MPOeKT

Hapen0a 3a usmenenue u nonbjaHenue Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a
3aljialiaHe OT AbPKABHUS OI0/7KeT HA JIeYeHUETO HAa ObJTrapCKUTE TPaXKIaHU 32
3a00/1sIBaHMsl, U3BBH 00XBaTa HA 3Q1bJKUTETHOTO 3IPABHO OCUTYPSIBaHE

(o6mH., 1B, 6p. 95 ot 2005 r., u3M. u jgoi., 6p. 16, 48 u 95 ot 2006 1., 6p. 31, 69, 89, 90
1 96 ot 2008 r., 6p. 24 ot 2009 r., u3m. u gom. 6p. 7, 21 63, 89 u 100 ot 2010 r., u3m. u jo1I.,
op. 13,18 1 94 oT 2011 1., 6p. 49 ot 2012 r.; u3Mm. ¢ Pemenue Ne 14249 or 2011 r. na BAC na
Pb - 6p. 31 ot 2014 r.; u3Mm. u gorm., 6p. 62 u 95 ot 2014 1., 6p. 37 o1 2016 1., Op. 65 0T 2018
r., op. 32 1 92 ot 2019 r., 6p. 73 ot 2020 1., 6p. 29 oT 2021 T., Op. 48 0T 2022 1. M Op. 61 OT
2024 r.)

§ 1. YUnen 2 ce u3Mens Taxa:

,di1. 2. ITo pena Ha Ta3u Hapeada ce 3aruiamar:

1. nexapcTBeHU NPOAYKTH, BKItoueHU B [Ipunoxenue Ne 3 Ha [To3uTHBHUS JI€KapCTBEH
CIUCBK, ChIVIACHO WiI. 262, an. 6, T. 3 oT 3aK0oHa 3a JEKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MEIHIIMHA.;

a) TpeaHa3HAYCHH 3a JICYCHHUeTo Ha mH(eknno3Hu 3abomsBanus (XMB uabekmus u
TyOepKyIo3a);

0) mnpenHa3HAYCHH 3a JICYCHHETO Ha TMCHUXUYHU M TOBEJIECHYECKU pPa3CTPOMCTBA,
IBIDKAIIY Ce Ha ynoTpeOa Ha ONMUONAN, CHHAPOM Ha 3aBUCHMOCT;

B) pamuodapManeBTULNA, PATUOHYKIHIHA TEHEPATOPU, KUTOBE W PATUOHYKIHIHU
MIPEKYPCOPH;

2. MEIUIIMHCKH M3JIEIs, KOUTO Ca BKJIIOYEHHU B CIIMChKA Ha MEIUIIHHCKUTE M3/IEIIUS 110
1. 30a oT 3aKoHa 3a MEAUIIMHCKUTE U3CIHs — paarnodapMaieBTHIN.

§ 2. B un. 2a, an. 1 gymure ,,3a nedeHnero Ha 3a0oisBaHUA MO wi. 2, an. 1, T. 6 ce
3aMEHST ChC ,,3a JICUEHUETO HAa MCUXUYHU U TIOBEJICHUECKH Pa3CTPOMCTBA, ABJDKAIIU CE HA
yrnotpeda Ha OMUOU/IN, CHHIPOM Ha 3aBUCUMOCT"".

§ 3. Unen 26 ce u3MeHs Taka:

»(1) JleueOHuTE 3aBeieHMs] — KpalHU MOJIydaTeld MO pela Ha Ta3u Hapeada ce
OMpEeNEeNsAT €XErogHo OT KOMMCHS, OIpeAelieHa CbhC 3aloBel HAa MHHHUCTbpa Ha
3/paBEOIa3BaHETO.

(2) JleueOHuUTE 3aBemeHUs - KpallHH MMOJYYATEIH 10 aj. | ce ompeaensiT Bb3 OCHOBA Ha
KPUTEpPUHU, KOUTO C€ YTBBHP)KJIaBaT ChC 3allOBEe]l HA MUHHCTHpPa Ha 37PABEONAa3BAHETO U CE
MyOJIMKyBaT Ha MHTEPHET CTpaHuIlaTa Ha MUHUCTEPCTBOTO Ha 37JpaBe0Na3BaHETO.

(3) JleueOHUTE 3aBeEHUA, KaHIUJATCTBAIIM 32 KPAaWHU TOJydaTesu 1Mo pea Ha Ta3H
Hapenba, mojaBaT €XerogHo B cpok a0 30 ampui 3asgBieHHs OO0 MHUHUCTBbpa Ha
3/paBEOIa3BaHETO.

(4) B cpoxka mo an. 3 neyeOHUTE 3aBEACHUS, KaHAUIATCTBAIIN 32 KpallHU MOIy4aTelH
10 peia Ha Ta3| Hapeada moaaBaT HHQPpopMaIus 3a TPOTHO3HUS Opoii O0JTHU U HEOOXOUMHUTE
KOJIMYECTBA OT JIEKAPCTBEHU MPOIYKTH M METUIIMHCKU U3JeNns, HEOOXOIUMU 32 JICYCHUETO
W/WIM TUarHOCTUKATa UM B MUHUCTEPCTBOTO Ha 3/paBeoIla3BaHETO 1Mo pena Ha 4. 27a, an. 1
u ui. 30, an. 1.

(5) Ipennoxenus 3a BKIIIOYBAHE Ha JIEKAPCTBEHU MPOIYKTH M MEIUIIMHCKH U3ICITHS,
KOWTO JI0 MOMEHTA He ca 3allIalllaHy 10 pe/ia Ha HapendaTa, Morar Jia ce MpaBsT €KEroIHO B
CpoKa 1o aj. 3 oT JIedeOHNTE 3aBEICHN S, KaHUIaTCTBAIIX 32 KPAHU MOTydaTen

(6) KpM mpeyioskeHusITa 10 aJl. 5 3aIBJDKUTEITHO CE IPUIIara i MEJMIIMHCKO CTAHOBHIIE
Ha PHKOBOJUTENS HA JIEYEOHOTO 3aBe/IeHNE, KaHIUATCTBAIO 3a KPaeH MOIydaTes, OTHOCHO
HE00XO0IMMOCTTa OT BKJIFOUBAHETO HA HOBH JIEKAPCTBEHH MPOJTYKTH ¥ METUITUHCKU U3/



(7) Jo 15 roHr MEUHUCTBPBHT Ha 3PaBEONa3BAHETO CKIIIOYBA JOTOBOP C OMPEICICHUTE
OT KOMHCHsATA 110 aj. | JeuyeOHu 3aBeieHusl.

(8) Cnient ckITIOYBAHETO HA IOTOBOPHUTE ChC CHOTBETHUTE JICUCOHU 3aBEACHUS — KpaiH!
MOJTyYaTeNH, MOJIyYeHUTE TOUIIHYU 3asABKH 10 wi. 27a, an. 1 u ui. 30, an. 1 ce o6o6masar u
U3MpaIiaT 3a aHajJu3 Ha eKCIIEPTHUTE ChBETU MO 4i. 6a, an. 1, T. 1 oT 3akoHa 3a 37paBeTo, ¢
M3KIIIOYCHHE Ha TOAMIIHATA 3asBKa 32 JIKAPCTBEHUTE MPOAYKTH 1Mo 4wi. 2, T. 1, Oyksa ,,0%.

(9) HoroBopute 10 an. 7 BIM3aT B CHa OT JaraTa Ha CKJIIOYBAHE HA JOTOBOPHTE 3a
JOCTaBKa Ha JICKAPCTBEHH MPOAYKTH, PAJHOHYKIUIHNA T€HEPATOPH, KUTOBE, PAJHOHYKIUIHA
MPEKypCOpU M MEIUIMHCKU HM3JeNUs MO peAa Ha 3akoHa 3a OOLIECTBEHHUTE MOPHUYKU 3a
ChOTBETHaTa roAnHa.

§ 4. Unen 5 ce ormens.

§ 5. B uii. 7 ce npaBAT cneHUTE U3BMEHEHUS U IOIIBJIHCHHUS:

1. Anunes 1 ce u3MeHs Taka:

»(1) MakcuManHaTa CTOMHOCT 3a €IMHUIIA JIEKAPCTBEHO BEIIECTBO MO MEXIYHAPOIHO
HEMaTeHTHO HAaMMEHOBaHWE 3a JIeKapcTBeHaTa (opma, KOSATO ce 3amjamia OT AbpKaBHHS
OIO/IKET, ce OIpe/ensi B JIEBOBE, KaTO Ce B3eMa Hail-HHMCKaTa CTOMHOCT, M34HCclieHa Ha 0a3a
[IEHa 3a CBIIUS JIEKAPCTBEH MPOAYKT IO MEXKIYHApPOJHO HEMATEHTHO HAaMMEHOBAHUE ChC
ChOTBETHATa JieKapcTBeHa (opma, 3ariamaHa OoT oOulecTBeHHTE (OHIOBE Ha CTpPaHUTE,
noco4yenu B wi. 8, an. 1, T. 1 or HapenOara 3a ycnoBusita, mpaBuiara u pesia 3a peryjiupaHe u
perucTpupaHe Ha LEHUTE Ha JIEKApCTBEHUTE MpoAyKTH, npuera ¢ [locranoBnenune Ne 97 Ha
Munucrepckus cpBer ot 2013 1. (B, O6p. 40 ot 2013 r.), a KOoraro € NMPUIOKHUMO H
MaKcUMaJHaTa CTOMHOCT, JOTOBOPEHA M0 peJa Ha wi. 262, ait. 12 ot 3akoHa 3a JIeKapCTBEHUTE
MPOAYKTH B XyMaHHAaTa MEIUIIMHA U MaKCHMaJIHaTa CTOMHOCT, JOTOBOPEHA IO pela Ha uJl.
12B.“

2. Anuneu la — 1B ce OTMEHST.

3. Cp31aBa ce HOBa ail. 2.

»(2) Koraro B crpanute no an. 1 Hsama 1iena, ce nprwiara 4i. 8, ain. 4 ot Hapenbara 3a
yCIOBUSTA, IPaBUJIaTa M pe/ia 3a peryaupaHe U perucTprupaHe Ha [IEHUTE Ha JIEKAPCTBEHUTE
MIPONYKTH.

4.B an. 3, 1. 1 gymure ,,an. 1, la, 16 unu 18* ce 3amensr ¢ ,,an. 1 umm 2%

5. B an. 5 nymure ,,ain. 1, 1a, 16, 1B, 3 u 4 ce 3amenst ¢ ,,an. 1, 2, 3 u 4.

6. Anunes 6 ce OTMEHsI.

§ 6. B un. 8 an. 1 ce mpaBsT ciieqHUTE U3MEHEHUS U JOMTBIHCHUS:
1. B tekcra npenu T. 1 gymwure ,un. 2, an. 1, 1. 3* ce 3amensr ¢ ,,wi. 2, T. 1.
2. B 1. 1 Hakpas ce mocTaBs 3amerast U ce 100aBd ,,c U3KIIOYCHHE Ha JIEKAPCTBEHUTE
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MPOJYKTH 10 4. 2, T. 1, OykBa ,,B*“.
§ 7. Unenose 8a u 9 ce OTMEHHIT.

§ 8. B un. 10 ce nmpaBsT cneqHUTe U3MEHEHUS

1. B an. 1 nymute ,,3a paauodapManeBTHIINTE, PAIUOHYKIHIHATE TeHEPATOPH, KUTOBE
U PaAMOHYKJIMIHU NPEKypCOpH, KOUTO MPEACTABIABAT MEIUIIMHCKN U3/IETUs 110 CMUCHIA Ha
3akoHa 3a MEAMIMHCKUTE M3AEIUA C€ 3aMEHAT ChC ,,3a MEAMLIMHCKUTE M3AENusA, KOUTO ca
BKJIIOUEHU B CIUCHKA HAa MEIUUMHCKUTE u3aenus mno wi. 30a or 3akoHa 3a MEIUIMHCKUTE
u3zenus — paguodapManeBTHIIN .

2. AnuHes 2 ce U3MEHS Taka:

»(2) CroiinoctTa 1o an. 1, T. 5 ce ompezens 1Mo pena Ha riaBa TpeTa, pasaen Il or
Hapen6a Ne 7 ot 2021 r. 3a ycnoBusita U pefia 3a ChCTaBIHE Ha CIUCHK HA METUITMHCKUTE
n3zenus 1o wi. 30a ot 3aKoHa 3a MEAULIMHCKUTE U3/ENINS U 32 OIIPEEIsIHE Ha CTOMHOCTTA, J10
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KOATO Te ce 3armamar (06H., /IB., 6p. 28 oT 2021 1.).%.
§ 9. HaBcsakbae B wi. 11 gymure ,,ui. 8, 8a, 9 u 10* ce 3amensr ¢ ,,uin. 8 u 10%.
§ 10. B un. 126, an. 2 gymute ,,ui. 8, 8a, 9 u 10 ce 3amensr ¢ ,,ui1. 8 u 10%.

§ 11. B u. 128, an. 1 mymute ,,ipeIHa3HAYCHH 3a JICUCHUE HA 3a00JIIBAaHUATA 110 WI. 2,
ai. 1% ce 3ameHsT c ,,1mo wr. 2, T. 1.

§ 12. Bun. 12r, an. 1 gymure ,,15 cenremBpu™ ce 3ameHsT € ,,15 aBrycr.

§ 13. Bun. 12¢, an. 2, 1. 1 ce u3MeHs Taka:

,1. JIOrOBOpeHaTa MaKCHMajHa CTOMHOCT 3a €IWHHUIIA KOJIMYECTBO HAa AKTUBHOTO
JIEKapCTBEHO BEIECTBO U OMAKOBKA, 0 KOSITO ChOTBETHHSIT JICKAPCTBEH MPOIYKT 10 Wi. 128
MOXK€ Ja ce J0CTaBsi Ha MMHHCTEPCTBOTO Ha 3JIpaBeolla3BaHETO IO pela Ha 3aKkoHa 3a
OOIICCTBEHUTE TTOPHUKH .

14. B 3arnmasuero Ha Pa3zgen |l gymure ,ui. 2, ain. 1 ce 3amensT ¢ ,,ui. 2, T. 1, OykBH
b b 9
[13 6‘66‘
B’a I/I 2 .

§ 15. Unen 13 ce u3Mens Takxa:

,»d11. 13. JlekapcTBeHUTE MPOIYKTH 1O 4. 2, T. 1, OykBH ,,a* u ,,0° ce mpeAnucaar ot
JeKapy, KOWTO TMPHUTEXaBaT CHENHATHOCT 1Mo mpoduia Ha 3a0oisBaHeTO, padoTeny B
nedeOHUTE 3aBEACHUS, KpaitHU MOTyvaTesnu mo . 20.

§ 16. Unen 27a ce u3MeHs Taka:

,»di1. 27a (1) 3a He0OX0IUMHTE JIEKAPCTBEHHU MPOIYKTH M MEIUIIMHCKU M3EIHSI 10 YJI.
2, 1. 1, 6ykBa ,,B“ 1 T. 2 ce mojaaBa uH(opmalus 10 MUHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO
Ype3 M3rOTBSHE Ha TOJWIIHA 3asgBKa IO oOpasen chrylacHo mpuwioxkenue Ne 116 or
PHKOBOJIUTEINS HA CHOTBETHOTO JIeUeOHO 3aBe/IEHUE, OMPEIEICHO 3a KPaeH MoTydaTell o pena
Ha 4i1. 26. ['oquiiHara 3asBKa ce U3roTss Ha 0a3a aHaAJIW3 Ha PA3IpPECIICHUTE U Pa3X0/IBAHUTE
KOJIMYECTBA JIEKAPCTBEHU MPOIYKTH M MEAUIIMHCKH H3AENus OT JIedeOHUTE 3aBelIeHUs Mpe3
MpeaxoHaTa ToAruHa.

(2) T'ogumnara 3asBka mo an. 1 ce M3roTBI OT PBKOBOAMTENS Ha CHOTBETHOTO
CTPYKTYPHO 3B€HO, B KOETO C€ MpHUJIarar JeKapCTBEHUTE MPOIYKTH U MEIUIIMHCKU U3JICTHUS TI0
. 2, 1. 1, OykBa ,,B“ U T. 2 ¥ ce MOJMUCBA OT PHKOBOAMUTENS HA JIEYEOHOTO 3aBE/ICHUE WU
YI'BJIHOMOIIIEHO OT HETO JIUIIE.

(3) JleueOHUTE 3aBeACHMS — KpaitHH MOJIyYaTeNH 1Mo 4. 20, MoydyaBarT JICKapCTBEHUTE
MPOAYKTUA U MEIUIIMHCKU U3JEeNus 1o 4. 2, T. 1, OykBa ,,B U T. 2 Bb3 OCHOBa Ha U3TOTBEHO
TOJIMIIIHO pa3MpeesIeHHe OT €KCIIEPTHUS ChbBET M0 MEIUIIMHCKATA CIIeHHaNHOCT ,,HykneapHa
MEIUIIMHA", Ch3a/ICH 10 pelia Ha WiI. 6a, an. 1, T. 1 oT 3akoHa 3a 37paBeTo.

(4) 3a monmydyeHWTe W H3Pa3XOJBAHU KOJMYECTBA JICKAPCTBEHUTE MPOAYKTH U
MEIUIIMHCKU u3nenus mo wi. 2, T. 1, OykBa ,B® u T. 2 jeueOHWUTE 3aBEICHHS, KpaHU
MOJTyYaTeNH MO0 4i. 20 U3TOTBAT OTYETH MO 00pasell ChraacHo mpuioxkenue Ne 11B.

(5) Otuernte mo an. 4 ca 3a CpPOK JIBa Mecella U ce u3mpamar B MUHHCTEPCTBOTO Ha
3/1paBEOIa3BaHETO JI0 5-0 YMCIIO Ha Mecella, CJIeBall U3TUUAHETO Ha OTYETHUS IEPHO/I.

(6) Otuernre Mo an. 4 ce U3rOTBAT OT PHKOBOIAMTENS Ha CHOTBETHOTO CTPYKTYPHO
3B€HO, B KOETO C€ Mpujiarat MoJy4eHUTe JIEKApCTBEHU MPOAYKTH U MEAUIIMHCKU U3JIETUS 110
1. 2, T. 1, OykBa ,,B U T. 21 C€ MOJMUCBAT OT PHKOBOAUTEIS Ha JICUSOHOTO 3aBEICHHUE WITH
YI'BJIHOMOIIIEHO OT HETO JIMIIE. 3a JOCTOBEPHOCTTA HA OTUETUTE CHIIUTE HOCAT ChOTBETHATA
OTTOBOPHOCT. .



§ 17. YUnen 30, an. 1 ce u3MeHs Taka:

»(1) JleueOHuTE 3aBEenEHMS, ONPENEIECHN 3a KpallHU IMOJIy4aTead Ha JEKapCTBEHUTE
MPOAYKTH 10 WiI. 2, T. 1, OykBH ,,a* 1 ,,0° , mogaBaT HHGOPMAIIHS Ype3 U3TOTBSIHE HA TOIUIIIHA
3asiBKa 10 00pasel], ChraacHo npuioxeHue Ne 12 3a 6post 00JIHU OT CHOTBETHHUTE 3a00SIBAHUS
3a MpeaxoAHaTa KalleHJapHa roJuHa, OYakBaH Opod OOJIHM M HEOOXOIMMHUTE KOJIMYECTBA

JIEKapCTBEHU IIPOAYKTH 32 Clie[BaliarTa roJuHa. .

§ 18. B mpunoxenne Ne 10 kbm wi. 23, an. 1, npuioxenue Ne 11 kem ui. 24, an. 1 u
npuiokenue Ne 11a kM wi. 24, an. 3 gymure ,,wr. 2, ai. 1, . 3“ 3amensr ¢ ,,ui. 2, T. 1, OykBa
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§ 19. Cw3naBa ce HoBO mpuioxenue Ne 116 kpm ui. 27a, an. 1:
wllpuiao:xkenue Ne 116 kbm wi. 27a, ag. 1
3asBKa Ha
HanmeHnoBaHue
HEOOXOUMUTE

Ha PaTuOAKTHBHU

KOJIMYECTBA

JIEKapCTBCHH
. PagOaKTUBHH
MIPOTYKTH, Bpoii 6oitHn .
Bpoii 6omHu 3a JICKapPCTBCHH
panuonyknuaau | KomnuectBo 3a
MIPOBEXKTAHE IPOAYKTH, 3abenex
Ne reHepaTopH, B JI030Ba MIPOBEKIAH
Ha PaTMOHYKIIATHU Ka
KHTOBE, eIUHHIIA ¢ Ha
JIMarHOCTHKA | FeHepaTopH, KUTOBE,
PaIMOHYKIIUTHU JICUCHHUEC
PaTMOHYKIIATHU
MIPEKypCopHU U
IPEKYPCOPH U
MEIUIIUHCKH
MEIULIMHCKH
15631 (176
15631 (170

99°

§ 20. HoceramHoto npunoxxernue Ne 116 xbM win. 27a, an. 3 craBa npuioxenune Ne 118
KbM 4J1. 27a, ant. 4 ¥ B HETO ce MPaBAT CICIHUTE U3MEHEHUS U TOIIbIHEHUS:

1. B Tekcra mpeny MPUIOKEHUETO TYMHTE ,,paTUOAKTHBHU JICKAPCTBEHU MPOIYKTH,
PaIMOHYKIIUHU TEHEpaTOpH, KHUTOBE M PAJAUOHYKIUIHU MPEKypCOpU™ ce 3aMEeHsT C
,»,pamruodapMaIeBTUIN, PATUOHYKIHIHA TeHEPATOPH, KUTOBE, PAAMOHYKIIHIHA TPEKYPCOPH U
MEIULMHCKY U3ENHs, KOUTO Ca BKJIIOUYEHH B CHHUCHKA HA MEIUIIMHCKATE U3aeans mo wi. 30a
OT 3aKOHa 32 MEIUIIMHCKUTE U3IETUs — paanodapMaIieBTUIIN .

2. B xonona Ne 2 Ha IPUIIOKEHUETO JYMUTE ,,paIMOAKTUBHUTE JIEKAPCTBEHH IPOAYKTH,
PaIMOHYKIIUTHUTE TE€HEepPaTOpH, KUTOBE M PAAUOHYKIMIAHUTE MPEKYpCOPH™“ ce 3aMEHST C
,»paauodapMalieBTUIN, paIUOHYKIHIHNA TeHEPAaTOPH, KUTOBE, PAAHOHYKIHIHU IPEKYPCOPH U
MEIUIMHCKY U3JIENNA, KOUTO ¢a BKIIIOUYEHHU B CIMCHKA HA MEAUIIMHCKATE M3eans 1Mo wi. 30a
oT 3aKOHA 32 METUITMHCKUTE U3AENUs — paanodapMaleBTHIIN .




ITPEXO/JHA PA3IIOPEJBA

§ 21. 3anoyHaTuTe, HO HEMPUKIIOYWIH MPOIEAYPH MO peia Ha HapeadaTa ce JOBbPIIBAT
IIPH JIOCETAIIHUTE YCIOBUS U pefl.

A01L. I-P CUJIBU KUPUJIOB, IM
Munucmuvp na 30paseonassanemo



