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AKT 0 npHMeHH n p o n n c a I V 

Be3aH0 3a AOAaxHO npo^y^eH>e Ba^eH>a cepTH^HKaxa o y c a r j i a m e n o c T H 

npoH3BO/xH>e ca CMepHHuaivia J\o6pe npoH3Bo]^aHKe n p a K c e ( G M P cepxH^HKax) 

HMajyhH y BH^y r j ioGaj iny enH/^eMHOJioniKy KpH3y H3a3BaHy 3apa3HOM 5 o j i e m h y 
COVID-19, MHHHCxapcTBO 3^paBjLa j e H3BpmHJio yBvijx y E U D R A 6a3y E U G M P 
cepxH(^HKaxa H yxspOTJio jia cy , n a ocHOBy ^OKyMCHxa EBponcKe KOMHCHJC H EBPOHCKC 
axcHUHJe 3a HCKOBC KOJH j e y n y h e n OTpeKxopHMa axeH^Hja 3a JICKOBC ( H M A ) , UOJX Ha3HB0M 
Notice to stakeholders, Questions and answers on regulatory expectations for medicinal 
products for human use during the COVID-19 pandemic ojx 1 . j y j i a 2020. XOAHHC, Kao H na 
ocHOBy HCXOHMCHHX AOKyMCHaxa oj\. cenxeM6pa 2 0 2 1 . XOOTHC, Rev. 4 o;̂  j y j i a 2 0 2 1 . 
FOOTHC H ^OKyMCHxa o;^ 1 1 . aBpycxa 2022. FOOTHC. Rev. 5 o^ j y n a 2022. roOTHe, H3;5axe 
HpenopyKc AP^KaBaMa HjiaHHuaMa E Y , Ô Î HOCHO H>HXOBHM axenunjaMa 3a JICKOBC Aa ce 
BanHAHocx G M P cepxH4)HKaxa MO)Ke npo^y^KHXH najnpe ^o Kpaja 2 0 2 1 . FOOTHC, OOTOCHO ;̂ O 
Kpaja 2022. TOAHHC, a HOXOM H JXO Kpaja 2023. FOAHHC, 6e3 cnpoBo5eH>a Hcnocpe^Hox 
HHCHCKHiHJCKOF HaA30pa, C XHM M he CC HHCHCKI^HJe Ha MCCXy npOH3BOAH>e HOHOBO 
ycnocxaBHXH naKOH cxa6HJiH3ai;HJe cnHAeMHOJioniKC CHxyai^HJe. H a ocHOBy HaBe^CHHX 
AOKyMcnaxa M n n n c x a p 3ApaBji>a j e ^OHCO o^JiyKy o npHXBaxaH>y HaBe;:ieHHx npenopyKa 
EBponcKe KOMHCHJC H EBPOHCKC areHH,HJe 3a JICKOBC Be3aH0 3a npo;^y^eH>e BajiH^HOCxn H 
HauHOHajiHHx G M P cepxH4)HKaxa, 3a MCCXO HpoH3BOAH>e aKXHBHC cyncxaHii,e H/HJIH XOXOBOX 
jicKa H aKXHMa o npHMenn n p o n n c a o^ 18. HOBCMGpa 2020. FOAHHC, 16. ^ci^CMGpa 2 0 2 1 . 
roAHHC H 18. HOBCMGpa 2022. FOAHHC, npnxBaxno HaBCACHC npenopyKC EBPOHCKC KOMHCHJC H 
EBPOHCKC arcHunjc 3a JICKOBC, O^HOCHO Hpo^y^KHO BajiH^HOCx H Ha^HOHaJIHO^ G M P 
cepxH^HKaxa, 3a MCCXO HpoH3BOAH>e aKXHBHc cyncxaHue H/HJIH FOXOBOF JicKa 3aKjByHH0 ca 
KpajCM 2023. FOAHHC. _ 

H a ocHOBy yBH^a y ^OKyMCHX A C A A c a d e m y HOA Ha3HBOM EU and MHRA extend 
GMP and GDP Certificates oj\. AeLi,eM6pa 2023. FO^HHC, yxBp^eno j e ^a j e naKOH o/yaBC 
naHj^CMHJe COVID-19 j o m yBCK npeocxao 3HaHajaH 6poj OZIJIO^KCHHX HHCHCKÎ HJCKHX HaA3opa 
Koje je Hconxo^HO H3BpmHXH y mxo KpahcM poKy. Y XOM CMHCJiy, pa^na xpyna GMP/GDP 
HHCHCKxopa OOTyHHJia je ji'd n p o ^ y ^ n B a ^ e i t c GMP/GDP cepxHc^HKaxa jxo Kpaja 2024. 
FOOTHC, OOTOCHO ;̂ O OKOHHaH>a cjiCAchc HHCHCKÎ HJC Mecxa npoH3BOAH>e aKXHBHC cyncxanue 
H/HJIH XOXOBOX jiCKa. H p n XOMC, na/^jioKHH opxaHH cy OBjiamhcHH jxdi na ocHOBy npoi^CHC 
pH3HKa cnpoBC^y HCHOCPCAHH HaA3op Mccxa npoH3BOAH>H, Kao H „Aaji>HHCKH"- on line, 
HHCHCKUHJCKH HaA3op H ̂ a y Be3H ca XHM H3Aajy, OAHOCHO yKHHy GMP/GDP cepxH(J)HKax. 

HMajyhH y BH^y npexxo^HO H3Ji05KeH0, HncncKUHJa 3a JICKOBC H MC^HUHCHKa 
cpcACXBa, HCHxoaKXHBHc KOHxpojiHcaHC cyHCxaHij,e H npcKypcope M n n n c x a p c x B a 3ApaBJLa j e 
yxBpAHjia Aa j e H y PenyGjiHUH CpGnJH y 2024. TOAHHH ocxao 3HaHajaH 6 p o j 0AJi05KeHHX 
HHCHCKi^HJcKHx HaA3opa, Kao H ^a j c y HHxepecy jaBHOx 3ApaBji>a HCOHXOAHO o6e36ezi.HXH 
KOHXHHynpaHo CHa6AeBaH>e x p ^ n m x a Peny5jiHKe OpGnje KBajiHxexHHM, 6e36eAHHM H 
e(^HKacHHM jicKOBHMa. Y XOM CMHCJiy, MHHHCxap 3ApaBjba CMaxpa m ce M o r y npnxBaxnxH 



HaBCAeHe npenopyKe A C A Academy no A nasHBOM EU and MHRA extend GMP and GDP 
Certificates OA 13. Aeî CMGpa 2023. TOAHHC, OAHOCHO Aa je HConxoAHO npoAy^HXH BajiHAHOcx 
H HauHOHajiHOF GMP cepxH(J)HKaxa, 3a MCCXO npoH3BOAH>e aKXHBHC cyncxani^e H/HJIH XOXOBOX 
jicKa AO Kpaja 2024. XOAHHC, OAHOCHO AO oKonnaita nocxynKa H3AaBaH>a HOBOF GMP 
cepxH4)HKaxa, 5e3 o6aBe3e HOCHOu,a A03B0Jie Aa xo HOCCGHO 3axxeBa, ajin caMO y cjiynajy KaAa 
HCMa npoMCHC o6HMa Beh H3AaxoF GMP cepxH^HKaxa, Kao mxo cy HOBH npocxop, onpcMa HJIH 
HOBH JICKOBH, OAHOCHO HOBH INN HJIH HOBH (^apMai^eyxcKH O6JIHK KOJH HHJC o6yxBaheH GMP 
ccpxHi^HKaxoM. ripH XOMC, HpoH3Bo5aHH jiCKOBa cy Ay^KHH Aa HpoH3BOAH>y o6aBjBajy y CKJiaAy 
ca CMcpHHuaMa ^o6pc npoH3Bo5aHKC npaKce, Kao H Aa naAJiOKHy HHcncKii^HJy MnnncxapcxBa 
3ApaBJLa 6e3 OAJiaFaH>a oGaBccxc o cBaKOM HHF̂ HACHxy H cyMH>H y KBaiiHxcx JicKa. 

ripoAy^Kcifcc Ba^eita HauiHOHajiHHx GMP ccpxH(^HKaxa OMOxyhnhe Aa ce nocxyniiiH 
KOJe AFeH^Hja 3a JICKOBC H MeAHUHHCKa cpcACXBa CpGnje BOAH HO 3axxeBHMa 3a o6HOBy 
A03B0Jie 3a JICK AOMahnx npoH3Bo5aHa OABHJajy 6e3 3aycxaBJLaifca (stop-clock) 35OF xoxa mxo 
je HcxcKjia Ba^KHocx HauHonajiHox GMP cepxH(^HKaxa. Y XOM CMHCJiy, naAJiOKHa HHcncKunja 
MHHHCxapcxBa 3ApaBji>a Ay^KHa je Aa AFCHI^HJH 3a JICKOBC H MCAHiî HHCKa cpcACXBa CpGnjc 
AOcxaBH CHHcaK CBHX GMP cepxH(^HKaxa nnja ce BajiHAHOcx npoAy^aBa AO Kpaja 2024. 
FOAHHC, Kao H Aa y Gnno Koje BpcMC y HaBCACHOM nepnoAy 3a KOJH ce npoAy^KaBa BajiHAHOcx 
GMP cepxH^HKaxa, cnpoBCAC HHc^eK^HjcKH HaA3op, H3BpmH yBHA y AOKyMCHxauHJy H 
npeAy3Me 3aK0H0M nponHcanc Mcpe, yKOJiHKo npoucHH Aa je xo noxpcGno. Cxoxa je cacxaBHH 
Aeo OBor AKxa o npHMCHH nponnca CnncaK npoH3Bo5aHa ncKOBa y PenyGjinî n CpGnJH KOJH 
je oGjaBJLCH na cajxy MnnncxapcxBa 3ApaBJta - JICKOBH H MCAniĵ nHCKa cpcACXBa n nnan GMP 
HHcneK^HjcKOF HaA3opa 3a 2024. xoAnny, KaAa he ce OKonnaxn CBH OAJIO^CHH GMP 
HHcncKunjcKH naA3opn. 

y BeoxpaAy, Aana 2. 4)e6pyapa 2024. FOAHHC 


