikonosa
12 Mwupa XuBko Apcosa
13 JaHvena ToHu MnewkoBa
14 Hukona Mujanue Tawkos
15 Towwo Kupun MwuTpos
16 CurMOHYO0 Mujanue MNpoTorepos
17 MeTpe Topmop Hwkonoscku
18 CoBka Tpajko [Javosa
19 abpuena Caluko Kajesa
20 Cnasuua CurMeoH Crownnosa
21 AHrena MeToan Apcosa
22 Tama CreBo Muwuxajnosa
23 Bepuua Mwuxanno JocumoBcka
24 TaHka Koue TpajueBa
25 Mwucka MaHo Cnacosa
26 MwuTtko MBaH CapatuoBs
27 BukTop MwuTko AHTeNoBCKn
28 Puca Kupo CapakvHoBa
29 abpuena Bnaroj AHTOHMEBCKA
30 NunjaHa JopaaH [Jykosa
31 VBaHue Oumutpuja CraHkoB
32 MwuTkO nuropye Lingpos
33 Huvikona 3BOHKO MunnynHckm
34 AnekcaHgap  3opaH Oumntpres
35 Bopue MeTpe CBupKoB
36 LiBeTaHka BaHuo VH1akapoBa

Osaa ofy1yKa Bfierysa Bo cuna Ha 13.2.2013 rogvHa.

bp. 07-443/1 Cyfcku coseT
13 peBpyapu 2013 roguHa  Ha Penybnvka MakefoHuja
Ckonje MpeTceparen,
AnekcaHpa 3ampoBcka, C.p.
782.

Bp3 ocHoBa Ha AmaHaMaH XXIX Ha YcTaBoT Ha Peny6-
nmka MakegoHuja (,Cnyk6eH BeCHMK Ha PM“ 6p.
107/2005), uneH 42 opg 3akoHOT 3a cygosute (,Cny>x6eH
BECHUK Ha PM*“ 6p.58/2006) v uneH 31 cTaB 1 annHeja 4 1
uneH 46 op, 3akoHOT 3a CyfcKu coBeT Ha Peny6nnka Make-
JoHuja (,CnyxbeH BecHUK Ha PM* 6p. 60/2006), Cyacku-
OT coBeT Ha Penybnvka MakefoHwja Ha pegoBHata 146-Ta
cefHMLa oppxaHa Ha geH 13.2.2013 roguHa, ja poHece
crnefHata

OANYKA
3A U3B0P HA CY MW MOPOTHULM
HA OCHOBEH CY/, KABAJAPLI/

3a cyaum nopotHMumM Ha OcHoBeH cyn Kasagapum ce
n3bpaHu:

1. MeHka TaHueBa

2. bunjaHa MykaetoBa

3. MaHpa CkaHaeBa

4. Harawa bolukoBcka

5. Bepuua JoLuesa

6. Jocuth CtojaHOB

: Ha Peny6auka Makegonuja

14 despyapu 2013 rogmHa
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7. OecnuHa CTojaHoBa

8. Mapuja MaHueBa

9. Backa CpbakoBa

10. Pagmua KoctoBsa

11. PymeHka JaHyeBa

12. CHexxaHa MelukoBsa

13. BecHa [nmoBcka

14. bocunka NMeTpesa

15. Envnsaberta ATaHacosa

16. MeHka J1azoBa 1

17. JoBaHKa MuTpeBa.

Osaa ofyka Bierysa Bo cuna 13.2.2013 roamHa.
bp. 07-444/1 Cy[cku coseT

Ha Peny6nunka MakefoHuja

Ckornje Mpetceparen,
AnekcaHgpa 3adpoBcka, C.p.
783.
Bp3 ocHoBa Ha AMaHAMaH XXIX Ha YcTaBoT Ha Peny6-
nvka  MakegoHuja  (,Cnyx6eH BecHMK Ha PM*

6p.107/2005), uneH 42 opf 3akoHOT 3a cygosute (,Cayx-
6eH BeCHVK Ha PM* 6p.58/2006) v uneH 31 cTaB 1 avHeja
4 v uneH 46 opf 3akoHOT 3a Cyfcku CoBeT Ha Peny6nunka
MakegoHunja (,,Cny>k6eH BecHMK Ha PM“ 6p. 60/2006),
CyackuoT coBeT Ha Peny6inka MakefoHuWja Ha pefioBHaTa
146-Ta cegHuuUa ogpxaHa Ha feH 13.2.2013 roguHa, ja go-
Hece cnefHaTa

OANYKA
3A V3B0P HA CYU MOPOTHULN
HA OCHOBEH CY/, KPVIBA MAJTAHKA

3a cyaum nopoTHUUM Ha OcHoBseH cyf, KpuBa ManaHka
ce u3bpaHu:

1. Togopue Jakos

2. Cunuiua CTamMeHKOBCKM

3. [ejaH Nopruescku

4. Cawka MujankoBcka

5. Haga Jofescka

6. EMnnuja bojkoscka

7. CHexaHa LlBeTaHOBCKa

8. LiseTaHka CTojMmnpoBCKa

9. Hatawa TpajaHoBCKa

10. Maja JakumoBcka

11. AaHnen CTOjUIKOBCKU

12. fNaHe MeTpoBCKK

13. Pagmua Mutoscka

14. MNaBnmHa Hukonocka-ApcoBcKa

15. EneHa BennykoBcka

16. OparaHa CTojaHOBCKA

17. Cogmnja Hukonoscka

18. MupjaHa LiekoBcka

19. Cana Puctoscka

20. KpuctuHa Hukonoscka

21. EneHa MutpoBcka

22. AnekcaHgap CT0j4eBCKM

23. Jbybomup MatioBCKu

24. XXaknuHa "opruescka

25. AnekcaHgpa CrehaHoBCKa

26. NpeHa JaknmoBa

27. AHeTta 3naTaHoBCKa

28. Envga Mutposcka

29. CteBYe bnaroeBcku

Osaa ofinyKa Bierysa Bo cuna Ha 13.2.2013 roguHa.

bp. 07-445/1 Cy[cku coBeT
13 cheBpyapu 2013 roguHa  Ha Penybnuka MakefoHuja
Ckonje MpeTcepaten,

AnekcaHgpa 3ampoBCcKa, C.p.



Ctp. 38 - Bbp. 25
784.

Bp3 ocHoBa Ha AMaHAMaH XXIX Ha YcTaBoT Ha Peny6-
nmka  MakegoHunja  (,Cnyk6eH  BecHMK Ha PM*

6p.107/2005), uneH 42 op 3akoHOT 3a cygosute (,Cnyx-
6eH BeCHVK Ha PM* 6p.58/2006) v uneH 31 cTaB 1 aivHeja
4 v uneH 46 opf 3akoHOT 3a Cyfcku coBeT Ha Peny6nnka
MakegoHunja (,,Cny>k6eH BeCHMK Ha PM“ 6p. 60/2006),
CyAcKMoT coBeT Ha Peny6inka MakefoHwWja Ha pefoBHaTa
146-Ta cefHuLa ogpxaHa Ha geH 13.2.2013 roguHa, ja fo-
Hece cnefHara

OLNYKA
3A M360P HA CYUI MOPOTHNLIN
HA OCHOBEH CY/[] TETOBO

6 3a cyamm nopoTHUUmM Ha OcHoBeH cyf TeToBO ce u3-
paHu:
1. Mutko Benue boratMHocku
. AparaH Taco CnacoBcKu
. Jycyth Anvn Llersumbin
. Pagocnas MunaH BoX1HOBCKM
. Caxut Vigpn3 EMyHK
. Broneta Tpne JoBaHOCKa
. JyaxmuH Jycyd Benwuja
. CeeTnaHa ["'epacvm AnekcoBcka
. Acun MycTadga Annju
10. NoppaHa CTojaH bnarojeBnk
11. Jycy AcaH PeLienu
12. Bepka Tomo Kauyenosa
13. Fo%ana boroja MnageHocka
14. Nobpe CaBo HakoBCKM 1
15. Benko KpcTo bnaxescku.
Osaa ofyKa Bfierysa Bo cvna Ha 13.2.2013 roguHa.

O©oO~NOUITRWN

bp. 07-446/1 Cyacku coBeT )
13 dpepyapu 2013 rognHa  Ha Peny6ninka MakefoHuja
Ckonje [peTceparen,

AnekcaHgpa 3agmpoBcKa, C.p.

785.

Bp3 ocHoBa Ha AMaHAMaH XXIX Ha YcTaBoT Ha Peny6-
nmka MakegoHuja (,Cnyk6eH BeCHMK Ha PM“  op.
107/2005), uneH 42 op 3akoHoT 3a cygosute (,Cny>x6eH
BECHVK Ha PM* 6p.58/2006) 1 uneH 31 cTaB 1 anvHeja 4 n
uneH 46 op 3akoHoT 3a Cyfcku coBeT Ha Peny6nnka Make-
LoHuja (,CnyxbeH BecHUK Ha PM* 6p. 60/2006), Cygcku-
OT COBeT Ha Penybnvka MakefioHuja Ha pegosHata 146-Ta
cefHMUa oapkaHa Ha geH 13.2.2013 roguHa, ja AoHece
cnegHata

OANYKA
3A N3BOP HA CYAVIN MOPOTHNLMN
HA OCHOBEH CY/J, KPATOBO

3a cyauv nopoTtHMum Ha OcHoBeH cyn Kpatoso ce u3-
6paHu:

1. isaHa Togop Aocesa

2. CnaraH Ctone CrnacoBcKu

3. Mwunopag Toze AHacTacos

4. 3natko Cawo CTojaHOBCKU

5. BaHye /bynyo Cnupos

6. OparaH CaHge ["'eopineBcku

7. AumuTtapye Mpo3ne MuTesckun

8. 3opuua Cawwo Muxajnoecka

9. Kpucten Kpyme lNaBnoBcku

10. Jann6op Metapyo MoHeB n

11. AaHuena CaHpe Topocosa.

OBaa of/yka Bnerysa Bo cuia Ha 13.2.2013 roguHa.

bp. 07-447/1 Cyfcku coBeT )
13 (heBpyapun 2013 roguHa  Ha Peny6nmka MakegoHuja
Ckonje MpeTtcenaten,

AnekcaHpa 3aprpoBcKa, C.p.

’; Ha Peny6nnka Makeponuja
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786.

Bp3 ocHoBa Ha AmaHaMaH XXIX Ha YcTaBoT Ha Peny6-
nmka MakegoHuja  (,Cnyk6eH BeCHUMK Ha PM“  6p.
107/2005), uneH 42 of 3akoHOT 3a cygosute (,Cny>xbeH
BECHMK Ha PM*“ 6p.58/2006) v uneH 31 cTaB 1 anvHeja 4 1
yneH 46 of, 3akoHOT 3a Cyfcku coBeT Ha Peny6nnka Make-
LoHuja (,,CnyxbeH BecHUK Ha PM* 6p. 60/2006), Cyacku-
OT COBeT Ha Peny6nvka MakegoHuja Ha pegoBHaTta 146-Ta
cefHMLa opgpxaHa Ha geH 13.2.2013 roguHa, ja AoHece
crnegHata

OANYKA
3A N3BOP HA CYAVN MOPOTHULMN
HA OCHOBEH CY/J, AE/TYEBO

3a cyauu nopoTHUuM Ha OcHoBeH cyA [lenyeso ce u3-
6paHu:

1. Cana Pasie [aHeBcKa

2. Tuxomup Bopuc KoctagnHos

3. AHTOHWO [paraH OUMUTPOBCKM

4. Jbynka bpaHe AnMnUTPOBCKa

5. AaHnena MnageH MuTpeBcka

6. bnaroj Mune MuteBcku

7. [opaH ATaHac BaHOB

8. JoBaHuo Kupo Mepfapcku

9. Bnatko bnarojyo Cokosnos

10. Aywko MunagnH MuyxannoBscku

11. AnekcaHzpa Mutko Munyescka

12. KatepuHa lNasne KoctaguHoBsa

13. Maja Cnase CTojueBcka

14. AnekcaHgpa bnarojuo AumnTpoBCcka

15. EneHa MeTtogun OumnTpoBCKa U

16.Comba [lparaH Cton4osa.

Ogaa ofiyka Bierysa Bo cuna Ha 13.2.2013 roguHa.

bp. 07-448/1 Cy[cku coBeT
13 cheBpyapu 2013 rofguHa  Ha Peny6nuka MakefoHuja
Ckonje MpeTcegaren,

AnekcaHgpa 3ampoBcKa, C.p.

787.

CygncknoT coseT Ha Penybnmka MakefoHuja, nocrany-
BajKu cornacHo uYneH 73 ctaB 1 anmHeja 3 o 3aKOHOT 3a
cyposurte, (,,CnyxbeH BecHVK Ha PM* 6p.58/2006) B.B. CO
uneH 26 of 3aKOHOT 3a M3MeHYyBatbe 1 AO0MN0MHYBaHe Ha 3a-
KOHOT 3a cygosuTe (,,Cny>x6eH BeCcHMK Ha PM* 6p.
150/2010), uneH 50 og 3akoHOT 3a Cyacku coseT Ha Perny6-
nnka MakegoHuja (,,Cny>x6eH BeCHUK Ha PM* 6p.60/2006)
B.B. CO Y/eH 7 o[ 3aKOHOT 3a U3MEeHYBaHe U [0MO/HYBaHe
Ha 3akoHOT 3a Cyacku coBeT Ha Penyb6nnka MakegoHuja

(»-Cnyx6eH BecHMK Ha PM*“ 6p.150/2010), Ha AeH
13.2.2013 roguHa, foHece
PEWEHWE

Ce KOHCTaTVpa MpecTaHOK Ha cyauckata (yHKUmMja Ha
MwunaH JoraHymcku, cygmja Ha OcHoBHMOT cyf Ckonje 1
Ckonje, co HaBpLUyBarbe Ha 64 roauHun Ha 7.2.2013 roguHa.

PelueHneTo B/erysa Bo Cia CO AEHOT Ha [AOHECYBaHe-
T0 — 13.2.2013 roguHa.

bp. 07-441/1 Cy[cku coBeT
13 peBpyapu 2013 roguHa  Ha Peny6avka MakefoHuja
Ckonje MpeTcepaten,

AnekcaHgpa 3agmMpoBcKa, C.p.



19 dhepyapu 2013
ATEHLWIA 3A XPAHA U
BETEPMHAPCTBO
788.

Bp3 ocHoBa Ha uneH 19 cTaB (2) o4 3aKoHOT 3a BeTepu-
HapHo-MeauuMHCKN npenapaty (,CnyX6eH BeCHWK Ha Pe-
ny6nvka MakefoHunja” 6poj 42/10 n 136/11), ampekTopoT
Ha AreHuujaTa 3a XpaHa 1 BETEPMHAPCTBO, JOHeCe

MPABUNHWK
3A ®OPMATA N COAPXXNHATA HA OBPA3ELIOT
HA BAPAHETO 3A N3OABAHE HA OOEPEHVE
3A CTABAHE BO NMPOMET HA BETEPUHAPHO-
MEOVMUMNHCKW MPEMAPAT, KAKO N OMNWTUTE
M TMOCEBHUTE YCJ/1OBU KOU TPEBA A T NC-
MOJIHN BETEPUHAPHO-MEAVNUMNHCKWNOT TMPE-
MAPAT 3A CTABAHE BO NMPOMET ()

UneH 1
Co 0BOj NpaBUIHKK Ce NponuLyBa hopMaTa U COLPXK-
HaTa Ha 06pa3eLoT Ha HapareTo 3a u3gaBawe Ha 0fobpe-
HVe 3a CTaBakbe BO MPOMET Ha BETEPUHAPHO-MeANLIMHCKU
npenapar v onwTuTe U NocebHWUTe yCnoBM kou Tpeba fa
M UCMOJHN BETEPUHAPHO-MeMLMHCKMOT Npenapar 3a CTa-
Barbe BO MPOMET.

UneH 2

(1) NMoummnTe petmHMpaHn co 3aKOHOT 3a BeTepuHap-
HO-MeAWLUMHCKM MpenapaTtu ce npuUMeHyBaaaT U BO OBOj
NpaBUIHUK.

(2) MommmnTe ynoTpebeHn BO 0BOj MPaBUIHUK IO MMaat
CIejHOTO 3HaueHe:

1) ,,PethepeHTeH BeTepmHapHO-MeAULMHCKM Mpena-
paT“ e BeTepMHapHO-MeAMLMHCKM NpenapaT KojLwTo e 040-
6peH 3a CTaBarbe BO MPOMET COM/laCHO 3aKOHOT 3a BETepU-
HapHO-MeaMLUMHCKM NpenapaTtyi 1 yfieH 6 of 0BOj mpaswn-
HUIK.

2) ., naBHo [Jocue 3a AHTUTENa Ha BakuuHu” e no-
cebeH fien o A0CKeTO Ha GapareTo 3a CTaBakbe BO MPOMeT
Ha BaKLMHa, KOj r' COLPXMN CUTE peneBaHTHU MoAaToum 3a
KB&/IMTETOT Ha CUTE aKTUBHY CYNCTaHLMW KOW Ce COCTaBeH
[en Ha 0BOj BeTepuMHapHO-MeauLUMHCKM npenapart. Moce6-
HMOT fen MoXe fa 6uae 3aefHWUYKU 3a efHa WM noBeke
MOHOBAJIEHTHN U/MNN KOMOUHMPaHW BakKLWHW KOW ce MpeT-
CTaBeHW 0f CTpaHa Ha UCTWUOT NOAHOCUTEN Ha 6apareTo 3a
CTaBatbe BO MPOMeT.

3) ,,[ocre 3a MyntuBakumHaneH Coj“ e noeAMHeYHO
[0C1e KOe TVl COLPXWN CUTE PefieBaHTHY NoJaToum 3a efyHe-
TBEHW, U NPEKYy Hay4HWOT W3BELUTaj 3a PasNYHK COeBU U
KOMOMHaLMM Ha COeBM 3a 0f06pyBarbe 3a CTaBate BO MpPo-
MET Ha BaKL/HY 32 aHTUrEHCKM BapujabuaHn BUPYCU.

Co 0BOj MPaBW/HKK Ce BPLUM YCOr/acyBare Co oapeaduTe Ha [duvpe-
kTuBata 2001/82/EK Ha EBponcknoT MapnameHT 1 Ha CoBeToT of 6
Hoemspun 2001 roguHa 3a Kogekc BO OLHOC Ha BeTepuUHapHO-Meau-
LIMHCKUTe npenapaty Ha 3aegHuuara (32001L0082); nsmeHeTa u go-
nosnHeTa co [vpektveata 2004/28/EK Ha EBponckvoT lMapnameHT 1
Ha CoBeToT 04 10 ®eBpyapu 2004 roguHa (32004L0028); nsmeHeTta n
nononHeta co AupekTmearta 2009/9/EK (32009L.0009); n3meHeTa u go-
nonHeta co Perynatueata (EK) Bp. 470/2009 Ha EBponckuot MNapna-
MeHT 1 Ha CoBeToT 04 6 Maj 2009 roavHa; n3MeHeTa 1 LONOMHETa CO
[NunpekTtneata 2009/53/EK Ha EBponckuoT MapnameHT n Ha CoseToT
o4 18 jyHu 2009 roguHa (32009L0053); n3MeHeTa 1 foMosHeTa co Pe-
rynatusata (EK) bp. 596/2009 Ha EBponckuoT MapnameHT 1 Ha Cose-
TOT 04 18 jyHn 2009 rogmHa (32009R0596).
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4) ,,EMEA* e EBponcka MegnuuHcka AreHumja Koja
€ OfIrOBOpHa 3a ycorfiacyBarwe Ha MOCTOjHUTE Hay4HW no-
TEeHLMjanun CTaBeHW Ha pacnonararwe Ha 3eMjuTe UneHku 3a
eBa/lyaumja, Haas3op M (hapmMakoowKa BHUMATEHOCT Ha
MeAMLMHCKUTE NpenapaTu.

5) ,,3emja usieHKa"“ e cekoja 3emja uneHka Ha Espon-
cKara YHuja.

6) ,, TpeTa 3emja“ ce cute 3emju ocBeH Peny6nnka Ma-
KefJOHMja 1 3emjuTe YneHKN Ha EBponckarta YHuja.

UneH 3

(1) O6pazeloT Ha 6apareTO 3a CTaBake BO MPOMET Ha
BETEPMHAPHO-MEANLIMHCKM Npenapar ce COCTOM 0f, eanHae-
ceT MefycebHO noBp3aHM cTpaHn Bo A4 dopmaTt Ha XapTu-
ja Bo 6ena 6oja.

(2) O6paseuoT Ha HapareTo o4 cTaB (1) Ha 0BOj uneH
1 COAPXKM CefHVBE NOAATOLM:

1) pen 1: Tvnosu Ha 6aparbe

2) pen 2: MoeanHOCTYM 3a 0406pYBaHETO 33 CTaBake BO
npomet

3) fen 3: Hay4yHu co3HaHuja

4) pen 4: bapara 3a 006pyBare 3a CTaBare BO NPO-
MeT 3a Apyru 3emju

5) fen 5: MN3jasa n notnmc

6) nen 6: 36upeH n3BewTaj, EkcnepTcku nssewTan u
TexHnuka [JJokymeHTaumja

7) pen 7: Jincta Ha NpUoXeHU LOKYMEHTH

(3) O6paseLoT Ha baparbe 04 cTaB (1) Ha 0BOj YfieH e
JageH Bo Mpunor | Koj e cocTaBeH Aen Ha 0BOj NPaBUJTHYK.

UneH 4

Bo 3aBMCHOCT 07 YCNoBWTE 3a CTaBarbe BO NMPOMET W MO-
TpebHaTa fOKYMeHTauuja, Bo genoT 1 of 06paseuoT Ha 6a-
parbe ce NoMoJsIHyBa COOABETHO TUMOT Ha baparse, 1 Toa:

1) KomMnneTHO Gapare 3a cTaBakbe BO MPOMET BO COr-
NacHOCT CO YneH 5 of, 0BOj NPaBUIHUK;

2) b6apatbe 3a CTaBate BO MPOMET BO CAyYauTe Of YseH
7 ctaB (1), (2) (3) n (4) oa oBOj NpaBUHKK (baparbe 3a re-
HepUYKM Npenapar);

3) Gapatbe 3a cTaBakbe BO MPOMET BO C/y4auTe Of UsieH
7 ctaB (5) of 0BOj NpaBUAHUK (“XMBpPMAHO Gapare*);

4) bapatbe 3a CTaBate BO MPOMET BO C/lyvamTe Of YseH
7 cTaB (6) of 0BOj NpaBWHUK (bapare 3a 6UONOLLKKM Mpe-
napar);

5) 6aparbe 3a CTaBate BO MPOMET BO CAyYamTe Of YseH
8 0f 0B0j NpaBUNHKK (bapare 3a Npenapar co Jobpo eTab-
NnpaHa ynotpe6a);

6) 6aparbe 3a CTaBate BO MPOMET BO CAyYauTe Of YseH
9 of 0BOj NpaBWNHUK (6apare 3a HenpoMeHeTa KOMOMHa-
umja);

7) Gapatbe 3a CTaBatbe BO MPOMET BO C/ly4auTe Of UsieH
10 opf 0BOj MpaBMHUK (6apakbe CO MH(opMUpaHa cornac-
HOCT);

8) Gapatbe 3a cTaBakbe BO MPOMET BO C/ly4auTe Of YsieH
11 op 0BOj NPaBUHNK;

9) Gapatbe 3a CTaBarbe BO NMPOMET Ha XOMeOoNaTCcKu Be-
TepyHapHO-MeAULMHCKM Npenapat BO COriacHOCT CO Y/eH
13 0j, 0BOj NPaBUNHWK;

10) 6aparbe 3a CTaBakbe BO NPOMET CO MefycebHO npms-
HaBatbe BO COrMacHOCT €O YieH 16 of 0BOj NpaBUHNK;
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11) Gapatbe 3a CTaBare BO NPOMET CO MPU3HaBare Ha
LieHTpann3npaHoTo ogobpeHne Bo EBponckata YHuja BO
COr/1aCHOCT CO YneH 17 of 0BOj NMPaBUIHUK.

UneH 5

KomnneTHoTo 6apare 3a cTaBarbe BO MPOMET Ha BeTe-
PUHAPHO-MEANLMHCKN MpenapaT M COAPXMW CnefHuBe Mno-
farouu:

1) me nnn TProBecKo MMe U NOCTOojaHa agpeca unm me-
CTO Ha permcTpaumja Ha AejHoCTa Ha NIMLETO OAroBOPHO 3a
CTaBatbe BO MPOMET Ha BeTEpUHAPHO-MEeAMLMHCKMOT Mpe-
napar, U [OKOJIKY Ce pa3/INyHK, Ha BKNYYeHNOT Npon3Boau-
TeN WY NPOU3BOAUTENN U Of MECTOTO Ha NPOU3BOLCTBO;

2) UMe Ha BeTepUHapPHO-MeANLIMHCKUOT npenapar;

3) KBaNUTATUBHW U KBAHTUTATUBHU MOEAMHOCTY Ha CU-
Te COCTaBHM CYMNCTaHLUMWN Ha BeTepUHapPHO-MeANLMHCKNOT
npenapart, BKAYyYMTENHO 1 HEFOBOTO BOOOMYAEHO MME WU
MMETO Ha HeroBarta Xemucka popmyna;

4) onuc Ha METOAOT Ha NPOW3BOACTBO;

5) TepaneBTCKV MHAMKALMW, KOHTPaUHAMKALUW 1 Heca-
KaHW [ejCTBa;

6) 403Mpa-EeTO 3a PasIMYHNTE BUAOBM Ha XXMBOTHM 3a
KOMLUTO € HaMeHeT BEeTepUHapHO-MeAWLMHCKMOT npena-
paT, HeroBa (papmaLeBTCKa (opma, HauvMH U pyTa Ha yno-
Tpeba 1 NpesJIoKEH POK Ha Tpaekbe;

7) 0bjacHyBate Ha MEPKUTe 3a NPeTNasnnBocT 1 6e36ea-
HOCT LUTO Tpeba fa ce npe3emar BO C/ly4aj Ha YyBare Ha Be-
TepUHapHO-MeAMLMHCKMOT Npenapar, anjnkaumja Ha XuBoT-
HW 1 HErOBO OTCTpaHyBatse, 3aejHO CO UHAUKALIMK 32 MOTEH-
LUWja/HA py3vLp LUTO MOXKE BETepPUHAPHO-MeAWLIMHCKMOT
npenapar fa rv npegussMKa Mo >XMBOTHATa CpeauHa 1 Mo
34paBjeTo Ha NyreTo, XXMBOTHUTE W pacTeHMjaTa;

8) HaBefyBare Ha KapeHLarta BO C/yyaj Ha npenapaTtui
HaMeHeTW 3a BUAOBM XKMBOTHW UMW MPOU3BOAM Ce KOopu-
CTaT 3a UCXpaHa Ha nyfre;

9) onu1c Ha METOAM Ha TeCTVparse LUTO M KOPUCTU Npo-
N3BOAUTENOT;

10) pesynrati of;:

- (hapmaueBTCKMN ((hM3NYKO-XEMUCKN, BUOMOLIKNA WK
MUKPOGVONOLLKN) TECTOBMW,;

- TeCTOBK 3a 6e36e4HOCT 1 pesnayu,

- NPESKMHNYKN Y KIIMHUYKWU UCTINTYBakba,

- TECTOBM CO KOj Ce NpoLeHyBa NoTeHUujaneH pusmK no
XKVMBOTHAaTa CpeAnHa, Npy LTO OBa BAWjaHME Ce UCMMTYBa
3a CeKoj Cyyaj NoefuHEYHO 1 ce [aBa MUCTEeHE 3a Creuu-
(hnyHUTE 0fpesdun KOMLLTO 6apaaT HEroBO OrpaHUYyBakbe.

11) geTasneH onuc Ha CUCTEMOT Ha BETEpPMHapHa (hapma-
KOMIOLLIKA BHMMATEHOCT M AOKOJIKY € MPUMEH/IMBO, CUCTEM
3a ynpaByBatbe CO PU3MK KOj NOAHOCUTENOT Ha GapareTo
Ke ro Bocrocrasu;

12) 36mpeH n3BeLUTaj 3a 0COBMHMTE Ha NpenapaToT BO
cornacHoct co Mpwunor Il koj e cocTaBeH fen Ha 0BOj rnpa-
BW/HUK, NMPUMEPOK 0f, KOHTAKTHOTO U HABOPELIHOTO nNa-
KyBatbe Ha BETEpUHAPHO-MeAMLIMHCKUOT Npenapar, 3aegHo
CO YNaTCTBOTO 3a ynoTpeba cornacHo MpaBuUAHMKOT 3a no-
JarouuTe Ko Tpeba fa rv COAPXKM KOHTaKTHOTO W HafBo-
PELUHOTO MakyBarbe U MH(opMaLmnTe Kou Tpeba fa rv co-
[P ynaTcTBOTO 3a ynoTpe6a Ha BeTepuHapHO-MeauLMH-
CKMOT npenapar *1.;
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13) [OKYMEHT CO KOj Ce MOTBpAYyBa AeKa npou3soauTe-
NnoT e of06peH fa rv npousBeLyBa BeTepuHapHO-MeULMH-
CKWTe MNpenapaTy BO CBOjara 3emja;

14) konun of ofo6peHMe 3a CTaBare BO MPOMET Ha 0f-
HOCHMOT BETEpPMHapHO-MeAMLMHCKM npenapaT BO 3eMjuTe
UNeHKM WK TPeTU 3emju, 3aefHO CO CMUCOK Ha 3emjute
UneHKU UM TPETW 3eMju BO KOW Ce pasrneflyBa bapameTo
3a 0fl06pyBatbe 3a CTaBare BO NPOMET MOAHECEHO BO COT-
NacHOCT CO OBOj MPaBUMHWK WX CO NMPOMUC EKBUBANEHTEH
Ha Hero. Konuu of 36MpHUOT U3BELLTaj 3a 0COBMHUTE Ha
MpenapaToT NPeAnoXKeH 0f CTpaHa Ha NOAHOCUTENOT Ha 6a-
pareTo BO cornacHocT co Mpunor 1l og 0BOj NpaBUAHMK
NN 0400peH Of CTpaHa Ha HaL/IeXXHNOT OpraH Ha 3emjata
uneHKa Uny TpeTara 3emja U NPUMepoLM 04 YNaTcTBOTO 3a
ynotpeba, NMOeAMHOCTY 3a CUTE OLNYKU 3a OfbuBake Ha
0j06peHVeTo BO EBponckaTta YHuja nnm Bo Tpetata 3emja
1 MpUYnHUTE 3a Taa ofJlyka. Cekoj of OBVe Nojartouy Tpe-
6a fa e peflOBHO aXypupaH;

15) foka3 feka NogHoCMTeNoT Ha 6apareTo 1mMa Bpabo-
TEHO KBa/M(UKYBAHO /ULie OArOBOPHO 3a BeTepuHapHaTa
(hapMaKosIoOLIKa BHUMATEHOCT U T NOCeAyBa HEOMNXO4HW-
Te cpefcTBa 3a HOTUQMKaLWja Ha 6U0 Kakea HecakaHa pe-
akumja Koja Moxe fga ce rnojaBu uUnm fa buge COMHeX BO
EBponckaTa YHuja unu Bo TpetaTta 3emja;

16) BO cnyyaj Kora BeTepUHapHO-MeAULMHCKMTE npena-
paTtu ce HaMeHeTMn 3a eAeH AU NoBeKe BUAOBW Ha XMBOT-
HW YMK NPOM3BOAM CE KOPUCTAT 3a UCXpaHa Ha NyfeTo, HO
4nm hapmaKooLLKW CYNCTaHLMM He ce BKNYYeHW, 3a faje-
HUTE BUAOBK, BO JlucTaTa Ha (hapmMaKo/oLWKK CyncTaHLum
04006peHN 3a ynoTpeba BO BeTepUHapHaTa MeanLMHa*2, fo-
KYMEHT CO KOj ce NoTBpAyBa fAeka f0 AreHumjarta 3a XxpaHa
1 BETEPUHAPCTBO € MOAHECEeHO ypeaHOo Gapare 3a ogpeay-
Barbe Ha MakCUMaiHO [03BO/IEHOTO HMBO Ha pesuayv BO
COrMacHOCT CO NPOMUCUTE 3a BETEPMHAPHOTO jaBHO 3/paB-
CTBO; U

17) OOKYMeHTUTE 1 NOELUHOCTUTE 3a pPe3ynTaTuTe o[
TECTOBUTe HaBefeHU BO Touka 10) Ha 0BOj uneH Tpeba Aa
Ce MponpaTeHn CO AeTaneH U KPUTUYKWM W3BeLTaj U3ro-
TBEH BO COI/IaCHOCT CO YfieH 12 o 0BOj NPaBUHYK.

UneH 6
Kora 3a BeTepuHapHO-MeAVLMHCKMOT npenapar e Jobu-
€HO MPBUYHO 0L06PEHNME 3a CTaBare BO NMPOMET BO COrnac-
HOCT CO 3aKOHOT 3a BETepPMHapHO-MeAMLMHCKM Npenapartu,
CeKoe [JOMONHYBake Ha BWAOBUTE, CUAMHATA, (hapmaLes-
TCKUTE (hOPMU, HAYMHOT Ha NPUMeHa, NpeseHTaLmMja Kako
1 NPOMEHNTE W eKCTeH3nnTe, Tpeba 1CTO Taka Aa aobujat
0[00peHne cornacHo co 3akOHOT 3a BEeTepUHapHO-Meau-
LIMHCKM Npenapatu, Uin Aa 6uaat BKAy4YeHW BO NPBUYHOTO
ofo6pyBare. CuTe 0BUE 0f06pyBatba 3a CTaBake BO Mpo-
MeT Ce CMeTa Jeka npunaraar Ha efjHoO UCTO rnobanHo ofo-
6peHune, 0cobeHO 3a LenTe Ha 6apareTo MOLHECEHO COr-

NacHO YseH 7 0f 0BOj NPaBU/THUK.

YUneH 7
(1) Mo uckny4ok og yneH 5 Touka 10) Ha OBOj NpaBuI-
HUK 1 6e3 Aa e BO CNPOTUBHOCT CO 3aKOHOT 3a UHAYCTpY-
cKaTa COMCTBEHOCT He e NoTpebHO NOZHOCUTENOT Ha Hapa-
HETO fa 06e36ean pes3ynTati of TecToBuTe 3a 6e36egHOCT
N pe3naymn nnm of NPETKANHUYKATE U KIMHUYKUTE NCANTY-
Bakba, JOKO/IKY € BO MOXHOCT Ja MOKaxe Aeka BeTepuHap-
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HO-MeAMLMHCKMOT NpenapaTt e reHepuyku co pedepeHTeH
MeAMLMHCKN NpenapaT KojLTo e uav 6un ogobpeH BO cor-
NacHOCT €O 3aKOHOT 3a BETEPUHAPHO-MeAMLIMHCKN Mpena-
paTu Uy co NPONUC eKBUBANIEHTEH HA HEro BO NepUOf He
MOKPaTOK 0f, OCYM roAuHu BO Peny6nmka MakeaoHuja,
EBponckaTa YHuja unm Tpeta 3emja.

(2) TeHepuyKM BeTEpPUHAPHO-MEAMLMHCKM npenapat
0£,06peH BO cornacHocT co cTas (1) Ha OBOj YeH He ce CcTa-
Ba BO NPOMET JOKOJIKY HEe NOMWHasIe AeCeT FOAUHWN Of Mp-
BWYHOTO 000pyBare Ha pPedepeHTHUOT BeTepuHapHO-Me-
OVUMHCKM Npenapar.

(3) Bo cnyyaj Kora pethepeHTHNOT BeTepUHapHO-Meaw-
LIMHCKM npenapaT He e 040bpeH Bo Penybnvka MakegoHu-
ja, nogHocuTenoT Ha 6apareTo ja Ha3HauyBa 3emjaTa uneH-
Ka Unn Tpetarta 3emja Kaje LUTO pedepeHTHUOT BeTepuHap-
HO-MeMLMHCKM npenapaTt e o4o6peH. Mo 6aparbe Ha AreH-
Lpjata 3a XpaHa U BETEPMHAPCTBO, HaJ/IeXXHUOT OpraH Ha
3eMjaTa Y/eHKa Unn TpetaTa 3eMja, BO POK 0f efeH Mecell,
ucnpaka notepfa feka peepeHTHUOT BeTepUHapHO-Mean-
LIMHCKM Npenapar e 0f406peH, 3ae4HO CO HEroBUOT LieN0CeH
COCTaB W [IOKO/KY e NOTpebHo, fpyra peneBaHTHa [OKY-
MeHTaumja.

(4) [eceTroAuHMOT Nepuog npeasuieH Bo cTas (2)
Ha 0BOj YNeH ce NPOAO/KYBA Ha TPUHAECET roAVHY 3a BeTe-
PUHAPHO-MEAMLMHCKN MpenapaTu 3a pubm v nuenu wumm
oCTaHaTV BMAOBW OfpefieHn of, cTpaHa Ha AreHuujaTa 3a
XpaHa v BeTepuHapcTBO.

(5) [okonky BeTeprHapHO-MeAULMHCKMOT npenapar
He e ondaTeH co feuHULM]aTa 328 TEHEPUUKUA MeSWLMH-
CKM npenapat UanM He MOXe [ia Ce [OKaKe OMOeKBUBA/IEHT-
HOCTa MpeKy npoy4yBarbaTa 3a 61MopacnoNoXInBOCT, UK
BO CNyYaj Ha NPOMEHU Kaj akTuMBHaTa(Te) cyncTaHuumja(u),
TepaneBTCKATe WHAMKaLUW, jaumHaTa, (apmaleBTCcKaTa
(hopma MM HaUYMHOT Ha aguMHMUCTpaumja BO Of4HOC pede-
PEHTHNOT BETEPMHAPHO-MEAMLMHCKN NpenapaT, ce obesbe-
[yBaaT pesynTatute Of, COOABETHWUTE TecTOBU 3a 6Ge3bef-
HOCT ¥ pe3ungyu 1 NpeTKAMHUYKNTE TeCTOBU UMW KAUHUY-
KWUTe UCNINTYyBakba.

(6) [okonky 6MONOLLKMOT BeTepUHAPHO-MEeAULUHCKN
npenapar KojlwTo e CAUYEH CO PeepeHTHUOT 6UONMOLLKN
MeAMLMHCKN Mpenapart He rv UCMONHYBa YCNOBUTe 0f [fe-
(hMHMUMjaTa 3a FeHepUYKN MESULMHCKIX NpenapaTu, ocobe-
HO 3apajin pas/IMKMTE BO OAHOC HA CUPOBUHUTE UK NPOU3-
BOZACTBEHMOT Mpouec Mefy GMOMOLKMOT BeTepUHapHO-Me-
OMUMHCKM npenapaTt u petiepeHTHNOT BMOOLLKN MeaULMH-
CKM npenapar, ce 06e36eflyBaaT pe3y/nTaTuTe Off COOABET-
HUTE NPETKANHWUYKM TECTOBM AN KINHUYKW UCTINTYBaHsA.
BWOT M KONMYECTBOTO Ha [OMOAHUTENHU NOAATOLM KOW
Tpeba fa ce 06e36enar Tpeba Aa ce BO COMACHOCT CO pene-
BaHTHWUTe KpuTepuymn HasegeHu Bo Mpunor Il Koj e cocTa-
BEH e/l Ha OBOj MPaBW/IHUK 1 COOABETHUTE AeTa/lHW ynaT-
cTBa. He ce gocTtaByBaaT pe3yntaTtute of ocTaHaTWTe Te-
CTOBM W UCMUTYBaka 0f LOCUETO Ha peepeHTHUOT Meau-
LIMHCKM npenapar.

(7) [okonky BeTepuHapHO-MeULMHCKWTE Mnpenapatut
HameHeTUn 3a efieH WAV NoBeKe BMAOBKM Ha XXMBOTHU UMK
MPOM3BOAM Ce KOPUCTAT 3a MCXpaHa Ha nyreTo, coapxart
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HOBa aKTMBHa CyrncTaHuMja KojawTo He buna ogo6peHa BO
Peny6nuka MakegoHuja, EBpornckata YHuja wnm Tpeta
3emja fo 30 anpun 2004 rogviHa, NepuosoT of AeceT rogu-
HUW NpeABUAEH €O CTaB (2) Ha 0BOj U/eH, Ce MPOJ0/KYBa 3a
efiHa rofiHa 3a Cekoe MpOoLLUMpYBake Ha 0406peHNeTo 3a
CTaBate BO MPOMET Ha APYrv BMAOBW Ha XXMBOTHU 4nK
MPOM3BOAY Ce KOpPUCTAT 3a MCXpaHa Ha yreTo, AOKOMKY €
0400peH BO POK 0f NeT roAvHN of f06MBakeTO Ha MpBUY-
HOTO 0J06pEHNe 3a CTaBatbe BO NPOMET.

OBoj nepuoj He Tpeba Aa e NoJONT Of TPUHAECET roau-
HU, 33 0406PEHNE 33 YETVUPU UK NOBEKE BUAOBU XNBOTHN
UMM NpOM3BOAM Ce KOPUCTAT 3a UcxpaHa Ha nyfeto. lMpo-
[0/MKYBaHETO Ha AECETrOAMLIHUOT NEPUOS Ha eMHAECeT,
[iBaHaeceT, UM TPUHAeCceT FOAMHU 3a BETEPUHAPHO-Meau-
LIMHCKM NpenapaT HaMeHeT 3a XXUBOTHU UYMW NPOU3BOAU Ce
KopuCTaT 3a MCXpaHa Ha NyfeTo, ce fofeNnyBa camo LOKOSI-
Ky HOCWTENIOT Ha 0406PEHNETO 3a CTaBare BO NPOMET MMa
MOAHECEHO ypeAHO 6Gaparbe 3a 0ApedyBarbe Ha MaKCUMa-
HO [103BOMIEHOTO HMBO Ha pe3nayn BO COrMacHOCT €O Mpo-
MMCUTe 3a BETEPMHAPHOTO jaBHO 3A4paBCTBO 3a TWe BUAO0BY
XMBOTHW.

(8) CnpoBepyBarbeTO Ha HEOMXOAHW MpPOy4yBakba, Te-
CTOBM M UCMMTYBaka CO Lien 3a nNpumeHa Ha cTas (1), (2),
(3), (4) n (5) Ha 0BOj YneH N KOHCEKBEHTHUTE NPaKTUYHM
YCNOBW, He Ce CMeTaaT 3a NMPOTMBPEYHW CO MaTeHTCKUTE
npasa unu cepTudMKaTUTe 3a JOMOAHUTENHA 3allTuTa 3a
MeSULMHCKUTE NpenapaTu.

UneH 8

(1) Mo mckny4ok of uneH 5 Touka 10) Ha 0BOj npaBus-
HUK 1 6€3 fa e BO CNPOTMBHOCT CO 3aKOHOT 3a UHAYCTPUCKa-
Ta COMCTBEHOCT, He € NOTPe6GHO NOAHOCUTENOT Ha GapareTo
[ia 06e36eayn pe3ynTaTy Of TecToBuTe 3a 6e36eaHOCT 1 pesu-
Oyv UK of, NPETKAMHUYKUTE U KIMHUYKUTE UCTMTYBaksa,
[OKO/KY € BO MOXHOCT fja NMOKaXe AeKa akTUBHMTE CyncTaH-
UMM Ha BeTepMHapHO-MeAULMHCKMOT npenapatr Mmaat Jo-
6po etabnupaHa ynoTpeba BO Penybnuka MakefoHuja,
EBponckaTta YHuja unm TpeTa 3emja, BO MOc/ieHUTe feceT
rOAVHM CO eMKacHOCT 1 NPUKAT/IMBO HUBO HAa CUMYPHOCT
BO COM/TaCHOCT CO YCnoBuTe AaaeHn Bo Mpunor Il og oBoj
npasunHuK. Bo 0BOj cnyyaj mogHoCUTENOT Ha GapareTo
MOfHeCYBa COOABETHA Hay4Ha MTepaTypa.

(2) W3BewTajoT 3a npoueHa M3roTBeH o AreHumjaTta
3a XpaHa W BETepVHapCTBO Of eBanyauujaTa Ha GaparbeTo
3a ofjpefyBare Ha MakCMMa/HO [03BOMIEHOTO HMBO Ha pe-
3MYN XXUBOTHU UYMW NPOM3BOAM CE KOPMUCTAT 3a McxXpaHa
Ha NlyfeTo MOXe Ja Ce KOPUCTW Ha COOABETEH HAUMH Kako
nnTeparypa, 0cCo6eHo 3a TecToBuTE 3a 6e36eHOCT;

(3) Ookonky nogHocUTENOT Ha GapaweTo KOPUCTK CO-
0fBeTHa Hay4yHa nuTepatypa 3a fa fobue opobpeHue 3a
CTaBate BO MPOMET Ha BeTeprHapHO-MeAULMHCKA Mmpena-
paTu 3a NpMMeHa Ha XMBOTHM YW MPOM3BOAM Ce KOpucTaT
3a UcxpaHa Ha nyreTo, BO OAHOC Ha KOPUCTEHE Ha UCT npe-
napart 3a Apyr Bugj Ha XMBOTHO, 1 NOAHeCce HOBW UCNUTYBa-
Hba 3a pe3nayun BO COMMTaCHOCT CO HaLMOHaNHUTE NpPonucK
3a BETEpPVHapHOTO jaBHO 34paBCTBO, 3ae4HO CO OCTaHaTUTe
KNMHWYKN UCNNTYBaka, HEBO3MOXHO € TpeTa CTpaHa ja
r1 KOPUCTU OBME CTYAWUU N UCMUTYBakbA 3a LieNINTe Ha YieH
7 o[, 0BOj MPaBW/IHUK BO BPEMEHCKM Nepuog o4 Tpu roau-
HW Of B0OMBaKETO Ha OA0B6PEHNETO 3a MPenapaToT 3a Kou
UCTUTE UCMINTYBakba Ce HanpaBeHU.
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YneH 9

Bo cnyyaj Ha BeTepMHApPHO-MEAMLIMHCKM MpenapaTy
KOW COAPXKAT aKTUBHW CYNCTaHLMW KOW Ce KOPUCTAT Kako
COCTaBHM CYMCTaHUMM Ha 0406peH BETEPUHaPHO-MeaNLMH-
CKV npenapar Kou fjocera He ce KOpUCTene BO KOMOMHALIM-
ja 3a TepaneBTCKY Lienn, Ce fOCTaByBaaT pe3ynTatu of Te-
CTOBW 3a 6e36ejHOCT 1 pe3unayu, JOKONKY € MoTpe6Ho, 1
HOBM MPeKNVHWUYKM TECTOBW UV HOBU KNUHWUYKK UCTINTY-
Batba 3a OAHOCHaTa KOM6MHauujaTa BO COF/IaCHOCT CO
yneH 5 Touka 10) og 0BOj NpaBU/HKK, HO He e MOTPe6HO Aa
Ce [I0CTaBYBaaT Hay4YHW pedpepeHLin 3a CeKoja aKTuBHa Cyn-
CTaHuuja noeguHeyHo.

Unen 10

Mo pobrBarbe Ha 0f06PEHMETO 3a CTaBare BO NPOMET,
HOCWTENOT Ha 0406peHMeTo MOXe Aa 0406pu ynoTpeba Ha
(hapmaLeBTCKaTa JOKYMeHTaUmWja, JOKYMeHTaumjaTa 3a 6es-
6efHOCT W1 pe3nayu, KAMHUYKaTa U NpeaKIMHUYKa [OKY-
MeHTaluja cofpXxaHa BO [OCMETO Ha BeTepuHapHO-meau-
LIMHCKMOT Npenapat 3a UCNWTYBake Ha HapeaHOTO Gaparbe
3a BETEPUHAPHO-MEAMLIMHCKM MpenapaTr Koj uMa efHaKoB
KB/IMTMBEH W KBaHTWUTaTWMBEH COCTaB Ha aKTUBHWTE Cym-
CTaHUMM 1 naeHTUYHa apmaLeBTCKa hopma.

UneH 11

Mo uckny4yok Ha uneH 5 Touka 10) of 0BOj NPaBUIHMK
1 BO UCKYUWUTENHW CyYan Kaj MMYHOMOLLKWTE BeTepuHap-
HO-MefMLMHCKM NpenapaTtu, He € NoTpe6HO NOoAHOCUTENOT
Ha GapareTo Aa 06e3beaun pe3ynTaTi of OApefeHN NCAnTY-
Batba Ha TEPEH Ha LieNIHW BUAOBK, [IOKO/KY OBUE UCMIUTYBa-
Ha He MOXe Ja Ce M3BPLUAT 3apajy ApYrv BaXeUKy nponu-
cu.

UneH 12

(1) CogpxnHaTa Ha 30MPHMOT M3BELLTAj 38 0COBUHMTE
Ha BeTepUHapHO-MeAMLMHCKMOT npenapar e fafeHa BO
Mpwnor 111 of 0BOj NpaBUIHKK.

(2) OetanHuTe 1 KPUTUUKM U3BELUTAU KOU Ce OfHecyBa-
aT Ha uneH 5 Touka 17) of 0BOj NpaBU/IHUK, Ce M3paboTeHn
1 NOTNWLLIAHW Of NMLA KOM UMaaT HeornxojHa TexHU4Ka
nn npogecroHasHa Keanugurkaumja, Koja ce noTepaLysa
CO KpaTka 6uorpagmja, npes Aa ce jocrasu 4o AreHymjata
3a XpaHa 1 BeTepUHapCTBO.

(3) Jlvuarta Ko MmaaT TexHUYKa UM NpohecnoHa Ha
KBaMmKaumja HaBedeHN BO CTaB (2) Ha 0BOj uneH Tpeba
[ia ja noTKpenaT cekoja ynotpeba Ha Hay4HaTa nnTepatypa
Koja ce ogHecyBa Ha 4neH 8 ctas (1) o4 0BOj NpaBUHUK
BO COrNacHoOCT co ycnosuTe HasegeHn Bo [Mpwnor Il of
0BOj MPaBUJTHYK.

(4) Kpatka 6rorpagumja Koja ce ofHecyBa Ha nmuaTta of
cTaB (2) Ha 0BOj YJieH Ce NPUNoXyBa CO AeTalHUTE U Kpu-
TUYKW U3BELLTAN.

UneH 13
(1) be3 pga e BO CNpOTMBHOCT €O ofpeabuTe of Jlnctata
Ha (hapMaKoOLLIKM CyncTaHLyM ofo6peHn 3a ynoTtpeba Bo Be-
TepuHapHaTa MeauumHa*2, GapareTo 3a 0406pyBarbe 3a CTa-
Barbe BO NMPOMET Ha XOMEOMATCKW BeTePUHAPHO-MEANLIMHCKM
npenapaTtyi BO NOeAHOCTaBeHa MocTanka ce nojHecyBa 3a Xo-
MEOMaTCKuTe BETePUHAPHO-MeAULIMHCKM NpenapaTu:
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- KOW ce ynoTpebyBaaT Ha HauMH onuLlaH Bo EBponcka-
Ta ®apmakoneja, UM AOKO/KY HEMOCTOW, HalMoHanHaTa
(hapmakoneja;

- 332 KOW He nocTojaT crneumguyuHy TepaneBTCKU NHAW-
Kauum HaBefleHW Ha MaKyBaweTO Ha BeTepuHapHO-Meaw-
LIMHCKMOT npenapat uiv NoBp3aHu co Apyra nHdopmamja
KOja ce 0fjHecyBa Ha Hero;

- Kaj Kou MOCTOM [0BONEH CTEMeH Ha paspefyBare 3a
[a ce rapaHtupa 6e3begHocTa Ha mpenapatoT. OcobeHo
npenapatoT He Tpeba Aa COAPXMW MOBEKe 0f efeH Aen Ha
[ieceT unjasy of, OCHOBHaTa TUHKTYpa.

(2) Bo TeKOT Ha 0406pyBaHEeTO 3a CTaBakbe BO MPOMET,
AreHumjaTa 3a XpaHa 1 BETEPUHApPCTBO ja 04pefyBa Kiacu-
(hmkaumjata Ha npenapaToT BO OAHOC Ha HEroBOTO M3jaBa-
ke,

UneH 14

(1) BapareTo 3a cTaBare BO NPOMET 04 uneH 13 of
0BOj MPaBUIHMK Ce OAHeCyBa M Ha CepUM Ha MeAULMHCKM
npenapaTv fO6MEeHU Of UCTMOT XOMEeOoMNaTCKW maTepujan
NI MaTepujani.

(2) Co 6apateTo ce gocTaByBaaT ClneAHWBE AOKYMeEH-
™, CO Len fa ce AoKaxe (papMaLeBTCKUOT KBANTET U XO-
MOFeHOCTa Ha CepumTe Ha OHOCHUTE NpenapaTuTe:

1) Hay4HO 1Me Unu Apyro ume fafieHo BO papmakoneja
Ha XOMeOMaTCKNOT MaTepujas uanm martepujanu, 3aefHo co
n3jaBa 3a pasIMyHM HauMHKM Ha ynoTpeba, hapMaleBTCKM
(hopMK 1 CTEMEHOT Ha pacTBOpake LUTO Tpeba Aa ce peru-
cTpUpa,

2) focve BO KOe LUTO e OMuLIaHO Kako ce fobuea nnu
KOHTpO/IMpa XOMeOoNaTCKuU MaTepujan wuan martepujanm, u
objacHyBate 3a HMBHaTa XOMeonaTcka npupoga, Bp3 0CHO-
Ba Ha coofseTHa bubnuorpaduja; BO cnyyaj Ha XomeonaT-
CKW BETEPUHAPHO-MeAMLMHCKN MpenapaTi LITO CoApXaT
6GMOMOLLKM CYNCTaHUMK, ONUC Ha MEPKW LUTO Ce MpesemMe-
HU 3a fa ce 06e36eI1M OTCYCTBO Ha MaToreHu,

3) [ocue 3a NPOM3BOACTBO M KOHTPO/a Ha cekoja dap-
MaLeBTCKa (popma 1 OMMC Ha METO[, Ha pacTBopakbe 1 3ajak-
HyBatbe,

4) opobpyBatbe 32 MPOM3BOACTBO HAa OfHOCHUTE Meau-
LIMHCKM Npenaparu,

5) npumepouy o cute ofobpeHuja LO6MEHN 3a UCTUTE
MeAVLMHCKU NpenapaTyi BO Apyru 3emju,

6) efieH 1M NoBeKe MPUMEPOLY UK MOAENN 0f HaJBO-
PELLHOTO M KOHTaKTHO MaKyBare Ha MeAMLMHCKMTE Npena-
paTtv wTo Tpeba fa ce ogobpar,

7) nogaToLy 3a cTabunHOCTa Ha MeaULMHCKMOT npenapar,

8) npeanoxeHa KapeHLa, 3ae4HO CO OnpaBAaHOCTa He-
OnxofiHa 3a ucrara.

YneH 15

(1) 3a xomeonaTckuTe BeTEPUHAPHO-MEANLMHCKN Mpe-
napaTy onuLlaHn Bo YieH 13 0/ 0BOj NpaBWIHUK KOW J06K-
ne 0f06peHVe 3a CTaBare BO MPOMET BO eAHa WM MOBEKe
3eMjM1 YNEHKU, BN YneH 16 o4 0BOj MPaBUIHUK.

(2) XomeonaTckuTe BeTepUHapPHO-MEAULMHCKM npena-
paTu pasnuyHKn 0f, OHWe of YneH 13 o 0BOj NpaBUIHUK Ce
0[,06pyBaat BO COriacHOCT €O uneHosuTe 5, 8, 9, 10, 11 n
12 ctaB (1) og 0BOj NpaBWU/HMK.

(3) AreHumjaTta 3a XpaHa 1 BeTEPMHaPCTBO MOXe fa BO-
Befle UK OfpXKM CneLnduyHn yCroBM 3a TecToBUTE 3a 6e3-
6eHOCT W NPeSKINHUYKATE U KAMHUYKWA UCNUTYBakba Ha
XOMEONaTCKUTe BETEPUHAPHO-MEAMLMHCKM NpenapaTy Ha-
MeHeTV 3a AOMAlUHW MWIEHWUM W 33 er3oTUYHU BULOBU
YXMBOTHU 4MM NPOM3BOAU HE Ce KOPWCTaT 3a MCXpaHa Ha
NyfeTo, pasfUyHK Of YCM0BUTE YTBPAEHM CO uneH 13 of
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0BOj NPaBW/IHMK, BO COrMIACHOCT CO MPUHLMNNTE U KapakTe-
PUCTMKMTE Ha XOMeonaTujaTa Koja e BO Mpakca Bo Perny6-
NnKa MakefioHuja.

(4) Oppenbute of uneHosuTe 13 1 14 of 0BOj NpaBu-
HUK 1 cTaB (1), (2) n (3) Ha 0BOj YNeH He ce ofHecyBaaT
Ha MMYHOJTOLLKM XOMEOMaTCKN BeTePUHAPHO-MeAULIMHCKN
npenaparu.

UneH 16

(1) 3a baparbeTO 3a CTaBare BO MPOMET CO Meryce6HO
Nnpu3HaBame, Ce NPUMeHyBa CNejHOBO:

1) 6apareTo 3a CTaBake BO NPOMET 0f 0BOj UJIEH MOXE
[ia ce MoAHece WCK/YUYMBO 3a BETEPUHAPHO-MeAULMHCKM
npenapaTy Kou gobune ogobpeHune 3a ctaBare BO NPOMeT
BO efjHa WM MOBeKe 3eMju YneHKU BO NocTarnka eksuBa-
NeHTHa Ha nocTankara 3a of06pyBarbe 3a CTaBake BO Npo-
MET COrflaCHO 3aKOHOT 3a BeTepUHapHO-MeAULMHCKN npe-
napatm.

2) [OCMETO 3a BeTepUHapHO-MeAMLMHCKM npenapaTtui
COAPXW HajManky:

- 0COGEHOCTU U [OKYMEHTU BO cornacHocT co Cekuyja
A., B.n L. Bo fen | og Hacnos I o Mpunor 1l Ha 0Boj Npa-
BW/IHVIK, 33 BETEPUHAPHO-MEAVLIMHCKY NpenapaTyi pas/imuHm
0f} IMYHOJIOLLKMN BETEPUHAPHO-MEANLIMHCKIM NpenapaTtu;

- 0COBEHOCTM M JOKYMEHTM BO COrnacHocT co Cekuuja
A., B.n L. Bo fen | og Hacnos Il og Mpwunor 1l Ha 0Boj
NpaBUHWK, 33 WUMYHO/IOLIKN BETEPUHAPHO-MEeAULIMHCKN
npenaparw;

- @KypupaH 13BewwTaj(M) 3a oueHa Ha LOCUETO BO MOr-
Nep, Ha pesynatuTe 3a (hapmaleBTCkuTe, 6e36eLHOCHUTE 1
TECTOBUTE 3a Pe3nAyW, Kako W NPeaKIMHUYKATE U KIMHUY-
KUTe UCMUTYBaa Ha BETEPUHAPHO-MeAVLMHCKMOT npena-
paT, U3rOTBEH Of, CTpaHa Ha HafJIeXXHMOT opraH Ha pege-
peHTHaTa 3emja ufeHKa, 3aefHO CO 0f00peH 36MpeH m3Be-
LUTaj 33 0CO6MHWTE Ha NpenaparoT, 03HaYyBaHETO U ynaT-
CTBO 3a ynoTpeba;

- Konuja of 0fl06PEHMETO 3a CTaBare BO NMPOMET M3fja-
[ieHo of, pepepeHTHaTa 3eMja YneHKa CornacHoO COOfBETHA-
Ta nervucnatuea Ha EBponckata YHuja (CTpaHMumTe Kaje e
HaBeZeH 6pojoT Ha OA0OPEHMETO 3a CTaBae BO MPOMET,
[aTyMOT Ha 006pyBatbe 1 CTpaHuLaTa Kaje e CTaBeH noT-
NUCOT Ha Ha[NIEXXHNOT OpraH ce NOTpe6HN)

- NCMO(a) Ha COrNacHOCT Of NOCTOEYKUOT HOCUTEN Ha
0[00peHne 3a CTaBatbe BO MPOMET Ha 0J06peHMOT npena-
paT BO 3emjaTa(ute) yneHka(n) 3a KOPUCTEHE Ha AOKYMEH-
Tauujata 3a (hapmaueBTckuTte, 6e36efHOCHUTE U TECTOBU-
Te 3a pe3nayy, Kako U NpeakIMHUYKUTE U KIUHUYKUTE UC-
nnTyBarba Ha BETEPUHAPHO-MeULMHCKNOT Npenapar.

3) KoH GaparbeTo ce 4oCcTaByBaaT ClefHUTE JOKYMEHTU:

- U3jaBa Co Koja Ce NOTBPLYBa AeKa HOCMTENOT Ha 040-
6peHneTO ja uHpopMmpa AreHumjata 3a XpaHa W BeTepu-
HapCTBO [JOKONKY HaL/IeXXHMOT opraH Ha 3emjata(uTe)
YneHkKa(n) ro OTMOBMKaS, YKUHAM, U3MEHWU WX OTQPAUN
0[006peHMeTo 3a CTaBarbe BO NPOMET;

- IUCTa Ha CWTe Bapujauumn Ha OLOOPEHNETO N3LafeHN
0[}, HA[IeXXHNOT OpraH Ha 3emjata(ute) uneHka(un) og gaty-
MOT Ha MOAHeCyBate Ha 6apareTo.

UneH 17
(1) 3a 6apareTo 3a CTaBarbe BO MPOMET CO NPU3HaBakbe
Ha LieHTpa/M3npaHoTo ofobpeHne Bo EBpornckaTta YHuja,
Cce MPUMeHyBa CNefjHOTO:
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1) 6apar-eTo 3a CTaBarbe BO MPOMET Of 0BOj UY/IeH MOXeE
[ia ce MoJHece WCK/YYMBO 3a BETepPUHaPHO-MeAULMHCKM
npenapaTn Kou gobune ofobpeHvie 3a cTaBakbe BO NMPOMET
CO LieHTpasM3MpaHara nocranka Ha ofobpysarbe B0 EBpon-
cKata YHuja,

2) [OCWETO 3a BETEPUHAPHO-MeAMLMHCKM MnpenapaTtut
COAPXMN HajMasIKy:

- 0COGEHOCTU U [OKYMEHTU BO cornacHocT co Cekuyja
A., Bb.n L. Bo en | og Hacnos I og Mpunor 1l Ha 0Boj npa-
BW/THVIK, 33 BETEPUHAPHO-MEAVLIMHCKY NpenapaTyi pasiimuHm
0f} UMYHO/IOLLKN BETEPUHAPHO-MEANLIMHCKIM NpenapaTtu;

- 0CO6EHOCTU U JOKYMEHTU BO COMacHOCT co Cekumja
A., B. v L. Bo Oen | og Hacnos Il og Mpunor 1l Ha 0Boj
MPaBUIHUK, 33 WMYHO/MOLLKN BeTeprHapHO-MeaULUHCKN
npenapatu;

- @XypupaH M3BeLLTaj/v 3a oueHa Ha AOCMeTOo BO nor-
nef, Ha pesynaTtuTe 3a (hapmaLeBTCKuTe, 6e36e4HOCHNTE 1
TECTOBUTE 3a Pe3NAyU, KaKo U NPeJKIUHUYKATE U KIMHUY-
KUTe UCMUTYBaka Ha BETepPUHapHO-MeAVLMHCKMOT npena-
paT, usgageH ogq EMEA, 3aegHo co ogobpeH 36upeH mn3Be-
LUTaj 32 OCOOMHMTE Ha NPenaparoT, 03HauyBaHeTO 1 ynaT-
CTBOTO 3a ynoTpeoa;

- KOMKWja 0 0406peHNeTO 3a CTaBake BO MPOMET M3ja-
feHo of EMEA (cTpaHuuuTte Kafe e HaBefeH 6pojoT Ha
0406peHVeTo 3a CTaBakbe BO NPOMET, AATYMOT Ha 0406py-
Barbe W CTpaHMLuaTa Kafe e CTaBeH MOTMNMCOT Ha Hag/1eXHu-
OT OpraH ce NoTpe6Hu)

- NUCMO(a) Ha COrNacHOCT Of NOCTOEYKNOT HOCUTEN Ha
0f06peHVe 3a cTaBarbe BO MPOMET Ha 0J0OPEHUOT npena-
paT BO 3emjaTa(ute) uneHKa(n) 3a KOPUCTEHE Ha LOKYMeH-
Tauujata 3a (hapmaueBTckute, 6e36eLHOCHUTE U TECTOBU-
Te 3a pesnayy, Kako U NpeakIMHUYKUTE U KIUHUYKUTE UC-
NUTYyBaka Ha BETEPUHAPHO-MeANLIMHCKUOT npenapart.

3) KoH bapatbeTo ce AoCTaByBaaT ClefHUTE JOKYMEHTH:

- U3jaBa Co Koja Ce NOTBPLYBa JeKa HOCMTENOT Ha 0f40-
6peHneTo ja uHhopmmpa AreHuumjata 3a XpaHa W BeTepu-
HapcTBO AoKonKy EMEA ro oTnoBuKana, ykuHana, msme-
HUNa UK oTpaMNa 0L00PEHUETO 3a CTaBarbe BO NPOMET;

- JICTa Ha cuTe Bapujauuy Ha 0L06peHNeTO n3tateHu
of EMEA og gaTyMoT Ha NogHecyBake Ha 6apareTo.

UneH 18
OpfpenbuTte og yneH 7 ctas (3) of 0BOj NpaBUHKK Ke
OTMOYHAT fa Ce NpUMEeHYBaaT CO [EHOT Ha MpucTanyBare
Ha Peny6nunka MakefoHuja BO EBponckaTta YHuja.

YUneH 19

Co [eHOT Ha BfieryBarbe BO Cufla Ha OBOj NPaBWITHUK
npectaHyBa ga Baxu MpaBUHMKOT 3a hopMmata 1 COApXKH-
HaTa Ha 06pa3eLoT Ha GapaeTo 3a M3fasare Ha ofobpe-
HWe 3a CTaBate BO MPOMET Ha BeTeprHapHO-MeAULMHCKN
npenapart, Kako W OMLWTUTe U NOCebHUTe YCNI0BU KOW Tpe-
6a fa rv UCMosHU BeTEPUHAPHO-MEeANLIMHCKUOT npenapat
3a cTaBatbe BO NPoMeT (*) (,,Cny>x6eH BeCHUK Ha Peny6n-
Ka MakegoHuja“ 6poj.101/11).

UneH 20
OBOj MpaBW/HUK BReryea Ha cuia OCMUOT AeH Of fAe-
HOT Ha 06jaByBareTO BO ,,CNy>K6eH BECHUK Ha Penybmka
MakefoHnja“.

bp. 13-626/1 [npekTop Ha AreHumja
6 dhespyapun 2013 rogmHa 3a XpaHa 1 BETepPUHapCTBO,
Ckonje JejaH PyHTeBCKM, C.p.
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KoHTejHep, NaKkyBawe M cpeAcTBa 3a annukauuja, BKIYyYUTENHO ONMC Ha MaTtepujanoT of Koj e
HarnpaBeH. (MomeHTanHa nucTa Ha cTaHAapAHU TepmuHm - Ph. Eur.)

[ConemMuHa/u Ha naKkyBaH-ETO:

[Npeanor pok Ha ynotpeba:

MNpennor pok Ha ynoTpeba (No NPBUYHOTO OTBOPaH-E€ Ha
KOHTE[HepoT):

[Npennor pok Ha ynotpeba (Mo pacTBopawe Unu paspedyBame):.
MNpennor ycrnosu 3a cknaaupar-e:

[Mpegnor ycnosu 3a cknagunpane no nNpBUYHOTO OTBOPAH-E:
[ Npunoxete nucta o MocTpu/NpUMepoLM UN MOAENM Kou ce AocTaByBaaT co GapaieTo BO COrMacHoOCT co Touka 5.15

2.3.T1paBeH cratyc

MNpeanor 3a ynotpe6a Ha BeTepuHapHO-MeaAULIMHCKUOT Npenapar:

D CaMO o OKTOp NO BETEPUHAPHa MeanLUUHa
D O AOKTOpP NO BETEPUHAPHA MeAnLMNHA U noA HEeroea AUpPeKTHa O4roBOPHOCT

L apyro

Mpeanor 3a usgaBawe/knacudukaumja Ha BeTepuHapHO-MeAULMHCKUTE Npenaparu:

D C€ n3aaBa CamMo CO peuenT BO BETEPUHAPHA anTeKa
[] ce nsnasa 6e3 peLenT Bo BETEpMHapHa anTeka
[] npenapatu Bo crio6oaeH npomeT
[] ce ynotpebysaar camo BO BETEPUHAPHM APYLLTBA
[] usnasarse/ ynotpeba camo ofj JOKTOP Mo BETEPUHaAPHa MeauLuHa
[] npenapaTn co noce6eH HauuH Ha ynoTpeba
HaBeaw:
2.4. Hocuten Ha opobpeHueTo atbe BO NpoMer
MogHocuTen Ha 6apake/ Npeanor Hocuten Ha ogoSpeHne 3a cTaBake BO NPOMET:
Ume:
Appeca:
TenedoH:
dakc:
E-Mail:
[0 Npunoxete PeweHne 3sa sanuwysake Ha NpaBHOTO nuue (NogHocuTen Ha Gapare ) Bo LleHTpaneH Peructap Ha PM Bo
CornacHocCT co Touka 7.3.

JNuue/ KomnaHuja ononHomowTeHo/a oa nogHocuTenoT Ha 6apakeTo

Mme/ Komnanuja:

Adpeca:

TenedoH:

dakc:

E-Mail:

D |-|pI/IJ'IO)KeTe MONMHOMOLWIHO Ha NPeTCTaBHUKOT Ha NOAHOCUTENOT Ha 6aparbeTo/ HOCUTENOT Ha voﬁpeHmeTo 3a cTaBake BO
npomMeT 3a HeroBo NpeTcraByBakme OJHOCHO NOTNUWYBake, BO COMMacHOCT CO ToYka 7.4. (I'IOI'IOJ'IHI/I COO,D,BeTHO)

OaroBopHO nNuue 3a BeTepMHapHa chapmakosnolwka BHUMatenHocT Bo P. MakepgoHuja:
Mme 1 kBanudukaumja:

Komnanwja:

Agnpeca:

24 yaca TenegoH:

dakc:

E-Mail:

[0 Mpunosxete kpaTka 6uorpacuja og 04rOBOPHOTO NULIE BO COFMACHOCT €O TouKa 7.5.

[ Mpunoxete aetanex onuc Ha CUCTEMOT 3a hapMaKonoLIKa BHUMATENHOCT, U COOABETHO, CUCTEMOT 3a MEHaLIMEHT Ha PU3NK KOj
ro cnpoBeAyBa NOAHOCUTENOT Ha GapakeTo cornacHo Touka 7.17.
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Bpoj Ha 04 0BpPEHNETO 3a CTaBaHE BO NPOMET:

3ewmja:
Jatym Ha ofobpyBamse:
MMme Ha npenaparor:

Bpoj Ha ofo6peHneTo 3a cTaBate BO NPOMET:

3emja:
JaTym Ha ogobpyBame:
Wwme Ha npenaparoT:

Bpoj Ha ofo6peHUeTo 3a cTaBate BO NPOMET:

Bewmja:
HdaTym Ha ogobpyBame:
MMme Ha npenapaTtoT:

Bpoj Ha ofoBpeHNeTo 3a cTaBake BO NPOMET:

3emja:
JaTym Ha opobpyBame:
Wwme Ha npenaparoT:

Bpoj Ha ofobpeHUeTo 3a cTaBake BO NPOMET:

[ Npunoxete konuja/u o 0A06peHNeTo 3a cTaBake BO NPOMET BO COFMAcHOCT Co Touka 5.14.

4.2. bapale BO nocranka

Bewmja:

Hatym Ha Bapamne:

Bewmja:

HaTtym Ha Bapatse:
W‘
3emja:

Hatym Ha ogbueHo baparbe:

Bewmja:

Hatym Ha ogbueHo baparse:

4.4.Bapaibe noBnevyeHo oA CcTpaHa Ha noAHocutenot Ha ©Gapawero npea uUsfapamwe Ha
opobpeHuero

Bewmja:
[daTym Ha noBnekyBake:
MMme Ha npenapartoT:

|_|pVILWIHa 3a NOBIEeKyBaH-€:

3ewmja:
[aTym Ha noBnekyBake:

MMe Ha npenaparor:

MpuunHa 3a NoBnekyBame:

4.5.0000peH npenapar rnoBfeYvYeH o cTpaHa Ha HOCUTEeNOoT Ha ogobpeHneTo

3ewmja:
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[JaTym Ha noBnekysatbe:
Bpoj Ha ofo6peHNeTO 3a cTaBake BO NPOMET:
Mpu4nHa 3a NOBMeKyBatkbe:

Nme Ha npenapatoT:

4.6.0006peH npenapart NoBreYeH ol CTpaHa Ha HAANEXHUOT opraH

3emja:
JaTym Ha noBrekyBame:
MpudnHa 3a NoBriekyBakse:

Mme Ha npenapaToT:

5. W3JABA U NOTIUC

MUme Ha BeTepUHapHO-MegUUUHCKMUOT Nnpenapart:

CunuHa:

dapmaueBTCcKa hopma:

AKTUBHa cyncTtaHuuja(m):

NMogHocuTten Ha 6apake (NpaBHO nuue):

MpeTcTaBHUK Ha HOCUTENOT Ha ofo6peHNETo 3a CTaBake BO MNPOMET:

Jac, ponynoTnuwaHWOT MpPeTCTaBHUK Ha HOCUTENOT Ha ofobpeHMeTO 3a cTaBawe BO MPOMET

noTepayBamMm peKa CUTe perieBaHTHW NoAaToUun 3a KBariUTETOT, besbegHocta u quVIKaCHOCTa Ha
BETEPUHAPHO-MEANLMHCKNOT npenapaTt ce COOABETHO HaBeAEHN BO JOCUETO.

|_|O/:|,HOCI/ITeJ'I Ha 6apa|-be/ Bo nme Ha NOAHOCUTENNOT Ha 6apa|-be (nononHeTe cooABETHO)

[oTnuc

Mme/ KomnaHuja

OyHKUMja

MecTto aartym (rrrr-mm-a4a)

*

D an/IJ'IO)KeTe NONMHOMOLLHO Ha MPEeTCTaBHUKOT Ha NOAHOCUTENOT Ha 6apaH:eT0/HOCI/ITeI'IOT Ha voﬁpeHmeTo 3a CTaBake BO
NpoMeT 3a HeroBo NpeTcTaByBake OAHOCHO NMOTMNULIYBaKE BO COIMACHOCT CO Touka 7.4.

** [] NpunosxeTe Aokas 3a U3BPLUEHA YNNaTa Ha TPOLLIOLMTE 3a 0406pyBate BO COIMCAHOCT €O Touka 7.1.
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6. 3BUPEH U3BELUTAJ, EKCTIEPTCKU U3BELUTAU U TE

|

[ ] 36upeH nsBeLwTaj 32 0COBUHUTE Ha NpenapaToT

] Mpeanor 3a KOHTAKTHOTO U HaZBOPELIHOTO NakyBake
[] YnatcTBO 32 ynoTtpeGa

L] AeTanHun n KpuTudkm usseluTam - EKcrepTcku nsseLlTan

[[] Xemucka, cpapmaLesTcka 1 GronoLlika 4oKyMeHTaLuja

[ AokymeHTauuja 3a 6e3beHOCT 1 pe3nayu

[ ] MpegknuHnyka 1 KNuHUYKa AOKyMeHTaumja

7. JIUCTA HA NPUITOXEHU OOKYMEHTU

71. [Jokas 3a nspplleHa ynnarta

7.2. [MMCMO Ha cOornacHoCT off HOCUTENOT Ha Of0BPEHUETO 3a CTaBake BO NMPOMET Ha ofobpeHunoT
npenapar.

7.3. PelueHue 3a 3anuwysawe Ha NpaBHOTO nuue Bo LleHTpanHnot Pernctap Ha P. MakegoHuja

7.4. [MOfHOMOLLHO Ha NPETCTaBHUKOT Ha NOAHOCUTENOT Ha BapareTo/HOCUTENOT Ha 040BpEeHNETO 3a
CTaBak€ BO NPOMET

7.5. KpaTtka 6uorpaduja of ogroBOPHOTO NULEe 3a BETepuMHapHa dapMakosoLwka BHUMATENHOCT

7.6. 3aBepeHa konuja o noTpebHUTe ofobpeHuja 3a NPOU3BOACTBO U3JafleHU BO COMMACHOCT CO

3aKOHOT 3a BETEPUHAPHO-MEAWLMHCKM Mpenaparn WM MPONUC EKBUBANEHTEH Ha Hero.
PedepeHLara Ha HaLUWOHaINHUTE W eBPOMNCKUTE CTaHaapaw 3a fo6pa Npou3BoAHa npakca ce
[0CTaByBa 4OKOJIKY MOCTOW.

7.7. [okas, 4OKOSKY efleH v noBeke NPOM3BOAMTENM Ce NPEASIOKEHN 3a NPOUSBOACTBO Ha cepunTe
Ha npenapaTu.
7.8. LLleMaTcku NpUKas 3a CUTe MecTa Ha MPOU3BOACTBO Ha BETEPUHAPHO-MedWULUHCKUOT Npenapat

WnNy aKTUBHaTa CyncTaHuuja (BKIy4YUTENHO N MecTaTa Ha MOCTpUpare U TecTUpake 3a cepunTe
Ha NPOW3BOACTBO BO TPeTU 3emjun). 3abenewka: Cute NpousBOACTBEHU U KOHTPOSTHU CTPaHU Kou
ce crnomMmeHaTu Bo LenoTo gocue Tpeba fa ce COOABETHO HaBeeHW CO HUBHUTE UMUHbA, AeTarlHu
agpecu U akTUBHOCT .

7.9. M3jaBa (unn Ceptudumkar 3a [Jobpa NpoussogHa lNMpakca) nsgageH/a o HaaneXXHUOT opraH Koj
ja cnpoBen nHcnekuuckaTa KOHTpona Ha MecTaTta Ha NPoW3BOACTBO (He nocTapa of 3 roguHn)
PedepeHLara Ha HaUWoHanHUTe UKW eBponckuTe cTaHaapau 3a Aobpa Npou3BofHa npakca ce
JocTaByBa JOKONKY nocton. Ce AocTaByBaaT U3BELUTaW O MHCNEKUUU 3a ApYyru cTaHAapau 3a
[Lo6pa nponssoAHa npakca HanpaBeHW BO NOCNEAHNBE 2 FrOAUHM.

M3jaBaTa Tpeba ga cogpxu:

- AaTyM Ha nocrieHaTa UHCneKUMcKa KOHTpona 3a cTaHgapauTe 3a gobpa npouM3BogHa npakca
- UMe Ha HaAneXHWOT opraH Koj ja N3BPLUMIT MHCMEeKUMCKaTa KoHTporna

- KaTeropwja Ha npenapaTtoT ¥ aKTUBHOCTUTE KOW NoArnerHane Ha UHcnekymcka KoHTpona

- UcxXof of MHCMeKUMcKa KOHTpona

7.10. [dokymeHTauuja og MasHoTo [ocue 3a AkTuBHaTa CyncTaHuuja (Active Substance Master File
/European Drug Master File), Active Substance Master File(s) (Drug Master File(s)) unu konwja
of CepTudukaTt 3a COOLBETHOCT 3a akTUBHaTa cyncTaHymja(un)

7.11. Tpumepok of noTepfAa BO NMUCMeHa (opMa Of MNPOU3BOAUTENOT Ha akTUBHaTa CyncTaHuuja 3a
WUHpOPMUpPae Ha MNOAHOCUTENOT Ha OapakeTo BO Cfyvaj Ha MpPOMEeHa Ha npouecoT Ha
NPou3BOACTBO MNWU cneuuduKkaumnja BO COrmacHoCT o 3aKOHOT 3a BETEPUHAPHO-MEeOWNLUHCKA
npenapaTtu U1 NPonuc eKBUBanNeHTeH Ha Hero.

7.12. Ceptundukartor 3a TCE (eBporicka dapmakoneja)

7.13. Hay4yHO co3HaHwe fafeHo of, AreHumjaTta 3a XpaHa W BETEPUHAPCTBO, HaAMEXHUTE OpraHn Ha
3eMjy YNeHKU unu Tpetu 3emju, unu og EMEA.
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Mpwnor I
OnwTun ycnosu

1. lNoepnHoCTUTE W AOKYMEHTUTE KOW ro npuipyxyeaaTt GapaweTo 3a ojobpysawe 3a
cTaBak€ BO NPOMET cornacHo co uned 5, 6, 8, 9, 10 n 11 oA 0BOj NpaBUNHUK Cce
JocTaBysaaT BO popma Ha AOCuEe Ha BeTepuHapHO-MeJULUHCKUOT npenapaT Bp3
OCHOBa Ha nocebHMTE yCcnoBM HaBeAEeHW BO OBOj NPUNOr M Ce ycornacyesaat Cco
ynatctBata usgaaeHu oa Eeponckata Komucumja o [MpaBunara kou ru perynupaar
MejuuuHCKUTEe npenapartu, BonymeH 6B, 3abenewkn o nogHocuTenuTte Ha Gapatse,
BetepuHapHo-meauuyuHckn npenapatu, lNpeseHtaymja u CoapxuHa Ha focueto (The
Rules Governing Medicinal Products in the European Union, Volume VIB, Notice to
applicants, Veterinary medicinal products, Presentation and Contents of the Dossier).

2. [lpu cocTasyBawe Ha JocMeTO 3a GapaweTo 3a o400pyBawe 3a CTaBawe BO MPOMET,
nogHocutenute Ha Gapawe, ce ycorrnacysaaT CO HajHOBWTE HayyHU CO3HaHuja BO
obnacta Ha BeTepuHapHO-MEAULMHCKUTE npenapaTtu U HayyHUTe HanaTCTBMWja KOW ce
noBp3aHn co keanutetoT, 6e3begHocTa N eduKkacHOCTa HA BETEPUHAPHO-MEANLMHCKM
npenapaTu nyénukyesaHu og EMEA kou npousnerysaart 04 akTu AOHECEHU 04 CTpaHa Ha
EBponckata Komucuja n gpyrn Ynatcrea kom ce oGjaBeHW BO pasnuMuHU napTuyuu oj
MNpaBunaTta kou 1M perynupaaTt n meguyuHckute npenapatn (The Rules Governing
Medicinal Products in the European Union, Different Volumes).

3. 3a BeTepuvHapHO-MEAULMHCKA Mpenapatu pasnuyHu O WMYHONOLLUKW BETEpPUHAPHO-
MeANUMHCKA npenapaTn, 3a L0CMEeTO 3a KBanuTtaTuBHuTe hapmaueBTCKU (PU3NYKO-
XEMUCKKN, OUONOLLKA MAN MUKPOOUOMOLLKN) TECTOBM HA BETEPUHAPHO-MEJULMUHCKUOT
npenapaTt ce nNpUMeHyBaaT pPeneBaHTHUTE MOHorpadu BKAYYUTENHO U OMNLITUTE
MoHorpacum n onwTute aenosu of EBponckara dapmakoneja. 3a UMYHONOLUKATE
BETEPUHAPHO-MEANUMHCKM npenapaTn, 3a JO0CUeTO 3a kBanuteT, 6e30eaHOCT M
edMKacHOCT, Ce NpuMeHyBaaT CUTEe peneBaHTHU MOHOrpadu BKNYYNTENHO M ONWTUTE
MoHorpacu 1 onwTute genosu oa Esponckarta dapmakoneja.

4. TlpouyecoT Ha nNpPOW3BOACTBO Ha BETEPUHAPHO-MEAULMHCKNOT npenapar € BO
cornacHocT co NpaBunHUKOT 3a Hayenarta 1 ynaTtcrearta 3a Aobpa npou3sBoAHa npakca
3a BETEPUHAPHO MeAMLMHCKATE npenapati 3

5. CuTte penesaHTHW nogaToyu 3a BETEPUHAPHO-MEAUNLMHCKUOT Npenapar ce BKIy4YeHU BO
BGapareTto, 6e3 ornes Aanu Ce NOBOMHM UMM HEMNOBOMHWU 3a NpenapaTtoT, 3aejHO CO
PENEBAHTHU NOAATOLUM Of HELENOCHUTE UM HEN3BPLUEHUTE TECTOBM UNn Nnpodu Kou ce
OoAHecyBaaT Ha BeTepuUHapHO-MeAULUHCKUOT npenapar.

6. dapmakonoLwKuTe, TOKCUKOMOLLUKUTE W TecToBuTe 3a 0Oe3befHoOCT U pe3uaym ce
cnpoBejyBaart BO COrnacHocT co jobpa nabopaTopucka npakca.

7. AreHumjaTa 3a xpaHa un BeTepuHapcTBo Tpeba pa 06e3bean cuTe eKCnepyMMeHTU Ha
XWBOTHU Ja ce CnpoBeAyBaaT cornacHo [NpaBuUnHMKOT 3a 3awTuTa 1 6narococToj6a Ha
eKCMepUMEHTAIHY XNBOHN 4

8. Co yen aa ce yTBpAM OAHOCOT pu3nk-6eHeduT, cekoja HoBa MHopmayuja koja He ce
Haora BO OpUrMHanNHOTO Oapame Kako U cute MHGOPMauun 3a HecakaHu AejcTea
YTBPAEHU MNPEKY aKTUBHOCTUTE Ha BeTepuHapHaTa dpapmakonollka BHUMATENHOCT Ce
JOocCTaByBaaT A0 AreHuujaTa 3a XpaHa u BetepuHapcTBo. OTKako e aobueHo ogobpeHue
3a cTaBak€e BO NPOMET, CUTE NMPOMEHU BO NoJaToUMTE U AOKYMEHTUTE O AOCUETO ce
jocTaBayBaT A0 AreHuujaTa 3a XxpaHa UM BETEPUHAPCTBO BO COMMAaCHOCT CO
HaLWOHanNHUTE NPONNCK 3a pasrneayBarme Ha NPOMEHN BO YCNOBMTE 3a 0400pyBame 3a
cTaBak-€ BO NPOMET Ha BETEpUHaApPHO-MEAULMHCKU npenapaTwu.

9. 3a BeTepuHapHO-MEAULMHCKA npenapaTn Kou COAPXaT UMM Ce COCTAaBEHU Of FEHETCKU
MoandULMpaHn opraHu3Mmn ce A40CTaByBa €KOMOLLUKa NPOoLEeHKa Ha pU3UK BO COrnacHoCT
CO HauuoHanHWTe npOonNuCKU 3a CTaBake BO NPOMET Ha BeTEPUHAPHO-MEAULMHCKU
npenapaTv KOW COApPKaT Unu Cce COCTaBEHU O MrEHETCKU MOAUDULMPAHN OPraHU3Mu.
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MoceGHMTE YCnoBM 3a CTaBake€ BO NMPOMET Ha BETEPUHAPHO-MEAULUMHCKU npenapaTtu ce
NnoAeneHun Bo YeTupu Hacnosu:

Hacnoe |: lMoceOHM ycnoBu 3a BETEPUHAPHO-MEAULUMHCKM nNpenapaTtn pasfnuyHu o4
WMYHOMOLLKN BeTepuHapHO-MeANLMHCKA npenapartu.

Hacnos Il: MNoce6GHn ycrnoBm 3a MMyHOSOLLKN BETEPUHAPHO-MEANLMHCKN npenapaTun.
Hacnog IlI: [MoceGHn TMNOBU Ha YCNOBU 1 A0cueja 3a o00pyBate 3a CTaBawe BO NPOMET.
Hacnoe IV: T[llocebHu ycnoBm 3a jJocueTto Ha o0cobeHuM BeTepuHaApPHO-MEAULMHCKU
npenapaTu.

HACJIOB |
MOCEBHU YCNOBU 3A BETEPUHAPHO-MEANUNHCKN MPEMNAPATU PA3IIMYHA O
MMYHONOLWKN BETEPUHAPHO-MEONUNHCKU MNPEMNAPATA

3a BeTepuHapHO-MeAMUMHCKUW npenapaTtn pasnuyHn o4 WMYHONOLWIKW BeTepUHapHO-
MEAULMHCKM npenapaTun, BaXkaT crnejHWBE YCNOBUW, AOKOMKY HE € MOoMHaky nponuliaHo BO
HacnosorT Il og oBoj NMpunor.

OEN 1: COAPXXWHA HA JOCUETO
Cekumja A. ALMUHUCTPATUBHKN nojgaTouu

BeTepnHapHO-MeAULUMHCKAOT npenapart, Koj € npeamMmeT Ha BapanweTo ce uaeHTudukysa
crnopej HEroBoTo UME, UMETO Ha aKTUBHATA CyncTaHLuja Unu NoBeKke akTUBHWU CyncTaHUuu
JOKOMNKY MocTojaT, jaunHaTta, dapmadestckata popma, pytata u HaumHOT Ha ynotpeba Bo
COrfacHoOCT CO uneH 5 Toyka 6) of 0BOj NPaBUIIHUK N ONUC Ha KpajHaTta npeseHTauyuja Ha
npenapartoT, BKNYYMTENHO M NakyBaweTo, 03HAYyBawETO W ynaTtcTBOTO 3a ynoTpeba BO
COrnacHoCT co YneH 5 Touka 12) oa 0BOj NpaBUSTHUK.

Ce HaBeayBa UMeETO U ajpecata Ha NOAHOCUTENOT Ha GapareTo, UMETO M ajapecarta Ha
NPOU3BOAUTENUTE WU MecTaTa KoM Ce BKIyYEHM BO pasnuyHuTe ¢pasn Ha NpousBOACTBO
(BKNYYMTENHO M NPOM3BOAUTENOT HA KPAjHUOT npenapaTt U NPou3BOAUTENOT Ha aKTUBHUTE
CYNcTaHLuK), a Kaje LUTO € PeNeBaHTHO Ce HaBeAyBaaT U UMETO U ajpecaTa Ha YBO3HUKOT.

MoaHocuTenot Ha GapaweTo ro uaeHTMdPukyesa OpoOjoT Ha CTpaHWTE W HaA3UBUTE Ha
JenosuTe of AOKyMEHTauujaTa Koja ce AOoCTaByBa Kako Aen oA GapaweTo n rn Haseaysa
MOCTPUTE KOU CE NPUNOXEHU, JOKOMNKY NOCTOjaT.

Bo penot agMuMHMCTpaTUBHW nojaTtouun Ce MPUMoXXyBa U AOKYMEHT CO KOj ce MnoTBpayBa
AeKa npoun3BoAMTENOT nocejyeBa o0AoOpeHMe 3a nNpOM3BOACTBO Ha COOABETHUTE
BETEPUHAPHO-MEAULUMHCKW MpenapaTyh cornacHo 3akoHOT 3a BEeTepMHapHO-MEeULUHCKM
npenapatu WNM eKBUBanNeHTEeH Ha HEro nponuc, 3aejHo CO MAUCTa Ha 3eMju BO KOU €
400neHo op00peHneTo, Konuu of 30WMPHMOT M3BELUTa] 3a O0COOMHWTE Ha npenapaToT
cornacHo co [Mpunor lll og O0BOj NpPaBUMIHUK WU NUCTA Ha 3eMju BO KOW OMNO NOAHECEHO
Oapame 3a ogo0peHne unm nctoto 6uno ogoueHo.

Cekuyunja b. 36upeH usBeLuTaj Ha 0COOUHUTE Ha MpenaparoT, Aeknapayuja u ynaTcTBo 3a
ynoTtpeba

MoaHocuTenoT Ha 6apaweTo J0CTaByBa npeanor of 36UPHUOT U3BELLTAj HA BETEPUHAPHO-
MeAULUHCKUOT npenapat 8o cornacHocT [Mpurnor |l og oBoj npasunHuk. MNpeanor TEKCT 3a
AeKknapauujata Ha KOHTAaKTHOTO W HaABOPELUHOTO MNakyBake Ha BETePUHapPHO-
MEAULNHCKMOT npenapaTt M AOKONKy € notpebHo, ynaTcTBoTO 3a ynotpeba Kou ce BO
cornacHocT co [llpaBunHUKOT 3a nogaToyuTte Kou Tpeba Aa M COAPXKM KOHTAKTHOTO U
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dapmayeBtcknte (PM3nuKo-xemMucku, OGMONOLIKM unM  MUKPOBMONOLLKM) nojgatouyu 3a
aKTUBHWUTE CYNCTaAHUMM U 33 KPajHUOT BETEPUHAPHO-MEAULMHCKM npenapaTt cojpxar
MHOPMaLUMKM 3a MNpoLEecOT Ha NPOWU3BOACTBO, KapakTepusauuja u OCoBGUHWU, YCNOBU U
MPOLIEAYPU 32 KOHTpOMA Ha KBanuTeT, CTabUMHOCT, ONWC Ha COCTaBOT W npe3eHTauuja Ha
BETEPUHAPHO-MEAULMHCKNOT Npenapar.

Cute MoHOrpaduv BKNy4yMTENHO U ONWITATE MOHOrpadum u onwTute Aenosu of Esponckara
dapmakoneja unu HayunoHanHata gpapmakoneja ce npUMeHINBI.

Cute npoueaypuTe 3a TecTUpare rm UCNONHyBaaT KPUTEPUYMUTE 3a aHanuM3a u KoHTpona
Ha KBanuTeT Ha NOYMETHUTE MaTEpUjann u Ha KPajHUOT nNpenapart CornacHoO CO NOCTOEUYKUTE
ynatctea n 6apamwa. Ce gocrtaByBaar u pe3ynrtaTi 04 Banugauyujara.

Cute npoueaypu 3a TecTuUpawe Ce TOYHO U JeTanHo onuwaHu 3a ga 6ugat NnoBTOPHO
MPUMEHETU NPU KOHTPONHUTE TECTOBM, CNPOBEAEHU HA Bapare Ha HaANeXHUOT OpraH.

MoceBbHUTE anapaTtn u onNpema Kom Ce KOpucTaTt Npu TECTUPAHETO CE AETaNHO ONULLAHU, 1
JOKONKY € MOXHO OMUCOT € HajononHeT co rpadukoH. dopmynata Ha nabopatopuckute
peareHcn Tpeba fa Guae objacHeTa CO METOAOT Ha NOArOTOBKA, AOKONKY € noTpebHo. Bo
cnyyaj Ha npoueaypu 3a Tecupare Kou ce BKnydyeHn Bo HayuoHanHarta papmakoneja unm
BO EBponckata apmakoneja, 0BOj ONUC MOXE Aa Ce 3aMeHW CO AeTanHa pedepeHua 3a
coojBeTHarta apmakoneja.

Kage LUTO e peneBaHTHO C& KOPUCTU XEMUCKNOT N GUONOLLKUOT pedepeHTeH MmaTepujan o4
HauynoHanHata capmakoneja mnu oa Esponckarta dpapmakoneja. [OKonky ce kopucrar
Apyru peepeHTHU npenapaTtn u cTaHAapaun, uctute tpeba aa 6uaat yTBpAEHU U AeTanHo
onuvLiaHu.

Bo cnyuaj kora akTuBHaTa cyncTtaHuuja € COCTaBeH Aen Ha MejWMLUUHCKU npenapart Koj e
oaobpeH 3a yoeeuka ynotpeba cornacHo [MpaBunHUKOT 3a jobusare Ha 0f00peHNe 3a
CTaBak€ Ha Nek BO NPOMET 5, COApXKMHAaTa hapmMaLeBTCKUTE NOAATOLM COFNacHo MOAYNoOT
3 Ha [NpaBunHuKoOT 3a pgobnBawe Ha of00peHMe 3a CTaBawe Ha NneK BO npomeT*5, MOKe
COOJBETHO Ja ja 3aMeHU JOKyMeHTauujaTa Koja ce ojHecyBa Ha akTUBHAaTa cyncraHuuja
N1 Ha CooABETHWOT BETEPUHAPHO-MEANLMHCKN npenapar.

Cekyuja A. KBanutaTmeHU U KBAHTUTATUBHU NOEANHOCTU HA COCTaABHUTE CyncTaHLUun
1. KBanutaTuBHM NOEAUHOCTU

KBanutaTtuesHU NOEAUHOCTU Ha CUTE COCTaBHMW CYNCTAHUUN HA BETEPUHAPHO-MEANLUHCKAOT

npenapat nogpasbupaat obenexysarwe unm onuc Ha:

- aKTUBHWTE CyncTaHuuu,

- COCTaBHUTE CYNCTAHUMM Ha eKkcunueHcuTe, Oe3 ormej Ha HUBHATA npupojga wunu
KonuunHaTa BO Koja ce ynoTpeOeHu, BKRNydnTenHo u o0ojyBavyuTe, KOH3EepBaHCUTE,
ajjysaHcute  (MOMOLUHUTE  XEMUCKM  AojaTtouu), CcTabunusaTopu, 3rycHyBauwm,
emMynraTopu, apomMm n apoMaTuYHU CyncTaHuyuu;

- COCTaBHUTE CYNCTaHUUN HAMEHETU 3a UHrecTnja unu 3a agMmuHucTpaymja Ha XMBOTHUTE
Ha APYr HauuH KOU Ce Aen of HajBopeluHaTa o0BUBKa HA BETEPUHAPHO-MeLULUHCKUTE
npenapaTtwu - Kancynu, XXenaTuHCKN Kancynu;

OBue 0COBEHOCTU Ce HaaoMomnHyBaaT CO CUTE PEMEeBaHTHW MOAATOLM 3a KOHTAKTHOTO U

HaABOPELUHOTO NakyBakwe, HAYNHOT HA HErOBOTO 3aTBOpPaHE, BKNYYUTENHO U AeTannTe 3a

cpeacTBaTa Co KOU BETEPUHAPHO-MEAULMNHCKUTE NpenapaTn ce ajMUHUCTpupaar, a kou ce

HabaByBaaT 3aeAHO CO npenaparor.
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2. BoobnuaeHaTta TepMuHonoruja

BoobuyaeHata TepMuHOMOrMja LUTO CE€ KOPUCTU NPU ONULLYBAaHETO Ha COCTaBHUTE
CYNCTaHUMMN Ha BETEPUHaAPHO-MEAULMHCKATE NpenapaTtun, U Nokpaj NpumeHaTa Ha Apyrute
oapeabu oa uneH 5 Touka 3) 04 OBOj NPaBUNHUK € CrejHaBa:

- BO OJHOC Ha COCTaBHUTE CynCTaHUMM KOW Ce HaeejeHu Bo EBponckaTta dapmakoneja
unn HaymoHanHaTa capmakoneja, OCHOBHMOT HacfloB BO 3arnaejeTO Ha OjHOCHaTa
MOHorpadmja, co ynatysarwe Ha 0gHOCHaTa papmakoneja;

- BO OAHOC Ha APYrUTE COCTaBHWU CyNCTaHUuW, BOOOMYAEHOTO UME MpenopavaHo o4
cTpaHa Ha Csetckata 3ppasctBeHa OpraHusaymja (C30), koe moxe ja Ouae
MPUAPYXKEHO CO APYro BOOOUYAEHO UME, NN NPELN3HO Hay4HO obenexyBare;

- BO OAHOC Ha JApyruTe COCTaBHM CyNCTaHuuMu, KOW HemaaT BOOOUYAEHO UME UMK
npeyunsHo Hay4yHo obenexyBawe, Ce OnuLlyBaaT CoO M3jaBa 3a TOA Kako U Oj LUTO Ce
NOArOTBEHU, AOMOMHETU, @ JOKONMKY € COOABETHO, CO APYr PeneBaHTHN NOEANHOCTHY,;

- BO 0jHOC Ha obojyBaumnTe, obenexysarme co “E” KO4 BO COrnmacHOCT CO HaLMOHanHOTO
3aKOHOJaBCTBO CO KOe Ce A03BOnyBa jojaBame Ha 06ojyBadn BO BETEPUHAPHO-
MeAULMHCKUTe npenapaTu 6

3. KBaHTUTATMBHU NOEAUHOCTU

3.1. 3a ja ce HaBejaT KBaHTUTATUBHWUTE NOEAWNHOCTU Ha CUTE aKTUBHMW CYNCTaHUMMK Ha
BETEPUHAPHO-MEANLNHCKUTE npenapaTu, HeONX0AHO €, BO 3aBUCHOCT OJ OAHOCHaTa
dapmauestcka opma, ga ce HaBeae macaTa, unu 6pojoT Ha eAuHMLYM Ha BuonoLukaTa
aKTUMBHOCT, BO OAHOC Ha eAMHMLA 4033 UNN BO OAHOC Ha eAuHMLa Maca unu BonymeH
Ha Cekoja akTMBHa cyncTaHyuja.

EavHnynte Ha Ouonowka akTMBHOCT CE€ KOpWCTaT 3a CyncTaHuun LUTO HE MoXar

XEMUCKKU fa ce AeduHupaar, u Toa:

- MerfyHapogHa EavHMuya Ha ©uonowka akTMBHOCT Ha CBeTckaTa 3ApaBCTBEHA
opraHu3auuja ce KOpuUCTu, AOKONKY uctarta € agedpuHupaHa;

- Kora He nocrou geduHupaHa MeryHapogHa EauHuya, eauHuynTe Ha OuonoLuka
aKTMBHOCT CE M3pa3yBaaT Ha Ha4YMH LWTO Ke Aaje HeABOCMUCIEHA MHdopMaymja 3a
aKTMBHOCTa Ha cynctaHyuute, co ynoTpeba Ha EpuHuyata Ha EBponckaTa
dapmakoneja, kage € NPUMEHNNBO.

Kape wTo e BO3MOXHO, Ce€ HaBeayBa GuonoLukata akTUBHOCT Ha eAMHWUM maca wunu

BOMYMEH U TUe UHpopmayum ce AononHysaar:

- BO OAHOC Ha npenapatu 3a WHjeKkTUpawe, CO Maca wnu ejuHuym Ha OuonoLuka
aKTUBHOCT Ha CeKoja aKkTMBHA CyncTaHuuja BO €AUHULA KOHTEjHEp, 3emajku ro
npeaBui KOPUCHUOT BONYMEH Ha nNpenapaToT, No NPecTPyKTYpUpaHweTo, JOKONKY €
COOABETHO;

- BO OAHOC Ha BETEPUHAPHO-MEAMWLMHCKUTE npenapaTtun LITO Ce jaBaaT BO Kanku, Co
mMaca unum eauHMynm Ha OuonoLuka aKkTMBHOCT Ha CeKoja akTMBHa CyncTaHuwuja
COApKaHa BO Kanka unu coapxaHa BO GpojoT Ha Kankum cooaBeTHM Ha 1 mununuTap
unu 1 rpam o4 NOAroToBKaTa;

- BO OAHOC Ha Cupynu, €Myn3umn, rpaHynapHu npenapatum u apyru dapmaleBTCKu
dopmu, WTO ce pgaBaaT BO WU3MEPEHU KOMUYMHKM, CO Maca unu ejuHuun Ha
GuonoLLKa akTMBHOCT Ha CEKOja akTUBHA CYNCTaHua Ha U3MepeHa KonuynHa.

3.2.  AKTMBHUTE CYNCTaHUMW COAp)XaHW BO OpmMa Ha COCTaBHM CYNCTaHUMUM WK

JepuBaTn ce onuwysaaT KBAHTUTAaTUBHO CO HMBHATa BKyNnHa maca, a JOKOMKy €

HEONXOAHO UNU penesaHTHO, CO MacaTta Ha akTMBHOTO jaApo unu jaapa Ha monekynara.
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3.3. 3a BeTepuHapHO-MEAMLMHCKM Npenaparun LWTo CoApXaT akTMBHAa CyncTaHuuja koja e
3a npB nat npeameT Ha Bapawe 3a 0400peHne 3a ctaBawe BO NpomMeT BO Penybnuka
MakesoHMWja, KBAaHTUTATUBHUOT NPMKA3 Ha akTUMBHATA CyncTaHLUuja Kako LUTO € COMm unu
XWApaT, CUCTEMaTCKM Ce u3pa3yBa BO Maca Ha aKkTMBHOTO jaapo UMW jajgpa Ha
mMonekynoT. CuTte cneaHu oao0peHn BeTepuHapHO-MEAWLIMHCKU npenapatu umaaT uct
HaBeAEeH KBAHTUTATUBEH COCTaB KaKo MCTaTa akTMBHA CyncTaHuuja.

4. PasBoj Ha npenapartoT

Ce jocrtaByBa o6jacHyBarke 3a W3GOPOT Ha COCTaBOT, COCTABHUTE CyNCTaHLuuu,
KOHTaKTHOTO nakyBawe, APYro MOXHO nakyBakwe, HaABOPELLHOTO NakyBawe, nnaHnpaHarta
dyHKLUMja HA eKCLUMNUEHCOT BO KPajHUOT npenapart u MeToA0T Ha NPOM3BOACTBO Ha KPajHUOT
npenapar.

OG6jacHyBaweTO € MNOAAPXaHO CO HAjHOBMTE HaydHM nojaTtoyum 3a pasBojoT Ha
dapmauyumjata.

Cekyuja 6. Onuc Ha MeToAO0T Ha NPOU3BOACTBO

Ce npunoxyeaaT MMeETO, ajpecarta U OArOBOPHOCTa Ha CEKOj NPOU3BOAMUTEN WU CEKoe
npeanoXeHo MeCTO 3a NPOM3BOACTBO UMM 0BjEKT KON Ce BKIyYEeHU BO NPOM3BOACTBOTO UMK
TecTupameTo.

Bo Gapawerto cormacHo uneH 5 Touka 4) 04 OBOj NpaBUMHWMK C€ MNPUNOXyBa OMUC Ha

MEeTOA0T Ha NPOMN3BOACTBO KOj C&€ M3roTByBa Ha HauuH LITO K& o6e3beamn COOABETEH KpaTOK

nperneg Ha npupojara Ha onepayunTe Kou Gune NPUMEHETN N UCTUOT BKNyYyBa HAjMAanKy:

- pasnuyHn asm oj NPOoM3BOACTBOTO, 3a Ja MOXE Aa CEe Hanpasu nNpoueHKa jpanu
KOPUCTEHUTE npoLEeCH BKMyYEHU BO NPOU3BOACTBOTO Ha dapmauesTckaTa qopma
MOXaT Aa NPOM3BEAAT HEraTMBHa NPOMEHA Kaj COCTaBHUTE CyncTaHUuu;

- BO CNyyaj Ha HenpekuHato npPOuU3BOACTBO, LENOCHW JeTann 3a MEPKUTE Ha
NPeTnasnuBOCT LUTO CEe npe3emMeHn 3a ja ce o6e3beanm XOMOreHOCT Ha KpajHuoT
npenapar;

- BUCTMHCKaTa copmyna 3a Npov3BOACTBO, CO KBAHTMTATUBHUTE NOEAUHOCTUM 3a CUTe
yrnoTpebeHn cynctaHuuu, KOMUYUHWUTE Ha EeKCUUNUEHCU, JaAeHW CO anpOoKCUMMaTUBHU
TEPMUHM KOMKY LWTO Hanara dapmayestckara qopma. Ce cnomeHyBaaTt cute
CYNCTaHUMKN LUTO MOXE Aa MCYE3HaT BO TEKOT Ha MpoLUecoT Ha MNPOU3BOACTBO U ce
HaBeAyBa 1 NOTKPenyBa co (PakTn CEeKOj BULLIOK HA NpenapaTor,;

- usjaea 3a pasuTe Ha NPOM3BOACTBO BO KON CE€ 3EMEHUN MOCTPU 38 KOHTPOSHM TECTOBMU BO
TEKOT Ha NPOU3BOACTBOTO U NPUMEHETUTE NUMUTU, LOKOMKY APYrMTE nojgatouu Kou ce
NPUNoXeHU KoH 6aparweTo 3a CTaBawe BO NPOMET NOKa)XyBaaT JeKa OBUE TECTOBU Ce
HEONXOAHMW 3a KOHTpONa Ha KBanWTETOT Ha KpajHWOT npenapar;

- eKCnepumeHTanHu CTyauW 3a Banujauumja Ha npouecoT Ha nNpPOU3BOACTBO,
NPe3eHTUpPaHn Ha ckana Ha CepuCcKo NPOU3BOACTBO, JOKOMKY C€ KOPUCTU HECTaHAapPAEH
METOJ, Ha NPOU3BOACTBO;

- eKCcnepumeHTanHu CTyaun 3a Banujauuja Ha npouecoT Ha nNpPOU3BOACTBO,
Npe3eHTUpaHn Ha npBUTE TPU CEPUU HA NPOU3BOACTBO, JOKOMKY CE KOPUCTU
CTaHAapAEeH METOJ Ha NPOU3BOACTBO;

- NOEAMHOCTM 3a nNpouEecoT Ha cTepunu3auuja wunum acenTuukuTe npoueasypu, 3a
CTEpUNHW npenapaTtM KOU HEe Ce NPOU3BEAEHUM BO CTaHAApPAHWM apmMakonoLLKu
CTEPUNHN YCOBU.
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Cekyuja B. KoHTpona Ha noyeTHUTE maTtepujanu
1. OnwTu ycnosm

MoyeTHNW martepujann ce CUTE COCTaABHM CYNCTaHUWM Ha BeTEPUHAPHO-MEAULIMHCKUOT
npenaparT u AOKOMKY € HEONXOAHO, Ha HEFOBMOT KOHTEJHEP BKMNYYMTENHO N ONakoBKaTta, Kou
Ce OnuLLaHM Kako LUTO € HaBejeHo BO Touka 1 Ha Cekyunja A of oBoj flen.

Ce npunoxysaar crneyudukaymm n nogaToum 3a TECTOBATE LUTO CE Npasar 3a KOHTpona Ha
KBanuTeTOT Ha CUTE Cepun NOYETHU Martepujanu.

Ce HaBeayBaaT PYTUHCKUTE TECTOBM 3a CeKOja cepuja noyeTHU matepujanu. OKonky ce
KopucTaT TECTOBUW pasnuyHu oj onuwaHuTe BO EBponckarta gapmakoneja, ce norepaysa
AeKa NoYyeTHUTe MaTepujanu rm nCnonHysaar yCnoBuTe o4 ucrara.

CepTtudukator 3a CooaBeTHOCT M3gajeH oja cTpaHa Ha Esponckuot [dupektopaTt 3a
KeanuteT Ha MeaunyuHckute lNpenapaTt 3a NOYETHUOT MaTepujan, akTuBHaTa CynctaHuunja
nnu ekcymneHcotT Tpeba fa coapxu pedepeHum Ha penesaHTeH MoHorpad oa EBponckaTta
thapmakoneja.

Mpou3BoAMTENOT AaBa NUCMEHa noTepAa A0 NOAHOCUTENOT Ha GapareTo 3a fobuBare
ofo0peHne 3a cTaBake BO MPOMET AeKa NpouUecoT Ha MpOoU3BOACTBO He npeTpnen
mMoaundukayum Ao sobusarwe Ha Ceptudumkar 3a CoogBeTHOCT o4 EBponckuot AdupektopaT
3a Keanutet Ha MeauyuHckute MNpenapaTu.

Ce npunoxysaaT Ceptudukaty 3a AHannsa 3a nodyeTHUTE matepujanu 3a ja ce noTBpaM
ycornaceHocTa co geduHupadute cneyudukayuu.

1.1.  AKTUBHUW cynctaHuum

Ce npunoxysaaT UMETO, ajpecata W OArOBOPHOCTA HAa CEKOj NMPOWU3BOAUTEN U CEKoe
NPEANOXEHO MeCTO Wnu OGjeKT 3a NPOM3BOACTBO KOW CE€ BKIYYEHW BO MPOLECOT Ha
NPON3BOACTBO U TECTMPAHE Ha aKTMBHATa CyncTaHuuja.

3a a406po geduHupaHa akTuBHa CyncraHumja, NPOU3BOAUTENOT HA aKTMBHATa CyncTaHuuja
nunu nogHocuTENoT Ha 6aparweTo 3a CTaBake BO NPOMET NPUNOXYBa NOEANHEYEH AOKYMEHT
AUPEKTHO A0 AreHumjaTa 3a xpaHa WU BETEPUHAPCTBO CO CrejHWBE nojaTtoun BO BUJI Ha
MmaeHo Jocue 3a AkTuBHaTa CyncTaHuuja:

(a) aeTaneH onuc Ha MeToA0T Ha NPOU3BOACTBO,

(6) KOHTPOMNAa Ha KBanNUTET 3a BPEME Ha NPOLUECOT Ha NPOU3BOACTBO, U

(B) onuc Ha npouecoT Ha Banujauunja

Bo oBOj cny4aj, npou3BoAUTENOT MYy MM JOCTaByBa Ha NOAHOCUTENOT Ha GapaweTo cuTe
nogaTtoyM HEOMXOAHM 3a nNpe3emare Ha OArMOBOPHOCTAa 3a CTaBake BO NPOMET Ha
BETEPUHApPHO-MeAUMHCKUOT npenapaTt. lNpon3eognTenoT AOoCTaByBa NUCMEeHa noTepAaa Ha
nogHocutenot Ha GapaweTo CO Koja NOTBPAYBa AEKa Ke ja OAAPXKU KOH3UCTEHTHOCTa O
cepuja-po-cepnja M Hema Apa M mMoaudpukysa npouUEeCcOT Ha MPOU3BOACTBO  WIK
cneyudukayumute 6e3 npeTxoaHo Aa ro MHopmupa nogHOCUTENOT Ha BaparweTo.
JokymeHTUTE U ocoGeHOCTUTE 3a CeKoja Mogudukayuja, Kom ce goctaBysaart co GapareTo
My OumaaTt AOCTaBeHW Ha AreHuujata 3a xpaHa W BETEPUMHAPCTBO; OBUE JOKYMEHTU U
KapakTepuCcTUKN UCTO Taka My ce AOCTaByBaaT Ha NojHoOCUTENoT Ha BapaheTo Kora Tue ce
oAHecyBaaT Ha AenoT o [nasHo [docme Ha AktuBHata CynctaHuunja Koe ro KOpUCTK
nogHocuTenoT Ha GapaneTo.

JononHuTenHo, ce joctaByBaaT nojartouyus 3a METOAOT Ha NPOU3BOACTBO, KOHTpPOMa Ha
KBanNUTETOT W Ha NpuMmecuTe, U eBUAeHUUja 3a MomeKynapHaTa CTPYKTypa Ha aKTUBHaTta
CynctaHuuja, JAOKOMKY 3a akTMBHaTta CcynctaHuuja He € wusgageH Ceptudumkat 3a
COOABETHOCT:

1. lMogatoyuTe 3a METOAOT Ha NPOU3BOACTBO COAPXKAT ONMUC HA METOAOT Ha NPOU3BOACTBO
Ha aKkTMBHaTa cyncTaHuuja koj € o6Bp3yBaykmM 3a NOAHOCUTENOT Ha BapareTo, NucTa Ha
cuTe MaTepumjanum Kom ce noTpebHM 3a NpOoM3BOACTBO Ha akTMBHATa CyncraHuuja co
nAeHTUMKaUMja Ha MaTepujanoT KOj C& KOPUCTU BO OApPEeAEH Jden  oj
NPOM3BOACTBEHNOT npoyec. Ce jocTaByBaaT nogaTtoyn 3a KBanuTeT WM KOHTpona Ha
OBME MaTtepujany U noaatouu 3a AOKaKyBawe€ Ha CTaHjapAuTe BO 3aBUCHOCT 04
coojBeTHaTa HaMeHa.
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Ce npumeHyBaat ogpeabute oa onwtnte MOHorpadum w nornasja o Esponckarta
hapmakoneja wnu ALOKONKY He noctojat, o HaywoHanHata dapmakoneja 3a cute
npenapaTtin Kou ce geduHupaHu Bo papmakonemnTe.

[okonky ce kopucTtaT nocTanku 3a TeCTUpamwe u IMMUTU PasnuYHU 04 OHUE KOU Ce HaBeAEeH!U
BO OnLITUTE MOHOorpadu 1 nornasja oj EBponckata dapmakoneja unv AOKOMKY He NoCcTojar,
BOo HaynoHanHaTta dapmakoneja, ce [ocCTaByBa AOKa3 AeKa KpajHWOT npenapar, ako €
TECTUpaH BO COrmacHOCT CO oBUEe MoHorpadumn, 6u rn ucnonHyean ycnoesuTe 3a KBanuTeT Ha
cnomeHartaTa papmakoneja 3a ofgHocHaTa dapmaLreBTcKka dopma.

1. OnwTn KapakTepUCTUKA HA KPajHUOT npenapart

OjapeneHn TeCTOBM 3a OMNWTWUTE KapaKTepUCTWKW Ha npenapaTtoT Ce BKyvyBaaT BO
TecTupaweTo Ha KpajHuoT npouseos. OBME TECTOBM, AOKOMNKY CE€ MPUMEHNUBU, Ce
OAHeCyBaaT Ha KOHTponaTta Ha npoCeYHUTE Macu U MakCUmanHuTe oTcTanyBaka, A0
MeXaHUuKY, PU3NYKU UM MUKPOOUOMOLLKM TECTOBU, OPraHONEnTUUYKN KapaKTepUCTUKM,
hU3NYKM KapaKTEPUCTUKKL, Kako LUTO € rycTuHaTta, pH-BpeaHocTa, MHAEKC Ha pedpakyumja n
Apyrn. 3a cekoja 0j OBME KapaKTEPUCTUKM MOAHOCUMTENOT Ha Oapawe rm onpejenysa
cTaHjapauTe 1 rpaHuyMTe Ha TonepaHuyuja BO CEKoj NnoeAuHEYeH cny4yaj.

YcnosuTe 3a TecTUpamwe, JOKONKY € COOABETHO, onpemaTa/anapartypara LUTO Ce KOPUCTU U
cTaHjapAuTe npeuyusHo ce onuwysaar, JAOKONKY He ce jJageHn Bo Esponckarta
dapmakoneja unu Bo HayuoHanHaTta dpapmakoneja; UCTOTO Ce MPUMEHYBA U 3a cry4au
Kaje MeToauTe nponuaHn co oBue hapmakonen He ce NPUMEHNNBU.

OcBeH T0a, UuBpcTuTE hapmaleBTCKN (POPMM WITO CE€ NpUMEHyBaaT opariHO Ce NpeaMeT Ha
in vitro ucnuTtyBawa 3a npoueHTOT Ha ocnoboayBawe M pacTBOpake Ha akTuBHaTa
CyncTaHumja wnu CynctaHuuu, OCBEH BO CrnyvauM Kora € MOMHaKy npeaBuLEeHO; OBue
ncnuTyBaka, UCTO Taka, Ce CNpoBeAYyBaaT AOKONIKY CE€ NMPUMEHYBaaT Ha APYr HAUYMHU, akKo
HaANEXHUTE OpraHy Ha 3acerHaTtaTa 3eMja YneHKa CMeTaaT 4eKa UCTOTO € HEONXOAHO.

2. WpeHTudukaymja u aHannsa Ha akTuBHaTa cynctaHuyunja

MaeHTudukayujata W aHanusara Ha akTMBHaTa cynctaHumja(n) ce BpwM Ha
penpe3eHTaTMBHAa MOCTPa 04 Mpou3BejeHaTa cepuja unu Ha oapeseH 6poj eANHEYHN J03n,
aHanuavpaHu noeanHe4vHo.

[lokonKy He MoCTOM COOJBETHA OMpaBAaHOCT, MakCUManHo npudaTeHoTo OTCcTanyBakwe Ha
COAPXKMHATA HAa aKkTMBHA CyMnCTaHuuja BO KPajHUOT npenapat He HagmuHysa * 5 % Bo
NepuoaoT Ha NPOU3BOACTBO.

Bp3 ocHoBa Ha TeCcToBMTE 3a CTabWMHOCT, MPOM3BOAMTENOT Tpeba Aa NPeanoxu u aa r
onpaeja MakCMMarnHUTE HUBOA 33 OTCTanyBaka BO COAPXKUHATA HA aKTUBHATA CyncTaHyuja
BO KPajHUOT npenapar, 40 KPajoT Ha NPEeANOXXEHNOT POK Ha Tpaekwe.

Bo oapeaeHu cnydam Ha 0OcoGEHO KOMMMEKCHU CMECW, Kage aHanusaTta Ha akTUBHUTE
CYNCTaHUUM KoM Ce MHOryopojHM UNM CE€ MPUCYTHWU BO MHOTY Manu KOMWYMHW Hanara
KOMMMEKCHO UCTPaXKyBak€ LUTO € TELLUKO Aa Ce BpLUM BO OAHOC Ha CeKoja MPOU3BOAEHA
cepuja, He Ce W3BPLUM aHanu3a Ha €jHa UnU MoBeKe aKTUBHM CYNCTaHUWKU BO KpajHUOT
npenapar, Noj YCMOB OBME aHanu3W ga Ce BpLIAT NPU WHTEPMEAunjapHUTe ¢asu BO
npouecoT Ha npou3BoacTBo. OBa ONECHyBawe HE BaXWU 3a Kapakrepusauujata Ha
O4HOCHUTE cyncTaHuuu. OBaa NOEAHOCTABEHA TEXHWKA CE€ HAAOMONHyBa CO METOA Ha
KBAHTUTATUBHO OLEHYBakE, CO LUTO My C€ OBO3MOXXYBa Ha HAAMEXHUOT opraH ja ja
onpaBaa coofpasHOCTa Ha MeAULUMHCKAOT MpenapaTt co cneyudukauyujata no HEroBoTo
CTaBat€ BO NPOMET.
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In vivo unu in vitro 6uonowka aHanusa € 3aj0MmKWTenHa BO Cnyvaj kora co ¢pu3unuko-
XEMUCKUTE METOAUN HE MOXeE Aa ce obe3benar COOABETHN MHGOPMALMKN 38 KBAnNnuTETOT Ha
npenapartoT. [JOKOnKy € BO3MOXHO, OBaa aHanu3a BKNnydyyBa pedepeHTHU marepujanu un
CTaTUCTWYKA aHanu3a 3a ja Ce OBO3MOXW NPECMETYBaHE Ha rpaHnyMTe Ha AOBEPNBOCT.
[lokonky oBue TECTOBM HE MOXaT Aa Ce M3BpLUAT Ha KpajHMOT npenapar, ce BpLuaT BO
UHTEPMEANjapHUTE (Pa3su, KOMKY LUTO € MOXHO NOAOLHAa BO NPOLECOT Ha NPOU3BOACTBO.

[okonky ce nojasu jerpajgayuja BO TEKOT Ha NPOLECOT Ha NPOU3BOACTBO Ha KpajHUOT
npenapar, ce HaBejgyBaaT MakcumanHute npudatnmem HMBOA Ha 3acebHMTE U BKYNHWTE
AerpajauuoHn NpoAYKT 4OGMEHN HENOCPEAHO BO NPOM3BOACTBOTO.

Jokonky noeguHoctute HaseaeHn Bo Cekyunja b oa oBoj [len nokaxysaaT geka ce KOpucTu
3HAUATENEH BWLLOK HA aKTMBHW CYNCTAHUMW NpU NPON3BOACTBOTO HA NpenapatoT wunu
nogarounte 3a ctabunHOCT MOKaxyBaaT AE€Ka aHanu3ata Ha akTueHaTa CyncTaHuyumja 3a
cTabunHOCT € HamaneHa, BO ONMUCOT Ha KOHTPOMHWOT TECT Ha KPajHWOT npenapar, A40KOnKy
€ COOABETHO, Ce BKMydyBa XE€MMWCKO WCNMTyBawe, a ako € notpebHo, TOKCWMKO-
dapmMakonoLKo UCNUTYBawkE HA MPOMEHWUTE LUTO MM MPEeTpnena osaa cyncraHuwja, u no
MOXHOCT Kapakrepusauuja n/unm aHanusa Ha agerpajauuoHnTe npoayKkTu.

3. VaeHTudukauymja n aHanmsa Ha KOMNOHEHTUTE Ha EKCENUEHTUTE

3aj0mKUTENEH € UAEHTU(PUKALMOHEH TECT U TECTMPaKE Ha ropHaTa u jonHaTa rpaduua 3a
ceKkoja MHAMBMAYanHa aHTUMUKPOOHa 3aLUTUTHA KOMMOHEHTa U 3a CEKOj eKCLUMUEeHC, ako e
CKNOH JAa Bnujae Bp3 OuMOPacnonoXmBoCTa Ha akTUBHATa CyncTaHuuja, J[AOKONKY
Guopacnonoxmeocta He € MoTBPAEHA CO ApYyr CooABeTeH TecT. 3ajonKuteneH e
NaEHTUPUKALUMOHEH TECT U TECTUPAaHEe Ha ropHarta rpaHuya 3a Cekoj aHTUOKCUAAHT 1 3a
CEKOj eKCLMNWEeHC ako € CKMOH Aa Bnujae HEMoOBOMHO BP3 MCUXONOLLKUTE (YHKUUU, CO
TecTMparwe Ha JonHaTta rpaHuua BKMNYYUMTENHO 3a aHTUOKCUAAHTUTE BO BpPEME Ha
oTnyLUTame.

4. TecTtoBn 3a 6e3beaHoCT

OcCBEH TOKCUKO-(papMaKonoLIKATE TECTOBM AOCTaBeHu co OapaweTo 3a jfobuBame
of0bpeHue 3a cTaBake BO NPOMET, KAKO AEN 04 aHanUTUYKUTE NOEAMHOCTU CE BKMydyBaaT
n nogaroym oj TecToBM 3a 6e3befHOCT, Kako WTo ce, CTepunHocT u Hakrepucku
€HAO0TOKCUHM, AOKOMKY oBue TecToBu Tpeba Aa ce HanpasaT PYTUHCKM 3a Aa Ce nNpoBepu
KBanuTeToT Ha npenapaTtorT.

Cexuuja I". TecT 3a cTabunHocTt
1. AKTMBHa cyncTaHuuja(u)

Ce HaBeayBaaT yCnoBUTE 3a CKnajupawe U MNOBTOPHO TECTUpawe Ha akTuBHaTa
CyncraHuyuja, ocBeH Kora aktuBHaTa cyncTaHuyuja € onuiwuaHa BO MoHorpad Ha EBponckaTa
cdapmakoneja U NPOU3BOAUTENOT Ha KPajHUOT npenapaTt NOBTOPHO ja TecTUpa akTUBHaTa
cyncraHyuja Bo LenocT npej ynotpetaTta B0 NPOM3BOACTBOTO HA KPajHUOT npenapar.

MoaartouuTte 3a CTabUNHOCT Ce HaBeAyBaaT 3a Aa MM NOAAPKaT YCNOBUTE 3a CKnaaupame U
AePUHUPaHNOT nepuog 3a NOBTOPHO TecTupawe. Ce HaBeayBa W BUAOT Ha CNPOBEAEHNTE
UCTpaxkyBamwa 3a CTabUNHOCT, KOPUCTEHUTE NPOTOKONU, KOPUCTEHUTE aHANUTUYKN NOCTanKu
W HUWBHATa Banujauuja 3aegHO CcO AeTanHuTe pesyntatu. Ce o6esbeaysa
334 0MKUTENHOCTA 3a TECTOBUTE 3a CTAaOUNHOCT U COAPXKMHATA Ha NPOTOKON 3a CTaGMMHOCT.
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Kora e uspaaeH n pgoctaseH CepTtucukatot 3a COOABETHOCT 3a akTUBHaTa CyncraHumja u
BO HEro ce HaBeAeHW YCNOBUTE 3a CKnajupawe U NOBTOPHO TECTUPAHE Ha akTUBHaTa
cyncTaHuuja npu LWTO UCTUOT yKaxkyBa Ha NEPMOAOT 3a NOBTOPHO TECTUPaHE U YCNOBUTE 3a
cknagupawe, He e notpebHO Aa ce gocTaeaT nojaroyu 3a CTabunHOCT Ha akTUBHAaTa
cyncraHuumja.

2. KpaeH npenapaTt

Ce paBa onuc Ha ucnuTyBawaTta Kou ro oapejysBaaT pokoT Ha ynoTpeba, npenopadaHuTe
YCrNoBK 3a CKnagupawe u cneyudukaymmte 3a NOMUHATUOT POK Ha ynoTpeba, npeanoxeHu
OA NOAHOCUTENOT Ha GapakeTo.

Ce HaBejayBa BMAOT 3a CrpoBejeHUTe CTyaun 3@ CTaOWMIHOCT, KOPUCTEHUTE MPOTOKOMM,
KOPUCTEHUTE aHanNMTUYKN NPOLeAYPM U HABHA Banujauuja 3aefHo ce AeTanHn pesyntaTtu.
[okonky KpajHuoT npenapat npej ynotpebaTa tpeba Aa ce pekoHCTpyupa unu paspeau, ce
HaBejyBa npeanor 3a pokoT Ha ynotpeba 7] cneyundukayuja 3a
PEKOHCTpYyMpare/paspejyBarwe Ha npenapaToT, NOTKPENEHN CO peneBaHTHU nojartoumn 3a
ctabunHocT.

Bo cnyyaj Ha noBeKke-fO3HM KOHTEjHEPW, AOKONMKY € peneBaHTHO, Ce HaseayBaaT
nogartouyute 3a CTabMMHOCT 3a ja Ce JOKaXe POK Ha ynoTtpeba Ha npenaparoT No HEroso
NMPBUYHO OTBOpPaH:E U ce geduHnpa ynaTcTeo 3a ynotpeba.

[OKOMKy KpajHUOT npenapar € CKMOH Aa ro 3ronemu 6pojoT Ha AerpajayuoHuTe NPOAYKTH,
nogHoOCUTENOT Ha BapareTo ro HasejyBa TOa 3340/KUTENHO U M Ha3HadvyBa METOAUTE 3a
naeHTudurkaymja u npoueaypuTe 3a TecTupame.

3aknyyouuTe coapxkaT pesynTaTti Of aHanusuTe, CO MOTBPAYBake Ha NPEANOXEHUOT POK
Ha ynoTtpeGa Ha npenapaTtoT W, AOKOMKY € COOABETHO, CEeralHuoT poK Ha ynoTpeGa nog
npenopavyaHUTe YCnoBWM 3a CKNagupawe W cneyudukauuuTe Ha KpajHMOT npenapart 3a
UCTEKYBaETO HA POKOT Ha yrnoTpeba, U CeralH1oT pok Ha ynoTpeba 40KOMKy € COOABETHO,
Ha KpajHWOT npenapar Cnopej OBUe NpenopadaHun yCrnoBu 3a CKnagupame.

Ce HaBegyBaaT MakCUManHute npudatnMeum HMBOA Ha 3acebHUTE U BKYMHUTE
AEerpajaunoHy NPOAYKTA KOH UCTEKOT Ha POKOT Ha ynoTpeba.

Ce pocTtaByBa M UCMMTYBawE 3a MHTEpPAKYMjaTa MEry npenapaToT U KOHTEJHEPOT, AOKOMNKY
MOCTOM MOXHOCT 3@ PU3MYHOCT Ha OBaa WHTepakyuja, ocobeHO ako ce OofHecyBa Ha
npenapaTtun NoAroTeeHU 3a uHjektuparwe. Ce obGesbegyBa 3a40MKUTONHOCTA 3@ TECTOBUTE
3a CTabuMnHOCT M COApPXKMHAaTa Ha NPOTOKON 3a CTabMNHOCT.

Cexkunja E. Opyrn nHpopmagunm

Bo pocneto ce BknydyBaaT MHGPOPMALMKM 32 KBANUTETOT HA BETEPUHAPHO-MEANLMHCKNOT
npenapart KoM He Ce HaBEAEHU BO NPETXOAHUTE CEKLUN.

3a npemukcum 3a MejuyvHupaHa AobuTouyHa XpaHa, HeONxXOAHO € Aa ce jocTtasaTt
WHOpPMaYMK 3a CTENEHOT Ha BKMydyBake, yNaTCcTBa 3a UHKOPMNOPUPaHe, XOMOreHOCT Ha
AobuTOoyHaTa  XpaHa, KoOMNaTUOUNHOCTA/COOABETHOCTA Ha  AobmToyHaTa  XpaHa,
cTabunHocTa Ha AobuToyHaTa xpaHa U NPeAnoXeHNOT POK Ha ynoTpeba Ha gobutoyHaTta
xpaHa. Ce pocTtaByBaaT cneyudukayum 3a MeauyvHupaHa pobutodHa xpaHa,
npoussejeHa co ynotpeba Ha oBME NPEMUKCU BO COrMACHOCT CO NMpenopavyaHuTe ynaTcrea.
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- pacTBOPNMBOCT BO BOJA W OPraHCKM pacTsopyBayu u3paseHu BO rpam/nurap, co
NHAWKaLMK Ha TemnepaTypa,

- TycTuHa,

- cnekrap Ha pedpakyuja, potayuja n apyru,

- (popmynauuja Ha NpPon3BOAOT.

2. ®apmakonoruja

McnntyBawarta Ha noneto Ha apmakonormjata ce o4 (PyHAaMEHTanHO 3Hayewe 3a
pasjacHyBawe Ha MEXaHU3MUTE MPEeKy KoM BeTEepUHapHO-MeAWLMHCKMOT npenapaT ru
npoayuupa cBouTe TepaneBTCKU A€jcTBa W 3apajun Toa OBUE UCMUTyBawa HanpaseHn Bp3
eKkcnepumMeHTanHu U uyenHu BUAOBU Ha XMBOTHU Tpeba aga ce sknyuart Bo [en 4 oA 0BOj
Hacnos.

VicnuTyBakwaTa Ha noneTo Ha dapmakonoruja, MoxarT ja NOMOrHaT U BO pasjacHyBaHeTO Ha
TOKCUKOMOLLKUTE (PpeHOMEHU. [OKOMKY BETEPMHaPHO-MEAVLMHCKMOT npenapar npoayuyupa
hapmMakonoLlKM ejcTBa BO OTCYCTBO Ha TOKCUYHA peakuuja, mnm BO 403U nomManu oj
noTpebHuTE 3a NpeAn3BuKyBame Ha TOKCUYHOCT, OBUE hapMakomnoLLKu AejcTBa ce 3emaar
BO NpejBuj BO TEKOT Ha oueHyBaweTo Ha 6e3beaHOCTa Ha BETEPUHaAPHO-MEAULIMHCKAOT
npenapar.

HokymeHTayujata 3a 6e30egHOCT peAoOBHO Ce npocrneaysa CO MNOEAUMHOCTM 33
hapmakonoLLKM UCAUTyBawa LUTO Ce BpLiaT Bp3 nabopaToOpUCKM XUBOTHU U CUTE
penesaHTHM MHGOPMaUUM BOOYEHW BO TEKOT HA KMUHUYKMUTE MCNUTyBaka BP3 LIENHOTO
»KUBOTHO.

2.1. dapmakognHamMumnka

Ce HaBegyBa MHGoOpMauuja 3a MEXaHU3MOT Ha aKTUBHOCTA Ha aKTUBHUTE CyMNCTaHUUW,
3aejgHO co MHcopmaymja 3a NpUMapPHUTE U CEKyHAAPHW (hapmakognHaMUYHKM ePeKTn co
uen ja nomorHe BO pasbupaweTo Ha HecakaHuTe edektn oa nabopaTopuckute
ncnuTyBaka BP3 XXUBOTHUTE.

2.2. ®dapmakoKMHeTuKa

Ce HaBeayBa AaTyMOT Ha UCTEKYBaHE Ha BaXKHOCTA HA aKTUBHATA CyncTaHuuja U Hej3suHUTE
meTabonutn Ha BUAOBMTE KOM CE€ KOpUCTAT MPU TOKCUKONMOLUKUTE CTyAWUM, Kou ondakaaT
ancopnuuja, auctpubyumja, metabonmsam un ekckpeuuwja (AOME). TMopatounte ce
ojHecyBaaT Ha HaoauTe Ha Ao3a/edeKkT BO PapMakonoOLKNTE U TOKCUKOSMOLLKATE CTyAuu,
CO UEen aa ce ojgpeau CoojBeTHaTa U3NOXEHOCT. CnopeabaTta co PapmMakoKUHETUYKUTE
nogartoyu gobueHu oa CTyAUUTE Ha LenHWTe BUAOBMK criopel Touka A2 og Cekuuja A oj
naea | Ha Oen 4 oa oBoj Hacnos, ce sknydyyeaart Bo [en 4 oj osoj Hacnos co yen ga ce
04pean peneBaHTHOCTA HAa pPeasynTatuTe Of TOKCUMKOMOLUKUTE CTYAUW 3a TOKCUYHOCT BP3
LENHUTE BUA0BN.

3. Tokcukonoruja

JokymeHTauunjaTa 3a TOKCUKOMNOruja ru cnejm ynatcreara usgageHu og ctpaHa Ha EMEA 3a

reHepanHuoT npucTan 3a TeCTupare U ynaTcTaea 3a nocebHU CTYAUN KOU BKIyvyBaaT:

1. OCHOBHMW TECTOBM, NOTPEOHM 3a CUTE HOBU BETEPUHAPHO-MEAMLUMHCKU npenapaTtn 3a
ynoTtpeba Ha XWBOTHW YMM NPOM3BOAM CE KOPUCTAT 3a MUCXpaHa Ha nyre, co Uen Aa ce
npoueHu 6e3b6eaHOCTa Ha Pe3NAYNTE KOU Ce NPUCYTHU BO XpaHaTa,

2. AOMOMHUTENHU TECTOBU, ce NOTPeOHU Npu NOCEGHN TOKCUMKOMOLLKA UHTEPECH NOBP3aHM
CO CTpPyKTypaTa, rpynara u Ha4uMHOT Ha [ ejCTBYBaHke Ha akTUBHaTa cyncraHuunja(un), n

3. noceGHU TecToBW, KOM rO OnecHysBaaT TONKYBaweTO Ha nojartouyute pfobueHu oj
OCHOBHMTE NN JONONMHUTENHUTE TECTOBMN.
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Bo noronemuotr 6poj cnyyawn, ucTpaxyBawaTta Ce CnpoBejyBaaT CO aktusHarta(uTe)
cynctaHyuja(n). Jokonky ce 6apaar uctpaxyearwa Ha hOpmMynupaHuoT npenapart, UCTOTO
Cce cnpoBejyBa Ha Ha4YuMH Koj e cneyudumympaH Bo ogpeadbute oa Toukata 3 og naea | Ha
Cekuyuja A o oBoj fen.

3.1. TOKCUYHOCT Ha eAUHUYHA 403a

McnutyBawara 3a TOKCUYHOCT Ha eAMHUYHA A03a Ce KopucTaT 3a npeABujyBake Ha:

- MOXHUTE AejCcTBa Ha akyTHOTO NpeAo3npame Ha LienHuTe BUA0BU,

- MOXHUTE edpekTn o4 cnyvajHata npumMeHa Ha nyre,

- Ao3uTe WWITO ce ynoTpebyBaart BO UCNUTYBAKA HA NOBTOPEHA A03a.

VcnuTyBarwara Ha TOKCMYHOCT Ha €4UHMYHA A03a ' OTKPMBAAT aKyTHUTE TOKCUYHU AejcTBa
Ha cynctaHuyujaTta n noTpebGHOTO Bpeme 3a HMBHa nojasa 1 3aBPLUETOK.

McTtpaxyBawara kou ce cnposeaysaar, Tpeba jaa Ouaar cenekTupaHum npu LWTO Cce
obe3begyBaaTr nogatoun 3a 6e30efHOCT Kaj KOPUCHUKOT (Ha MpUMeEpP: ako Ce OuvekyBa
3HayajHa W3NOXKEHOCT Ha KOPWUCHUKOT Ha BETEPUMHAPHO-MEAMLMHCKU npenapartn, npeky
nHxanupare unu co AepmaneH KOHTakT, BakBuoT npasel Tpeba Aa ce npoyyun.)

3.2. TOKCUYHOCT Ha NOBTOPEHA 4032

TecTOBMTE HAa TOKCMYHOCT HAa MOBTOPEHA J03a CE€ HaMeHeTU 3a OTKpuBawe Ha
M3NONOLKNTE WM NATONOLLKMTE NMPOMEHN NPeAu3BUKaAHN CO MOBTOpeHa ynoTpeba Ha
aKTUBHATa CyncTtaHuuja unu KomOWHauuja Ha akTWBHM CYNCTaHLuMM BO TEKOT Ha
MCMMTYBawETO, CO LieN Aa ce YTBPAMN NOBpP3aHOCTa Mely OBUE NMPOMEHU 1 Ao3aTa.

Bo cnyyaj Ha dapmakonowKku akTMBHW CYNCTaHUMM WM BETepUHaPHO-MEANLMHCKN
npenapaTtn HameHeTu camo 3a ynotpeba Ha XMBOTHM KOWM HE CEe KOpUCTaT 3a McxpaHa Ha
nyre, soobuyaeHo € A0BOSIHO UCMUTYBawe Ha TOKCUYHOCTA Ha MOBTOPEHa A403a Camo Kaj
e[eH BUA Ha EeKCNepumMeHTanHo XueBoTHO. OBa WCMMTYBawe MOXE Aa Ce 3aMeHu COo
ucnuTyBak-€ U3BPLUEHO Kaj LEnHOTO XUBOTHO. Ce ogpeaysa ppekdpeHyujata n Ha4YMHOT Ha
ynotpeba, n BpemMeTpaeweTo Ha UCNUTYBAHETO, 3EMAjKM M NpeABus nNpeanoxeHuTe
YCNOBM Ha KnNuHuYka ynotpeba. McTpaxyBa4yoT ru HasedyBa NPUYUHUTE 3@ OMNCEroT wu
BPEMETPaeHEeTO Ha UCNUTYBaMaTa 1 A03UTE LUTO rm n3dpan.

Bo cnyyaj Ha cynctaHuMM WNU BeTEpUHAPHO-MEAULMHCKM npenapatu HameHeTu 3a
ynotpeba Ha >XMBOTHM YK NPOM3BOAM CE€ KOpPMCTAT 3a MCXpaHa Ha nyre, UCNUTYBaKETO Ha
TOKCUYHOCT Ha noetopeHa jo03a (90 peHa) ce BpLIM BP3 HajManky ABa BuAa XXUBOTHU, Of,
KOW €4HWOT 04 HUB HE € oA BUAOT rnojapu, a co uen ja ce yrepaaT UenHute opraHu u
TOKCUKOMOLLKUTE KpajHU TOYKU, Aa Ce UAEHTU(UKyBaaT COOABETHUTE BUAOBUM U A03M 32
TECTUPAHE HA XPOHUYHA TOKCUYHOCT, AOKONKY € NoTpebHO.

McTpaxyBauoT rn HaeefyBa NPUYMHUTE 3a M300POT Ha BUAOBUTE, MMAjKM ro npeaBui
JOCTanHOTO CO3HaHWe 3a MeTabonuamMoT Ha npenapaToT Kaj MXUBOTHWUTE U nyreTo.
CyncTaHuymjaTta 3a TecTupawe Ce jaBa opanHo. MCTpakyBayoT jacHO M Haeejysa
NPUYMHWUTE 33 KOPUCTEHETO Ha METOAOT, A03MPAHKETO M HAYMHOT Ha ynoTpeba, Kako 1 3a
AOMmKMHaTa Ha ucnutyesamwarta. BoobuuaeHo Tpeba pa ce onbepe makcumanHaTa 4osa, co
uen ga ce oTkpujat WreTHUTE AejcTBa. HajmanaTta go3a He Tpeba fa Aaje HUKaKOB A0Kas
3a TOKCUYHOCT.

OueHyBamETO Ha TOKCUYHUTE AEjCTBA CE 3aCHOBA Ha CNejeH€e Ha OAHECYBaHETO, PacToT,
XEMaTONOLUKN U (DU3MONOLLKM TECTOBU, OCOGEHO BO O4HOC Ha OpraHuMTe Ha U3nadyBahe,
Kako U W3BELUTAUTE Of ayToncujata U NPUAPYXKHUTE XUCTOMOLLKM nogartoyu. M3GopoT u
OMCEroT Ha CeKoja rpyna Ha TeCTOBM 3aBUCU O BUAOT HA XXMBOTHU LUTO CE KOPUCTAT U 0f
HayYHOTO CO3HaHUEe BO TOj NEPUOL.
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Mpearta casa o4 npoueHkaTa e 3agomkutenHa. letanute o4 npouyeHkarta ce obesbeaysaat
BO coOrmacHoct co npudareHu ynaTtctea. [lpoueHkata ja O3HayyBa noTeHUujanHaTa
N3MOXEHOCT Ha XWBOTHATa CPeAuHa Ha nNpenaparoT, U HMBOTO Ha PU3MK NOBP3aHO CO Taa
N3MOXXEHOCT, 3eMajKn i BO NpPeABUA:

- UenHATe BUAOBU U NPEANOXEHNOT HAa4YMH Ha ynoTpeba,

- Ha4MHOT Ha NpuMeHa Ha npenapaToT, OCOGEHO MOXHMOT 0Bem Ha BneryBawe Ha
npenapaToT AUPEKTHO BO CUCTEMUTE Ha XMBOTHATA CPEANHa,

- MOXHOTO M3navyBar€ Ha NpenapaToT, HErOBUTE aKTUBHW CYNCTaHUUM UMW PENeBaHTHU
MeTabonuTM BO )KMBOTHATa CpeAMHA Of CTpaHa Ha TPETUPAHUTE KUBOTHU,
Nep3UCTEHTHOCTA BO TAKBUTE EKCKPETH,

- OTCTPaHyBawe€TO Ha HeynoTpeBGeHUOT BETEPUHAPHO-MEAULMHCKU npenapaTt  unu
oTnajeH NpouU3BOA.

Bo BTopaTta d¢asa, ce BpLUM MOHaTaMOLLHO WCMUTYBawe Ha BaXHoCTa U AejCTBOTO Ha
npenapatoT Bp3 NOCEOHMTE EKOCUCTEMW, BO COrMacHoCcT co npudaTteHn ynartctea. Ce
3emMaaT BO npeaBwni CTENEeHOT Ha W3NOXKEeHOCT Ha >XMBOTHaTa cpejuHa o4 cTpaHa Ha
npenapaToT N AoCTanHuTe MHpopMauun 3a XeMncko/pusnukute, papmakonowkuTe n/mnu
TOKCUKOMOLLKATE CBOjCTBA HA CyncTaHuujata(uTe), BKNyYNTENHO U 3a MeTtabonuTtu BO Cnyya;j
Ha NAEHTUPUKYBAH PU3KK, KOU Ce AOOMEHN BO TEKOT HA APYrn TECTOBU UMW UCMUTYBaHka BO
COrnacHoOCT CO 0BOj NpaBUSTHUK.

7. Ekonouwuka npoueHKa Ha puU3MK 3a BETEPUHApHO-MEAWMLMHCKM npenapaT Kou coapxxat
UNn ce COCTaBEHN 0f, reHEeTCKN MOANMDULMPaH OpraHn3mm

Bo cnyyaj Ha BeTepUHAPHO-MEANLUHCKM Npenapar Koj COAPKN NN € COCTaBeH 04 FeHEeTCKU
MoAudMUMpaHn opraHuaMu, ce nojHecysa Sapare N AOKyMEeHTauuja BO COrNacHOCT CO
HauuoHanHuTe NpPonucu 3a CTaBake BO NPOMET HA BETEPUHAPHO-MEAULUHCKN npenapaTu
KOM COAPXAaT UNM Ce COCTaBEHU Of MEHETCKN MOAUMDULMPAHN OPraHU3MK.

masa Il: MNpe3eHTUpae Ha NOeAUHOCTU U JOKYMEHTHN
Hocueto co TectoBuTe 3a 6€36€4HOCT MM COAPXKM CNEeJHOBE NOAAaTOLM:

- WHAEKC Ha CMTEe MCNUTyBawa BKIYYEHU BO JOCUETO;

- u3jaBa CO koja ce NOTBpAYBa AeKa cuTe nogatoum Co Kou rm noceAyBa NnogHOCMTENOT Ha
GapaneTo ce BKNyyeHu, 6e3 pasnuka janu ce noBOMHW UM HEMOBOIMHY;

- o0jacHyBatrbe 3a U30CTaByBaHEe Ha CEKOj TUM HA UCMUTYBaHsE,;

- o0jacHyBare 3a BKNyYyyBah-€ Ha anTepHATUBHU TUMOBU HA UCTPaXYBaHE;

- AUCKyCMja BO NPUMOr Ha TOa AeKa CeKOe UCMNTyBake KOe NPeTxXoAn Ha UcnuTyBakaTa
HanpaseHM BO cornacHoct co [obpa JlaGopatopucka [NMpakca (OJIM) yTBpAeHa co
HaLWoHanNHUTE NPONUCK AONPUHECYBA BO LienaTa npoueHKa Ha pU3nNKOT.

Cekoj n3peLuTaj 3a UCNNTYBakeTO BKNyYyBa:

- KOnwuja oA nNnaHoT (NPOTOKONOT) HA UCMUTYBAHKETO;

- u3jaBa 3a ycornaceHocT co [oGpa JlaGopatopucka [lMpakca (OJ), AOKOnNKy €
NPUMEHNINBO;

- OnuC Ha MeToAuTe, anapaTtuTe U MarepujannTe Kou ce KopucTar;

- onuc n o6jacHyBaHe Ha CUCTEMOT 3a TECTUPAHE;

- onuc Ha pesyntatute kou ce pobusaaTt, BO AOBOMHU AeTanu 3a ja Ce A03BOMM
pesyntatute ja Oujar KpPUTMYKM nNpPEerneaaHn W HE3aBUCHO Of HMBHATA
WHTepnpeTayuja o cTpaHa Ha aBTOPOT;

- CTaTUCTU4YKA aHanu3a Ha pe3ynTtaTuTe, JOKOIMKY € NPUMEHNUBO;
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- LMCKycuja 3a pe3ynTaTuTe, CO KOMEHTap 3a HUBOTO HA €(PEKTOT U HMBOTO KOra Hema
€(EeKT, KaKO U 32 CUTE HEBOOOUYAEHU HAOAN;

- peTaneH onuc n oGjeKTMBHO objacHyBawe 3a pesyntatuTe o4 WUCMUTYBaweTO 3a
npocunoT Ha 6e36e4HOCT HA aKTUBHATa CyncTaHuuja n HeroBata pPENeBaHTHOCT 3a
npoLeHKaTa Ha NOTeHLUjanHUOT PU3UK 04 PE3NAYUTE Ha NyreTo.

Cekyunja b. TecTtoBu 3a pe3ngym
naga |: MIaBegyBawe HA TeCTOBUTE
1. Bosej

LienTa Ha ucnuTyBakEeTO HA HaManyBakeTO Ha HUBOTO Ha Pe3nAyuTe BO jaCTMBUTE TKUBA
UnM BO jajuaTa, MIEKOTO N MEAOT Ko ce J0GMEHN 04 TPETUPaHMN KMBOTHU, € Aa Ce OApean
no4 KOW YCrNOBU M A0 KOj CTENEH pPe3nayuTe ONCTojyBaaT BO NpexpambeHuTe Npou3Boau
A06MEHU o oBUE XMBOTHU. OBUE UCNUTYBaHa OBO3MOXYBAAT Aa CE OAPEAM KapaHuaTa.

Bo cnydvaj Kora BeTEpUHapHO-MEAWLUMHCKW Mpenapatu Ce€ HaMEHETU 3a XWBOTHM KOU Ce

KopucTaT 3a nxpaHa Ha nyre, co AoKyMeHTauujaTa 3a pesuayn ce JoKaxysa CnejHoBO:

- AO KOj CTEMEH W KOMKy AONro pe3anayute o4 BeTEPUHAPHO-MEANLUHCKUOT npenapaT unu
HerosuTe MeTabonMTu ONCTOjyBaaT BO jaCTMBUTE TKMBA HA TPETUPAHOTO XUBOTHO MIK
BO MNEKOTO, jajuata n/unm meaoT Koj ce Jo0OMeHn o4 HEro;

- AeKa COo uen Aa ce cnpeuyn pusvK no 34pasjeTo Ha NOTPOLUYBAyOT Of npexpambeHuTe
NPOM3BOAMN KOW CE€ MPOU3BEAEHW O TPETUPaHU >KMBOTHW, UNM Aa ce cnpedyar
NOTELUKOTMM NPWM  MHAYCTpUCKa npepaboTka Ha npexpamOeHuTe npou3BoAKn, ce
YyTBpPAYyBaaT peanHute KapeHuu LUTO MOXaT Aa ce HabrbyayBaaT noj MpPakTU4HK
thapmMCcKn yCnoeu;

- AeKa aHanuTUYKMTEe METOAM KoM Ce KOopucTaT Npu UCNUTYBawE Ha NajoT Ha pe3ngyuTe
ce AO0BOMHO BanuiHW Aa ja o6e3bepaT HeonxogHaTa rapaHuuja geka NpUNoXeHuTe
nojarouu 3a pe3anjyuTte ce COOABETHU 32 OCHOBA 33 KapeHuarTa.

2. MeTabonusam 1 KUHETUKA Ha pe3nayn
2.1. dapmakokuHeTuKa (ancopnyuja, auctpubyynja, metadonusam, nauerwe [AQMI])

CoapxumHa Ha nojatoyuTe 3a papmakoKMHETUKaTa Ce MOAHEecyBa CO BKpPECTEHa
pedepeHla KOH (PapMakOKMHETUYKUTE UCNUTYBaka Ha LUENHUTE BUAOBU, NMOAHECEHU BO
cornacHoct co len 4 og osoj Hacnos.

Llenta Ha (hapMakoKMHETUYKUTE WUCMUTYBaka BO OAHOC Ha pe3njyuTe 04 BEeTEPUHAPHO-
MEeAULUMHCKMTE  npenapaTM € OueHyBawe Ha  ancopnuujata, Auctpubyuujata,
MeTaGonM3amoT U NayerEeTo Ha NPenaparoT BO LENMHWUOT BUA.

KpajHuoT npenapart, unu dpopmMmynagujata koja MMa KapakTepucTuk Ha 61opacrnonoXMBOCT Kako
KpajHMOT npenapar, ce NpUMeHyBa Ha LieNHNOT BUA BO MaKCUMarHo npenopayaHara 403a.

CnopeabeHo CO HaUMHOT Ha NPUMEHA Ha NpenapaToT, AEeTarHo Ce OMWLLYBa CTENEHOT Ha
ancopnuuja Ha BETEPUHAPHO-MEANLMHCKUOT npenapart. AKO C€ LOKaXe AeKka cucTeMartckarta
ancopnuuja Ha npenapaTuTe 3a nokanHa ynotpeGa e 3aHemapnuea, Hema notpe6a og
MOHATAMOLLHO UCMUTYBaHE Ha Pe3nayuTe.

Ce onuwysa auctpubyuujata Ha BETEPUHAPHO-MEAMLMHCKMOT npenapaTt BO LENHOTO
XWBOTHO; Ce pasrnejysa MOXHOCTA O Bp3yBake 3a NNasMaTCKATE MPOTEUHWU, WK
NpPeMUHYBawEeTO BO MNEKOTO UNu jajuarta n akymynagyujata Ha nunogunHuTe CoeAuHeHuja.



19 dhepyapu 2013 M Bp. 25 - Ctp. 77
Ha Peny6auka Makegonuja



C1p. 78 - Bp. 25 W 19 dhepyapu 2013
Ha Peny6nnka Makeponuja



19 dhespyapy 2013 M Bp. 25 - CTp. 79
Ha Peny6auka Makegonuja

EKCnepuMeHTanHUTe TEXHUKM, CO WUCKIYYOK Ha CTaHAapAHWTE NOCTanku, ce onuilysaat
AETanHo 3a Aa Ce OBO3MOXM HUBHO MOBTOPYBakE, a NULETO KOE ro BPLUM UCTPaXKyBatETO
ja BOCTaHOBYBa HMBHATa BanuAHOCT. EkCnEpUMEHTanHUTE pesynTaTu ce yTBpayBaaT jacHo,
a 3a OApPEAEHV BUAOBW TECTOBMU CE HABEAYBa HUBHATA CTATUCTAYKA 3HAYAJHOCT.

Ce ucnuTyBaaT CUTE KBAHTUTATUBHU MOAWUKALUUM HA peakuyun LUTO MpousnerysaaT o4
NOBTOPHOTO AaBakE Ha cyncTaHuyujaTa.

dukcHnTe KOMOMHaUMKM Ce npasaTt M AaBaaTt Ha hapmakonoLlka OCHOBA MMM CO KMUHWNYKA
WHAMKaLUW.

Bo cnydaj Ha ¢hapmakonoLuka OCHOBa, CO UCNUTyBawaTa Ha papmMakojuHamukaTa u/unu
hapmakokMHeTUKaTa Ce noKaxyBaaT OHME WHTepakuuu WTo ce KomOuHWpaart 3apasu
notpebute oa knuHuyka ynotpeba. Bo cnyyaj Ha KIMHUYKWM WHAMKAUMKW, AOKOMKY MpPEKy
KNAHUYKA  EKCNepuMeHT Cce YTBPAM HayyHata onpasAaHoCT Ha MeauuuHcKaTa
komBuHayuja, Co NICNUTYBaWETO Ce YTBPAYBA Aann O4YeKyBaHWUTE AejcTBa o kombuHaymjaTa
MoXaT fa Ce AoKaxaT Kaj >KWBOTHW, WNU Ce NpoBepyBa HajManky Ba)KHOCTa Ha cute
HecakaHu AejcTBa. AKO KOMOUHaUujaTa CoapXu HOBa akTUBHa CyncTaHuujaa, ucrtara tpeba
NPeTxoAHO AeTanHo aa Guge ncnutaxa.

Hokonky e noTpebHO, BKPCTEHO NOBUKYBakE Ce npasu Ha nogartouyute o [den 3 of 0BOj
Hacnoe. HayyHn ynaTcTBa ce ycBojyBaaT o4 AreHuujaTa 3a xpaHa W BETEPUHAPCTBO 3a
noAHecyBawe U OLEeHyBawe Ha rmaBHOTO AOCKE 3a aHTUTena n BakuyuHu. MNpoueaypara 3a
NOAHEeCyBawe N OLeHYBaH€ Ha rMaBHOTO 4OCKEe 3a aHTUTENa U BakUUHU MM Cneamn HacokuTe
oBjaBeHn op Esponckata Komucuja Bo [lpaBunarta kou rm perynupaat MEAULMHCKATE
npenapatu, BonymeH 66, 3abeneLwukn 40 nogHocutenute Ha 6apawe (The Rules Governing
Medicinal Products in the European Union, Volume VIB). HayuHu ynatctBa ce ycBojyBaart
oA AreHuuwjata 3a xpaHa U BETepUHapCTBO 3a NMOAHECyBawe W OLEeHyBawe Ha rmaBHOTO
Aocue 3a aHTuTena u BakuuHW. MNpoueaypaTa 3a NOAHECyBaHw€ U OLeHyBake Ha rmaBHOTO
JOCue 3a aHTUTena u BakyuHW rn cneamu Hacokute objaseHn oa Eeponckata Komucuja Bo
MpaBunaTta kou rm perynupaaT meauuyuHckuTe npenapatu, BonymeH 6B, 3abenelku a0
nogHocutenute Ha Oapawe (The Rules Governing Medicinal Products in the European
Union, VVolume VIB).

A.2. Pa3Boj Ha pe3uCTeHTHOCT

[lokonky e COOABETHO, NojaTouMTE 3a €BEeHTyanHaTa nojaBa Ha OTMNOPHW OpraHu3mMu 3a
KNUHWYKATa pPerneBaHTHOCT Ce HEOMXOAHW BO CMy4vyajoT Ha BETEPUHAPHO-MELULMUHCKN
npenapartu.

MexaHU3mMOT Ha pas3BojoT Ha TakeBaTa PE3UCTEHTHOCT € o0cobeHo BaxHa. Mepkute 3a
orpaHuyyBawe Ha pa3BOjOT Ha PE3NCTEHTHOCT O OpUrMHanHarta HameHa Ha BeTepUHapHO-
MeAULMHCKUOT npenapar ce npeAnaraaT o no4HOCUTENOT Ha 6apareTo.

A.3. dapMaKkoKMHeETUKa

OCHOBHUTE (papMakoKMHETUYKN NojaTouyM 3a HOBa akTMBHa cyncraHuuwja ce OapaaTt 3a
oueHa Ha knuHuukata 6e36efHOCT M  edUKACHOCT Ha BeTepUHaPHO-MEAULUHCKUOT
npenapar.
Llenute Ha hapMakoKMHETUYKNTE UCMUTYBaka BO LENMHUTE XXUBOTHU MOXaT Aa ce nojgenar
BO TpW rnaeHu obnacTtu:

i. onucHa hapMakoKMHETMKa 3a oApeyBare Ha OCHOBHUTE napameTpu,
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ii. ynotpeba Ha napameTpuTe 3a Aa Ce WCMUTaaT BPCKATE NOMEry HAa4YMHOT Ha
JO3Mpae, KOHUEHTpayumja Ha nnasma v TKUBO BO OAPEAEH BPEMEHCKN Nepuojs u
dapmakonoLKknTe, TePaneBTCKNTE NN TOKCUYHUTE edeKTH,

iii. AOKOMKy € COOABETHO, Ce CrnopeAyBa KUHeTuKaTa nomery pasnnyHu LenHn BUA0BMN 1
Ce UCnuTyBaaT MOXHUTE PasnuKN Kaj BUAOBUTE UMAjKN BNnjaHne Ha 6e3beaHocTa U
e(eKTUBHOCTa Ha BETEPUHAPHO-MEAMLMHCKMOT npenapar.

dapMaKkoOKMHETUYKUTE UCNUTYBAKA Kaj LUENHUTE BUAOBU CE HEOMXOAHMN 3@ HaAONOMNHyBake
Ha hapmakogMHAMWYHUTE MCNUTYBaka BO YTBPAYBAHKETO HA PEXMMUTE Ha A03upare
(Ha4YMH N MecTo Ha npuMeHa Ha npenapaToT, A03a, MHTEpBan 3a Ao3upawe, 6poj Ha
MPUMEHMN 1 ApYru)

JononHutenHn dgapmakokKMHETUYKNTE WUCMUTyBawa Ce noTpebHu 3a YTBpAYBaHETO Ha
peXxmmMuTe Ha A03upar-€ BO 3aBUCHOCT O Bapujayuute BO nonynayujara.

[okornky hapmMaKkOKMHEeTUYKUTE UCNUTYBaHa Ce NoAHEeCEeHN BO cornacHocT ¢o fen 3 o4 0BOj
Hacnos ce BpLUM BKPCTEHO ynaTyBake Ha TUe NCNUTyBaka.

Bo cnyyaj Ha HOBM KOMOMHAUWMM HA NO3HATU CyNCTAHUMW WCNWUTaHW BO COrMAaCHOCT CO
oapeabute o4 OBOj MpPaBWMHUK, (apMakOKMHETUMKATE UCNWTYBawa Ha UKCHA
kombuHayuja He ce noTpebHW, ako MOXe ja Ce AOKaXe AeKa NPUMeHata Ha akTUBHU
CyncTaHuu BO BMA Ha pukcHa kombuHaumja He M MeHyBa HUMBHUTE (PAPMaKOKUHETNYKU
CBOjCcTBA.

Ce cnpoBeayBaaT COOABETHM UCMUTyBaka Ha OMOAOCTANHOCT, 3a jJa Ce YTBPAK
GUOEKBUBANEHTHOCT NpU:

- cnopeayBate Ha pedopMynmpaH MEAULMHCKNA NPenapar co BEKE NOCTOEUKN MEANLMHCKM
npenapar,

- AOKOJKY € HEOMXOAHO, 3a CNopeAyBatbe HA HOB METOA UIM HAYWUH HAa MPUMEHA CO BEke
YTBPAEH METOA U HAYMH HA NPUMEHA.

Cekyuja b. TonepaHuuja Ha UenHUTe XUBOTUHCKM B 0BU

Llenta Ha oBa UCNUTYBakE LUTO CE€ BPLUM BP3 CUTE BUAOBUN Ha XXUBOTHU 33 KOU € HAMeHeT
BETEPVMHAPHO-MEAULIMHCKUOT NpenapaT € ja Ce CnpoBejaT UCNUTyBawa Ha nokanHata u
onwitata TonepaHyuja kaj cute BUAOBWU LENHWU XXMBOTHW, 3a Aa Ce YTBPAMW rpaHuuarta Ha
TonepupaHaTa jo3a LITO € AO0BOSIHO ronemMa 3a ja ce OBO3MOXWU COOJBETHa rpaHuua Ha
6e30efHOCT U KIWHWYKM CUMMNTOMM Ha HETONEepPaHTHOCT, CO KOPUCTEHEe Ha
npenopavaHnoT(MTe) HaumH(n) Ha ynotpeba. OBaa Len ce NoCTUrHyBa CO 3rofiemMyBame Ha
TepanesTcKaTa 403a W/WUnu BpeMeTpaeHeTo Ha TPeTMaHOT.

M3BewwTajoT o4 UCNMTyBawa COAPXKM LUTO € MOXHO MOBEKe MOoeAMHOCTU 32 OYEKyBaHUTE
dapmMakonoLLKn 4ejcTBa U HECaKaHMW jejcTBa.

naea Il: KnuHn4yku ycnosu
1. OnwTn npuHYymnn

Llennte Ha KNUHWYKUTE uCNUTyBawa Ce Ja Ce JOKaxe unm noTBpAM AEJCTBOTO Ha
BETEPVMHAPHO-MEANLMHCKMOT Npenapat no npuUMeHaTa Ha npenopayaHaTta josa U co
NMPEANOXEHNOT HauuH Ha ynotpeba M ja ce yTBpAaT HEroBuTe UHAMKALMA U
KOHTpauHaukauny BO 3aBUCHOCT O BWAOT, BO3pacTa, pacara W nonot, ynarcreara 3a
ynoTtpeba, HecakaHuUTe AejcTea LUTO MOXe Ja ce nojasaT u 6e3befHOCTa M ToOnepaHTHOCTA
noA HOPMarHu ycnoeu Ha ynoTtpeba.

OCBEH ako He € NOVHaKy YTBPAEHO, KIMHUYKATE UCNUTYBawa C€ BPLLAT HA KOHTPONMPaHM
XUBOTHN (KOHTPONUPAHU KNMMHUYKN NCNUTYBaHA).
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[ OoKOnKy 3a BpeMe Ha CNpoBEAYBakEeTO Ha TECTOBUTE Ce A00unjaT HeoUYeKyBaHU pe3ynTaTy,
UCTUTE AETarHo Ce onuLyBaar.

CnejHuse NOEAMHOCTU Ce HaBeayBaaT AOMOMHNTENHO BO NPEAKIUHUYKNTE UCINTYBaHA:

(a) 36upeH nsseLTaj;

(6) petaneH ekcnepumMeHTaneH MpOTOKON CO ONMMC Ha METOAUTE, anapaTypata u
MaTepujanute LITO C€ KopucTaTt, NoeuMHOCTMTE 3a BMAOT, BO3pacTa, TexuHaTa, nmonor,
OpojoT, pacaTta unu CojoT Ha XUBOTHU, UAEHTU(PUKaUMjaTa Ha XMBOTHUTE, A03aTa, HAYUHOT
M pacnopezoT Ha agMUHNCTpaL1ja Ha Npenaparor;

(B) cTaTMCTUYKA aHanM3a Ha pe3ynTaTuTe, AOKOMKY € COOABETHO;

(r) o6jekTmBHO OobGjacHyBawe Ha AoOMeHUTe pesyntaTi, CO 3akny4ok 3a 6e3begHocTa un
edrkacHocTa Ha BETEPUHAPHO-MEANLMHCKUOT Npenapar.

[oKonky HejocTacysaaT cUTe unu Aen o4 nogartouyute oa notroukute (a), (6), (B) u (r) oa
oBaa Touka, ce gasa 0bpasnoxxeHue.

2. Pesyntatn o4 KNUHWYKNTE UCMUTYBaHa

CuTe noefuHOCTM Ce AOCTaByBaaT OA CTpaHa Ha CEKOj UCTpa)yBad BO NOEAUHEYHa
eBuaeHuunja, BO Cryyaj Ha NnoejnHEYHO TpeTupawe N 3aejHUYKa eBujeHumja Bo cnyyaj Ha
3aeHUYKO TpeTupame.

HocraBeHuTe noejunHOCTK ja UmaaT cnejHa dopma:

(a) uvwe, agpeca, dyHKUMja U KBanuukauum Ha 04roBOPHUOT UCTPAXKyBaY;

(6) mecTo 1 AaTym Ha TpeTUpawe; UME N agpeca Ha CONCTBEHUKOT HA XKUBOTHUTE,

(B) NOEANMHOCTN Ha NPOTOKONOT 32 WCNUTYBake CO ONUC Ha METOAMTE LUTO C& KopucTarT,
BKNYYMTENHO N METOAUTE Ha crnyyaeH u3bop u cnenu npobu, noeauMHOCTM 3a J03aTa,
HaUMHOT W pacnopeaoT Ha aguHUCTpaLmja Ha npenapartoT, nAeHTUMMUKaLmMja Ha XUBOTHUTE
BO WCNUTyBawe€TO, BUAOBUTE, pacuTe WM COEBUTE, BO3pacTa, TeXuHarta, nonorT,
domamonowukarta coctojba;

() meTon Ha oarneayBare N XpaHewe, HaBeAyBawe Ha COCTaABOT HA A0OUTOYHA XpaHa u
npyvpoAaTta 1 KonuyuHara Ha cute AoAaTouu LUTO Ce COAPXKaT BO Hea;

(8) uctopuja Ha cny4yajoT BO HajaeTaneH onuc, nojasa unu Tek Ha cute 3abonyearwa Kom ce
nojasune BO MEryBpeMe;

() AnjarHo3a M UHCTPYMEHTM 3a AujarHocTUYMpame;

(&) KNMUHUYKN CUMNTOMMU NO MOXHOCT, CMOPES, KOHBEHLMOHANHW KpUTEPUYMUA;

() npeuymsHa wuaeHTUpMKauuMja Ha dopmMmynauymjata Ha BETEpUHaAPHO-MeAWULUMHCKNOT
npenapart Koj Ce KOPUCTU BO KIMHWYKOTO WCMMTyBake U pe3yntatu of puanukute u
XEMUCKUTE TECTOBU 32 COOABETHUTE CEPUM,;

(3) A03a Ha MEeAWUMHCKNOT npenapart, MeToA4, HauyMH 1N (PPeKBEHUMja Ha NPUMEHA U MEPKU
Ha NPeTnasnueBOCT, AOKOMKY MOCTOjaT, AaAEHM BO TEKOT Ha NpuMeHaTta Ha npenaparoT
(BpemeTpaeHe Ha UHjeKTUpamwe u apyru);

(s) BpemeTpaemne Ha TPETMaHOT U NepUoA Ha nocnesosartenHo Habryaysamwe,;

(1) cute nNOefMHOCTM 3a APYru BETEPUHAPHO-MEAULIMHCKN mpenapaTu LUTO ce jasane BO
TEKOT Ha nNepuoaoT Ha wucnuTysawe, WNu npej Wnum WUCTOBPEMEHO napanenHo co
TeCTMpaHWoT npenapat, M  BO Cnyyaj Ha WCTOBPEMEHO JaBawe, MNOoeAWHOCTU 3a
3abenexxaHute uHTepakyuu;

() cute pesyntaTu o4 KIUHUYKUTE UCMUTYBawa CO LIENOCEH ONUC Ha pes3ynTaTn Kou ce
0asuMpaaT Ha KPUTEPUYMOT 3a eMEKTUBHOCT K KpajHUTE TOYKM cneuyuduympaHm BO
MPOTOKONOT Ha KNWHWYKOTO UCMWTYBaE BKMy4YyBajKM rM pe3yntaTute 0j CTaTUCTUYKWTE
aHanusu, A0KOMKy Ce COOABETHMU,

(K) cuTe NOEANHOCTY 3a CEKOEe HEOYEKyBaHO AejCTBO, LUTETHO UMK HE, U 38 CUTE Npe3eMeH!U
MepKu 3a nocneauyuTe; LOKONKY € MOXHO, Ce UCNUTYBa O4HOCOT NpuyuHa-nocneamua,;

(n) AejcTBO BP3 NPOU3BOACTBEHNTE OCOBUHMN HA XUBOTHUTE, AOKONKY € MOXHO;



19 dhepyapu 2013 M Bp. 25 - CTp. 83
Ha Peny6auka Makegonuja

(/) AejcTBa BP3 KBANUTETOT HA NpexpaHOeHWTe NpPou3BOAM AOOMEHU Of TpeTupaHute
XKMBOTHU, OCOOEHO, BO CMyyaj Ha BETEPUHAPHO-MEAWLMHCKW npenapaTtu HameHeTu 3a
ynoTtpeba 3a 3ronemyBahe Ha NPOU3BOACTBEHNTE CBOjCTBA HA XUBOTHUTE;

(m) 3aKkny4ok 3a edpekTuBHOCTa M Oe3b6ejHOCTa Ha CEKOj NOSAUHEYEH CMyYaj, UM CyMUPaHO
BO nornej Ha (PPEeKBEHTHOCT U Apyru COOABETHU BapujabunHOCTU Kaje LITO € 3acerHart
noce6GeH MacoBeH TpeTMaH.

3a nsocraByBame Ha €4Ha Unn noseke nogaTtoun oh notroukute (a),(6), (8), (r), (a), (), (e),
(K), (3), (8), (M), (j), (¥, (M), (’L) 1 (M) 04 OBaa TouKa, ce AaBa obpasnoxeHue.

Hocutenot Ha opobpeHMeTO 3a CTaBake BO NPOMET MU ChNpoBejyBa CuTe noTpebHu
noctanku 3a aga o6es3beaun feka OpuUrnHanHUTE AOKYMEHTU, LUTO nNpeTcTaByBaaT OCHOBA Ha
AOCTaBeHUTe nojaTtouu, rA YyBa Hajmanky neT roguHu no NpeknHoT Ha ojobpeHneTo 3a
BETEPVMHAPHO-MEANLUHCKMOT npenapar.

Bo ofHOC Ha CEKoe KIMMHWYKO WUCMUTYBawe, KIUHWYKUTE HAoAW Ce CymupaaT BO KpaTok

npernes Ha ncnuTyeamaTa n pe3yntaTv 04 UCTUTE, 0COBEHO yKaKyBajKu Ha:

(a) OpojoT Ha KoHTpona, OpojoT Ha TECTUPaHW XMBOTHU, TPETUPaHU NOEAMHEYHO WNn

3aejHo, co fobueHuTe pes3yntaTi Cnopes BUA, paca unm coj, BO3pacT 1 non;

(6) 6p0ojoT Ha XKMBOTHM NPEeABPEME NOBMEYEHUN O UCNUTYBAHATA M NPUYMHATA 3@ UCTOTO;

(B) BO cCnyyaj Ha KOHTPOMHW XXMBOTHU, Aanu THeE:

- He bune TpeTupaHy;

- npumune nnayebo;

- npumune Apyr BeTepuHapHoO-meiuLUHCKM npenapaTt ofo0peH cormacHo 3aKkoHOT 3a
BETEPMHAPHO-MEANLNHCKN npenapatn WUnn eKBuBaneHTeH NPOnuUC CO KOj ce perynupa
cTaBak€e BO NPOMET Ha BETEPUHAPHO-MEANLMHCKA NpenapaTtu; unu

- janpumurne ncraTta akTMBHa CyncTaHuumja Koja ce ncnutysa, BO pasnuuyHa gopmynaguja
NN Ha pasnuyeH HavuH Ha ynotpeba

() dpekseHyrja Ha 3abenexaHnTe HecakaHu AejCTBa;

(8) Haoau kou Bnujaat BP3 NPOU3BOACTBEHUTE OCOOUMHU HA XXUBOTHUTE;

(f) noeanMHOCTN 3a TECTMPAHUTE >XUBOTHW KOW NpeTcTaByBaaT 3ronemMeH pusnk n3apagu

HUBHaTa BO3PACT, HAYUHOT Ha HUBHOTO OArMeAyBake U XpaHewe, uenta 3a koja tue

Cce HaMmeHeTU, NCUxXoroLKaTa unyM nartonoLwkara cocrtojoa wrto 6apa nocebHO BHUMAHME;

(e) cTatucTnuka esanyauyuja Ha pe3ynrtaTuTe.

JInyeTo Koe ro BpLUM UCNUTYBaHETO AOHECYBa reHepanHu 3aknyqyoun 3a eexkTuBHoCTa u
6es3beaHoCTa Ha BETEPUHAPHO-MEAULMHCKMOT npenapaT MnoA NPeAnoXKEeHUTE YCNoBW 3a
ynotpeba, n ocobeHO 3a cekoja MHopmayuja Koja e noBps3aHa CO UHAUKAUUUTE ©
KOHTpanHaukauunTe, 403MpaweTo U NPOCEYHOTO BpEMETPaeHe Ha TPeTMaHOT U Kaje LUTo
€ COO/BETHO CUTE NPUMETEHN MHTEPaKLMN CO APYrM BETEPUHAPHO-MEAULMHCKN npenapaTn
unu agutTMBM Ha A0OUTOYHA XpaHa Kako W CUTe MOCeBHM MEPKU Ha MpeTnasnuBoCT Kou
Tpeba Aa ce npes3emar 3a Bpeme Ha TPETMaHOT U KIMMHUYKUTE 3HaUU Ha Npejo3npaHocCT,
Kora ucToTo e 3abenexaHo.

Bo cny4yaj Ha PuMKCHM KOMOMHaLMKW Ha npenapaTy, NULETO KOEe ro BPLUM UCMUTYBaAHETO
u3enekysa 3aknydyouu 3a 6e3begHocTa M epeKkTMBHOCTa Ha npenaparToT npu cnopegba Ha
pasnuyYHn Ha4ynHN Ha NPUMEHA Ha BKIYYEHUTE aKTUBHMU CYNCTaHLMW.
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Cekunja A. KeanutaTtvBHU U KBAHTUTATUBHW NOEAMHOCTA HA COCTABHUTE CyNCcTaHLnm
1. KBanutaTUBHU NOEANHOCTM

KeanutaTMBHM nNOEAMHOCTM HA CUTE COCTaBHW CYNCTaHUMM Ha WMYHOMOLLKUOT

BETEpPUHapPHO-MEeULMHCKN npenaparT nogpasbupaar obenexysakwe Unm onuc Ha:

- akTmeHaTa cyncraduuja/u,

- COCTaBHUTE CynCTaHuuu Ha agjyBaHcuTe (MOMOLLHW CynCTaHuum)

- COCTaBHMTE CyncTaHuuu Ha ekcunueHcute, Ge3 orneja Ha HUBHaTa npupoja wunu
KOnuMumHaTa BO Koja ce ynoTpeGeHu, BKNy4yuTenHo u obojyBaynTe, KOH3EepBaHcuTe,
NMOMOLLHMTE XEMUCKW AojaToyun, ctabunu3atopu, 3ryCHyBayn, emynratopu, apomu u
apomaTu4HN CyncTaHuum, MapKkepu n Apyru;

- COCTaBHUTE CyncTaHuyuu Ha dapmaueBTckaTa popMa Koja ce NPUMEHYBA HA XXUBOTHUTE.

OBue ocoGeHOCTN ce HajononHyesaaT CO CUTe pernesBaHTHU MnoAaTouuM 3a KOHTEjHeporT,

Ha4YMHOT Ha HEroBOTO 3aTBOpake, BKNYYATENHO U AeTanute 3a CcpeacTBaTa Co Kou

WMYHONOLLUKUTE BeTEPUHapPHO-MEeAVLMHCK npenapatu ce ajMUHUCTpuUpaaT, a Kou ce

HabaByBaar 3aejHO CcO npenapaToT. [JoKOmnKy CpeACTBOTO HEe Ce A0CTaBu CO MEAULMHCKAOT

npenapart, a € HEeonxojHO 3a OueHyBawe Ha npenaparoT, ce 06e3bejyBa penesBaHTHa

nHdopmayumja n 3a cpeacTBOTO 3a agMUHUCTpayuja.

2. BoobuyaeHaTa TepMmuHonorunja

BoobuuyaeHata TepmuHOnormja LWTO C€ KOPMCTM NpX OMNULLYBawETO Ha COCTaBHUTE
CyncTaHyMM Ha MMYHOMNOLLKMTE BETEPUHAPHO-MEANLMHCKA NpenapaTtu, U NoKpaj npumeHaTa
Ha aApyrute oapeadun o4 uneH 6 Touka 3) 04 OBOj MPaBUNHUK € cneaHaBa:

- BO OA4HOC Ha COCTaBHUTE CyncTaHUWMKM KOU Ce HaBeAeHW BO EBponckaTta dpapmakoneja
unn HauyuoHanHaTa dhapmakoneja, OCHOBHWOT HAacCnoB BO 3arnaejeTo Ha OAHOCHaTa
MOHorpaduja, co ynartyeawe Ha ogHOCHaTa hapmakoneja;

- BO OAHOC Ha ApyruTe COCTaBHM CYMNCTaHUUKW, BOOGMYAEHOTO UME npenopavyaHo oj
cTpaHa Ha Caetckata 3gpasctBeHa OpraHusaymja (C30), koe moxe aa 6Guae
NPUAPYXKEHO CO APYro BOOOUYAEHO UMe, Unu NPeLU3HO Hay4HO 00GenexyBamE;

- BO OJHOC Ha ApyruTe COCTaBHM CYNCTaHUMWU, KOM HemaaT BOOOUYAEHO uMEe unu
npeynsHo HayyHo obenexyBsare, ce onuuysaaT CO K3jaBa 3a TOA Kako M 0 LITO Ce
NoAroTBEHW, JONOMNHETH, a8 JOKOMKY € COOABETHO, CO APYr peneBaHTHN NOEANHOCTY;

- BO 0aHOC Ha obojyBaunTte, obenexysame co “‘E” KO4 BO COrMacHOCT CO HaLUMOHANHOTO
3aKOHOA4aBCTBO CO KOE€ Ce A03BOMyBa AojaBawe Ha 000jyBaun BO BETEPMHAPHO-
MEANLUMHCKNTE npenapaTtn’e.

3. KBaHTUTATMBHU NOELUHOCTU

3a ja ce HaBejaT KBAHTUTATUBHUTE MOEAMHOCTM Ha CUTE aKTUBHU CyNCTaHUUW Ha
VNMYHOMNOLLKU BETEPUHAPHO-MEAULMHCKN Npenapar, Ce HaBeayBa JOKOMKY € BO3MOXHO, 6poj
Ha MUKpoopraHusmu, cneyuduyHara CoApPXKMHA Ha npoTenMHn, macata, OpojoT Ha
nHTepHayuoHanHiu eaguHugn (IU), nnu eanHuym Ha 6uonowkara akTMBHOCT, BO OAHOC Ha
eAvHUUa A03a UNu BONyMEH, a BO OAHOC Ha ajjyBaHCOT W BO OAHOC Ha COCTaBHUTE
CYNCTaHUM Ha EKCUUMWEHTOT, Ha Maca Unuv BONYMEH Ha CeKOj 04 HUB 3EMajku rM npejsuj
noeanHoOCTUTE HaBeeHn Bo Cekunja b oa oBoj [en.

MHTepHauuoHanHn eauHuuuTe Ha OuonowKka akTUBHOCT CE KOpuUCTaT, AOKOMKY Ce
AedrHnpaHu.

EAvHMUM Ha Guonolukata akTMBHOCT, 3a KOWLUTO He nocTojaT objaBeHW nojartouyn, ce
n3pasysBaar Ha Ha4YWH Ha KOj Ce jasaaT HEejBOCMUCMEHU MHOPMAUUM 3a aKTUBHOCTA Ha
COCTOJKATE, KaKO Ha NpUMEP CO HaBejyBawe Ha MMYHOMOLLKOTO AEjCTBO Ha Koe ce BGasupa
MEeTOoA0T 3a OApejyBare Ha jo3aTa.
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4. Pa3Boj Ha npenapartoT

Ce paBa objacHyBare BO OAHOC Ha COCTABOT, COCTABHMTE CYNCTAHUWW U KOHTEjHEpuTe,
NOAAPKAHO CO HayyHW nojgaTtouu 3a passojoT Ha npenapaToT. Ce HaBeAyBa BULLUOKOT Ha
NPON3BOAOT, 3ae4HO CO HEroeaTta onpasAaHOCT.

B. Onuc Ha MeToA0T Ha NPON3BOACTBO

Bo GapamweTo cornacHo uneH 6 Touka 4) 04 OBOj NPaBUNHUK CE MPUNOXyBa OMWC Ha
MEeTOAO0T Ha NPOMU3BOJACTBO KOj Ce M3roTByBa Ha HauuH LITO Ke 06e36eAun COOABETEH KpaToK
npernej Ha npupojara Ha onepayuuTe Kom 6une NpUMEHETH U UCTMOT BKNyJyBa HajManky:

- pasnuyHu asm oa NpPou3BOACTBOTO (BKMYYUTENHO M NPOU3BOACTBOTO HA aHTUFEHOT U
nocTankuTe 3a MNpPoOYUCTyBake), 3a Aa MOXe Jja Ce Hanpaeu MpoueHka Ha
PEenpoAYyKTUBHOCTA HA NMPOU3BOAHATA NOCTanka n Ha pusnyuTe o4 HecakaHun AejcTea Bp3
KpajHUOT npenapaTt, Kako LUTO € Mukpobuonowlkata KOHTamuHayuja; ce nokaxysa
Banuaayuja Ha Kny4HuTe asm BO NpouecoT Ha NPOU3BOACTBO M Ha NPON3BOACTBEHNOT
npouec Kako uenuHa, co obe3beayBare Ha pe3ynTatuTe o4 TpM NOCnefoBaTenHU
Cepuu Npon3BeJeHN CO ONULLAHWOT METOZ4 Ha NPOU3BOACTBO.

- BO Crfy4yaj Ha HEenpekuHaTto MpOU3BOACTBO, LUENOCHW JeTanu 3a MepKkuTe Ha
NPeTnasnuBoCT LUTO Ce npe3emeHn 3a ga ce 06e3beam XOMOreHOCT M NOCTOjaHOCT Ha
ceKoja cepuja Ha KpajHMOT npenapar;

- BUCTMHCKaTa dopmyna 3a Npou3BOACTBO, CO KBAHTUTATUBHUTE MOEAUMHOCTU 3a CUTE
ynotpebeHn CyncTaHuuu, KONMUYUHUTE Ha eKCLUWUNUEHCH, AaAeHU CO anpoKCUMaTUBHM
TEPMUHM KOMKY LWTO Hanara dapmauesTckata dopma. Ce cnomeHysaaT CcuTe
CYNCTaHLUUN LUTO MOXE ja ucye3HaT BO TEKOT Ha MpoUecoT Ha MpPOM3BOACTBO W Ce
HaBeZyBa U NOTKpenyBa co hakT CEKoj BULLIOK Ha Npenaparor,

- CMUCOK Ha CMTE CynCTaHuuu LUTO CE€ KOPUCTAT BO COOABETHUTE Pa3n, BKMNYYUTENHO U
OHUE KON HEe MOXaT Aa ce HajoKHaAaT Npu NpoLecoT Ha NPOM3BOACTBO;

- jeTanu 3a MelaBuHaTa, CoO KBAHTUTATUBHUTE KApaKTEPUCTUKN HA CUTE CYNCTaHLMMN KOU
ce KopucTar,

- n3jaea 3a (pa3nTe Ha NPON3BOACTBO BO KOU CE€ 3EMEHN MOCTPU 3a KOHTPOSHU TECTOBW BO
TEKOT Ha NPOU3BOACTBOTO.

Cekuyuja B. Npoun3BoaCTBO 1 KOHTPONa Ha NOYETHU Martepujanu

MeaunyMuM 3a KNETOYHWU KYNTYPU KOU CE€ COCTOjaT of HEeKOMKYy KOMMOHEHTU U Ce KopucTaT 3a
NPOU3BOACTBO Ha akTUBHA CyncTaHuuja ce pasrnejaysaaT Kako eAeH NnoyeTeH martepujan.
KBanMTaTMBHMOT U KBAHTUTATUBHMOT COCTaB Of CUTE MEAUYMU 32 KNEeTOUHU KynTypu ce
HaBejyBa AOKOMKy AreHuujata u xpaHa n BeTepuHapCcTBO CMeTa jeKa oBaa nddopmauuja e
penesaHTHa 3a KBanUTETOT HAa KPajHUOT npenapaT v puanuuTe LITO MOXe Ja Ce nojasar.
[loKonKy BO M3roTBYBake Ha OBUE MeAMYMM 3a KNETOYHU KyNTypu Ce KopucTtaTt marepujanu
OJ, >KMBOTUHCKO NOTEKIO, Ce HaBeAyBaaT XUBOTUHCKATE BUAOBU N TKUBATA.

Ce npunoxysaar cneyudukaymm n nogatoum 3a TECTOBUTE LUTO Ce NpaBaT 3a KOHTpona Ha
KBanuTeToT Ha CUTE CEepUM MOYETHU MaTepujanu u pe3ynTtatu 3a CUTE KOMMOHEHTU KO ce
KopucTaTt BO Cepuja, a ce NnogHecyBaaT BO COrflacHOCT co ogaa Cekuuja.

1. MoueTHM maTepujanu kon ce HabpojaHu BO hapmakonenTe

MoHorpadute o EBponckata hapmakoneja ce NPUMEHIMBU 3a CATE aKTUBHU CynCTaHUu
KOu ce CnoMeHyBaaT BO Hea.
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2.2. TloyeTHU maTepujanu oj He-6UNOLLKO NOTEKNO

Onucort ce AaBa BO hopma Ha MOHorpac co cnegHvee nornasja:

- WUMETOo Ha NOYEeTHUOT maTepujan, Koj M UCnonHysa ycrnosuTe of Toyka 2 oa Cekuyuja A
Ha oBOj [en, ce gononHyeBa co BGMMNo Koj TProBCKU UM HAYYEH CUHOHUM,

- ONUCOT Ha MOYETHWOT MaTepujan, AageH Bo popmara LWTO CE KOPUCTU BO ONUCHUOT Jen
Bo EBponckaTta dpapmakoneja,

- (pyHKUMjaTa HA NOYETHUOT maTepujan,

- METOAW Ha naeHTudukauyuja,

- cuTe nocebHM MepKn 3a NpPeTnasnuBOCT LUTO Ce NOTPEOHW BO TEKOT Ha YyBaweTo Ha
MOYETHWOT Marepujan, a JOKONIKY € HEeONXoAHO, Ce HaBeAyBa MaKCUManHWOT Nepuoj Ha
uyBaHsE,

- cuTe nocebHM MepKu Ha MpeTnasnuBOCT KOM € MOXHO Aa Ce npeB3emMart 3a Bpeme Ha
CKMnaaupareTo Ha NOYETHUOT MaTepujan u JOKOMNKY € noTpebHo, ce HaBeayBa HEroBMOT
pOK Ha cknagupate.

Cekynja I'. KOHTpOMNHM TECTOBU KOW CE€ KOpUCTAaT BO NPOLECOT HAa NPOU3BOACTBO

1. Bo pocueTo ce BKMNyyyBaaT NOEAUHOCTU OJ KOHTPOMHUTE TECTOBU KOW Ce cnpoBejyBaar
Ha wmerynpoussoautTe co UuUen Aa ce obe3begum pJocrnefHOCT Ha npouUecoT Ha
npoun3BoACTBO U Ha KPajHUOT npenapar.

2. 3a UWHaKkTMBMpaHUTE WUNU JeToKcuuyupaHuTe  BakuvHW, WHaKTUBauujata wunu
JeToKcukaumjaTa ce TecTvpa npu cekoja npon3eojHa da3a HENOCPEAHO MO NPOLECOT Ha
WMHKTMBaUMWja uMnuM JeTOKCUKaumja 1M no eBeHTyanHata HeyTpanu3auuwja, HO npej
HapeAHUOT YEeKop 04 NPOU3BOACTBOTO.

Cekyuja [. Tectnparwe Ha KpajHUOT npenapar

3a cuTe TecToBU Ce AaBa eTarneH Onnc Ha TEXHUKUTE 3a aHanu3a Ha KpajHuTe npenapaTtu
3apasu KBanuTaTuBHa NPOLEHKA.

Bo pocueTto ce BknydysBaaT NoeAMHOCTU Of KOHTPOMHUTE TECTOBWU HA KPajHUOT mpenapar.
Kora nocrojaT cooABETHM MOHOrpadu u ce Kopuctat NOCTanNKu 3a TECTUPaAHE U JIUMUTU
pasnu4Hu 04 OHWE KOW Ce HaBeLEeHW BO MoHorpadpute og EBponckarta dapmakoneja unu
JOKONMKY He nocTojaTt, B0 HaymoHanHaTta dapmakoneja, ce LocTaByBa A0Ka3 AeKa KpajHUOT
npenapar, ako € TeCTUpaH BO COrnmacHoOCT CO 0BME MoHorpadu, 6u rm uCnonHysan ycrnosunTe
3a KBanuTeT Ha cnoMeHaTaTta papmakoneja 3a ogHocHaTa dpapmavueBTcka dopma.

Bo GapaweTo 3a AoGuBare ojobpeHune 3a cTaBake BO NPOMET Ce HaBejyBaaT TECTOBUTE
WTO Ce BpLUAT PYTUHCKM Ha pernpes3eHTaTUBHUTE MOCTPUW Ha Cekoja cepuja Ha KpajHnoT
npenapat. Ce HaBeayBa AMHAMUKATA HA TECTOBUTE LUTO HE C& BPLUAT Ha cekoja cepuja. Ce
HaBeAyBaar rpaHuyute Ha ocnobosyBame.

Kajge WTO € peneBaHTHO C& KOPUCTM XEMUCKMOT N BMONOLWWKMOT pedepeHTEeH MmaTepujan o4
EBponckata dapmakoneja. [OKONMKy Ce KOopuctaT Apyrn pedepeHTHU npenapatn wu
cTaHgapaun, uctute Tpeba Aa 6Gugat yTBpAEHU U JeTanHO ONULLIAHU.

1. OnwTn KapakTEPUCTUKMA HA KPajHUOT npenapar

TecToBMTE 3a OMWITUTE KapakTepPUCTUKW Ha npenapaToT, AOKOMKY Ce MPUMEHNUBU, Ce
OAHECyBaaT Ha KOHTponara Ha MPOCeYHMTE Macu W MakCumanHuTe oTcTanysawa, Ao
MEXaHUYKN, PUINYKN UNN XEMUCKN TECTOBWU, (PU3NYKM KapPaKTEPUCTUKM, KakKo LWTO €
ryctuHata, pH-spegHocTa, BUCKO3UTETOT U Apyru. 3a CeKkoja o4 OBUE KAPaKTEPUCTUKM,
noaHOCUTEnoT Ha Gapawe ru onpejenysa crneuyudukauMmTe Co COOABETHU rpaHULM Ha
AOBEPNUBOCT BO CEKOj NOEANHEYEH Cryyaj.
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6.2. Lnpere BO BaKUMHMPAHOTO XXMBOTHO

dekanunTe, ypuHaTa, MMEKOTO, jajuarta, opanHuTe, HasarnHute W LPYrute CekpeTn ce
TecTupaaT COOABETHO 3apaju MPUCYCTBOTO Ha opraHu3mute. [OKonky e noTpeGHo,
JAOMNOMHUTENHO Ce BPLUN UCNUTYBaHE Ha LUMPEHETO Ha COjOT Ha BakUuHaTa BO TenoTo, Co
0co6eHO BHUMaHWe Ha MecTata BO OPraHUM3MOT LUTO C& CKMOHW KOH pennuuupane. Bo
Cry4yaj Ha XWBW BaKUWHWN 3@ 300HO3W, COrnacHo [IpaBUNHMKOT 3@ HAYMHOT Ha BPLUEHE Ha
opuumnjanHUTe KOHTPONMN U NOCTANKNTE 3@ MOHWTOPMWHI HA 300HO3U U NPEAWU3BUMKYBAYN Ha
300HO3M N NACTA HA 300HO3W W NMPEAN3BUKYBAYM HA 300HO3U KOM CE€ PEAOBHO NpeaMeT Ha
MOHUTOPUHIOT*7 CO UCNUTYBakwarta ce yTBpAyBa 0CO6EHO ONCTOjyBakeTO HA OPraHU3MoT Ha
MEeCTOTO Ha UHjeKTUpaHe.

6.3. [NoBpaTok Ha BUPYNEHTHOCTA Ha aTeHYMPaHU BakLMHN

MoBpaTOK Ha BUPYMEHTHOCTA Ha aTeHyupaHWTe BaKUMHU ce ucnutyBa co master seed.
Hokonky master seed He e nNpuCyTeH BO AOBOJSIHU KOMWYMHW, C€ UCNNTyBa HajManuoT
Martepujan 3a nacaxa Koj ce KOpuCTu 3a Npou3BoAcCTBO. Ce AOKaXyBa yLUTE €4EH HaunH Ha
nacaxa. lNpenyHaTa BakyvHayumja ce gasa Ha HavuH Koj ke o6e3bean ronema BepojaTHOCT
3a noepartHa BUPYNEHTHOCT. Ce BpLUAT HEKOMKY CEPUCKM MacaKu Kaj NeT rpynu Ha KUBOTHM
04 LUEnHWOT BUA, OCBEH aKko € OnpasBAaHO ja Ce& BpLUAT NOBEKe nacaxu, Wunu ako
OpraHM3moT Habpry uc4esHe oj TeCTUPaHOTO XUBOTHO. [JOKOMKY OpraHM3mMoT afeKBaTHO ce
pennunyupa, ce npasaT KOSKY LUTO € MOXHO NOBEKE Nacaxm Ha UenH1uTe BUAOBU.

6.4. Buornowiku ceojcTBa Ha BaKUMHANMHUOT COj

Moxe aa Guaat noTpebHu ApyrK TECTOBWM CO LIEM KOMKY LUTO € MOXXHO NOonpeuusHo Aa ce
yTBpAaT npucytHUTe OMONOLLKM CBOjCTBA HA BaKUMHanNHUMOT CoOj (Kako WrTo e
HeypoTponu3am).

6.5. PekombBuHayuja unu reHeTcka npepacnpegenta Ha coesuTe

Ce onuwysa BepojaTHOCTa 3a pekomOuHayuja unu reHeTckaTta npepacnpeaenba co
TEPEHCKN NN JPyr COEBMN.

7. Be3beaHOCT HA KOPUCHUKOT

Ce obpasnoxysaaTt ePekTUTe HaBeaeHn BO Toukute 1, 2, 3, 4, 5 n 6 Ha Cekyunja b oa 0BOj
[en kou ce ogHecyBaaTt Ha €(PEKTUTE HA TUMNOT U CTENEHOT HA M3MOXEHOCT Ha YOBEKOT Ha
npenapartoT co uen Aa ce opmynupaaT CoOOABETHU Mpeaynpeaysarwa U Apyru Mepku 3a
ynpasyBame CO pU3MK.

8. Ucnutysara Ha pe3ungym

McnutyBare Ha pe3naynTe 3a UMYHOMOLUKATE BETePUHAPHO-MEAULMHCKA npenapaTtu camo
JOKONKY BO MPOU3BOACTBOTO Ha WMYHOMOLLUKA BETEPUHAPHO-MEAWLMHCKM npenapaTtu ce
ynotpebyBaaT aAjyBaHCU W/UNK KOH3EPBAHCK NpU LUTO Ce 3emMa BO NMPEeABUL MOXHOCTA 0J
0CTaToOK BO npexpaHGeHmnTe npon3BoAn. [JOKONKY € HEONXO4HO, Ce UCNUTYBaarT AejcTBaTta oj
OBUE pe3nayu.

Ce paBa npejanor 3a kapeHua Ha npenapaToT U COOABETHOCTA Ce pa3rneaysa BO OAHOC Ha
HanpaBeHUTE UCNUTYBaba Ha pe3naymTe.
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9. VIHTepakyuu

Jokonky ce jAaje wusjaBa 3a KOMNATUGUMHOCT CO APYrM MMYHOJOLLKM BETEPUHAPHO-
MEeAULUMHCKU npenapatu BO 36WMPHUOT M3BELUTA] 33 OCOOMHUTE Ha BeTEPUHAPHO-
MeAMUMHCKMOT npenapat, ce ucnutyBa 6e3bejHocTa Ha BakBOTO 3apyxyBawe. Ce
HaBejyBaaT CUTe JApyrM MO3HATM WHTEPAKUMM CO HE-UMYHOMOLLUKM BETEPUHAPHO-
MeAMLMHCKU npenaparu.

Cekuuja B. McnnutyBara Ha TepeH

[loKONKy He ce noTBpAaT, pe3ynTatute o4 naGopaTopUCKUTE UCMUTYBAHkA Ce AOMNOMHyBaaT
CO MoAaTouM Of UCMUTyBaraTa Ha TEPEHOT CO KOPUCTEHE HA MPUMEPOK Ha Cepunm o4
NPOLECOT Ha NPOW3BOACTBO ONuLLaH BO GapakeTo 3a 0406pyBame 3a CTaBake BO NPOMET.
NcnmTyBatata Ha TEPEHOT CO KOPUCTEHE Ha MPUMMEPOK Ha CepuM 04 MPOLECOT Ha
NPOM3BOACTBO CE KOPMCTAT W 33 UCMUTYBate Ha 6e36e4HOCTA U €CHEKTUBHOCTA.

Cekyuja I'. EkonoLuka npoLeHKa Ha pusunk

Llenta Ha ncnnuTyBawmeTO Ha €KOMOLUKA NPOLEHKA Ha PU3UK HA BETEPUHAPHO-MEAULUHCKN
npenapar e ja Ce U3BpLUM NPOLEHKa Ha NOTeHUnjanH1Te LUTETHW AejCTBa, LUTO MOXaT Aa ce
npeau3sukaaT co ynotpebara Ha npenapaToT BpP3 XUBOTHATa CpejuHa U Aa ce yTeBpaar
MEPKUTE 3a NPETNasnmMBOCT LUTO CE& HEONXOAHU 3a HAMAanyBawe Ha 0BUE PU3NLN.

OBaa npoueHka BooSuyaeHo ce BpLUKn BO ABe hasum.

MNpeaTta pasa og npoyeHkaTa e 3agomxuTtenHa. fletanute o npoueHkarta ce o6e3begysaaTt
BO COrfnacHocT co npudarteHn ynaTtctea. [lpouyeHkara ja os3HavyyBa noTeHuunjanHarta
N3NOXEHOCT Ha XMUBOTHATa CPeAMHA Ha NpenapaTtoT, U HUBOTO HA PU3UK NOBP3aHO CO Taa
N3NOXEHOCT, 3eMajkn v BO NnpeaBus:

- UEenHUTEe BUAOBU N NPEANOXEHNOT Ha4YMH Ha ynoTpeba,

- HauMHOT Ha NpMMEHA Ha npenapaToT, 0COBEHO MOXHMOT 06eM Ha BrneryBame Ha
npenapaToT AUPEKTHO BO CUCTEMUTE Ha XXMBOTHaTa CpPeaunHa,

- MOXHOTO M3navyyBake Ha NPenapartoT, HErOBUTE aKTUBHWU CYNCTaHUW UK pefieBaHTHM
mMeTabonuMTM BO >KMBOTHATa CpeauMHa Of CTpaHa Ha TPeTUPaHUTE JKUBOTHWU,
NEP3UCTEHTHOCTA BO TAKBUTE EKCKPETH,

- OTCTpaHyBaweTO Ha HeynoTpebGeHMOT BeTepUHAPHO-MEANLMHCKA npenapaTt unm
oTnajgeH NpousBOA.

Bo cny4aj Ha »uBU BaKUMHANHWU COEBU, KOU MOXE Aa Ce 300HOTCKU, C& OL|eHyBa PU3UKOT NO
nyreTo.

Hokonky 3aknydouute o npsBaTta ¢asa ykakyBaaT Ha NOTeHUujanHa W3MNOXEHOCT Ha
XMUBOTHAaTa CpejuHa Ha npenapaToT, NOAHOCUTENOT Ha 6aparmeTo NPoAOKYBa CO BTOpaTa
dasza M BpLWM nNpPOLEHKA HAa MNOTEHUMjanHUOT PU3NK Ha BETEPUHAPHO-MEAULIMHCKUOT
npenapaT Bp3 XuBOTHaTa cpeauHa. [lokonky € noTpebHO, ce BpLiat 1 noHaTaMOLLHW
ucnutyBaka Ha BMWjAaHWETO HA npenapatoT (nodsa, BOjA, BO3AYX, BOAEHU CUCTEMU,
HeLEenHW opraHnamm).

Cekyuja . lNpoueHKa Ha pU3NK 3a BETEPUHAPHO-MEAULNHCKMA NpenapaTt Ko Coapxar unmn
Ce COCTaBEHU 0 reHeTCKU MoAUULMPaH OpraHu3mum

Bo cnyyaj Ha WMYHOMOLUKM BETEpUHAPHO-MEAULMHCKN npenapaT KOj COAPXM unu e
COCTaBEeH 0j reHEeTCKU moanduumpaHn opraHnu3mu, ce nogHecysa bapame n JoKymeHTayuja
BO COrMAacHOCT CO HAUWOHANHWTE NPOMNUCK 3a CTasBawe BO NPOMET Ha BETEPUHAPHO-
MEAULMHCKU npenapaTu Kou COAPXKaT UMW Ce COCTaBEHW OJf FeHeTCKM MOAUdULMpaHu
opraHu3mu.
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3a XU1BK BaKLMHN Ce KOpUCTaT Cepun LUTO COAPKaT MUHUMYM NOTEHTHOCT Unun TuTap. 3a
Apyrn npenapatu ce KOpuUCTaT CEepun LUTO COAPXKAT MUHUMYM akTUBHa COCTaBHa
cyncraHuuja.

2. Hokonky e BO3MOXHO, ce DOKYMEHTUpa WMYHOMOLLKNOT MeXaHun3am
(MeryKneTouHu/xymopanH, noKanHW/onwTyh Knacu Ha MWMMyHOrnoOynuHW) LWTo ce
akTMBMpa no AaBakeTO Ha WMMYHOMOLLKMOT BETEPUHAPHO-MEAULMHCKW npenapaTt Ha
LenHnTe XXUBOTHU, CNOPeS, NpenopavyaHnoT HauuH Ha ynotpeba.

Cekyuja B. TepeHCKn ncnutyesama

1. [dokonky He ce noTBpaar, pe3yntatute oj nabopaTopuckute ucnuTyeawa ce
AOMonHyBaaT co nojgaToun o4 UCMUTYBawarta Ha TEPEHOT CO KOPUCTEHE HA NMPUMEPOK
Ha cepuu o npoLecoT Ha NPOU3BOACTBO onuwaH BO GapaweTo 3a oaobpyBawe 3a
CTaBawe€ BO NPOMET. McnuTyBawaTa Ha TEPEHOT CO KOPUCTEHE HA NPUMEPOK HA cepun
04 NpoLEeCcOT Ha NPOW3BOACTBO CE€ KOpWCTaT M 3a ucnutysawe Ha 6Oes3begHocTta M
ed)eKTUBHOCTA.

2. [okonky nabopaTtopuckuTe UCNUTyBawa He AajaT pesyntatum 3a edukacHocra, ce
npudakaat camo UCNUTyBaHkaTa Ha TEPEHOT.

AEN 5: MOEANHOCTUN N AOKYMEHTHK
Cekyuja A. Boeeg

HocueTo 3a ucnutyBamwarta 3a 6e36eaHOCT 1 e(PMKACHOCT BKIy4yyBa BOBES, KOj ro AeduHupa
npeameToT U MM Ha3HadyBa TECTOBMTE KOU Ce M3BejyBaaT BO cornacHocT co [en 3 u fen 4
o4 OBOj Hacnos, BKNy4yuTENHO U pe3nume, CO JeTanHo NOBMKYBawe€ KOH u3jajeHata
nuteparypa. PeanmeTo coapxu OOjeKTUBHO pasrnejyBame Ha cute AoOUeHu pesyntatv u
BOAM AO 3aKMy4yoK KOj ce ogHecyBa Ha besbepHocta M edukacHOCTa Ha WMYHOMOLLKUTE
BETepUHaApPHO-MeAULMHCKN npenapaTtu. [lponycTuTe BO HEKOM OJf TecToBUTE WUNU
nucnuTyBawa Kou Ce HaBeeHu Ce Ha3HavyeaaT u ce pasrneaysaar.

Cekyuja b. TabopaTtopucku ncnntyesamwa

3a cute ncnutyesamwa ce obesbegysa:

1. pe3snme;

2. UMETO Ha MHCTUTYUMjaTa LUTO MM BpLUENa UCNUTYyBakwaTa;

3. AeTaneH eKkcrnepumeHTarieH npoTOKOM CO AaAeH OMuUC Ha MeToguTe, anapaTtypara u
MaTepujanuTe LWTO Ce KopucTaT, NOEAMHOCTM 3a BUMAOT, pacata M KaTeropujata Ha
XUBOTHUTE, OpOj 3a maeHTudukaymja, JOKOMKY MOCTOU, YCINOBUTE HA CMECTYBawe U
XpaHewe (Ce HaBeadyBa W jganu ce ocnobojeHnm oa cneyuduyHn naTtoreHn wu/unm
cneymduyHn aHTUTEena, npupojata W KOnMWYMHATa Ha CUTE A0AATOUM COAPXaHU BO
pobutoyHaTa xpaHa), A03a, HauuH, pacnopej n AaTtymMu Ha AaBake Ha npenaparor,
OnucC 1 AoKa3 32 KOPUCTEHUTE CTATUCTUYKN METOAMN,

4. BO CNy4yaj Ha TPETUPAaHU XUBOTHU, Aanun TME npuMmune nnayebdo unu He 6Gune TpeTUpaHu;

5. BO Cnyvaj Ha KOHTPOSMHMW XWBOTHW, U AOKONKY € COOABETHO, ako ro npumune TecT
npenapaTtoT unu Apyr npenapaTt ojobpeH 3a cTaBakwe BO npomeT BO Penybnuka
MakegnoHuja;
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CUTE ONLITN N NOeANHEYHN HAOIbyAyBaka U pe3yntaTu Kou ce Jo6ueHn (CO NPOCEeYHU 1
cTaHAaapiAHW oTcTanyBawa), 6€3 ornej ganu ce nNOBOMHM UNKU HeENnoBonHuW. MoaaToyuTe
ce onuwysaaT AeTanHo 3a Aa Ce OBO3MOXW KPUTUYKO OLieHyBawe Ha pesynraTuTe,
He3aBUCHO 0 HUBHOTO TOMKYBakwe OJf CTpaHa Ha aBTopoT. [NogartoyuTe 3a CypoBUHUTE
ce AoctaByBaaT BO TabenapHa d¢opma. Mo nat Ha objacHyBawe W unyctpayuw,
pesyntatute moxar Aa Ouaat npoCnejeHn CO Penpoaykuuv OA CHUMEHW 3anucwu,
doToMUKporpadu Unu Ha pyr HauuH;

npvpoaaTa, UHTEH3UTETOT U BPEMETPAEHETO HAa HAbIbyAyBAHUTE HECAKaHW AEjCTBa;
OpOojoT Ha XKMBOTHU NpejBpeEME NMOBNEYEHN 04 UCNUTYBaHkATa U NPUYNHATA 3a UCTOTO;
cTaTtuCcTUyKa aHanus3a Ha pesynTtaTuTe, AOKONKYy Ce Hanara 3apaju nporpamara 3a
TecTUpame U OTCTanyBaweTo BO PAMKUTE Ha NojaTouumTe,

. NojaBa U TeK Ha MHTEPKYPEHTHO 3a60nyBakse;
11.

CUTE MNOEAMHOCTM 3a BeTepUHapHO-MeAMLMHCKUTE npenapatn (CO WCKMYYOK Ha
npenapaToT LWTO Ce WucnuTyea), uuja ynotpeba OGuna HEONXOAHA BO TEKOT Ha
UCNUTYBaKETO;

. 00jekTmBHO objacHyBare Ha Ao0BueHuTe pesynTtaTi, CO 3aknydok 3a 6esbeaHocta u

eMKacHOCTa Ha NpenapaToT.

Cekuyuja B. TepeHckn ncnutyeama
MoegunHOCTUTE 3a UCMUTyBawaTa Ha TEPEHOT Ce AOBONMHO AE€TanHW 3a Ja OBO3MOXar
o6jeKkTnBHa npoueHka. Tue ce cocTojaT 04 CnejHOBO:

1.
2.
3

10.
1.
12.
13.
14.

15.

pesume;

ume, agpeca, pyHkyumja n ksanudukaynum Ha o4roBOPHUOT UCTPAXKYBaY;

MECTO U AaTyM Ha gaBake Ha NpenapartoT; Ko4 Ha nAeHTUdUuKauumja Koj ce noepayea co
MMETO N aapecaTa Ha COMCTBEHUKOT Ha XMUBOTHOTO(€);

NOEAUHOCTN 3a NPOTOKONOT Ha WCMUMTYBAHETO CO OMNUC Ha KOPUCTEHUTE METOAM,
anapartypa U marepujanu, NO€AUHOCTU 3a HAYMHOT U pacnopesoT Ha Aasawe Ha
npenapartoT, jo3aTa, KaTeropumte Ha XUBOTHU, BPEMETPAEHETO HA HAOIbYAYBaHETO,
ceponoLlkaTa peakuyunja u 4pyru uCnutysarwa BPLUEHN BP3 XUBOTHUTE, NO AaBaHETO Ha
npenaparor;

BO CNyyaj Ha KOHTPOJIHU XMBOTHU, Aanun Tne npumune nnayebo nnn He Gune TpeTupaHu,
naeHTUdUKaLMja Ha TPETUPAHUTE U KOHTPOMHUTE XUBOTHU (3a84HO UMW NOEAUHEYHO,
Kako LUTO € COOABETHO), KaKo Ha NMpUMeEp, BUAOBU, pacu UM COEBU, CTapOCT, TEXUHA,
non, pu3nonoLLKN CTaTyc;

KpaToK ONWC Ha METOAOT Ha OArneAyBawe U XpaHeHwE, HaBeAYyBakE Ha npupojaTa u
KONMMYMHaTa Ha CUTe A0AATOLM COAPXKaHN BO A0OUTOYHATA XpPaHa;

CUTE NOEAUHOCTM 3a HabrbyayBaweTO, U3BEAYBAHETO U PE3ynTaTUTE (CO NPOCEYHO U
CTaHAapAHO OTCTanyBawe); NOEANHEYHUTE NOAATOLM CE HaBeAyBaaT No M3BPLUYBAHETO
Ha NOEAUHEYHUTE TECTOBMU U MEPEHA;

cute HabrbyayBawa W pe3yntaTu 0j UCMNUTyBawarta, NO3UTUBHM WNW HEraTUBHWU, CO
LenoceH n3pewraj 3a HabrbyayBawara u pesyntatute oa OOjeKTMBHUTE TECTOBM Ha
aKTMBHOCT, noTpebHU 3a OueHyBawe€ Ha npenapaTtoT;, Ce HaBejyBaaT KOpPUCTEHUTE
TEXHUKN, Kako 1 oB6jacHyBaHh€ Ha BAXXHOCTA HA CUTE OTCTanyBara BO PE3yNTaTUTE;
BNWjaHWe BP3 NPOU3BOALCTBEHUTE KAPAKTEPUCTUKY;

OpOojoT Ha XMBOTHM NPeABPEME MOBNEYEHN 04 UCNUTYBaHATa U NpUYMHATA 3a UCTOTO;
npvpoaaTa, UHTEH3UTETOT U BPEMETPAEHETO HA HAbbyAYBAHUTE HECaKaHU AEjCTBa;
nojaBa U TEK HA MHTEPKYPEHTHO 3abonyBam-e;

CUTE MNOEAMHOCTU 3a BETEPUHAPHO-MEAULMHCKUTE npenapatm (CO UCKNYYOK Ha
npenapaToT LTO C& WuCnuTyea), WTO Ce ynoTpebyeane npeja WNW napanenHo co
TECTUPAHWOT Npenapar, UM BO TEKOT Ha NEPUOAOT Ha HabrbyayBawe; NOEAUHOCTU 3a
cute 3abenexaHn nHTepakymm;

objekTMBHO objacHyBarke Ha A00MeHUTe pesynTtaTh, CO 3aKnyyok 3a GesbeaHocTa u
edukacHocTa Ha npenapaTor.
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2. CnunyeH 6MONOLUKM BETEPUHAPHO-MEAULMHCKM NnpenapaT

Bo cornacHocCT co uneH 7 crtas (6) 04 OBOj NPaBUITHUK, AOKOMKY GMONOLLKNOT BETEPUHAPHO-
MEAULUMHCKA npenapaTt KojLUTO € CNUYEH CO pedepeHTHUOT OGUONOLLKM MEAULMHCKM
npenapar He M WUCMONHyBa YCNoOBUTE Of AeduHuuujata 3a reHepuukn MepULUHCKM
npenapartn, nokpaj pesyntatute oa [Henosute 1 n 2 oa Hacnoe | og osoj [Mpunor u
nogartouute 3a OmoekBuBaneHTHOCT M GuogoctanHocT, ce obesbeaysaaT AOMNOMHUTENHU
nogaroum, ocobeHo 3a 6e3begHocTa n edhnkacHOCTa Ha NpenaparoT, NPW LWTO:

- BUAOT M KONMUYECTBOTO Ha AOMNONHUTENHUTE nojaTtoun (TOKCUKOIOLLKA W APYrU CTYyAWK
3a 6e30egHOCT U COOABETHU KIWHWYKM CTyauu) Ce OApPEeAyBaaT WHAMBMAYANHO BO
COrnacHoOCT CO pPEeneBaHTHUTE Hay4YHW ynaTcTea.

- BO OAHOC Ha pasnuyHocta Ha OMWOMOLLKATE BETEPUHaAPHO-MEAULMHCKM NpenapaTw,
AreHuuwjata 3a xpaHa U BeTepMHApPCTBO M YyTBpAyBa nOTpebHUTE UCNUTYyBaHAa
npeasugeHu so fenosute 3 n 4 oa Hacnoe | og oeoj Npunor, 3emajku r1 Bo npeasng
cneyupuyHuTEe KapakTepucTUKM 3a CeKkoj OWonoLKkA BeTepUHaPHO-MEAULIMHCKU
npenapar.

OnwTnTe NPUHLMNKU KOW Ce NPUMEHYBAaT Ce OAHEeCcyBaaTt Ha ynatcTBa ycBOeHu og EMEA,

3emMajku M BO MpeABUj KapakTepUCTUKUTE Ha OAHOCHWOT OMWOMOLLUKA BETEPUHAPHO-

MeauuuHCKn npenapart. [JOoKomnky pedepeHTHUOT OMOMOLUKW BeTepUHapPHO-MeULUHCKU

npenapart uma efHa 1 noeeke UHAMKaUUKU, ce AoKaxyea edukacHocTa u 6e3begHocTa Ha

OMONOLLKMOT BETEPUHAPHO-MEAULMHCKN MpenapaT 3a KOj Ce TBPAW AeKa e CRUYeH, unu

JOKOJKY € HEONXOAHO, NOEANHEYHO 33 CeKoja NOCToeYKa MHAuKaLmja.

3. [obpo etabnupaHa BeTepuHapHa ynotpeba

3a BeTepuHapHO-MEAUUMHCKM npenapaTtv, YMWLITO aKTUBHW  CyncTaHuun wumaat
BOCrnocTaBeHo ‘Ao6po eTabnupaHa BeTepuHapHa ynotpeba’ Kako LUTO € HaBejeHO BO UneH
8 04 0BOj NpaBUMNHUK CO Npeno3HaTnuea epukacHocT u npudaTtnueo HUBO Ha 6e3beaHocTa,
ce npumeHyBaaT crnejaHuBe cneuvduyHmn npasuna:

MoaHocuTenoT Ha BapaweTo rn 06e3beaysa nogaroyute oa denosute 1 1 2 og Hacnosort |
o4, 0Boj Npunor.

3a [enosute 3 n 4 oa Hacnos | oa oBoj Mpunor, getanHa HayyHa 6ubnuorpaduja ru
ynatyBa cute acnektu Ha 6e3begHocTa n edpukacHocTa.

3a pa ce nokaxe ‘pobpo etabnupaHa seTepuHapHa ynotpeba’, ce npumeHyeaaT CneiHuBe
cneynduyHu npasuna:

3.1. CnepHuBe (paktopu ce 3emaaT BO NpeABuj CO Len ja ce BOcrnocTaeu ‘Jo6po
etTabnupaHa BeTepuHapHa ynoTtpeba’ Ha COCTaBHUTE CYNCTaHUWU Ha BeTEpPUHApPHO-
MeANLUHCKNOT npenapar:

a) BpeMe 3a KOe akTuBHaTa cyncTaHuumja ce ynotpebysa,

6) KBAHTUTATUBHWN acnekTn 3a ynoTpeba Ha akTuBHarTa cynctaHymja,

B) CTEMEeHOT Ha HayyHUOT WHTEpPeC BO KOPUCTEHETO HAa akTMBHaTa cyncraHuyuja
(pednekTupaHa BO u3gajeHaTa HayyHa nuteparypa) u

r) NOBP3aHOCT CO Hay4YHaTa NPOLEHKA.

PasnuyHuTe BpemMeHCKU nepuou moxe Aa Gugat HeonxoAHU 3a BOCNOCTaByBake Ha J06po

eTabnupaHa ynotpeba Ha pa3anuyHu CyncTtaHuuyum. Bo cekoj cny4aj, BPEMEHCKMOT Nepuog

notpebeH 3a BocnocTaByBake Ha 400po eTabnupaHa BeTepuHapHa ynotpeba Ha cocTaBHaTa

CyncTaHuuja Ha MeAUUMHCKW npenapaTt He € nomanky oj AeceT roAuHW Ooj npBUYHAaTA

cucTemaTcka U LOKyMeHTupaHa ynoTpeba Ha cyncTaHuumjata Kako BETepUHaPHO-MeJULIMHCKU

npenapat Bo Penybnuka MakejoHuja, Bo EBponckata YHuja unu Bo TpeTta 3emja.
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(a) TepmuHonoruja
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Mpwunor Il
36UPHNOT N3BELWTaj HAa OCOBUHUTE Ha NPenapaToT rn COAPXKN CNeAHNBE UHOPMALUK:

1) WMme Ha BeTepuHapHO-MeaNUNHCKUTE npenapaTu;

2) KeanuTaTMBeH W KBaHTUTATUBEH COCTaB BO CMUCMA Ha aKTUBHWTE CyncTaHuuu WU
COCTOjKUTE Ha EKCLMMUEHTOT, YAM NO3HaBaHa Ce CYLUTUHCKM 3a NPaBUMHO jaBawe Ha
MEAVMLUMHCKMOT npenapaTt;, Ce KOopucTaT MEFyHapOAHO HEe3aWTUTEHM UMUKba
npenopayaHn op CeeTckata 3ApaBCTBeHa opraHusauuja, AOKOMKY nocrtojaT, unu, BO
CMPOTMBHO, BOOGMYAEHOTO HE3ALUTUTEHO UME HA XEMUCKUOT OMNUC;

3) dapmauesTCkn 06nuK;

4) KnuHWYKM noeanHoCTU:

4.1, LenHu BUA0BM,

4.2. WHAMKaUUWM 3a NPMMEHa, CO HaBEAYBaHE Ha LENHNOT BUA,

4.3. KOHTpauHAukayuu,

4.4 nocebHN MepPKK 3a CEKOj LENEH BUA,

4.5. 3aLUTUTHU MEPKU HA NPETNa3NMBOCT Npu ynotpeda, BKNYYNTENHO 1 3aLUTUTHU
MEPKM LUTO A NpeB3emMa NMLETO KOe BPLUM ajMUHMCTpaLuja Ha npenapaToT H
XUBOTHUTE;

4.6. HecakaHu pejcTea (MHTEH3UTET U CEPUO3HOCT),

4.7. ynotpeba Bo Tek Ha GpeMeHOCT, nakrayuja unmn Kkeaueke,

4.8. WHTEpaKumnja co Apyru npenapartu n 4pyru obnuym Ha nHTepakyumja,

4.9. JO3Upake U HavrH Ha ynoTpeba,

4.10. npego3npare (CUMNTOMWU, UTHU NOCTaNKWU, aHTUAOT), AOKOIKY € NoTpebHo
4.11. KapeHua Kaj pasnuyHn BUAOBKW XpaHa, BKNYyYUTENHO M OHaa Co KapeHua Hyna,
5) ®apmakonoLLKn NOeANHOCTU:
5.1. ocoBuHN Ha papmakoguHamMmuka
5.2. 0coBuHM Ha hapmaKOKMHETNKA
6) dapmaueBTCKN NOEANHOCTH:

6.1. nucra Ha ekcuunueHcu

6.2. 3HauJajHNM HekoMNaTMOMNHOCTN

6.3. POK Ha Tpaewe, ako € noTpebHOo, No pacTBopake Ha MeAULNHCKUOT
npenapaT, UnKn no NPBOTO OTBOPaHE Ha KOHTEjHEPOT,

6.4. nocebHM MepKku Ha NPETNasnNuBOCT 3a YyBaksE,

6.5. npupoga n CoApPXNHa Ha KOHTAKTHOTO NakyBake,

6.6. nocebHM Mepku 3a NpPeTnasnuBOCT 3a OTCTPaHyBawe Ha HeynoTpebeHuoT

MEANLMHCKN npenapaT wunv oTnagHuTe maTtepujany Kkou octaHysaa no ynotpebarta
Ha NCTMOT, JOKONIKY NOCTOjaT;
7) Hocuten Ha oA06peHNETO 3a CTaBakE BO NPOMET
8) bpoj/een Ha 0a06peHNeTO 3a CTaBawe BO NPOMET
9) [HaTym Ha npBUYHOTO oj06peHne 3a cTaBake BO NPOMET UnNu AaTtym Ha oGHOBYBaHETO
Ha oA00peHNETO 3a CTaBarke BO NPOMET
10) JaTtym Ha peBu3uja Ha TEKCTOT
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1 MpaBnunHukoT 3a noaaToLmTe Kow Tpeba Aa MM COAPXKM KOHTAKTHOTO W HAaABOPELLHOTO MakyBarbe N WHOpMaLMUTE Kou
Tpeba fa rn coppxu ynaTcTBOTO 3a ynoTpeba Ha BeTepuHapHO-MeAWLMHCKMOT npenapaT e ycornaceH co Hacnos V og
HOupekTusata 2001/82/EK Ha Eeponckuot MapnameHT n Ha CosetoT oa 6 Hoemepu 2001 roanHa 3a Kogeke BO 0aHOC Ha
BETepUHapHO-MeANLMHCKUTE NpenapaTt Ha 3aegHuuyaTta (32001L0082),;

2 Jluctata Ha hapMakonowkn CyncTaHunu ofobpeHn 3a ynoTpeba BO BeTepUHapHaTa MeAuLMHa e ycorraceHa co
Perynatusata Ha Komucwujata (EY) Bp. 37/2010 op 22 aekemspu 2009 rogmHa 3a chapMakonolKn akTUBHU cyncTaHuuMu n
HWBHa knacudukaumja BO OJHOC Ha MaKCUManHO AO03BONIEHOTO HUBO Ha pe3naynm BO XpaHaTa Of XMBOTMHCKO MOTEKMo
(32010R0037) goHeceHa Bo cornacHocT co Perynatusara (EK) Bp. 470/2009 Ha Eeponckuot MapnameHT n Ha CoeeToT o4 6
Maj 2009 rognHa 3a yTBpAYyBake Ha JO3BOMNEHOTO HUBO Ha hapMaKonoLIKN aKTUBHU CYNCTaHLUUKU BO XpaHaTa of XUBOTUHCKO
notekno Koja ja ykumHyea Perynatusarta (EE3) 6p. 2377/90 u ja HagononHysa [upektueata 2001/82/EK Ha EsponckuoT
MapnameHT u Ha CoseToT n Perynarusara (EK) 6p. 726/2004 Ha EBponckuot MapnameHT n Ha CoBeToT, ocobeHo uneH 27(1)

3 MNpaBunHMKOT 3a HayenaTa w ynaTcTeaTa 3a Aobpa NMpovsBoAHa Npakca 3a BeTepuUHapHO MEeAMLMHCKWTE npenapaTy e
ycornaceH co [dupektusata Ha Komucujata 91/412/EEK og 23 Jynu 1991 koja rv nponuwysa NpMHUMNUTE W ynatcTBaTa 3a
AobGpa MpousBoAgHa MpaKkca Ha BeTepuHapHO MeAUUMHCKUTE npenapaty (31991L0412)

4 [MpaBUNHUKOT 3a 3awWTWTa W BnarococTojba Ha eKCMEepUMEHTarHW XXUMBOHW € YycornaceH co [upekThBaTa Ha coBeTOT

86/609/EK oa 24 HoemBpu 1986 roguHa 3a npubnwxysare Ha 3aKOHWTe, perynatuBuTe W ajgMWHWUCTpaTUBHWUTE oApeabu Ha
3EMjUTE-UNEeHKU KOU ce O HEeCYBaaT Ha 3aluTUTa Ha xueoTHUTe (31986L0609)

5 Mpasnnuukot 3a g06mMBake Ha ofo6peHMe 3a cTaBake Ha Nek BO NPOMeT e ycormaceH co [upektusata 2001/83/EK Ha
Esponckuot MapnameHT n Ha CoBeToT og 6 HoemBpu 2001 roguHa 3a KogekcoT Ha EBponckara 3aegHuua Bo ogHOC Ha
MeAMLMHCKMN Npenapary 3a YoBedka ynotpeba (32001L0083)

© HaumoHanHMoT mponuc of obrnacTa Ha BETEPUHAPHO-MEAMLMHCKMTE MpenapaTin e MPeAMET Ha YCcornacyBare co
HOupekTusa Ha CoeToT 78/25/EK o4 12 aekemepu 1977 3a anpokcumaumja Ha nNpasoTo Ha 3emjute YneHkU BO OAHOC Ha
ynoTpebaTta Ha cpejcTBa 3a 6oeHle KON ce KopucTaT 3a jojaBake Ha BeTepuUHapHO-MefULMHCKUTe npenapatu (31978L0025)

*7 TlpaBUMHUKOT 33 HAUMHOT Ha BpLUGHE Ha OdULMjaMHUTE KOHTPOMW W MOCTaNKUTE 3a MOHWUTOPUHF Ha 300HO3N W
npeju3BUKYBaYM HA 300HO3U W NICTA HA 300HO3M W NMPEeAU3BMKYBaUM Ha 300HO3M KOU Ce PejOBHO NpeAMeT Ha MOHUTOPUHIOT €
ycornaceH co Jupektusata 2003/99/EK oa EBponcknot MapnameHT u o4 CoeeToT of 17 Hoemepu 2003 3a MOHMTOPUHT Ha
300HO3U U NPEAU3BMKYBAYN Ha 300HO3U U aMaHAMaH Ha Oanykata Ha CoeToT 90/424/EE3 koj ce oaHecyBa Ha [upekTupaTa
Ha CoBeToT 92/117/EE3 (32003L0099)

*8 HauuoHanHWoT nponuc o obnacTta Ha 6e36e4HOCT Ha XpaHa & NpeAMeT Ha ycornacyBake co [upekTuBata Ha Komucujata

95/45/EK 3a cneyumdUyHUTE KPUTEPUYMUTE 3a YUCTOTA Ha cpeAcTBaTa 3a Goewe KoM ce ynoTpebyraaT BO XpaHara.
(31995L0045)
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Bp3 ocHoBa Ha uneH 77 ctaB (4), yneH 81 ctaB (5),

yneH 84 ctas (3), uneH 85 ctas (5), uneH 86 cTas (4), YneH
87 c1aB (3) 1 uneH 88 ctas (10) o4 3aKOHOT 3a BeTepuHap-
HO 3apaBcTBo (,,Cnyx6eH BeCHWK Ha Peny6nnka Makego-
Huja” 6p. 113/07, 24/11, 136/11 v 123/12), LMPEKTOPOT Ha
AreHumjaTa 3a XpaHa 1 BETEPMHAPCTBO, OHECe

MPABUMTHUK
3A VBMEHYBAHE 11 JOMOIHYBAHE HA MPABW/I-
HKOT 3A HAUMHOT U MOCTATMKATA 3A YBO3 U
TPAH3UT, HAUMHOT W MOCTAMKATA HA BPLLE-
HE HA MPOBEPKA W MPEIE/, MPU YBO3 U TPAH-
3UT HA MPATKA CO HYCMPOW3BOAW O[] XXMBO-
TUHCKO MOTEK/IO, ®OPMATA U COOPXXVHATA
HA BETEPVHAPHO-3PABCTBEHVOT CEPTUGU-
KAT WA/ JPYTU AOKYMEHTU LUTO JA MPUIPY-
YKYBAAT MPATKATA CO HYCMPOW3BOAM Of, XK-
BOTUHCKO MOTEKJ/I0, KAKO VI JIMCTATAHA TPETU
3EMJV OJ1 KOV E OJOBPEH YBO3 U TPAH3UT ()

UneH 1

Bo MNpaBWMHMKOT 3a HAYMHOT K NocTarnkara 3a yBo3 u
TPaH3WT, HAYMHOT M NOCTANKaTa Ha BPLUEHE Ha NPOBepKa
1 nperneg npu yBo3 1 TPaH3WUT Ha MpaTka co HYCnpou3Bo-
M 0f, XMBOTMHCKO MOTeK/0, hopMata U CoApXKuHaTa Ha
BETEPMHAPHO-34PaBCTBEHNOT CEPTUGINKAT UAN LPYTU AOKY-
MEHTM LUTO ja NPUAPY>KYyBaaT npatkata co Hycnpou3Boau
0f, XXMBOTWUHCKO MOTEK/O, KaKo W NincTaTa Ha TPeTu 3emju
0f1 Ko e o0f06peH yBo3 1 TPaH3UT (,CNy>KOeH BECHWK Ha
Peny6nmka MakegoHuja” 6p. 94/12), Bo uneH 2 cTaB (2) no
ToukKara 8) ce fogaBaat [fgse HOBM ToukM 9) u 10) Kom rna-
cart:

,»9) “HeTpeTnpaHa BoNHA™ € BOMIHA CO UCKNYYOK Ha BOJI-
Ha Koja e:

(a) habpuykm ncnpaHa;

(6) pobueHa co NpoLec Ha LUTaBeHE,;

(B) TpeTMpaHa co Apyr MeTof CO KOj Ce rapaHTupa feka
Ce OTCTPaHeTN HecakaHWTe pusnLy;

(r) mobrieHa of >XUBOTHU PasNYHU Of XXMBOTHUTE 0f
BUAOT CBUHU 1 e Pabpuukm 1cnpaHa co NOBEKEKPATHO MO-
TONyBarbe Ha BO/IHATA U B/lakHaTa BO Garba CO BOAa, CarnyH
N HaTPUYM XUAPOKCUA UK KainyM XUAPOKCUE Un

(") Co 0B0j NpaBWAHKK Ce BPLUM ycornacyBawe co Perynatvea Ha Ko-
mucujata (EY) 6p. 1063/2012 of 13 HoemBpy 2012 3a U3MeHyBarbe Ha
Perynatusata (EY) 6p. 142/2011 3a nmnnemeHTauuja Ha Perynatusa-
Ta (EK) 6p. 1069/2009 Ha EBponckuoT MapnameHT 1 Ha COBETOT 3a
YTBPAYyBake Ha 3[paBCTBEHU MpaBua 3a HYCMpPOU3BOAN Of XWBOTWH-
CKO MOTEKNO W lepuBaTh Ha HyCNpomn3BOAM KO He Ce HaMeHeTM 3a uc-
XpaHa Ha nyfeTo 1 3a UMNnemeHTMparbe Ha [upekTueata Ha CoBeToT
97/78/EK BO 0fHOC Ha 0ApefieHN MPUMEPOLM 1 KCMOHATU KOW Ce MCK-
Ny4yyBaaT Off BETEPUHAPHWN MPOBEPKWU Ha rpaHuLa BO COrNacHOCT CO
Taa [inpektnea CELEX 6p. 32012R1063
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() mobreHa 0 XXMBOTHU PasfIMuHK Of XXMBOTHUTE 0f
BMAOT CBUHU, HAMEHeTa 3a UCMpaKarwe AMPEKTHO A0 06je-
KTOT 3a NPOM3BOLCTBO Ha fepmBaTh Ha HYCNpOW3BOAW Of
BOJIHA U BlakHa 3a TEKCTUNHATA MHAYCTPMja 1 e TpeTupaHa
CO HajMasnKy efileH Of CNefHUTE MeTOAM:

- XEMWCKO OTCTpaHyBare Ha BflakHa CO HeraceHa Bap
WK HATPUYM cyndung,

- (hymmraupmja co popmangexmg B0 XepMeTUUKM 3aneva-
TeHa KOMOpa BO BpeMeTpaewe 0/, HajManky 24 yace,;

- WHAYCTPYCKO Nepetbe KOe Ce COCTOM Of MOTOMNyBarbe
Ha BO/IHaTa W BfakHaTa BO AeTepreHT pacTBOP/MB BO BOJA
Ha Temnepatypa of, 60-70°C n

- CKNlagyparbe, Koe MOXe [a ro BK/yYu U BpeMeTo Ha
TpaHCnopT, Ha Temnepatypa of 37°C BO BpemeTpaere 0f
ocym feHa, 18°C Bo BpeMeTpaere of, 28 aeHa nnn 4 °C Bo
BpemMeTpaewe of 120 feHa.

10) “HeTpeTnpaHy BnakHa™ ce BfiakHa Co UCK/Y4YOK Ha
B/IaKHa KOW Ce:

(a) noa/ioXkeHN Ha habpryKo nepemse;

(6) LO6VEHM CO MPOLEC Ha LLUTABEHE;

(B) TpeTUpaHM CO ApYr MeTOZ CO KOj Ce rapaHTmpa feka
Ce OTCTPaHeTN HecakaHWTe puUsnLy;

(r) BOBMeHN Of >XMBOTHU Pas/IMYHN Of, XXUBOTHUTE Of
BUAOT CBUHU U Ce (habpryKM MCNpaHU CO MOBEKEeKPaTHO
noTonyBake Ha BONHATa W BnakHaTa BO 6aka co BOAa, ca-
MYH Y HATPUYM XWMAPOKCUL, NN KJIYM XULPOKCUL U

(1) AOBMEHN Of, XKMBOTHU Pa3NYHN Of XXUBOTHMTE Of
BUAOT CBUHU, HAMEHETU 3a UCNpaKakbe AUPEKTHO A0 06je-
KTOT 3a NPOW3BOLCTBO Ha fepmBaTh Ha HYCNpPOW3BOAW Of
BO/IHA U BNakKHa 3a TeKCTWIHAaTa MHAYCTpMja 1 ce TpeTupa-
HW CO HajMasiKy efieH of CiefjHUTe METOAN:

- XEMWCKO OTCTpaHyBare Ha BflakHa CO HeraceHa Bap
WK HaTpUyMm cyndug,

- (hymmrauumja co opmangexmus B0 XepMeTUYKM 3aneva-
TeHa KOMOpa BO BpPeMeTpaeHe 0f, HajManky 24 yace;

- NHAYCTPUCKO Neperbe Koe Ce COCTOM Of MOTOMNyBakbe
Ha BO/IHaTa W BflakHaTa BO JeTepreHT pacTBOP/MB BO BOJA
Ha Temnepatypa of 60-70°C,

- CKflagMparbe, Koe MOXe a ro BK/yYu U BpeMeTo Ha
TpaHCcnopT, Ha Temnepatypa of 37°C BO BpeMeTpaere 04
ocym fieHa, 18°C Bo BpemeTpaere 0f 28 aeHa unm 4°C Bo
BpemMeTpaere o 120 geHa.

ToukuTe 9) 1 10) cTaHyBaaT Toukm 11) n 12).

UneH 2

UneHoT 36 ce MeHyBa U riacu:

,ClelH/Te HYCMpPON3BOAM Of, XMBOTUHCKO He ce npes-
MeT Ha nocebHM ycnoBn BO MOrNef Ha 34paBCTBeHaTa Co-
CT0j6a Ha XXMBOTHUTE MPKW YBO30T BO U TPaH3UTOT HK3 Pe-
ny6nvka MakefoHuja:



19 dhepyapu 2013

1) BonHa 1 BlakHa Kou LUTO ce (habpuuKy crnpaHn unm
TPeTMpaHU Ha ApYr HauMH CO Koj ce 06e3befyBa OTCTpaHy-
Bakbe Ha HecakaHu pusnum;

2) Kp3Ha Kom LUTO Ce CyLuaT Ha cobHa TemnepaTypa Of
18°C v BnaXKHOCT 0g,55% BO Neprog 04 HajMasiKy ABa AeHa;

3) BO/IHA M BNakHa JOBUEHWN Of XXUBOTHMW Pas/iniHn Of,
XXVBOTHUTE Of BMAOT CBUHM KOW LUTO Ce pabpryku mucnpa-
HY CO MOBEKEKPaTHO MOTOMyBare Ha BOMIHATa W BNakHaTta
BO Garba CO BOAA, CanyH 1 HaTPUyM XWUAPOKCUL, UMW Kau-
YM XUAPOKCUA;

4) BO/MHa W BNlakHa LOOWEHW Of, XXMBOTHU Pa3/IMiHn Of
YXMBOTHUTE 0f} BUAOT CBUHU KOW LUITO Ce UCMPaTEHN OUPeKT-
HO /10 06jeKT 3a NPOM3BOACTBO Ha fiepuBaTN Ha HyCnpou3Bo-
[V Of BOSIHA ¥ BflaKHa 3a TEKCTU/IHATA UHAYCTPUja U Kow ce
TPETUPaHN CO HajMasIKy efieH Of CNefHATE METOAW:

(a) xeMmncKo OTCTpaHyBarbe Ha BNakHa CO HeraceHa sap
WIN HaTpuyM cyngug,

(6) dhymuraumja co hopmangexusi BO XepMeTUYKM 3ane-
yaTeHa KOMOpa BO BpeMeTpaeHe 0f HajManky 24 vaca;

(B) MHAYCTPUCKO Nepere KOe Ce COCTOM 0f NoTornyBa-
K€ Ha BONHATa W BNakHaTa BO [eTepreHT pacTBOpP/MB BO
BOJa Ha TemnepaTypa of 60-70°C n

(r) cknaguparbe, Koe MOXe fia ro BK/TyUu U BPEMETO Ha
TpaHcnopT, Ha Temnepatypa of 37°C BO BpemeTpaeke 0f
ocym feHa, 18°C Bo BpeMeTpaewe of 28 feHa unun 4 °C Bo
BpemMeTpaewe of 120 feHa.

5) BoNHa 1 BNiakHa Ko ce cylleHun, 6e36eHO 3aTBope-
HY BO MakyBarbe U A0BUEHN Of XXUBOTHU PasfIMuHU Of XU-
BOTHWTE 0f, BULOT CBUHW, & Ce HAMEHETM 3a 1CMpaKake BO
06jeKT 3a MPOM3BOACTBO Ha [IepUBATU HA HYCNPOU3BOAM Of
BOJIHA W BMakHa 3a TeKCTU/IHaTa UHAYCTPKja 1 1 UCNONHY-
Baar cnegHuTe bapara:

(a) npousBeaeHn ce HajManky 21 AeH npef AaTymoT
Ha Bne30T BO Peny6nvnka MakefoHuja Bo EBponckata
YHUja 1 YyBaHW Ce BO TpeTa 3emja Uiu LenoBu o4 TpeTa
3emja:

- Koja e HaBegeHa Bo Mpunor VI Oen 4 og MpasunHu-
KOT 33 HaYMHOT ¥ nocTankara 3a yB0o3 1 TPaH3uT, IncTa Ha
TPeTH 3eMju 0 KOW e 0A406peH YBO3 M TpaH3WT, opmaTa
N coApXuHaTa Ha BeTeprHapHO-34paBCTBEHUOT CepPTU(U-
KaT Wn Opyrv LOKYMEHTW LUTO ja NpUAPYXXyBaaTt rnpaTka-
Ta CO XKVBU XXMBOTHW, aKBaKynTypa 1 NPOM3BOAUN Of XKMBO-
TUHCKO MOTEKNO0, KaKo M Ha4YMHOT ¥ nocTankara Ha BpLue-
He Ha NpoBepKa 1 Mpersaes Npy yBo3 1 TPaH3UT Ha npaTtka
CO XKVBM XXMBOTHU, aKBaKy/Typa U MPOU3BOAMN Of XWNBOTUH-
CKO noTekno(*1) n ogobpeHa 3a yBo3 Bo Peny6nvka Make-
[OHMja Ha CBEXO MECO Ofi MPeXvBapy 3a Koja He ce noTpeo-
HY JONONHUTENHWUTE rapaHumn Au Fu
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- KOja e cnobogHa ofi 6onecTa nnraska v Lwan, a Bo ciy-
Yaj Ha BO/IHA M BflaKHa 04, OBLM 1 KO3W, 04 6onectute cuna-
HULM Kaj 0BLMTE ¥ CUMaHWULM Kaj KO3WTE BO COrTacCHOCT CO
KpuTepuymMmuTe HasefeHu BO Mpunor I1X of MNpaBuiHMKOT
3a HAYMHOT M nocTankarta 3a YB03 U TPaH3uT, UCTa Ha Tpe-
TN 3eMjy Of, KOM € 0J06peH YBO3 M TpaH3uT, hopmata 1 co-
JpXVHaTa Ha BETEPUHApHO-34paBCTBEHMOT CepTUdMKaT
WK Apyru JOKYMEHTY LITO ja MPUAPY)KyBaaT npatkata co
XXMBW XMBOTHW, aKBaKynTypa W MPOU3BOAM 0f XXUBOTUH-
CKO MOTEKNO, KaKo M HA4YMHOT M NocTankaTa Ha BpLUeHe Ha
MpoBepKa 1 Nperses npy yBo3 U TPaH3UT Ha NpaTka co Xu-
BW XXMBOTHW, aKBaKy/nTypa WU NPOU3BOAU Of XXMBOTUHCKO
noTekno(*2);

(6) npuapyXeHu ce co feknapauuja of YBO3HUKOT Aa-
[ZeHa Bo Mpwnor 4 Oen 21 of 0BOj NPaBU/HUK;

(B) of cTpaHa Ha OMepaTopoT ce AafieHV Ha yBuMf Ha
0406peHo BETEPUHAPHO MHCMEKLMCKO MECTO Ha FpaHuYeH
MpeMuH Ha Bne3 Bo Peny6avka MakegoHuja npu LITO Npo-
Bepkara 1 npernegoT Ha okymeHTw og fen Il Mnasa | og
0BOj NPaBUIHKK Aase 3a0BONNTENeH pe3ynTar.”

UneH 3
Bo Mpunorot 2 Nnaea Il Opgen 1 Tabenata 1 ce 3ame-
HyBa co HoBa Tabena 1 Koja e faseHa Bo Mpunor 1 u e co-
CTaBeH [J1eN Ha 0BOj MPaBU/HUK.

YneH 4

Bo lMpunorot 4 no fdenot 3.1. ce gofasa Hos [Jen
3.1.1. Koj e gageH Bo Mpwunor 2 1 e cocTaBeH feN Ha 0BOj
NpaBUIHUK.

Mo Oenot 3.2. ce fofasa HoB Oen 3.2.1. KOj e AajeH BO
Mpunor 3 1 e cocTaBeH Aen Ha 0BOj MPaBU/HKK.

Mo Oenot 3.3. ce fofasa HoB Oen 3.3.1. KOj e AajeH BO
Mpunor 4 n e cocTaBeH Aen Ha 0BOj MPaBU/HYK.

Mo Aenot 20 ce pgopasa HoB [en 21 Koj e fafeH BO
Mpunor 5 u e cocTaBeH Aen Ha 0BOj NPaBU/HYK.

UneH 5
OBOj MpaBW/HUK BRerysa BO Cuia OCMUOT A€H Of Ae-
HOT Ha 06jaByBareTO BO ,,CNy>K6eH BECHUK Ha Penybimka
MakegoHuja”.

bp. 19-1298/6
11 deBpyapu 2013 roguHa
Ckonje

[upekTop Ha AreHuymjata
3a XpaHa 1 BETepPUHapCTBO,
[JejaH PyHTeBCKM, C.p.
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Ha Peny6auka Makegonuja
3EMJA: KoHzepBupaHa xpaHa 3a AOMaLUHN MUMEHULU
JCOUNTRY: / Canned petfood
1. WHDOPMALINN 3A 30PABCTBEHATA COCTOJBA Il.a. PedepeHTeH 6poj Ha ILb.
/HEALTH INFORMATION cepTudukaTor

Aen II: Cepruchukaumja / Part II: Certification

1.1. NoTBpAa 3a jaBHO 3ApPaBCTBO
IPublic health information

Jac, gonynotnuwaHnoTt odulunjaneH BeTeprHap, usjasysam geka cyM sanosHaT co Perynartueara (E3) 6p. 1069/2009 Ha EBponckuoT napnameHT U Ha CoBeToT, a
ocofeHo co uneHosuTe 8 1 10 oa ncTaTa OAHOCHO eKBUBaNEeHTHUTe nmponKcy oa ofnacra Ha BeTepuHapHoTO 3apaBcTBo Bo Penybnuka MakegoHuja, kako 1 co
Perynatusara (EY) 6p.142/2011 Ha Komucujata, a ocobeHo AHeke XIII, Mornasje Il n AHeke XIV, MNornasje Il oa UcTaTa OAHOCHO eKBUBANEHTHUTE NPONUCA Of,
ofnacra Ha BeTepuHapHoTO 3[paBcTBo BO Penybrnnka MakefoHWa v eka XpaHaTa 3a oMALLHW MUTEHIL ONiALLIaHA rorope:/

I, the undersigned official veterinarian, declare that | have read and understood Regulation (EC) No 1069/2009 of the European Parliament and of the Council and
in particular Articles 8 and 10 thereof or equivalent veterinary legislation in Republic of Macedonia, and Commission Regulation (EU) No 142/2011 (1b), and in
particular Annex XIlI, Chapter Il and Annex XIV, Chapter I, thereof or equivalent veterinary legislation in Republic of Macedonia and certify that the petfood

described above:

€ NoAroTeeHa 1 ckragupaHa Bo objekT N NPousBoACTBEH OBJeKT Koj e ofobpeH W HaameayBaH of, CTpaHa Ha HaAfIeXHUOT opraH BO COMMAcHOCT CO UreH 24 Ha
Perynarusara (E3) 6p. 1069/2009 ogHOCHO ekBUBanNeHTHWUTE NponncK o obnacta Ha BeTepuHapHOTO 3apaBcTeo Bo Penybnuka MakeaoHwja;

1 has been prepared and stored in an establishment or plant approved and supervised by the competent authority in accordance with Article 24 of Regulation (EC) No
1069/2009 or equivalent veterinary legislation in Republic of Macedonia;

€ MoAroTBeHa UCKTYUMBO CO CrEAHWBE XUBOTUHCKW Hyc-Mpousofw;/ has been prepared exclusively wih the following animal by-products:

) wn/
() either

Gurnu/()(andfor

(2) wnun (2) and/or

(2) nwunwu (2) and/or

(2) wwnn (2) and/or

(2) wunwu (2) and/or

(%) wann (%) andfor

/ Certificate reference number

[ - TPynoBM 1 AenoB U of, 3aKNaHW XUBOTHI, UMK, [LOKOMNKY ce paGoTK 3a AUBEY, TPYMOBW WUIK AENOBM 0f, YOUEHN KUBOTHN, Nofo6HN
3a UcxpaHa Ha nyfeTo Bo COrMacHOCT CO 3aKOHOAABCTBOTO Ha YHUjaTa, OfjHOCHO EKBMBareHTHOTO 3aKOHOAABCTBO Ha PenyBnuka
MakefioHUWja, HO He ce HaMeHEeTM 3a cxpaHa Ha NyfeTo of, TProBCKU MPUYKMHK; |/

[- carcases and parts of animals slaughtered or, in the case of game, bodies or parts of animals killed, and which are fit for human
consumption in accordance with Union legislation, or equivalent legislation of Republic of Macedonia, but are not intended for
human consumption for commercial reasons;]

[- TPYNOBW K CrieaHUTE AeNOoBK KOW MOTeKHyBaaT Wi Of XWBOTHMW 3aKnaHi BO KMaHWLa W CMeTaH 3a NoAobHN 3a Konekse 3apagu
ucxpaHa Ha nyfeTo no NpeTKnaHuiHa NPoBepKa Wi TPYMOBW U CNeAHUTE AenoBu o4 AnBey yOueH 3apagu vcxpaHa Ha nyfeto Bo
COrMacHOCT CO 3aKOHOAABCTBOTO Ha YHMjaTa, OfJHOCHO eKBMBaneHTHOTO 3aKoHOAaBCTBO Ha Penybnuka MakegoHwja:/

[- carcases and the following parts originating either from animals that have been slaughtered in a slaughterhouse and were

considered fit for slaughter for human consumption following an ante-mortem inspection or bodies and the following parts of animals

from game killed for human consumption in accordance with Union legislation, or equivalent legislation of Republic of Macedonia:

(0] TPYMOBA UMM Tena W AEeroBW Of, XMBOTHU OT(PNeHN Kako HerofoGHW 3a UcxpaHa Ha NyfeTo BO COMMacHOCT Co
3aKoHOAABCTBOTO Ha YHWjaTa, OfHOCHO EKBWBANEeHTHOTO 3aKOHOAABCTBO Ha Penybnuka MakefoHuja, HO Kkon He
nokaxyeare 3Halu Ha BonecT of Koja MOXe fa ce 3apasar NyreTo WNK KUBOTHWTE;/ carcases or bodies and parts of
animals which are rejected as unfit for human consumption in accordance with Union legislation, or equivalent legislation of
Republic of Macedonia, but which did not show any signs of disease communicable to humans or animals;

(ii) Jata Ha xuBrHa;/ heads of poultry;

(iii) KP3Ha U KoKW, BKITYUUTENHO W MapUnkba Of HYIB, POTOBM W KOMWTa, BKITYUUTENTHO 1 KOCKUTE Ha MPCTUTE, KOCKUTE Kapnyc 1
MeTakapnyc, Tapcyc i metatapeyc of:/ hides and skins, including timmings and splitting thereof, horns and feet, including the
phalanges and the carpus and metacarpus bones, tarsus and metatarsus bones, of:

- 3KMBOTHM CO UCKITyYOK Ha npexkmeapw, W/ animals, other than ruminants requiring TSE testing, and

- npexuBapK Kow Gue TecTUpaHW K Jane HeraTuBeH pesynTar BO COMMacHoCT ¢o uneH 6 (1) Ha Perynarusata (E3) 6p.
999/2001 0AHOCHO eKBMBaNEHTHUTE NPOMNWCK of, obnacTa Ha BETEPWHAPHOTO 3APpaBCcTBO Bo Penybnuka MakegoHuja; /
ruminants which have been tested with a negative result in accordance with Article 6(1) of Regulation (EC) No 999/2001 or
equivalent veterinary legislation in Republic of Macedonia;

(iv) CBWHCKW YeT uHK;/ pig bristles;
) nepaysw; ¥ feathers;]

[ - HycrpowsBOAK Of JKUBOTUHCKO NOTEKIO J06UEHW Of, KMBVHA W NaroMopcht kou ce 3aKknaHmn Ha dpapma cornacHo 1(3Xr) of Perynarusata (EK)
853/2004 ofHOCHO eKBUBaNEHTHWUTE NPonucKu of, obnacta Ha BETEPUHAPHOTO 3ApaBCTBO BO Penybnuka MakefoHWa, Moy LLTO UCTUTe
He MoKebkyBaaT 3HaLiin Ha BonecT npeHocr usa Ha yfeTo W KMBOTHUTE; ]

[ - animal by-products from poultry and lagomorphs slaughtered on the farm as referred to in Article 1(3)d) of Regulation (EC) No 853/2004 or
equivalent veterinary legislation in Republic of Macedonia, which did not showany signs of disease communicable to humans or animals; ]

[ - KPB OA, KMBOTHI Kaj KOM HEMaro 3HaLM Ha BONeCT NpeHocnyBa MPeKy KPBTa Kaj MyfeTo Wik KUBOTHUTE, AobKeHa of, CNEAHUTE XKUBOTHU
3aKMaHu BO KIaHULA oTKako Gurie NpornaceHy 3a Nof,05H 3a Korekse 3apay KexpaHa Ha NyreTo Mo MpeTKraHHa MpoBepka BO COMMIACHOCT CO
3aKOHOAABCTBOTO Ha YHWjaTa, 0JHOCHO EKBVBareHTHOTO 3aKkoHofaBcTBo Ha Penybnuka MakegoHuja:/

[- blood of animals which did not show any sighs of disease communicable through blood to humans or animals, obtained from the following
animals that have been slaughtered in a slaughterhouse after having been considered fit for slaughter for human consumption following an ante-
mortem inspection in accordance with Union legislation, or equivalent legislation of Republic of Macedonia:

0] JKUBOTHW CO UCKINY4OK Ha Npexxmsapy, v/ animals, other than ruminants requiring TSE testing, and

(ii npexmsapu Ko Bune TeCTUpaHK 1 Aane HeraTMBeH pe3ynTaT BO COMMacHOCT co YneH 6 (1) Ha Perynatueara (E3) 6p. 999/2001

) OfIHOCHO €KBUBANeHTHWUTE MponucK of obnacTta Ha BETEpUHapPHOTO 3apaBcTBO Bo PenyBnuka MakepoHwja; ) ruminants which
have been tested with a negative result in accordance with Article 6(1) of Regulation (EC) No 999/2001 or equivalent veterinary
legislation in Republic of Macedonia;]

[- Hyc-MPOW3BOAN OA *KMBOTHI ACOMEHN MPK MPON3BOACTBO Ha MPON3BOAN HAMEHETH 3a UCXPaHa Ha NyfeTo, BIy4MTenHo obeamacTeHn
KOCKW, LIMMVPWHKN 1 KaLLia o, LieHTpudbyraTa unin cenapatopoT npu npepaboTkara Ha Mneko;)/ [- animal by-products arising from the
production of products intended for human consumption, including degreased bone, greaves and centrifuge or separator sludge from milk
processing;]

[- Npov3BOAM Of KUBOTUHCKO MOTEKNO WU AOGUTOUHA XpaHa Koja COAPXKMW MPOUBOAN Of, XKUBOTWHCKO MOTEKNO KOU He ce MoBeke
HaMeHeTU 3a KcxpaHa Ha NyfeTo of, TProBCKW MPUMUHMW WK NOpaay NpoBremMu Kov HacTaHarne o4 AedeKT Mpu NMPOU3BOACTBOTO UMK
nakyBarbeTo WK ApYrn AedeKTr Kon Hema Aa NpeaussukaaT pusnk 3a 3ApasjeTo Ha NnyfeTo unu xueotHUTe;)[- products of animal
origin, or foodstuffs containing products of animal origin, which are no longer intended for human consumption for commercial reasons
or due to problems of manufacturing or packaging defects or other defects from which no risk to public or animal health arise;]

[- XpaHa 3a AOMALLHA MUMEHULM 1 [OGUTOYHA XpaHa Of KMBOTVHCKO MOTEKNO WM AOBMTOMHA XpaHa Koja CORPKM HYC-MPOM3BOAW of,
KUBOTMHCKO MOTEKNO WK U3BEASHW MPOoU3BOAM, Koja He e rnoeeke HameHeTa 3a nexpaHa Ha ﬂyfeTO Off TPFOBCKU MPUYMHW W nopaan
npoGriemin Kou HacTaHane of, AechekTU MPU MPOMBBOACTBOTO UNKU MaKyBaHeTO UMK APy AEKTU KoM Hema Aa MPefusBUKaaT pusiK 3a
30pajeTo Ha nyrero un xueotHUTe;) [- petfood and feedingstuffs of animal origin, or feedingstuffs containing animal by-products or derived
products, which are ho longer intended for feeding for commercial reasons or due to problems of manufacturing or packaging defects or other
defects from which no risk to public or animal health arises;]




Ctp. 126 - bp. 25

(2) wunn (2) and/or [- KpB, NNayeHTa, BonHa, NepAyBH, BliakHa, POroBU, NCEHOLIM Of, KONUTa 1 CYPOBO MITEKO KOe MOTEKHY Ba Of, KNBW KNBOTHW Kaj Kou Hemaro

(2) wiunn (2) and/or [- BOAHW KMBOTHU W A€MOBW O, HYB, OCBEH Off MOPCKM LiMLiauW, Kaj KoM Hemaro 3HaLu Ha 6onectu op, kow 61 ce 3apasurne nyreTo unm

(2) wunn (2) and/or [- XKMBOTUHCKI HYC-MPOU3BOAM Of, BOAHWU XXUBOTHI KOW MOTEKHYBaaT O 06jeKT U MPoU3BOACTBEHIM OBJEKT 1 KON NporsBeyBaar
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3HaLwW Ha Gonect Koja Mpeky Toj Npon3soa, 61 ce npeHena kaj nyreto unn xusoTHUTE; ) [- blood, placenta, wool, feathers, hair, homs, hoof
cuts and raw milk originating from live animals that did not show signs of any disease communicable through that product to humans or
animals;]

skusotHuTe; ) [- aquatic animals, and parts of such animals, except sea mammals, which did not show any signs of diseases communicable to
humans or animals;]

MPOW3BO/A M HAMEHET W 3a UcxpaHa Ha nyfeTto;] /- animal by-products from aquatic animals originating from plants or establishments
manufacturing products for human consumption;]

(2) wunn (2) and/or [- cnepHWoT MaTepwjan Koj NMoTEKHyYBa Of, XKUBOTHW Kaj KOW HeMano 3HaL|M Ha BorecT o, Koja Mpeky Toj matepujan Ou ce 3apasune rnyreTo v
KuBoTHUTE / [- the following material originating from animals which did not show any signs of disease communicable through that material to
humans or animals:

3EMJA: KoHsepBUpaHa xpaHa 3a IoMallHK1
ICOUNTRY: MUNEHULMN
/ Canned Petfood
1. WHDOPMALIMN 3A 30PABCTBEHATA COCTOJBA Ila. PedepeHteH Bpoj Ha cepTudnkaToT IlLb.
HEALTH INFORMATION / Certificate reference number
[0} LLKOIKK Of, MORCKM MIOA0BKM CO MeKo TKMBO Uni meco;/ shells from shellfish with soft tissue or flesh;
(ii) cnefHVBE NPOW3BOAM Of, KOMHEHW KUBOTHW:/ the following originating from terrestrial animals:

) wwrmn (3
and/or
) wwrm ()
and/or

) wann )
and/or

6uvna nognoxeHa Ha TonnuHcka obpaboTka co MUHUManHa Fc BpegHoCT 3 BO XepMETUYKW 3aTBOPEHN KOHT ejHepn;/ has been subjected to heat treatment to a
minimum Fc value of 3 in hermetically sealed containers;

6una aHannaupaHa co 3emMarbe Ha CrydaeH NPUMEPOoK of, HajMarnky neT KOHTejHepy o, cekoja MpepaboTeHa cepuja co NatopaToprUcKN AUjarHOCTUUKM
MmeTof M co Len aa ce obesbeamn coofBeTHa TonnuHcka obpaboTka Ha LenaTta npaTtka, Kako LTo npeasuaysa Touka I1.3;/ was analysed by a random sampling
of at least five containers from each processed batch by laboratory diagnostic methods to ensure adequate heat treatment of the whole consignment as
foreseen under point 11.3;

6una nognoxeHa Ha MepKK 3a NPeTnasNuBOCT Co Len ga ce niberHe KoHTaMmHauuja co natoreHn areHcu no obpabotkara./ has undergone all precautions to
avoid contamination with pathogenic agents after reatment

3y (un/
(%) either

XY and

Bo nornea Ha TCE, n cnegHosoY/ in addition as regards TSE:

) wa/
(®either

- HyC-NPou3BoAM of, MHKyGaTopcKn cTaHuum,/ hatchery by-products,

- Jajua/eggs,

- HyCc-Npon3BoAM o4 jajua, BKIy4UTenHo NyLT K og jajuya;/ egg by-products, including egg shells;
€eHOAHEeBHW NUNUba yOueHU of, TProBCKK NpudnHK; Y day-old chicks Killed for commercial reasons;]

[- KMBOTUHCKI HYC-NPOU3BOAMW Off, BOAHN W KOMHEHU 5e3p6ETHULIM CO UCKITYUYOK Ha MaToreHUTe BUAOBU 3@ NYFETOo UMK KUBOTHUTE; )

[- animal by-products from aquatic or terrestrial invertebrates other than species pathogenic to humans or animals;]

[- XWBOTHW 1 AEMNOBK OF HNB KOW NMpunaraar Ha 300MoLKWTe poAosu Rodentia 1 Lagomorfa, ocseH kateropunja 1 maTepujan, kako LWTo e
HaBefeHo Bo uneH8(a)(iii), (iv) n (v) on Perynatusata (E3) Op. 1069/2009 Ha EBponckvoT napnameHT U Ha COBETOT WNWU COOABETHUTE
Toukm 1.1.3., 1.1.4., n 1.1.5. op J'luctaTa Ha KaTeropmanpaHn HyCNpPoOU3BOA N Of, KMBOTMHCKO NOTEKNO U KaTeropuja 2 matepujan, Kako LTo e
HaBefleHo Bo uneH 9 (a) Ao (e) oa of Perynarusara (E3) 6p. 1069/2009 Ha EBponckuoT napnamMeHT u Ha COBETOT WX COOfBETHUTE
Toukn 2.1.,2.2, 2.3, 2.4,25,2.6. n2.7. op uctara Jlucta;]

[- animals and parts thereof of the zoological orders of Rodentia and Lagomorpha, except Category 1 material as referred to in Article
8(a)(iii), (iv) and (v) of Regulation (EC) No 1069/2009 or equivalent points 1.1.3., 1.1.4. and 1.1.5. of the List of categorized animal by-
products and Category 2 material as referred to in Article 9(a) to (g) of Regulation (EC) No 1069/2009 or equivalent points 2.1., 2.2, 2.3,
24,2526 and 2.7. of the List of categorized animal by-products;]

[- maTepujan of XWBOTHW KOW Bune nekyBaHW CO HEKoUu cyncTaHuuu 3abpaHeTu co JdupekTusata 96/22/E3 ofHOCHO eKBUBANEHTHWTE
nponvcn op, obnacta Ha BeETepuHapHOTO 3fpaBcTBo BO Penyfnuka MakefoHwja, Aopeka yBO3OT Ha MaTepwjanorT e Ao3BOneH BO
cormacHocT co uneH 35(a)(ii) Ha Perynatusara (E3) 6p. 1069/2009 opHOCHO eKBUBaNeHTHUTe mponucuy of, ofnacra Ha BETEPUHAPHOTO
3apascTBo BO Penybnuka MakepoHnuja;] /

[- material from animals which have been treated with certain substances which are prohibited pursuant to Directive 96/22/EC or equivalent
veterinary legislation in Republic of Macedonia, the import of the material being permitted in accordance with Article 35(a)(ii) of Regulation
(EC) No 1069/2009 or equivalent veterinary legislation in Republic of Macedonia;]

[Mpon3BoOROT HE cOAPXKU U HE € AOBWEH Of, HEKOj Of, PUSUYHUTE MaTepujaniy nocodeHn Bo AHeke V koH Perynartusara (E3) 6p.
999/2001 Ha EBponckuoT napnameHT n Ha COBETOT OAHOCHO €KBUBANEHTHUTE NPONUCcKH o obnacta Ha BETEPUHAPHOTO 34paBCTBO
BO Peny6nuka MakefoHWja Wi MeXaHUYK1 opaaeneHo Meco OGUEeHO Of KOCKW Of, FoBeAa, OBLI UMK KO3U; U XKMBOTHITE Of, KOW
MPOW3BOAOT € J0BUeH He Gune 3aknaHK oTkako Gune 3allueMeTeHn Co BEpH3ryBame Ha rac Bo HUBHaTa YeperHa LynnuHa, ysueHu
Ha UCTWOT HaUYWH UM 3aKTaHN CO pa3opyBake Ha LEHTPANHOTO HEPBHO TKMBO CO yrioTpe6a Ha MeTareH KIvH Bo KpaHujanHara
WwynnuHa;

[the product does not contain and is not derived from specified risk material as defined in Regulation (EC) No 999/2001 of the
European Parliament and of the Council or equivalent veterinary legislation in Republic of Macedonia or mechanically separated
meat obtained from bones of bovine, ovine or caprine animals; and the animals from which this product is derived have not been
slaughtered after stunning by means of gas injected into the cranial cavity or killed by the same method or slaughtered by laceration
of central nervous tissue by means of an elongated rod-shaped instrument introduced into the cranial cavity;]

[ npounsBoAoT He copPXU 1 He e A0BWEeH Of, MaTepy Of roBeAa, OBLM WY KO3W, OCBEH OHWE KO ce A0BWEHU of, KNBOTHN POAEHN,
MoCTOjaHo OArneAyBaHW 1 3aKnaHu BO 3eMja W1 PervoH 3a Koj Co ofnyka € OApeAeHo Aeka NpeTcTaByBa 3aHEMapvB PU3UK Of,
BCE Bo cornacHocT co uneH 5(2) Ha PerynartusaTa (E3) 6p. 999/2001 0aHOCHO eKBMBaNeHTHWUT e NponucK of, obnacra Ha
BeTepUHapPHOTO 34paBcTBO BO Penybnuka MakepoHwja;)/

[the product does not contain and is not derived from bovine, ovine or caprine materials other than those derived from animals bormn,
continuously reared and slaughtered in a country or region classified as posing a negligible BSE risk by a decision in accordance
with Article 5(2) of Regulation (EC) No 999/2001 or equivalent veterinary legislation in Republic of Macedonia;]

[ BO CyuajoT Ha XMBOT UHCKIW HYC-MPOU3BOAW HAMEHETH 3a UCXpaHa Ha MPEXUBapK W KON COAPXKAT MINEKO WA MNeYH MPoU3Boa U

Of, OBYO M KO3jO NOTEKIO0, OBLIUTE U KO3UTe Of, KOW ce A0GMEH U OBe NPOU3BOA M NOCTOJaHO ce UyBaaT YLLTe Of pafakbe Unu

Hajmarky Bo NOCNEAHUTE TPU FOANHN Ha UMOT KOj He € NpeaMET Ha odrLujanHo orpaHnuyBaHe Ha f|BUKEHETO Nopaamu COMHEX 3a

nojasa Ha TCE 1 koj BO nocnegHnTe Tpy roAuHY rv ncnonHysan cnegHuee ycriosu:/ [in case of animal by-products intended for

feeding ruminants and containing milk or milk products of ovine or caprine origin, the ovine and caprine animals from which these

products are derived have been kept continuously since birth or for the last three years on a holding where no official movement

restriction is imposed due to a suspicion of TSE and which has satisfied the following requirements for the last three years:

(i) Bun nognoxeH Ha peaoBHN NPOBEPKN Of CTpaHa Ha oBnacTeH BeTepuHap;/ it has been subject to regular official veterinary
checks;/

(ii) He 61n AujarHocTUyvpaH KnacuieH cryyaj Ha ckpenu , Kako LWTo e AedrHupaHo BO YneH 4 cTas 2 Touka K of, MpaBunHuKoT
3a Mepku 3a cy3buBarbe U WCKopeHyBare Ha TpaHCMWCWMBHKM CMOHTMOMOpPMHU eHuedanonatum (Cn.BecHuk Ha PM Bp.
57/11) T.e ekBMBaneHTHaTa Touka 2(e) of, AHekc | koH Perynarusarta (E3) 6p. 999/2001, wunu, oTkako 6un noTspaeH
KrnacudyeH cnyuaj Ha ckpenu 3/ no classical scrapie case, as defined in Article 4 paragraf 2 point k of Book of rules on control
and eradications measures for transmissible spongiform encephalopathy (OJ of RM 57/11), or ecvivalent point 2(g) of
Annex | to Regulation (EC) No 999/2001, has been diagnosed or, following the confirmation of a classical scrapie case:
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Oen 3.2.1

19 dhepyapu 2013

Mpunor 3

BemepuHapHo-39paecmeen cepmudpukam/ Health Certificate

3a npepabomera xpaxa 3a JoMauHU MUSIEHUYU CO UCKITYHOK Ha KOoH3epaupaHama xpaHa 3a doMaliHu MUleHuuy, HameHema 3a ucrpasame 80 uiu
mpaxaum (2) Hu3 Penybnuka MakedoHuja 08 semju YneHKku Ha Esponckama YHufa
/ For processed petfood other than canned petfood, intended for dispatch to or for transit through (2) the Republic of Macedonia from Member
States of the Euroepan Union

3EMJA: BeTepuHapHo-3apaBcTBeH cepTudukar 3a Penybnuka MakegoHuja
JCOUNTRY: [Veterinary certificate to Republic of Macedonia
1.1. Ucnpakay 1.2. PedpepeHTeH 6poj Ha l.2.a
/Consignor cepTupukaTot
Vime /Certificate reference number
/Name 13. UeHTpaneH HaanexeH OpraH
Anpeca /Central Competent Authority
/Address
1.4. NokaneH HapnexeH OpraH
E Ten. /Local Competent Authority
g Tel.
k=y 1.5. NMpnmay 1.6. llnue oArosopHo 3a HaTOBapoOT BO PM
2 /Consignee /Person responsible for the load in RM
o
o
3 m"e Vime
5 ame /Name
k-]
o | Adpeca Al
b peca
5 | fAddress /Address
k] )
o MowuTetcky Bpoj MowTeHcKkn Bpoj
E /Postcode JPostcode
L
a
= | Ten Ten.
£ | fTel fTel.
o 1.7. 3eMja Ha noTekno nco 1.8. Moppauje Ha Kop | 19. 3emja Ha WCO | 1.10. Moapauje Ha Kop
o /Country of origin Koz, noTeKkno /Code | pectuHayuja Koa | AecTuHayuWja /Code
E /S0 /Region of origin /Country of destination NSO | /Region of
=3 code code | destination
o l
§ 1.11. MecTo Ha NoTeKno 1.12. MecTo Ha gecTuHayuja
2 /Place of origin /Place of destination
(o]
3 :
E Nme Bpoj Ha ogobpeHne Vime La
5 PUHCKK CKNag,
2 | /Name /Approval number /Name [Custom warehouse
8 Agpeca
E /Address Aapeca Bpoj Ha ogobpeHune
5 Nme Bpoj Ha of,06peHne /Address /Approval number
=3 /Name IApproval humber X
= MowreHckn 6poj
c | Appeca Postcode
& | /Address
Nme Bpoj Ha opobperne
/Name /Approval number
Adpeca
/Address
1.13. MecTo Ha HaToBap 1.14. JaTa Ha noarare
/Place of loading /Date of departure
1.15. CpepcTBa 3a TpaHcnopT 1.16. BnesHo BVMM Ha Tl Bo PM
/Means of transport /Entry BIP in RM
ABWOH I:l Bpoa I:I 2KenesHu4Kkn BaroH
/Aeroplane /Ship /Railway wagon
Cpepcrtso 3a nateH coobpakaj Other
/Road vehicle I:I fOpyro I:I
MaeHTucukayuja: 1.17.
/ldentffication:
JoKyMeHT Ha Koj ce MoBWKyBa:
/Documentary references:
1.18. Onwnc Ha cTokaTta 1.19. Kopg Ha cTokara (XC koa)
/Description of commodity fCommodity code (HS code) 23.09.10
1.20. Konwnyectso
/Quanity
1.21. Temnepatypa Ha Npon3BofoT 1.22. Bpoj Ha nakysara
fTemperature of product /Number of packages
CobHa/ Ambient [™] PasnapeHo/ Chilled O Sampararo/ Frozen [ ]
1.23. Bpoj Ha nnomba/ MaeHTudukalymja Ha KOHTEHEepPOoT: 1.24. Tun Ha nakyBarbe
/ Seal/ Container No: / Type of packaging

1.25. TMpaTkUTe ce HaMeHeTU 3a: XpaHa 3a I:I
/Commodities certified for: JKUBOTH I:I TexHuuka yrotpeda
/Animal
feedingstuff / Technical use
1.26. 3a TpaHauT HW3 PM 3a TpeTa 3em; 1.27. 3a Bnes nnn ysos Bo PM / For import or admission into RD
/ For transit through RM to third country
TpeTa 3emja WCO ko
/ Third country /ISO code

1.28. MiaeHTucbnkayuja Ha cTokure:
/ldentification of the commodities:
Buposu (HayuHo ume)
ISpec es (Scientific
hame)

OpobpeH 6poj Ha objekToT
1 Approval humber of

ofjexT
/ Manufacturing plant

Heto TexuHa
/Net weight

Cepucku 6poj
/Batch number

establishments MpoussoacTBeH
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[- BOAHW XKMBOTHI U A,EMNOBM Of, HYB, OCBEH OZ, MOPCKM LWL, Kaj KOW HEMan o 3HaLu Ha 6onecTi of, kon 61 ce 3apagaire nyreTo uu
XKusoTHUTE; )/ [- aquatic animals, and parts of such animals, except sea mammals, which did not show any signs of diseases communicable to
humans or animals; ]

[- JKUBOTUHCKI HYC-NPOU3BOJA U O, BOJHN X UBOTHM KOW NOTEKHYBaaT Of, OGJEKTY W MPOU3BOACTBEHN OGJEKTH KO NPoV3Be/Y BaaT
Npou3BOAM HaMEHET W 3a NcxpaHa Ha nyfeTo; ] /[- animal by-products from aquatic animals originating from plants or establishments
manufacturing products for human consumption;]

[- cnepHWoT MaTepujan Koj MoTekHyBa 0/, )KMBOTHI Kaj koW HemMaro 3HaLm Ha BonecT op, Koja npeky Toj MaTepujan 6in ce 3apasune nyreto un
xusotHuTe! [ the following material originating from animals which did hot show any signs of disease communicable through that material to
humans or animals:

LLKOMKW 0, MOPCKU MNOAOBK CO MEKO TKUBO Unn meco;/ shells from shelifish with soft tissue or flesh;
cnejHuBe NPOU3BOA M Of, KoNHeHW X nBoTHW:/ the following originating from terrestrial animals:

HYC-MPOWU3BOAW 0, MHKYBaTOpCcKK cTaHuyn,/ hatchery by-products,

3EMJA: lMpepabomena xpaHa 3a GoMawWHU MUNEHULU CO UCKITYYOK Ha KOH3epeupaHama XpaHa 3a GoMatiHu MuneHuyy,
/COUNTRY: / For processed petfood other than canned pet food
1. WHDOPMALIMU 3A 30PABCTBEHATA Il.a PedepeHTeH 6poj Ha Il.b.

COCTOJBA cepTucukatoT

/HEALTH INFORMATION / Certificate reference number

(iii)

(2) wunn (2) and/or

(2) wunn (2) and/or

(2) wunn (2) and/or

? wnus
() either
Cyunn () or

Jajya,/ eggs,
HYC-MPOU3BOAW 0, jajlia, BKNy4YUTenHo Nyt of jajua;/ egg by-products, including egg shells;
€JHOHEBHW NMUNUHba yoneHW of, TProBeKu NpudmnHw; [ day-old chicks Killed for commercial reasons;]

[- >KMBOTUHCKIN HYC-MPON3BOAM Of, BOAHM W KOMHeHW 6e3pBeTHMLM CO MCKNYYOoK Ha NaToreHuTe BWA0BU 3a MyFeTo UNnK XKUBOTHUTE; [/
[- animal by-products from aquatic or terrestrial invertebrates other than species pathogenic to humans or animals;]

[- X1BOTHWM W AenoBM of HWB KOW NMpunaraaT Ha 300MoLWWKUTe pofoBK Rodentia n Lagomorfa, oceeH KaTeropuja 1 matepujarn, Kako
wro e HaBegeHo Bo uneHd(a)(iii), (iv) u (v) op PerynaTtusata (E3) 6p. 1069/2009 Ha EBponcKMoT napnameHT 1 Ha CoBeToT Wnn
cooaBeTHUTe Toukn 1.1.3., 1.1.4., 1 1.1.5. of JlucTtaTta Ha KaTeropusnpaHn Hycrnpon3BOAN Of, XKUBOT UHCKO MOTEKMNO U KaTteropuja 2
MaTepujan, Kako LITO € HaBeaeHo Bo uneH 9 (a) ao (e) of oa Perynarusara (E3) 6p. 1069/2009 Ha EBpOMNCKUOT napnameHt n Ha
CoBETOT WK cooABeTHUTE TouKK 2.1.,2.2., 2.3, 24, 25, 2.6. n2.7. og nctaTta Jlucra;]

[- animals and parts thereof of the zoological orders of Rodentia and Lagomorpha, except Category 1 material as referred to in
Article 8(a)(iii), (iv) and (v) of Regulation (EC) No 1069/2009 or equivalent points 1.1.3., 1.1.4. and 1.1.5. of the List of categorized
animal by-products and Category 2 material as referred to in Article 9(a) to (g) of Regulation (EC) No 1069/2009 or equivalent
points 2.1, 2.2, 2.3, 2.4, 2.5, 2.6. and 2.7. of the List of categorized animal by-products;]

[- maTepujan o XWBOTHM Kou Gune nekyBaHWM CO HEKOW cyncTaHyuw 3abpaHetu co [Aupektusata 96/22/E3 opgHocHO
eKBMBaNneHTHUTE NMponucK o, obnacra Ha BETEpUHapHOTO 3ApaBcTBo Bo Penybnuka MakeaoHuja, fofeka yBO3OT Ha MaTepujanor
€ ,03BOMeH BO cornacHoCT co vneH 35(a)(ii) Ha Perynatusata (E3) 6p. 1069/2009 ogHOCHO eKBMBaneHTHWTE nponncu og, obnacra
Ha BETEPUHAPHOTO 3apaBcTBo BO Penybnuka MakegoHwja;]/

[- material from animals which have been freated with certain substances which are prohibited pursuant to Directive 96/22/EC or
equivalent veterinary legislation in Republic of Macedonia, the import of the material being permitted in accordance with Article
35(a)(ii) of Regulation (EC) No 1069/2009 or equivalent veterinary legislation in Republic of Macedonia; ]

[ Buna noanoxeHa Ha TonnNuHcka obpaboTka Ha Hajmanky 90 °C HK3 Lenara Heroea cyncTaHyuja; J[was subjected to a heat

treatment of at least 90 °C throughout its substance;]

[ 6una npoussegeHa UMajki rv Npeasna COCTOJKUTE Of XKMBOTIMHCKO NOTEKNO CO UCKNyYUBa yrnoTpeba Ha npoussoau Kou bune: [was

produced as regards ingredients of animal origin using exclusively products which had been:

(a) BO CNYYajoT Ha KMBOTUHCKU HYC-MPOU3BOAW WU U3BEAEHN NPOUSBO/A Of, MECO UM MeCHN MPON3BOAU kon Gune
noAnoXeHn Ha TonnmnHcka obpatoTka Ha Hajmanky 90 °C HM3 LenaTa Herosa cynctaHyuja;/in the case of animal by-
products or derived products from meat or meat products subjected to a heat treatment of at least 90 °C throughout its
substance;

(b) BO Cy4ajoT Ha MMNeKko 1 NpousBoAM Bp3 6asa Ha MneKo,/in the case of milk and milk based products,

(i) [OKOMKY Ce Of, TPeTU 3eMju UK AenoBU of, TRETU 3eMju HaBegeHn BO kornoHa B oa AHekc | koH Perynatusara (EY) 6p.
605/2010 Ha Komucujata ofHOCHO eKBUBaNeHTHUT e NponucK of, obnacra Ha BeTepnHapHOTO 34paBcTBo BO Penybnumka
MakeaoHuja, noarnoxkeH Ha o6paboTka co NacTepusaluja koja e AoBorHa 3a Aa NponsBeae HeraTUBeH TecT Ha
dochaTasza;
fif they are from third countries or parts of third countries listed in column B of Annex | to Commission Regulation (EU) No
605/2010 or equivalent veterinary legislation in Republic of Macedonia submitted to a pasteurisation treatment sufficient to
produce a negative phosphatase test;

(i) co pH BpeaHOCT HamaneHa Ha NoMarky of, 6 of TPETH 3eMj UK AEeNoBU 0, TPETU 3eMju HaBeeHU BO KonoHa B of,
AHekc | koH Opnykata 2004/38/E3 0fHOCHO eKBUBaNeHTHUTEe NponucK of, obnacra Ha BETePUHapHOTO 340aBCTBO BO
Penybnuka MakegoHuja, npeo noanoxeHn Ha obpaboTka co nacTepusalija Koja e 40BONHa 3a Ja Npoussese Herat nseH
TecT Ha pocdpaTasa;with a pH reduced to less than 6 from third countries or parts of third countries listed in column C of
Annex | to Decision 2004/438/EC or equivalent veterinary legislation in Republic of Macedonia, first submitted to a
pasteurisation treatment sufficient to produce a negative phosphatase test;

(i) [OKOMKY Ce Of], TPeTU 3eMjn UK AenoBKU of TRETU 3eMju HaBeAeHN BO koroHa B of AHekc | koH Perynatusara (EY) 6p.
605/2010 0AHOCHO EKBUBANEHTHUTE NPONCK o4 oBnacTa Ha BETEPUHAPHOTO 3ApaBCcTBO Bo Penybnuka MakeaoHuja,
noAnoXeHn Ha NpoLec Ha cTepunusayuja uUnu 4sojHa TornuHcka obpaboTka, nNpw WTo cekoja obpaboTka Buna gosonHa
CaMOCTOjHO Ala Mpour3Bee HeraTuBeH TecT Ha docdparasa/if they are from third countries or parts of third countries listed
in column C of Annex | to Regulation (EU) No 605/2010 or equivalent veterinary legislation in Republic of Macedonia,
submitted to a sterilisation process or a double heat treatment where each treatment was sufficient to produce a negative
phosphatase test on its own;

(iv) [OKOMKY Ce Of, TPeTU 3eMjn UK AenoBU of TRETU 3eMju HaBeaeHN BO kornoHa B of AHekc | koH Perynatusara (EY) 6p.
605/2010 0HOCHO EKBUBANEHTHUTE NMPonncn o, obnacta Ha BETEpUHApHOTO 3ApaBCTBO BO Penybnuka MakegoHuja, Bo
KOW MMano rnojasa Ha Nnuraeka U Luan Bo NocrefHnTe 12 MeceLln v Bo KOU BO NnocneAHuTe 12 Mecelu e BpLueHa
BaKLWHaLWja MpoTue Gornecra nuraska v LWar, NMoanokeHn Ha/
if they are from third countries or parts of third countries listed in column C of Annex | to Regulation (EU) No 605/2010 or
equivalent veterinary legislation in Republic of Macedonia, where there has been an outbreak of foot-and-mouth disease in
the last 12 months or where vaccination against foot-and-mouth disease has been carried out in the last 12 months

submitted to
unn
/
either
- npoLec Ha cTepunu3ayuja npu Wwro 6una nocTurHata Fc BpeaHoOCT egHakBa nny noronema og, 3/a sterilisation process
whereby an Fc value equal or greater than 3 is achieved
unn
/
or

- roYeTHa TornHeka ofpaboTka Co TOMMMHCKM echekT Gapem eHaKoB Ha OHOj MOCTUHAT CO MPOLIEC Ha MacTepu3aLmja Ha HajMarky
72 °C BO Tpaehse of HajManky 15 cekyHaW 1 Koj € AoBONeH Aa Mpousee e HeraTuBHa peakLuja Ha TecT Ha dhocdpaTasa,
npocriegeH(a) cofan initial heat treatment with a heating effect at least equal to that achieved by a pasteurisation process of at least
72 °C for atleast 15 seconds and sufficient to produce a negative reaction to a phosphatase test, folowed by
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nin

either

- BTOpa TOMMUHCKa obpaboTka co TOMn UHCKN edpekT Koj e Bapem eAHaKoB Ha OHOj KOj & MOCT UMHaT Co NoYeTHaTa ToMNUHCKa
obpaboTka, koja 61 Bina AoBOMNHa 3a fa NPOU3BeAe HeraTVBHA peakuuja Ha TeCT Ha chocdaTasa, NPocneAeHa, BO CryyajoT
Ha CyBO MNeKO W NPOM3BOAN BP3 §asa Ha CyBO MNeKo, Co NPoLieC Ha cyllerse /a second heat treatment with a heating effect
at least equal to that achieved by the inttial heat treatment, and which would be sufficient to produce a negative reaction to a
phosphatase test, followed, in the case of dried milk, or dried milk-based products by a drying process

- npoLjec Ha ckucenyBake Npu koj pH BpeaHocTa e ofpxyBaHa Ha nomanky of, 6 Bo TekoT Ha Gapem eaeH yac;fan
acidification process such that the pH has been maintained at less than 6 for at least one hour;

(c) BO CMny4yajoT Ha xenaTuH, pobueH co npouec koj obesbesysa Aeka HenpepaboTeH maTepuwjan o Kateropuja 3 e
noanoxeH Ha obpaboTka CO KACENMUHA WNW ankanu, NPocrefeH co eaHo WK MoBeke ofMWBaka CO MoHaTaMOLLHO
npunarogysaree Ha pH BpeaHOCTa M MoHaTamollHa eKCTpakyuja co TornuHa, MoBTOpeHa AOKOMKY € noTpebHo,
npocneAeHa co NPoYmUCTyBakse Mo nar Ha pounTpaymja u ctepunusayuja;/in the case of gelatine, produced using a process
that ensures that unprocessed Category 3 material is subjected to a treatment with acid or alkali, followed by one or more
rinses with subsequent adjustment of the pH and subsequent, if necessary repeated, extraction by heat, followed by
purification by means of filtration and sterilisation;

(d) BO CNy4ajoT Ha XMApPONUaMpaH NpoTenH A00WMEeH CO NPOUEC KOj BKIy4yBa COOABETHW MEPKU 3a MUHUMW3UPatbe Ha
KOHTaMuHalL|ja Ha cupoB MaTepujan og, Kateropuja 3 1, BO CNy4ajoT Ha XWAPONUINPaH MPOTEUH LIENOCHO UK AeNyMHO
nobuneH of] KOXKW W Kp3Ha Ha mpexmnBapi NponsseeH Bo 06jeKT Koj MpousBeayBa UCKTYYMBO XWAPOMU3npaH NpoTewH, npu
LUTO C& KOPUCTK eAUHCTBeHO MaTepurjan co monekynapHa TexunHa nog 10000 ganToHn 1 npouec Koj orndaka noarotoska
Ha CHMpoB MaTepujan of Kateropuja 3 co NocornyBame, HaHeCyBame KanLnyMOoKC, N UHTEH3UBHO U3MKNBaH-e NPOCneaeHo
co:fin the case of hydrolysed protein produced using a production process involving appropriate measures to minimise
contamination of raw Category 3 material, and, in the case of hydrolysed protein entirely or partly derived from ruminant
hides and skins produced in a processing plant dedicated only to hydrolysed protein production, using only material with a
molecular weight below 10000 Dalton and a process involving the preparation of raw Category 3 material by brining, liming
and intensive washing followed by:

() W3noxyBarbe Ha maTepujanot Ha pH BpeaHocT noronema o 11 nogonro of Tpwn Yaca Ha Temneparypa o Hag 80 °C u
nogouHa co TonnuHcka obpatoTka Ha Hag, 140°C 3a Bpeme of 30 MUHYTWU NMPU NPUTUCOK of, Haf 3,6 Gapu, unu/exposure
of the material to a pH of more than 11 for more than three hours at a temperature of more than 80 °C and subsequently
by heat treatment at more than 140 °C for 30 minutes at more than 3,6 bar; or

(i) M3NOXEHOCT Ha MaTepujanoT Ha pH BpegHocT of 1 Ao 2, npocnegeHo co pH BpeaHocT Hag 11, npocrnegeHo o TonnnHCKa
obpaboTka Ha 140 °C 3a Bpeme Ha 30 MuHyTK npu 3 Bapu;/exposure of the material to a pH of 1 to 2, followed by a pH of
more than 11, followed by heat treatment at 140 °C for 30 minutes at 3 bar;

(e) BO CMyyajoT Ha NpoW3BoAn of jajuya noanoXeHW Ha Hekoj oj, MeTogute Ha npepaboTka of, 1 A0 5 unNu 7, Kako WTo e

HaBegeHo Bo [Mormasje Il o AHekc IV koH PerynaTtusara (EY) Op. 142/2011 ogHOCHO eKBMBaneHTHUTE MNPOnucK of,
ofnacta Ha BeTepuHapHOTO 34paBCTBO BO Penybnuka MakegoHuja; v o6paboteHo Bo cornacHocT co Mornasje Il og
Oppen X Ha AHekc lll koH Perynatusara (E3 ©6p. 853/2004) oAHOCHO eKBWBaneHTHWTE nponucn of obnacta Ha
BETEepUHapHOTO 3ApaBCTBO BO Penybnuka MakefoHuja;
/in the case of egg products submitted to any of the processing methods 1to 5 or 7, as referred to in Chapter IIl of Annex
IV to Regulation (EU) No 142/2011 or equivalent veterinary legislation in Republic of Macedonia; or treated in accordance
with Chapter Il of Section X of Annex |l to Regulation (EC) No 853/2004 of the European Parliament and of the Council or
equivalent veterinary legislation in Republic of Macedonia,

3EMJA: lMpepabomeHa xpaHa 3a GoMaWHU MUNeHUUU CO UCKNYYOK Ha KOH3epeupaHama XpaHa 3a
ICOUNTRY: SomMawHu MUeRuUy,
/ For processed petfood other than canned pet food
1. WHPOPMALIMN 3A 3APABCTBEHATA COCTOJBA Il.a. PecbepeHteH  6poj Ha | IlLb.
/HEALTH INFORMATION cepTudukaToT
/ Certificate reference
number
[G) BO CMy4ajoT Ha KonareH noAnoKeH Ha npouec Koj obesbegysa Aeka HenpepaboTeHWoT matepujan of Kareropuja 3 e

noasioxeH Ha obpaboTka Koja ondaka MUuere, Npunarofysarba Ha pH BPeAHOCTa CO KWCENWHa UNu ankann npocreaeH
CO €[iHO WNW noBeke MnakHekba, punTpayuja W rpecyBawe, Mpu Wro 3abpaHeTa e yrnoTpeSaTta Ha KOH3epBaHCK CO
WCKIyUYOK Ha OHWe KOW M ofobpyBa 3aKOHOAABCTBOTO Ha YHWjaTa, OAHOCHO EKBUBANEHTHOTO 3aKOHOAABCTBO Ha
Penybnuka MakefoHuja;

in the case of collagen submitted to a process ensuring that unprocessed Category 3 material is subjected to a treatment involving
washing, pH adjustment using acid or alkali followed by one or more rinses, filtration and extrusion, the use of preservatives other
than those permitted by Union legislation, or equivalent legislation of Re public of Macedonia being prohibited;

Q) BO Cy4ajoT Ha NPoM3BOAMW Of KPB, MPOW3BEAEHW CO HEKOj of, MeToauTe Ha npepaboTtka og 1 4o 5 wnu 7, Kako WTo e
HaBegeHo Bo [Momasje Il og AHekc IV koH PerynaTtusara (EY) Op. 142/2011 ogHOCHO eKBMBanmeHTHUTE MPOMnUcK of
ofnacta Ha BETepWHapPHOTO 34paBcTBO BO Penybnvka MakesoHuja,

/in the case of blood products, produced using any of the processing methods 1 to 5 or 7, as referred to in Chapter Ill of
Annex IV to Regulation (EU) No 142/2011 or equivalent veterinary legislation in Republic of Macedonia;

(h) BO CNYYajoT Ha NpepaboTeH XUBOTUHCKU NPOTENH of, LjLiaYy NoANoKeH Ha HeKoj o, MeTOAUTe Ha npepatboTka of 1 40 5 wnu 7
W, BO CINyyajoT Ha CBUHCKA KPB, MOANIOKEH Ha Hekoj of, MeToauTe Ha rpepatoTka of, 1 Ao 5 unu 7 nop, yCnoB [AOKOMKY ce
paboTu 3a MeTopoT 7 fga Guna mpumeHeTa TonnuHcka ofpaboTka HW3 Lenara Herosa cyrncTaHUWja Ha MUHUManHa
Temneparypa of 80 °C;/in the case of mammalian processed animal protein submitted to any of the processing methods 1 to 5
or 7 and, in the case of porcine blood, submitted to any of the processing methods 1 to 5 or 7 provided that in the case of
method 7 a heat treatment throughout its substance at a minimum temperature of 80 °C has been applied,;

(k) BO Cry4ajoT Ha prbuHO GpallHO, MOANOXEeHO Ha HeKoj of MeToauTe Ha npepaboTka WM Ha METOA W napameTpy Kou
obe3bepyBaaT Aeka NPUIBOAMTE M1 UCMONHYBaaT MUKPOGWONOLLIKUTE CTaHAapAKW 3a W3BEAEHN MPOU3BOAU YTBPAEHU BO
Mornasje | oa AHekc X koH Perynatveata (EY) ©p. 1422011 ogaHOCHO eKBUBaneHTHUTE nponuck of obnacta Ha
BeTepuHapHOTO 3ApaBcTBO Bo Penybnuka MakegoHuja;
f/in the case of fishmeal submitted to any of the processing methods or to a method and parameters which ensure that the
products complies with the microbiological standards for derived products set out in Chapter | of Annex X to Regulation
(EU) No 142/2011 or equivalent veterinary legislation in Republic of Macedonia.

Q)] BO CMy4ajoT Ha ToMneHa MacT, BKNy4nTenHo pubrHW Macna, noAnoxeHW Ha HeKoj of, MeToanTe Ha npepaboTtka o 1 4o 5

Wnu 7 (M METOAOT 6 BO Cryyaj Ha pubKUHO Macrno), Kako LTo e HaBegeHo Bo Mornasje |l oa AHekc IV koH Perynarmsata
(EY) ©6p. 1422011 opgHOCHO eKBMBaNeHTHWTE MpOnWcKW of ofnacta Ha BETEePWHApPHOTO 34paBcTBO Bo Penybrvka
MakegoHuja unn npoussegeHn Bo cornacHocT co lMornasje Il oa Opaen Xl Ha AHekc |l koH Perynatmsata (E3) 6p.
853/2004 ofHOCHO eKBUBANEHTHWUTE NPOonucK of obnacra Ha BETepUHapHOTO 3ApaBCTBO BO Penybrivka MakedoHua,
cToneHara MacT oj, NMpeXusapn Mopa fa ce MPOYNCTA Ha HaYMH LUTO MaKCHMarHoTO HUBO Of, BKYMHUTE MpeocTaHaTu
HepacTBOPUBU HEUNCTOTUMN @ He HagMmuHe 0,15% BO TeXuHa,
/in the case of rendered fat, including fish oils, submitted to any of the processing methods 1to 5 or 7 (and method 6 in the
case of fish oil) as referred to in Chapter Il of Annex IV to Regulation (EU) No 142/2011 or equivalent veterinary legislation
in Republic of Macedonia or produced in accordance with Chapter Il of Section XIl of Annex Ill to Regulation (EC) No
853/2004 or equivalent veterinary legislation in Republic of Macedonia; rendered fats from ruminant animals must be
purified in such a way that the maximum level of remaining total insoluble impurities does not excess 0,15 % in weight;

(m) BO Cry4ajoT Ha Avkanuuym docdat fobreH co npouec Koj /in the case of dicalcium phosphate produced by a process that

[0)] obesbefyBa Aeka CMOT KockeH MaTepujan of, Kateropuja 3 € CUTHO UCKPLLIEH W ofeamacTeH co Xellka Boga 1 obpaboTeH co
paspefeHa XNopoBoAOPOAHa KcenuHa (Npr MUHUMarHa KoHueHTpauuja of 4% v pH BpegHocT nomana og, 1,5) Bo BpeMeHCKU
rnepvoj, of, Hajmarnky Asa aeHa;/ensures that all Category 3 bone-material is finely crushed and degreased with hot water and
treated with dilute hydrochloric acid (at a minimum concentration of 4 % and a pH of less than 1,5) over a period of at least two days;
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(iiy no nocrankata nop (i), ce npumeHysa obpaboTka Ha AobueHaTa hocopHa TEUHOCT €O KanLUyMOKCUa, Npu LITO ce
pobwvea Tanor o Aukanuuym dpocpar co pH epeaHocT of 4 go 7; v ffollowing the procedure under (i), applies a
treatment of the obtained phosphoric liquor with lime, resulting in a precipitate of dicalcium phosphate at pH 4 to 7; and

(iiiy KOHEYHO, BO3AYXOT o CyLUWM TaNoroT of AnKanuuym drocdpat co BHaTpeLwHa Temneparypa og, 65 °C go 325 °C un kpajHa
Temneparypa Mery 30 °C u 65 °C;ffinally, air dries the precipitate of dicalcium phosphate with inlet temperature of 65 °C
to 325 °C and end temperature between 30 °C and 65 °C;

m BO CMYYajoT Ha TpUKanyuym coccar AobreH co npolec koj obesbeaysa /in the case of tricalcium phosphate produced
by a process that ensures
(iy  Aeka cuoT KockeH MaTepujan of Kateropuja 3 € CUTHO UCKPLLIEH N 06e3MacTeH CO XellKa BoAa BO CNPOTUBHWOT npasel|
(KOCKeHWTe CTPYroTuHN ce nomanu of 14 mm)/that all Category 3 bone-material is finely crushed and degreased in
counter-flow with hot water (bone chips less than 14 mm),

(i HenpeknHaTo Bapere Ha napea npu 145 °C Bo Tpaewe of 30 MUHYTU Ha 4 Bapu;/continuous cooking with steam at
145 °C during 30 minutes at 4 bar;

(i ojienyBarbe Ha MNpoTeMHcKara TEYHOCT Of, XUAPOKCWanaTWUTOT (Tpukanuuym docdar) co LeHTpudyrupame; u
/separation of the protein broth from the hydroxyapatite (tricalcium phosphate) by centrifugation; and

(iv) rpaHynayuja Ha Tpukanuuym docgar no cylwerwe Ha TelwHo AHO co Bo3ayx Ha 200°C;/granulation of the fricalcium
phosphate after drying in a fluid bed with air at 200 °C;

(0) BO CMy4ajoT Ha apoMaTunanpaHy Lpesa, NpovsseaeHn co MeTOoA 1 napameTpun Ha obpaboTka, Kkon obesdeayBaat aeka
NPOU3BOAOT M UCMONHYBa MUKPOBWONOLLKATE cTaHAapAW HaseaeHW BO Touka.4.)/in the case of flavouring innards,
produced according to a treatment method and parameters, which ensure that the product complies with the
microbiological standards referred to under point 11.4.]

(Cyunu . .
(2) or [6vna nognoxeHa Ha obpaboTka Kako Ha MpUMep cyluerwe WK epmeHTayuja, ogobpeHa of HaanexHMoT opraH;]
flwas subject to a treatment such as drying or fermentation, which has been authorised by the competent authority;]
[l BO CMYyYajoT Ha BOAHU W KOMHEHU Ge3pBeTHULM CO UCKNYYOK Ha NaToreHUTe BUAOBK 32 NyFeTo UMK XUBOTHUTE, Aa
2 j Be3pt f
or vae nognokeHa Ha obpaboTka koja € oaobpeHa of HaANEXHWOT opraH 1 koja obesbeayBa fAeka XxpaHaTa 3a AoMallHn
? 6 Gpat j 6 ja 06e36:

MUNEHUL W He Mpeau3BUKYBa HeNpUdaTIMBU PU3ULW 3a 3ApaBjeTo Ha nyfeTo U XueoTHUTE;)/ [in the case of aquatic and
terrestrial invertebrates other than species pathogenic to humans or animals, be subject to a treatment which has been
authorised by the competent authority and which ensures that the petfood poses no unacceptable risks to public and
animal health;]

11.4. Buna aHanusupaHa co 3eMake Ha CcryyaeH MPUMEepoK Of HajManky neT npuMepoun of, cekoja npepaboTeHa cepuwja 3a Bpeme Ha unu no
cKrnagupakeTo Bo 06jeKTOT W rv WCnonHyBa criefHuTe cTaHgapau (T):/was analysed by a random sampling of at least five samples from each
processed batch taken during or after storage at the processing plant and complies with the following standards (5):

CanmoHena:/ Salmonella: OrtcyctBo Bo/ Absence in 25g:n=5¢=0,m=0,M=0
EHTepobakTepuja/ n=5c=2,m=10,M=300801g;
Enterobacteriaceae:

11.5. 6una nognoxeHa Ha Mepku 3a MPeTnasnuBoCT co Uen aa ce nberHe KoHTamMwHaywja co naroreHW areHcwn no  obpabortkaTa;/has undergone all
precautions to avoid contamination with pathogenic agents after treatment;

11.6. 6una cnakysaHa Bo HoBa amBanaxa Koja, AOKOMNKY XpaHaTa 3a 0MallHW MUNEHULIW He & UCrpaTeHa BO MOTOBU MaKeTU, Ha KOW jacHO € NOCOUEHo Aeka
cogpXnHaTa e HameHeTa WCKMy4MBO 3a XpaHa 3a JOoMaluHM MWNeHUUW, HOCKM eTuKeTa Ha koja nuwysa ,HE E HAMEHETO 3A WCXPAHA HA
NYFETO%Awas packed in new packaging, which, if the petfood is not dispatched in ready-to-sell packages on which it is clearly indicated that the
content is destined for feeding to pets only, bear labels indicating ‘NOT FOR HUMAN CONSUMPTION’;

I1.7.

(Z) vnn / [MPOM3BOAOT He coppXi N He e f00KeH Of, HeKOj Off PU3NYHNTE MaTepujani nocodeHn Bo AHekc V koH PerynaTtueata (E3) ©p.

(2) either 999/2001 Ha EBporckMoT napnameHT u Ha COBETOT OfHOCHO EKBUBANEHTHUTE NPonucK oj, obnacTta Ha BETEPUHAPHOTO 3/,paBCTBO
BO PenyGnuka MakefoHuja Uni MeXaHUYKW OfJieNneHo Meco A0GUeHO Of, KOCKMA of, FoBeAa, OBLW WIW KO3MW; U XXMBOTHWTE Of Kon
Npou3BOAOT e AoBKeH He Bine 3aknaHW oTkako Gune 3allemeTeHn co BEpU3ryBare Ha rac Bo HUBHaTa YepernHa LynnuHa, youeHn
Ha WCTWOT HaYWH WK 3aKMaHU CO pasopyBarbe Ha L|eHTPanHOTO HEPBHO TKMBO o yroTpeGa Ha MeTaneH KMuH BO KpaHujanHaTta
WwynnuHa; |
/[the product does not contain and is not derived from specified risk material as defined in Annex V to Regulation (EC) No 995/2001
of the European Parliament and of the Council or equivalent veterinary legislation in Republic of Macedonia or mechanically
separated meat obtained from bones of bovine, ovine or caprine animals; and the animals from which this product is derived have
not been slaughtered after stunning by means of gas injected into the cranial cavity or killed by the same method or slaughtered by
laceration of central nervous tissue by means of an elongated rod-shaped instrument introduced into the cranial cavity; ]

3 wwm/ [ NpousBOAOT HE COAPXKN U He e A00neH o MaTepri of roBeAa, OBLM WK KO3W, OCBEH OHUE KO ce A0BMeHI o, XKMBOTHK POAEHMW,

Aor NocTojaHo oArNeAyBaHW 1 3aknaHW BO 3eMja UMK PErvoH 3a Koj CO OAfyKa e OApEeAeHO Aeka MPeTCTaByBa 3aHeMapnus PUsKK of,
BECE B0 cornacHocT co uneH 5(2) Ha Perynatueata (E3) Op. 999/2001 ogHOCHO eKBMBaNEeHTHWTE Mponucu of obnacta Ha
BETEPUHAPHOT 0 3APpaBCcTBO BO Penybnvka MakeaoHwja. ]/
[the product does not contain and is not derived from bovine, ovine or caprine materials other than those derived from animals born,
continuously reared and slaughtered in a country or region classified as posing a negligible BSE risk by a decision in accordance
with Article 5(2) of Regulation (EC) No 999/2001 or equivalent veterinary legislation in Republic of Macedonia.]

3EMJA: Mpep Ha XpaHa 3a 90 U MUNTeHUUYU CO UCKITYYOK Ha KOH3epseUpaHama XpaHa 3a GoMallHu MUWIeHUUY,

ICOUNTRY: / For processed petfood other than canned pet food

L. WHOOPMALINK 3A 30PABCTBEHATA COCTOJBA ILa. PedepeHteH 6poj Ha | ILb.

/HEALTH INFORMATION cepTuukaToT
/ Certificate reference
number

11.8.

Bo normep, Ha TCE, n cnegHoso:/ in addition as regards TSE:

(2) vnn/ [ BO criyyajoT Ha KUBOTUHCKM HyC-MPOW3BOAM HAMEHETH 3a MCXpaHa Ha NMPEeXKMBapy U KOWU CoapKkaT MIEKo MU MIeYHN MPon3Boamn

(Q)eﬁher Off OBYO M KO3jO MOTEKNO, OBLWUTE W KO3WUTE Off KOW ce AoOUeHW OBME MPOM3BOAW MOCTOjaHO Ce YyBaaT yLlTe of palfare Wnv
HajManky BO NOCNEAHUTE TPW FOAMHM HA UMOT KOj HE € MPEAMET Ha OULIUJANHO OrpaHUUYBakse Ha ABIWKEHETO MOPaAU COMHEX
3a nojasa Ha TCE M Kkoj BO NocnegHWTe TPW roAWHW TV UCNonHyBan crnefHuse ycrnosw:/ [in case of animal by-products intended for
feeding ruminants and containing milk or milk products of ovine or caprine origin, the ovine and caprine animals from which these
products are derived have been kept continuously since birth or for the last three years on a holding where no official movement
restriction is imposed due to a suspicion of TSE and which has satisfied the following requirements for the last three years:

(i) Bun nognoxeH Ha peAoBHM NPOBEPKK of CTpaHa Ha oBnacTeH BeTepuHap/ it has been subject to regular official veterinary
checks;/
(i) He 6Wn AujarHoCTULMPaH KnacuyeH Cryyaj Ha CKpernu , Kako Wro e AeduHupaHo BO uneH 4 cTas 2 Toyka K of

[MpaBUMHUKOT 3a MepKK 3a Cy30MBaHse N UCKOPEHYBake Ha TPaHCMUCUBHI CMOHMMOMOPMHIA eHuedanonarii (Cn.BecHWk
Ha PM 6p. 57/11) T.e eksnBaneHTHaTa Touka 2(e) oa AHekc | koH Perynatusata (E3) 6p. 999/2001, unu, otkako &un
MNoTBPAEH KnacuyeH crnyyaj Ha ckpenu / no classical scrapie case, as defined in Article 4 paragraf 2 point Kk of Book of
rules on control and eradications measures for transmissible spongiform encephalopathy (OJ of RM 57/11), or ecvivalent
point 2(g) of Annex | to Regulation (EC) No 999/2001, has been diagnosed or, following the confirmation of a classical
scrapie case:

- CUTE XMBOTHW Kaj KoW € MOTBpAEHa MojaBa Ha Knacu4eH cry4aj Ha BUpycHO 3aboryBatbe Kaj OBLWTe Koe NpeansBrKyBa
napanunsa 6une yGUeHW NN OTCTPaHETH, U

- CUTE KO3W 1 0BLM HAa UMOTOT Bune youeHW n oTCTpaHeTn, OCBEeH OBHWTE 3a npunnopg of reHotunot ARR/ARR v osuuTe
3a MpWUnnog KoW UMaar HajMmanky egHa anena ARR u HuTy eaHa anena VRQ;/ all animals in which classical scrapie was
confirmed have been Killed and destroyed, and
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Mpunor 4

Oen 3.3.1

BeTepuHapHo 3apaBCcTBEH cepTuchukat/ Health Certificate

3a epuyKasku 3a Gomaluru MuTeHuyu, H

3a ucnpaKare 80 uIu my 1m Hu3 P MakeOoHufa 00 3emju YfieHKu Ha Esponckama YHuja

/ For dogchews, intended for dispatch to or for transit through (2) the Republic of Macedonia from Member States of the Euroepan Union

3EMJA: BeTepuHapHo 3apaBcTBeH cepTudukar 3a Penybnuka MakeaoHnja
ICOUNTRY: IVeterinary certificate to Republic of Macedonia
1.1. Ncnpakay 1.2. PedpepeHTeH 6poj Ha l.2.a
/Consignor cepTrdnkaToT
Vme [Certificate reference number
/Name 1.3. LieHTpaneH HapnexeH OpraH
Aapeca /Central Competent Authority
fAddress
1.4. NokaneH HagnexeH OpraH
T | Ten. /Local Competent Authority
g fTel.
o 1.5. Mpumay 1.6. Jlue oaroBopHoO 3a HatoBapoT Bo PM
[4 /Consighee /Person responsible for the load in RM
0
o
3 m"e Ume
5 ame /Name
o}
a | Anpeca Any
@ peca
-] fAddress /Address
k] )
@ MowreHckn 6poj Mowrrerckn 6poj
8 /Postcode /Postcode
3
ﬂ Ten. Ten.
£ | fTel ITel.
o 1.7. 3emja Ha noTekno Mnco 1.8. Moapauje Ha noTekno Kop, 1.9. Bemja Ha nco 1.10. Moapauje Ha Kog,
g /Country of origin Ko, /Region of origin /Code | pectuHayuja Kop | AectuHayuja /Code
E /NSO /Country of destination /ISO | /Region of
3 code code destination
©
!:E 1.11. MecTo Ha noTekno 1.12. MecTo Ha aecTuHauvja
o fPlace of origin /Place of destination
®
Q .
E Nme Bpoj Ha opobpeHve Vime La
5 PWHCKW cKnag,
= /Name /Approval number /Name /Custom warehouse O
0 Anpeca
E fAddress Ajpeca Bpoj Ha opobpeHune
£ Ume Bpoj Ha op0BpeHie /Address /Approval number
= /Name fApproval number .
o MowwTeHcku 6poj
5 Anpeca /Postcode
o fAddress
Nme Bpoj Ha opobpeHue
/Name /Approval number
Appeca
/Address
1.13. MecTo Ha HaToBap 1.14. flata Ha noaratrbe
fPlace of loading /Date of departure
1.15. CpepcTea 3a TpaHcnopT 1.16. BnesHo BUM Ha I'T1 Bo PM
/Means of transport /Entry BIP in RM
ABUWOH Bpoa 2KenesHW4Ku BaroH
fAeroplane EI /Ship EI /Railway wagon EI
CpepcrBo 3a nateH coobpakaj Other
/Road vehicle EI 1Apyro D
NaeHTudukaymja: 1.17.
/ldentification:
JloKyMeHT Ha Koj ce MoBHWKyBa:
/Documentary references:
1.18. Onuc Ha cTokaTa 1.19. Kog Ha cTokara (XC kop)
/Description of commodity /Commodity code (HS code) 42.05.00
1.20. Konnyectso
/Quanity
1.21. Temnepatypa Ha Npou3BOA0T 1.22. Bpoj Ha nakyBara
fTemperature of product /Number of packages
CobHa/ Ambient [] PasnageHo/ Chilled | 3ampsaHaTto/ Frozen O
1.23. Bpoj Ha nnomba/ MaeHTuprKaLmjia Ha KOHTEJHEPoT: 1.24. Tun Ha nakyBatbe
/ Seal/ Container No: / Type of packaging
1.25. MpaTkuTe ce HaMeHeTH 3a: XpaHa 3a I:I
/Commodities certified for: JKWUBOTHU EI TexHWuka ynoTpeba
/ Animal
feedingstuff / Technical use

1.26. 3a TpaH3WT HU3 PM 3a TpeTa 3eMja|:|

/ For transit through RM to third country
Tpeta semja NCO kop
/ Third country /ISO code

1.27. 3a Bne3 wnu yBo3 Bo PM / For import or admission into Rl:l

1.28. ViaeHT ndvkaLmja Ha CTOKUTE:
fldentification of the commodities:

Buposu (HayuHo ume)
/Spec es (Scientific
name)

OpobpeH Bpoj Ha objekToT HeTto TexuHa Cepuckn 6poj
1 Approval number of /Net weight /Batch number
establishments MpowssoacTBeH
objext

/ Manufacturing plant
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3EMJA: 3a 2puykanku 3a GoMawHU MUNeHUY U, HameHemu 3a ucnpakame 60
ICOUNTRY: unu mpaHaum Hu3 P Makedonuja
/ For dogchews, intended for dispatch to or for transit through (2) the
Republic of Macedonia
1. WHD®OPMALIMN 3A 3APABCTBEHATA COCTOJBA Il.a. PecpepeHT eH 6poj Ha Il.b.
/HEALTH INFORMATION cepTudurkaTor

/ Certificate reference number

Jac, gonynotnuwaHnoT obuynjaneH BeTepuHap, nsjaBysam Aeka cyM 3anosHaT co Perynartmeara (E3) Op. 1069/2009 Ha EBponckMoT naprnameHT 1 Ha CoBeToT, a
ocofeHo co uneHoT 10 of ucTaTa OAHOCHO EKBUBANEHTHWUTE Mponuck of ofnacTa Ha BETEpPWHAPHOTO 3ApaBCcTBO BO Penybnuka MakepoHWja, kako W co
Perynarusarta (EY) 6p.142/2011 Ha Komucujata, a ocobeHo AHekc XlII, Mornasje Il u AHeke XIV, Mornasje Il oa uctata ofHOCHO €KBUBANEHTHUTE MPOMUCH O,
ofnacTa Ha BeTepUHapHOTO 34paBCcTBO Bo Penydnuka MakeaoHuja 1 aeka XpaHaTa 3a AOMALLHI MTIEH LW oniLLaHa norope:/

I, the undersigned official veterinarian, declare that | have read and understood Regulation (EC) No 1069/2009 of the European Parliament and of the Council and
in particular Article 10 thereof or equivalent veterinary legislation in Republic of Macedonia, and Commission Regulation (EU) No 142/2011, and in particular
Annex XlII, Chapter Il and Annex XIV, Chapter Il, thereof or equivalent veterinary legislation in Republic of Macedonia and certify that the petfood described above:
1.1 € MOoAroTBeHa UCKITYYIMBO CO CrEAHBE XUBOTHCKI HyC-NpovsBoawu;/ has been prepared exclusively wih the following animal by-products:

(2) wnn / [ - TPYnoBK 1 AEMNOBM OF, 3aKNaHW XUBOTHW, WNK, LOKONKY ce paboT 3a AMBeY, TPYNOBK WK AEMN0BK 0f, yOUeHN XNBOTHW, NOA00HW

(2) either 3a UCxpaHa Ha NnyfeTo BO COMAacHOCT CO 3aKOHOAABCTBOTO Ha YHWjaTa, OAHOCHO eKBUBANeHTHOTO 3aKOHOAaBCTBO Ha Penybnuka
MakeaoHuja, HO He ce HaMeHeT W 3a cxpaHa Ha NyreTo o/ TProBCkK NPUYNHK; Y
[- carcases and parts of animals slaughtered or, in the case of game, bodies or parts of animals killed, and which are fit for human
consumption in accordance with Union legislation, or equivalent legislation of Republic of Macedonia, but are not intended for human
consumption for commercial reasons;]

(Q)M/mw/(Q)(and/or [- TpynoBwW v cnegHUTe AENOBW KOW NOTEKHYBaaT WK Of, )XMBOTHW 3aKknaHW BO KNaHUUa U cMeTaHu 3a NoAobHN 3a Konere 3apagun
UcXpaHa Ha nyfeto no npeTknaHniHa NpoBepka Wnk TPYNoBU W CrefHATe AenoBin o/ AveeYy yOueH 3apajn ucxpaHa Ha nyfeto Bo
COrMacHOCT CO 3aKOHOAABCTBOTO Ha YHMjaTa, 0/HOCHO €KBMBaNeHTHOT 0 3aKkoHOoAaBCTBO Ha Penybnuka MakeaoHwja:/
[- carcases and the following parts originating either from animals that have been slaughtered in a slaughterhouse and were
considered fit for slaughter for human consumption following an ante-mortem inspection or bodies and the following parts of animals
from game killed for human consumption in accordance with Union legislation, or equivalent legislation of Republic of Macedonia:

(i TPYnoBW WIW Tena W AENoBWM Of XWBOTHW OT(PMEHNW Kako HenogobHW 3a WcxpaHa Ha nyfeto BO COMacHoCT Cco
3aKOHO[LABCTBOTO Ha YHUjaTa, OfJHOCHO eKBUBANEHTHOTO 3aKOHOAABCTBO Ha Penybnuka Makef,oHWja, HO KOW He Nokaxysane
3Hauu Ha BonecT of Koja MOXe ia ce 3apasaT NnyreTo Win XuBoTHUTe;/ carcases or bodies and parts of animals which are
rejected as unfit for human consumption in accordance with Union legislation, or equivalent legislation of Republic of
Macedonia, but which did not show any signs of disease communicable to humans or animals;

(ii) JaTa Ha XuvBuHa;/ heads of poultry;

Aen II: Ceprucomnkaumja / Part II: Certification

(iii) KpaHa W KXW, BKMYYHTENHO 1 NapUmrHsa O/ HUB, POrOBU U KOMWTA, BKNYUUTEITHO W KOCKUTE Ha NPCTUTE, KOCKUTE Kapmyc 1
MeTakapnyc, Tapcyc u metarapcyc of:/ hides and skins, including trimmings and splitting thereof, horns and feet, including the
phalanges and the carpus and metacarpus bones, tarsus and metatarsus bones, of:

- SKUBOTHU CO UCKNYUYOK Ha Npexusapy, 1 / animals, other than ruminants requiring TSE testing, and

- npexusapn Kou Gune TecTUpaHu W fane HeraTMeeH pesynTar BO COracHoCT co uneH 6 (1) Ha Perynatusara (E3) 6p.
999/2001 opgHoCHO ekBUBaNeHTHUTE MponucK of, obnacta Ha BETEpUHAPHOTO 34paBcTBo BO Penybnuka MakegoHuja; /
ruminants which have been tested with a negative result in accordance with Article 6(1) of Regulation (EC) No 999/2001 or
equivalent veterinary legislation in Republic of Macedonia;

(iv) CBUWHCKU YeTnHW;/ pig bristles;

) neppaysu;) feathers;]

(2) nvnn (2) and/or [ - HYCMPOVBBOAW Of >KMBOTUHCKO NOTEKTO AOOUEHM Of KMBMHA 1 NaroMmopdon kou ce 3aknaHn Ha dpapma cormnacHo 1(3)r) of PerynarusaTta (EK)
853/2004 ogHOCHO eKBUBaNeHTHUTE MponucKk o obnacTa Ha BETepMHAPHOTO 3ApaBcTBO BO Penybnuka MakeaoHwuja, npy LWTo ucture
He MoKaxyBaaT 3HaL Ha GonecT rpeHoCNBa Ha NyfeTo WUKUBOTHITE; ]
[ - animal by-products from poultry and lagomorphs slaughtered on the farm as refemred to in Atticle 1(3)(d) of Regulation (EC) No 853/2004 or
equivalent veterinary legislation in Republic of Macedonia, which did not show any signs of disease communicable to humans or animals;]

(2) nwinn (2) and/or [- KpB Of >KUBOTHM Kaj KOW HEMaIo 3HaLM Ha BonecT MpeHocnvBa Mpeky KPBT a Kaj MyfeTo U KMBOTHUTE, AoBWeHa Of, CrIefHITE XKUBOTHU
3aKnaH BO KraH LA OTKako Gurie MpornaceHu 3a NofotHM 3a Konetbe 3apaay vexpaHa Ha yfeTo no MpeTKIaHnHa MPoBepka BO COMacHoCT Co
3aKOHOAABCTBOTO Ha YHUWjaTa, OAHOCHO eKBUBANEHTHOTO 3aKOHOAaBCTBO Ha Penybtnuka MakegoHujay [- blood of animals which did not
show any signs of disease communicable through blood to humans or animals, obtained from the following animals that have been slaughtered n
a slaughterhouse after having been considered fit for slaughter for human consumption following an ante-mortem inspection in accordance with
Union legislation, or equivalent legislation of Republic of Macedonia;]

0] SKMBOTHW CO UCKITYYOK Ha Mpexunsapw, 1 / animals, other than ruminants requiring TSE testing, and

(iiy NpexuvBapw kov Bure TECTUPaHU 1 Aane HeraTMBEH Pe3yrTar BO COrNacHoCT co ureH 6 (1) Ha Perynatueara (E3) 6p. 999/2001
OfHOCHO eKBUBaNeHTHWUTE MPOMUCK of, obnacTa Ha BETEPUHAPHOTO 3ApPaBcTBO BO Penybrnuka MakeaoHuja;]/ ruminants
which have been tested with a negative result in accordance with Article 6(1) of Regulation (EC) No 999/2001 or equivalent
veterinary legislation in Republic of Macedonia;]

(2) ninn (2) and/or [- Hyc-MPOUBBOAM Of, XKMBOTHW AOBUEHI MPY NMPOW3BOACTBO Ha MPOUSBOAN HAMEHETU 3a UCxpaHa Ha NyfeTo, BKy4YuTenHo obeamacteHun
KOCKW, LIMMWPWHKA 1 KaLla o}, LieHTpudpyraTa unn cenapatopoT npu npepabotkara Ha mnexo;)/ [- animal by-products arising from the
production of products intended for human consumption, including degreased bone, greaves and centrifuge or separator sludge from milk
processing;]

(2) wuvnun (2) and/or [- 3KMBOT UHCKW HYC-MPOU3BOAK OF, BOAHMU KUBOTHU KOW MOTEKHYBAAT 0/, 06jeKTN UNU MPOU3BOACTBEHN OGJEKTU KOW MPOU3BEAYyBaaT
MPOM3BOAM HAMEHET U 3a UcxpaHa Ha nyfeTo;] /- animal by-products from aquatic animals originating from plants or establishments
manufacturing products for human consumption;]

(2) wunun (2) and/or [- KUBOTHU U AENOBU O HUB KOW MpunaraaT Ha 300MNOLWKUTe poaoBn Rodentia u Lagomorfa, ocBeH kaTeropuja 1 matepujan, kako

LITO e HaBeAeHo Bo uneH8(a)(iii), (iv) n (v) op Perynatusara (E3) 6p. 1069/2009 Ha EBPONCKMOT napnameHT U Ha CoBeToT wnu
coofseTHUTe Toukn 1.1.3., 1.1.4., n 1.1.5. oA JlucTara Ha KaTeropravpaHu HyCrnpoW3BOAMW Of, XUBOTUHCKO NOTEKIO W KaTeropuja 2
MaTtepujan, Kako LWTo & HaBeaeHo BO uneH 9 (a) Ao (e) oa of Perynatusarta (E3) 6p. 1069/2009 Ha EBpOMCKUOT MaprnaMeHT U Ha
CoBeToT unu cooABeTHUTe Toukn 2.1, 2.2, 2.3.,2.4, 25, 2.6. n2.7. of nctata Jlucta;]
[- animals and parts thereof of the zoological orders of Rodentia and Lagomorpha, except Category 1 material as referred to in
Article 8(a)(iii), (iv) and (v) of Regulation (EC) No 1069/2009 or equivalent points 1.1.3., 1.1.4. and 1.1.5. of the List of categorized
animal by-products and Category 2 material as referred to in Article 9(a) to (g) of Regulation (EC) No 1069/2008 or equivalent points
21,22,23.,24,25,,26.and 2.7. of the List of categorized animal by-products;]

(2) ninn (2) and/or [- MaTepujan op, XMBOTHKU KOW Bune neKkyBaHu Co HEeKOM cyncTaHLumn 3abpaHeTu co [upekTvata 96/22/E3 ofHOCHO

€KBMBaneHTHWUT & NponincK og, obracra Ha BeTepnMHapHOTO 3ApaBCcTBO Bo Penybnuka MakefoHwja, Aofeka yBO3OT Ha MaTrepujanoT e
[03BONEH BO cormacHocCT co ureH 35(a)(ii) Ha Perynatusarta (E3) 6p. 1069/2009 ofHOCHO eKBWBANEHTHUTE NMPONUCK of, obnacra Ha
BeTepuHapHoTo 3apascTeo Bo Penybnuka MakegoHuja;] /
[- material from animals which have been treated with certain substances which are prohibited pursuant to Directive 96/22/EC or
equivalent veterinary legislation in Republic of Macedonia, the import of the material being permitted in accordance with Article
35(a)(ii) of Regulation (EC) No 1069/2009;]

1.2 have been subjected / 6une npegmMeT Ha
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A wm/
3 either

A wiunm ()
and/or

11.3.

CanmoHena:/
Salmonella:

EHTepobakrepuja/
Enterobacteriaceae:

(iif)

’; Ha Peny6nnka Makeponuja

[BO cnyyYajoT Ha rpuyKankn 3a AoMalLHN MUNeHUL 4,00MeH Of, KOXW 1 KP3Ha Ha KonuTapu unu of, pubn, Ha obpaboTtka Koja e
AOBOMNHa 3a YHULLTYBaHe Ha NaToreHn opraHusMin (BKNy4UTENHoO canmMoHena), a rpuykankure ce cysn; ¥ [in the case of dogchews
made from hides and skins of ungulates or from fish, to a treatment sufficient to destroy pathogenic organisms (including salmonellay;
and the dogchews are dry;]

[ BO CNyyajoT Ha rpuyKkanku 3a 4oMaLlHU MANEHNLW OGUEHN 0f, KUBOTNHCKU HYC-MPOUSBOAN CO UCKMYYOK Ha KOXM U Kp3Ha Ha
KONWTapn UK of, pubK, Ha TonnuHcka obpaborka Ha Hajmanky 90 °C HW3 Lenara HMBHa cyncTaHuua; |/[in the case of dogchews
made from animal by-products other than hides and skins of ungulates or from fish, to a heat treatment of at least 90 °C throughout
their substance;]

6u1na aHanuanpaHa co 3emarbe Ha cryyaeH NPUMEpPOK o, HajMarky neT NnpUMepoLn of cekoja NpepaboTeHa cepuja 3a Bpeme Ha unu
no cknagmnpameTo Bo 0BjeKTOT W riM UCronHyBa crnegHuTe cTaHaapan (V):/were examined by a random sampling of at least five
(ss)amples from each processed batch taken during or after storage at the processing plant and complies with the following standards

OrtcyctBo Bo/ Absence in 25g:n=5¢=0,m=0,M=0
n=5c¢=2m=10,M= 30080 1g;
HYC-NPON3BOAM 0f, NHKyBaTopck cTaHuywW,/ hatchery by-products,
Jajua,/ eggs,

HYC-NPON3BOAM OF, jajua, BKNyYUTENHO NywTw of jajuya;/ egg by-products, including egg shells;
eHOAHEBHM NNUHba YO neHn oj, TProBck NpuyuHK; )/ day-old chicks killed for commercial reasons;]

3EMJA: 3a 2puyKanku 3a GoMawHu MuneruuY, u3aucnp 60 Unu mpaH3um
/COUNTRY: HU3 P MakedoHuja
/ For dogchews, intended for dispatch to or for transit through (2) the Republic of
Macedonia

1. WHPOPMALUN 3A 3JPABCTBEHATA COCTOJBA ILa. PedepeHreH 6poj Ha cepTupmrkaToT Il.b.

MHEALTH INFORMATION

/ Certificate reference number

1.4 () wvnu (%)
and/or

1.5 %) wrnm ()
and/or
1.6.
A w7/
(%) either

@) wwm/
Gor

11.7.

6una noanoxeHa Ha MEPKK 3a MPETNa3NMBOCT €O Lien Aa ce u3berHe KoHTaMuHaljia co naToreHn areHcu no  obpabotkara;/has
undergone all precautions to avoid contamination with pathogenic agents after treatment;

6una cnakyeaHa Bo HoBa ambanaxa;/was packed in new packaging;

[MPOK3BOAOT HE COAPXKN K He © AO0BWEH O, HEeKOj 0J, PUBNYHUTE MaTepujanu nocovyeHn Bo AHekc V koH Perynarusara (E3)
6p. 999/2001 Ha EBponckuotr napnameHT n Ha CoBeTOT OfHOCHO eKBMBaNeHTHUT e Nponuci oj, obnacra Ha BeTepnHapHOTO
3apaBcTBO BO Penybniuka MakeoHuja Wik MexaHUIKA off eneHo Meco [oGWEHO of, KOCKMW Off roBega, OBLIW UNK Ko3u; 1
SKNBOTHWUTE Of, KOW MPOM3BOACT € A,06UeH He Brne 3aknaHn oTkako Gune 3allemeTeHn co BEpUsryBarbe Ha rac Bo HUBHaTa
yepenHa LWynnrHa, yGUeHW Ha NCTUOT HauWH UMK 3aknaHu Co pa3opyBatbe Ha LieHTPanHoTo HEPBHO TKUBO o ynoTpeba Ha
MeTaneH KNH BO KpaHWjanHaTa WynnuHa;]

fthe product does not contain and is not derived from specified risk material as defined in Annex V to Regulation (EC) No
999/2001 of the European Parliament and of the Council or equivalent veterinary legislation in Republic of Macedonia or
mechanically separated meat obtained from bones of bovine, ovine or caprine animals; and the animals from which this
product is derived have not been slaughtered after stunning by means of gas injected into the cranial cavity or Killed by the
same method or slaughtered by laceration of central nervous tissue by means of an elongated rod-shaped instrument
introduced into the cranial cavity; ]

[ Npon3BOAOT He COAPXM U He e AoBKUeH o/, MaTepuu Of, roBefa, OBLIK UMK KO3U, OCBEH OHWe KOW ce J,0OUeHW Of XMBOTHN
poaeHn, rocTojaHo OArNeayBaHW U 3akiaHW BO 3eMja WNW PervoH 3a Koj co OAflyka € ojpefeHo fAeka npeTcrasyba
3aHemapnus pusvk oa BCE Bo cormacHocT co uneH 5(2) Ha Perynatueara (E3) 6p. 999/2001 ogHOCHO €KBMBaneHTHUTe
nponucuK o, obnacta Ha BETEpUHaPHOTO 34paBcTBo Bo Penybnuka MakegoHuja.)/

[the product does not contain and is not derived from bovine, ovine or caprine materials other than those derived from
animals born, continuously reared and slaughtered in a country or region classified as posing a negligible BSE risk by a
decision in accordance with Article 5(2) of Regulation (EC) No 999/2001 or equivalent veterinary legislation in Republic of
Macedonia.]

Bo nornef Ha TCE, n cnegHoso:/ in addition as regards TSE:

G wn/
(Peither

[ Bo cnyyajoT Ha KMBOTUHCKU HYC-NPOM3BO/AN HAMEHEeTH 3a UCXpaHa Ha NMPeXUBapK U Ko CoppKaT MNEKo UM MIeYHU NPoU3BOAK
0[] OBYO U KO3jO MOTEKNO, OBLWTE U KO3UTE 0J, KOoU ce A061eHN oBUe NPOM3BOAN NOCTOjaHO ce UyBaaT yLUTe of palakbe Wnn
HajmarnKy Bo NOCNeAHUTE TPW FoAWHU Ha UMOT Koj He e NpeaMeT Ha oduLUjanHo orpaHudyBarbe Ha ABUKEHETO Nopagn COMHEX 3a
nojasa Ha TCE U Koj BO NocnegHUTe TPKU rogMHK r'm ucronHysan cnegHuse yernosu:/ [in case of animal by-products intended for
feeding ruminants and containing milk or milk products of ovine or caprine origin, the ovine and caprine animals from which these
products are derived have been kept continuously since birth or for the last three years on a holding where no official movement
restriction is imposed due to a suspicion of TSE and which has satisfied the following requirements for the last three years:

(0] Bun noanoxeH Ha peaoBHN NPOBEPK 0f CTpaHa Ha oBnacTeH BeTepuHap;/ it has been subject to regular official
veterinary checks;/
(i) He 6un AujarHOCTULMPaH KnacudeH crnydvaj Ha CKpenu , Kako Wro e geduHypaHo Bo Touka 2(e) of AHekc | koH

PerynatueaTta (E3) 6p. 999/2001 oAHOCHO eKBMWBanNeHTHWTe Mponucu of obfnacta Ha BETePUHApPHOTO 3APaBCTBO BO
PenyBnuka MakepoHwWja, Unu, oTkako U NOTBPAESH KNacudeH cryuaj Ha ckpenu
/ no classical scrapie case, as defined in appropriate veterinary legislation in Republic of Macedonia, or ecvivalent point 2(g)
of Annex | to Regulation (EC) No 999/2001 or equivalent veterinary legislation in Republic of Macedonia, has been
diagnosed or, following the confirmation of a classical scrapie case:
- CUTEe KMBOTHM Kaj KON € MOTBPAEHa NojaBa Ha KnackueH cryyaj Ha BUPYCHo 3abornyBatbe kaj oBLUTE Koe
npeAu3BrKyBa napanusa Gune yGrueHn unn oTcTpaHeTH, u
- CUTE KO3W 1 OBLW Ha UMOTOT Bune yOueHn N oTCTpaHeT, OCBEH OBHWUTE 3a Npumnnog of reHoTunot ARR/ARR n
OBLUTE 3a NPUMIOJA, KOU UMaar HajManky efHa anena ARR W HWTY eaHa anena VRQ;/ all animals in which classical
scrapie was confirmed have been Killed and destroyed, and
(iii) OBL|MTE U KO3UTE, CO NCKIMYYOK Ha oBLUTe of MpuoH reHoTunoT ARR/ARR, ce goHeceHn Ha UMOTOT camo Moj, YCroB Aa
MOTeKHyBaaT Of, UMOT KOj r'v McrnonHyBa Gaparsara yTBpaeHuW Bo TouknTe (i) u (ii).]
/ovine and caprine animals, with the exception of sheep of the ARR/ARR prion genotype, are introduced into the holding
only if they come from a holding which complies with the requirements set out in points (i) and (ii).]

3abenewwkun/ Notes

Aen 1/ Part I

-Mone 16.:
/Box reference |.6:

-Mone 1.12.:
/Box reference 1.12:

-More I.15.
/Box reference 1.15:

-Morne 1.23.
/Box reference 1.23:

OaroBopHo nuue 3a npatkara so Penybnvka MakegoHuwja: oBa none Tpeb6a ga ce MonorHU camo AOKOonKy ce paboTu 3a
cepTUUKAT 3a TPaH3UTEH apTUKM; MoXe Ja ce TMOMOoMHU [OKOMNKY ce pabGoTu 3a cepTudukar 3a yBoseH apTukil./ Person
responsible for the consignment in the European Union: this box is to be filled in only if it is a certificate for transit commodity; it may
be filled in if the certificate is for import commodity.

MecTo ogpeauwiTe: oBa none Tpeba g4a ce MonosHW camo ACKONKY ce paboTh 3a cepTUdIMKaT 3a TpaH3UTeH apTuKi. MponssoauTe
KOW Ce BO TPaH3UT MOXe [ja ce YyBaaT caMo BO CroSofAHK 30HU, cnobogHW 1 LapuHckn cknaguwTa./Place of destination: this box is
to be filled in only if it is a certificate for transit commodity. The products in transit can only be stored in free zones, free warehouses
and custom warehouses.

Bpoj Ha perucTpaymja (KenesHWIKK BaroHM Ui KoHTejHep 1 KamuoHu), 6poj Ha neT (aBwoHW) unK ume (6poaosu), Tpeba Aa ce
BHecaT MHdopmalun AOKOMKY UMa pacToBap U nosTopeH yTosap./ Registration number (railway wagons or container and lorries),
flight number (aircraft) or name (ship); information is to be provided in the event of unloading and reloading.

3a TOBapHW KoHTejHepK, Tpeba Aa ce BHecaT W BpojoT Ha KoHTejHepoT W BpojoT Ha rnomBara (criopeg cnyyajoT)./ for bulk containers, the
container number and the seal number (if applicable) should be given.
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-Mone 1.25.: TexHWUKa ynoTpefa: koja 6uno Apyra ynotpefa ocBeH 3a XpaHa 3a KWBOTHW./ technical use: any use other than for animal
/Box reference 1.25: consumption.

-Mone .26 1 1. 27.: fa ce NononHKM cnopes Toa Aany ce paboTy 3a cepTudIMKarT 3a TpaH3uT unn yeos./ fill in according to whether it is a transit or an
/Box reference 1.26 and |. import certificate.

27

Aen ll:/Part II:

2)
(5)

JAa ce nsdpue coosBeTHO./ Delete as appropriate.
Mpw wro:/ Where:

n = 6poj Ha npumepoLn kon Tpeba ga 6raat ucnutysaHu,/ n = number of samples to be tested,

m = BPEeAHOCT Ha MparoT 3a BpojoT Ha GakTepun; PesynTaToT Ke ce CMeTa 3a 3af0BONUTENeH AOKONKY BpojoT Ha BakTepun BO cuTe
npumepoLur He ro HagMmuHe m;/ m = threshold value for the number of bacteria; the result is considered satisfactory if the number of
bacteria in all samples does not exceed m,

M = makcumanHa BpegHOCT 3a GPojoT Ha BaKTepun; pesynTaroT ke ce cMeTa 3a He3af,0BoNuTeneH AoKoNKy 6pojoT Ha BakTepnu Bo ejeH
unu noseke npumepoun e eaHakos wniv noronem of M; W/ M = maximum value for the number of bacteria; the result is considered
unsatisfactory if the number of bacteria in one or more samples is M or more; and

¢ = 6poj Ha npumepouw 4rj 6poj Ha BakTepun Mmoxe Aa Buae mefy m u M, Npu LWITO NPUMEPOKOT ce CMeTa 3a NpudaTnue AoKonky Bpojor
Ha BakTepun BO Apyrure nprMepoLln e eAHakos Unu noman og m./ ¢ = number of samples the bacterial count of which may be between m
and M, the sample still being considered acceptable if the bacterial count of the other samples is m or less.

MoTnncoT K NevaToT Mopa Aa ce co NouHakea Boja of GojaTa Ha oTneYaTeHUoT TekeT./ The sighature and the seal must be in a different
colour from that of the printing.

- 3abeneluka 3a ofroBOPHOTO nuue 3a rnpartkata Bo Penybnuka MakegoHwuja: OBoj cepTudmkar e HameHeT caMo 3a BETEPUHAPHW Lienun u
Mopa Aa ja MPUaPYKyBa Nparkara cé AoAeka Taa He MPUCTUTHE Ha BETEPUHAPHO MHCMEKUMCKO MECTO Ha rpaHudeH npemuH./ Note for the
person responsible for the consignment in the Republic of Macedonia: this certificate is only for veterinary purposes and must accompany
the consighment until it reaches the border inspection post of the Republic of Macedonia.

OdpurunjaneH BeTepuHap/ ObuLjujaneH BeTepuHap
fOfficial veterinarian/ Official inspector

Name (in capital letters) KBanudukaumja n Turyna
Mme (co neyaTHN GyKBU): fQualification and title:
Jara Motnuc

/Date: /Signature:

Meuvar:

fStamp:
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Mpwuror 5

Oen 21

O6pasel 3a aeknapauuja/ Model declaration
Heknapayuja 0d ysosHukom 3a yso3 60 Penybnuxka MakedoHuja Ha HempemupaHa 60/1Ha U 651akHa Kou ce cyuieHu, 6e36edHo
3ameopeHU 60 naxysarbe U G06UEHU 00 XUSOMHU pa3nu4yHU 00 XusomHume 00 eudom Ceurbu, a ce HaMeHemu 3a ucrpaKkarbe 60
oGjekm 3a npou3sodcmeo Ha depusamu Ha Hycripou3sodu 00 60/1Ha U 61aKHa 3a mekcmusnHama uHdycmpuja
/Declaration by the importer for import to the Republic of Macedonia of untreated wool and hair that is dry and securely
enclosed in packaging, produced from animals other than those of the porcine species, which is intended for dispatch to a plant
producing derived products from wool and hair for the textile industry

3EMJA: A pauuja 3a Peny®6. M: Ji
JCOUNTRY: /Declaration for Republic of Macedonia
1.1. Ucnpakay 1.2. PecbeperTeH 6poj Ha cepTudukar ot 12a
/Consignor [Certificate reference number
Nme
/Name 1.3. LleHTpaneH HagnexeH OpraH
Anpeca /Central Competent Authority
t /Address
g 1.4. NokaneH HagnexeH OpraH
S | Ten /Local Competent Authority
2 Tel.
9 1.5. Mpumay 1.6. Nlue oarosopHo 3a HaToBapoT 8o PM
3 IConsignee /Person responsible for the load in RM
o /Name
S | Anpeca Anpeca
2 /Address /Ad%ress
©
g MoLuTeHcku 6poj MowwTeHcku Bpoj
o /Postcode /Postcode
€
& | Ten Ten.
5 Tel. Tel.
H 1.7. 3emja Ha notekno WUCOkop | 1.8. TMogpavje Ha Kog | 1.9. 3emja Ha MCO«kop | 1.10. Toppavje Kop,
E. /Country of origin /ISO code | notekno /Code | pectuHayuja NSO code | Ha aecTuHauuja /Code
: /Region of origin [Country of /Region of
lxa | | destination destination ]
o
§_ 1.11. MecTo Ha notexno 1.12. MecTo Ha gecTuHauuja
c /Place of origin /Place of destination
g
= /Name
8 | Anpeca
é /Address Appeca Bpoj Ha opobpeHne
- Bpoj Ha 0f0GpeHHe /Address /Approval humber
EE[ /Approval number Mowrerckn 6po]
Apxasa/Country [Postcode/Region
1.13. MecTo Ha HaToBap 1.14. [laTa Ha noarare
/Place of loading /Date of departure
1.15. CpepcTa 3a TpaHCnopT 1.16. BneaHo BAM Ha [T Bo PM
/Means of transport [Entry BIP in RM
ABUOH D Bpog er1e3HIIKN BaroH
/Aeroplane /Ship ailway wagon
CpepcTso 3a nateH coobpakaj Other
/Road vehicle D /0pyro D
WpeHTudukaLmja: 1.17. Bp. Ha LIUTEC
/ldentification: /No(s) of CITES
JIoKyMEHT Ha Koj ce noBukysa:
/Documentary references:
1.18. Onuc Ha cTokata 1.19. Kop, Ha cTokara (XC kog)
/Description of commodity /Commaodity code (HS code)
1.20. Konuuectso
/Quanity
1.21. Temnepatypa Ha NPou3BOA0T 1.22. Bpoj Ha nakyBara
[Temperature of product /Number of packages
CotHa/ Ambil_]
1.23. Bpoj Ha nnomba/ MaeHTudnKkaluja Ha KOHTejHepoT: 1.24. Tun Ha nakyeare
/ Seal/ Container No: / Type of packaging
1.25. Mpatkure ce HaMmeHeTH 3a: MoHaTamoLH
ICommodities certified for: a npepaboTka D
[Further
process
1.26. 3a TpaH3uT HW3 PM 3a TpeTa 3eMj 1.27. 3a Bne3 unu yso3 8o PM
/ For transit through RM to third country / For import or admission into RM I:I
Tpeta 3emja NCO kop
/ Third country /ISO code
1.28. MiaeHTucnKkaLja Ha CTokuTe:
/ldentification of the commodities:
Bupg Ha cTokata Heto TexuHa
/Nature of commodity /Net weight
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3EMJA: HeTPETHPaHa BOMHa 1 BriakHa Kou ce CyLUeHu, 6e3deaHo 3aTBopeHM BO NaKyBakse 1 AoOueHn og
ICOUNTRY: W BOTHU Pa3NUYHYN OF KUBOTHUTE O BUAOT CBUH:M, @ C& HAMEHETH 3a UCTpaKakse BO OGjeKT 3a
NPOM3BOACTEO Ha IEPMBATY Ha HYCMPOUIBOAM OA BOMHA M BNakHa 3a TEKCTUNHATA UHAYCTPUja
Juntreated wool and hair that is dry and securely enclosed in packaging, produced from
animals other than those of the porcine species, which is intended for dispatch to a plant
producing derived products from wool and hair for the textile industry

1I. WHOOPMALIMU 3A 30PABCTBEHATA COCTOJBA Ila. PedbepeHTeH 6poj Ha cepTucukatoT I.b.
MHEALTH INFORMATION / Certificate reference number

Jac, 4Oy NOTNULIAHNOT, M3jaByBamM [eka HETPETUPaHTE BonHa (1) wvnu BnakHa (1) ce 061eHM of XMBOTHI Pa3nnYHU Of, XKUBOTHUTE O, BUAOT CBUHM:
/1, the undersigned, declare that the untreated wool () and/or hair (') is prodused from animals other than those of the porcine species:

(@) Hajmanky 21 geH npeq aatymoT Ha Bnes Bo P enybnuka MakegoHnja
/At least 21 days before the date of entry into the Republic of Macedonia
(o) Bo Tpeta 3emja wnn HejsuH pervioH HaseaeHn Bo aen 1 of AHekc |l og Perynatueara (EY) Bp. 206/2010, 0AHOCHO €KBWBaNeHTHWOT

Mpunor VI Jen 4 op, MNpaBWNHUKOT 3@ HAYMHOT W MocTankara 3a yBO3 W TPaAH3WUT, NUCTa Ha TPeTU 3eMju Of Kou e ofo00peH yBo3 U
TPaH3uT, dopmMaTa U COAPXMHATA Ha BETePUHAPHO-3PaBCTBEHUOT CEPTUMKAT UK APYTY IOKYMEHTY LUTO ja MPpUApYXyBaar nparkara
COKUBW KMBOTHM, akBaKyNnTypa 1 MPOM3BOAM Of, KUBOTUHCKO MOTEKIIO, KaKo 1 HaY/HOT M NOcTankaTa Ha BpLUeH-e Ha MpoBepka W npernep,
Py YBO3 W TPAH3WUT Ha MpaTka Co KMBW KUBOTHI, akBaKyNTypa i NPOW3BOAN Of XMBOTUHCKO MOTEKNo 1 ofoBpeHa 3a yBo3 Bo Penytnuka
MakeaoHuja Ha CBEXO MeCO 0/, MPeXUBapH 3a Koja He ce NoTpebHW AOoMoNHUTENHUTe rapaHyun A n F,
/In a third country or region thereof as listed in part 1 of Annex Il to Regulation (EU) No 206/2010, or the equivalent Annex VI Part 4 of the
Book of Rules on the method and the procedure for import and transit, list of third countries from which the import and transit are
permitted, the format and the content of the veterinary-health certificate or other documentation accompanying the consignment with live
animals, aquaculture and products of animal origin, as well as the method and the procedure for carrying out controls and checks during
import and transit of consignment with live animals, aquaculture and products of animal origin and authorized for imports into the Republic
of Macedonia of fresh meat of ruminants not subject to supplementary guarantees A and F mentioned therein; and

©) OJ XKMBOTHW ofmeayBaHW BO TPETa 3eMja WK Hej3uH peruoH, HasegeHn Bo ToukaTa (6) cnobogHn on Gonecta Jluraska w LLan, a 8o
Cryyaj Ha BOMHa W BRakHa of OBLM W KO3 07, Bonecturte cUNaHULM Kaj OBLMTE U CUNAHULM Kaj KO3UTE COTMAacHOCT  KPUTeplymu
HaBsegeHn 8o AHekc Il oa AupekTusata 2004/68/EK ogHocHO ekBuBaneHTHWOT Mpunor [Xoa MpaBuiHKKOT 3a HAUYMHOT W nocrankara 3a
YBO3 W TPaH3UT, NIKCTa Ha TPETW 3eMju Of, Kou € of,0BpeH YBO3 U TPaH3NT, dopmara U coppXiHaTa Ha BETepUHapHO-34PaBCTBEHNOT
cepTUdHUKaT Wnu APYr AOKYMEHTW LTO ja MpUApyKyBaaT MpaTkaTa CO XWBM XWBOTHW, akBakynTypa W MPOWSBOAM Of JKUBOTUHCKO
MOTeKNo, Kkako M HaYMHOT 1 MocTankara Ha BpLUeHe Ha MpoBepka W Mperried MPpu YBO3 W TPaH3UT Ha MpaTka CO KMBU XWUBOTHW,
aKBaKynTypa 1 MPOUSBOAK Of XMBOTUHCKO MOTEKO.
/From animals kept in the third country or region thereof referrd to in point (b) free of foot and mouth disease and, in the case of wool and
hair from sheep and goats,of sheep pox and goat pox in accordance with the basic general criteria listed in Annex Il to Directive
2004/68/EC or the equivalent Annex IX of the Book of Rules on the method and the procedure for import and transit, list of third countries
from which the import and transit are permitted, the format and the content of the veterinary-health certificate or other documentation
accompanying the consignment with live animals, aquaculture and products of animal origin, as well as the method and the procedure for
carrying out controls and checks during import and transit of consignment with live animals, aquaculture and products of animal origin.

Den II: Ceprudukaumja / Part Il: Certification

Notes/3abeneLukn

Oesaa dexnapayuja e edt 3a PUHapHU yenu u mpeba da ja npudpyxysa np do PUHAPHO UHCMEKYUCKO MeCMO Ha 2paHuYyeH
npemus u mpeba 0a 6ude u3dadeHa HajManKy Ha MaKkeGOHCKU U aH2NUCKU jasuk.

This declaration is only for veterinary purposes and has to Jo the ig until it hes the border Inspection post and must be issued at least on

Macedonian and English.

Jen 1:

fPart|:

More .11 n1.12: Bpoj Ha oaobpeHue: perucTapckroT 6poj Ha 0BjeKTOT,Koj € N3AaAeH O HaANEXHNOT opraH.

/ Box reference .11 & 1.12 /Approval number: the registration number of the establishment or plant, which has been issued by the competent authority.

More .19: YnotpeGere ro cooaserHoT XC koA of CeeTcka LiapuHcka OpraHuzauuja of cnegHute nornasja: 5101 unm 5102

/Box reference 1.19: /Use the appropriate Harmonised System (HS) code of the World Customs Organisation of the following headings: 5101 or
5102

Mone 1.20: KonwnuuHa: HaBegeTe ja BKynHara SpyTo U HETO TeXMUHa BO KX

/Box reference 1.20: /Quantity: Indicate the total gross and net weight in kg

More 1.28: Bua Ha cToka: BONHa U BnakHa

/Box reference 1.28: /Nature of commodity: Indicate wool and hair

Hen 2:

fPart II:

(1 MpeLukpTaj ro HenoTpedHoTo

/() Delete as appropriate.

(2
(

) Motnucot mopa Aa 6uae Bo 60ja pasnuyHa of oHaa Ha Ucne4aTeHNoT JOKYMEHT /(2) The signature must be in color different to that of the printing.

YBO3HNKOT
/ The importer

Name (in capital letters) Aspeca
Mwe (co nevatHu Byksu): / Address:
Jarta MoTtrnuc
/Date: /Signature:
www.slvesnik.com.mk contact@slvesnik.com.mk

W3pasay: JMN CNY>XBEH BECHUK HA PEMYBJ/IMKA MAKEOOHWJIA, u.0.-Ckonje

6yn. ,,MaptnsaHckn ogpean” 6p. 29. MowrteHckn ax 51. ISSN 0354-1622
[npekTop 1 0AroBopeH ypeaHnK — M-p ToHU TpajaHoB.

TenedhoH: +389-2-55 12 400.

Tenecpakc: +389-2-55 12 401.

MpeTtnnatara 3a 2013 roguHa nsHecysa 10.100,00 geHapw.

,,Cny>xbeH BecHuK Ha Penybnivka MakegoHuja“ nsnerysa no notpeba.

Pok 3a peknamauun: 15 geHa.

YKnpo-cmetka: 300000000188798. 2013025

[enoHeHT Ha KomepuwmjanHa 6aHka, Al - Ckonje.
Meuart: FPA®VYKM LIEHTAP AOOE/, Ckonje.

ULV GOV V1 SO0 VIS IVIC T TG G TP VIOV S AV L ¥ Unr L FE 1 IVDS WY DO 1 VIR VIDU G 1 20 T LT L \ L/ V. DL UV TV


http://www.slvesnik.com.mk/
mailto:contact@slvesnik.com.mk

Crp. 140 - Bp. 25 W 19 dhepyapu 2013
Ha Peny6nnka Makeponuja



