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O6aBelwuTere 0 HAYMHY AoCcTaBs/barba Active Substance Master File (Drug Master File)
AreHumju 3a nekose U MeaMLIMHCKa cpeacTBa Cpbuje

OBUM JOKYMEHTOM ce AeduHuwe nocTynakwe ca DMF aoKyMeHTaumjoM, y MOCTYNKy M3aaBarba [03BOJE 3a JIEKOBE 3a XyMaHy
N BeTepuHapcKy ynoTpeby, kao wTo je aedpuHucaHo EMA cmepHuuom EMEA/CVMP/134/02 rev 1, CPMP/QWP/227/02
rev 1 — Guideline on Active Substance Master File procedure.

AreHumja 3a nekoBe U MeauuMHCKa cpeactBa Cpbuje npuxeaTta Active Substance Master File (ASMF) camo y3 nponpaTHo
MpuctynHo nucmo — Letter of access, uvja je dopma pedwuHucaHa HaBegeHoM EMA cmepHuuoMm. [Mpoussohau akueHe
cynctaHue (DMF holder) tpeba paa y obnuky MNpuctynHor nucma, Annex 2 EMA cmepHuue, opobpu AreHumju 3a nekose K
MeaMuMHcKka cpeactBa Cpbuje npuctyn nogaumma y DMF-u, kOju ce ogHOCE Ha KOHKpPETaH 3axTeB 3a CTaB/bake Yy
npomeT/06HOBY A03BOE 3a NEKOBE 3a XyMaHy Wnu BETEPUHAPCKY ynoTpeby.

Takohe, npousBohay akT1BHe cyncraHue Tpebano 6u aa nogHece AreHunjy 3a NeKoBe U MeauumHcKa cpeactea Cpbuje:

- DMF 3ajeaHo ca nponpaTHUM nucMoM — Cover letter (Annex 3 of EMEA/CVMP/134/02 rev 1, CPMP/QWP/227/02 rev
1 — Guideline on Active Substance Master File procedure)
- MPUCTYMHO NMCMO, KOje A0 TaAa Huje NOAHOLLEHO 3a pa3MaTpaHu NPou3Boa.

MoaHowewe peneBaHTHe onymel-rral.mje AreHI.IMjM oA CTpaHe npoussobaqa AQKTUBHE CyncTtaHuUue Mopa 6utn
CUHXPOHU30BAHO KadKO 6u DMF npucrturao npu6nmm-|o Y UCTO BpeéMe KAO0 M 3aXTeB 3a CTaBJbaibe Yy MpoOMeT
HaBeAeHor npoussoaa.

LlenokynaH DMF Tpeba paa cagpxu AeTasbHe HayyHe uHdOpMauuje, Kao LITO je HasHayeHo y pasnMuuMTMM MornaebuMa
nokymeHTa Notice to Applicants for marketing Authorisation for Medicinal Products.

HayuHe uHdopmaumje y DMF-y Tpeba aa 6yay ¢pwmsnyku noperbeHe y ABa oABojeHa Aena, u To y oTBopeHu aeo (Applicants
Part - AP) n 3atBopeHun fgeo (Restricted Part - RP). OTBOpeHu aeo caapxu nHdopMaumje koje Mory 6utn AoCTyrnHe HocuoLy
[03BOJIE 3a NeK, A0K 3aTBOPEHM Ae0 caapXu UHdopMaumje koje nponssBohay akTUBHE CyncTaHLe cMaTpa NOBEP/bUBHM.

MoTpe6Ho je ncrahu pna je n orBopeHn aeo DMF-a noBep/bLMBU AOKYMEHT, KOjU ce HE MOXe AaTh Ha yBua Tpehoj
cTpaHu, 6e3 NnuCMeHor npucTtaHka npoussof)aya akTMBHE CyncTaHue.

AreHumja 3a nekoBe M MegMUMHCKA cpeacTtBa Cp6uje He Hannahyje aoAaTHY TakCy 3a NPoOLEHY AOCTaB/beHUX
DMF, jep je TO yK/by4yeHO Yy TakCy koja ce Hamsiahyje y nmocTynky npoueHe AOKyMeHTauuje y CBpXy usgaBamba
A03BOJIE 32 JIeK.

Mpou3Bohay akTUBHE CYNCTaHLE je 0AroBopaH Aa 06aBECTM HOCMOL A03BOME U AreHuMjy 3a JIEKOBE U MEAULIMHCKA CPeACTBa
Cpbuje o cBMM NpoMeHaMa y 3aTBOPEHOM W/uu OTBOpeHoM aeny DMF-a, kako 61 y cknagy ca TUM Hocunal, A03BOJSIE MOrao
[a axypupa CBe npeaMeTHe A03BOJE 3a NEK.

MpousBohaun akTuBHe cyncTaHue Tpebano 6u ga axypwvpajy cagpxaj csojux DMF-oBa y cknagy ca akTyeSIHMM MpoLecoM
cuHTe3e/npou3Boatbe. MeToge KOHTposie KBanuTeTa Tpebano 6u aa npate Baxehe perynatopHe M Hay4yHe 3axTeBe.
Mpou3Bohaun akTMBHE CyncTaHue He CMejy Aa Mewbajy cagpxaj cBojux OM®-oBa 6e3 nperxogHor uHdopMucarba CBaKor
HOCMoLa [03BOJIE 3a AaTh ek U AreHuuje 3a nekoBe u MeauumHcka cpeactea Cpbuje. CBaka npomeHa y cagpxajy DMF-a
Tpeba npe uMnneMeHTauMje Aa ce npujaBu CBUM HOCMOLIMMA A03BOJE, Y CBPXY MOKPeTarba MOCTyrnKa afekBaTHE M3MEHe U
JonyHe.

Y cnyyajy obHoBa A03BOME 3a /IEK HAaKOH UCTeka nepuoda o4 neT roguHa, Hocunay Ao3sone Tpeba ga AocTasu M3jasy Aa je
KBanuUTeT Npou3BOAa, Y CMUCITY METOAA KOje Ce OAHOCE Ha NOCTynaK Npou3BOAHE U KOHTPOE, PeAOBHO aXypupaH npujaBoM
Bapujaumja, Kako 61 ce nonpaTMo TEXHUYKM M HAYYHW Hanpeaak, Kao U Aa je Npou3Bog ycarnaweH ca saxehum CPMP/CVMP
CcMepHuuama 3a keanuteT. MNoTpebHo je, Takohe, Aa Hocvnay A03BONE M3jaBu Aa HWje JOWOo A0 NPOMeHa y NpoM3BOAY M3BaH
OHUX KOje cy opobpeHe o cTpaHe AreHuuje 3a IeKoBe U MeauumHcka cpeactsa Cpbuje.

Hocvoun possone 6u crora Tpebano ga nposepe ca CBOjUM Mpov3BohayMMa akTMBHUX CYNCTaHUM Aa W HaBefeHa M3jaBa
MOXe bUTK ucnyrmweHa, y 0AHOCY Ha KOHKPETHY aKTUBHY CynCTaHLUy.

Y cnyyajy 4a npoMeHa Huje caonwTeHa Hocvouy A03Bone U AreHumjy 3a nekoBe n MeanumHcka cpeactea Cpbuje, notpebHo je
6e3 ognararba NOKPEHYTU HEOMXOAHY NpoUeaypy npujase Bapujauuje.



