HAPEJIBA Ne 10 OT 17 HOEMBPH 2011 T. 3A YCJIOBUSATA U PEJIA 3A
JIEYEHUE C HEPA3SPEIIEHH 3A YIIOTPEBA B PEITYBJIMKA BbJTAPUS
JEKAPCTBEHHU MMPOJYKTH U JJEKAPCTBEHU ITPOJIYKTH 3A
CBHCTPAJIATEJTHA YIIOTPEBA, KAKTO 1 3A YCJIOBUSTA U PEJIA 3A
BKJIIOYBAHE, TIPOMEHU, N3KJIIOYBAHE 1 JOCTABKA HA
JEKAPCTBEHHU MMPOJAYKTH OT CIIMCBHKA MO UJI. 266A, AJ. 2 OT
3AKOHA 3A JEKAPCTBEHHMTE MPOJYKTHU B XYMAHHATA MEJIUIIAHA
(3ATJL. JIOIL. - 1B, BP. 84 OT 2019 T'.)

H30a0ena om munucmuvpa Ha 30paseonazsaremo

Oo6nu. J[B. 6p.95 om 2 Jlexemspu 201 12., oon. J/[B. 6p.24 om 12 Mapm 20132., uzm.
JB. 6p.25 om 26 Mapm 2019z., usm. u oon. /[B. 6p.84 om 25 Oxmomepu 20192., uzm. u
oon. /IB. op.90 om 15 Hoemepu 2019..

Pa3nen 1.
OO0 moJ10keHus

Ui 1. (1) C Ta3u Hapenba ce ypexxaaT yCIoBUsATA U PEABT 3a:

1. neueHue Ha KOHKPETEH MAI[MEHT C HepaspelieHu 3a ynoTpeba B PemyOnmka bwarapus
JICKApCTBEHH TPOIYKTH, JOCTABCHM IO CIENHATHA IMOpbhYKa HA JIEUeOHO 3aBeJeHHE 3a OOJHWYHA
MTOMOIII;

2. BKIIIOYBAHE, IPOMEHH, U3KIIOYBAHE U JOCTaBKa HA JICKAPCTBEHH MPOIYKTH OT CHUCHKA IO
qi1. 2664, ann. 2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOIYKTH B XymMaHHata meaununa (3JIIIXM);

3. (uoBa - /1B, Op. 84 ot 2019 r.) neyeHne Ha rpyna OT MALUEHTH C JIEKAPCTBEH MPOAYKT 3a
cbCTpajaTenaHa ynorpedba mo cmuchia Ha ui. 83 ot Permament (EO) Ne 726/2004 na EBponeiickus
napiamedHT U Ha ChBera ot 31 mapt 2004 r. 3a ycraHoBsiBaHe Ha mporeaypu Ha OOmHOCTTa 3a
paspeiiaBaHe M KOHTPOJI Ha JIGKAPCTBEHU MPOJYKTH 3a XyMaHHa W BETepUHApHa ymoTrpeda U 3a
ch3naBane Ha EBpomneiicka arennus no nekapcrsara (OB, L 136, 30.04.2004 r.), Hapu4aH 1Mo HaTaThK
"Pernament (EO) Ne 726/2004".

(2) (Hom. - AB, 6p. 84 ot 2019 r.) Ilo pena Ha Ta3u Hapeada MoraT Ja ce MPEANHCcBaT caMo
JIEKapCTBEHU MPOJYKTH, KOUTO C€ OTIYCKaT IO JIeKapcKO MpearucaHue B CTpaHara, B KOSTO ca
pasperieHu 3a ynorpeda, OCBeH B ciiydauTe 1o aji. 1, T. 3.

(3) He ce paspemaBa jnocraBka Io pela Ha Ta3u Hapeada Ha HepaspelleHH 3a ymnoTpeda
JIEKQpCTBEHH TNPOJYKTH, aKO B CTpaHATa MMa pas3pelieH 3a yrmoTpeda JeKapCTBEH MPOIYKT 3a CHIIOTO
3a00JsIBaHEe MM MHJMKALUHU, ChC CHIIOTO MEXIYHApoJHO HermaTeHTHO HauMeHoBaHue (INN), Bux Ha
JeKapcTBeHaTa popMa U KOJIMYECTBO HAa aKTUBHOTO BEIIECTBO B J1030Ba €AMHHUIIA.

Un. 2. (1) JlekapcTBeHnu npoAykTu 1o 4ui. 1, T. 1 Morar ga ce nmpeanucBar, ako ca pa3pelieHu 3a
yrnoTpeba B Jpyrd Ibp>KaBU U JIEYEHUETO C paspelieHuTe 3a ynoTpedba B PenyOnmka bwarapus
JIEKapCTBEHU MPOJYKTH € HEBBb3MOXKHO MM € Oe3 pe3ynrar.

(2) JlexapcTBeHM MPOAYKTH MO 4i. 1, T. 2 Morar ja ce MpeanucBar, ako ca pa3pelieHH 3a
ynotpeba B PemyOnuka beirapus u B 1ppikaBa - uieHka Ha EBponelickus Chi03, HE c€ pa3pOoCTpaHsBaT
Ha OBJATrapcKHs Maszap W JICYEHHUETO Ha ChOTBETHOTO 3aloisiBaHe € 0Oe3 anTepHaTuBa B PemyOmuka
bearapus.

(3) (Homa - /IB, 6p. 84 ot 2019 r.) JlekapcTBeHUTE MPOAYKTH 1O wi. 1, an. 1, T. 3 Morar aa ce



npujaraT, ako OTTOBapsT Ha M3UCKBaHMATA Ha 4i. 3, maparpadu 1 u 2 na Pernmament (EO) Ne 726/2004
caMO 3a TIOKa3aHWsATa, MOCOYEHU B 3asBiieHHeTO 1o 4wi. 6 or Permament (EO) Ne 726/2004 wnu B
0J100peHUs MPOTOKOJ Ha KIIMHUYHOTO M3IUTBAHE.

Ui 3. (1) (dom. - JIB, 6p. 84 ot 2019 r.) JleueOHUTE 3aBecHUS 3a OOJHUYHA TTOMOIIl MOTaT Ja
ce CHaOMIABAT C JICKAPCTBEHH MPOAYKTH 1O 4i. 1, aim. 1, T. 1 U 2 ¥ KOraTto ca OCUTYpPEHH B M3IIBIHCHUE
Ha JeHCTBallM B CTpaHaTa MEXIYHApOJHH W HalMOHAIHU MPOTrpaMH MM OT MeXAyHapoaHa
OpraHu3alys, KOsITO €IUHCTBEHA MOXKE /1a OCUTYPU ChOTBETHUS MPOJIYKT.

(2) (dom. - AB, 6p. 84 ot 2019 r.) JleueOHuTe 3aBeneHust mo aji. 1 morar jga ce cHabOAsBaT ¢
JIEKapCTBEHU NPOAYKTH 1O uil. 1, ai. 1, T. 1 1 2 OT BCeku THProwel] Ha €IpO C JIEKAPCTBEHU MPOIYKTH,
MpUTEKABAI] pa3pelIeHNe 3a ThPrOBUs HA €/Ipo, MOJIYYEHO 10 peja Ha riaBa AeBera oT 3JIITXM.

(3) (dom. - /1B, 6p. 84 ot 2019 r.) JlocTaBkara Ha JIeKapCTBEHUTE MPOIYKTH 1O Wi. 1, ai. 1, T. 1
1 2 ce ypexJia OT pPbKOBOIUTENS Ha JIeYeOHOTO 3aBEJICHHE.

Y. 3a. (Hos - IB, 6p. 24 oT 2013 r.) (1) 3a ochluecTBsIBaHE HAa NPUETH HALMOHAIIHU IPOTpaMH
U B CIIy4ail Ha IOTPEOHOCT OT Hepa3pelleH 3a yIoTpeda B CTpaHaTa JIEKapCTBEH MPOAYKT U3IIBIHUTEISAT
Ha TporpaMara clieJ ChrilacyBaHe C VI3mbIHHUTENHATa areHIus 10 JeKapcTBaTa MpaBH MOTHBHPAHO
HCKaHe JI0 MUHHUCTHPA Ha 3/JpaBeoIa3BaHeTO, KOWTO B3eMa PELICHUE 3a U3ITBIHEHHE Ha OTPEOHOCTHTE
B KOHKpETHATa Mporpama, KaTo I0CcoYBa KpaHUTE NOTYJaTeN N Ha JICKAPCTBEHHS TPOIYKT.

(2) B cnyyaute mo an. | THpProBembT Ha €APO JOCTaBs JICKAPCTBEHHTE MPOIYKTH IO
CHOTBETHHMS TOJIy4daTeNl ChIVIACHO PEIICHNETO Ha MUHUCTBPA Ha 3/1paBEOIIa3BAHETO.

Pazpen 11.
IIpennucBaHe U MoJjiydyaBaHe Ha Hepa3pellleHH 32 YNOTpeda JieKapCTBeHH MPOIYKTH

Un. 4. (1) (Jom. - IB, 6p. 90 ot 2019 r.) Hepazpemienu 3a ynorpeda JeKapCTBEHU MPOIAYKTH
MoraT Jia ce NpEeANHUCBaT OT KOMHUCHS OT TpuUMa JIeKapu OT ChOTBETHOTO J€4eOHO 3aBeleHHE 3a
OOJIHWYHA TIOMOIII, TIOHE €UH OT KOWTO € C MPU3HATa CIEIUATHOCT MO0 Ipoduiia Ha 3abonsBaHeTo. B
pa0oTara Ha KOMHMCHsATA y4acTHe B3eMaT U (papMaleBT U IOPUCT.

(2) (Jom. - JIB, 6p. 90 or 2019 r.) PpkoBoauTenar Ha JiedeOHOTO 3aBe/leHHE 3a OOJHMYHA
MIOMOII OTIpeJIeIIsl ChC 3all0BE]] ChCTaBa Ha KOMUCHUSATA, KaKTO U (hapMalieBTa U IopucTa 1o aj. 1.

Un. 5. (1) (U3m. - [IB, 6p. 90 ot 2019 r.) Komucusita o ui. 4, an. 1 npeanucea Hepa3peleH 3a
yrnoTpeba JIeKapCTBEH MPOAYKT 3a KOHKPETEH/HU MalMEHT/! ¢ IPOTOKOJ ChIIacHO mpuiiokenue Ne 1.

(2) KpM mporokona ce mpuiara NUCMEHO MH(POPMHUPAHO ChIJIacHe Ha MalMeHTa (poJuTed,
HACTOMHMK), MOJTy4eHo Mo peAa Ha wi. 87 - 89 or 3akoHa 3a 37]paBeTo, 4Ye € ChIJIaceH Jla ObJie JeKyBaH
ChC CHOTBETHHUS HEpa3pelleH 3a ynorpeda JeKapcTBeH MPOIYKT.

(3) Kommucusara ompenenss HEOOXOOUMHTE KOJMYECTBA OT JIEKAPCTBEHUS MPOIYKT CHOpEN
MPOIBIDKUTETHOCTTa Ha JICYEHHUETO Ha NAalMeHTa, HO He I0BeYe OT TeparneBTUYHATa J103a 3a
TPUMECEUHO JICUEHHUE.

(4) IIpu HEOOXOIUMOCT OT MPOIbJKaBaHE Ha JICYEHUETO 3a TIOBEUE OT TPU MECEIa Ce ChCTaBs
HOB IPOTOKOJ 110 peJia Ha TO3HU pa3jed.

Y. 6. (1) (U3m. - B, 6p. 90 ot 2019 1.) Komucusara no ui. 4, an. 1 Moxe J1a B3eMe PEIICHHE



3a OCUTYpsIBAaHE Ha HEpa3pellieH! 3a yrnoTpeda JIeKapCTBEHU NPOAYKTH, KOUTO J]a ca Ha Pa3MoI0KEeHUE B
J1e4eOHOTO 3aBEICHHE TMPH HEOOXOAMMOCT OT TMpHWJIaraHe NMpu KOHKPETEH/HU TMAIUEHT/H C TPOTOKOI
ChIIIacHO mpuiiokeHue Ne 2.

(2) Komucusra onpezens HeoOXOIUMUTE KOJUYECTBA JICKAPCTBEHU MPOAYKTU 3a OMpeIesieH
NeproJT OT BpeMe cho0pa3Ho npoduiia Ha 1e4eOHOTO 3aBeICHHE, HO 3a HE IOBEYE OT TPHU MEcela.

(3) Ilpu HeoOX0IUMOCT OT JIEKAPCTBEHHU MPOAYKTHU 3a MOBEYE OT TPU Mecela ce ChCTaBs HOB
MIPOTOKOJI IO Pe/ia Ha TO3U pa3Jiell.

(4) [Ipunaranero Ha JEKapCTBEHU MPOJYKTH, OCUTYpPEHH MO peda Ha ai. 1 - 3, ce u3BBpILIBa
cliel TUCMEHO MH(POPMHUPAHO ChIJIacue Ha MalnueHTa (POIAUTEN, HACTOMHMK), ITOJyYeHO M0 pela Ha Yil.
87 - 89 or 3akonHa 3a 3/1paBeTO, Y€ € ChIJIaceH Ja ObJe JEeKyBaH ChC CHOTBETHHUS HEpaspelieH 3a
ynotpe0a JIeKapCTBEH MPOJIYKT.

Ui 7. (1) IIporokonute mo wi. 5, an. 1 u mo wi. 6, aj. 1 ce U3rOTBAT B TPH €K3EMILIApPA U CE
YIBBP)KJABaT OT PHKOBOAMUTENS Ha JIEYEOHOTO 3aBeNeHHME. ENUHHAT eK3eMIUIIp ce ChXpaHsBa B
Je4eOHOTO 3aBe/IEHUE, BTOPUAT €K3EeMIULIp ce M3Mpalla Ha M3mbiaHUTeNHaTa areHuus 10 JeKapcTBara
(MAJI), a TpeTusT ex3eMIuIsip € IpeJHa3HaueH 3a MallMeHTa, ChbOTBETHO 3a anTeKaTa Ha JIeYeOHOTO
3aBeJICHHE.

(2) Konrie ot npoTokosna ce npusara ¥ KbM JIOCUETO Ha MMalUEHTA.

Yn. 8. (1) (U3m. - AB, 6p. 90 ot 2019 r.) M3nbiHuTeNHATA areHIUs 110 JeKapcTBaTa ChriacyBa
MPOTOKOJIUTE B CPOK 10 3 pabOTHH IHU OT TOIYy4aBaHETO UM M WH(GOpPMHUpA JIHLATA, KOUTO I
OCBIIIECTBST JOCTaBKaTa, WM MPaBU MOTUBHUPAH OTKa3.

(2) UsnbnHuTenHaTta areHuus IO JIeKapcTBaTa MpaBM MOTHMBHMpAH OTKa3, ako (opmara Ha
MIPOTOKOJIUTE WIIU JICKAPCTBEHUTE MPOJYKTH HE OTTOBApsT Ha M3MCKBaHUATA Ha Hapeaoara.

(3) Otka3pT Mo an. 2 moJuIeKH Ha OOKaJlBaHE MO pela Ha AJIMHUHUCTPATUBHONPOLECYATHHUS
KOJIEKC.

(4) (Hom. - IB, 6p. 90 ot 2019 r.) [IpoTtokonuTe 1o 4. 5, an. 1 u o wi. 6, an. 1 ca BanuaHM 32
CPOK OT TpH Mecella.

Un. 9. U3nbaauTenHara arcHIus 1o JICKapCTBaTa BOAW CIIMCBHK Ha CHIVIACYBAHUTEC IMPOTOKOJIN
3a JO0CTaBKa HA HEPA3PCIICHU 3a y1'IOTp66a JICKApCTBCHU IMPOAYKTH.

Ui 10. (1) JIeueGHOTO 3aBeneHME, U310 MPOTOKOJIA 32 JICYCHHUE C HEepa3pelleH 3a yrnorpeda
JIEKapCTBEH TMPOJYKT, IMOJy4aBa M CBhXpaHsABAa JICKAPCTBEHMS MPOJIYKT B amnTekaTa Ha JeueOHOTO
3aBeJICHUE.

(2) (Jom. - IB, 6p. 90 ot 2019 r.) B cnyuaute no 4. 5, an. 1 manueHTsT Nody4yaBa ONMKUCAHUS B
MPOTOKOJIA JIGKApCTBEH TPOJYKT OT anTekata Ha JeueOHOTO 3aBeicHHe. [loydaBaHeTo Ha
JIEKapCTBEHHsI MPOIYKT C€ BIHMCBA B €K3EMIUIApa OT MPOTOKOJIA, KOMTO ce ChXpaHsSBa B anTekara Ha
JIEYEOHOTO 3aBENCHHE.

(3) (dom. - JIB, 6p. 90 ot 2019 r.) B cny4aute mo uwi. 6, aji. 1 OTIYyCKaHETO W MPHJIAraHETO Ha
JICKapCTBEHHSI TIPOJIYKT HA BCEKM KOHKPETEH IMAIUEHT Ce BITUCBA B €K3eMIUISIpa OT MPOTOKOJIA, KOUTO Ce
ChXpaHs;Ba B alTekaTa Ha JIEYeOHOTO 3aBe/ICHNUE.

Un. 11. Korato mpeamnvcad 3a KOHKPETEH NMAIMEHT HEpa3pelleH JEKapCTBEH MPOAYKT HE €



H3M0JI3BaH 3a JICYCHHUCTO MY, TOH MOXKE Ja 61),[[6 H3MO0JI3BaH 3a JICHCHUCTO Ha APYT MAllMCHT CJICH
MPEIIICBAHETO MY IO peia Ha TO3H pa3Jied.

Un. 12. Ilpu pocraBkaTa Ha HEpA3pElICHU JIEKApCTBEHU MPOAYKTH THPrOBELUBT Ha €ApO
MpelocTaBsl Ha anTekara TMapTHAEH cepTudukaT 3a KayecTBO, CHOTBETHO cepTU(UKAT 3a
0CBOOOYKJaBaHe Ha apTHUIaTa HA JIEKAPCTBEHUS IIPOIYKT.

Ui 13. (Hom. - JIB, Op. 84 ot 2019 r.) Ilpu npennucBane, INojydaBaHe U JOCTaBKAa Ha
Hepa3pelleH! JIEKapCTBEHU MPOJIYKTH, ChIbpPKAIlM HAPKOTUYHU BEIIECTBA, CE CIa3BaT M3MCKBAHUSTA
Ha 3aKoHa 32 KOHTPOJI Ha HAPKOTUYHHTE BemiecTBa U npekypcopure (3KHBII).

Un. 14. 3a m3nbiaHeHue Ha 3aabpkeHusTa mo wi. 183 3JIIIXM pbhKOBOAUTENSIT Ha JICYEOHOTO
3aBelieHue, B KOETO Cca M3JaJeHH MPOTOKONHU Mo 4i. 5, an. 1 u mo un. 6, an. 1, ch3naBa ycloBHs 3a
npociesBaHe Ha 0€3011acCHOCTTa Ha JIEKAPCTBEHUTE MTPOTYKTH.

Un. 15. JIokymeHTUTE, CBBP3aHU C OTIyCKaHEe Ha HEpa3peuieHH 3a yrnoTpeda JieKapCTBEHU
MPOJIYKTH, C€ ChbXpaHsABAT B aliTeKaTa Ha JIe4eOHOTO 3aBEJCHUE 32 CPOK TET TOJIUHHU.

Ui 15a. (Hos - IB, 6p. 90 ot 2019 r.) (1) PbkoBOAMTENAT HA JIEUSOHOTO 3aBE/ICHUE BHBEXK/A,
KOHTPOJIMpAa M OTroBaps 3a CHA3BaHETO Ha pea 3a OCHIypsiBaHE Ha HEOOXOJMMUTE JIEKapCTBEHU
MPOJIYKTH TIO TO3H pPa3jieil, KaTo OCBHIIECTBSIBA KOHTAKT C ThPrOBIMTE HA €ApPO U C APYTUTE JeueOHU
3aBe/IeHUs B CTpaHaTa 3a OCUT'YpsIBaHE Ha ChOTBETHHUS JIEKAPCTBEH MIPOJIYKT.

(2) IIpu HEBB3MOXKHOCT J1a ObJIe OCUTYPEH JIEKAPCTBEH MPOAYKT PHKOBOJIUTEIAT Ha JIeYeOHOTO
3aBe/ieHMEe He3abaBHO MHGOpPMHpa MHUCMEHO 3a TOBa MMHHMCTEPCTBOTO Ha 3/IpaBEeoIla3BaHETO, KaTo
[I0COYBA NMPEANPUETUTE JEHCTBUS.

(3) B cinyuaute mo an. 2 MUHHCTEPCTBOTO Ha 3paBEOMA3BAHETO MpEANpUeMa JIEHCTBUS IO
cbOupaHe Ha HeoOXxoaAuMaTa HH(OpMaIHs OT ChbOTBETHUTE opranu u jmua - MAJI, HCIPJIII, Teproun
Ha €Apo, MPOM3BOAMTENN Ha JIEKAPCTBEHU MPOAYKTH, NMPUTEKATEINM Ha pa3pelieHust 3a yrnorpeoa,
JeyeOHN 3aBeICHUs, YYXKIAECTPAaHHU OPraHH, €KCHEePTHH CHBETH MO MEIUIMHCKH CHEIMATHOCTH WIH
OTJEIHU MEAMIMHCKH JEHHOCTH, MEIULUHCKU CHEUHATUCTH U APYrd, C OTJed IMpeoojsiBaHe Npu
BB3MOXHOCT Ha NPEYKUTE 3a OCUTYPsABAHE HA JICUEHUETO HA MalMEHTA.

Pa3pea I11.
YcioBus M pel 3a BKJIOYBaHe, IPOMEHH, H3K/JIIOYBaHe U JOCTABKA HA JIEKAPCTBEeHH MPOAYKTH OT
CIHUCBKA MO 1. 2662, a;1. 2 0T 3aK0HAa 32 JTeKAPCTBEHUTE NPOAYKTH B XyMAaHHATA MeULINHA

Un. 16. (1) Exerogno B cpok mo 28 deBpyapu nedeOHUTE 3aBeeHUS 3a OOTHUYHA TTOMOII]
MPEAOCTaBIT HAa MUHUCTBPA Ha 3/IpaBEOINA3BAHETO MPEJI0KEHHUS 3a JIEKAPCTBEHUTE MIPOIYKTH, KOUTO J1a
ObJaT BKIIOYEHH B CIUCHKA MO 4. 266a, an. 2 oT 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MEJUIIMHA.

(2) (U3m. - [IB, 6p. 25 ot 2019 r.) IlocThuimuTe MpEeAIOKEHHUS C€ TPEAOCTABIT Ha €KCIIEPTHUS
ChBET MO WiI. 6a, an. 1, T. 1 or 3akoHa 3a 34paBeTO MO CHOTBETHATA MEAMIIMHCKA CIELUUATHOCT WIIU
OTAeIHa MenuInuHcKa neitHocT U Ha MAJI 3a cTaHOBHINA OTHOCHO CHOTBETCTBUETO UM C M3UCKBaHUATA



mo 4uj. 266a, an. 1 3JIIIXM.

(3) (M3m. - JIB, Op. 25 ot 2019 r.) ExcneptHusT chBeT mo wi. 6a, an. 1, T. 1 ot 3akoHa 3a
3npaBeto U MAJI naBat craHoBHINa B CPOK €AUH MECEII.

(4) JlekapcTBeHUTE TPOJIYKTH, KOUTO OTrOBApsAT Ha W3HMCKBaHHATA mo wi. 266a, am. 1, ce
BKJIIOYBAT B CHUCBbKA Mo wi. 266a, an. 2 3JIIIXM, koiTO ce yTBbpXkJaBa OT MHMHHUCTHPA Ha
3/IpaBeola3BaHeTO0 M ce MyOJMKyBa Ha HHTEpPHET cTpaHuIlata Ha MHHHCTEPCTBOTO Ha
3/IpaBeoIIa3BaHETO €KEr0IHO B CPOK /10 1 Mail.

(5) (U3m. - JIB, 6p. 84 ot 2019 r.) CnuchkbT 10 aji. 4 uMa JACHCTBUE A0 YTBBPKIABAHETO Ha
HOB CITMCBK.

(6) IlpomeHnn WM W3KIOYBAHE HAa JIEKAPCTBEHH IMPOJIYKTH OT CIHMCHKA MO WiI. 266a, am. 2
3JIIIXM ce npaBsAT npy HACTHIIBAHE HA POMsIHA B 0OCTOATEIICTBATA 110 U3TOTBSIHETO MY I10 pefia Ha al.
2 u 3 u ce myOIMKYBaT HA UHTEPHET CTpaHUIaTa Ha MUHUCTEPCTBOTO Ha 3/1paBEOINa3BAHETO.

Y. 17. IlpeanucBaHeTo, NOIy4aBaHETO U JAOCTaBKAaTa Ha JIEKAPCTBEHU IPOAYKTHU OT CIIMCBHKA
1o ui1. 266a, an. 2 3JIIIXM ce uzpbpuiBat 1o pena Ha paszen II, kato He ce npuiara ui. 5, an. 2.

Pazgen IV.
YcnoBus M pea 3a JledeHUe HA MAIMEHTH N0 MPOrpaMu 3a cherpaaarenana ynorpeodoa (Hos - 1B,
op. 84 o1 2019 1.)

Uin. 18. (Hos - IB, 6p. 84 ot 2019 r.) Jleuenue no wi. 1, an. 1, T. 3 Ha rpyna oT MalMeHTH,
CTpajally OT XPOHUYHO WM TEKKO WHBAIHIU3UPAIIO 3a00siBaHe WM 3a00/s1BaHe, KOETO MOXKE J1a ce
CUMTa 3a KUBOTO3aCTpalllaBallo, U KOUTO HE MOrar Ja ObJaT JIeKyBaHH YJOBJIETBOPUTEIHO C IIOMOIITA
Ha pa3pelleH JIeKapCcTBEH NPOAYKT, C€ MPOBEXkAa IO Mporpama 3a ChCTpajarenHa ymnorpeda crien
cbriacyBase ¢ MAJL

Y. 19. (Hos - IB, 6p. 84 ot 2019 r.) (1) Jleuenne mo mporpama 3a chCTpajaTeliHa yrnoTpeda
ce MPOBEX/Ia C JEKapCTBEH MPOJIYKT, KOMTO MoMajia B KATETOPUUTE, TOCOYEHH B Wi. 3, nmaparpadu 1 u 2
ot Pernmament Ne 726/2004, u:

1. e 00eKT Ha 3asBJICHHE 3a pa3pelIeHue 3a yrnoTpeda mno pena Ha Permament Ne 726/2004; vu

2. ca HaIMYHM JOKa3zaTelcTBa 3a e(pHUKACHOCTTa M 0€e30MacHOCTTa My Bb3 OCHOBAa Ha
pe3ysiTaTUTe OT MPOBEXKIAIlM Ce KIMHUYHU M3NUTBaHUSA (a3za 3 win 1no u3kioyeHue ¢aza 2 npu
HaJIMYMe HA CTAHOBHIIE HA KOMHUCHUS OT TpUMa JIeKapH, MOHE €IUH OT KOUTO € C MPU3HATa CIEHUaTHOCT
no npoduia Ha 3a00JIIBaHETO, W/WIM TNPU MPEAOCTaBSHE Ha IOJIOKUTEITHO CTAaHOBMILE 3a ChlIaTa
mporpamMa 3a ChbCcTpajJiaTesHa ynorpeda oT peryiaTtopeH oprad Ha JApyra Abpikasa - wieHka Ha EC.

(2) Jleuenue mo mporpama 3a ChCTpaJaTeliHa ynmoTpeda ce OChIECTBIBA B JIEUSOHU 3aBEICHUS
mo wi. 9, am. 1, 7. 1 u2 wmur 10, 1. 36 or 3akoHa 3a ysieueOHUTE 3aBeneHus (3J13), kakTo U B Je4ueOHU
3aBesieHus 3a OOJIHMYHA MoMoIl 110 4. 5, an. 1 ot 3JI3 kbM MunucTepckus cbBeT, MUHUCTEPCTBOTO HA
orOpaHata, MMHUCTEPCTBOTO Ha BbBTpPEIIHUTE pPadoTH, MMHUCTEPCTBOTO Ha MPABOCHAMETO,
MUHHUCTEPCTBOTO Ha TPAaHCHIOPTa, NHOOPMALIMOHHUTE TEXHOJIOTHH U CHOOIICHUATA.

(3) Ilporpama 3a chCcTpagaTenHa ymoTpeda ¢ JEKapCTBEH MPOIYKT, ChIBPIKAII HAPKOTHYHU
BEIIECTBa, MOXE Jla Ce MPOBEXJa CaMO B JIEUEOHHUTE 3aBEACHUS MO aj. 2, B CTPYKTypara Ha KOUTO €
pa3kpuTa anTeka, mpuTexanalia JTuieH3us cbriacHo wi. 33, an. 1 ot 3KHBII, unm xouto ca ckimtounim
JIOTOBOP € JpYyro JjeueOHO 3aBeleHHe, B CTPYKTypaTa Ha KOETO € pa3KpHuTa amnTeka, MpHUTexKaBalia
IuneH3us cbriacHo 4. 33, an. 1 or SKHBII.

(4) PpkoBoauTenuTe HaA anTeKUTEe Ha Jied4eOHM 3aBeACHMs 1O ajl. 2 OTroBapAT 3a
JOKYMEHTHUPAHETO Ha HAIWYHOCTTa, OTIYCKAaHETO U TMPABMUIHOTO CHXpPAHEHHE Ha JIEKapPCTBEHH
MPOJYKTH, BKIIOYEHHU B Iporpama 3a ChCTpajaTesiHa ynoTpeda, KaTo B3aUMOJEHCTBAT C OTTOBOPHOTO
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nune o 4. 20, an. 1.

Un. 20. (Hos - JIB, 6p. 84 ot 2019 r.) (1) IlpaBo nma 3asiBsiBa mporpama 3a ChCTpajaTeiIHA
ynorpebda uma:

1. 3asBUTENAT Ha paspemieHue 3a ymnorpeda mo wi. 6 or Permament (EO) 726/2004 3a
CHOTBETHUS JIEKAPCTBEH MPOIYKT; UIH

2. MPOU3BOAMUTENAT HA JICKAPCTBEHUS MPOAYKT WU BB3JIOKUTEIAT Ha OJ00PEHO KIMHUYHO
U3IUTBAaHE B CIIy4auTe, KOraTro JIEKAPCTBEHHUAT MPOAYKT HE € OOeKT Ha 3asBICHHE MO Wi. 6 OT
Pernament (EO) 726/2004.

(2) Jluuero mo an. 1 (HapuyaHO TMO-HATATBK "OTTOBOPHOTO JHUIE") HOCH OTIOBOPHOCT 3a
BB3JIaraHeTO, OpraHu3aluATa, MPOBEXKIAAHETO M (MHAHCHUPAHETO Ha Mporpamara 3a CbCTpajareiaHa
ynorpeoa.

(3) 3a cepriacyBaHe Ha mporpama 3a CbhCTpajJaTelHa ymnoTpeda OTrOBOPHOTO JIMIE MOJaBa
sasnenne B MAJl mo oOpasen, yTBBpIEH OT HW3MBJIHUTENHHS aupekrop. Korato cemanmumero Ha
OTTOBOPHOTO JIMIIE HE CE€ HaMUpa B IbprKaBa - WieHKa Ha EBponeiickus cbio3, WU B JIpyra JbpxKana -
ctpana 1o Crnopasymenuero 3a EBpONENHCKOTO HMKOHOMHYECKO TPOCTPAHCTBO, TO IIOCOYBA
MIpeJICTaBUTEIN, pErucTpUpaH B EBponeiickust chio3 WK B Apyra AbpikaBa - cTpaHa no Crnopa3yMeHHUETOo
3a EBpOnencKoTO0 HKOHOMUYECKO IIPOCTPAHCTBO.

(4) 3asBneHueTo no aju. 3 chabpKa:

1. umMe u agpec Ha OTrOBOPHOTO JIMIIE M HA TPEACTABUTENS IO aj. 3, PErHCTPHpaH B
EBpormeiickus cpbro3 wid B Jpyra abpkaBa - crpana no Cnopasymenuero 3a Epomelickoro
MKOHOMHYECKO MPOCTPAHCTBO, KOTAaTO MMa TaKbB;

2. Me ¥ aJipec Ha JIMIIE 32 KOHTaKT Ha TepuTopusita Ha PenyOnuka briarapus;

3. HaWMEHOBaHMWE W/WIM KOJ Ha JIEKAPCTBEHUS MPOAYKT, JAaHHH 3a KAueCTBEHUS U
KOJIMYECTBEHUSI ChCTaB Ha JIEKAPCTBEHHUs MPOAYKT, KaTO CE€ MOCOYBa MEXIYHAPOAHO HEMATEHTHO
HAaMEHOBAHME HAa aKTHBHOTO BEIIECTBO/aKTUBHUTE BEIECTBA, Npenopbyano ot C30, mpu Hamuuue Ha
TaKoOBa, UM CHOTBETHOTO XMMHUYECKO HAUMEHOBAaHHE; JeKapcTBeHa (opma, HAUMH HA MPUIOKECHHE U
BT HA BBBEXK/IAHE, JO3MPOBKA U TEPATICBTUYHH [TOKA3aHHUS;

4. undopmaiys OTHOCHO TOBa Jalld JIEKAPCTBEHUAT MPOAYKT C€ CHCTOM OT WIHM ChABPXKA
reHeTnyHo Mmoauduuupad opraHuzbM (I'MO) wnm xkomMOMHaIMS OT TEHETHUYHO MOIUUIUpPaHU
OpraHU3MU;

5. naHHM 3a mojaneHoTo B EBpomelickara areHuus mo JjiekapcTBaTa 3asBi€HHE MO wi. 6 OT
Pernament (EO) 726/2004;

6. TaHHM 32 pa3pelIeHO KIMHWYHO W3MUTBAaHE Ha JIGKAPCTBEHUS MPOAYKT B MpEABHICHATA
obnact Ha npuioxenue ¢ EudraCT Homep;

7. MaHHM 32 pa3pelIeHO KIMHWYHO W3MMTBAHE Ha JIEKAPCTBEHUS MPOAYKT B TpEABHIEHATA
o0JacT Ha MPWJIOKEHHE B TpeTa Ibp’KaBa, KOETO ce MPOBEXKIa WM € MPOBEJCHO NpU Clia3BaHEe Ha
M3HCKBAaHUATA HA MeXTyHapOJHUTE XapMOHU3UPAaHH cTaHAapTH 3a JJoOpa KITMHIYHA MTPAKTHKA,

8. mHpopMaIus, KOraTo Ma TakaBa, OTHOCHO TEKYIIH MPOrpaMu 3a ChCTpaJaTenHa ynorpeda B
Ibp)KaBUTE - WICHKH Ha EBpomelickus Chio3, WM B IPYTH AbpKaBu - cTpaHd mo CriopazyMeHHeTo 3a
EBpormneiickoTo HKOHOMHYECKO TMPOCTPAHCTBO, M 3a EeKCIepTHH cTaHoBumia Ha Komurera mo
JIEKApCTBEHHUTE TPOJIYKTH 3a XyMaHHa ymoTpeba cbriacHo wi. 83, maparpad 4 ot Permament (EO)
726/2004;

9. ommcanue Ha 3a00JIBaHETO W OOOCHOBKA, Y€ TAIMEHTHTE, 32 KOWTO € TpeIHa3Ha4YCH
JMEKapCTBEHHUST  MPOJIYKT, CTpPajaT OT XPOHHYHO WIM TEXKKO HHBAIMIU3UPAINO, WU
’KHBOTO3aCTpaIaBamo 3a00JsIBaHE;

10. o6ocHOBKa 3alo LeneBara rpyna MalueHTH He MoXe Ja ObJe JIeKyBaHa C JIEKapCTBEH
MPOJIYKT, pa3pelieH 3a ynorpeda B Penybnuka bearapus;

11. obocHOBKa 3amio IieneBaTa rpymna MalUeHTH He MOXe Ja ObJe BKIYEHAa B TEKYIIO
KIIMHUYHO M3MTUTBAHE.



(5) KbM 3asBnenuero mno an. 3 ce npuiarar:

1. mpoToKOJ Ha Mporpamara 3a ChbCTpagaresHa yrnorpeda, KOUTO ChAbpkKa MUHUMYM CJIEIHOTO:

a) nHpOpMaIKs 32 JIEKAPCTBEHUS MPOIYKT U TEPANIEBTUYHOTO MIOKA3aHUE;

0) HaTMYHM JaHHU 32 Ka4ecTBO, €(UKACHOCT M OE€30MacHOCT Ha JICKApCTBEHUS MPOAYKT,
MOJIKPETISIIH YIIoTpedara My Ipu IieJieBaTa rpyra HalueHTH;

B) KpUTEPHUU 32 OI00P HA MAMEHTUTE U OYaKBaH OpOM MallMeHTH;

r) uHdopmamus 3a ynorpebaTa Ha JIEKapCTBEHUS MPOAYKT - TeKymara Opoumrypa Ha
u3cneaoBarelsi B KIMHUYHOTO M3MUTBAHE WIM MPOEKTAa Ha KpaTKa XapaKTepUCTHKa Ha IMPOJIYyKTa,
MPUIIOKEHA KbM 3asIBJICHUETO 32 pa3peliaBaHe 3a ynorpeoa;

1) IJ1aH 3a MPOBEXKJIaHE Ha IIPOrpaMara;

€) KpUTEpUM 3a CIOMpaHE WIM NPEXKIACBPEMEHHO IIpPEKpaTsBaHEe Ha Iporpamara 3a
chCTpajareiHa ynorpeoa;

) M3MCKBaHUS KbM JIEUEOHHUTE 3aBEJICHUS 10 OTHOILIEHHWE HAa MEAMLIMHCKOTO 00OpyABaHE U
KbM KBaJIM(UKALMATA HA JIEKAPUTE;

3) OMKCaHUE Ha MPOICIypUTE 3a HabupaHe Ha MAICHTH;

M) OMNHCAaHHME Ha NPOIEAYpUTE 3a IMOJIydaBaHe Ha HWH(GOPMHUPAHO ChIVIACHE OT 3aKOHEH
IIPEICTaBUTEIN, KOI'aTo € MPUII0KHUMO;

K) nmucMeHa uHdopMalus 3a nanveHta u ¢popmMa 3a UHPOPMHUPAHO ChIVIACHE HA AHTIUNCKU U
OBJITapCKU €3WK;

1) apyra uH(opmanus U JOKyMEHTH, KOUTO III€ C€ MPEJOCTaBAT Ha MAIlMEeHTUTE Ha aHTJIUICKU
1 OBJITAPCKU €3UK;

M) ONHMCAaHHE Ha HAYMHA Ha JOCTaBKa, KaKTO U HAa MPEIBUICHUTE MEPKH 3a TapaHTHpaHE Ha
0€30MacHOTO ChXpaHEHHUe, yrmoTpedaTa ¥ MECTOHAXOXKICHUETO Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO I
ce MpeAOCTaBsAT MO MporpaMara 3a CbCTpajaTeHa ynorpeoa;

H) ONKCaHWE Ha JEHHOCTUTE 3a (papMaKoIOrmyHa OJUTETHOCT B paMKUTE Ha Iporpamara 3a
ChCTpajarenHa ynorpeoa;

2. Aekyapamusi OT OTTOBOPHOTO JIMIIE, Y€ IE M3IThJIHSABA M3MCKBaHHATA 32 (papmakoirormyHa
onutenHocT cbrnacHo wi. 24 ot Permament (EO) 726/2004 u dye wuHpopmamusTa, CBbp3aHa C
Oe3omacHOCTTa, chOpaHa B mporpamara 3a ChCTpajaresiHa ynorpeda, 1me Ob/e BKIIOYEHA B TOIUIITHUS
JIOKJIaJI 3a 0€30IIaCHOCT U TOM Ie Obae mogaacH B MAJI,

3. Jekjapanus OT OTTOBOPHOTO JIMIE, Y€ JIEKAPCTBEHHUSAT MPOAYKT IIE€ CE€ OCUTYpsiBa
0e3Bb3ME3/IHO B paMKHTE Ha ITporpamara 3a CbCTpajaresHa ynorpeoa;

4. NOKyMEHTH, yJOCTOBEPSBALIH, Y€ JEKAPCTBEHUST MPOAYKT C€ MPOU3BEXKIA IPU YCIOBUATA
Ha /loOpa npoun3BoICTBeHA NpakTHKa Ha EBponeiickust chio3 WM €eKBUBAJIIEHTHU Ha Hes;

5. TOKYMEHTH, yIOCTOBEpSBAIM, Y€ KIMHUYHUTE WU3MUTBAHUS ca IPOBEJCHH/CE MPOBEXKIAT
IIPU clla3BaHe Ha M3UCKBaHMATAa Ha MeXyHapOJIHUTE XapMOHHU3UpAIIX cTaHaapTu 3a JJoOpa kimHUYHA
MPaKTHKA;

6. IpH JIEKapCTBEHU MPOAYKTH, KOUTO C€ ChCTOST OT UM ChIbP)KAT FEHETUYHO MOJU(PHULIUPaH
OpPraHM3bM WJIM KOMOMHAIUS OT TE€HETUYHO MOAU(PUUUPAHW OPraHU3MU - JIOKYMEHTHU CBIJIACHO
npunoxenus Il u Il xbm dupexrusa 2001/18/EO na EBponeiickus napaameHnT u Ha CbBerta oT 12 mapt
2001 r. OTHOCHO CH3HATEIHOTO OCBOOOKJaBaHE HA TEHETUYHO MOJUGPUIIMPAHN OPTaHW3MH B OKOJHATa
cpena u 3a otmsiHa Ha {upextuBa 90/220/EMO na CwBeta (OB L 106, 17.04.2001 r., cTp. 1);

7. 3a JeKapCTBEHU MPOAYKTH, ChAbPIKAIIM HAPKOTHUYHHU BEIECTBA, JUIIEH3US ChITIACHO 4. 33,
ant. 1 or 3KHBII unu noroBop ¢ Apyro jgeueOHO 3aBeIeHUE, B CTPYKTypaTa Ha KOETO € Pa3KpuTa anreka,
MpUTEkKaBala JUIEH3us cbriacHo wi. 33, ain. 1 or 3KHBII;

8. MpOEKT Ha eTUKEeT Ha JIeKapCTBEHMS MPOAYKT, CBHABPKAIl Hail-Majako ciegHara
nH(poOpMalKa: HAaUMEHOBAHUS/KOJl Ha JIEKAPCTBEHMsI MPOJYKT; M€ M aJapec Ha OTIOBOPHOTO JIHMIIE;
uACHTUUKAIMS Ha TapTHaTa; [MOKa3aHWs, HaYMH Ha TNPHJIOKEHHE, HaMMEHOBAaHHE Ha aKTHUBHOTO
BEILIECTBO/aKTUBHUTE BEIIECTBAa; CPOK HA TOJHOCT; YCIOBUS 32 CBbXpaHEHHUE; O3HAaYeHHe, 4e



JICKapCTBEHUAT MPOAYKT C€ MPEAOCTaBs CaMO B paMKHUTE Ha IIporpamara 3a ChCTpajaTesiHa ynorpeoa;

9. nexnapanus, 4e JIEKapCTBEHUSAT MPOAYKT I1ie ObJe MPEeAOCTaBsIH caMO Ha JIeKapH C Mpu3HaTa
CIIELIMAIHOCT B CHOTBETHATa TEpareBTUYHA OOJIACT U KOUTO ca oOyueHH 3a paboTa C JIeKapCTBEHUS
MIPOJIYKT;

10. nexnapanus 3a ceriacue MAJI na myOonukyBa Ha CBOSITA HHTEPHET CTpaHUIA WH(DOPMALIUS
32 OCHOBHHTE XapaKTEePUCTUKH Ha IIporpaMara 3a CbCTpaaTeIHa ynoTpeoa;

11. mucMeHo cwriuacue OT PBKOBOAUTENS Ha JIeYeOHOTO 3aBeleHHE 3a MPOBSXKIAHE Ha
IporpamMa 3a chbCTpajaresHa ynorpeoa;

12. 1OKyMEHT 3a CKIIIOYEHA 3acTpaxoBKa, OKPHUBAILA OTTOBOPHOCTTA HA OTTOBOPHOTO JIMIIE U
JIEKyBaIlIUs/Te JeKap/u 3a MPUYMHEHWTE MPHU WIM MO0 TMOBOJ Ha MPOBEXKIAHETO Ha Mporpamara 3a
ChCTpaJaTeIHa ynoTpeda HEMMYIIECTBEHH U UMYILIECTBEHHU BPEIH.

(6) M3nbanuTenHara areHIMs IO JieKapcTBata MyOJIMKyBa yKa3aHUS 3a II0JaBaHe Ha
uHpopmanuara u fokymeHTure mo wi. 20, an. 3, 4 u 5 Ha CBOSITA HHTEPHET CTPAHMUIIA.

Ui 21. (Hos - JIB, 6p. 84 or 2019 r.) (1) B 14-nHeBeH cpok OT jmarara Ha MOJaBaHE Ha
nokyMeHTanusTa 1o 4i. 20, an. 3, 4 u 5 MAJI pasrnexna npecTaBeHUTE JOKYMEHTH.

(2) Koraro He ycTaHOBU HEMBIHOTH UM HECHOTBETCTBUS B IOJAaeHaTa JokyMeHTarus, MAJI
YBEOMSBA IUCMEHO OTIOBOPHOTO JIMIIE B CPOKA IO ajl. 1, ye JOKyMEHTAalMsITa € BaJuJAHA U ChIJIacyBa
IporpamMara 3a cbCcTpajareiHa ynorpeoa.

(3) Korato ycTaHOBM HEITBIHOTH W/WJIM HECHOTBETCTBUS B JOKyMeHTamusaTa mo am. 1, MAJI
yBEIOMSIBAa MUCMEHO OTTOBOPHOTO JIMIIE J]a TIPEJCTaBH JIOMBbIHUTEIHA HHPOPMAIUS IO KOHCTATHPAHUTE
HEIbJIHOTH W/WJIA HECHOTBETCTBHS B CPOK A0 14 THU OT JaTara Ha yBEJOMIICHHUETO.

(4) Koraro HembIHOTUTE W/WJIM HECHOTBETCTBUATA Ca OTCTpaHEHHW B cpoka mo an. 3, MAJL
YBEOMSBA OTIOBOPHOTO JHIE B 14-IHEBEH CpOK, Y€ JOKYMEHTalusTa € BaJWJHA M ChIVIacyBa
IporpamMara 3a cbCcTpajareiHa ynorpeoa.

(5) Koraro usuckBanusta no wi. 19 u 20 ne ca usnvianenu, MMAJI He cpriacyBa nporpamara 3a
chCTpajarenaHa ynorpeda, KaTo mocouBa MOTUBHTE 33 TOBA.

UYn. 22. (Hos - IB, 0Op. 84 ot 2019 r.) M3nbaxuTenHaTa areHus 1o JeKapcTBara:

1. yBenomsiBa EBpormeilickaTa areHuust 1o JieKapcTBaTa 3a ChIVIaCyBaHaTa Iporpama 3a
ChCTpajareiaHa ynorpeda, KaTo ocoyBa Jaju € Heo0xoauMo craHoBulle oT KomureTa no nexkapcTBeHu
IPOAYKTH 3a xyMaHHa ynoTtpeba (CHMP) 3a ycioBusTa 3a cecTpasarenta ynorpeoa;

2. nyOJIMKyBa Ha CBOSTa MHTEPHET CTpaHulla MH(GOpMalKs 3a IMporpaMara 3a ChCTpajlaTesIHa
yrnoTpeoa;

3. moIbpkKa aKTyaJIu3UpaH CIHUCHK C JaHHU 3a BKIIOYEHHTE B Iporpamara 3a ChCTpajaTesiHa
yrnoTpebda nalueHTH, JeuyeOHUTe 3aBeICHHS U JIEKyBAIllUTe JIeKapu;

4. TOKYMEHTHpa NOJy4YeHUTE ChOOLICHMS 3a HEXKEJaHW JIEKapCTBEHM PEAKIUH OT MalUeHTH,
BKJIIOYEHH B IIporpamara 3a CbCTpajaTeliHa ymoTpeba, M TI'M wu3Npama B 0Oa3zaTta JaHHU
"FOnpaBumxunanc" ("EudraVigilance").

Yn. 23. (Hos - B, 6p. 84 ot 2019 r.) B caywaute mo uwi. 22, T. 1 mpoBexaaHeTo Ha
IporpaMaTta 3a ChCTpajJaTeliHa ymoTpeda Mo)Ke Ja 3aloyHe cjesl MOoJy4yaBaHE Ha CTaHOBUILIETO OT
CHMP.

Y. 24. (Hos - IB, 6p. 84 ot 2019 r.) (1) [Ipu nannumne Ha cbriaacyBana or MAJI nporpama 3a
ChCTpajaTe’aHa ynorpeda JeKyBaIlMAT JeKap MOXe J1a YBEIOMH MallUeHT ChC ChOTBETHOTO 3a00JIsiBaHe
3a MPOBEXKIAHETO U U 32 Bb3MOXKHOCTTA Ja Ob/ie BKIIIOUEH B Hesl.

(2) Mamuent mMoxe na ObAe BKIIOYEH 3a JEUYEHHE B IporpaMa 3a ChCTpajaTeiHa yrnoTrpeda
camo cJie]l IOJIMMCBaHe Ha MUCMEHO MHPOPMHUPAHO ChIJIacue.

(3) MudopmupanoTo chriiacue 3a BKIIOUBAHE B MporpaMara 3a ChCTpajaTeiaHa ynoTpeda Moxe
na ObJie OTTETJIEHO OT MAI[MeHTa M0 BCSIKO BpEME.

Un. 25. (Hos - IB, 6p. 84 ot 2019 r.) JlekyBamusT jexap:

1. yBenomsiBa OTTOBOPHOTO JIMIIE 33 BCEKHM BKJIIOUEH/M3KIIIOUEH MAllMEeHT B IporpaMara 3a
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ChCTpajaTesHa ynoTpeoa;

2. HOCH OTIOBOPHOCT 3a IIPOBEXK/AHE Ha JICYEHUETO Ha BCEKU MAIMEHT, BKJIIOUEH B ITporpamara
3a ChCTpajaTesiHa yrnorpeoa;

3. JOKyMEHTHpa 1 chOOIIaBa Ha OTTOBOPHOTO JIMIE BCSIKO CbMHEHHE 33 HEXKeJIaHa JIEKapCTBEHA
peaxiusi, CBbp3aHa ¢ JIEKapCTBEHUS IPOAYKT:

a) He3a0aBHO 3a BCUYKHU CEPUO3HU MOJ03UPAHN HEXKEJIaHH JIEKapCTBEHU PEaKILIUU;

0) B cpok 110 15 1HU - BbB BCHUKH OCTAHAIIU CITy4aH.

Ui 26. (Hos - JIB, 6p. 84 ot 2019 r.) [TanuenTuTe choOIIaBAT BCHYKH MTOJA03UPAHA HEXKEIIAHU
JIEKapCTBEHU pEaKLMU Ha JIEKyBallUs JEKap, a 1o TexeH n3oop - u Ha MAJL.

Ui 27. (Hos - [IB, 6p. 84 ot 2019 r.) OTroBOpHOTO JIHIIE € 3aABJIKEHO J1a:

1. mpoBexaa nporpamara 3a chbCTpajaTeiiHa yrnorpeda Taka, KakTo € cbriacyBaHa ot MAJL

2. IpeJoCTaBH Ha JIEKyBalllUs JIeKap IPOTOKOJIA Ha [Tporpamara 3a CbCTpajaTeHa ynorpeoa;

3. ysemomu WAJl 3a 3amoyBaHe Ha mporpamara 3a CbCTpajaTenHa ymorpeba W Tpu
BKJIIOYBAHE/N3KIIIOUBAHE HA MALMEHT B HEsl, KATO [10COYH JIEYeOHOTO 3aBe/ICHHE U JIEKyBalllUs JIeKap;

4. ocurypsiBa 0€3BB3ME3THO JICKAPCTBEHHSI MPOJIYKT M BCSIKO H3JENUE, HEOOXOTUMO 3a
IpUJIaraHeTo My B paMKHUTE Ha Iporpamara 3a CbCTpajaTeiHa yrnorpeoa;

5. mpenocTaBst Ha JieKyBamus jJekap 1 Ha MAJI Bcsika HOBOBBb3HUKHANIA HHPOPMALIUs, CBbp3aHa
¢ 0e30MacHOCTTa Ha JIEKAPCTBEHUS NMPOIYKT, KOSITO MOXKE /1a IPOMEHU ChbOTHOIIEHUETO 110J13a/pUCK;

6. monasa B Oazara gannu "HOxpaBumxunanc" ("EudraVigilance") momyyenure cho0meHus 3a
[OJIO3MPAaHN HEXeJIaHW JISKapCTBEHH peakluu B cpokoBere cbryiacHO wi. 24 ot Permament (EO)
726/2004;

7. nonaBa B MAJI roguiien nokinaa 3a 6e30MacHOCT, BKIIKOYBAL] JaHHUTE OT Mporpamara 3a
ChCTpajJiaTesHa yrnoTpeoa;

8. npencrassa B MAJI u Ha nekyBawmus siekap npuerure or CHMP cranoBuina ceriacHo ui. 83,
naparpad 4 ot Pernmament (EO) 726/2004 u KoHCTaTaluy OT MPOTpaMH 3a ChCTpaJaTeIHa yrmoTpeoda,
KOUTO C€ NpOBEeXIAaT B JApyra IbpkaBa - wieHka Ha EC, unm B apyra IbpxkaBa - CTpaHa IO
Cnopasymenuero 3a EUIT;

9. yBenomu MAJI 3a Bcsika npomMsHa B uH(opmMarusaTa mo wi. 20, an. 3, 4 u 5 1 1a NpuiIoxu
CBHOTBETHUTE IOKYMEHTH;

10. yBenomu HWAJI mpu mpeacpouyHo MpeKpaTsBaHE WIM CIUpaHe Ha Mporpamara 3a
ChCTpajareiHa ynorpeda, KaTo ocoyu MOTUBUTE 3a TOBA;

11. chxpaHsBa 1s1aTa JOKYMEHTAIUS 110 IIporpamara 3a chCTpajaTeliHa ynorpeba Hail-Maiko
JieceT TOJUHU Clie[] HEWHOTO 3aBbpIIBaHE WJIM MPEACPOYHO IMpeKpaTsBaHe, 0e3 Ja ce 3acAraT Ipyru
pasnopenom, peryiupaniy 3ana3BaHeTo Ha MeIMIIMHCKaTa JOKyMEHTAIHS;

12. cxirouBa 3acTpaxoBKa, MOKpUBAIla OTTOBOPHOCTTA HA OTTOBOPHOTO JIUIIE U JIEKYBALIUS/TE
JeKap/u 3a NPUYMHEHUTE NpU WM MO TMOBOJ Ha MPOBEXKJAHETO Ha Iporpamara 3a ChbCTpajaTesHa
ynotpeda UMYIECTBEHU U HEUMYILIECTBEHU BPE/IH.

Yn. 28. (Hos - [IB, 6p. 84 ot 2019 r.) (1) IlporpamaTta 3a chbcTpazaTenHa ymorpeda
MPOJBJIKABA, IOKATO:

1. JekapcTBEHUAT MPOAYKT ObJe MyCHAT Ha MHa3apa, HO HE IMO-KbCHO OT €JHa ToJuHa OT
3aIl0YBaHETO M; UIIN

2. OTTOBOPHOTO JIMLIE IPEKPATH Iporpamara MpeacpoyuHo, 3a koeTo yBenomsisa MAJL.

(2) OTroBopHOTO JUIIE MOKE Jla MPOIBJDKU MporpaMaTa 3a ChCTpaJaTesiHa ynoTpeda u cief
cpoka 1o an. 1, T. 1 nmpu ycnoBue, ye ca Hajuie oocrosrencrata no wi. 19 u 20 u ciex chrilacyBase ¢
NAIJL

Yn. 29. (Hos - IB, 6p. 84 ot 2019 r.) Ilpu npomeHu, Kacaeuiy TeparneBTUYHOTO MOKa3aHHUE,
KOJMYECTBOTO Ha AaKTMBHOTO BEILIECTBO WM JieKapcTBeHaTa ¢opMa Ha JIEKapCTBEHMsI MPOIYKT B
paMKHTe Ha TporpaMaTta 3a ChCTpajJarelHa ynorpeba, KakTo W NPOMEHH, KOMTO MoraT Ja OKaxKat
BIIUSIHUE BBPXY 0€30MacHOCTTa Ha MallMEHTUTE, OTTOBOPHOTO Jjuile noaasa B MIAJl HOBo 3asBieHHE U



nokymeHTanus o ui. 20, an. 3,4 u 5.

JdonmbiaHuTe/ IHM pa3nopendu

§ 1. (Hom - [IB, 6p. 84 ot 2019 r.) "I'pyna oT nmanueHTy" € BCsIKa rpyna OT OTACIIHUA MallueHTH
(T.e. MOBEYE OT €IMH), KOUTO MOTaT Jia UMAT I10J13a OT JICYCHUETO Ha ONPEIETICHO ChbCTOSIHUE.

§ la. (Ilpemumen § 1 - JIB, 6p. 84 ot 2019 r.) "JlekapcTBeH NPOIYKT, KOMTO HE Ce
pasmpocTpaHsBa Ha ObJITapcKus mazap' € JIeKapCTBEH MPOAYKT, 32 KOUTO:

1. e nomaneno yBenomiieHue mo wi. 54, ain. 2 - 4 3JIIIXM, uiu

2. (u3m. - 1B, Op. 84 ot 2019 r.) mama pemienue Ha HanumoHanHus ChbBET MO IIEHU U
peumOypcupaHe Ha JeKapCTBEHUTE MPOAYKTH 3a YTBbPXKAABaHE UM PErHCTpUpaHe Ha IIeHa.

3aKJII0YMTEHHA Pa3nopendu

§ 2. Tasm Hapenba ce u3maaBa Ha OCHOBaHWME WI. 9 m wi. 266a, am. 4 u 5 or 3akoHa 3a
JIEKApCTBEHHUTE MPOAYKTH B XymMaHHaTa meauimHa u otMeHs Hapen6a Ne 2 ot 2001 1. 3a ycinoBusita u
pena 3a JedeHue ¢ HepaspelleHu 3a ynotpeba B PenyOmuka beiarapus nexapctBeHu npoaykTu (0OH.,
1B, 6p. 6 ot 2001 1.; gom., 6p. 20 ot 2001 r.).



