HAPE/IBA Ne 4 OT 4 MAPT 2009 T'. 3A YCJIOBUSATA N
PEJIA 3A IPEJIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTU

H30a0ena om munucmovpa Ha 30paseonazéaremo

Oo6n. /IB. 6p.21 om 20 mapm 2009z., usm. /IB. 6p.91 om 17 noemspu
2009z., uzm. /IB. 6p.94 om 29 noemepu 201 12., uzm. /IB. 6p.2 om 6 snyapu 20122., uzm.
u oon. /[B. op.81 om 17 cenmemspu 20132., uszm. J{B. 6p.104 om 3 oexemepu 2013e2.,
usm. u oon. /[B. 6p.15 om 21 gpespyapu 2014e., usm. u oon. /[B. 6p.68 om 15 agzycm
2014e., usm. u oon. /[B. 6p.95 om 18 noemepu 2014e., usm. /[B. 6p.91 om 18 noemspu
2016¢., usm. u oon. /[B. 6p.95 om 16 noemspu 2018e., usm. u oon. /[B. 6p.68 om 27
aseycm 2019z., oon. /IB. 6p.90 om 15 noemspu 20192., usm. /[B. o6p.91 om 23
oxmomepu 20202., oon. /B. 6p.107 om 18 oexemapu 2020z., uzm. /B. 6p.37 om 7 maii
20212., oon. [IB. 6p.47 om 4 wonu 20212., usm. /IB. 6p.94 om 12 noemepu 202 1e., uzm.
uoon. /[B. 6p.53 om 8 1onu 20222., oon. /IB. 6p.61 om 2 ascycm 20222., uzm. /B. 6p.85
om 25 okmomepu 20222., uzm. u oon. /[B. 6p.51 om 13 wonu 20232., usm. u oon. /IB.
6p.85 om 10 okmomepu 20232., usm. u don. /AB. 6p.105 om 19 dexemspu 2023e.

I'naBa nbpBa.
ObIIA MOJIOKEHUSA

Ui 1. C Ta3u Hapen0a ce onpeesT:

1. (mom. - IB, 6p. 85 ot 2023 1., B cuya ot 16.10.2023 r.) MenuuHCKHATE
CHEIHMAIUCTH, KOUTO MOraT Ja H3JaBaT peLenTH, peabT 3a NpeaIucBaHe Ha
JICKAPCTBCHH TPOJYKTH, CPOKBHT 332 HM3MBIHEHUETO, CIYYaUTe U PEABT, IPH KOHUTO
Maructbp-hapmMarieBT U3MBIHSABA WM MOXE Jla OTKa)Xe Ja M3MBJIHU JIEKapCKO
TpeIucaHue;

2. YCIOBHSTA U PEIBT, IO KOUTO OBIATAPCKU MPAXKIAHU U UYKIU TPAKIAHH,
MOCTOSTHHO W BPEMEHHO MpeOWBaBallyd B CTpaHaTa W MBTyBalld H3BBH PemyOimka
bwarapus, MmoraT ja HOCSIT WM J1a U3HACST JIEKAPCTBEHH MPOAYKTH, IPETHA3HAUCHH 32
JICYCHUETO UM;

3. KoluyecTBaTa JEKapCTBEHU NPOAYKTH, MpEAHA3HAYEHH camo 3a
JICYCHUETO HA TPAH3UTHO MPEMHUHABAIY W BPEMEHHO NPeOUBABaIM HA TEPUTOPUSITA
Ha CTpaHaTa JuIla, KOUTO T€ MOraT Jia IpUTEeX,aBarT;

4. (voBa - [IB, 6p. 15 ot 2014 r.) ycnoBusATa ¥ peAbT 32 MPU3HABAHETO U
U3MBIHEHUETO Ha PEIeNTH, U3Ja/ICHU B Jpyra AbprKaBa YICHKa;

5. (m3m. - [IB, 6p. 81 ot 2013 r., npegumna T. 4 - JIB, Op. 15 ot 2014 1.)
penbT 3a MpeNcBaHe Ha JIGKAPCTBEHU MPOIYKTH, ChbpPKAIIU HAPKOTHYHHU BEIIECTBA
ot npuitoxxenus Ne 2 u 3 xpM 4. 3, 1. 2 u 3 ot HapenOarta 3a pena 3a kinacuduuupase
Ha PacTEeHHUATA U BellleCcTBaTa KaTo HApKOTUYHH, rpueTa ¢ [loctanosnenue Ne 293 Ha
Munucrtepckus cbBeT ot 2011 r. (JIB, 6p. 87 o 2011 1.);

6. (mpeaumHa 1. 5, u3M. - JIB, 6p. 15 ot 2014 1., oT™. - JIB, 6p. 51 o1 2023
r., B cruia ot 13.06.2023 1.)

7. (noBa - /1B, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) ycnoBusita, peasT
Y TIPUHIIAITATE, TI0 KOWTO CE MPEIITUCBAT JICKAPCTBEHH MPOJIYKTH ChOOPa3HO TSIXHATA
pa3xojHa e)eKTUBHOCT M0 CMHCHIa HA § 1, T. 28 OT AOMBJIHUTETHUTE pa3nopeadu Ha
3akoHa 3a 31paBHOTO ocurypsaHe (330).



Un. 2. PexumbT Ha MNpeaNHCBAHE HA JICKAPCTBEHUTE MPOIYKTH €
OTIpeJIeNIeH B pa3pelIeHHETO 3a yoTpeda Ha IEKapCTBEHUS MPOIYKT.

Un. 3. PaspemieHute 3a ynorpeda M PETUCTPUPAHUTE JIEKAPCTBEHU
NPOAYKTH Ha Tepuropusita Ha PenyOnuka bbirapus ce o0sBSBaT Ha HMHTEPHET
cTpaHuuaTta Ha V3mbiaHUTENHATa areHIus 110 JeKapcTBaTa.

I'naBa BTOpA.
MEJUIUHCKHA CHEHUAJIUCTU, KOUTO MOT'AT JA U3JABAT
PELEIITH

Un. 4. (1) [IpaBo nma mpeamucBaT paspelieHd 3a yrnoTpedba B cTpaHaTa
JICKapCTBEHH TMPOJYKTH W Ja M3JaBaT PELENTH UMAT JICKapu/JIeKapu MO JeHTallHA
MeAMIIMHA, YIIPaXKHABAIM MEAUIIMHCKATa podecus.

(2) (M3m. - IIB, 6p. 81 ot 2013 r., oT™. - [IB, Op. 85 ot 2023 r., B ciia ot
16.10.2023 1.)

(3) (Hom. - AB, 6p. 61 ot 2022 r.) ®enamepute u JIEKAPCKUTE aCUCTCHTH
uMaT TpaBo Ja MpEeANucBaT pa3pelieHd 3a ymnoTpeda B CTpaHaTa JIEKapCTBEHHU
IIPOAYKTHU M J]a U34aBaT PELENTH, C U3KIIYEHUE Ha Te3U OT npuiokenue Ne 1, camo
IIPU CKIIFOYEH JOTOBOp C JIeueOHO 3aBejieHHMe 1o wi. 2, ain. 1, 1. 1 or 3akoHa 3a
ne4eOHUTE 3aBEICHUS.

(4) (HoBa - /IB, 6p. 85 012023 ., B cuna ot 16.10.2023 r.) BeTrepunapuute
JIeKapyu MOrar Ja MpeANucBaT pa3pelieHd 3a ymorpeda B CTpaHaTa JIEKapCTBEHU
MPOJYKTH 32 XyMaHHa ynoTpe0a u /1a u3/1aBat eJIeKTPOHHH MPEANUCAHUS SUHCTBEHO
MIpU IIPWJIAraHETOo Ha JieueHue 1o pena Ha wi. 322, an. 1, 7. 2u 4 wun. 323, an. 1, 1. 2
1 4 or 3akoHa 3a BeTepUHApHOMeIUIMHCKaTa JneidHocT (3BM/I), ¢ u3kitoueHue Ha
JIEKAPCTBEHU MPOAYKTH, ChIBPKAIIU HAPKOTUYHH BEIIECTBA.

Un. 5. (M3m. - IB, 6p. 94 ot 2011 r.) (1) B pernonamnata 3apaBHa
uHcnekuus (P3N) ce Bonu peructbp Ha JieKapuTe U JIEKapuTe 10 IeHTaIHAa MEIULIMHA,
KOUTO IIPENINCBAT JIEKAPCTBEHU NPOAYKTHU, ChIIbPKAIlM HAPKOTUYHU BEIIECTBA.

(2) B peructbpa mo an. 1 ce BOuCBaT JaHHUTE Ha JeKaps/Jiekaps IO
JICHTaJIHa MEAMIIMHA 10 JOKYMEHTA 332 CAaMOJIMYHOCT, JINYEH KOJ U KOJ| Ha JIeUeOHOTO
3aBeJ/ieHuE.

I'naBa Tpera.
HPEJAIINCBAHE HA JIEKAPCTBEHMU ITPOAYKTH

Paznea 1.
Pen 3a npeanucBaHe Ha JIEKAPCTBEHU NPOAYKTH

Un. 6. (1) IlpeanucBaneTo Ha JIEKapCTBEHHU MPOJIYKTH CE€ M3BBHPILIBA Ha
peLienTypHa O6J1aHKa C OsUT IIBSAT ChITIACHO MpHIIokeHHe Ne 2.

(2) (Ot™m. - 1B, 6p. 81 oT 2013 1)

(3) Bepxy peuentypHara Oj1aHKa 3aIbJDKUTEIHO CE€ OTOENA3BA PEKUMBT
Ha OTIYCKaHe - 3a EJIHOKPAaTHO WJIM MHOTOKPAaTHO OTIyCKaHe, KaTro TIpu
MHOT'OKpPaTHOTO OTIIYCKaHE C€ YTOUHSIBA U KOJIKO ITbTH I1I€ C€ U3IIBJIHABA pellenTaTa.



(4) (U3m. - ]IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 1.) Penenture ¢
PEKHUM 32 €THOKPATHO OTITyCKaHe UMaT BauaHOCT 30 JHH OT JaraTa Ha W3JaBaHETO
UM, a PEUENTUTE C PSKUM 32 MHOTOKPATHO OTIYCKaHE UMAT BAJIUIHOCT JI0 6 Mecena
OT JjaTaTa Ha U3J]aBAaHETO UM U ChIbPXKAT O3HAYCHHE HAa OpOs Ha OTIYCKAHUSATA.

Un. 7. (1) PeuentypHata 61aHka ChabpiKa:

1. (mom. - 1B, 6p. 68 ot 2014 1., B crta ot 15.08.2014 r., nom. - IB, 6p. 85
ot 2023 ., Bcmna ot 16.10.2023 r., mom. - IB, 6p. 105 o1 2023 1., B cruta ot 19.12.2023
r.) "MHCKpUOIMO" - cOOCTBEHO W (aMHIIHO MME Ha JIUIETO Mo Wi. 4, YHUKaJICH
UICHTU(PHUKAIIMOHEH HOMEp/IHYeH Mpo(ecuoHarIeH KoJ, HAaMMEHOBAHUE U aJpec Ha
7e4eOHOTO 3aBe/leHHe/BEeTEPUHAPHOMETUIIMHCKOTO 3aBeieHHe, TeleoH 3a BPb3Ka,
JlaTa Ha U3JlaBaHe Ha pelenTara;

2. "mpeckpuOuMo" - HAMMEHOBAHKE, KOJIMYECTBO HA aKTMBHO BEIIECTBO B
JekapcTBeHa ¢opMa U KOJMYECTBOTO Ha JIGKAPCTBEHHUS MPOJIYKT; KOJIUYECTBOTO CE
u3nucBa ¢ uudpu, a OpU NPEANHUCBaHE Ha JIEKAPCTBEHH MPOAYKTH, ChABPIKAIIU
HApPKOTUYHH BEIIECTBA - U C IYMHU;

3. "curnatypa" - mocouBar ce €JHOKpaTHaTa M JEHOHOIIHATa J103a Ha
JEKapCTBEHUsI NPOAYKT, MPOJBDKUTENIHOCTTa Ha Kypca Ha JIEYEHHE U
HEO0OXOMMOCTTA OT MOBTAPSHETO MY; A03aTa C€ U3MKCBa ¢ U PH; IPU NpPEANCBaHE
Ha 71033, M0-BUCOKA OT MAKCHMAJIHO OTIpe/IeeHaTa Y pa3pelaBaHeTo 3a ynorpeda
HAa JICKapCTBEHUS MPOAYKT, MPEANUCBALIUAT Ce MOJMUCBA CPEIlly PEeBHILIeHATa 1034,
HE ce JIONyCKaT 001X u3pa3u Karo: "u3BectHo", "mo Hacrasienue", "mo cxema'" u ap.;

4. '"cyOckpuOumo" - yKazaHMS 3a HAauMHA Ha W3MIBJIHEHUE Ha
MPEANMUCAaHUETO; MPU U3MOJI3BaHE Ha yKazaHuATa "muTo", "mutucumo"” mmu "cratum"
3aIBJKUTENIHO CE 3alKCBa YachT Ha MPEANHCBAHETO HA JIEKAPCTBEHUS MPOIYKT;

5. (mom. - JIB, 6p. 61 ot 2022 r., gom. - /IB, 6p. 85 ot 2023 r., B cuia ot
16.10.2023 r.) MOJIHUC Ha JieKapsi/IeKaps o JICHTAJIHA
MenuuHa/Genamepa/IeKapcKusi aCuCTeHT/BeTEpUHAPHUS JIeKap;

6. (m3m. - /IB, 6p. 68 o1 2014 r., B cuna ot 15.08.2014 r., nom. - /IB, 6p. 85
ot 2023 r., B cuna ot 16.10.2023 r.) nuueH medar Ha JieKapsi/JIeKaps Mo JCHTaJIHA
MeAUIIMHA/BETepUHAPHUS JeKap u/unm neyar Ha 7e4eOHOTO
3aBe/IeHNEe/BEeTEpPUHAPHOMEIULIMHCKOTO 3aBE/ICHUE;

7. TpUTE UMEHA Ha MallMeHTa, Bb3PacTTa U aJpec M0 MECTOKUBEECHE, KaTo
npu OpeMeHHa )KeHa, KbpMauKa WM JIeTe ce 0Tpa3siBa U TOBA OOCTOSATEIICTBO;

7a. (HoBa - /1B, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) TpuTe UMEHa
Ha COOCTBEHMKA, ajpeca MO MECTOXMBEEHE W BHUJA HA KUBOTHOTO, MOJUIOKEHO Ha
JIeYeHUE - 3a PEleNnTH, MPEINUCaHu 10 4. 4, all. 4;

8. (noBa - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) YHukaien
uaeHtudukaones Homep (YMH) Ha maructsp-dgapmarieBra OT perucTbpa Ha
bearapckus ¢papmaneBTHUEH CHIO3.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1)

UYs. 8. (1) JlekapcTBeHHUTE MPOIYKTH C€ U3MUCBAT YETIMBO Ha JIATHHHUIIA C
MEXIYHApOJAHOTO HEMATEHTHO WK (hapMaKoNeitHO HAUMEHOBAHUE Ha JIEKAPCTBEHOTO
UM BEIIECTBO WJIN THPrOBCKUTE UM HAUMEHOBAHMSI.

(2) KonmuecTBOTO Ha JEKapCTBEHOTO BEIIECTBO B MPEANKUCBAHUSA
JIEKapCTBEH MPOIYKT CE U3pa3siBa:

1. B rpaMoBe, KOraTo € eIMH I'paM WIH HaJ €uH rpam (g);

2. B MUJIMTpaMH, KOTaTo € 0-MaJIKO OT €1H rpam (mg);



3. KONWYECTBa, TO-MAJKH OT €IWH MWJINTPpaM, c€ O3Ha4yaBaT B
MHUKpOTpaMH, KaTo Ta3u MEpUTEITHA eIMHHIIA HE C€ ChKpAIllaBa, a ce U3IUCBA C JYMH
(microgram);

4. obemure ce u3pazsaBaT B MIITWIATPH (ml);

5. B mexnyHaponuu eauuuii (IU) - 3a JiekapcTBEHW NPOIYKTH OT
OMOJIOTMYEH MTPOU3XO/I.

(3) CwkpamenusiTa Ha JieKapcTBeHata ¢GopMa Ce HU3IUCBAT BBPXY
peuenTypHara OJ1aHKa/JIeKapCTBEHHS JIMCT B ChOTBETCTBHE C JIeHCTBAIaTa B CTpaHara
dbapmakories.

(4) 3a0pansiBa ce M3MOJI3BAHETO Ha CHKPALICHHWS M TIONPAaBKH MpU
U3IMCBaHE HAMMECHOBAHMATA HA JICKAPCTBEHUTE MPOYKTH.

Un. 9. JlekapcTBeHHM TMNPOAYKTH, MPUTOTBEHHM TI0 MarucTpajiHa H
¢dapmakormneiina pernenrtypa, ce MpeArnucBaT Ha OTAETHA pelenTypHa OaHKa.

Un. 9a. (Hos - JIB, Op. 15 ot 2014 r.) (1) Ha penentu, xouto me ce
U3IIBJIHABAT B pyra AbpkaBa WICHKA, c€ U3MMCBAT HEOOXOJUMHUTE 3a JICYEHUETO Ha
KOHKpPETEH MallMeHT JIEKApCTBEHH NPOAYKTH, C H3KIOYEHHE HA JIEKAPCTBEHUTE
HOPOAYKTH 110 wi. 174 oT 3aK0oHa 3a JIeKapCTBEHUTE NMPOJYKTH B XyMaHHATa MEIULMHA.

(2) Penenture no ain. 1 ce u3nucBaT Npu clia3BaHe U3UCKBAHUATA HA Ta3u
Hapeza0a, KaTo 3aJIbJKUTEIHO Ce BKIIOYBAT BCUYKHU JAHHU, IIOCOYCHH B IPUIIOKEHUE
Ne 4a.

(3) JlekapcTBeHHUTE MPOAYKTH C€ MpPEIIUCcBaT IO MEXIyHapOIHO
HETaTeHTHO HAUMEHOBAHME WU (DapMaKONEHO HANMEHOBAaHHE HA JIEKAPCTBEHOTO UM
BEILIECTBO.

(4) JlexapcTBeHUTE MPOAYKTH MOTAT Aa OBJAT MPEANUCAHH 110 THPTOBCKO
HalMEHOBAHUE B CIEIHUTE CIIy4au:

1. koraro ce npeanucBa OMOJOTUYEH JEKAPCTBEH MPOIYKT 10 CMHUCHJIa Ha
§ 2, T. 2 or pombaHuTenHUTE pasznopeadu Ha Hapenba Ne 27 ot 2007 r. 3a
M3HMCKBaHUATA KbM JIAaHHUTE W JOKYMEHTalMsATa 3a pas3pelliaBaHe 3a ynorpeba u
peructpanus Ha JiekapcTBeHH npoayktu (1B, 6p. 54 ot 2007 r.);

2. KOraTo ToBa € HeOOXOJUMO OT MEIUIIMHCKA [JIeJIHA TOYKA I10 MPELEHKA
Ha JIMLATa o 4. 4, KaTo B TO3M Cllydail B pelenTara ce IocoYBaT IPUYNHUTE, KOUTO
HajiaraT U3MO0J3BaHETO HAa TOCOYEHOTO ThPrOBCKO HAMMEHOBAHUE.

Y. 10. ITpu npennucBaHe Ha BCEKH OT/IENEH JIE€KapCTBEH MPOAYKT JIMILIETO
no wi. 4 e 3aab/DKEHO Jla ce MHGOpMHUpa OT MalUeHTa 3a MpealIecTBAIlO MU
CBII'BTCTBAILIO JIEYEHUE C APYTH JIEKAPCTBEHU IIPOIYKTH.

Pazpgea 11.
IIpennucBaHe HA JIeKAPCTBEHU NMPOAYKTH, ChAbPKAIUA HAPKOTHIHH
BellecTBa

Yn. 11. (1) (U3m. - IB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 51 ot 2023 1., B
cuna ot 13.06.2023 r.) IlpeanucBaHeTo Ha JIEKAPCTBEHU NPOAYKTH, ChIBPIKALIN
HapKOTHYHH BELIECTBA, CE€ U3BBPIIBA HA CIIEIHANIHA PELENITYpHA OJIaHKa, C KBJIT BT
- 3a JIEKapCTBEHU MPOAYKTH, ChIABPKAII HAPKOTHYHU BEIIECTBA OT puiiokeHue Ne 2
KbM ui. 3, T. 2 oT Hapenbara 3a pena 3a kiacuduuupane Ha pacTeHUATA U BellleCTBaTa



KaTO HapKOTUYHH, M CHC 3€JeH IBAT - 3@ JIEKApPCTBEHU MPOAYKTH, CHABPKALIA
HapKOTHYHH BelecTBa oT npuioxenue Ne 3 kbm wi. 3, 1. 3 ot Hapenbarta 3a pena 3a
KjacupuIpaHe Ha pacTeHUATa U BEIECTBaTa KaTO HAPKOTUYHH.

(2) (Or™. - IIB, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 1.)

(3) (U3m. - ]IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) Cienmpaiinara
perientypHa OJlaHKa ChIbpP)KAa OCBEH JNAaHHUTE MO WI. 7 W CICIHUTE TOMbIHUTECIHU
JaHHU:

1. HarmonaneH pedepeHTeH HOMED;

2. Hagnuc "JIokyMeHT, KOMTO MOJIeKH Ha CHIEIUalICH OT4YeT".

(4) CpokbT Ha BaJIUAHOCT HA CHEI[MAIIHATA PELIENTa € 7 IHU OT JlaTaTa Ha
U3aBaHETO M.

Ui 12. (1) (Orm. - [IB, 6p. 51 ot 2023 1., B cruta ot 13.06.2023 1.)

(2) (M3m. - IIB, 6p. 94 ot 2011 r., oT™. - [IB, Op. 51 ot 2023 r., B cuyia ot
13.06.2023 r.)

(3) (Orm. - B, 6p. 81 oT 2013 1.)

(4) (U3m. - IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) Korato
JIEKapCTBEHUST MPOAYKT ce 3ariama oT HamuonanHara 37jpaBHOOCUTYpUTEIHA Kaca
(H30K), nekapst 3agpixutento nonbisa koga Ha H30K Ha choTBeTHHS JeKapCTBEH
npoaykt u MKb kona Ha 3a0omsiBaHeTo cbriiacHO Hapeabara no wi. 45, ain. 3 ot 330.

(5) Ilo mpeuenka Ha JeKaps Ha eHa pelenTypHa OJaHKa MOXKe Ja ce
IIPEJIIMCBA IIOBEYE OT €AMH JIEKAPCTBEH MPOJIYKT, ChAbpIKalll HAPKOTUYHH BEILLECTBA.

(6) 3a0pansiBa ce MpeANUCBAHETO Ha JIEKAPCTBEHHU MPOJIYKTH, KOUTO HE
ChBPKAaT HAPKOTUYHM BEILIECTBA, HA CHEIMAIHUTE pELENTypHH OJaHKH.

Y. 13. (Orm. - IB, 6p. 81 oT 2013 1.)

Un. 14. [lpum npennucBaHe Ha JIEKapCTBEHU MPOJIYKTH, ChIbpPIKaIIU
HapKOTHYHM BEILECTBA, CE CNIA3BaT CIEIHUTE U3UCKBAHHUS:

1. KOIMYECTBOTO HA JIEKAPCTBEHUTE MPOAYKTH C€ M3MHCBA C LUPPU U C
JyMH;

2. KOJMYECTBOTO Ha MPEANHCAHUS JIEKAPCTBEH NPOAYKT HE MOXKE Ja
HaJBMILIaBa TEpareBTUYHATA 103a 3a 30 1Hu.

Un. 15. (Hom. - 1B, 6p. 81 ot 2013 ., u3m. - /IB, 6p. 104 o1 2013 r., u3m.
- JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r., uzm. - JIB, 6p. 53 ot 2022 r., u3m. -
B, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) (1) JlekapcTBeHH NPOIYKTH,
CBHIBPIKAIIHN €THO OT BElIeCTBaTa eTUIMOp(HH, KoJenH, heHobapOuTas uim TpaMaaos
B KosimdyecTBa 10 50 Mr 3a 1030Ba €lIMHUIIA B KOMOMHALUS C JPYTU JIEKAPCTBEHU
BEIIIECTBA, C€ MPEANKCBAT B CHOTBETCTBHE C PEKUMa Ha OTIYCKaHE, OMpEICICH B
pa3pelIeHneTo 3a ynoTpeda/y10CTOBEPEHUETO 32 PETUCTPALHS T Pa3pelIeHHETo 3a
napa’sesieH BHOC Ha JIeKapCTBEHHUsS MPOAYKT Ha Teputopusara Ha Pemybnuka bearapus.

(2) JlexapcTBeHHMTE MPOAYKTH MO al. | ¢ peXHM Ha OTIyCKaHe '"To
JIeKapcKo TMpeanucaHue" ce MpeanucBaT Ha pelentypHa OjlaHka ¢ Osul UBAT C
€IHOKpATEeH PEXHUM Ha OTITYCKaHE U B KOJIMUECTBA, ChOOPa3eHu C JHEBHATA I03UPOBKA,
3a He moBeue oT 30 gHH.

(3) JlexkapcTBeHM TPOAYKTH, CBIbpXKALIM IIOBEYE OT €AHO OT
HapKOTHYHHUTE BEIIECTBA 1O all. | B KOMOMHAINS C IPYTH JIEKApCTBEHH BEIIECTBA, CE&



MPEIMCBAT Ha CIICIHATHA pelenTypHa ONaHKa ChC 3€JIeH IBAT HE3aBHCHMO JIald
00110TO KOIM4ecTBO € 10 50 Mr 3a 030Ba €IUHUILIA.

Y. 16. IIpu npennucBaHe Ha BCEKH OTJIEJIEH JIEKAPCTBEH MPOAYKT JIULIETO
no 4i. 4 e 3aAbDKEHO Ja ce MHpopMmHpa OT MalMeHTa 3a MPEIIecTBAII0 WU
CBI'BTCTBALIO JICYECHUE C IPYTU JIEKAPCTBEHU IIPOAYKTH.

Pasznea I11.

IIpeanucBaHe HA JTeKAPCTBEHHU NPOAYKTH, 3aIJIAIIAHU OT IbP:KABHUSA
OI0/I’KeT 32 JIeYeHUETO HA ObJTapCKUTE IPAaKIaHu 32 3200/15IBAHUS, U3BBH
00XBaTa HA 3abJIKUTEJTHOTO 3IPAaBHO ocurypsiBane (3arua. usm. - /IB, Op.

90 or 2019 1.)

. 17. (U3m. - IB, 6p. 90 ot 2019 r.) JlekapuTe Morar jga mpearnucBaT
JICKapCTBEHH POAYKTH, 3aIUTALIAHN ChC CPEICTBA OT IbPKABHUS OIO/KET 3a JICUCHHE
Ha 3200JIBaHus, U3BBH 00XBaTa Ha 3abJDKUTEITHOTO 3/IPABHO OCUTYPSIBAHE ChITIACHO
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amuianiane ot JbP>KaBHUS OFOKET HA JICICHUETO
Ha OBJTApCKUTE TpakIaHU 3a 3a00NsBaHMS, W3BBH 00XBaTa Ha 3abJDKUTEIHOTO
3JIpaBHO OCHUTypsIBaHE.

UYn. 18. (Otm. - IB, 6p. 95 o1 2014 1.)

. 19. (M3m. - IB, 6p. 90 ot 2019 r.) KonudecTBOTO Ha MpeANMCaHUTE
JIEKapCTBEHU IPOAYKTHU CIIEJBA J1a CbOTBETCTBA Ha CpokoBeTe o wi. 22 ot Hapenba
Ne 34 or 2005 r. 3a pena 3a 3aruiamiaHe OT JAbp)KaBHHS OMOJDKET Ha JICYCHUETO Ha
OBJITAPCKUTE TPAXIaHH 3a 3a00JIIBaHMs, U3BbH 00XBaTa Ha 33 IBJDKUTEITHOTO 3/[PAaBHO
ocurypsiBane u 4i. 14 ot ta3u Hapezaoa.

Un. 20. (U3m. - IAB, 6p. 95 ot 2014 1., u3m. - IB, 6p. 90 ot 2019 r.)
[IpennucanuTe ekapcTBEHU NpoAyKTH 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pena
3a 3aliallaHe OT Jbp)KaBHUS OIOPKET Ha JIEYEHUETO Ha OBJIrapcKuTe IpakJaHH 3a
3a00JsIBaHMs, U3BBH 00XBaTa HA 33IJDKUTEITHOTO 3/JpaBHO OCUTYPSIBaHE CE BITUCBAT B
MeIUIMHCKaTa JOKYMEHTAIHs Ha MalueHTa.

Yn. 21. (1) (M3m. - B, Op. 90 ot 2019 r.) JlekapcTBeHH NPOIYKTU 3a
NAlUMEeHTH, KOUTO c€ JIeKyBaT IpH aMOyJaTOPHU YCIIOBHUS, C€ MpEINucCBaT Ha
peuenTypHa 6yaHka ceriaacHo npuioxxkenue Ne 8 ot Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3aIUlaliaHe OT JbP)KaBHMS OIOJKET Ha JICYEHUETO Ha OBJITrapCKuTe Ipa)<IaHu 3a
3a00JsBaHMsl, U3BbH 00XBaTa Ha 3aJbJDKUTEIHOTO 3JPAaBHO OCUTYpsiIBaHE, KOSTO Ce
u3J/1aBa B JiBa ek3eMIuLsipa. [IbpBUAT ek3eMIUIsp ce ChXpaHsBa B alTEKaTa, a BTOPUST -
B CUETOBOJICTBOTO Ha CbOTBETHOTO JIeUeOHO 3aBe/IeHUE B MPOBIDKEHUE HA 5 TOUHHU.

(2) (U3m. - B, 6p. 95 ot 2014 r.) JIekapcTBEHUTE MPOIYKTH 3a MALlUEHTH,
KOUTO C€ JIEKyBaT B CTAl[MOHApHU YCIOBHS, C€ NPEANUCBAT HAa JIEKAPCTBEH JIUCT
ChIVIaCHO IpuiiokeHne Ne 5a, KOMTO ce u3/1aBa B J1Ba eK3eMIuLspa. [IbpBuAT exzeMIutsap
ce ChbXpaHsBa B anTekara Ha Jie4eOHO 3aBElEHUE, a BTOPUAT - B CHOTBETHOTO
OT/EJIEHUE B MPOIBIKEHNE HA 5 TOINHMU.



Un. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Penentute mo wi. 21, an. 1 ca
BaJIMJIHU 33 CPOK 15 JHU OT araTta Ha W3/1aBaHETO WM.

Pazgea IV.
[IpennucBaHe HA JIeKAPCTBEHHU NMPOAYKTH, 3aMJIAINAHN HANIBJIHO WJIH
qactuuHo oTr H30K

Ui 23. (1) (Hom. - AB, 6p. 81 ot 2013 r., m3Mm. - IB, 6p. 95 ot 2018 1.)
Jlunara no ui. 4, an. 1, paborenu B iedeOHN 3aBe/ICHUS 32 N3BbHOOTHIYHA TIOMOIII, B
usnbiaHeHue Ha gorosop ¢ H30K morat na npenmnucar iekapcTBEHH MPOYKTH IO Il
262, an. 6, T. 1 or 3akoHa 3a JIEKQpCTBEHUTE IMPOJYKTH B XyMaHHAaTa MEIULMHA
(3JIITXM) 3a neuenue Ha 3apaBHOOcUTrypeHu Jmna (30J1), 3aruamanu HarbIHO WM
gyactTuuno oT H3OK 3a pomambo jedeHue Ha TEpPUTOpUSATa HAa CTpaHaTra 3a
3a0o0nsBaHus, onpeaeseHy ¢ Hapeabara mo wi. 45, ain. 3 330.

(2) U3BbH cimyyauTte 1o aj. | JiekapCcTBEHU IPOIYKTH, 3aIUIall[aH! HAITbJIHO
win yactuyHo oT H30K, Morar na ce mpeamucBar OT JeKapw/lIeKapHu IO JCHTaIHa
MeAMIIMHA, pabOTEeLH B JJeUeOHU 3aBeICHU 32 U3BbHOOIHIUYHA IIOMOIIL 10 WiI. 5, ai. 1
oT 3akoHa 3a Je4eOHUTE 3aBeleHHS, KOUTO ca KbM MUHUCTEPCTBOTO Ha
PaBOCHIHNETO.

(3) JlekapcTBeHM NPOAYKTH, 3alljIalllaHd HANBIHO MU YaCTUYHO OT
H3O0K, morar ga ObaaT mpeanucBaHu Ha 3ApaBHOOCUTYPEHH OBJITAPCKU TPaKIaHH,
JUIIa ¢ IPAaBO Ha 3/IpaBHO OCUTYpsIBaHE, YIOCTOBEPEHO OT Apyra JbprKaBa - YICHKa Ha
EC, wim chriacHoO ABYCTPaHHH CIIOTO0U.

(4) (M3m. - IB, 6p. 81 ot 2013 1.) JInmara no uin. 4, an. 1, crienuagIucTy 1Mo
npoduna Ha 3abonsiBaHeTo, padotemu no goroop ¢ H30K B neuebuu 3aBeneHus 3a
M3BBbHOOIHUYHA TIOMOI WJIH CHEeNHUATU3UpPaH KOMHUCHHM B JIeYeOHU 3aBEICHHS 3a
O6onHuuHa nomoul, ckioumin jgoroop ¢ H30K, morar na u3gaBaT mpoTOKOIM 3a
OpeanucBaHe Ha JIEKapCTBEHU NpoaykTH, 3amiamanud oT H3OK/Permonannata
3npaBHoocurypurenHa kaca (P30K).

(5) (Homa - JIB, 6p. 68 o1 2019 ., B cuna ot 27.08.2019 r.) B cniydaure mo
an. 1 - 4 mpeAnuCcBaHETO ce OCHIIECTBSIBA NPU CIIa3BaHE HA YTBBPACHUTE (papmMaKo-
TEepaneBTUYHU PBKOBOACTBA Mo wi. 259, an. 1, T. 4 or 3akoHa 3a JIEKapCTBEHUTE
NPOJYKTH B XyMaHHATa METUIIIHA.

Uin. 23a. (Hos - JIB, 6p. 81 ot 2013 r., oT™. - JIB, 6p. 95 oT 2014 1., HOB -
1B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) (1) B cnydaute no wi. 23, an. 4 npu
W3JIaBAaHETO Ha MPOTOKOJ 32 CKBIIOCTPYBAIIX JICKAPCTBEHU MPOAYKTH, 32 KOUTO CE
M3BBPILBA eKcriepTH3a no wi. 78, 1. 2 ot 330, MoXke /1a ce MpeAnucBa JEKAPCTBEHUIT
MPOYKT/TEPANICBTUYHUAT KypC CHOOPAa3HO HEroBara pa3xojHa €(QEeKTHBHOCT II0
cmucbia Ha 330, Koraro B KOHKpPETHHMsI clydyail ca Haldle TeparneBTUYHU
QITepHATHBH, JICKAPCTBEHUTE TMPOIYKTH/Tepalmvd WMaT JoKa3aHa CXOJHa
e(eKTUBHOCT U Oe3omacHOCT 3a JiedeHne Ha 3abomsBaHero Ha 30JI, ¢ momoOHO
KIMHUYHO TIPOTHYAaHE W TEKECT CBhIVIACHO KpaTKaTa XapaKTepHUCTHKAa Ha
MPOYKTA/TIPOTYKTHUTE.

(2) YcnoBusTa M KPUTEPUHTE, TI0 KOUTO CE ONPEACIIS Al JCKapCTBCHHUTE
MPOJYKTH Ca TePaNeBTUYHH aNTePHATUBH, Ca:

1. JlekapcTBEHUTE TPOAYKTH JiIa HMMAT WJICHTUYHH TIOKa3aHUS B
YTBBPICHUTE KPATKHU XapaKTEPUCTUKH HA MTPOTYKTHUTE;



2. IIeKapCTBEHUTE TMPOAYKTH Ja ca €JHAaKBO MO3WLUOHHPAHU B
TEpaNeBTUYHUS aJNTOPUTBM HA CHOTBETHOTO 3a00JIsiBaHE CHOOPA3HO YTBBPICHUTE
dbapmako-TepareBTUYHN PbKOBOJICTBA;

3. 3a JIeKapCTBEHUTE MPOAYKTH Ja ca MPUIOKUMHU €THAKBU TePArleBTUIHU
MOKa3aTeIM KaTo U3MEPUTEN Ha TeParleBTUYHUS Pe3yiTar;

4. cxoqHaTa epeKTUBHOCT U 06€30IMaCHOCT 3a JIeUeHUe Ha 3a00JISIBAHETO /13
€ JI0Ka3aHa ype3 MeTaaHAIM3U WK IPEeKH CPaBHEHUS Upe3 KIMHUYHU IPOYYBaHUS.

(3) OnpenenssHeTO HA TEPANEBTUYHUTE AJITEPHATUBU CHIJIACHO YCIOBUSTA
Y KpUTEPUUTE Ha ajl. 2 ce U3BBPIIBA B Mpolueaypa no ui. 262a, ai. 3 ot 3JIIIXM.

(4) 3a Bcsko 3a0omsiBaHe, 3a TEPANEBTUYHOTO JICUCHHE Ha KOETO CE M3/1aBa
nporokos, H30K wu3BbpuIBa aHanu3 u ompenens pasxoiHara ePeKTUBHOCT Ha
TEpaneBTUYHUTE AaITEPHATHBH TOCPEACTBOM HW3YHUCISBAaHE HAa CBHOTHOLICHHUETO
pa3xoj/pe3yaTar. 3a 1eita ce pa3aessi CTOMHOCTTa Ha TOJIMIITHUS TepaleBTUUYEH KypC
3a BCEKH JICKAPCTBEH MPOAYKT HA MOCTUTHATHUS OT HETO KIMHUYEH pe3yiTar, H3MepeH
C IpeBapUTEIHO N30paHUs U3MEPUTEN Ha €(PEKTUBHOCTTA.

(5) 3a nexkapcTBEHUTE TMPOAYKTH, TMPEACTABISABAIIN TEPANEBTUUHU
aNTepHATHBH 3a JieueHue Ha najieHo 3abomnsBane, H30K u3rorss nndopmaiius, B KOSITO
[I0COYBA B HU3XOJAL] peJl NPOAYKTUTE ChOOPAa3HO ONpEesIeHaTa UM 1o pea Ha ai. 4
pa3xojHa epeKTUBHOCT. JIOMyCTUMO € €IMH WJIHM MOBeYEe JIEKAPCTBEHU MPOAYKTH Ja
UMaT elHa W ChIla pa3xomHa edexkTuBHOCT. MuHopmamusta ce omoOpsiBa OT
Hanzopuus ceer Ha H30K, mybnukyBa ce Ha odunManHara MTHTEpHET CTPaHUIIA HA
H3O0K u ce aktyanusupa npu He0OX0JUMOCT/TIPOMSIHA HA OTHOCUMHTE 0OCTOSATEIICTBA.

(6) Ilpu u3maBaHe Ha MPOTOKOJ JEKapsAT/CHelHalu3upaHaTa KOMHCHS
MOJKE J1a IPEIITUCBA JIEKAPCTBEH MPOYKT/JICKAPCTBEHH MPOIYKTH, KOUTO Ca TOCOUYCHH
B nH(pOopMaluATa 1o ai. 5 cbo00pa3Ho TSIXHATA Pa3Xo/iHa €(PEeKTUBHOCT.

(7) Anuness 6 ce mpuiara B CilydyaWTe Ha HW3/1aBaHe Ha MPOTOKOJ Ha
3[PaBHOOCUTYPEHO JHIe 3a MbpBU MNbT. [Ipum Jurca Ha TepameBTHYEH OTTOBOP,
HAJIMYME Ha HEXEJIAaHW JICKapCTBEHH PEaKIUH WM 10 NpEleHKa Ha MEIULIUHCKHUS
CHELHAINCT, MOAKPENeHa ¢ MEAULIMHCKAa 00OCHOBKA, € JOMYyCTUMO IpPENHCcBaHe Ha
JIEKapCTBEH MPOJYKT OT HAIWYHHUTE TEPANeBTHYHHM alTEpHATHBH O€3 cra3BaHe Ha
NPUHIUIA 32 Pa3XoHa e()EeKTUBHOCT.

Un. 236. (Hos - IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) (1) 3a
omnpezenssHe Ha pa3xojHaTa epeKTUBHOCT mo ui. 23a, ain. 4 kebM H3OK ce cp3naBa
KOMUCHSI, KOSITO BKJIIOYBa TpuMa mpencraButenu Ha H30K, enun mpencraButen Ha
MuHUCTEPCTBOTO HA 3/JpaBEONa3BAHETO U €IUH IpecTaBuTeN Ha Hanmonanuus ceBeT
M0 IIeHU U peuMOypcHUpaHe Ha JIeKapCTBEHUTE MPOAYKTU. ChCTaBBT HA KOMUCHSTA CE
onpezens cbc 3anosen Ha ynpasurens Ha H30K. Komucusta npuema npasuia 3a
pabotara cu.

(2) 3a mognmomarane paboTaTta Ha KOMHUCHATA MOraT Jja Ob1aT NPUBINYAHU
Y BBHIIIHU €KCIIEPTH.

(3) YUnenoBere Ha KOMHUCHSTA T10 al. 1, KAKTO W JMIlaTa MO ajl. 2 HE MOTaT
Jla y4acTBar B IEHHOCTH, CBBP3aHH C pa3paboTBaHETO, TPOU3BOACTBOTO, MAPKETHHTA,
THProBUsATa HA €APO U IPeOHO ChC CHOTBETHUS JIEKAPCTBEH MPOAYKT.

(4) UneHoBeTe Ha KOMHUCHSATA 110 al. 1, KaKTO M JIMIIaTa 1Mo aJl. 2 ca JUTbKHA
J1a He pasriacsBaT (pakTu U 00CTOSATENICTBA, CTAaHAJIM UM U3BECTHHU NPH WU 10 TIOBOJ]
U3IIBIHEHHUE HA 33bJDKCHHUSITa UM TI0 Ta3u Hapeaoa.

(5) Ha xomucusita ce mpenoctassi HHGoOpMaIus 3a TOrOBOPEHUTE 10 pesia
Ha HapenOaTa mo 4ui. 45, an. 9 330 OTCTHIIKH 3a JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO



ce ompenens pa3sxonHa €PEeKTHBHOCT W Ha TEPANEBTHYHHUTE ANTEPHATHUBH, KAKTO U
JOIIBJIHUTENTHA UH(OpMAIHS TPU HEOOXOIUMOCT.

Ui 238. (Hog - JIB, 6p. 68 01 2019 1., B cuna ot 27.08.2019 r.) B cirygaute
1o wi. 23a, KOraTo KaTo TeparneBTUYHA AITEPHATHBA € ONPE/IETIEH JIEKAPCTBEH IPOTYKT
o wi. 29, ain. 2 ot 3JIIIXM, nekapst/cnenuain3npaHaTta KOMUCHSI MOXKE Ja TPEANKICBa
TO3U JIEKAPCTBEH NPOIAYKT Ha 3paBHOOCUTYPEHOTO JHIIE, Ha KOETO C€ H3/aBa
MIPOTOKOJI, ChIJIaCHO MPHUHIIKIIA 32 pa3XogHa €(PEKTUBHOCT.

Un. 24. (1) (U3wm. - IB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 68 or 2019 ., B
cuna ot 01.01.2020 r.) JlekapcTBeHHTE MPOAYKTH, KOUTO HAIMBIHO WJIM YACTHYHO CE
samwtamar or H30K 3a nomaiiHo jedeHue, ce mpeanucBaT Ha pelenTypHa OjJaHKa
(o6pazenr M3 - H30K Ne 5 mo mpunoxkenue Ne 6), perientypHa 6s1anka (oopazern M3 -
H30K Ne 5A mo mpunoxenue Ne 7) win 3a TAX ce W3AaBa MPOTOKOJ (oOpaser mo
npuioxkenue Ne 8) mpu ycinoBHs M pell, ONpeleieHH B HAMOHAIHUTE PAMKOBH
Jorosopu 1o wi. 53, an. 1 330.

(2) Penentypuute 6manku 1o ain. 1 ce u3aaBar, KakTo ClieBa:

1. (mom. - JIB, 6p. 95 ot 2018 1.) penientypra 6manka (oopazen M3 - H30OK
Ne 5 mo mpunoxkenue Ne 6) - 3a MpeAnucBaHe HA JIEKAPCTBEHU MPOAYKTH 32 JIeUCHUE
Ha 3a00JsBaHuUs, B KOJIMYeCcTBAa 3a He moBeue oT 30 JHM, OCBEH KOraTo JIMIICBA
MMOAXOAsIIIa OITAKOBKA ChINIACHO CITMCHKA 1o 4. 262, ain. 1 3JITIXM;

2. (m3wm. - IB, 6p. 95 ot 2014 1.) penientypHa 61anka (oopasern M3 - H30K
Ne 5A no npunoxxenue Ne 7) - 3a mpeAnucBaHe Ha JIGKAPCTBEHU MPOAYKTH 32 JICUCHUE
Ha XpOHUYHHM 3a00J1s1BaHUS, B KOJIM4YeCTBa 3a He noBeye oT 100 gHu.

(3) (Homa - /IB, 6p. 68 ot 2019 r., B cua ot 01.01.2020 r.) IIpoTokonuTe
no ai. | ce M3maBar 3a NpPEJIUCBAHE Ha JIEKAPCTBEHU IPOJAYKTH 3a JICUEHHE Ha
XPOHUYHHU 3a00JIIBaHUS B KOJIMYECTBA 32 HE MOBeYe OT 365 THHU.

(4) (Ilpepuuna an. 3 - 1B, Op. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
HenonbiaHenure nmonera B peHenTypHUTE OJIaHKH 110 all. 1 ce anynupart cbe 3Hak "Z".

(5) (IMpenumna an. 4 - 1B, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.)
Penentypaute Oanku mo an. 1 ce u3gaBaT B J1Ba €K3EMILIAPA.

(6) (U3m. - 1B, Op. 95 ot 2018 r., mpeaumHa an. 5 - 1B, 6p. 68 o 2019 1.,
B cmia ot 01.01.2020 r., u3m. - JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 1.)
PenenirypauTe O1aHKH 10 at. | 3aIBJDKATETHO CE MOMBJIBAT B €ICKTPOHHA opMma.

Uin. 24a. (Hos - /1B, 6p. 15 012014 1., u3m. - JIB, 6p. 95 o1 2018 1.) Koraro
Ha 30JI ce mpeanuceBaT JEKapCTBEHHW MPOLYKTH, C M3KIIOYEHHE HA JIEKAPCTBEHUTE
npoayktu no wi. 174 3JIIIXM, 3annamanu HanbaHo win 4dactuuHo oT H3OK,
peuenTypHuTe OJIaHKU MO 4j. 24 ciejBa Aa ChIAbp)KAT BCUYKHU JAHHU, IOCOYCHH B
npuiiokeHue Ne 4a, korato ce IjIaHupa Jia ce U3IBIHIABAT B JIpyra JIbp>KaBa WieHKa.

Un. 25. (1) (U3m. - [IB, Op. 95 ot 2018 r.) JIunata no wi. 23 BOUcBaT B
aMOyIaToOpHHUsI JIUCT, KOMTO ce chxpaHsBa B focueTo Ha 30J1 32 OTYETHOCT U KOHTPOIL,
CcleqHuUTe NaHHW OT peuentute nmo wi. 24, an. 1: kom vHa H30K, MKb kon Ha
3abonsaBaneTo o Hapeabara mo . 45, an. 3 330, curnarypa, npeanucaHo KOJTUIeCTBO
U JHUTE, 32 KOUTO € JOCTAThYHO MPEIMUCAHOTO KOJIUYECTBO.

(2) (dom. - [IB, 6p. 68 ot 2019 r., B cuma ot 01.01.2020 r.) [arara Ha
W3/1aBaHe Ha perenTaTa clieJ[Ba Ja ChBIaJa C JaTrara Ha U3/laBaHe Ha aMOyJIaTOPHHS
nuct. Jlarara Ha U3AaBaHe HA MPOTOKOJIA CIIE/IBA J1a ChBIIAJa C AaTaTa Ha U3JaBaHe Ha
aMOyJIaTOpHHS JIUCT, PECTIEKTUBHO C JlaTaTa Ha OKa3BaHE HA MEAUITMHCKATa TTOMOIIL
(amOynaTopHa mpolieaypa) Mo ompeseNisHe Ha MUIaH Ha JICYeHUEe U MPOCIesIBaHe Ha



TeparneBTUYHUS OTTOBOP MPH MAalMEHTH, MOIYYaBaIll CKBIOCTPYBAIIN JIEKAPCTBEHU
IPOAYKTH 10 peaa Ha wi. 78, 1. 2 ot 330.

Y. 26. (1) Jlupata mo un. 23 umar mpaBo Ja NpeANKMcBaT Ha €IHa
perientypHa 0JlaHKa 10 TPH JIEKAPCTBEHH MPOIYKTa, CBbP3aHU C JICYCHUETO Ha 10 TPH
pa3uYHM 3a00JsIBaHMSA, @ HAa €IUH IPOTOKOJI - €UH JIEKAPCTBEH MPOJIYKT B JI0 TPU
JTI030BH €TUHUIIM 32 €IHO 3a00IIsIBaHe.

(2) [Ipomenu B mpeanucaHuTe JIEKAPCTBEHH MPOIYKTH IO pPeIenTypHa
omanka (o6paszerr M3 - H30K Ne 5 mo mpunoskenue Ne 6) Moke Aa IpaBU caMoO
JIeKapAT/NEeKapAT MO JACHTAIHA MEIUIMHA, U3JIAJl PelernTaTa, KaTo 3a IelTa ChIIUAT
aHyJUpa HEU3MIbJIHEHATa PELerTa U U3/1aBa HOBA.

(3) Ilpomenu B mpenluMcaHUTE JIEKAPCTBEHU IPOAYKTU IO pPELENTypHA
omanka (o6pazerr M3 - H30K Ne 5A mo npunokerne Ne 7) Moke Aa MpaBH caMoO
JIeKapAT/INEeKapAT MO JACHTAIHA MEIUIMHA, U3JAJl PelernTara, KaTo 3a IelTa ChIIUAT
aHyJTUpa HEU3MBJIHEHUTE OTPSA3BLIU OT HEesl ¥ M3/aBa HOBA.

(4) (U3m. - 1B, 6p. 95 ot 2018 r.) B cnydaute no an. 2 u 3 nuimara mo 4i.
23 3appmkutenHo usuckBar oT 30JI penentypHute ONaHKH HIW OTPSA3BLUU OT
peuenTypHu OJIaHKHM, KOMTO TOJUIeKAT Ha aHyjlIupaHe. AHYJIHPaHUTE PELENTYpHU
OJlaHKM WM OTPSA3BLHU OT peUenTypHH OJaHKU ce cbxpaHsBaT B gocuero Ha 30JI,
NPUKPETNICHN KbM aMOYIIaTOPHUS JIUCT OT JaTara Ha TSXHOTO M3/1aBaHe.

(5) Ilpu wuskiIOYBaHE HA JIEKAPCTBEHH TMPOIYKTH OT MO3UTUBHUS
JIEKapCTBEH CHUCHK M3/IaJJCHUTE PELENTH CE€ aHyIUpaT 1o peaa Ha ai. 2, 3 u 4, karo
MalMEeHTUTE He 3aruiamar cymara no 4i. 37, ai. 1, 1. 1 330, ako He ce Hanara oka3BaHe
Ha MEIULUHCKA TOMOII.

Y. 27. (1) JIuuara o un. 23 umar npaBo J1a NpeAnucBar J€KapCTBEHU
npoaykTu, 3a kouto H30K HambiIHO MM 4aCTUYHO 3a1uiaiia, B CICAHUTE KOJIUYECTBA:

1. 3a le4eHNE HA OCTPH CHCTOSIHUSA - JIEKAPCTBEHH MPOAYKTH 32 HE TIOBEYE
ot 10 mau;

2. (m3m. - IB, 6p. 95 ot 2014 1.) 3a IeueHre Ha XPOHUYHU 3a00JISIBAHUS -
JIeKapCTBEHU NPOAYKTH 3a He noBeye oT 100 1Hu, Mpeanrcanu Ha A0 TPH OTPSA3bKa OT
peuentypHa 6manka (ooOpaszenr M3 - H30K Ne 5A mo mpunokenue Ne 7) unu Ha
penentypHa 6manka (o6pazery M3 - H30K Ne 5 o mpunoxxenue Ne 6).

(2) JInnara o wi. 23 nocouBar B peHenTypHUTE OJIaHKH M0 wi. 24, an. 1 u
B aMOyJIaTOPHHUS JIUCT CPOKa, 32 KOMTO ce MpeAnucaa.

(3) (Hom. - IB, 6p. 95 ot 2014 1.) B ciiywauTe o an. 1, T. 2 ce npeanucsar
JIeKapCTBEHU MPOAYKTH Ha €IUH OTPSA3bK 3a He moBede oT 30 JHM, OCBEH KOraTo
JIMIICBA IIOAXOJINA OIMAKOBKA CBHIJIACHO CIHMCBHKA mo wi. 262, an. 1 ot 3akoHa 3a
JeKapCcTBEHUTE TMNpPOAYKTH B xXyMaHHata wmemunuHa (3JIIIXM) wmm xorato
JIEKapCTBEHUTE TPOTYKTH CE MPEITUCBAT B KOJIMYECTBA 3a rmoBeue oT 90 qHH.

Un. 28. Ha peunentypaute Onanku mo wi. 24, an. 1 He morat na Obaat
IIPEIIMCBAaHU €THOBPEMEHHO JIEKAPCTBEHU NIPOAYKTHU:

1. Ha3HAaYEeHU C MPOTOKOJI 11O Wi. 24, an. 1 ¥ TakuBa, KOUTO HE Ca HA3HAYECHU
C TaKbB IPOTOKOJ;

2. Ha3HAYEHU C MTOBEYE OT €UH MPOTOKOJ MO 4. 24, an. 1.

Y. 29. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JIunara mo ui. 23 ca AnbXKHU Aa
yBenomaT 30JI - pecn. HEroOB POAUTEN, HACTOWHUK MITU MOTIEYUTEIN, ITH JIMLIETO 10 YJI.



162, an. 3 or 3akoHa 3a 3[[paBETO, 3a BUJa HA NPEANMUCAHUTE JICKAPCTBEHU MPOIAYKTH,
TAXHOTO JICHCTBUE, HEXKEJIAaHU JICKAPCTBEHU PEAKIIMH, PEIl M1 HAYMH HA TpUEMaHe, 3a
cyMara, KOSITO CJIeJ[Ba Jla 3aIljlaTH, aKo JIEKAPCTBEHUST MIPOIYKT Ce 3aruialla YaCTHIHO
ot H30K.

(2) (M3m. - /IB, 6p. 95 ot 2018 r.) YBenomsasaneto Ha 30JI, pecri. HeroBus
pOAUTEN, HACTOMHUK, TOMEYUTEIT I JIUIETO 1o Wi. 162, ann. 3 oT 3akoHa 3a 37paBeTo,
ce YJI0CTOBEPSBA C MOANKCA My B aMOYyJIaTOPHUS JIUCT.

Ui 30. (1) Penenture, M3nMcaHu 1Mo peaa Ha TO3W pasjiell, UMaT CPOK Ha
BaJIMTHOCT CUYUTAHO OT JjaTaTa Ha U3JjaBaHe, KAaKTO CJIe/IBa:

1. no 15 xaneHmapHu qHU - 3a pernentypHa 6manka (o6pasen M3 - H30K
Ne 5 mo mpunoxkenune Ne 6) 1 3a oTps3bK A OT penentypHa Oianka (obpaszen M3 -
H3O0K Ne 5A no npunosxenue Ne 7);

2. o 45 kaneHaapHU JIHU - 32 OTPSI3bK B 0T penentypHa 6manka (o0pasern
M3 - H30K Ne 5A no npunoxenne Ne 7);

3. o 75 xaneHaapHu JHU - 32 oTpsA3bk C OT penentypHa 6anka (oOpaszen
M3 - H30K Ne 5A no npunoxenne Ne 7).

(2) (Hom. - IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Otnennure
OTpsI3bLIM Ha perientypHa Oxanka (o6pazerr M3 - H30K Ne SA no npusoxenue Ne 7)
Ce W3IIBJHSABAT IIOCJICOBATETHO B CJICJAHUTE CPOKOBE CYHTAHO OT JaTara Ha
U3JIaBaHETO M, ChOTBETHO - JaTaTa Ha OTIYyCKaHe Ha MPEIXOJHOTO KOJHMYECTBO OT
MPEITUCAHUTE ITPOTYKTH:

1. mo 15 kaneHgapHu JHU - 32 OTPSA3BK A;

2. (m3m. - [1B, 6p. 95 oT 2014 1.) oT 25 110 45 KaNeHAAPHU AHH - 33 OTPA3BK
B;

3. (u3m. - IB, 6p. 95 o1 2014 1.) oT 50 110 75 KaJIeHIapHU THU - 32 OTPSI3BK
C.

(3) (M3m. - 1B, 6p. 81 ot 2013 r., m3m. - [IB, 6p. 68 ot 2019 r., B cuya ot
01.01.2020 r.) IIporokonute mo ui. 24, amn. 1 UMaT cCpok Ha BaTUAHOCT 10 365
KaJICHJapHU JIHM CYMTAHO OT JlaTaTa HA 3aBEpPSBAHETO WM B PETHOHAIHATA
3IpaBHOOCUTYpUTETHAa Kaca. OmpeneisHEeTO Ha CpPOKa Ha BAJUIHOCT Ha BCEKHU
MPOTOKOJI CE€ U3BBPIIBA 10 KPUTEPHH, YCTAHOBEHU B HAIMOHAHUTE PAMKOBHU
JoroBopu no wi. 53, an. 1 or 330.

Pa3znea V.
IIpennucBaHe HA JIEKAPCTBEHU NMPOAYKTH B JieueOHH 3aBeeHUS ChC
cranuonap (Hos - /1B, op. 81 ot 2013 1.)

Y. 30a. (Hos - [IB, Op. 81 oT 2013 r.) (1) (U3m. - [IB, 6p. 95 ot 2014 1.)
[IpenmucBaneTo Ha JIEKAPCTBEHU MPOAYKTH B JIe4eOHU 3aBEJICHUS ChC CTAIlMOHAP 3a
XOCIATATM3UPAHH ITAIMEHTH CE U3BBPIIIBA Ha JICKAPCTBEH JIUCT CHIIIACHO MPHIIOKCHHE
No Sa.

(2) (U3m. - IB, Op. 95 ot 2014 r., w3m. - JIB, 6p. 95 ot 2018 r.)
JlexapcTBeHHST JUCT MO mpuioxkeHne Ne 5a moxe na Oble U caMO B €NEeKTPOHHA
dopMa, Karo ce TOIMKCBAa CHIVIACHO 3aKOHA 3a CIICKTPOHHHS JIOKYMEHT H
EIEKTPOHHUTE YJOCTOBEPUTETHH YCIAYTH C KBATH(PHUIMPAH WM yCHBBHPIICHCTBAH
CJICKTPOHEH ITO/IITHC.

(3) (M3m. - IB, 6p. 95 ot 2014 1.) JIekapCTBEHUSAT JIUCT CE MOMBJIBA B 1B
eK3eMILIsApa, MOAMKUCBA Ce OT JISKYBAIIHS JIeKap U HAaYaJIHUKA Ha OTACICHUETO, CIIe



KOETO ce TpeaaBa 3a U3NbJIHeHHE B OoMHUYHATA anTeka. CpOKbT Ha ChXpaHEHHE Ha
JIEKapPCTBEHHUS JIUCT € 5 TOJUHU.

(4) (Homa - JIB, 6p. 95 ot 2014 r.) JIekapCTBEHUAT JTUCT MOXKE J1a OBe
CBCTaBSH M OTIIEYATBAH Ype3 CIEeUUANTU3UPaH COPTyep, KaTO 3aAbKUTEIHO ChIbpPKA
BCUYKH PEKBU3UTH.

(5) (Homa - IB, 6p. 95 ot 2018 r.) Koraro nekapcTBEHUTE MPOTYKTH ca 32
3JI0KaYECTBEHU 3a00JIsIBaHMsI, JICKAPCTBEHUAT JIMCT TO aj. | ce mpuipykaBa OT
TepaneBTHUYeH (Ui chriaacHo npuioxeHue Ne 50.

(6) (Hosa - IB, 6p. 95 ot 2018 r.) TepaneBTUYHHUAT PUIT MOXKE Ja ObAC U
caMo B eJIEKTpoHHa (opMa, KaTo Ce IMOANUCBA CHIVIACHO 3aKOHA 3a EJEKTPOHHUS
JOKYMEHT W EJCKTPOHHUTE YJAOCTOBEPUTEIHU YCIYIH C KBATUQUIMPAH WIU
YCHBBPIICHCTBAH EICKTPOHEH MOJIIIHC.

(7) (Hosa - 1B, Op. 95 ot 2018 r.) TepaneBTUYHUAT PHUII CE TOITHIBA
ChIJACHO  PENICHHWETO  Ha  KJIMHWYHATA  OHKOJIOTMYHA  KOMHCHS IO
XUMHOTEPAIHS/KIMHUYHATA KOMHUCHUS 1O XEMaTOJIOTHs, OTPa3eHO B MPOTOKOJI,
eIHOKpAaTHO HAa TMHPBUSA J€H OT TepanusaTa IO ChOTBETHATa KIMHUYHA
bTeKa/aMOynaTopHa mpoueaypa.

(8) (HoBa - IB, 6p. 95 ot 2018 r.) TepaneBTHUHUAT (PUII CE€ MOITBIBA B
JIBa CK3EMIUISIpa, MOJANKCBA CE OT JIEKyBAlUs JIeKap, CIeJ KOETO ce IMpeaaBa 3a
U3ITBITHCHUE B OOJTHUYHATA arTeKa.

Ui 306. (Hos - JIB, 6p. 81 ot 2013 1.) (1) [IpeanucBaneTo Ha iIeKapCTBECHU
IPOAYKTH, ChABPIKALIY HAPKOTUYHM BEILIECTBA OT NMpriiokeHust Ne 2 u 3 kbM uil. 3, T.
2 u 3 ot Hapenbara 3a pena 3a kinacuduipane Ha pacTEHUsITA U BEIIECTBAaTa KaTo
HapKOTUYHH, B JIEYEOHUTE 3aBEJICHUS ChC CTALMOHAP 3a XOCHUTAIN3UPAHUTE OOTHU Ce
U3BBPIIIBA HA OT/IEJICH JIEKAPCTBEH JIUCT.

(2) (M3m. - B, 6p. 95 ot 2014 1.) JlekapcTBEHUAT JHCT MO al. 1 ce
MOMBJIBA B ChOoTBEeTCTBUE € Wil 30a, at. 3 u 4, KaTo He ce AOIyCcKa U3/1aBaHEeTO My CaMO
B enlekTpoHHa (hopma. CpOKBT HA ChXPAaHEHUE HA JIGKAPCTBEHUS JIUCT € 5 TOAMHU.

Y. 30B. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3Mm. - JIB, 6p. 95 oT 2018 1.)
[TpeanucBaneTo Ha JIeKapcTBEHU MpOAYKTH 1o wi. 30r, an. 7, T. 2 ce U3BbpILIBA HA
CHEIMaJIHUTE pelenTypHu OgaHku mo wi. 11.

(2) Crnenmannara peuentypHa OiaHka mo an. | ce u3gaBa B TpH
€K3eMIUTSIpa, MbPBUTE JBa OT KOWTO CE MpeaBaT OT MallMeHTa B OOJIHUYHATA anTeKa, a
TPETHUSAT CE ChbXPaHABa OT JIEKyBAIUs JIEKap.

(3) Ilpennucanute JeKapCTBEHH MPOAYKTH MO ajl. | ce BHOHUCBAT B
MeIMIUHCKaTa JOKYMEHTAIHs Ha MalueHTa.

UYn. 30r. (Hos - [IB, 6p. 81 ot 2013 1., u3m. - IB, 6p. 95 ot 2018 r.) (1)
JlexapcTtBenu npoayktu mo wi. 262, an. 6, T. 2 3JIIIXM, 3amnamanu HambJIHO OT
H3O0K, morar na npeanucsar aumara mno 4i. 4, ai. 1, padoremu B 1e4eOHU 3aBEICHHS
- UBITBJIHUTEHN Ha OOJIHWYHA TTOMOII] 10 KIMHUYHHA THTEKNU/aMOyIIaTOPHU TIPOIIETYPH
chIiIacHO HapexabaTa o wi. 45, an. 2 330.

(2) Koraro ceriacio Hapenbara mo ui. 45, an. 2 330 nexkapcTBEHHUTE
MPOJYKTH 3a 3J0KauecTBeHU 3aboinsBanus ce 3amnamar oT H30K u3BbH 11eHaTa Ha
KIIMHUYHUTE ITTEKH/aMOyIaTOPHUTE MIPOIIEYPH, CHITUTE CE IPEANKUCBAT U TIpHIaraT
camMoO Clell B3€TO peIIeHHE 3a MPOBEXKIAaHE Ha JICKQpCTBEHO JIeYeHHE OT olIaTa
KIIMHUYHA OHKOJOTWYHA KOMHCHS/KIMHMYHATA KOMHCHS TI0 XEMAaTOJIOTHS CHIIIaCHO
MEAUIMHCKUTE cTaHAapTH "Meaununacka onkonorus'"/"Knuanuna xemaronorus."



(3) JlexkapcTBeHHUTE MPOIYKTH 3a JICYCHHE HA 3JI0KAYECTBEHU COJIMJIHU
TYMOpPU Hpu Juna Hajg 18 ., ¢ U3KIIOUEHUE Ha OIMOMJIHUTE AaHAITETULIH, CE
MpEINUCBaT OT JIEKYBallUs JIeKap clie]l pelleHHe Ha KIMHUYHATa OHKOJIOTWYHA
KOMHUCHUSI TI0 XHUMHOTEpamus ChIIACHO MEAWIMHCKUS CTaHmapTt "MeauimHcKa
oukosorusa". Komucusita ce CbCTOM Hall-MaJKo OT TpuUMa JIeKapu C IpHU3HATa
crieranHocT "MeIUIMHCKa OHKOJIOTHSA'", KOUTO pabOoTST B JICYEOHOTO 3aBEICHUE, U CE
ompezesisi CbC 3aloBe/l HAa PHKOBOAUTENS Ha JIedeOHOTO 3aBeiieHHe. PerieHusara Ha
KIIMHUYHATA OHKOJIOTUYHA KOMHCHUS IO XHMHUOTEpanusi Ce BIHCBAT B IPOTOKOIHU
cbriaacHo mnpuioxkeHue Ne 806 u ce moAmMCBaT OT YJICHOBETE Ha KOMHCHSATA.
[IpoTokonuTe ca BayiniHU 3a CPOK 70 180 AHM CUUTAHO OT HAYAIOTO HA JICYCHUETO IO
cxemara.

(4) JlexapcTBeHHMTE TPOAYKTH 3a JICYCHHME HA 3JIOKAYECTBEHU
XEMAaTOJIOTMYHU 3a00JsiBaHus NpU Jula Haja 18 r., ¢ M3KIIOYeHHE HA OMUOUIHUTE
AQHAITETHIIN, CE TPEINUCBAT OT JIGKYBalIUs JICKap CJie]] pPelleHWe Ha KIMHUYHATA
KOMHUCHUSI 110 XEMaToJOrusl ChIJIaCHO MeIuuuHCKus cTannapt "KinHuyna
xemarosorus'". Pemenusta ce BIUCBAT B TPOTOKOJI IO 00pa3ell ChIIACHO MPUIOKEHUE
No 8B, moamucan oT Hal-MaJIKO TpUMa JIEKapu ¢ IMpU3HaTa cnenuanHoct "KinHudyHa
xemarozorus". IIpoTokonure ca BanmuaHu 3a cpok A0 180 AHM cUMTAHO OT HAYAJIOTO
Ha JICYCHHETO 110 CXeMara.

(5) JIexapcTBeHUTE IPOIYKTH 32 JICUCHHE HA 37TOKAYECTBEHHU 3a00JISIBAHUS
npu Juna noj 18 r., ¢ U3KII0YeHNnEe Ha ONMUMOUIHUTE aHAJITEeTULIH, CE MPEANUCBAT OT
JICKYBAIIKs JICKap CJIEJl PelICHHEe Ha KIMHWYHA OHKOJIOTHYHA KOMUCHS/KIMHUYHA
KOMUCHS 110 XeMaTOJIO0T | 3a Juia noj 18 rogunu. Pemenusara ce BucBaT B IPOTOKOI
o oOpaser chriracHo npuitoxkeHus Ne 86/Ne 8B 1 ce moANuMCBaT HA-MAIKO OT JIBaMa
nekapu cbe cnenuanHoct no "lleguatpusa" u "Knuauuna xemartonorus" win "Jletcka
KIIMHUYHA XEMaTOJIOTUS W OHKOJIOTHA', KOUTO paboTAT B JIe4eOHOTO 3aBElICHUE.
[TpoTokonuTe ca BaduaHU 3a CpoK 10 180 THU CUMTAHO OT HAYAIOTO Ha JICYEHUETO 10
cxemara.

(6) Pemenusita Ha KOMHCHUTE TIO all. 3 - 5 ca CHIIIACHO TEPANEBTUYHHUTE
CXeMH 3a JICYCHHE B CHOTBETCTBHE C OJ0OpeHUTEe (hapMaKo-TEPANeBTHIYHU
PBHKOBO/JICTBA.

(7) Jluuara o an. 1 morar na npeanuceatr Ha 30JI cbC 370KaYECTBEHU
3a00ygBaHMs JIEKAPCTBEHH TMPOJIYKTH 3a JIEYCHHE/TPOAbIKaBaHe Ha JIEYCHHETO B
W3BBHCTAIMOHAPHU YCIIOBHS, KaKTO CJICBA!

1. nekapcTBEHU MPOAYKTH 3a TEpopaiHa MpHIeTHA MPOTUBOTYMOpPHA
Tepanus ¥ epopaiHa XuMUoTepans - npu Aexocrnuranu3anus va 30J1, tekyBanu B
CBILIOTO JIeueOHO 3aBeCHHE M0 KIMHUYHU MBTEKH WM aMOylaaTopHa Mpolleaypa 3a
CHCTEMHO JICKaPCTBEHO JICUEHUE MTPH 3JI0KAUECTBEHU 3a00ISIBAHNUS;

2. ONWOWJHM AaHANTETULM - TPU JUCHAHCEPHO HAOIIOJAEHHE TWpU
3JI0Ka4eCTBCHH 3a00JISIBAHHSI M TIPH BPOJICHU XEMAaTOJIOTHYHH 3200 IsIBAaHUSI.

(8) B cmywaute mo an. 7, 1. 1 30JI cnenBa na ca JeKyBaHU MO KIMHUYHU
I'bTEKH/aMOyJIaTOPHU MPOIEAYPH, IOCOUYCHH B HapeaoaTa 1o ui. 45, an. 2 ot 330, npu
KOUTO CTOWHOCTTAa Ha JIEKapCTBEHUTE MpoAyKTH ce 3artama oT H30K u3BbH 1ieHaTa
Ha KJIMHUYHATA IIhTeKa/aMOyiaTopHaTa mporeaypa.

Un. 30a. (Hos - JIB, 6p. 81 ot 2013 r.) (1) (U3m. - IB, 6p. 95 ot 2014 1.,
usM. - JIB, 6p. 95 ot 2018 r.) JlekapctBenute npoayktu no wi. 30r, an. 7, 1. 1 ce
npenucBar Ha perentypHa 6manka (oopazerr M3 H30K Ne 6 mo npuioskenue Ne 8r)
3a JICYCHHE Ha 3JI0KAYeCTBEHH 3a00JIIBaHMUs B KOJIMUECTBA 32 HE moBeue oT 30 THH.

(2) Peuentypnara 61aHka 1o an. 1 ce u3aaBa B JBa €K3eMIUIAPa, IbPBUAT
OT KOWTO C€ TpeJaBa 4pe3 MalreHTa Ha anTeKkara Ha JIe4YeOHOTO 3aBEJCHHE ChC



CTallMoOHAp, a BTOPHUAT CE€ ChXpaHsABA OT JICKyBaIlus JEKap/JIeKap 1O JIeHTajaHa
MCOUIIMHA.
(3) Pentenitute ca BamuHU 3a CPOK 15 qHU OT JaTaTa Ha U3aBAHETO MM.
(4) Jluuara mo un. 30r, an. 1 morar nma pasmeyaTBaT 00pa3UTE HA
JIOKYMEHTHUTE TI0 aJl. 1, KaTo CHIIMUTE ChIBPIKAT 3aAbJKUTEITHO BCHUKH PEKBU3HTH.

I'maBa yerBbpTA.
OTITYCKAHE HA JIEKAPCTBEHMU NTPOAYKTHU

Pazgen 1.
IIpuemaHe u U3NbJIHEHHE HA JIEKAPCTBEHUTE MPeANNCAHUS

Un. 31. (1) (Ilpequmien texer Ha wi. 31 - JIB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r.) IIpu npueMaHeTo Ha PEIENTUTE U JICKAPCTBEHUTE JINCTOBE MaruCThp-
(dapmaneBThT ce 3aIbKaBa J1a:

1. mpoBepsiBa anu ca Clla3eHU U3MCKBaHMUATA HA IJIaBU BTOPA U TPETA;

2. (m3m. - JIB, 6p. 85 ot 2023 1., B cmiia ot 16.10.2023 1.) He oTmycka
JIEKapCTBEHU MPOAYKTH Cpelly TaJOHM 3a OTCThIIKA WM JPYTd JOINBIHUTEIHHU
MaTepuay, HelpeaBuIeHU B Ta3u Hapeaoa, 3JITIXM wmu 3BM/];

3. (u3Mm. - /IB, 6p. 81 ot 2013 r., usm. - JIB, 6p. 85 ot 2023 r., B cuia ot
16.10.2023 r.) ocTOHHOCTSIBa IPEAIUCAHUTE JIEKAPCTBEHU IPOJYKTH; CIIOMaraTeIHUTe
MaTepuagd M ONAKOBKHTE, KOMTO C€ W3IMOJI3BAT 3a JIEKApCTBEHU MPOAYKTH,
NPUTOTBEHH 110 MAarucTpajiHa W QapMakorneiHa pelentypa B anTEeKUTe, H Ce
ocToiHOCTABaT cbriiacHo Hapenbata 3a ycioBusTa, IpaBuiaTa u pea 3a peryjarupaHe
U pEerucTpUpaHe Ha LIEHUTE Ha JIEKapCTBEHUTE NMPOAYKTH, ripueta ¢ [loctanoBnenue Ne
97 na Munucrepcku cbBet oT 2013 1. (1B, 6p. 40 oT 2013 1.);

4. (mom. - JIB, 6p. 85 ot 2023 r., B cmia ot 16.10.2023 r.) BriMCcBa BCsKa
U3IIBJIHEHA PEeLeNTa B JHEBHUK 3@ PETUCTPUPAHE HA PELENTH ChIVIACHO MPUIIOKEHUE
Ne 4 xbm un. 3, an. 3 or Hapenba Ne 28 ot 2008 r. 3a ycrpoiicTBOTO, pena U
opraHu3anusaTa Ha padoTara Ha anTEeKUTe U HOMEHKJATypaTa Ha JIEKapCTBEHUTE
npoayktu (B, 6p. 109 ot 2009 r.).

(2) (Homa - [IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1., uzm. - 1B, 6p.
85 ot 2023 r., B cuna ot 16.10.2023 r.) /IHEBHUKBT 3a pEerCTpUpaHE HA PELEeNTH 0o
an. 1, T. 4 ce BOau Ha €JIEKTPOHEH HOCUTEN.

(3) (Homa - JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) [IpaBo na
OTIYCKaT JIEKapCTBEHUW MPOJAYKTH, CBhAbpKAILM HApPKOTHUYHU BEIIECTBA OT
npuioxenne Ne 1 keM wi. 2 ot Hapenba Ne 2 ot 2012 r. 3a ycioBusTa U pena 3a
OCBUIECTBSIBAHE Ha MPOTrpaMH 3a JEUYEHHWE C arOHUCTH W arOHHUCTU-aHTarOHUCTH Ha
auna, 3aBucuMu KpM onvouau (B, 6p. 49 ot 2012 r.), umar jnekapu, padboTeny B
IporpaMuTe, MOJYYMUIIM pa3pelleHne OT MHUHHCThpa Ha 3/paBEeONa3BaHETO 3a
OCBIIIECTBSIBAHE Ha MPOTrpaMM 3a JICYEHHE C arOHUCTU M arOHMCTU-aHTAaroHUCTU Ha
JUIa, 3aBUCUMH KbM OITUOUTH.

Un. 32. (1) B anTekara 3agbJIKUTENTHO C€ ChXpaHsBa B MPOABIKEHNE HA
HeT FOAMHU UHpOpMaLus 3a:

1. mpueTnTe U N3MBIHEHUTE PEIETITH;

2. IOYYEHUTE JIEKAPCTBEHH NMPOIYKTHU IO TapTH]IH.



(2) (U3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha Bcsika
perenTa MarucThp-hapManeBThT MOCTABS MeYaT, KOUTO ChABPKA HOMEpA U JlaTaTa Ha
pa3peleHueTo 3a ThProBus Ha JPeOHO C JIeKapCTBEHU MPOIYKTH.

(3) (Homa - ZIB, 6p. 68 ot 2014 1., B cuiia ot 15.08.2014 1.) Peuenture ce
MOJMUCBAT OT MAarucTbp-papmaleBTa, KOWTO H3MBJIHABA MPEINUCAHUETO W/HIU
OTIyCKa JICKapCTBEHUTE NPOAYKTH. Ha Bcsika perenta Maructbp-GapManeBThT
MOCTaBs:

1. HOMep M /1aTa Ha MIpUeMaHe Ha pelenTara;

2. YUH nHa oTmyckamus MarucTbp-(papmarieBT.

Un. 33. (1) B anTekuTe peuentuTe C€ H3MBJIHABAT MPHUOPUTETHO IO
CJIeTHUS Pl

1. peuentu ¢ ykazanue "uuto", "mutucumo" unu "cratuM" ce U3MbIHABAT
He3a0aBHO, KaTO BBPXY TAX CE€ OTOEINsA3Ba YachT HA MOCTHIIBAHETO B amTeKaTa W Ha
U3ITBIHEHUETO UM,

2. peuerntu 3a neua a0 14 rogunHu;

3. BCUUYKM OCTaHAllM PElENTH Ce M3MBIHSABAT MO pela Ha MOCTHIIBAHETO
UM.

(2) (Ot™. - 1B, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 r.)

Un. 34. (1) IIpu ormyckaHe Ha TpPEANKMCAHU JICKAPCTBCHH MPOIYKTH CE
Cra3Ba CIEeIHUST PEeJI:

1. (u3m. - IB, 6p. 81 ot 2013 r.) KOraToO JIEKAPCTBEHUST MPOIYKT €
NpeNucal Ype3 MEKIYHAPOJIHO HEMAaTeHTHO WK (hapMaKoNeHO HaMMEHOBAaHHE Ha
JICKApCTBEHOTO BEIIECTBO, CE OTITYCKA JIEKAPCTBEH MPOJIYKT, pa3pellieH 3a ynorpeda B
CTpaHara, KOMTO ChIbpiKa MPEIMUCAHOTO AKTUBHO BEIIECTBO, KATO 3aBJDKUTEITHO Ce
cria3BaT IpeJucanaTa JeKkapcTBeHa (hopMa 1 KOJIMYECTBOTO B JI030Ba CAMHUIIA;

2. KOratro JIEKapCTBEHHUAT NPOAYKT € TPEANHCaH TOJ THPrOBCKO
HalMEHOBAHHUE, C€ OTIYCKAa TOYHO MPEANUCAHUIT IPOAYKT.

(2) Koraro anrtekara He pas3mnojiara ¢ mpearnucaHus JeKapCcTBEH MPOIYKT,
MarucTbp- (papmManeBThT € JUIbXKEH J1a TO OCUTYpHU B CpPOK 110 24 yaca. B To3u ciyyai
JaTtata M 9achT Ha TIOCTHIIBAHETO HA PEIeNTaTa ce 0Tpa3sBaT BbPXY Hesl.

Ui 35. (1) Cnex oTmyckaHeTO Ha MPEINUCAHUTE JICKAPCTBEHU MPOIYKTH
perenTtara ce BpbIlla Ha TPUHOCUTEIS H.

(2) (A3zm. - 1B, 6p. 94 o1 2011 1., u3m. - IB, 6p. 90 or 2019 1.) B antekure
Ha JIeueOHUTE 3aBEJIEHUS ChC CTAIMOHAP, CKIIFOUUITU J0TOBOD 1o pena Ha Hapenba Ne
34 or 2005 r. 3a pexa 3a 3amjamniaHe OT JAbpPXKaBHUS OIOJDKET Ha JICUEHHUETO Ha
OBITapCKUTE TPAKIAHU 32 3a00IsIBaHMs, U3BBbH 00XBaTa Ha 3abIKUTEIIHOTO 3[PaBHO
OCUTYpSIBaHE, C€ 3abpKa EANHUAT EK3eMIUIIpP Ha pelernTara.

(3) (Ot™m. - 1B, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 r.)

Un. 36. Ilpm ormyckaHe Ha JIEKapCTBEHHW NPOAYKTH MAarucTbp-
(dapMaleBThT € JUIbKEH Ja MpeJocTaBd HMH(OpMalys U ChbBETH Ha MAIUEHTUTE,
U3pa3eHHU SCHO, Ha €3UK, JIECEH 3a Bb3IIPHEMaHe, OTHOCHO 0€3011aCHOTO U €(DEKTUBHOTO
IIPUEMAHE U U3I0JI3BaHE Ha JIEKapCTBEHUTE MPOAYKTH.

Un. 37. (1) [lpeanucanus, KOUTO HE OTTOBAPAT HA U3UCKBAHUSATA IO TJIaBH
BTOpA U TPETA, HE CE M3ITBJIHSIBAT.



(2) Tlpy BB3HMKHAJIO CHMHEHHE OTHOCHO NPEANHCAHOTO B pelLenTara
MarucTbp-(hapmManeBThT € JIBHKEH, IPEIH Ja OTIYCHE JIEKAPCTBEHUS MPOIYKT, Ja Cce
KOHCYJITHpA C IIpeIUcaIs perenrara jJeKap.

Un. 38. He ce oTmyckaT JekapCTBEHU MPOYKTH 110 KOMTME Ha OPUTHMHAIHA
perenra.

Un. 39. Ilpenn ornyckane Ha JIEKapCTBEHW INPOMYKTH 0e3 peuenta
MarucTbp-papManeBThbT HAIOMHS Ha TMalUeHTa Npexu ymnorpeba 1a mpoyere
UH(OPMAaLMOHHATA JIMCTOBKA.

Pazpgea 11.
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH, ChAbPKAIIN HAPKOTUYHHU
BelecTBa

Ui 40. (U3m. - IIB, Op. 51 or 2023 r., B cuna ot 13.06.2023 r.)
JlexapcTBeHH IPOAYKTH, ChIBPIKAIIM HAPKOTUYHH BEIIECTBA, TPEIMUCAHY 10 peja Ha
riaBa Tpeta, pasaen II, ce oTmyckaT B anTeKH, KOMTO ca MOJYYMJIM JIMIICH3US 32
THProBUS Ha APEOHO U ChXpaHsSBaHE HA HAPKOTUYHH BEIICCTBA 10 pelia Ha 3aKOHA 3a
KOHTPOJI BbPXY HAPKOTUYHHUTE BeniecTBa U npekypcopute (3KHBII).

Ui 41. (1) (U3m. - JIB, 6p. 81 ot 2013 1., u3m. - JIB, O6p. 51 or 2023 1., B
cuna ot 13.06.2023 r.) Ilpeau oTmyckaHe Ha JIEKapCTBEHH IMPOIYKTH, ChABPKALIU
HApKOTUYHH BELIECTBA, MarucThp-hapManeBThT 3aIbJDKUTEIIHO MPOBEPSBA alH ca
CHa3eHH M3HMCKBAHMATA 32 NPEANHCBAaHE HA JIEKAPCTBEHH TNPOIYKTH, CHIBPIKAIII
HApKOTUYHHM BEILECTBA, M BBBEXKJAa TPUTE HMMEHAa M JaHHUTE OT JOKYMEHTa 3a
CaMOJIMYHOCT Ha JIUIETO.

(2) (M3m. - 1B, 6p. 81 ot 2013 r., u3m. - 1B, 6p. 51 ot 2023 r., B cuna ot
13.06.2023 r.) UudopmanusTa OT CENUAIHUTE PELENTYpHU OJaHKU - HAllMOHAJIEH
pedepeHTeH HOMEp Ha pelenTypHara OjlaHKa, M€ Ha MalieHTa, HaUMEHOBaHHUe Ha
JIEKapCTBEHHS TPOIYKT, OTITYCHATO KOJMYECTBO M JIaTa Ha OTIYCKAaHETO, CE BHBEXKIA
B CIEIMAITHUS PErHCThp chriaacHo wi. 3 oT Hapen6a Ne 21 ot 2000 r. 3a u3uckBaHUATa
KBM JIOKYMEHTAIMITa U OTYETHOCTTA NPU M3BBHPIIBAHE HA JCHHOCTH C HAPKOTHYHHU
BEIIIECTBA U JIEKAPCTBEHU MPOAYKTH, ChABPIKAIIM HAapKOTUYHU BemecTna (/IB, Op. 86
ot 2000 1.).

(3) (M3m. - 1B, 6p. 94 ot 2011 r, ot™. - IB, 6p. 51 ot 2023 1., B cuna ot
13.06.2023 r.)

(4) (M3m. - 1B, 6p. 81 ot 2013 r., u3m. - IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., u3m. - IB, 6p. 51 or 2023 r., B cuna ot 13.06.2023 r.) Koraro
JIEKapCTBEHUAT MPOAYKT Mo wi. 262, an. 6, 1. 1 3JIIIXM, cbabpxkail HapKOTUYHU
BenlecTBa, ce 3amiama or H30K 3a nomairHo nedenue, nHGopMmanusaTa 1no aji. 2 oT
CHelMaTHuTe perentypHu Omanku ce mpenocraBs Ha P30OK upe3 Haumonamnara
3paBHOMH(OPMAIIIOHHA CUCTEMA.

(5) (Orm. - 1B, 6p. 81 o1 2013 1)



Un. 42. (Usm. - IIB, Op. 51 or 2023 r., B cuna ot 13.06.2023 r.)
WNudopmanusara o wi. 41, an. 2 oT crienuagIHUTe peHenTypHHU OJaHKU Ce TPE0CTaBs
Ha P3U upe3 Harnmonainara 3apaBHOMH(GOPMAIIMOHHA CHCTEMA.

Un. 43. (U3m. - IB, 6p. 81 or 2013 r.) 3abpaHsiBa ce OTIIyCKaHE Ha
JICKapCTBEHH MPOYKTH IO pelenTa, MPEANMUCaHN IPEIU TIOBeYe OT 7 THHU.

Un. 44. (1) (U3m. - B, 6p. 81 or 2013 r.) 3abpansiBa ce OTIyCKaHE Ha
JIEKapCTBEHU MPOIYKTH, ChAbPIKAIIM HAPKOTUYHH BELIECTBA OT MpuitoxkeHust Ne 2 u 3
kbM wi. 3, T. 2 u 3 or Hapenbara 3a pena 3a kiacuduuupaHe Ha pacTCHUSATA U
BellecTBaTa KaTo HAPKOTUYHHU, B KOJIMUYECTBA, [10-TOJIEMHU OT MPEANUCAHUTE.

(2) Ilpm ycraHoBsiBaHE Ha HECBOTBETCTBHUSI B IPEANHUCAHUETO U
MaKCHMaJHO JIOIycTUMAaTa J103a MarucTbp-gpapMaieBThT B anTeKaTa € JUIbXKEH Ja ce
KOHCYJITHpA C MPeITUcaIus perenrara JeKap.

(3) Ilpu HEBB3MOXKHOCT 3a U3MBIHEHHE Ha MPEINUCAHUETO CIeN
KOHCYNTAllMsITa 1O aj. 2 pelenTara ce BpbIa Ha JIeKaps/JIekaps 1O JeHTalHa
MeIMIIMHA 32 aHyJIUPaHe.

Un. 45. 3abpansiBa ce OTIIycKaHe Ha JIEKapCTBEHM MPOJIYKTH IO pea Ha
TO3U pa3jiesl, KoraTo IpUHOCUTENAT Ha perenTara e noj 18 roausu.

Paznea I11.
OTnyckaHe HA JIeKAPCTBEHH NMPOXYKTH, 3aIVIAIAHA HANBJIHO 0T M3 u
HANLJHO WK YyacTuuHo oT H30K

Ui 46. (1) (U3m. - [IB, 6p. 94 ot 2011 1., u3m. - /IB, 6p. 90 ot 2019 1.)
OTnyckaHeTo Ha JIEKapCTBEHH MPOIYKTH, IPEANICAHHU 110 pefia Ha IJlaBa TpeTa, pa3ies
111, ce u3BBpILIBA OT aNTEKU Ha JI€YEOHU 3aBEICHNS ChC CTALlMOHAP, CKIIOYHIIU JOTOBOP
no peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amamniaie oT Ibp:KaBHUS OIOKET
Ha JIGYEHHWETO Ha OBJrapckuTe TpakJaHM 3a 3a00isABaHUsA, U3BBH OOXBaTa Ha
3a/IbJKUTETHOTO 3/IpaBHO OCUTYpSIBAHE.

(2) (Ot™m. - [IB, 6p. 81 ot 2013 1., HOBa - /IB, Op. 68 oT 2014 1., B cniia ot
15.08.2014 r.) OTnyckaHeTo Ha JEKapCTBEHM IMPOJIYKTH OT alTeKH, paboTelu Io
norosop ¢ H30K, ce u3BbplIBa B CbOTBETCTBUE C Ta3U Hapenda U ¢ YCIOBHTA U pefia
3a CKJIIOYBAHE HAa UHJIUBHUIYATHH JOTOBOPH 10 Wi. 45, an. 15 ot 3akoHa 3a 3paBHOTO
OCHUT'ypsIBAHE.

(3) (Hom. - AB, 6p. 81 ot 2013 1., nom. - JIB, 6p. 68 oT 2014 r., B cuna ot
15.08.2014 r., oTM. B yacTTa OTHOCHO JyMuTe "Maructbp (apmanent" ¢ Pemenne Ne
5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 or 2016 r., B cuna ot 18.11.2016 r.)
OTnyckaHeTo Ha JIEKapCTBEHHU NMPOIYKTH, IPENICAaHH [0 pe/a Ha IJ1aBa TpeTa, pa3zies
IV, ce u3BbpiIBa OT MarucTbp-hapmarieBT B anteku, padoreuy rno gorosop ¢ H30K ¢
M3KJIIOYEHUE Ha JIEKapCTBEHUTE NPOAYKTH MO ui. 30r, KOMUTO c€ OTIyCKaT OT
OOJTHUYHUTE aNTEKHU.

(4) (Homa - /IB, 6p. 81 or 2013 r.) Koraro nekapcTBEHUST MPOIYKT ce
OTIIyCKa B OINAaKOBKa, pa3JIMYHa OT OKOHYATEIHATa, ce OTOENA3BaT BCUYKU JAaHHU OT
OKOHYAaTeJIHaTa OIAaKOBKAa Ha TMPOM3BOJUTENS U C€ MpelocTaBs JMCTOBKAaTa 3a
ManueHTa.



(5) (Homa - JIB, 6p. 81 ot 2013 r., mom. - /IB, 6p. 68 ot 2014 1., B cuna ot
15.08.2014 r., u3m. - JIB, 6p. 90 ot 2019 r.) Ha oOparnara crpaHa Ha perenrara 3a
JIEKAapCTBEHUTE MPOAYKTH, OTITYCKaHU 10 pena Ha wi. 21 ot Hapen6a Ne 34 ot 2005 r.
3a pela 3a 3aluialiaHe OT JIbp)KaBHUS OIOJUKET Ha JICYEHHUETO Ha OBIrapCKuUTe
rpaXkAaHu 3a 3a00JsBaHus, U3BBH 00XBaTa Ha 3aIbJKUTEITHOTO 3/[PaBHO OCUTYpsIBaHE
(IB, 6p. 95 ot 2005 r.), ce 3amucBaT NaHHUTE OT JMYHATA KapTa (Macmopr) Ha
NayeHTa U Ha MoJIydaTesisi, Korato JIKapCTBEHUTE MPOIYKTH HE CE MOJIy4aBatT JUYHO
OT MaIMeHTAa.

Un. 47. (1) (U3m. - B, 6p. 95 ot 2014 r., npeauiieH TekcT Ha 4. 47 - /1B,
op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) OTnyckaHeTo Ha JIEKapCTBEHH MPOTYKTH,
npeanucaly Ha pernentypHa 6manka (oopaserr M3 - H30K Ne SA no npuiioskenue No
7), ce U3BBPILBA B pAMKUTE Ha BAIUIHOCT Ha OTPSA3BLIUTE, KaTO JaTaTa Ha U3ITbIIHEHHE
Ha BCEKH OTPS3BK CE NTOCOYBA BEPXY HETO M BHPXY CIIEABAIIUS OTPS3BK.

(2) (Homa - JIB, 6p. 68 ot 2019 1., B cruta ot 27.08.2019 1.) IIpu Hanuume
Ha MPEANMUCAHUS Ha TIOBEUE OT eHa penentypHa 6manka (oopaserr M3 - H30K Ne 5 o
npunoxkenue Ne 6 u oopazerr M3 - H30K Ne 5A no mpunoskenue Ne 7) ¢ nmpennucanus
3a pa3nuueH Opoi JHM PEeLENTUTE CE U3IIBJIHBAT Ha JlaTaTa Ha Haill-KbCHUs CPOK, HO HE
MO-MaJKoO OT 25-Hsl JIeH.

Ui 47a. (Hos - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., ot™M. B
YyacTTa OTHOCHO AymuTe "Maructhp apmanent” ¢ Pemenne Ne 5812 ot 17.05.2016 T.
Ha BAC - JIB, 6p. 91 ot 2016 r., B cuna ot 18.11.2016 r.) Ilpu ormyckane Ha
JIEKapCTBEHM IIPOJYKTH, IIPEAIIMCAHNU 110 pella Ha IJ1aBa TpeTta, pasaen IV, marucrsp-
dbapmaleBTHT HpOBEpsiBa 3APABHOOCUTYPUTEIHUS CTAaTyC Ha MAI[UEHTHTE MO pef,
OIpeZiesiCH B YCIOBUATA U PeJia 3a CKII0UYBAHE HA MHAMBUJIYAJIHU TI0TOBOPH 110 4. 45,
an. 15 ot 3akoHa 3a 31paBHOTO OCUTYpPsIBAHE.

Un. 476. (Hos - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) (1) (OT™m.
¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot
18.11.20161.)

(2) (OtM™. ¢ Pemienne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cuna ot 18.11.2016 1.)

(3) (Otm™. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cuna ot 18.11.2016 1.)

(4) (Otm™. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cuna ot 18.11.2016 1.)

(5) (Otm™. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cuna ot 18.11.2016 1.)

Un. 48. (1) Penentute 1 MpOTOKOJIUTE HE C€ M3ITBIHSABAT U CE BPBIIAT Ha
IIPUHOCUTEIIS UM, KOTaTo:

1. peuentypHara 6J1aHKa HE ChbPIKa U3LSI0 NOMBIHEHH BCUYKU JaHHU;

2. CPOKBT Ha BAIMJIHOCT € U3TEKBJ;

3. OpeanucaHusT JIEKaApCTBEH MPOAYKT He ce 3amutama ot M3, ot H30K
WIM HE OTroBapsl Ha U3UCKBAHUATA, ONIPEAEIIEHH B 1oroBopa Ha anrekara ¢ H30K;

4. ca 1omyCHATH TPEIIKU U HECHOTBETCTBUSA ITPU MOMbJIBAaHE HA OJIaHKUTE;

5. B ciiyyauTe, KOraTto He ca U3IIbJIHEHW U3UCKBaHUATa HA Wwi. 7, all. 1, T. 3;

6. (HoBa - JIB, 6p. 95 ot 2018 1., u3Mm. - JIB, Op. 68 ot 2019 1., B cuna ot
01.01.2020 r.) B cimy4anTe, KOraTo He € U3IBJIHEHO U3UCKBAHETO Ha Wi 24, ai. 6.



(2) Maructpp-(hapManeBTbT, OTIyCKAIIl JICKAPCTBEHUTE MPOIYKTH, HIMA
MPaBO J1a HaHACsI MOTPABKHU BBPXY pelienTypHaTa OJIaHKa, C U3KITIOYCHHUE Ha MTOTIPABKU
IIPU HalpaBeHU OT HEr0 TEXHUYECKHU IPELIKA B MOMEHTA Ha U3IbJIHEHUE Ha pellernTaTa.
B T03u ciry4aii TOM ce moANKMCBa CPEILy HAIPABEHATA OT HETO KOPEKIU.

Pazgen IV.
OTnyckaHe Ha JIeKAPCTBEHH NMPOAYKTH U MEeAULMHCKHU M3/1eJTUS 110
peuenTu, M31aaeHu B Apyra abpxkasa wienka (Hos - /B, op. 15 oTr 2014 1.)

Ui 48a. (Hos - JIB, Op. 15 ot 2014 1.) (1) (M3m. - [IB, 6p. 85 ot 2023 1.,
B cmia oT 16.10.2023 r.) Maructsp-hapmaneBTUTe Mpu Cra3BaHe pasnopeadure Ha
pazzen | ca 1rbKHY 1a U3MIBJIHABAT PELENITH, U3Ja/IeHU B ApYyra Abp)KaBa YiICHKa.

(2) Peuenture mo an. 1 cimeaBa na ChAbpKAT JaHHHUTE, MOCOYCHH B
npuiioxenue Ne 4a.

(3) (U3m. - B, 6p. 85 ot 2023 1., B cuia ot 16.10.2023 r.) Maructsp-
dapmalieBTUTE € €Nl rapaHTUpaHe MPUEMCTBEHOCT MPHU JICYEHHUETO Ha KOHKPETEeH
MAIUEHT MOTAT JIa U3IIBJIHABAT PEICITH 110 al. | U B CIIy4aWTe, B KOUTO HE ChIABPKAT
BCUYKM JaHHU 1o mpuioxkeHne Ne 4a, HO ¢ ToBa HE ce 3acira TOYHOTO
uACHTH(GHUIMpPAHE HA TAIMCHTA, MPEANHNCAHUTE JICKAPCTBEHU MPOTYKTH/MEAUITHHCKI
U3JleNusl, HAYUHBT Ha TMpUIaraHe, KakTO M MEOUIMHCKUAT CIEUAINUCT, W3/Aaj
penenrara.

Ui 486. (Hos - /IB, 6p. 15 ot 2014 1., u3m. - IB, 6p. 85 oT 2023 1., B cuna
ot 16.10.2023 r.) Maructbp-hapmaleBTUTe HE W3IBJIHIBAT PEIENTH, W3/IaJICHU B
Jpyra AbprKaBa 4jeHKa, B 4aCTTa, B KOSTO ca MPEANHUCAHH JICKAPCTBEHU MIPOTYKTH 10
. 174 3JIIIXM.

Pazgen V.
OTnyckaHe HA JIeKAPCTBEHH NMPOIAYKTH B Jie4eOHH 3aBeIeHNsI ChC
cranquoHap (Ilpexumen pasnen 4 - JIB, op. 15 ot 2014 1.)

Uin. 49. (1) (U3m. - [IB, Op. 81 ot 2013 r.) JlekapcTBeHUTE MPOAYKTH 32
XOCTIUTATU3UPAHUTE MAIIMEHTH C€ OTIyCKAaT OT OOJIHWYHATA anTeKa.

(2) (M3m. - 1B, 6p. 2 ot 2012 r., u3m. - /1B, 6p. 81 ot 2013 ., u3m. - /1B,
op. 85 o1 2023 1., B cuna ot 16.10.2023 r.) KoraTo neuebHO 3aBe7ieHNE ChC CTAIMOHAP
HsIMa arnTeka, ce mpuiarat wi. 38 - 380 ot Hapen6a Ne 28 ot 2008 r. 3a ycTpoiicTBOTO,
pena v opraHu3anusTa Ha paboTaTa Ha alTeKUTe U HOMEHKIIATypaTa Ha JISKapCTBEHUTE
nponayktu. Ilpu cmemHu ciaydanm ce ocurypsiBa CHaOJIsgBaHEe C HEOOXOIUMUs
JIeKapCTBEH MPOAYKT BbB BB3MOXKHO HAH-KpaThK CpPOK. 3a IIeHOOOpa3yBaHETO Ha
JIeKapCTBEHUTE NMPOAYKTHU CE CIla3BaT YCIOBUATAa Ha HapenbaTa mo wi. 26la, an. 5
3JIIIXM.

Un. 49a. (1) (Hos - IB, 6p. 81 ot 2013 r., npeauiieH TeKcT Ha wi. 49a -
B, 6p. 53 or 2022 r.) Ilpu npuemaHe Ha JEKapCTBEHUTE JUCTOBE MarucTbp-
(dapMaleBThT 3aJBJDKUTENIHO NPOBEpsBa Jajld Cca CHa3eHH W3UCKBAHHATA 3a
IIPEANKMCBAaHE Ha JICKAPCTBEHU NPOAYKTH 1o 1. 8, 14 u 15.



(2) (Hosa - JIB, 6p. 53 ot 2022 r.) IIpn npuemaHe Ha JIEKapCTBEH JIUCT B
eJIEKTpOHHa (hopMa MarucTbp-hapManeBThT CHCTABs Ype3 CHEeNHATH3UpaH codTyep
BTOPH €JIEKTPOHEH €K3eMIUIAp Ha noJnucanus 1o wi. 30a, an. 3 1eKapcTBEeH JMCT MO/
CBIIMUS HOMEp ¢ To0aBeHa B Kpas Ha HoMepa OykBa "A", KOWTO HE ChABPIKA IMOAMUC HA
JIeKyBalll JIeKap U Ha4aJIHUK Ha OTIeJeHHe. BTOpUAT eeKTpoHEeH eK3eMIuLsIp TpsOBa
Jla ChABPKA BCUUKU APYT'H PEKBU3UTH, MTOIMUC HA MarucThp-(hapmaieBra, KaKTo U Ha
JMLaTa, NpeJajid U MPUeIH JeKapCTBEHUTE IPOILYKTH.

Un. 50. (1) JlexkapcTBeHMTE MPOIYKTH IO JIEKAPCTBEHM JIUCTOBE CE
OTIIYCKaT MOOTIENIHO 332 BCEKH MAllMeHT, KaTO BCEKU BHJI JICKAPCTBEH IMPOJIYKT CE
OTITyCKa B OTJENHA OMAaKOBKa, BBPXY KOSTO C€ OTOENsA3BaT MMETO M BH3pPACTTa Ha
00JHMS, HOMEPBT Ha CTasATa, JIErJIOTO U MpeANrcaHaTa 103a.

(2) (M3m. - IIB, 6p. 81 ot 2013 r.) KoraTo nexapCTBEeHHAT MPOIYKT ce
OTIIyCKa B ONAKOBKAa, pa3jMyHa OT OKOHYATeJIHaTa, OCBEH JaHHUTE Mo ai. 1 ce
0TOeNsA3BaT ¥ BCUYKHU JIaHHU OT OKOHYATEIHATA OMAaKOBKA HA IPOU3BOIUTEIIS.

(3) (U3m. - IB, 6p. 95 ot 2014 1., u3m. - JIB, 6p. 53 ot 2022 r.) [IBara
eK3eMIUTsIpa Ha JICKAPCTBEHUS JIUCT B CHBKYITHOCT, HE3aBHCUMO JIAJIM Ca ChCTaBEHH Ha
XapTUEH HOCHTEN, W/WIM B EJIEeKTpPOHHA (opMma, CHCTABISABAT JIEKAPCTBEH JIUCT
ChIVIACHO npuitokeHue Ne Sa.

(4) (Hosa - 1B, 6p. 95 ot 2018 r., mom. - JIB, 6p. 53 ot 2022 r.) Korato
JCKapCTBEHUTE TPOMYKTH C€a 3a JIEYCHHWE Ha 3JI0KAYeCTBEHW 3a00JIABaHUS B
CTAllMOHAPHMU YyCJIOBHs, OOJHMYHATA anTeKka BOJIM JKypHal 3a pa3TBapsHE Ha
JEKapCTBEeHH TPOAYKTH 3a JIEYEHWE Ha OHKOJIOTWYHH/OHKOXEMAaTOJOTHYHHU
3a00ssiBaHUA 1O oOOpasell CbIVIacHO MpuiiokeHue Ne 81, B KOWTO JaHHHUTE ce
peructpupar exenneBHo. [Ipu ocurypeHa TeXHUYeCKa Bb3MOXKHOCT KYPHATBT MOXKE
Jla ce ChCTaBs B €NIEKTPOHHA (popma.

(5) (Homa - JIB, Op. 95 ot 2018 1.) B cnyuaii ue cnex mpuroTBsiHe Ha
WHAUBUAYAIHUTE TO3U 32 JCHS OT JaJIeH JIEKApCTBEH MPOIYKT ce (popMupa OCTaThK,
KOMTO HEe MOXe Aa ObJe MPHUIIOKEH B CpOKa My Ha TOJHOCT, ITOCOYEH B KpaTKara
XapaKTepUCTHKa Ha JIEKapCTBEHUs MPOJYKT, OCTaThKBT C€ OTpa3siBa B OINUC Ha
HEHM3MOJI3BAEMHUTE OCTATBIM OT JIGKAPCTBEHW TMPOJAYKTH 3a JICUCHWE Ha
OHKOJIOTMYHHM/OHKOXEMAaTOJIOTHYHU 3a00J1BaHus 110 00pasel] ChIIIaCHO MPUIIOKEHUE
Ne 8e.

Yn. 50a. (Hos - /IB, Op. 81 ot 2013 r.) (1) IIbpBUTE ek3eMIUIsApU Ha
JIEKapCTBEHUTE JINCTOBE, 10 KOUTO Ca OTIYCHATH JIEKApCTBEHU MPOAYKTH, ChABPIKALIU
HapKOTHYHH BEIIECTBa, C€ 3abpkKaT B OOJIHUYHATA alTeKa M Ce ChbXPAHSABAT 32 CPOK
€/IHa FOJIMHA, KaTO CE MPEACTaBIT Ha KOHTPOJIHUTE OPTaHU MIPU MIPOBEPKA.

(2) Cnen wu3nmbiHEHHE Ha NPEANMCAHUATA MO JIEKAPCTBEHMs JIUCT 3a
JIEKapCTBEHU MPOJYKTH, ChABPKALI HAPKOTHYHU BEIIECTBA, BTOPUAT €K3EMIUISIP CE
ChXpaHsABa B OTJEJICHUETO 3a CPOK 5 TOAVHH.

(3) Cnen wu3TM4yaHe Ha Cpoka MO ajld. | MBPBHUTE EK3EMIULIpU OT
JIEKapCTBEHUTE JINCTOBE C€ IpeAaBaT C IPUEMHO-IIPENABATENIEH IPOTOKON Ha
nHcrekropute B P3U, xouto ru cexpanssart 3a cpok 10 roguHu.

(4) Ilpu oTyckaHe Ha JEKAPCTBEHU MPOAYKTH, ChAbPKAIIM HAPKOTUYHU
BellecTBa Ha JIEKAPCTBEH JIMCT, HeoOXoanMaTa uH(GoOpMallus OT HEro ce BbBEXK/a B
peructbpa mo ui. 3, am. 2 ot Hapemb6a Ne 21 ot 2000 r. 3a M3MCKBaHHSITA KbM
JOKYMEHTAlusATa M OTYETHOCTTa IMPH H3BBHPIIBAHE Ha JEWHOCTH C HApPKOTUYHU
BELIECTBA U JIEKAPCTBEHU IIPOLYKTH, ChABPKAIY HAPKOTUYHU BELIECTBA.



Y. 506. (Hos - JIB, 6p. 81 oT 2013 1.) (1) (M3m™. - [IB, 6p. 95 o1 2018 1)
JlexapcTBenute npoayktu 1o 4wi. 30r, an. 7, T. 2 ce OTIyCKaT OT anTeKH Ha JIeueOHNUTE
3aBeJIeHUsl ChC cTaluoHap, ckimounian gorosop ¢ H30K 3a knmHuyHa mporeaypa mo
mucriancepHo Habmoaenue Ha 30J1 cbe 3110KauecTBEHH 3200 IIBAaHHS.

(2) (U3m. - ]IB, Op. 95 ot 2018 r.) ITbpBUTE EK3EMIUIIPH HA PELICTITUTE, C
KOUTO Ca MPEeANHUCaHM JIEKapCTBEHU NPOoaAyKTH 1o wi. 30r, ain. 7, T. 2, ce moapexaar B
XPOHOJIOTUYEH Pell, KaTo HeoOXoauMarTa UHPOpMaIIHs OT TSAX C€ BbBEXKa B PETUCTHpa
no wi. 3, an. 2 ot Hapen6a Ne 21 ot 2000 r. 32 M3UCKBaHUATA KbM JOKYMEHTAIUATA U
OTUYETHOCTTA MPH U3BBPIIBAHE HA AEMHOCTH C HAPKOTHYHU BEILECTBA U JIEKAPCTBEHU
MPOIYKTH, ChIABPKAIIM HAPKOTHYHH BEIIECTBA, ¥ HA IIBPBHSI €K3EMILISIP CE OTOCIS3BAT
TPUTE HMMEHAa M JaHHUTE OT JOKyMEHTa 3a CaMOJIMYHOCT Ha IPUHOCUTENIS Ha
peuenTara.

(3) (U3m. - JIB, 6p. 95 ot 2014 1.) [IspBUTE EK3EMILISAPU OT PEUEITUTE IO
al. 2 ce chbXpaHsBaT B OOJTHMYHATA anTeKa 3a CPOK €HA TOAMHA U C€ MPEACTaBAT HA
KOHTPOJIHUTE OPTaHU IIPH MPOBEPKA.

(4) (M3m. - IB, 6p. 95 ot 2014 1.) Bropure eK3eMIUIIPH OT PEIETITUTE TIO
an. 2 ce npenasat B P30OK exeMeceuHO B CpPOKOBETE 3a OTUMTAHE AEHHOCTTa Ha
J1e4eOHOTO 3aBEICHHUE.

(5) (U3m. - IAB, 6p. 95 ot 2014 r.) Caen u3tuyaHe Ha cpoka mo ai. 3
PEENTHTE Ce MpeAaBar ¢ MPUEMHO-TIPEAaBaTelICH MPOTOKOI Ha HHCTIeKTopuTe B P31,
KOUTO T'M ChXpaHsBar 3a cpok 10 roguHu.

Un. 50B. (Hos - /JIB, Op. 81 ot 2013 r.) 3abpansiBa ce OTIyCKaHE B
OOJHMYHATA anTeKa Ha JICKAPCTBCHH MPOIYKTH, ChIIbPKAIM HAPKOTUYHH BEIIECTBA,
0 pPeLenTa WiK JIEKapCTBEH JIMCT, MPEAIUCAHN TIPEIH MTOBEeUYe OT 7 JTHU.

Y. 50r. (Hos - JIB, 6p. 81 ot 2013 r.) (1) 3abpaunsBa ce B 601HHYHATA
anTeKa OTIyCKaHe Ha JIEKapCTBEHU MPOIYKTH, ChAbp KAl HAPKOTUYHU BEIIECTBA OT
npuioxenns Ne 2 u 3 kpm wit. 3, T. 2 1 3 ot Hapenbara 3a pena 3a knacuguipase Ha
pacTeHMsITa M BellecTBaTa KaTO HApKOTUYHH, B KOJMYECTBA, IO-TOJEMH OT
IIPEIIIUCAHUTE.

(2) Ilpm ycraHoBsSiBaHE Ha HECHOTBETCTBHUS B IMPEANHUCAHUETO U
MaKCHUMaJIHO JONYCTHMAaTa /032 Marucrbp-hapmaneBThT B OOJHMYHATA anTeka e
JUTBXKEH J1a C€ KOHCYJITHpA C MIPeANuCcausl perenTara/JIeKapcTBeHHsI JJUCT JIeKap.

(3) IIpu HEBB3MOXKHOCT 3a M3MBIHEHUWE Ha MPEINHCAHUETO Clie]
KOHCYJTalMsATa MO ajl. 2 pelenTaTa/leKapCTBEHUAT JUCT C€ Bpbllla Ha JieKaps 3a
aHyJIMpaHe.

Un. 50a. (Hos - IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 95 ot 2018 r.)
3abpaHsBa ce OTIyCKaHE Ha JIEKapCTBEHHM MpOAyKTH 1o ui. 30r, ai. 7, T. 2, KOrato
MPUHOCUTEIAT Ha perenTara e noj 18 roauHu.

Un. 50e. (Hos - IB, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, 6p. 95 ot 2018 1.)
JlexapcTBenute npoayktu 1o wi. 30r, an. 7, T. 1 ce oTmyckaT OT anTeKH Ha JIe4eOHUTe
3aBEJICHUs ChC CTalMoHap, ckiatoumin qorosop ¢ H30K 3a KIMHUYHYM IBTEKH MO YII.
30r, an. 8 w/unu amOynaTopHa MpoIeaypa 3a CUCTEMHO JICKAPCTBEHO JICUCHHE TIPH
3]I0Ka4€CTBEHU 3a00IIIBaHHUS.



(2) Konust Ha perientute, 10 KOUTO ca OTITYCHATH JIEKAPCTBEHH MPOIYKTH
no aJ. 1, ce chXpaHsBaT B anTeKkara Ha JIYeOHOTO 3aBEJICHNE B IPOIBIDKCHUE HA e/1HA
TOJIMHA, KaTO CE MPEACTABIT Ha KOHTPOJIHUTE OPTaHU MIPU MIPOBEPKA.

Paznea VI.
IIpeanucBane Ha MeIMUMHCKH M31€JTUs1, KOUTO III€e ce OTIYCKAT B Jpyra
abp:xkaBa wienka (Hos - /1B, op. 15 or 2014 1.)

Y. 50x. (Hos - /IB, 6p. 15 012014 1.) (1) I1o M3puuHO UCKaHE HA MAIIUECHT
aunara mno 4i. 4 mpeanucBaT HEOOXOAMMUTE 3a JICUEHHUETO MEIUIMHCKH H3ZeNus,
KOUTO LIIE C€ OTIIYCKaT B Ipyra JAbp>KaBa WICHKA.

(2) Peuenture mo an. 1 cnenBa ga chAbpKAT JaHHUTE, MMOCOYEHH B
npuiiokenue Ne 4a.

Ui 503. (Hos - IB, Op. 15 o1 2014 1., u3m. - JIB, 6p. 95 o1 2018 1.) Koraro
MEAMIMHCKUTE u3aenus no an. 1 Ha 4. 50x ce npeanucsat Ha 30JI, peuentypHuTe
Oy1aHKu 1o Wi. 24 cieBa 1a ChIbP>KaT BCUUKH JJAHHU, IOCOYEHHU B IpuiioskeHune Ne 4a.

I'naBa nera.

OTIHHEYATBAHE, PA3IIPEJIEJISIHE U KOHTPOJI HA
CIIEIMAJIHUTE PELEIITYPHU BJIAHKU 3A JTEKAPCTBEHUA
NPOAYKTU, CHbABPKAIIIN HAPKOTUYHU BEILIECTBA, U HA
PEHEINTYPHUTE BJIAHKUA 3A IIPEAIIMCBAHE HA
JIEKAPCTBEHMU ITPOAYKTHU I10 PEJJA HA HAPEIBA Ne 34 OT 2005
I'. 3A PEJIA 3A SAIIVTAIIAHE OT AP KABHUS BIOKET HA
JJEHEHUETO HA BBJI'APCKUTE I'PAXK/IAHHA 3A
3ABOJISIBAHUS, U3BBH OBXBATA HA 3AABJIKUTEJIHOTO
3IPABHO OCHUT'YPSABAHE (BAI'JL. U3M. - IB, BP. 90 OT 2019 T.,
OTM. - IB, BP. 51 OT 2023 T'., B CWJIA OT 13.06.2023T'.)

Un. 51. (U3m. - IB, 6p. 94 ot 2011 1., u3m. - JIB, 6p. 81 ot 2013 1., OTM. -
B, 6p. 51 o1 2023 r., B cuna ot 13.06.2023 r.)

Uin. 52. (Otwm. - [IB, 6p. 51 ot 2023 r., B cuina ot 13.06.2023 r.)

Un. 53. (Otm. - IB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

Un. 54. (Uzm. - IB, 6p. 94 ot 2011 1, oT™. - [IB, 6p. 51 oT 2023 1., B cuiia
ot 13.06.2023 1.)

Ui 55. (Otw™. - [IB, 6p. 51 ot 2023 r., B cuina ot 13.06.2023 r.)
Y. 56. (Otwm. - [IB, 6p. 94 o1 2011 1.)

I'naBa mecra.
YCJIOBUSA U PEJ 3A HOCEHE WM U3HACSIHE HA
JJEKAPCTBEHMU INPOAYKTHU, IPEJHA3HAYEHU 3A JIEHEHUETO
HA BBJITAPCKHA U YY KU I'PAXKIAHUA, IOCTOAHHO 1



BPEMEHHO MPEBUBABAIIY B CTPAHATA M ITbTYBAIIHA
U3BBH PEINYBJIUKA BBJATAPUS U 3A TPAH3UTHO
MPEMMHABAILY YYKIEHLA

Wit. 57. bearapcku rpaXkaaHu U 9y K4 IPaKJaHU, [IOCTOSSHHO U BPEMEHHO
npeOuBaBally B CTpaHaTa U MbTyBallXd U3BBH Pemybnuka bbirapus, moraTt 1a HOCST
WM J1a U3HACHT OT U 3@ TPETH CTPaHM CIEAHUTE BUJOBE JIEKAPCTBEHU ITPOIYKTH:

1. (u3m. - [IB, 6p. 90 ot 2019 r.) nekapcTBEHH NMPOAYKTH, MPETHASHAYCHU
3a JICYCHHETO WM, OTIycHaTH 1o peaa Ha Hapemba Ne 34 ot 2005 r. 3a pema 3a
3aljailaie oT AbpXKaBHUS OIOJDKET Ha JICUEHUETO Ha OBIrapckuTe TpakJaHU 3a
3a00JsBaHMsl, U3BBH 00XBaTa Ha 33IBJDKUTEITHOTO 3/[PABHO OCUTYPSIBAHE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU 0e3 JIEKapCKO MPeITICaHHKE;

3. IeKapCcTBEHU IPOAYKTH, OTITYCKAHU 10 JIEKAPCKO IIPEIUCaHHE.

Un. 58. (U3sm. - IB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.)
JlekapcTBEHHUTE MPOYKTH IO WI. 57, T. 1 MOTaT J1a ce MpeHacsT OT CJICAHUTE JIUIA:

1. manMeHTHT, 3a YHETO JICUYCHUE ca NpPETHA3HAYCHH TPEIITUCAHUTE
JICKapCTBCHH MTPOAYKTH;

2. ALETO, KOETO € TOIYYHJIO JIGKAPCTBEHUTE MPOIAYKTH OT ChOTBETHATA
anTeKa U UIMETO My € BIIMCAHO KaTo MoJIyyaTell BbpXY pelernrara;

3. nuIie, KOeTo MpUTeX)aBa U3PUIHO ITIBIHOMOIITHO OT MMAIMEHTa, 32 YHETO
JICUCHHE ca MPeTHA3HAUYCHU MPEAMUCAHNUTE JICKAPCTBEHH MPOIYKTH.

Ui 59. (1) (U3m. - JIB, 6p. 68 ot 2019 1., B cuita ot 27.08.2019 r.) JIunata
no wi. 58 yaocToBepsiBaT MPaBOTO CH Ja HOCAT WM JIa TPEHACAT JEKAPCTBEHUTE
HPOAYKTH 10 WI. 57, T. 1 ¢hC 3aBEPEHO OT MarkucThp-(hapMareBTa KOIK1e Ha H3ITbJIHCHA
perenTa OT ChOTBETHATA aNTeKa, MPeANrcaHa 3a KOHKPETHOTO JICUSHHE.

(2) Jlumata mo wn. 58 moraT Ja HOCAT WU Jla U3HACHT JIEKApPCTBEHU
MPOJYKTH, TIPEIHA3HAYCHHU 3a JICUCHUETO UM, B KOJIMYECTBA, IMOCOYCHH HUPPOM U
CJIOBOM B pelenTara, KosiTo cle/iBa ja € 00paboTeHa B anTeKaTa.

Un. 60. (M3m. - JIB, O6p. 68 ot 2019 r., B cuma or 27.08.2019 r.)
KonnyecTBaTa Ha NpeHACSHUTE JICKAPCTBEHU MPOAYKTH IO 4. 57, T. 1 ciensa na
OCHUTYpsIBaT JICUEHUETO Ha MALMEHTA 3a CPOK JI0 [1Ba MECELa.

Un. 61. (U3m. - IIB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.)
JlexapcTBeHHTE MPOAYKTH IO WI. 57, T. 2 MOTarT Jia ce MPEeHacIT OT OBIATAPCKU U UYKIU
IpaXKJIaHH ITOCTOSTHHO M BPEMEHHO ITPeOMBaBaIy B CTpaHaTa.

Y. 62. (1) Jlunara no wi. 61 morar ia npeHacsT JIEKapCTBEHU MPOTYKTH
OT U 32 TPETU CTPAHU B KOJUYECTBA, HEOOXOIUMH 32 BPEMETO Ha MPECTOs UM, HO HE
MOBEYE OT TPU Mecela.

(2) (U3m. - IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) JIunara mo ui.
61 Morar na npeHacAT OT U 3a TPETH CTPAHHM JIEKAPCTBEHU NPOIYKTH IO WI. 57, T. 2 B
MO-TOJIEMH KOJIMYECTBA, aKO MPECTOAT MM INPOJbIDKaBa MOBEYE OT TPU Mecela U
NPUTEKaBaT W3/1aJICHA PEIIETITA 32 ChOTBETHHUS JIEKAPCTBEH MPOIYKT M 32 ChOTBETHOTO
KOJINYECTBO.



Un. 63. (U3sm. - IB, Op. 68 or 2019 r., B cunma ot 27.08.2019 r.)
JlekapcTBeHHUTE MPOTYKTH IO WI. 57, T. 3 MOTaT Jia ce MPEeHacAT OT CJICAHUTE JINIA:

1. mammeHTa, 3a YHETO JICUCHHE ca IPEAHA3HAYCHU NPEIAIHCAHUTE
JICKapCTBEHH MPOTYKTH;

2. nuIe, KOeTO MPUTEKABA U3PUYHO ITBIHOMOIIHO OT MAaIlUeHTa, 33 YAETO
JICYEHUE ca MPEJAHA3HAUYCHU IPEIITUCAHUTE JICKAPCTBEHU MTPOYKTH.

Un. 64. (1) (U3m. - AB, 6p. 68 or 2019 1., B cruta ot 27.08.2019 r.) JIuniata
no wi. 63 yJAoCTOBepsiBAT MPABOTO CH Ja HOCAT WM Ja MPEHACAT JICKAPCTBCHUTE
HPOAYKTH 1O WI. 57, T. 3 ChC 3aBEPEHO OT MAarCThp-(hapMaleBTa KOHIe Ha U3ITbJIHEHA
perenTa OT ChOTBETHATA alTeKa, MpeAnrucaHa 32 KOHKPETHOTO JICUCHHE.

(2) Jlumara mo un. 63 Morar Jga HOCAT WM Jla M3HACAT JIEKAPCTBEHU
NPOAYKTH, MPEJHA3HAUCHH 3a JICUCHHETO MM, B KOJUYECTBA, MOCOYCHH HU(POM U
CJIOBOM B pelernTara.

Y. 65. TpaH3uTHO IIPEMUHABAILIY IIPE3 TEPUTOPHUATA HA CTpaHaTa JHIa
MMaT NpaBo Ja MPUTEKABAT JIEKAPCTBEHU NPOAYKTH, KOUTO €A IIPEIHA3HAYECHHU CaMO
3a TAXHOTO JICYCHHUE.

Ui, 66. KoHKkpeTHUTE KOJUYECTBA JIEKAPCTBEHU MPOAYKTH, KOUTO JIMLIAaTa
no wi. 65 uMar mpaBo Ja NPUTEkKaBaT, c€ ONPEAETSAT OT ChOTBETHATA IpHEMAaIla
ZbpIKaBa.

Un. 67. Ilpu TpaH3uTHO NpeMUHaBaHE Mpe3 TepuTopusiTa Ha PemybOiuka
benrapus Ha nuuata nmo wi. 65 ce npenopbuBa Ja ObAaT MpEIBAPUTEIHO
MH(OPMUpaHU 32 U3UCKBAHUATA, YCTAHOBEHU OT ChOTBETHATA IpHUEMallla IbpKaBa.

Ui 68. Bcuuku iekapCTBEHH MPOJAYKTH, KOUTO CE MPEHACAT OT U 32 TPETH
CTpaHU MO pe/ia Ha Ta3u Hapeada, cieaBa Aa ObJIaT B OPUTMHATTHUTE CH OMAaKOBKH.

Un. 69. (1) Ilo pena Ha Tasu Hapenba HE MoraT Ja ce MpEHaCsT
JICKapPCTBEHH MPOYKTH, ChIBPIKANT HAPKOTUIHH BEIICCTBA.

(2) YcnoBusiTa v peAbT 3a MPEHACSHE Ha JIEKApCTBEHUTE MPOAYKTH T10 all.
1 ce onpenensat B 3KHBII.

I'naBa ceama.

EJIEKTPOHHO IIPEAIIMCBAHE HA JIEKAPCTBEHMU ITPOJYKTMN.
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTHU U U3ITbJIHEHUE
HA EJIEKTPOHHMU NNPEJAIIMCAHUSA (HOBA - JIB, BP. 107 OT 2020

I'., BCHJIA OT 18.12.2020T".)

Y. 70. (Hos - AB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (Hom.
- [IB, 6p. 47 ot 2021 r., B cuna ot 04.06.2021 r., usm. - IB, 6p. 53 ot 2022 1., B cuia
ot 01.11.2022 1., u3m. - IB, 6p. 85 ot 2022 r., B cuna ot 25.10.2022 r., u3m. - [IB, 6p.
51 ot 2023 r., B cuna ot 13.06.2023 r., momn. - JIB, 6p. 85 ot 2023 r., B cuna ot
16.10.2023 r.) IlpenmucBanero Ha JIEKApCTBEH MPOJAYKT, C W3KIIOYEHHE Ha



JIEKapCTBEHUTE MPOAYKTH 110 IJ1aBa TpeTta, paznenu [l u V, ce u3BbpuiBa ¢ e1eKTpOHHO
npennucanue. [IpennucaneTo Ha J€KapCTBEH MPOAYKT 110 pelia Ha Wi. 6 ce u3BbpIIBa
C peuentypHa OJiaHKa Ha XapTHEH HOCUTEN WM C EJIEKTPOHHO IMpeAnucaHue, C
U3KIIOYEHHE Ha TPENNUCBAHETO Ha JIGKAPCTBEHU MPOIYKTH, KIACU(PHUIMPAHH BBHB
dbapmakoiornynu rpynu "JlekapcTBEHHM MNPOAYKTH 3a JIeYeHHWEe Ha auaber" u
"AHTHOAKTepUAIIHN JIEKAPCTBEHU MPOAYKTH 3a CHUCTEMHa YyroTpeda" ChIIIacHO
aHATOMO-TEpaneBTHYHO-XUMUYHATa Kilacudukanuss Ha CBeroBHaTa 3[paBHA
OpraHM3alys, KOETO Ce U3BBPIIBA CaMO C €IEKTPOHHO Npeanucanue. [lpeanucsanero
Ha JICKAPCTBEHU NPOAYKTHU M0 Wi. 9, KOUTO ca Ki1acuPUIMpaHu BbB (apMaKoJIOTUIHH
rpynu "JlekapcTBEHHM NPOAYKTH 3a JieueHue Ha nauader”" u "AHTHOaKTepHaTHU
JICKapCTBEHU MPOJYKTH 3a CUCTEMHa ymoTpeba'" ChIVIACHO aHATOMO-TEPareBTHYHO-
XUMHYHaTa Kiacuukanus Ha CBeTOBHATa 3ApaBHA OpraHU3alMs, MOXE Ja ce
U3BBpIIBA Ha peLenTypHa OJaHKa Ha XapTUEH HOCUTEN WIM C eJIEeKTPOHHO
IpeIIucaHue, a Te3u 1o Wi. 9a - caMo Ha XapTUEH HOCUTEN.

(2) (Homa - /1B, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r., ot™. - [IB, 6p.
85 ot 2022 r., B cuna ot 25.10.2022 r., HoBa - [IB, O6p. 85 or 2023 r., B cuia ot
16.10.2023 r.) OTnyckaHeTo Ha €JIEKTPOHHO MPEIINUCAHH JEKAPCTBEHU MPOAYKTH Ce
M3BBPILBA CAMO IO €JIEKTPOHEH BT MO peAa Ha uwi. 73 u 74.

(3) (IMpenumnua an. 2 - 1B, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r.)
EnexktponHoro mnpeanucanve mo aji. 1 ce u3maBa moj (opmara Ha €JIEKTPOHEH
JOKYMEHT, nonnucaH c kBainudumupan enektpoHen noanuc (KEII), cvriacno
m3nckBanusaTa Ha Permament (EC) Ne 910/2014 na EBpomeiickus mapiaMeHT U Ha
CeBeta ot 23 womu 2014 1. OTHOCHO €IEKTPOHHATa WJACHTH(PUKAIMI U
YIIOCTOBEPUTEIIHUTE YCIIYTU IPU €JIEKTPOHHU TPAHCAKLMU HAa BBTPELIHMS Ia3ap U 3a
orMsiHa Ha [{upextusa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) u Ha 3akoHa
3a €JIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUTE YI0CTOBEPUTEIHH YCIYTH.

(4) (TTpequmna an. 3 - JIB, 6p. 53 o1 2022 1., B crta ot 01.11.2022 1., u3m.
- IB, 6p. 51 or 2023 r., B cruta ot 13.06.2023 r.) IIpu enekTpoHHOTO IIpeANuCcBaHe Ha
JIEKapCTBEHHUTE MPOJIYKTH MO ail. |1 ce mpuiaraT ChbOTBETHO pa3mopen0uTe Ha riaBa
BTOpA U IjaBa TpeTa, pa3jel |, a npu eIeKTpoHHOTO NpeCcBaHe Ha:

1. mexapcTBEHH MPOAYKTH, ChIBbPXKAIIM HAPKOTHYHU BEIIECTBA - M Ha
riasa tpera, pasnaen II;

2. JIeKapCTBEHU NMPOAYKTH, 3aIUIalllaHd HAIbIHO Uiu yacTuuHo oT H30K
- U Ha rjaBa Tpera, pa3zaen [V, ¢ u3kitoueHne Ha U3MCKBaHUATa OTHOCHO XapTHUEHaTa
dbopMa Ha perenTypHUTE OIaHKU U MTPOTOKOIIUTE.

Yn. 71. (Hos - JIB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1)
EnexTpoHHMTE mpeanucaHus ce u3gaBat, BbBEXKAAT, 00paboTBaT U ChbXpaHABAT upe3
cHenualIn3upal MEIULIMHCKU U alTedeH coryep.

(2) HeiictBusitTa mo uin. 72 - 74 ce u3BBpIIBAT MpH ChOOpa3siBaHE Ha
HOMEHKJIaTypuTe, o0pazuure, (GopMaTuTe M JIPYruTe U3UCKBAHUS 33 CTPYKTypUpaHe
Ha wuHpOpManusTa M OOMEHa Ha JaHHU, I[peAHa3HadeHW 3a Hanumonannata
3npaBHouH(oOpManonHa cuctema (H3UC), nybnukyBaHn Ha MHTEpPHET CTpaHMIIATa
Ha MMHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO.

(3) Ilporpamaute wuHTEpdelich W HOMEHKIATypuTe 3a OOMEH Ha
uHpOpMaLUs MEXIYy MeAUUMHCKUS U anTeuHus copryep u H3UC ce akryanusupat
TEKYIO0, B TOBA YHUCJIO B ChOTBETCTBHE ChC CTENEHUTE Ha M3TPaKJaHE U BHEIPSBaHE
Ha pyHxuonannoctute Ha H3UC.



Un. 72. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a
W3JIaBAaHETO HAa EJEKTPOHHO MpEANHMCAHUE JIEKapsAT WIM JIeKapAT IO JEHTajaHa
MeauirHa ce uaeHtuunupa upes KEIT

(2) Ilpu eneKTpOHHOTO HPEIMCBAHE HA JIEKAPCTBEHMsI NPOAYKT Ce€
U3BBpPIIBA aBTOMAaTHYHA MpPOBEpKa B PErUCTbpa Ha bbirapckus JieKapcku Chbio3,
CbOTBETHO Ha bbarapckus 3b00JEKapCKH CBHIO3 3a HATUYMETO Ha TpaBa 3a
yhnpaxHsiBaHe Ha Mpodecusra oT JeKapsi, CbOTBETHO JIeKaps IO JACHTaIHa MEAUIINHA,
W3BBPIIBAIL TPEITHUCBAHETO.

(3) Cnen mombiiBaHe Ha HeoOxoaumara WHGOpMAIUS 3a MPEINHUCAHUS
JICKapCTBEH NPOAYKT JIEKapsAT WM JIGKApAT IO JSHTalHA MEIUIIMHA TIOITUCBA
eJeKTpoHHOTO npeanucanue ype3 KEIL.

(4) Cnen moamucBaHe Ha €IEKTPOHHOTO MPEANMCAHHUE aBTOMATUYHO Ce
U3BBPIIBA BaJUAMpPAHE HA BbBeleHaTa WH(OpMalMs U reHepupaHe Ha HalMOHAJICH
pedepenTen HoMep Ha eJIEeKTPOHHOTO MpeANucanue 1moja popmara Ha OykBeHO-IH(POB
KOZ.

Un. 73. (HoB - IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a
U3MBIHCHUETO Ha EJIEeKTPOHHOTO TMpEANHuCaHue Maructbp-hapmaieBTbT ce
uaentuduuupa upes KEIL.

(2) Cnenx upentudunupanero mo ai. 1 ce HM3BBPIIBA aBTOMAaTH4YHA
NPOBEpPKa B perucTbpa Ha bearapckus GpapmManeBTHYEH ChIO3 32 HATMYUETO HA MpaBa
3a ympaxkHsBaHe Ha npodecuara oT MarucTbp-Ppapmarenra.

(3) Maructbp-hapmaneBThT U3BBPIIBA JCHCTBUS 110 HACHTU(PUIIUPAHE HA
U3JIaZICHOTO EJEKTPOHHO MPEANKCaHue, MpU KOUTO KaTo BOJEI] KPUTEPUIl H3MOI3Ba
EI'H na mauuenra.

(4) Cnen unentudupaHe Ha €JICKTPOHHOTO MPENNUCAHUE MArucThp-
(dapMaLeBTHT HU3BBpIIBA MPOBEpKA 3a CHA3BAHETO HAa CHOTBETHUTE IPUIIOKUMHU
pasmnopen0u Ha T7IaBU BTOpA U TPETa.

(5) Ilpu Hecma3BaHe Ha pa3nopeaOUTE, MOCOYECHU B ail. 4, MarucTwbp-
(apManeBThT 0TKa3Ba U3IBIHEHUETO HA E€JIEKTPOHHOTO MPEANHCaHue, KaTo MOCOYBa
U IPUYMHHUTE 32 TOBA.

(6) 3a M3MBIHEHHWETO Ha EJEKTPOHHO NpEANHUCAaHHE Ha JIEKapCTBEH
MPOJYKT, 3aruiamaH HanweJaHo win 4dactuuyHo oT H3OK, upes wusmomsBanus oT
Maructhrp-apmarieBTa antedeH copryep ce M3BBPIIBA U aBTOMAaTHYHA MPOBEPKa B
peructbpa Ha H30K 3a neuedbnoto 3aBenenue c¢ norosop ¢ H30K, B koero pabotu
JeKapsT WIH JIEKapAT 1O JCHTaTHa MEAMIIMHA, M3Jall eIEKTPOHHOTO MpeNiCcCaHue,
KakTo U B peructbpa Ha HAII - 3a 3apaBHOOCUTYpUTENIHUS CTAaTYC Ha MMalUEHTa.

Un. 74. (Hos - IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 1.) (1) (dom.
- 1B, 6p. 85 o1 2023 r., B cuna ot 16.10.2023 r.) Cnex u3BbpiiBaHe Ha ACHCTBUSITA 110
. 73, an. 3 u 4 Maructhp-papManeBTHT U3NBIHIBA EIEKTPOHHOTO MPEANHCaHNE,
KaTo MPEOCTaBsi CbOTBETHUTE JICKAPCTBEHU MPOAYKTH Ha MAIMEHTa U YI0CTOBEPsBa
U3MBIHEHUETO Ha eJeKTPOHHOTO MpenanucaHue upe3 moanucBaHero my ¢ KEII, u
MoJTydaBaHe Ha HaI[MOHAJIEH pedepeHTEeH HOMEpP Ha W3MBJIHEHHE Ha €JICKTPOHHOTO
MpercaHue.

(2) Cnen npukIIrOYBaHE HA U3MTBJIIHEHUETO HA €JIEKTPOHHOTO MIPEANUCAHNE
CBIIIOTO CE€ aKTyadu3upa aBTOMAaTUYHO B aNTEUHUS U MEAMIIMHCKHS coTyep Karo
"M3nbaHeHo", cboTBETHO '"YacTMYHO H3MBIHEHO", a 3a JIEKapCTBEH MPOIYKT,
3arIaniad HanbsaIHo ik yactTuyHo oT H30K - xato "U3nwiaHeHO".

(3) (U3m. - IB, Op. 51 ot 2023 r., B cunma ot 13.06.2023 r.) Ilpnm
U3MBIHEHHE Ha ENeKTPOHHOTO TPEANUCaHHe MAarucThbp-GpapManeBThT Cla3Ba



M3UCKBaHMATA Ha Wwi. 33, an. 1, un. 34, an. 1 u an. 2, uzpedeHue nbpBo, wi. 36, wi. 37,
ain. 2 v un. 39, a 3a:

1. nmekapCcTBEHH TPOIAYKTH, ChAbpPXKAIIM HAPKOTHYHU BeEIIeCTBa -
n3nuckBanuaTa Ha wi. 40, 41, 43, 44 u 45;

2. JeKapCTBEHU MPOAYKTH, 3aIljIalllaHd Ha'bIHO MK yacTuyHo oT H30K
- I3MCKBAaHUATA Ha 4II. 46, al1. 2, 3 u 4 u ui1. 47, ai. 1, ¢ H3KII0UYCHUE Ha 3aIbIKCHUETO
3a MMOCOYBAHE Ha J1aTaTa Ha U3IBbJIHCHUE HAa BCEKU OTPS3BK, U all. 2.

JonmbiaHuTe/IHM pa3nopendu

§ 1. ITo cMuchia Ha Ta3u Hapeada:

1. "Kox na H30K" o3HauaBa OykBeHO-IIU(PPOB KOJI, YUATO MbpBa OyKBa
OTroBaps Ha IbPBO HUBO Ha AHATOMO-TepaneBTHYHATa Kiacuukamnus Ha CBeTOBHATA
3[IpaBHa OpraHu3auus, Bb3npuera B Penybnuka bearapus.

2. "BanuaHoCT Ha perienitaTa' 03HauaBa CPOKBT, 38 KOUTO TSI MOXKE J1a Obe
U3IIBJIHEHA B anTeKaTa.

3. "KosnnuyecTBO aKTUBHO BEILIECTBO B J1030Ba €IMHUIIA" HA JEKAPCTBEHUS
MPOIYKT € ChIABPKAHUETO Ha aKTUBHOTO BEILIECTBO, U3PA3€HO KOJIMYECTBEHO 3a eHa
J030Ba enuHMIa (TabieTka, Karcysia) Wik 3a eUHUIIa Maca UiId 00eM B 3aBUCUMOCT
OT JIeKapcTBeHara GopMma.

4. "Lluto" o3HayaBa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "Cratum" o3HauaBa "BenHara".

7. (noBa - /IB, 6p. 68 ot 2014 r., B cuita ot 15.08.2014 1., oT™. ¢ Pemenue
Ne 5812 ot 17.05.2016 r. Ha BAC - /1B, 6p. 91 o1 2016 1., B cumna ot 18.11.2016 1.)

8. (noBa - /IB, 6p. 68 ot 2014 1., B cuuia ot 15.08.2014 r.) "Otmyckane Ha
JIeKapCTBEH MpoAyKT 0e3 sekapcko npennucanue (OTC)" o3HayaBa ChbBKYMHOCTTA OT
neiicTBus Ha GapMalleBTH B MPUEMHOTO MOMEIICHHE Ha afTeKara 1o OnpeeisiHe Ha
MOAXOSAIINS 32 OTITYCKaHE JIEKApCTBEH MPOAYKT 0e3 sekapcko npeanucanue (OTC)
WIM TpUEMaHe Ha peleNnTypHUTe ONaHKU M TPOBEpKaTa Ha CHABPKAHUETO UM,
KOHCYJITAIsI OTHOCHO MIPUEMAHETO B Bh3MOKHHUTE HEXKEIIAH! PEaKIIUU U JIEKAPCTBECHU
B3aMMOJICHCTBHS U MPEIaBaHe Ha JIEKAPCTBEHUTE MPOIYKTH HA MAlUEHTHUTE.

IIpexonnu u 3aKI0UYNTEHH pa3nopeadoun

§ 2. (1) Pasmopenbute Ha TiaBa Tpeta, pazaen [V, permameHTupaniu
U3/]aBaHeTOo, IPOMEHUTE U BAIMHOCTTA Ha pelenTypHa 6iaanka (oopazen M3 - H30K
Ne 5A no nmpunoxkenne Ne 7), Bau3zaT B cwiia ot 1 ampuit 2009 r. Jlo BIM3aHETO UM B
CHJIa BCUYKH JIEKAPCTBEHU MPOJYKTH, 3aIlUIAlaHU Ha'bJIHO MM yacTuuHo oT H30K,
ce IpeanucBaT Ha perentypHa 6imanka (oopazerr M3 - H30K Ne 5 mo mpunosxkenue Ne
6) cbC cpok Ha BaUAHOCT 30 AHU.

(2) B cpox no 1 ampun 2009 r. antekute MpUBEXIAT copTyepa CH B
CHOTBETCTBUE C M3MCKBAHHUATA HA Ta3W Hapea0a OTHOCHO M3/1aBaHETO, IPOMEHHUTE U
BaJIMIHOCTTA Ha penentypHa 6ianka (oopazen M3 - H30K Ne 5A no npunoxenue Ne

7).

§ 3. (1) (U3m. - JIB, 6p. 91 ot 2009 r.) B cpox mo 31 maii 2010 r.
JIEKAPCTBEHU MPOAYKTH, ChBPKALIM HAPKOTUYHH BEIlleCTBa OT NpuiioxeHus Ne 2 u 3
KbM wi. 3, ajn. 2 Ha 3aKkoHa 3a KOHTPOJ BBPXY HAPKOTUYHUTE BEIIECTBA U



MPEKypCOpUTE, MOTAT Ja ce MPEINUCBaT U Ha CHEHUATHUTE PELENTypHU OJaHKU IO
oOpa3zer cpriaacHo mpuiokenue Ne 6 keM wi. 11, an. 1 ot Hapen6a Ne 4 ot 2001 1. 3a
YCIIOBUSATA U Pe/ia 3a MPEANKUCBAHE U OTIyCKaHE Ha JeKapCTBEHU MPOJIYKTH.

(2) Cnen u3TM4aHe Ha CpoKa MO al. | crenuaTHUuTe peuenTypHU OJaHKU
no npuioxkenne Ne 6 kpM wi. 11, aim. 1 or Hapenda Ne 4 ot 2001 r. 3a ycinoBusita u
pena 3a MpearucBaHe W OTIYCKaHE Ha JIGKApPCTBEHU MPOJYKTH CE€ YHHUIIOXKaBaT OT
KOMUCHSI, OTIpeJieieHa ChC 3amoBe]l Ha nupekTopa Ha PLI3.

(3) 3a yauimokaBaHeTo Ha OJAHKUTE IO ajl. 2 C€ ChCTaBs MPOTOKOJ, KOHTO
ce yTBbpK/aBa OT qupekTopa Ha cboTBeTHUs PLI3 u ce usnpaia B MuHHCTEpCTBOTO
Ha 3/]paBE0Na3BaHETO.

(4) Penentypuure Onanku mo mpuioxeHue Ne 4 kpM wi. 6, ai. 1 or
Hapen6a Ne 4 or 2001 r. 3a ycioBusitTa U pefa 3a MPEANHUCBaHE U OTIIyCKaHE Ha
JICKapCTBEHU MPOJYKTH MOTaT Jia c€ M3MOJ3BAT O TAXHOTO M3YEpIIBaHE, HO HE I10-
KBCHO OT €/IHa TOJMHA OT BJIM3aHE B CHJIa HAa Ta3W Hapeada, KaTo B TSIX CE BIUCBAT
JAHHUTE IO Wi. 7, ajl. 2 OT MEAUIIMHCKHS CTIeUaINCT, KOMTO U3/1aBa pelernrara.

(5) bnankuTe Ha NEeKapCTBEHUTE JUCTOBE MO MpHiIokeHne Ne 5 kM uit. 6,
an. 2 ot Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa U pea 3a MpeArnucBaHe U OTIyCKaHe
Ha JICKapCTBEHU MPOJIYKTHU MOTAT Jla C€ U3MO3BAT JI0 TAXHOTO U3UepIBaHe, HO HE I0-
KBbCHO OT €/IHa TOAMHA OT BIIM3aHE B CHJIa HAa Ta3u Hapeaoda.

§ 3a. (Hos - 1B, 6p. 90 o1 2019 1., u3m. - JIB, 6p. 91 ot 2020 ., u3m. - 1B,
op. 94 ot 2021 r., ot™. - [IB, 6p. 53 oT 2022 1.)

§ 4. (U3m. - [IB, 6p. 94 ot 2011 r.) KoHTposbT 1O W3MBJIHEHHE HA
HapenbaTra ce OochIIecTBsIBa 0T MUHUCTEPCTBOTO Ha 3apaBeomnasBanero, P3U u
W3nbiautennata arenuus 1o jekapersara 1 H30K (B yacTTta OTHOCHO OTIyCKaHE U
MPEeMCBaHe HA JIEKApCTBEHU MPOAYKTH, 3aIlIalllaHd HAITBJIHO UJIM YACTHUYHO OT Hesl).

§ 5. (Hdom. - IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Ta3u napenda
ce u37aBa Ha OCHOBaHUe 4i. 221 ot 3aKoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MeaumuHa W wi. 60 oT 3akoHA 3a KOHTPOJ BBHPXY HAPKOTHYHUTE BEIIECTBA H
MPEKypPCOpPUTE, KAaKTO U 4i. 56, anl. 2 oT 3aKoHa 3a 3/[paBHOTO OCUTYPSIBAaHE U OTMEHSI
Hapen6a Ne 4 ot 2001 r. 3a ycnmoBusATa M pefa 3a MPEANKUCBaHE W OTIIYCKaHEe Ha
JeKapcTBeHH NMpoAykTu (060H., [IB, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 r.; 6p. 82
ot 2003 r.; 6p. 32 ot 2005 1.; 6p. 34 o1 2006 T.).

§ 6. (M3m. - 1B, 6p. 94 or 2011 r.) Vkazanus mo mpujaraHeTo Ha
HapenOara gaBat H30K oTHocHO pasmopendute mo mpeAnucBaHe W OTIYCKaHE Ha
JICKapCTBEHH TMPOIYKTH, 3aIlalllaHd HAambIHO WM yactTudHo oT H30K, choTBeTHO
MunnctepcTBOTO Ha 3apaBeomnaszBanero, P3M u M3nbiHuTenHata areHuus 1o
JeKapcTBaTa CboOpa3HO TAXHATA KOMIIETEHTHOCT.

JlombJIHHUTEIHN pasnopeadu
KbM HAPEJIGA 3A USMEHEHHUE U TOITbJIHEHUE HA HAPEJIGA Ne 4
OT 2009 TI'. 3A YCJIOBUSATA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE
HA JIEKAPCTBEHU NIPOAYKTHU

(OBH. - 1B, BP. 15 OT 2014 T'., B CWJIA OT 21.02.2014T".)



§ 6. C Ta3m Hapenmba ce BBBEXKIAT HM3WCKBaHWsITA Ha JlMpekTuBa 3a
m3nbiHeHue 2012/52/EC na Komucusara ot 20 nexkemBpu 2012 . 3a onpenensHe Ha
MEpPKH 32 yJIECHSIBaHE Ha MMPU3HABAHETO HA MEAUIIMHCKUTE MPEANUCAHUS, U3AaICHU B
npyra abpxkaBa wienka (OB, L 356/68, 22.12.2012).

3akJII0uUNTeTHE pa3nopeaoun
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U
OTIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 15 OT 2014 I"., B CWJIA OT 21.02.2014 T".)

§ 7. Hapenbara Bnm3a B cuiia oT JieHs Ha oOHapoaBaHeTo 1 B "J[bpikaBeH
BECTHHK".

3aKJII0YUTEHH pa3nopendu
KbM HAPEJBA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJIA 3A TIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 68 OT 2014 I'., B C1JIA OT 15.08.2014T".)

§ 15. Hapenbara Bim3a B cuiia OT JIeHs Ha OOHapoaBaHeTo i B "J[bpkaBeH
BECTHHK".

IIpexoxnu u 3aKkIOUYNTEHH pa3nopeadun
KBbM HAPE/IBA 3A USMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 4 OT 2009 T'. 3A YCJIOBUSTA U PEJA 3A ITIPEAIIMCBAHE 1
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 95 OT 2014 T.)

§ 21. B cpok 1o Tpu Mecena OT BiIM3aHE B cujla Ha Hapeadara jJedeOHuTe
3aBEJICHHUs MOTaT Jia MPeIIUCBaT JEKapCTBEeHN IPOAYKTH Ha JIEKAaPCTBEHH JIUCTOBE 110
JIOCETAIIHUS Pel.

3aKJII0OYUTEHH pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 1. 3A YCJIOBUSATA U PEIA 3A ITIPEJAIIMCBAHE N
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTH

(OBH. - JIB, BP. 95 OT 2018 T



§ 17. HaBcsakbne B HapenOarta abpeBuatypara "(330J1)" ce 3ameHs chC
11(30-]'[)'!.

IIpexoanu u 3aK/II0OUYNTETHHA Pa3nopenon
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A ITIPEAIIMCBAHE U
OTIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 68 OT 2019 T"., B CWJIA OT 27.08.2019T".)

§ 22. (1) do nybnmukyBaHe Ha mHGOpMaNKATa 1o Wi. 23a, ajl. 5 ce u3gasar
IIPOTOKOJIM 3a HIPEINUCBAHE Ha JIEKAPCTBEHM MNPOAYKTH IO wi. 23, an. 4 mnpu
JIOCETAIIHUTE YCIOBHSI U MO IOCETAIIHUS PEJI.

(2) Usnanennte mpoTOKOJIM J0 MyOJIMKYBaHEe Ha HHpOpMAIUsITA MO Wi. 23,
all. 5 ce U3MBJIHABAT 10 U3THYAHE Ha TEXHUS CPOK.

§ 23. Hapenbara Bim3a B cuiia OT JIeHs Ha OOHapoBaHeTo i B "J[bpkaBeH
BeCTHUK", ¢ u3kiaoueHue Ha § 8, 9, § 10, 1. 2, § 12 u 21, kouto BIM3aT B cuja oT 1
aryapu 2020 r.

3aKJII0YUTEeHH pa3nopendu
KBbM HAPE/BA 3A TOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 90 OT 2019 T.)

§ 2. HaBcskbpae B Hapenbara nymara "pemyOiMKaHCKUSA" c€ 3aMEHs C
"nbpkaBHUA"

IIpexonnu u 3aKkI0UYNTEHH pa3nopeadun
KBbM HAPEJBA 3A TOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIOBUSITA U PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA
JIJEKAPCTBEHHU NPOAYKTHU

(OBH. - 1B, BP. 107 OT 2020 I"., B CWUJIA OT 18.12.2020 I'"., U3M. - IB,
bP.37 0T 2021 T., B CWJIA OT 07.05.2021T".)

§ 2. Hapen6ara Bnu3a B cuiia ot 18 nexemspu 2020 r.

§ 3. (U3m. - IB, 6p. 37 o1 2021 r., B cuta ot 07.05.2021 r.) [Ipu ocurypenu
TEXHUYECKH U OpraHM3allMOHHU YCJIOBHUS 3a ToBa OT MUHUCTEpCTBOTO Ha
3npaseonasBadeTo 1 H30K smnara no un. 4 m nputexareianuTe Ha pa3pellieHue 3a
THProBUs Ha IpeOHO ¢ JEKapCTBEHU MPOIYKTH ca JUThKHH J1a IpUBEIaT IeHHOCTTa CU
[0 MPEANNCBAaHE M OTIYCKaHE Ha CBOTBETHUTE JIEKAPCTBEHU INPOAYKTH CaMO C
€JIEKTPOHHU TpPEJNUCcCaHusl B CbOTBETCTBHE C M3MCKBaHUATA Ha IJlaBa ceMa He I0-
KbCHO OT 1 toHm 2021 r., karo goToraBa ce M3AaBaT MU 00pabOTBAT M PELENTH Ha
xapTHeH Hocuten. He ce nomycka jekapCTBEHHMAT MPOAYKT Aa ObJAe MpeaucaH
€IHOBPEMEHHO C €JIEKTPOHHO MPEIICAHUE U C PeLeNTa Ha XapTHEH HOCUTEI.



§ 4. (U3m. - IB, 6p. 37 ot 2021 1., B cuna ot 07.05.2021 r.) U3nanenure
10 31 mait 2021 . peuienTy Ha XapTUEH HOCUTEN CE U3IBJIHSIBAT IO JTOCETALIHUS PEJl
JI0 U3TUYaHE Ha CPOKA Ha TAXHATA BAJIUAHOCT.

§ 5. [Ipu texymiata akTyanu3amus mno 4i. 71, aji. 3 B paMKuTe Ha mpoleca
Mo M3rpaKaaHe W BHeApsBane Ha ¢yHkuuoHamHocture Ha H3UC ce pasriexnar u
CTaHOBHMIIIATa CHOTBETHO Ha bbarapckus nekapcku cbio3, bbarapckus 3n601ekapcku
ChI03 U brarapckus apManeBTUUYEH CHIO3.

IIpexoanu pasnopendu
KbM HAPE/JIBA 3A UBMEHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIOBUSATA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, bP. 37 OT 2021 I'., U3M. - ]IB, BP. 47 OT 2021 I"., B CUJIA
OT 04.06.2021T.)

§ 3. (1) (U3m. - 1B, 6p. 47 o1 2021 r., B cunta ot 04.06.2021 r.) U3nanenure
70 BIM3aHE B CHJa HA Ta3W Hapeada MpoTokonu oT KimHMYHATa OHKOJIOTHMYHA
KOMHCHS IO XUMHOTEpanusi M 3a JICKapCTBEHO JICUYCHHE I10 XEMAaToJIOTHsl Ce
U3IBIHSABAT JI0 U3THYaHE HAa CPOKA MM Ha BaIMIHOCT.

(2) B cniydaute no an. 1 pemenusra Ha O01aTa KIMHUYHA OHKOJIOTUYHA
Kkomucuss ¥ Ha KIMHMYHATa KOMHCHS O XEMaTOJIOTHS HE ce Ipeu3JaBaTr o0
HaCThIIBaHE Ha HEOOXOJUMOCT OT ITPOMSIHATA UM.

IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE HA HAPE/IGATA 3A
JOII'bJJHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - ]IB, BP. 37 OT 2021 I'., B CWJIA OT 07.05.2021 T".)

§ 2. U3nangenurte A0 BiIM3aHE B CUJa Ha HapendaTa pelenTH Ha XapTUeH
HOCHUTEIl CE U3ITBJIHSABAT 10 JIOCETAITHUS PEI.

§ 3. HapenOara Bnu3a B cuiia oT AeHs Ha oOHapoaBaHeTo 1 B "JIbpxkaBeH

BECTHUK".

3akJII04YUTEeTHE pa3nopeadou
KBbM HAPEJBA 3A IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'.
3A YCJIOBUSATA U PEJA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA
JEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 47 OT 2021 I'., B CUJIA OT 04.06.2021 T".)

§ 3. Hapenbara Bnu3a B cuiia OT AeHsS Ha 0OHapoaBaHeTo i B "JIbpxkaBeH
BECTHHK".



IIpexoaHu u 3aK/II0YNTETHN pa3nopeadu
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne4 OT 2009T. 3A YCJIOBUSTA U PEJIA 3A IIPEJAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

(OBH. - JIB, BP. 53 OT 2022 T")

§ 6. Ilaparpad 4 Bmm3a B cwia ot 1.11.2022 r. MuHHCTEpCTBOTO Ha
3[IPaBEOIa3BAHETO Ch3/1aBa TEXHHUUYECKUTE YCIOBHS 32 M3ITBIIHEHUE Ha § 4 B CPOKA 110
U3pCUCHHE ITBPBO.

HAPEJBA 3A UBMEHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA
JJEKAPCTBEHHU ITPOAYKTH

(OBH. - 1B, BP. 85 OT 2022 T'., B CUJIA OT 25.10.2022T".)

§ 2. Hapenbara Biu3a B cuia ot JeHs Ha 0OHapoaBaHeTo ¥ B "/[bpikaBeH
BECTHHK".

IIpexoxnu u 3aKIOUYNTEHH pa3nopeaoun
KBbM HAPE/IBA 3A UBSMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 4 OT 2009 T'. 3A YCJIOBUSTA U PEJA 3A ITIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 51 OT 2023 I'., B CWJIA OT 13.06.2023 I'., U3M. - ]IB,
BP. 105 OT 2023 I'., B CWJIA OT 19.12.2023T".)

§ 13. PeuenTtute Ha XapTHEH HOCHUTEN, U3LAJEHU 10 BIM3aHE B CHUJA Ha
HapeznOaTa, ce ChXpaHsBaT U YHHUILOKaBaT IO pesla Ha OTMEHeHus wi. 12, an. 1 u 2.

§ 14. Bropute exk3eMIUIsIpM Ha pEHENTUTE, NPUETH OT MarucTbp-
¢dapmalieBTUTE 10 BJIM3aHE B CHJa Ha Hapeadara, ce M3MpaliarT Ha ChOTBETHUTE
MHCIIEKTOpU N0 HapKOoTWYHUTE BeulecTBa B P3U mo onuc Ha xapTHeH U eIeKTPOHEH
HocuTen B cpok 710 10 romm 2023 r.

§ 15. Bropure exzemmsipu oT peuenture no 4i. 41, an. 4, usgaaeHu o
BIM3aHE B CHMJa Ha Hapejbara, ce mpenaBar oT antekure Ha P30OK B cpokxosere,
onpezenenu B ckiarodeHure ¢ P3OK norosopu.

§ 16. ITbpBUTE €K3EMIUISIPU HA PELENTUTE 110 IeHCTBALIMS ITPEIU BIN3aHE
B cuJIa Ha Hapea0ara wi. 42, u3/1aJieHy 10 BIU3aHe B cujla Ha Hapea0ara, ce ChbXpaHsIBaT
0 pe/ia Ha JACHCTBAIINS IPEIU BIM3aHE B CHJIa HAa Hapeabara wi. 42, an. 1 u 2.

§ 17. (1) B cpok 1o nBa Mecena oT BiIM3aHe B CHJla Ha Hapeadara muiara
nmo 4wi. 5, an. | Bpemar B choTBeTHaTa P3U mnpenocraBeHWTE MM CHEUUATHU
perentypHu OJIaHKH, ¢ U3KIIIOUEHUE Ha cirydanTe 1o § 18.

(2) (U3m. - B, 6p. 105 ot 2023 r., B cwita ot 19.12.2023 1.) B cyqante
no § 18 cnernuannuTe penentypHu OJaHKU ce BphIIAT B choTBeTHATa P3U B cpok 10
30 ampuit 2024 r.



(3) (U3m. - AAB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) o 31 maii
2024 r. cnenualHUTe PEleNTypHU ONaHKU 1Mo al. 1| U 2 ce YHHIOKaBaT OT KOMHUCHS,
omnpeJiesieHa ChC 3amoBe] Ha aupekTopa Ha P3U.

§ 18. (U3m. - JIB, 6p. 105 ot 2023 r., B criia ot 19.12.2023 1.) Jlo
UHTETPUPAHETO HAa COPTYEpPHHUTE MPOIYKTH/CICIHATU3UPAHATE MEIUIIMHCKU
coTyepu Ha anTEKUTE HA JIeYCOHUTE 3aBEJCHHUS - U3IIBJIHUTENIN Ha OOJTHUYHA ITOMOIIL,
¢ Hanmonannara 31paBHOMHGOpPMAIIMOHHA CHCTEMa, HO HE MO-KbCHO oT 1 anmpmi 2024
T., IEKAPCTBEHUTE MPOJYKTH, ChIAbPKAIIM HAPKOTUYHU BELIECTBA, CE€ MPEJINUCBAT U
OTITYCKaT B T€3U JIeYeOHU 3aBe/ICHUs MO JOCETAIIHUS Pe/l.

§ 19. Uznanenute mo pena Ha § 18 perentu Ha XapTHEH HOCUTEN CE
ChXpaHsBaT, OTYUTAT M YHHUIIOXKABAT IO JOCETAITHUS PEI.

§ 20. MI3ganenuTe 10 BIM3aHETO B CUJIA HA HApea0aTa pelenTH Ha XapTUeH
HOCHTEN C€ M3IIBJIHSABAT IO JOCETAllHHS pell OO0 M3THYaHEe Ha CPOKa Ha TAXHATa
BAJIUTHOCT.

§ 22. HapenOara Biim3a B cuiia OT JieHS Ha 0OHapoBaHeTo 1 B "JIbpxaBeH
BECTHHK".

IIpexoanu u 3aK/II0YNTETHN pa3nopeadu
KbM HAPEJABA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJIOBUSTA U PEJA 3A ITIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTHU

(OBH. - 1B, BP. 85 OT 2023 I'., B CWJIA OT 16.10.2023 I'., IOII. - /1B,
BP. 105 OT 2023 I'., B CWJIA OT 19.12.2023T".)

§ 15. U3nanenute 10 BIM3aHe B CHJIa HAa HapeabaTa perenTu Ha XapTHEeH
HOCHTEJ C€ U3MBJIHABAT MO JOCETALIHUS PEI.

§ 15a. (Hos - /1B, 6p. 105 o1 2023 1., B cuna ot 19.12.2023 r.) o 1 anpun
2024 r. nexkapcTBEHUTE MPOAYKTH, KilacuduuupaHu BbB (papMakosoruyHa rpymna
"AHTHOAKTEpUAIHU JIEKAPCTBEHU MPOAYKTH 3a CHUCTEMHa yroTpeda" ChIVIaCHO
aHAaTOMO-TEpaNeBTUUHO-XUMUYHAaTa Kiacuukanuss Ha (CBeroBHaTa 3/paBHa
OpraHM3aIys Morar Jia ce MPeANucBaT U Ha XapTUEH HOCUTEI.

§ 16. (1) Ilputexarenure Ha paspelieHHe 3a yrnoTpeda NpUBEXIAT
3aBapeHUTE KbM BJIM3aHE B CHJIa Ha Ta3u Hape[0a OMaKOBKH Ha JIEKApCTBEHUTE
IPOAYKTH 1O 4. 15, an. 3 B cboTBeTCTBUE € Wwi. 168, ai. 2 0T 3aKoHa 3a JIEKapCTBEHUTE
OPOAYKTH B XyMaHHaTa MeAMIIMHA U 4i. 68, am. 2 oT 3akoHa 3a KOHTPOJ BBPXY
HapKOTUYHUTE BEIECTBA U MPEKYPCOPUTE B CPOK JI0 €1HA FOJIMHA OT BIM3aHE B CUJa
Ha Ta3u Hapezaoa.

(2) Ilpurexarenute Ha paspelieHHe 3a ymnoTrpeba mogaBaT B
W3nbaHuTenHaTa areHuMsl IO JieKapcTBaTa 3asiBIEHHME MO peJa Ha 3akoHa 3a
JIeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEIMIIMHA 3a NPOMsSHAa B peXuMa Ha
OTIyCKaHE Ha JIEKQpCTBEHUTE MPOAYKTH MO WI. 15, ain. 3 B CpoK 10 €1Ha TOJINHA OT
BJIM3aHE B CHJIa HA Ta3u Hapeaoa.

(3) Cnen n3tnyane Ha cpoka 1o ajl. 1 JjeKkapCTBEHUTE MPOIYKTH 110 4. 15,
al. 3, Ha KOUTO ONAKOBKUTE HE ca NPUBEACHHU B CHOTBETCTBUE C Wi. 168, ai. 2 oT
3akoHa 3a JICKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA 1 WI. 68, ar. 2 oT 3aKkoHa



3a KOHTPOJ BBPXY HAPKOTUYHUTE BEIIeCTBA W TPEKYpCOpPHTE, HE Morar Jaa ce
pa3npocTpaHsBaT U C€ YHMILO)KaBaT M0 peAa Ha HapenbaTa no wi. 97 ot 3akoHa 3a
KOHTPOJI BBPXY HAPKOTUYHUTE BEI[ECTBA U MIPEKYPCOPUTE.

(4) JlekapcTBeHHTE POAYKTH O Wi. 15, an. 3 ce mpeanucBar mno peaa Ha
Ta3W Hapeada OT BIM3aHETO 1 B CUJIA.

§ 19. HapenOata Bnu3a B cuina ot 16 okromBpu 2023 T.

IIpexonnu u 3aKIIOUYNTEHH pa3nopeaoun
KbM HAPEJABA 3A UBMEHEHUE U JOIIBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJOBUSITA U PEJA 3A ITIPEJAIIMCBAHE U
OTIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 105 OT 2023 I'., B CUJIA OT 19.12.2023T".)

§ 7. HapenOara Bnu3a B cuiia OT JIeHd Ha 0OHapoaBaHeTo ¥ B "JIbp:kaBeH
BECTHUK".

[Ipunoxenue Ne 1 kbMm ui. 4, an. 3
(H3m. - JIB, 6p. 81 ot 2013 1., gom. - JIB, 6p. 61 ot 2022 1.)

JlekapcTBeHH MPOAYKTH, KOUTO (enamepuTe U JEKapCKUTE aCUCTEHTH
HsMAT MpaBo jaa npennucsar (3ara. pom. - B, 6p. 61 ot 2022 r.)

1. AHTHAPUTMUYHU JIEKAPCTBEHU MTPOTYKTH.

2. XOpMOHaJlHHU JIEKApCTBEHM NPOAYKTH O€3 MNpOTHBO3aYaThb4HU H
KOPTUKOCTEPOUIH 32 JIOKAITHO MPUIIOKEHHE.

3. AHTHHEOIIACTUYHU U UMYHOMOYJIMPAILHN JIEKAPCTBEHU TPOYKTH.

4. llcuxomuTuUM W TCHXOAHAJENTUIM 3a JIEUEHHWE HA XPOHUYHH
3a00JBaHUSL.

5. (m3m. - 1B, 6p. 81 or 2013 r.) JlekapcTBEeHU MPOIAYKTH, ChIAbpHKAIIN
HapKOTHYHM BelecTBa oT npuioxeHus Ne 2 u 3 xpM ui. 3, T. 2 u 3 ot Hapenbara 3a
pena 3a kiacuduIrpaHe Ha paCTEHUATA U BEIleCTBAaTa KaTO HAPKOTUYHHU.

6. JIekapcTBEHU IPOAYKTH, BKIIOYEHH B ITpuitoskeHne Ne 5 kpM wi. 11, an.
2.

[Ipunoxenne Ne 2 xbM 4. 6, an. 1

(Hom. - 1B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 1.)

PenenTtypHa Onanka

3a 3a
€ITHOKPATHO MHOTOKPATHO
Hpe}IHI/ICBaHe Hp CAIMMCBAHC




MI/IHI/ICTCpCTBO Ha 31paBCOIIa3BaHETO

MeauIMHCKY CIIeIHAIUCT (MMe)

YUH/JITIK
(HaMMEHOBaHUE HA JICYEOHOTO 3aBEICHHC)
Ly I (o) S aapec
MEIUIUHCKH CHIEIHAIIHCT ......c.veenenens
(moamuc)
(meyar)
3a

ot rp. (c.)

(OpemeHHa xeHa, KbpMauKa, JIeTe - o J4epTaBa ce MPUI0KHUMOTO)

ITpunoxxenne Ne 3 xpMm 4. 6, an. 2

(Otm. - ]IB, 6p. 81 o1 2013 1.)

ITpunoxenne Ne 4a xpMm 4. 9a, an. 2
(Hoso - 1B, 6p. 15 01 2014 1.)

HeI/IB‘{epHaTeJleH CIIMCBK Ha CJIEMCHTHUTC, KOUTO C€ BKIOYBAT B
PEUOCITUTE, KOUTO LIC CC U3ITBJIHABAT B Apyra AbpKaBa YJICHKa

WNnentudukarus Ha MmanyueHTa:

®amunHo(1) ume(Ha)

Cob6cTBeno(nn) nme(Ha) (w3mucaHo(M) W3IPUIO, T.€. HE CE€ pa3pelaBar
VHUITIATIN )



Jlata Ha paxxnaHe

WNnentudukaius Ha perenTara:

Jlata Ha u3naBaHe

WNnentudukarus Ha MEIUIIUHCKUS CIICIIHAIIUCT, U3/1aJl pelenTara:

damunHo(1) uMe(Ha)

Cob6cTBeno(nn) ume(Ha) (u3nucaHo(u) W3IEIIO0, T.€. HE CE pa3peliaBar
WHULIAAIIN )

[Mpodecnonanna kBanupukanus

JlanHu 3a mpsika Bpb3Ka (€JIEKTPOHHA MOINAa U HOMEp Ha Tele(oH WU
dakc, KaTo ce MOCOYH U KOABT 32 MEXKIYHAPOIHO U30HpaHe)

Cnyxeben aapec (BKJIIOUMTEIHO HAMMEHOBAHHMETO Ha CbHOTBETHATa
J'bpKaBa 4JICHKA)

[Toanuc (mosokeH cOOCTBEHOPHYHO WK LIU(PPOB B 3aBUCUMOCT OT HAUMHA
Ha U3/1aBaHe Ha MPENUCAHUETO)

Wnentudukanus Ha npeanucaHus NpoaykT, KOraTo TakaBa € Heo0Xoauma:

MexayHapoIHO HEMaTeHTHO HAMMEHOBaHHME WM  (apMaKONerHO
HAaUMEHOBAHHE HA JIEKAPCTBEHOTO MM BEILIECTBO

TBpProBckOTO HAMMEHOBAHKE HA JIEKAPCTBEHUS MTPOAYKT B CITYYAWTE 110 UII.
9a, ai. 4

JlexapcTBena opma (Tabneru, pa3TBOp U T.H.)

KonnuecTBo

KosmaecTBo Ha aKTUBHOTO BEUIECTBO 32 JJ030Ba SIUHUIIA

Jlo3upoBka.

[Ipunoxenue Ne 5 kpm 4. 11, an. 2

(H3m. - JIB, 6p. 81 ot 2013 1., ot™m. - JIB, Op. 85 ot 2023 r., B cuia ot
16.10.2023 1.)

[Ipunoxxenue Ne 5a kpm 4. 21, an. 2 v un. 30a, an. 1 u 2

(Hoso - 1B, 6p. 95 o1 2014 1.)






[Tpunoxxenue Ne 56 kbm ui. 30a, ain. 5

(Hogo - JIB, 6p. 95 ot 2018 1.)

0 MPOTOKOJ Ne
[Tanment: Mme IIpesume @amunus

TEPAIIEBTUYEH ®UIII

Jara N3 No/Allp Br3pacr:
Ha Ne:
paxaaH
e:
Pxer Terno: Ten. noBbpxHOCT (M?):
(cm):
Kpeatun OTnenenue, JlaTa - Hayao Ha
HUH: UMe U KOJI: TepanusTa:
[uksi Xumuorepan
Ne: €BTUYHA
cxema:
Hara - [Ny Yac na |AT| JlexkapctBen |Jlekapct| IIprHa |Cranaa|WuauBunyann | Penyk | Kopurupana | Hocu | Konteitn | O6e | Bpeme
Hen/mu| |npunox (C MIPOIYKT - BEeHa |mpwiaraHe | prtHa a 103a U Ha | MHOAMBUAYalHA | Te ep3a | MHa /
u CHHE Thproecko | dopma | (iv, sc, po, | mosa | (mg/mcg/lU/ |no3ara 71032 MAIMEHT | TOTO | CKOPO
ume WUHTpaKaBU MIU/MU) B % | (mg/mcg/1U/ a (Oanka | Bus | cT3a
TapHo, MIU/MU) CTBKJIO, |pa3TB| mpuia
MHTpPaBe3n OaHka op | rame
KaJHO U PVC, | (ml) | (hl
T.H.) uHOY3. ml/h)
Cax,
CIIPUHIIO
BKa,
eI1acToM




epHa
IIOMIIa U
7p.)

Jlama:

Jen Ne |5

Jlama: |1
Jen Ne [o

Jlama: |1
Jen Ne [o

Jlama: |1
Jen Ne |5

Jlama: |1
Jen Ne |5

Jlama:




Ilen No

JlexyBal JIeKap: .......ceeneee. (mommuc)  Ha3HAYEHO HA: .....cccevveeeveeenenen. (mara)
Nwme [Ipeznme Gamumnust
[TpurotBui: Mar.-papm./mom.-papm. Ume [Ipesume QaMumus ..................... (moamuc)

[TpoBepuin: Mar.-papM. Mime IIpesrme DaAMUIHS .......ccveevereienieeieniieieeieeieeienne (moammuc)



[Tpunoxenue Ne 6 kbm wit. 24, an. 1

(H3m. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)




[Tpunoxxenne Ne 7 kbM ui. 24, ain. 1

(Uzm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)

[Tpunoxxenue Ne 8 xbm ui. 24, ain. 1

(Uzm. - 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1., uzm. - JIB, Op. 68
ot 2019 1., B cmima ot 01.01.2020 1.)












[Tpunoxenue Ne 8a kbm wi. 30a, an. 1

(Hogo - JIB, 6p. 81 or 2013 r., u3m. - [IB, 6p. 68 ot 2014 1., B cuna ot
15.08.2014 r., ot™. - IB, 6p. 95 oT 2014 1.)

[Tpunoxenne Ne 86 kbm wi. 30r, an. 3 u 5

(Hogo - IB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., npenumno punoxenue Ne 86 kbm wi. 30r, ain. 3, uzm. - JIB, 6p. 95 ot
2018 r., m3m. - JIB, 6p. 37 ot 2021 1.)







[Ipunoxenne Ne 88 kM uit. 30r, an. 4 u 5

(Hogo - IB, 6p. 95 ot 2014 r., npenuinno [Ipunoxxenne Ne 88 kbm wit. 30r,
an. 3, usaMm. - JIB, Op. 95 ot 2018 ., u3m. - IB, O6p. 37 o1 2021 1.)




[Ipunoxenne Ne 8r kbm wi. 307, an. 1

(Hogo - IB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2014 1., B cuna ot
15.08.2014 r., npenumno [Ipunoxxenue Ne 88 kbM ui. 307, an. 1 - JIB, 6p. 95 ot 2014

r.)

Peuentypna Omanka Ne .........c..........
3a JIEKapCTBEHU MPOAYKTH, 3aramniadu ot H30K

HaunMmenoBanue Ha neueOHOTO 3aBeneHue - Per. Neo

Jlekap (ume)

3a2005ABaHE TPYIA NO ...oovviiiiiiiieiieeieeee e o npuit. Ne 1
[TpoTtokom Ne .......covvvienennnnne Hara:



Jlekap:
(moamnuc u neyar)

ITanuenT:
ETH:

Hom. agpec:

I'p. (c.)

OtnycHan: [Honyuwnn:
Mar. ¢papm. YUH:



Lotibouobn

(moamuc v mevar) Jara:



[Tpunoxenue Ne 81 kbm 4. 50, an. 4

(Hogo - JIB, 6p. 95 ot 2018 1.)

}KypHan 3a pas3TBapAHC HaA JICKapCTBCHU IMPOAYKTHU 3a JICHCHHE Ha OHKOJIOTMYHH/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MuauBuayanHa gosa bpoii OcraTbK Cpox Ha |Hocuren|Hocuren|ITa
[OPEICH | IPUTOTBSAHE |IPUTOTBsAHE| TpoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| roaroct | (rme) (ml) | (EI
Ne (ume) BO BbB (rakoHu 3a Ha
GakoH HPUTOTBSIHE ocTaTbKa
Ha j103arta
1
OO0 32
aata .......
2
O06m10 32
aata .......




}KypHan 3a pasTBapAHC HaA JICKapCTBCHU MMPOAYKTHU 3a JICHCHHE Ha OHKOJIOTMYHH/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MuauBuayanHa nosa bpoii OcraTbK Cpox Ha |Hocuren|Hocuren|ITam
[IOPEICH | IPUTOTBSAHE |IPUTOTBsAHE| TpoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| rogroct | (ume) (ml) | (EI
No (ume) BO BbB (draxonu 3a Ha
dakon [PUTOTBSIHE ocTaThka
Ha j103aTta
O61o 3a




[Tpunoxenue Ne 8e kbm wit. 50, ain. 5

(Hogo - JIB, 6p. 95 ot 2018 1.)

Omnnc Ha HEU3NOI3BACMUTE OCTaThUU OT JICKAPCTBCHU IMPOAYKTH 3a JICUHCHUC HA OHKOJIOTMYHU/OHKOXEMATOIOTMUHHU

3a00JI1BaHUS
No| JTara | JlekapctBen | ATC | JlekapctBen | Kosi-Bo | Jlek. | Ilaptumen Ne HewusnonszBaem [lena na usn | CroitHOCT
IPOAYKT OpoaykT | akT. B- |dopma Ha OCTaTbhK 3a JICHS ¢rakon/ami. Ha
(TBpr. HME) (INN) BO npousBoautens | (mg/meg/IlU/MIU/MU) (11B.) ocTaTbhKa
(y1B.)
1.
2.




[Tpunoxenue Ne 9 kbm wit. 53, ain. 1

(U3m. - JIB, 6p. 81 ot 2013 ., oM. - IB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)



[Tpunoxenue Ne 10 xbm um. 54

(U3m. - JIB, 6p. 81 ot 2013 ., oM. - IB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)



[Tpunoxenue Ne 11 xbMm ui. 56

(Otm. - 1B, 6p. 94 oT 2011 1.)



MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



