ExxerogHu uenu Ha agMuHUcTpaumaTa 3a 2023 r.

HanmeHoBaHue Ha agmuHUcTpauusaTa: U3anbnHUTenHa areHUuMs no nekapcreara

[oriona | 1. 2. 3. | 4. 51 6. | 7. 8. | 9. 10. 11
Bpb3ka Ha exerogHara Liefl CbC CTpaTerMyeckn AOKYMeHTU "n SO (R (L € pob6xoanmo cuHaHcupal
L]y <kl M3nbIHEHNE Ha exerogHara uen
M3NbNHEHUE Ha MnaHvpaHu aenHocTn
Pen Ne ExeropHa uen Wnaukarop ot exeroaHarta uen ; ; Unpukaty | UsTounmk 3a nocTuraHe Ha OTroBOpHO 3BEHO
Crpaternyecku T CEE T e (ouakBaH Tekywa cToiiHocT (B | Lienesa cToiHocT BeH Ha exerogHara uen
AOKYMEHT/U ST peaynTar) HayvanoTo Ha 2023 r.) (B kpasi Ha 2023 r.)| pa3mep, | domHaHCUp
ne. aHe
1. |YcnewHo npeacTtaesHe |HauunoHanHa nporpama |MpuHoc Ha UATT B 12.2.n NekapcTtBeHa MoBuLEH perTuHr  |PeiTuHr B unkbna PewtuHr B umkbna | 5000 nB. |BiogxeT Ha [1. Monbneaxe u Bewukm avpekumm B
Ha VATl B lMNporpamarta |3a passutune pasBUTUETO Ha nonuTuka u cuHarcosa |Ha MAJl B umkbna (BEMA IV BEMA V M3mbnHute |M3npaliaHe Ha VAN
3a cpaBHUTENeH BBINITAPUA 2030 eBpornevickaTa YCTOMYMBOCT Ha BEMA V cnpsimo nHa BBbMPOCHWK No BEMA V 1
aHanus Ha perynaTtopHa Mpexa 3a  |[cuctemara Ha BEMA IV areHums no |CbMbTCTBALLM JOKYMEHTU
eBponevickuTe nlekapCcTBeHN NPOAYKTYW, |34paBeonasBaHeTo nekapcTeat |2. sBbpluBaHe Ha
neKapCTBEeHM areHLmmn 6asvpaHa Ha paboTaTa a oueHka Ha WA ot
(unkbn BEMA V) Ha MpexaTa Ha MeXayHapoAeH ekun no
neKapcTBeHWUTE areHuun MporpamaTta 3a
Ha AbpXKaBUTE-YNEHKN Ha CpaBHUTENIeH aHanm3 Ha
EC cnopeq ctaHgaptute esponelicknTe
Ha Han-gobpute TeKapCTBEHN areHumm
npakTuKn (BEMA V) 3.
WpeHTudmuvpare Ha
CUIHN CTpaHun 1 aobpu
npakTuKv B
perynaTtopHata n
KOHTpOSIHaTa AeNHOCT Ha
AN
2. |YcnelwHo npemuHaBaHe |HauuoHanHa nporpama |BsaumHo npusHaBaHe Ha |12.2.4 JlekapcTBeHa Bbnrapusa npueta  |Bbnrapust He e unew  [oknag Ha 22 000 nB. [MpoekT 1. MoproTtoBka Ha ONA®OYK
Ha MexayHapoaeH 3a pasButue nHcnekumute no GMP nonuTuka u uHaHcoBa |3a penoBeH uneH  |Ha PIC/s MeXayHapoaHus EU4H11; U3VickyemmTe JOKYMEHTN aHnn
0AuT 3a oueHsBaHe Ha |BBIITAPUA 2030 (Oobpa nponssocTBeHa |yCTOMYMBOCT Ha Ha PIC/s OAWTEH eKun 3a BloaxeT Ha |cbobpasHo OAINM
CbOTBETCTBUETO Ha npakTuka) Ha cucTemaTa Ha OLEeHeHO NanbnHute |pbkoBoacTeaTa Ha PIC/s
Bbnrapusi ¢ nekapcTBeHV NPoAyKT  [3apaBeonassaHeTo CbOTBETCTBYUE W nHa 2. N3BbpLuBaHe Ha oauT
KpuTepuuTe 3a ypes nNpucbeuHsBaHe Ha npenopbka 3a areHuus no (Ha WAM ot
NpUCHLEANHSIBaHE KbM Bbnrapusi kbm npuemaHe Ha nekapcTBaT |MexayHapoaeH ekun
Cuctemarta 3a Pharmaceutical Bwnrapus 3a a oauTOpY CbMacHo
CbTPYAHNYECTBO B Inspection Co-operation penoBeH YreH Ha npaswunata Ha PIC/s
obnacrtTta Ha Scheme (PIC/S) - PIC/s
dhapmaLeBTUHUTE MexzayHapoaHa cuctema
MHCMEKLMN 3a CbTPYAHUYECTBO B
Pharmaceutical obnactTa Ha
Inspection Co- hapmMaueBTUYHUTE
operation Scheme MHCMeKunn
(PICIS)
3. |Mpeakpeautauus Ha Ha|HauunoHanHa nporpama |Hanuyve Ha 12.2.n NekapcTtBeHa MoaHoBeH CepTudpukat 3a CepTudukat 3a 8 500 nB. |BrogxeT Ha |1. MonbnBaHe u OANN
na6opatopus Ha NAJT |3a passutre akpeauTUpaHa nonuTuKa v chuHaHcoBa  |cepTudpmkart 3a akpeauTaums, akpeauTaums 3a M3nbnHute |nofdaBaHe Ha 3asiBneHve
3a KOHTpOIN Ha BBINITAPUA 2030 nabopaTopus B YCTOMYMBOCT Ha akpeguTtauus 3a natudawy npes 2023 r. |cpok Ao 2027 r. nHa 3a npeakpeauTaums n
TIeKapCTBEHN NMPOAYKTU Bbnrapusi 3a KOHTpon Ha |cuctemata Ha CPOK 4 roAuHu areHUmMsi Mo |CbMbTCTBALLM AOKYMEHTU
1 aKTUBHW BELLECTBA nekapCTBeHN NPOAYKTU 1 |34paBeona3BaHeTo nekapcTart |2. OueHKka Ha MSCTO OT
ot BCA aKTUBHU BelllecTBa a oueHutenu Ha BCA




