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- [lpepoctaBdaHe Ha HOBU
6e3o0nacHU U ePeKTUBHMU
JleKkapcTBa Ha NauueHTuTe B
EBponenckus cbios



EBPOMENCKA PEIFYJ/IATOPHA
CUNCTEMA 3A JIEKAPCTBATA

NpenocraBsiHe Ha HOBU 6e30NacHU U ePeKTUBHMU
NeKkapcTBa Ha nauymeHTuTe B EBponeiickusa cbio3

Ta3n 6bpowypa cbabpxa MHPOPMaLUMS 3a TOBa Kak
dyHKUMOHMPpa EBponenckaTa perynatopHa cucrtema 3a

nekapcTBaTa.

B Hes ce onncBa Kak nekapcrsaTal ce ogobpsiBaT u HabnoaasaT B EBponeiickua cbio3 (EC) n
Kak dyHKuUMOHMpa EBponelickaTta Mpexa 3a perysjimpaHe Ha nekapcrBaTa — CTPYKTypa Ha
napTHLOPCTBO MeXxay EBponenckaTta KOMUCKUSA, perynaTopHUTe opraHu no nekapcreaTta B
AbpXXaBuTte-uneHkn Ha EC, n Ha EBponNeinckoTo MKOHOMMYECKO npocTpaHcTeo (EUM), n
EBponerickaTa areHuus no nekapcrsata (EMA) — 3a pa ce rapaHtupa, 4ye naumneHtute B EC
MMaT AOCTbN A0 BUCOKOKaydecTBeHU, epeKTUBHMN 1 6e3onacHM nekapcrea.

PErYJIATOPHATA CUCTEMA HA
EC 3A JIEKAPCTBATA

EBponeiickaTta perynaTopHa cuctema 3a

neKapctBa npeactaBsidaBa MpeXa, BKJilouBalla

okono 50 perynatopHu opraHa ot 30-Te
Abpxasu oT EUM (27-Te gbpXXaBU-UsIeHKN Ha
EC, nntoc NcnaHausa, JInxTeHwanH wm
Hopserus), EBponerickata komMmucusa n EMA.
Tas3u Mpexa npasu perysatopHaTa cucrema
Ha EC egmnHcTBEHa no poaa cu.

MpexaTa ce nognomara oT rpyna cbAbpxalia
Hap 4000 ekcnepTa oT usna EBpona, KoeTto n
no3BosisiBa Aa ce caobue ¢ Bb3MOXHO Hali-
nobpus Hay4yeH ekcnepTeH onNuT 1 Aa
npenocTaBs Hay4YHWM KOHCYTauum C Hal-
BMCOKO Ka4yecTBo.

MHoroobpasuneTo oT eKcnepTy,
@Hra>knpaHu B perysiMpaHeTo Ha
nekapcteaTa B EC, HacbpyaBa
obMsHaTa Ha 3HaHMA, uaeun, onut
OT MbpBa pbka W Han-[06pwn
NPakTUKKM Mexay Y4YeHuTe B
ycunumsaTa UM 3a YCTaHOBSIBAHE Ha
Han-BMCOKM CTaHAAPTU 3a
perynvpaHe Ha siekapcTeaTa.

EMA v AbpXaBuUTe-YNEHKU CU CbTPYAHNYAT U
CnoAensaT eKcnepTeH OnNuT NpyM OueHKaTa Ha
HOBW fleKapCTBEHN NPOAYKTW, HabnoaeHneTo
Ha 6e30MacHOCTTa MM M peakumsaTa nNpu
M3BBbHPEAHW CMTyaumm B obnactra Ha
obuwecTBeHOTO 34paBeona3BaHe. Te CbLo
Taka pas3uyuTaTt elHM Ha Apyru 3a obMeH Ha
MHpOpMaLMs OTHOCHO perysnpaHeTo Ha
nekapcTsaTa, Hanpumep 3a cbobuwaBaHe Ha
HeXenaHu peakuum KbM fiekapcTeBa, Haa3op
Ha KJVHWYHW U3NUTBAHUSA, NPOBEXAAHE Ha
WHCMEeKUMN BbpPXY MPOMU3BOAUTENN Ha
nekapcTBa, npuabp)xxaHe KbM gobpaTta
KNMHUYHa npaktnka (GCP), pobpaTta
npousBoacTBeHa npaktuka (GMP), nobpaTa
anctpmnbyTtopcka npaktnka (GDP) n pobpaTta
npakTvka 3a dapmakonornyHa 6anTenHocT
(GVP).

! PerynvMpaHeTo Ha MeauuMHCKUTE mu3genuns He rnornaga B obxBaTa Ha EBponelickata perynaTopHa cucteMa 3a
nekapcrearta. 3a uHdopMaums OTHOCHO ponsata Ha EMA B perynupaHeTo Ha MeAUUMHCKUTE U3AeNns BX.
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices.



https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices

ToBa aaBa Aobpwu pe3yntati, Tbi KaTo
3aKkoHoaaTencrteoTo B EC nsnckBa oT BcAkKa
AbpXaBa-4J1eHKa Aa Cna3Ba €4HN U CblMn
npasuina M NANCKBaHMA MO OTHOLWLEHNE Ha
onob6psiBaHeTO M HabnoAEHNETO Ha
nekapcrBaTa.

UT cuctemMuTte, KOUTO CBBHP3BAT BCUUKU
y4acTHULUKM B MpexaTa, ynecHsaBaT obMeHa Ha
MHdbopMaumsa B passiMyHM acnekTu, HanpuMep
npu HabnwaeHMeTo Ha nekapcTBeHaTa
6e3onacHocT, ogobpsiBaHETO U Haa30pa Ha
KAUHUYHWN U3NMUTBAHUSA WU NMPpUABbPXKAHETO
KbM A06pUTE MPOM3BOACTBEHU U
AUCTPUBYTOPCKU MpakTUKW.

Upe3 TACHO CbTPYAHMYECTBO
ObpXXaBUTE-UYSIEHKMN HaMansaBaT
aybnupaHeTo, cnogensat obemMa Ha
paboTata n ocurypsiBat euKacHo u
eeKTUBHO perynmpaHe Ha
nekapcrteaTa B EC.

PA3SPELUEHUA 3A YINIOTPEBA

3a pga 6bae 3awmTeHo 0bLecTBEHOTO 34paBe
M na ce OCUTypsaT BUCOKOKAUYECTBEHH,
6e3onacHu n eheKkTMBHM fiekapcTBa 3a
€BpOonencKnTe rpaxpaHu, BCUYKN NeKapcTBa
Tpsbea ga 6vaat ogobpenn npean ga 6vaaTt
nycHaTt Ha nasapa B EC. EBponerickaTa
cucTtema npegsara pasfsiMiyHuM HauduHu 3a

onobpsasaHe.

LleHTpanusupaHata npoueaypa
no3BOJIsBa NeKapCcTBOTO Aa 6bae NycHATo Ha
rnasapa Bb3 OCHOBa Ha efiHa
obuloeBponencka oLeHKa U paspeLLunTenHo 3a
ynoTtpeba, BannaHo 3a uenus EC.
dapMaueBTUYHNUTE MpMn nogasaT Ao EMA
€AVHHO 3asiBieHne 3a npuaobuBaHe Ha
paspewwuTenHo 3a ynotpeba.

KoMuTteTbT NO fieKkapCcTBEHUTE NMPOAYKTU 3a
XyMaHHa ynotpeba (CHMP) unn Komntetst
rno neKapcTBeHUTE NPOAYKTU 3a BeTepuUHapHa
ynoTtpeba (CVMP) Ha EMA n3BbpliBa Hay4Ha
OUeHKa Ha 3asiBNeHneTo 1 AaBa npenopbka
Ha EBponenckaTta KoMucmsa ganu
nekapcTBEHUAT NPOAYKT cnejBa Aa ce nycHe
Ha nasapa win He. Cnep kaTto EBponelickaTa
KOMWUCUA M3pane paspeweHune 3a ynotpeba
no ueHTpasu3upaHaTta npoueaypa, 10 €
BaJ/IMAHO BbB BCUUYKWN AbpPXaBU-YNEHKN Ha
EC. M3non3saHeTo Ha UeHTpanusnpaHaTa
npoueaypa e 3aAb/IKUTENTHO 3@ NOBEYeTo
MHOBATMBHM JieKapCTBa, BKJIIOYUTENHO U 3a
nekapcrsaTa 3a peaku 3abonsBaHus m
nekapcTsaTa 3a MoAepHa Tepanus.

He BcuukW nekapcTBa, pa3pelueHu 3a
ynoTtpeba B EC, nonagat B o6xBaTta Ha
LeHTpanusupaHaTta npoueaypa, Tbil KaTo

noBeYyeTo OT TAX Ca pa3pelleHn oT
HauMoHanHUTe KoMneTeHTHM opraHm (HKO) B
AbpXaBUTE-UJTEHKMU.

EMA paBa Bb3MOXHOCT 3a
eIMHHO 3asiBNIeHne, e AMHHa
oLeHKa 1 eanHHO
paspelleHune 3a ynotpeba B
uenusa EC.

KoraTto npaneHa dupMma xenae ga nonyuu
pa3pelnTenHo 3a ynotpeba 3a nekapcTso B
HAKOJIKO AbpXaBU-4YNeHKN, MOXe Aa
M3nos3Ba efHa OT C/efHUTe npoueaypu:

e fAeueHTpanusuvpaHarta npoueaypa, npu
KoaTO dnpmuTte mMoraT Aa nojanat
3asiB/lIeHMe 3a eJHOBPEMEHHO of06psiBaHe
Ha /lekapcTBO B NOBeYe OT e/lHa AbpXXaBa-
yneHka Ha EC, ako To Bce owe He e
0n06peHO B HMKOSA Apyra AbpxaBa Ha EC
M He nonajaa B obxBaTa Ha
LueHTpanusnpaHaTa npoueaypa;

e npoueaypaTta No B3aUMHO
npusHaBaHe, MNpu KoATo pUpMUTE, YMeTo
fleKapcTBO e 0406peHo B eAHa AbpxaBa-
yneHka Ha EC, moraT ga nogaaat
3asBfeHMe 3a Npu3HaBaHe Ha ToBa
paspelmnTesnHo 1 B Apyru abpxaeu oT EC.
To3u npouec AaBa Bb3MOXHOCT Ha
AbpXXaBUTe-UYsIEHKM Aa ce No30BaBaT Ha
B3aWMHUTE CU HAYYHM OLIEHKMW.

Pa3nnyHM HauMHN Ha oaobpsiBaHe
— eAnHEH Habop oT obLu
npasuna.


https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines

MpaBunaTa U U3MCKBaHUsATa, NPUIOXNMU 33
dbapmaueBTMUHMTE NpoaykTn B EC, ca
enHaKBW, HE3aBMCMMO OT HauMHa Ha
onobpsiBaHe Ha AafeHO NeKapCTBO.

Mpo3payHOCTTa OTHOCHO (YHKLMOHMPAHETO
Ha cMcTeMaTa M HAaUMHBT, MO KOMTO ce B3MMaT
pelLleHns, e BaXHa XxapakTepucTnka Ha
perynaTopHaTta cucteMa 3a fiekapcTeaTta Ha
EC.

3a BCAKO NeKapcCTBO 3a XyMaHHa uaun
BeTepuHapHa ynoTtpeba, He3aBUCUMO Janu e
nosy4yunso paspelleHme unm oTkas 3a
ynotpeba cnea oueHka ot EMA, ce
nyb6avkyBa EBponencku goknag 3a
obuwecTtBeHa oueHka (EPAR). 3a nekapcteaTa,
opobpeHun OoT oTAeNnHa AbpXxaBa-4yjeHKa, ce
ny6nvnkyBaT oTaenHu JJoknaau 3a
obuectBeHa oueHka. Bcuuku EBponeiicku
Aoknaav 3a obwectseHa oueHKka ce
npesexpaart Ha 24-Te oduumanHn e3mka Ha
EC.

EMA ny6nnkyBa M KAMHUYHN AAHHMU,
npenoctaBeHn oT papMaueBTUYHUTE HUPMU B
noakpena Ha peryaaTopHUTe UM 3asBJIEHUS
3a nekapcTBa 3a XyMaHHa ynoTtpeba cbvrnacHo
LleHTpanu3npaHaTa npoueaypa.
MpoakTMBHOTO Ny6AMKYyBaHeE Ha KJANHUYHU
JaHHW Ha yebcanTta 3a KJUMHUYHU AAaHHWU Ha
EMA paBa Bb3MOXHOCT 3a U3rpaxjaHe Ha
06LecTBEHOTO AOBEPME B HAay4YHUTE npoLecu
M B3MMaHeTO Ha pelweHns Ha EMA,
n36sareaHeTo Ha Ay6mMpaHeTo Ha KJAMHUYHU
M3NUTBaHMS, KakTo U AaBa Bb3MOXHOCT Ha
akageMunyHuTe cpeau u uscneposaTennTe 3a
MOBTOPHA OLEHKA Ha KJIMHUYHU AaHHMU.

LEHOOBPA3YBAHE U
Bb3CTAHOBABAHE HA
PA3XOAUTE

Cnep vsgasaHe Ha pa3pelleHune 3a ynoTpeba,
peleHnsiTa OTHOCHO LieHaTa 1
Bb3CTaHOBSIBAHETO Ha pa3xoauTe ce B3emaT
Ha paBHULLETO Ha BCSIKa AbpXXaBa-useHKa C
ornej Ha noteHunanHata pons u ynoTtpeba
Ha /IeKapCTBOTO B KOHTEKCTA Ha
HauMoHanHaTa 34paBHa cucTteMa Ha
cboTBETHaTa AbpXKaBa.

POJISAITA HA EBPOMNENCKATA
KOMUNCHUA

EBponenckaTta KOMUCUA UIrpae BaXkHa pons B
perynupaHeTo Ha nekapcrteaTta B EC. Bb3
OCHOBa Ha Hay4YHUTE OLEHKWN, N3BBbPLUEHU OT
EMA, Ta nspasa, oTkasBa, U3MeHs WK crnmpa
paspewunTenHuTe 3a ynotpeba Ha nekapcrtea,
OLEeHeHn No ueHTpanusmMpaHaTta npoueaypa.
Ta MoXxe Cblo Aa NpeanpuveMe AeliCcTBue,

BanuaHo 3a uenusa EC, npu yctaHoBsABaHe Ha
npob6nem c 6e3onacHOCTTa Ha NPOAYKT,
on06peH No HauMoHanHa npoueaypa, KakTo u
KoraTto KOMUTETBT MO OLEHKAa Ha pucKa B
obnactra Ha papmakonormyHaTa 6anTenHocT
Ha EMA (PRAC) npeueHu, 4e ca Heob6xoanmm
XapMOHW3MpPaHM perynaTtopHn Mepku BbB
BCUYKM AbPXKaBU-YEHKN.

OcBeH ToBa EBponelickata KOMUCUSI MOXe Aa
npeanpueme feicTBue OTHOCHO APYTU
acnekTu OT perynvMpaHeTo Ha fiekapcreaTa:

e npaBo Ha MHUUMaTmBa — EBponelickaTa
KOMMUCUSI MOXKe Aa NpeasioxXun npueMaHe Ha
HOBO 3aKOHOAATENCTBO UAN U3MEHEHWNE Ha
CblUECTBYBALLOTO 3aKOHOAATENICTBO 33
apMaLeBTUUYHNS CEKTOP;

e M3NbJ/IHEHUE — MOXEe Aa NpUeMe Mepku
3a M3MNbJIHEHME, KAKTO M Aa cfeam 3a
NpaBuWIHOTO NpuUaraHe Ha eBponenckuTe
3aKOHU 3a JIeKapCTBEHUTE MPOAYKTHU;

e rnob6aneH o6xBar — ocurypsBea
noAxXoAsWO CbTPYAHUYECTBO CbC
CbOTBETHU MEXAYHApOAHM NapTHbOPU U
nonynsipusmMpa peryfatopHaTta cucteMa Ha
EC B cBeToBeH Mawab.

POJIATA HA EMA

EMA oTroBaps 3a HayyHaTa oueHKa,
npeavMHO Ha UMHOBATUBHU U
BMCOKOTEXHO/IOMMYHN NeKkapcTea,
pa3paboTeHn oT hapMaueBTUYHN DUPMUK 3a
ynoTtpeba B EC. EMA e cb3paneHa npes
1995 r. ¢ uen ocurypsiBaHe Ha Bb3MOXHO
Hal-g4o6poTO M3MNON3BAHE HA HAay4YHUTE
pecypcy B EBpona npu oueHkaTa, Haa3opa u
dapmakonornyHaTta 64UTENHOCT Ha
nekapcrBaTa.

B peliHocTtTa Ha EMA yuyacTtBaT cneunanucTy,
KOWTO Ca Y/IEHOBE Ha HEMHUTE Hayu4HMU
KoMUTETN, paboTHU rpynun, Hay4dHO-
KOHCYNTaTUBHU FPYyNu U ApPYrn cneunanHu
KOHCYNTAaTUBHM FPYNN UM Ca YEHOBE Ha
HaUuMOHA/IHN eKUNK 3a OLUEeHKa Ha NekKapcTBa.

Ekcneptute ce usbupaT Bb3 OCHOBA Ha
Hay4YHUS UM eKCrnepTeH OnuT U/Man onuta UM
C KOHKpeTHO 3abonsiBaHe M MHOMo OT TAX ce
npenoctaBaT Ha EMA OT HauMoHanHuTe
KOMMNeTeHTHN opraHun (HKO) B abpxasuTe-
YSTIEHKMN.


https://www.ema.europa.eu/en/medicines/what-we-publish-when/european-public-assessment-reports-background-context
https://clinicaldata.ema.europa.eu/web/cdp/home

Ekcneptute Ha EMA He moraT ga uMmart
(pMHaAHCOBU MNN ApYrn MHTepecu B ceKTopa
Ha dapMauUeBTUYHUTE NMPOAYKTU U
MeAULUMHCKUTE u3aenms, Konto 6muxa mornm
Aa NOBNUAAT Bbpxy 6e3npucTpacTHOCTTa UM.

MoanucaHuTe OT TAX AeKapauun 3a
MHTEpecKn ca Ny6sNYHO AOCTbIHU.

HAYYHUN KOMUTETUN HA EMA

lMoHacTosaweMm EMA nMa ceneM HayyYHM KOMUTETa, KOUTO M3BBLPLUBAT Hay4YHU
OLEHKMU:

e KOMUTET N0 NIeKapCTBEHUTE MNPOAYKTU 3@ XyMaHHa ynotpeba (CHMP)

e KOMUTET 3a OLIEHKA Ha pucka B obnactra Ha dapMakoaormyHata 6AnTeNnHOCT
(PRAC)

e KoMUTET MO JIeKapCTBEHUTE MPOAYKTU 3a BeTepuHapHa ynotpeba (CVMP)
e KOMUTET MO SieKapcTBeHUTE NpoaykTn cnpaum (COMP)

e KOMUTET N0 pacTuTenHuTe nekapctBeHn npoayktn (HMPC)

e KomuteT 3a MogepHu Tepanun (CAT)

e [leanaTtpuyeH komuteT (PDCO)

HALUWOHAJIHN KOMNETEHTHUW OPrAHM

HaunoHanHuTe KOMNeTeHTHM opranm (HKO), oTroBapsim 3a peryimpaHeTo Ha
JlekapcTBaTa 3a XyMaHHa 1 BETepMHapHa ynoTpeba B AbpxXaBuTte-yaeHkn Ha EC,
KoOpauHupaT paboTaTta cn BbB OpyM, HapeyeH PbkoBoagUTENnM Ha areHyuuTe
no nekapcreara (HMA).

HMA pabotn B TACHO CbTpyaHM4ecTBO ¢ EMA 1 EBponerickaTta KOMUCUS C LieN
NOCTUraHe Ha MaKCUMaAHO CbTPYAHUYECTBO M rapaHTMpaHe Ha ePeKTUBHOTO
dyHKUMOHUpaHe Ha eBpomnelckaTa perynaTtopHa Mpexa 3a nekapcrsata. HMA
npoBexaa 3acefaHns YeTupu MbTU roAULIHO, B KOUTO CE pas3rfexaaT K/4YoBU
CTpaTernyecku BbNpocu, Kato HanpmMep obMeHa Ha MHpOopMaLuus, pa3BUTMETO Ha
UT n cnoaensiHEToO Ha Han-A06pyK NpakTUKW. B Te3n 3acenaHusa ce pasrnexaa u
pauMoHanM3MpaHeTo Ha npoueaypuTe 3a B3aMMHO MpuU3HaBaHe U
AeleHTpanusnpaHmTe npouenypu.



noArotToBkKA 3A U3BbHPEAHU
CUTYALUMN, CBBP3AHUN C
OBLWECTBEHOTO 3A4PABE, N
YNPABJIEHUETO UM

EMA urpae knto4oBa poss B NOArotoskarta u
rno BpeMe Ha cbbuTnA € ronam mawab un
M3BbHpPeaAHn cuTyaumm B obsacTra Ha
obuecTtBeHOTO 3ApaBe, KaTo Hanpumep
cuTyaumm Ha naHAeMus, B CbOoTBeTCTBME C
PernameHt (EC) 2022/123 OTHOCHO
3acuneHaTa pons Ha EMA B roToBHOCTTa 3a
AENCTBUS NPU KPU3KU U YNPaBJIEHNETO Ha
KpU3K.

PaboTHaTa rpyna 3a WM3BbHPEAHW CUTyauLWUu

(ETF) Ha EMA e KOHCynTaTMBEH W MOMOLLEH
opraH n e B OCHOBaTa Ha rOTOBHOCTTa Ha EMA
3a peakuus nNpu KpusM W pearnpaHe npu

M3BBbHPEAHU CUTYaUUn.

ETF npepoctaBsa cbBeTM Ha pa3paboTtymunte
Ha BaKCUHW 1 TepaneBTUYHU CpeaCcTBa, KOUTO
6uxa mornu ga ce cnpassaT C U3BbHpeaHa
cutyaumsa B obnactra Ha obuwecTtBeHOTO
34paBe UM KOUTO Ca HAaCOYEHU cpeLly
naTtoreHu c noTeHuuan ga npeansBukaTr
M3BbHPEAHM cuTyauum B obnactra Ha
obuecTBeHOTO 34paBe, M Npeafara HayyHa
noakpena 3a yJ/ieCHsiBaHe Ha KJIMHUYHUTE
m3nutBaHms B EC 3a Hali-obewaBawmTte
nekapcrtea. To3u opraH nsgasa CbLo U
Hay4HW Npenopbku Ha KomuTteTa no
neKapcTBeHUTe NPoAYKTM 3a XYMaHHa
ynoTtpeba (CHMP) Ha EMA OTHOCHO
ynoTpebaTta Ha NlekapCcTBeHM NpoAYKTU Npeaun
TAXHOTO oaobpeHune, KaTo Hanpumep
nporpaMmu 3a nanvaTMeHa rpmxa mam
HauMOHaNHW pa3pelweHuns 3a ynotpeba npu
M3BBHPEAHM CUTyaLuu, 1 NPOBEXAA Hay4HMU
npernean Ha AaHHW 3a NeKapCTBEHU

NpoAyKTW, KOUTO MOraT Aa ce M3Mnon3BaT 3a
cnpaBsiHe C U3BbHpeaHa CUTyauus B
obnactra Ha obwecTBeHOTO 34paBe.

M3nbaHuUTeNIHAaTa pbKOBOAHA rpyna Ha EMA
no BbNPOCUTE Ha HeaocTura u 6e30nacHoCTTa

Ha siekapcTBeHuTe npoaykt (MSSG)
noacurypsiea afekBaTHa peakums npu
npob6siemMun, KOUTO OKasBaT Bb3AENCTBUE
BbpPXYy KayectBoTo, 6€30nacHocCTTa,
edurKacHOCTTa 1 AOCTaBKUTE Ha JleKkapcTBa
no BpeMe Ha CcbbuTUS C ronsam mMawab um
M3BBHPEAHU CUTyaumm B obnactra Ha
obLiecTeeHoTo 3apase’.

PbkoBogHaTa rpyna 3a HefoCTMra Ha
nekapcTtea Habnwgasa npeasiaraHeTo U
TbPCEHETO Ha JieKkapcTBa OT KPUTUYHO
3HayeHune, 3a Aa yCTaHOBU BCEKU
noTeHUManNeH Unn peaneH HeJOCTUT Ha TE3U
nekapcTBa, U NpeaocTaBs NpPernopbKu u
KOOpAMHMpa AENCTBUSA Ha paBHMWeTO Ha EC,
Haco4YyeHu KbM NMpenoTBpaTaBaHe Ha
HeJoCTMra UaM CMeK4YaBaHe Ha nocneauuunTe
oT Hero. OcBeH ToBa, KoraTo M3BbLHpeaHaTa
cuTyaums B obnactra Ha o6LeCcTBEHOTO
34paBe unm cbbuTMeTo C ronsiM Mawab mMa
BEPOSATHOCT Aa 3acerHe Ka4yecrsoTo,
6e3onacHoOCTTa UM ePmMKacHOCTTa Ha
nekapcrseHuTe npoayktM, MSSG oTtrosaps 3a
oueHKaTa Ha MHdopMauMsaTa U 3a
pasrnexaaHeTo Ha HeobxoaMMocCTTa OT
CrMewH N KOOPAUHMPAHM Ha PaBHULLETO Ha
EC penctsus.

MSSG ce nognomara oT PaboTHaTa rpyna 3a
€MHHM 3BEHa 3@ KOHTAKT Mo BbMPOCUTE Ha
HepocTuMra Ha nekapcrtea (SPOC), cbcTosAWwa
ce OT NpeAcTaBUTENM Ha HaUMOHaNHUTE
KOMMETEHTHN OpraHu 3a JiekapCcTBeHUTe
npoayKTN, KOUTO OTroBapsT 3a obMsAHaTa Ha
nHdopmaumsa ¢ EMA n mpexaTta oT
KOMMNETEHTHN OpPraHM OTHOCHO TeKYL Unu
noTeHuManeH HeJoCTur.

NMNOAKPETIA 3A
PASPABOTBAHETO HA
JNNEKAPCTBA

AreHumaTa noakpens paspaboTBaHETO Ha
perynatopHu MexaHu3aMu, KOUTo Aa NoMorHaTt
Ha obellaBalLMTeE HOBW SleKapcTea 4a
JOCTUTHAT A0 NAaUMEHTUTE BbB3MOXHO HaWi-
paHo. AreHuMaTa MOXe Cblo Aa AaJle CbBET
OTHOCHO M3MCKBaHWATa 3a NpeaocTaBsiHe Ha
NaHHW, 32 Aa ce rapaHTupa Ha/lnJumeTo Ha
Mb/AHO AOCME KbM MOMEHTa Ha nojaBaHe Ha
3asiB/IEHMETO 3a pa3pelleHue 3a ynoTpeba.

2 OT deBpyapu 2023 r. EMA oTroBaps v 3@ MOHUTOPUHra Ha CbOUTUSATA, OOKJAABAHETO HA HEAOCTMra u
KOOPAMHMPAHETO Ha peakuuuTe Ha AbpxasuTte oT EC npu HEgoCTUr Ha KpUTUYHUM MEAUUMHCKU U3AENUS U UHBUTPO
OVArHOCTUYHU MEeAULMHCKU U3LEeNus Mo BpeMe Ha M3BbHPeAHM CUTyauuu CBbp3aHu C 06LecTBeHOTO 34paBe.


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32022R0123
https://www.ema.europa.eu/en/committees/working-parties-other-groups/emergency-task-force-etf
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-safety-medicinal-products
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-safety-medicinal-products
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-safety-medicinal-products

Hacokn

B CbTpyAHMYECTBO C eKcnepTn OT CBouUTe
Hay4HU KOMUTETU U paboTHM rpynun u B
KOHCYNTauus C naumeHTn u 3apaBHuU
cneunanuctm EMA m3rotes Hay4Hu Hacoku. B
Te3M HAaCOKM ce OTpa3saBaT Hal-aKTyanHUTe
TeHAEeHUMM B obnacTra Ha pa3BUTUETO Ha
6bunomegmumHcKkaTa Hayka. Te ca Ha
pa3nosioXXeHue, 3a Aa HanpasnsasaT
nporpaMmuTe 3a pa3BUTME Ha BCUYKK
pa3paboTunum Ha nekapcrea, KOUTO XenaaTt
[a nojajaT 3asiB/ieHMe 3a pa3pelleHue 3a
ynoTtpeba B EC, n ga rapaHtupar, ye
nekapcrteaTa ce pa3paboTBaT Npu cnasBaHe
Ha npaswuiaTa U C HalN-BUCOKO Ka4yecTBo.

Pa6oTHa rpyna 3a nHoBauuure

PaboTHaTa rpyna 3a nHosaumute (ITF) e
MyATUAUCUMNIIMHAPHA rpyna, KosaTo o6xBalla
Hay4YHU, TEXHUYECKN, METOAONIOTUYHMU,
perynaTopHu U npaBHU KOMNETEHLUMN.

MHdopMaumoHHMTe cpewwm Ha ITF gaBaTt
Bb3MOXHOCT Ha pa3pabotumumTte Ha
nekapcrsa, u no-crneumasHo Ha MankuTe m
cpeaHUTe NpeanpuaTMS U NpeactaBuTenmTe
Ha aKkaJeMunyHuTe cpeau, Aa y4yacrteaT Ha
MHOI0 paHeH eTan B Auasiora no Hay4HuTe,
TEXHUYECKUTE U METOAO0/IOMMYHUTE acneKkTH,
CBbp3aHu c pa3zpaboTBaHETO HA UHOBATUBHM
nekapcrsa.

ToBa ynecHsBa HedopManHMa obMeH Ha
WMHdOpMaLMa U NPeaoCTaBSHETO Ha HAaCOKU B
npoueca Ha pa3paboTBaHETO Ha slekapcTBa,
KaKTO M AOMb/IBAHETO, YKPENBAHETO U
NnoAroTBSAHETO Ha CbLieCTBYyBalLUTe
dopManHu npoueasypu, KaTo Hanpumep
KBanMduUMpaHeTo Ha HOBM METOLOJIOMMU U
NpeaoCcTaBAHETO Ha HAaYUYHWM KOHCYNTaLMK.

Cny>6a 3a MCH

Cnyxb6ata 3a MCI1 npepoctaBs CTUMY/IN U
nogkpena 3a MUKpPO, ManKuUTE U CpeaHuTe
npeanpusaTtnsa (MCI), kouto pa3paboTBaT
nekapcTsa 3a XyMaHHa Unu BeTepuHapHa
ynoTtpeba, c Luen Hacbp4yaBaHe Ha
MHOBauunTe M pa3paboTBaHeTO Ha HOBU
nekapcTea. Ta3u nogkpena e oTBoOpeHa 3a
BCUYKW KOMMAHUM U NpeanpusaTns, Kouto
mMmaT ctaTyT Ha MCI, nageH ot EMA.

Hay4Hu KOHCcynTauum

EMA npepocTtaBs Ha pmpmute cneumduyHmn
3a NMpoAyKTa Hay4HW KOHCYATauum 3a
pa3paboTBaHeTO Ha siekapcTBa. ToBa € BaXeH
MHCTPYMEHT 3a noanoMaraHe Ha
pa3paboTBaHeTO M NpefoCTaBsAHETO Ha
BMCOKOKayecTBeHWN, epeKkTUBHM 1 6e3onacHu

nekapcTBa B nonsa Ha naumeHtnte. HKO
CbLLO MOraT Aa M3roTBAT Hay4HM CTaHOBMULIA.

PRIME

PRIME e nobpoBoniHa cxeMa, KOSTO noakpens
pa3paboTBaHETO Ha fiekapcTBa, HaCoO4YeHMU
KbM HeyAOB/IeTBOPEHN MEAULMHCKU HYXAMW.
Ta no3sBonsBa Ha paspaboTunumTe Ha
nekapcTBa Aa y4yacTtBaT B AMANOr Ha paHeH
eTan u ykpensa B3auMmoaencTemeTto ¢ EMA, 3a
Aa MoraT Te ga onTMMusMpaT niaHoBeTe Ccu
3a pa3BuTMe. ToBa nomara Ha dupMmuTe aa
CbCTaBAT NO-HAAEXAHU AaHHW N yCKOpsABa
oueHKaTa Ha Te3u siekapcTea, Taka Jye aa
MoraT Aa CTUrHaT A0 nauuMeHTUTe Mo-paHo.

YYACTUE HA NAUMEHTN U
MEANMUMNHCKWU CNEUMATINCTHU

MauneHTUTE M MEeAUUMHCKUTE CreumanmcTm
Ca 4acT OT ynpasuTesiHUA cbBeT Ha EMA n
yyacTBaT B OLEeHKaTa Ha lekapcTBaTa npes
Lenuvs UM perysaTopeH XU3HeH Uukba. Te ca
M3TOYHMK Ha OMUT OT KJIMHUYHA NpaKTMKa u
npeaocTaBsAT peasiHa NepcnekTuBa 3a XuBoTa
C KOHKpEeTHOTO 3abonsaBaHe npu
AVUCKYTMPaHETO Ha KOHKPETHO S1eKapcCTBO.

MaumeHTUTE U MEAUUMHCKUTE CNeumanncTm
Ca 4YJIeHOBE Ha Hay4yHuTe KoMuteTn Ha EMA
(CAT, COMP, PDCO, PRAC), PaboTHaTa rpyna
3a n3BbHpeaHu cutyaumm (ETF) n
PbkoBogHaTa rpyna 3a HegoCTUr Ha
nekapcrtea (MSSG) 1 y4yacTBaT KaTo OTAE/HMU

eKCMNepTM B HaYYHUTE KOHCYyNTaummn u
Hay4YHWUTE KOHCYNTaTUBHM rpynu. Te CbLULO
Taka npernexaaTt A0OKYMEHTU, npean aa
6baaT ny6nmMKyBaHu, U NpesocTaBsaT CbBETU
Nnpwv M3roTBSAHETO Ha Hay4HW HACOKMW.
HayuyHuTe KOMUTETM MOraT ga ce
KOHCYNTUpaT C NauMeHTn u MeanumHCKn
cneynanncTn no cneumduyHn BbNPOCK 3a
haneHo 3abonasaHe. Hanpumep KoMuteTsT
no 6esonacHoct Ha EMA (PRAC) Moxe aa
nposexaa ny6/anyHn n3cnyuiBaHus no BpeMe



https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines#ema%27s-innovation-task-force-(itf)-section
https://www.ema.europa.eu/en/human-regulatory/overview/support-smes#sme-office%3A-guidance-and-support-section
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
https://www.ema.europa.eu/en/about-us/how-we-work/public-hearings

Ha nperneaute Ha 6e3onacHocCTTa Ha
nekapcrtsaTa, 3a Aa cbbepe rneaHu TOUKW,
3HaHWSA N MHdOPMaLNs 3a HaUYMHa, MO KONTO
flekapcrBaTa ce M3non3eaT B KJMHUYHATA
npakTuka.

EMA cbuwo Taka pabotn B TACHO
CbTPYAHMYECTBO C €eBpOMNenckuTe
opraHusauuu, npeacrtaBnaBalm nauneHTUTe,
notpeburtenute, MeaUUMHCKUTE CrieumManmctm
M Hay4HuTe obuiecTBa, U pasnonara cbC
cneunanHu paboTHu rpynu 3a obMeH Ha
MHEHUSA C MEAULMHCKUTE Cneunannctm
(HCPWP) u c naumeHTtnTe 1 notpebutenute.
Te3un opraHu AONPUMHAcCAT 3a NO-LIMPOKUTE
KOHCcynTauum Ha EMA OTHOCHO U3roTBSIHETO
Ha Hay4HM HacoKMu, NOAUTUKA U
cTpaTernyecku uenu (Hanpumep perynaTtopHa
Hay4Ha cTpaTerusi, aHTMMUKpobHa
PE3UCTEHTHOCT).

B3AUMOAEWUCTBMUE C
AKAOEMWUYHWUTE CPEAM

AKaAeMUYHUAT CEKTOP MPeACTaB/isiBa BaXEH
M3TOYHMK Ha MHOBALMM M pa3BuBa
NpoAyKTOBUTE MPOMU3BOACTBEHM JIMHUN HA
MasIkKuTe M CpeaHUTE NPeanpusaTUs, KakTo U
Ha no-rofiemute Gpupmu. EMA cu cbTpyaHmum
C aKaAeMUYHUTE Cpeau C LUen npesocTaBsiHe
Ha Bb3MOXHOCTM B pe3ynTaT OT NoCTUraHeTo
Ha HanpeabK B HaykaTa M TEXHOJIOrMnUTE, U
rapaHTpa NoAroTBEHOCTTa Ha
perynaTopHUTe opraHu 3a 6baelum
npeavsBuKaTesncrea.

EMA npeanara CTUMYNM rnpuv TakCyBaHETO Ha
aKageMU4yHUsS CeKTop C Len HacbpyaBaHe Ha
pa3paboTBaHeTO Ha NPUOPUTETHU NleKkapcTBa
M leKkapcTBa 3a nauMeHTn C peaku
3abongBaHusa. Ta CbLO Taka NpeaocTaBs
perynatopHa u Hay4Ha nogkpena 3a
ynecHsiBaHe Ha pa3paboTBaHeTO Ha HOBU U1
MHOBaTUBHW fleKapcTBa.

EMA yuactBa n B peguua mnscnegosaTtencku
NMPOEKTU C aKaleMUYHUSA CEKTOP, HayUYHUTe
obuecTBa M HayuyHoM3cnenoBaTesICKUTe
rpynu KaTo 4acT OT CBOSATa MUCUA 3a
HacbpyaBaHe Ha BUCOKUTE HAy4YHU
nocTuxeHuss B obnactra Ha perynatopHaTa
Hayka.

N3OAABAHE HA PA3SPELLEHUA U
KOHTPOJ1 HA
NMPOU3BOAVMNTEJINTE

MNponssoantenute, BHOCUTENUTE U
anctpnbyTtopute Ha nekapcrtesa B EC TpsbBa
Aa nosyyaT paspelleHune, npeau ga moraT aa
M3BbPLWBAT AENHOCTU, CBbP3aHu C
NleKkapCcTBeHM NpoAyKTU.

PerynaTopHuTe opraHu Ha BCAKAa AbpXKaBa-

YneHKa OTroBapsT 3a U3gaBaHeTo Ha
pa3spelleHns 3a TakmBa AeNHOCTH,
OCbLLECTBSIBAHU Ha CbOTBETHATa TEpUTOpUS.
BcMYKKM NMLEH3M 3@ NPOU3BOACTBO U BHOC Ce
BbBexaaT B EudraGMDP — ny6nu4yHo
JocTbnHaTa eBponelicka 6a3a faHHM,
ynpasnssaHa oT EMA.

MNMponssoanTennTe, NOCOYEHU B 3asBIeHNETO
3a JleKapCcTBO, KOETO Lie ce npeanara Ha
nasapa B EC, ce nposepsiBaT OT KOMMeTeHTeH
opraH Ha EC. ToBa BkA4Ba U
npoussoanTenn, HaMmmpawm ce n3sbH EC,
OCBEH aKO He € Hajuue cnopasyMeHue 3a
B3auMHO npusHasBaHe (MRA) mexay
EBponeiickusa cbio3 1 AbpxxasaTta Ha
Npou3BOACTBO, KOETO NO3BOJISIBA Ha OpraHuTe
Ha EC n napTHbOpuTe UM Aa pas4yuTaTt
B3aWMHO Ha CBOWUTE MHCMNEKLNN.

Pe3ynTaTute OT MHCMNEKUMsITa MoraT Aa ce
oueHABaT OT BCUYKU AbpXXaBWU YNEHKU U
cTaBaT o6LecTBEHO focTosHME B uenust EC
ype3 EudraGMDP.

EkBMBaneHTHOCTTa MexXay MHCneKtTopaTtuTe
Ha AbpXXaBuUTe-4YJIeHKN ce ocurypdaea u
noAaabpXa Mo pas/iIn4yHU Ha4YUHKN, KaTo
HanpuMmep 4ypes 06110 3aKOHOAATENCTBO,
obwa gobpa NnponsBoACTBEHA NpaKTMKa
(GMP), obwun npoueaypu 3a MHCNeKTopaTute,
TexHM4ecka nomouy, cpewm, obyyeHus,
BbTPELWHN U BbHWHN OANTU.

3a na 6bae BHeceHa B EC, BCcAKa akTUBHa
dapmaueBTMUYHa CbCTaBka Tpsbea aa e
npuapyXeHa C MMCMEHO NMOTBbPXAEHUE,
n3gageHo OT KOMMeTeHTeH OpraH Ha
AbpXaBaTa, B KOATO € NnpousBejeHa,
yZAoCTOBepsiBallo, Ye nsnbiHsABaHaTa fobpa
npomnssoacTBeHa npaktuka (GMP) e Ha
HMBOTO Ha npuetmute B EC ctaHgapt1 3a GMP.


http://eudragmdp.ema.europa.eu/inspections/displayWelcome.do%3Bjsessionid%3DR3Lwct1tHTNyBDRhW9Fj4WddjvEfvSu4DGLrBpMK5JDIoOylUszd!171341006

OT TOBa M3UCKBaHe ca 0cBO6OAEHN HAKOU
AbpXaBW, KOUTO ca 3asiBUIU, Ye umat
peryfnaTopHU CUCTEMU 3@ HAA30p Ha
Nnpon3BOAUTENINTE Ha aKTUBHU
dapMaueBTUYHM CbCTaBKK, oueHsiBaHu oT EC,
M e YCTaHOBEHO, Ye Te3N CUCTEMM Ca
paBHOCTOMHU Ha eBponencKkuTe.

3a pna moxe ga 6bae nycHaTa Ha nNasapa B
EC, Bcsika naptuaa nekapcrea TpabBa ga vMa
yAOCTOBEPEHMNE, Ye e nNpom3BeaeHa u
n3npobsaHa B CbOTBETCTBUE C U3UCKBAHUATA
3a GMP un paspeweHuneTo 3a ynotpeba. Ako
NpoAyKTbT € npousseneH n3sbH EC 1 e 6un
BHeceH, TpabBa ga npeMuHe nbneH
aHanutnyeH Tect B EC, ocBeH B cnyvan Ha
cnopa3yMeHue 3a B3aMMHO MNpu3HaBaHe
(MRA) mexay EC n gbpxaBaTta, OT KOATO ce
n3Hacs.

HABJTIOAEHMUE 3A
BE3OINACHOCTTA HA
JIEKAPCTBATA

EBponelickaTa peryjlaTopHa cuctema 3a
nekapcrteaTta Habntopasa 6e3o0nacHOCTTa Ha
BCUYKW NekapcTBa, NnpeasaraHu Ha
eBponenckus nasap, nNpes ueams UMM Cpok Ha
ynoTtpeba.

BcuMuku npegnonaraeMm HexxenaHu peakumu,
cbobLlwaBaHu OT NaunMeHTn U MeanUNHCKHN
cneunanucTu, e 3aab/xuTesiHo aa 6baat
BbBeXxaaHu B EudraVigilance — 6a3aTta aaHHu
Ha EC, kosaTo ce nogabpxa oT EMA, 3a
cbbupaHe, ynpaBneHue n aHanus Ha
cbobueHnsTa 3a NpeanoslaraeMmn HexxenaHu
peakumn KbM nekapctea. EMA n abvpxxaBute-
yYneHKKN HabnogaBaT HENpPeKbCHATO Te3n
[aHHU C Uen yCTaHOBSIBaHe Ha BCSAKaA
noTeHuManHa HoBa MHMOpMauUnsl, CBbp3aHa C
6e3onacHoOCTTa Ha AaZeHO 1eKapcTBo.

EMA npepoctaBs nybnudeH goctsn 40
cbobleHnaTa 3a NnpeanosaraeMmn HexenaHu
peakumu Npu paspeleHn nekapcrea B EVIM B
eBponenckaTta 6asa gAaHHM Ha cbobuieHnaTa
3a npepnonaraeMmn peakumun. Tosm yebcant
no3BosisBa Ha noTpebutenute ga pasrnexaar
OaHHW OT BCUYKW AOKIAAM 3a npearnonaraemMu
CTpaHM4HM edeKkTn, NoaafdeHn 4o
EudraVigilance.

EanH oT koMutetTMTte Ha EMA, Ha KOWTO e
Bb3/0XXeHa 6e3o0nacHOCTTa Ha fiekapcTBaTta
3a XyMaHHa ynoTtpeba, e KoMmuteTsT 3a
oueHKa Ha pucka B obnactra Ha
dapmakonornyHaTta 6autenHoct (PRAC).
PRAC pasnonara ¢ WMpoKKn npasoMoLLus,
KonTo o6xBawaT BCUYKN acnekTn Ha
¢dapmakonormyHaTta 64MTENHOCT.

B gomb/iHEHWE KbM poNATa CU B OLlEHKATa Ha
puUcKa, KOMUTETLT NpPeAoCTaBs CbBETU U
npenopbky Ha EBponeickaTta perynatopHa
Mpexa 3a nekapcreaTta OTHOCHO MaHMpaHeTo
Ha ynpaB/fieHMETO Ha PMUCKa U OLEeHKaTa Ha
CbOTHOLLEHWETO MoM3a/puck 3a nexkapcreaTta
cnea nyckaHeTo MM Ha nasapa.

AKO MMa onaceHmst OTHOCHO 6e3onacHoCTTa
Ha AajeHOo NeKapcTBO, KOETO € pa3peLlleHo B
rnosBeye OT e4Ha AbpXKaBa-4yseHKa, B Luenus
EC ce npeanpueMa eaHoO M CbLLO
perynaTtopHo gencresue, ogobpeHo ot PRAC, un
Ha NauMeHTUTE U MeanUUNHCKUTE
creuuanunuctM BbB BCUYKWN AbpXKaBU-YNTEHKN
ce npenocTaBsAT e4HM U CblM HanpaB/EHUS.

KJIMHUYHUN NU3NNTBAHUSA

3a paspelwaBaHeTo U Haa30pa Ha BCAKO
KJIMHUYHO M3NUTBaHe OTroBaps Abp)aBaTta-
YysieHKa, B KOSITO TO ce NpoBexaa.
MHdJODMaLlVIOHHaTa CUCTEMAa 3a KIAUHNYHN
nanuteBanus (CTIS) e oHnanH cuctema, KoaTo
noarnomara perynaTopHuTe npoueaypu no
noAaBaHeTO Ha 3asBJ/IEHMS, pa3peLllaBaHeTo U
HaZ30pa Ha KJWHWUYHWU n3nuteaHmsa B EC u
EWMM. Ta3n cuctema no3sosissBa Ha
CMOHCOPUTE Ha KJIMHUYHU U3NUTBaAHUSA Aa
noaaBaT 3asBJIEHNSA 3@ NpoBeXAaHe Ha
KJIMHUYHW U3NUTBaHUS B efHa WA noseve
AbpXxaBu-uyneHkn Ha EC, a Ha HauMOHaNHUTE
KoMneTeHTHN opraHun (HKO) na obpaboteaTr
3asBNIeHMsITa U Aa ynpaXKHsBaT Haa30p BbpxXy
paspelweHuTe n3nutesaHus. Npotokonnte um
pe3ynTtatute OT KJIMHUYHUTE U3NUTBaHUA ca
ny6anYHO AOCTbMHMU.

MHunumnaTtmBaTa ,YcKopsiBaHe Ha KJAUHUYHUTE
nanuteBaHus B EC" (ACT EU) uma 3a uen aa
pa3sue EC B owe no-ronsama creneH KaTo
KOHKYPEHTEH LEHTbP 3@ MHOBATUBHM
KAWHWYHW nacneasaHusa. MHmumaTtmeaTa ce
OCHOBaBa Ha PernameHTa OTHOCHO
KANHUYHUTE U3MUTBAHUA U CTapTMpaHeToO Ha
CTIS v uMa 3a uen Aa Hacbpyasa No-rosieMum
MYATUHAUWOHAHU U3MNUTBaHUS, No-
cneunanHo B akafeMUYHUTE Cpean, KakTo 1
Aa faBa Bb3MOXHOCT 3@ MHOBAaTUBHM MeToAMU
Ha u3nuTBaHe n aa pa3pabortea n nybnunkysa
HaCOKM OTHOCHO KJ/II04OBW METOAO0/10TUN.

Ype3 ACT EU ce noakpens CbLio U
MOJEepPHM3NpaHETo Ha AobpaTa KINHUYHA
npaktnka (GCP) n ce npegnara nnatdhopma
3a y4yacTMeTO Ha MHOXEeCTBO 3aMHTEpPECOBaHMU
CTPaHW C Len yNnecHsBaHeTO Ha efHa no-
LUSSIOCTHA AMCKYCUS B LieSINS KOHTEKCT Ha
KJIMHUYHUTE U3CNeaBaHus.


https://www.adrreports.eu/
https://euclinicaltrials.eu/
https://euclinicaltrials.eu/
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines#accelerating-clinical-trials-in-the-eu-(act-eu)-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines#accelerating-clinical-trials-in-the-eu-(act-eu)-section

AAHHW B PEAJTHU yYC/nloBuUs

[JaHHnTe, reHepupaHn B AencTealum 34ApaBHA
3aBefeHna, KaTto AaHHWU OT €NEKTPOHHU
34ApaBHN AOCHUETaA U AaHHW OT 34pPpaBHU
3acCTpaxoBaTe/IHN UCKOBE, AoNbaBaT
AocumeTaTta OT KINHUYHU N3NUTBaHNA Npu
OUEeHKaTa Ha JieKapcTBaTa.

EMA ynpaBnsiBa MpexaTa 3a aHanu3 Ha
AAHHU 1 peasiHaTa CBETOBHA aHKeTHa Mpexa
(DARWIN EU®), — obeamHeHa Mpexa, KoATo
npefocTaBsa Ha eBponelickaTta perynaTopHa

Mpexa A0CTbN A0 pe3ynTaTuTe OT aHam3a Ha
AAHHW, NOTYYEHM OT peasiHun 3apaBHU 6a3u
AaHHu B uenuna EC. Tesn pesyntatm nomarar
nMpy B3e€MaHETO Ha peryaaTopHU pelleHuns,
noakpensaT pa3paboTBaHETO, pa3pelaBaHeTo
n 6e3onacHaTa u edekTMBHa ynoTpeba Ha
nekapcTBa OT NaunmeHTuTe.

MEXAYHAPOAHO
CbTPYAHWNYECTBO

B TACHO CbTPYAHMYECTBO C AbpXaBuUTe-
yneHku, EBponeickaTta komMucusa n EMA
paboTaT 3a M3rpaxaaHe Ha TeCHMU
B3aMMOOTHOLIEHNS C MapTHbOPCKM
opraHusauun ms uenus cesAT. Te3n AeNHOCTM
LenaT HaCbpYyaBaHETO Ha CBOEBPEMEHHUS
obMeH Ha perynaTopeH U Hay4yeH ekcnepTeH
ONWUT N pa3BUTUETO Ha HaK-fO6pPU NpPaKTUKK B
CBeTOBHaTa perynaTtopHaTa cdepa.

EBponeiickata komucua n EMA pabotaT cbeC
CeeToBHaTa 34paBHa opraHusaumsa (WHO) no
peaviua BbNpOCU, BKJIIOUMTENTHO JiekapcTBa C
BMCOK MPUOPUTET, NpefHa3Ha4YeHn 3a nasapu
n3BbH EC (nnekapcTtBa, pa3rneaaHn B paMkute
Ha T.Hap. ,npoueanypa Ha EC 3a siekapcrea 3a
Bcuyku" mnm EU-M4all), kauectBoTo Ha
nekapcrsaTta u paspaboTBaHeTo Ha
MeXAyHapoaHW HEMNATEHTHM HAaMMEHOBAHUS.

NMNOAKPEINA3A AOCTDBbIN HAJIEKAPCTBA CBUCOK NMPNOPUTET A0
NMALUMEHTU N3BDBH EC — EU-M4ALL

KoMUTETBT MO 1IeKapCTBEHUTE MPOAYKTU 3a XyMaHHa ynotpeba (CHMP) Ha EMA
MOX€e CbLLO Aa U3BbPLUBA HAYYHWN OLIEHKU M Aa AaBa CTaHOBMLLA OTHOCHO
nekapcrtea 3a ynoTtpeba n3ebvH EC. lNpu oueHkaTa Ha Te3n nekapcrsa CHMP cu
cbTpyaHnum ¢ WHO 1 HaumoHanHUTE peryaaTopHM OpraHu B AbpXaBUTE, B KOUTO
Ce o4YakBa Aa Cce U3MNoN3BaT NPoAYyKTUTE, KaTO Hanara CbLiMTe CTPOrn CctaHAapTy,
KOMWTO Cce npuaaraT U KbM siekapcTBaTta, NpeAHa3HadyeHun 3a ynotpeba B paMkuTe Ha
EC. JlekapcTBaTa, KOUTO OTrOBapAT Ha yC/NOBUATa 3a Ta3u npoueaypa, ce
M3MNoN3BaT 3a NpeaoTBpaTsBaHe WK edeHne Ha 3abonsBaHMs, KOUTO OKasBaT
Bb34eNCTBME BbpXy 06LeCcTBEHOTO 34paBe B CBeTOBEeH Mawab. ToBa BKAKOYBA
BaKCWUHU, U3Mon3BaHu B PaswimpeHaTa UMyHu3aLUmMoHHa nporpama Ha WHO wnu 3a
npeanasBaHe oT 3abonsiBaHMS C NPUOPUTETHO BAUSIHME BbpPXY 06LLECTBEHOTO
34paBe, KaKTo M nekapcrtBa cpewy onpeaenenn ot WHO uenesu 3abonsiBaHus,
HanpuMmep HIV/CMWH, manapusl, knacuyecka Tpecka, AeHra u Tybepkysosa.

CbTpyaHuyectBoTo cbC WHO 1 perynaTopHUTE OpraHu Ha LEeNeBUTE AbpXXaBu
oboraTaBa enuaeMMONOrnaTa U MeCTHMUSI eKCNepPTEH onuT B obnacTra Ha
3abonsgBaHnATa, Y1ECHSBA OLEHKATa Ha CbOTHOLLIEHMETO Non3a/puUck, cbobpaseHa
C KOHKpPeTHOTO HacesieHne u3BbH EC, paumoHanusmpa nporpamMata Ha WHO 3a
npeaBapuTenHa KBanandukaumusa m yJecHsiBa HauMoHasiHaTa perncrpauus Ha
JleKapcTBa B KOHKPETHUTE AbpXKaBW.


https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/partners-networks/international-activities/medicines-assessed-under-eu-m4all-procedure#%3A%7E%3Atext%3DThe%20European%20Medicines%20Agency%20(EMA%2Cor%20%27EU%2DM4all%27
https://www.ema.europa.eu/en/partners-networks/international-activities/medicines-assessed-under-eu-m4all-procedure#%3A%7E%3Atext%3DThe%20European%20Medicines%20Agency%20(EMA%2Cor%20%27EU%2DM4all%27

MHnumatneata OPEN no3sonsiBa Ha WHO u
onpeaeneHu perynatopHM opraHum no
NekapcTBaTa OT AbpxaBu n3BbH EC aa

ydyacTBaT B M36paHM HayuyHU OueHKK Ha EMA.

LlenTa Ha MHMLMaTMBaTa € Aa Ce yJIeCHU
obMsiHaTa Ha Hay4YeH eKCrnepTeH OnuT, Aa ce
npeoAonesT o6lWnTe Npean3BMKaTeNCcTBa U
Aa ce MoBMLWM NPO3paYyHOCTTa Ha
perynaTopHuTe pelleHus.

3a EC eauH oT oCHOBHUTE opyMuM 3a
MHOIOCTPaHHO MeXAyHapoAHO
CbTPYAHMYECTBO € MeXAyHapOoAHUAT CbBET
3a XapMOHM3UpaHe Ha TEXHUYECKUTE
M3UCKBaHUs 3a papMaLeBTUYHUTE NMPOAYKTH
3a XxyMaHHa ynoTtpeba (ICH), konto
obeanHsiBa perynaTtopHUTE OpraHu no
nekapcTtBaTa 1 apmaueBTMYHaTa
npomMuwneHocT oT usa ceaT. ICH e noceBeTeH
Ha XapMOHM3MpaHeTo B obnacTra Ha
6e3onacHoCTTa, Ka4ecTBOTO M edMKaCHOCTTa
KaToO OCHOBEH KpuTepui 3a ogobpsieaHe u
paspellaBaHe Ha HOBW fieKkapcTBa.
MexaAyHapoAHOTO CbTPYAHMYECTBO 3a
XapMOHM3MpaHe Ha TEXHUYECKUuTe
M3UCKBaHUS 3a peructpupaHe Ha
BETEPMHAPHO-MEANLMHCKM NPOAYKTU €
€KBUBaNeHTHUAT GOpyM 3a NlekapcTea 3a
BeTepuHapHa ynoTpeba.

EMA n MHOro oT HauMoHaNHNTE KOMMNETEHTHMU
opraHu cbwo y4yacTteaT U B KoHBeHUUsTa 3a
¢dapmaueBTMYHaTa MHcnekums n CxemaTa 3a
CbTPyAHMYECTBO B 0bnacTtra Ha
¢dapMaueBTMYHaTa MHCNeKkuus (HapuyaHm
3aegHo PIC/S) — TACHO MexayHapoAHO
CbTPYAHMYECTBO MeXAy opraHuTte 3a
dapMaueBTUYHA MHCMeKUMsa B obnactra Ha
GMP.

PerynaTtopHOTO CbTPyAHNYECTBO U O6MEHBLT
Ha MHMOpMaUus C MeXayHapoaHM
perynaTtopHu opraHu ce ocurypsisaTt u ypes
MexayHapogHaTa nporpama 3a
dapmaueBTMyHN perynatopu (IPRP).

Mpe3 2013 r. 6ewe cb3gaaeH cTpaTerMyecku
¢dopyM Ha areHUMUTE Ha CBETOBHO paBHULLE
— MexayHapoaHaTa Koanuuus Ha
perynaTtopHuTe opraHu no nekapcreaTa
(ICMRA). ICMRA e no6poBonHa opraHusauus
Ha perynaTtopHu OpraHu no siekapcreaTa Ha
MU3MbJHUTENHO HUBO B LIENNSA CBAT, KOATO
npeaocTaBs CTpaTermyecka KoopauMHauus,
3aCTbMHMYECTBO U PbKOBOACTBO.

CKtoueHn ca Cblo Taka 1 peauua
ABYCTPAHHW CNOpa3yMeHus 3a
CbTPYZAHMYECTBO, KOUTO ynecHsaBaT obMeHa
Ha BaxHa MHdopMaums 3a nekapcreaTa
Mexay perynatopute B EC 1 n3BbH Hero.
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https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/emas-governance-during-covid-19-pandemic#open-initiative-section

EBPOMENUCKUAT CblO3 — OCHOBHU ®AKTH

Hacenexwue

A B
Q’\ >477 vmvunvonu

BB
€ 14,5 tpunvonn

Ypes ctaHgapTM3npaHa cuMcteMa OT 3aKOHWU, KOUTO
ce npunaraT BbB BCUYKU HEFOBU AbpPXaBU-
yneHkn, EC e passun egnHeH nasap. EgHn v cbm
npasuia N XapMoOHU3UpaHW Npoueaypu ce
npunarat BbB BCUUKU 27 AbPIKABU-UYJIEHKHN O
OTHOLEHWE Ha oaobpsiBAHETO Ha fiekapcTeBaTta U
KOHTposia Ha 6e30nacHoOCTTa UM.

e PerynaTopHW opraHu mo
fleKkapcrBaTa:

50+

OdurumanHm esnun:

24

MpucveanHgasaHeTo kbM EC 03Ha4aBa
@Hra>KMMeHT 3a NMpuiaraHe Ha Taka
HapeyeHoTo “acquis communautaire”
(usnoTo 3aKOHOAATENCTBO M Hacoku Ha EC),
KOEeTO Aa rapaHTMpa, 4Ye BCUYKWU ObpXXaBU —
uneHkun Ha EC, cna3saT egHaKBU CTaHAAPTU.

B 27-te Abp>xaBu-yneHkn Ha EC:
ABcTpus, benrusa, bvnrapus,
XbpBaTtna, Penybnmka Kunbp, Yexus,
JaHusa, EcToHnsa, ®uHnaHgus,
O®OpaHuung, N'epmaHug, Mpums,
YHrapusa, pnanaua, Utanusa, Jlateusa,
JlutBa, Jliokcembypr, ManTa,
Huaepnanav4a, MNMonwa, Moptyranus,
PyMbHUA, CnoBakus, CnoBeHus,
NcnaHusa n LBeuus

[ | EBponeiicko MKOHOMMUYECKO
npocTtpaHcTeo (EUM): 27-Te
AbpXxaBu-4yneHkn Ha EC, natoc
WUcnaHnaus, JinxteHwanH n Hopeerus.
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EBpOI‘IeﬁCKa areHuumsa no sieKkapcreaTta

Domenico Scarlattilaan 6
1083 HS Amsterdam
Hwaepnanaunsa

Tenedon +31 (0)88 781 6000
U3npaTteTe BbNpoOC upe3: www.ema.europa.eu/contact

www.ema.europa.eu

© EBponelicka areHums no nekapcreata, 2023 r.
Bb3npounssexaaHeTo e pa3peLlleHo Npu nocoyBaHe Ha U3TOYHMKA.


http://www.ema.europa.eu/contact
http://www.ema.europa.eu/
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