HAPEJIBA Ne 4 ot 4.03.2009 1. 3a ycsioBusiTa M peaa 3a
NpeanrMCBaHe U OTIIYCKAHE HA JIEKAPCTBEHH MPOAYKTH

N3nanena ot MUHHCTBpA HA 3apaBeona3Banero, 0oH., JAB, op. 21 ot 20.03.2009 r., u3m., 6p.
91 or 17.11.2009 r.,, 6p. 94 ot 29.11.2011 1, 6p. 2 o1 6.01.2012 1, u3m. u gom., 6p. 81 ot 17.09.2013 1,
u3M., op. 104 ot 3.12.2013 1., u3m. u mom., 6p. 15 ot 21.02.2014 r.,, B cuita ot 21.02.2014 1., 6p. 68 ot
15.08.2014 1., B cuna ot 15.08.2014 1., 6p. 95 ot 18.11.2014 1.; u3m. ¢ Pemenune Ne 5812 na BAC Ha Pb
or 17.05.2016 1. - 6p. 91 ot 18.11.2016 r.; u3m. u go., 6p. 95 ot 16.11.2018 ., 6p. 68 o1 27.08.2019 1,
B cwia ot 27.08.2019 ., 6p. 90 ot 15.11.2019 1., m3m., O6p. 91 or 23.10.2020 r., mom., 6p. 107 or
18.12.2020 r., B cuita ot 18.12.2020 1., u3m. u gor., 6p. 37 ot 7.05.2021 r., 6p. 47 ot 4.06.2021 1, B
cuna ot 4.06.2021 r.

I1aBa nbpBa
ObLINA IMOJOKEHUSA

Y. 1. C ta3u Hapeada ce OnpeaesisrT:
l. MEAWIIMHCKHUTE CIEIUATNCTA, KOWTO MOTaT Ja W3/aBaT PELEeNTH, PEeAbT 3a MpeanucBaHe Ha
JIEKapCTBEHU MPOAYKTH, CPOKBT 32 U3IIBIHEHUETO, CIIYYauTe U PEIbT, IPH KOUTO MarucThp-hapmaient
MOXe€ Ja OTKaXX€ J]a U3IThJIHHU JIEKAPCKO MPEIICAHNE;
2. yCIOBUATA U PEIbT, M0 KOUTO OBITapCKH TPa)JaHU U UYKIU TPa)kJaHH, MOCTOSHHO M BPEMEHHO
npeOuBaBaly B cTpaHaTa W MBTyBallld W3BBH PemyOnuka bearapus, MoraTr a HOCST WJIU J1a U3HACST
JIEKapCTBEHU MPOAYKTH, MPEAHA3HAYCHH 32 JICUYEHUETO UM;
3. KonmMuecTBara JIEKapCTBEHH NPOAYKTH, IpeJHa3HAYeHH CaMO 3a JIEYEHHETO Ha TPAH3UTHO
MPEMHUHABAI U BPEMEHHO MpeOHuBaBallld Ha TEPUTOPHITA Ha CTpaHaTa JHIA, KOUTO T€ MOrar 1a
MIPUTEKABAT,
4. (moBa — JIB, Op. 15 ot 2014 1., B cuma ot 21.02.2014 1) ycnoBusiTa M peabT 3a MPU3HABAHETO U
U3ITBTHCHUETO Ha PEIICTITH, U3/IaJICHU B Ipyra IbpKaBa WICHKA;
5. (m3m. - JIB, 6p. 81 ot 2013 1., npeaummna T. 4, 6p. 15 ot 2014 1, B cwita ot 21.02.2014 r.) pensT 3a
MPETUCBaHE HA JIGKAPCTBEHU MPOIYKTH, ChIbPXKAIIA HAPKOTUIHU BEIIECTBA OT MPUIOKeHus Ne 2 u 3
kbM Wil 3, T. 2 u 3 or Hapenbara 3a pena 3a wiacuduurpaHe Ha pacTeHUsATa W BelIeCTBaTa KaTo
HapkoTuyHH, npueta ¢ [locranoBnenue Ne 293 na Munucrepckus coBet ot 2011 1. (B, 6p. 87 ot
2011 1);
6. (mpeaumna 1. 5, u3M. - JIB, Op. 15 ot 2014 ., B cuna ot 21.02.2014 r.) pensbT 3a oTreyarBaHe U
pasmpe/ensHe Ha OJJaHKHU 3a OTITyCKaHe U OTYUTaHE Ha JIEKApCTBEHUTE MPOIYKTH IO T. 5;
7. (HoBa — /IB, 6p. 68 ot 2019 r, B cuna ot 27.08.2019 r.) ycrnoBusiTa, peabT U IPUHLHUIIUTE, IO KOUTO
ce IPEeNICBaT JeKapCTBEHU MPOAYKTH ChOOPa3HO TAXHATA Pa3XoJHa €(PeKTUBHOCT 1O CMHUCHIA Ha § 1,
T. 28 OT IO'BJIHUTEIIHUTE pa3nopenon Ha 3aKoHa 3a 3paBHOTO ocurypsiane (330).

Ya. 2. PexuMbT Ha TpEANUCBAHE HA JIGKAPCTBEHUTE TMPOAYKTH € ONpeleicH B
pa3peleHneTo 3a ynorpeda Ha JeKapCTBEHUS TIPOIYKT.

Ya. 3. Pagpemenure 3a ymorpeba U pErucTpUpaHUTE JIEKAPCTBEHU TMPOAYKTH Ha
TeputopuiTa Ha PemyOnuka Bearapusi ce oOsBSBaT Ha MHTEpHET CTpaHHWIara Ha M3mbIHUTETHaTa
areHIys 1o JeKapcTBaTa.
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In1aBa BTOpA
MEAUIINMHCKHA CIHEHUAIMCTHU, KOUTO MOTAT JIA
N3AABAT PELEIITU

Ya. 4. (1) IIpaBo ma mpenamucBaT paspelleHH 3a ymnorpeda B CTpaHaTa JIEeKapCTBEHHU
OPONYKTH W Jla W3IaBaT PEUENTH WMar JIeKapH/lIeKapyd 1O JCHTAJHA MEIUIMHA, YIPaXKHSIBALIH
MeJIUIMHCKaTa npodecus.

(2) M3m. - B, Op. 81 ot 2013 r.) IlpaBo na oTmycKar JEKapCTBEHUTE MPOAYKTH, ChIbpIKAIIU
HApKOTUYHU BelecTBa oT mpuioxkeHue Ne 1 Ha Hapenba Ne 2 ot 2012 r. 3a ycnoBusATa M pena 3a
OCBILECTBABAHE HA MPOrpaMu 3a JICUEHUE C arOHUCTU M arOHUCTU-aHTAaroHWCTH Ha JIMIA, 3aBUCHMU
kbM onmouu (B, 6p. 49 ot 2012 ) umar nekapu, paboTeny B MporpaMuTe, MONYUHIN pa3pelieHne
OT MHHUCTBPA Ha 3[paBEOIa3BaHETO.

(3) denmmepure umar mpaBo Aa IMPEINHCBAT pa3pellieHd 3a yrnorpeba B CTpaHaTa JIeKapCTBEHH
NPOAYKTU U Jla M3/1aBaT PELENTH, ¢ U3KIIOUEHNE Ha Te3U OT npuioxeHue Ne 1, camMo mpu CKIrOUEH
JIOTOBOP ¢ JIe4e0HO 3aBEe/ICHUE.

Ya. 5. (Uzm. - [IB, 6p. 94 ot 2011 ) (1) B pernonannara 3apaBua uncnekmnus (P3U) ce
BOJM PETUCTBp HA JICKAPUTE W JICKAPUTE IO JICHTATHA MEIUIIMHA, KOMTO MPEAMUCBAT JICKAPCTBEHU
MIPOAYKTH, ChIbPKAIIA HAPKOTHYHU BEIICCTBA.
(2) B peructbpa mo an. 1 ce BOHMCBaT JaHHUTE HA JieKaps/JeKaps IO JCHTAJIHA MEIWIIMHA IO
JOKYMEHTA 32 CAMOJIMYHOCT, JIMYCH KOJ[ M KO/ Ha JIeYeOHOTO 3aBEJICHNE.

In1aBa Tpera
HNPEJIIMCBAHE HA JIEKAPCTBEHMU ITPOAYKTHA

Paznea I
Pen 3a npeanucBaHe HA JIEKAPCTBEHU NMPOAYKTH

Y. 6. (1) IIpeaqnucBaneTo Ha JIEKapCTBEHHW MPOAYKTH CE€ U3BBPINBA HA pelenTypHa O1aHKa ¢
OsLT LBSIT CHIVIACHO TpUiIoKeHne Ne 2.
(2) (Otm. - 1B, 6p. 81 oT 2013 1n).
(3) Bppxy penientypHara OnaHka 3aIbJDKUTEIIHO c€ OTOEsI3Ba PKUMBT HA OTITYCKAHE - 32 €HOKPATHO
WJIM MHOTOKPATHO OTITyCKaHe, KaTo MpU MHOTOKPAaTHOTO OTIIyCKaHE C€ YTOYHSBA U KOJKO MbTHU IIIE Ce
H3M'bJIHABA pCUCIITATA.
(4) PemenTuTe ¢ pEeXMM MHOTOKPAaTHO OTMYCKaHE MMAaT BAJIMIHOCT 70 6 Mecema OT jJarara Ha
HU30aBaHCTO UM U CbABPIKAT O3HAYCHHUC Ha 6p051 Ha OTITYCKaHUATA.

Ya. 7. (1) Penentypnara GiraHka chIbpika:

1. (mom. — JIB, 6p. 68 ot 2014 1, B cuna ot 15.08.2014 1) "urckpudIimo" - coOCTBEHO U (aMUITHO UME
Ha JIMLETO MO 4i. 4, yHHUKaJleH UACHTU(UKAIIMOHEH HOMEp, HaMMEHOBAaHHME U aJpec Ha JIeueOHOTO
3aBeJIeHne, Tene(oH 3a Bpb3Ka, 1aTa Ha M3/aBaHe Ha pelenTara;

2. "mpeckpuOnuo" - HaMMEHOBAaHHE, KOJIMYECTBO HAa AKTUBHO BEIIECTBO B JIEKApCTBEHA ¢opMa u
KOJIMYECTBOTO HA JICKAPCTBEHUS MPOIYKT; KOJIUUYECTBOTO CE€ MU3IMHUCBA C IU(PH, a MPH NPEANUCBaHE Ha
JIEKapCTBEHU MPOAYKTH, ChbPXKAIIA HAPKOTHYHHU BEIIECTBA - U C TyMU;

3. "curnarypa" - mocoyBaT c€ €IHOKpaTHaTa M JEHOHOIIHATa /0332 Ha JIEKAPCTBEHUS IPOIYKT,
MPOABIKUTETHOCTTA Ha Kypca Ha JIedeHHe U HEOOXOAMMOCTTa OT MOBTapsSIHETO MY; J103aTa C€ M3IMHCBa
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¢ nudpy; Ipu NpeAnrucBaHe Ha 7034, MO-BUCOKA OT MAaKCUMAITHO OIpe/eieHara MpHu pa3peiaBaHeTo 3a
ynotrpeba Ha JICKapCTBEHUS MPOIAYKT, MPEMUCBAIIUAT C€ MOAMNUCBA CPENly MPEBHINCHATa 7103a; HE Ce
JOTTyCKaT 001X u3pa3u Kato: "u3BecTHO", "mo HacTaBienue", "mo cxema" u ap.;

4. "cyOckpuOImo" - ykazaHWs 3a HauMHA HAa W3MBJIHEHHWE Ha TMPEANMHCAHUETO;, TP H3MOJI3BaHE Ha
ykazaHusaTa "muTo", "untucumo" win "ctatum" 3aAbIKUTETHO CE 3alMCBA YachT HA MPEANUCBAHETO HA
JIEKapCTBEHUS MPOTYKT;

5. moamnuc Ha JeKaps/IeKaps Mo AeHTaTHa MeIUIHA/Qeiepa;

6. (m3m. — [IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) nuyeH mevar Ha JieKapsi/IeKaps 1Mo JeHTaaHa
MeIUIIMHA U/WJIU TIeYaT Ha JIeueOHOTO 3aBEeICHUE;

7. TpuUTe WMEHa Ha MAIMEeHTa, Bb3pAacTTa W aApec MO MECTOXKHUBEEHE, Karo Mpu OpeMeHHa >KeHa,
KbpMavKa WU JIETe CE OTpa3siBa U TOBA OOCTOSTENCTRO;

8. (Homa — JIB, 6p. 68 or 2014 1., B cuna ot 15.08.2014 r.) VHukaneH uaeHTU(GUKAIIMOHEH HOMED
(YUH) na maructbp-dapMmarieBTa oT perucTbpa Ha bearapckus ¢hapMaieBTH4YeH ChIO3.

(2) (Otm. - B, 6p. 81 oT 2013 1n).

Yu. 8. (1) JlekapcTBeHHUTE NPOAYKTH C€ U3IUCBAT YETIIMBO Ha JIATMHUIA C MEKIAYHAPOJHOTO
HENaTeHTHO WK (papMakoneiHO HaUMEHOBaHHUE Ha JIEKAPCTBEHOTO MM BEIIECTBO WM ThPrOBCKUTE UM
HaMMEHOBAHUSI.

(2) KonnuecTBOTO Ha JI€KapCTBEHOTO BEIIECTBO B MPEANUCBAHMS JIEKAPCTBEH MPOAYKT C€ U3pa3siBa:

1. B rpaMoBe, KOraTo € eIMH rpaM MU HaJ] €UH rpaMm (g);

2. B MWJIMTpaMH, KOTaTo € Mo-MaJjiko OT €1H rpaM (mg);

3. KonM4ecTBa, MO-MaJlKU OT €AMH MWJIMTpaM, C€ O3HayaBaT B MHUKPOIpaMH, KaTo Ta3ud MepHUTeTHa
eMHUIIA HE Ce ChKpalllaBa, a Ce W3MKICBa C JyMHU (microgram);

4. obemurte ce u3passBar B MIIIWIUTPH (ml);

5. B MmexxyHapouu enunuii (IU) - 3a nexapcTBeHU NPOIYKTH OT OMOIOTUYEH MPOU3XO/I.

(3) CpkpamienusTa Ha JeKapcTBeHaTa (hopMma ce U3MUCBAT BbPXY pelenTypHara OlaHKa/lTeKapCTBEHHS
JIUCT B ChOTBETCTBHUE C JIEHCTBAIIATa B CTpaHaTa (apMakories.

(4) 3abpansBa ce M3IMOI3BAHETO HA CHKPAILICHHUA W TMOMPABKU NPU U3MUCBAHE HAMMEHOBAHHUATA Ha
JIEKapCTBEHUTE TPOITYKTH.

Y. 9. JlekapcTBEeHH MPOAYKTH, MPUTOTBEHU MO MarucTpaiHa M (papMakoreiiHa peuenTypa,
ce MpeIIucBaT Ha OTAEIHA pelenTypHa OlaHKa.

Y. 9a. (Hos — JIB, 6p. 15 o1 2014 1, B cuna ot 21.02.2014 1) (1) Ha penentu, kouto 1me ce
U3IIBJIHSBAT B Jpyra JbpiKaBa 4YJI€HKA, C€ H3MHUCBAT HEOOXOJUMHTE 3a JIEYEHHETO Ha KOHKpPETEH
MALUEHT JIEKAPCTBEHU MPOTYKTH, C U3KIIOUEHUE HA JIEKapCTBEHUTE NPOAYKTH 10 ui. 174 oT 3akoHa 3a
JIEKapCTBEHUTE MPOILYKTH B XyMaHHAaTa MEAUIIMHA.

(2) Penenture mo an. 1 ce wu3MMCBAaT MpH Cla3BaHE M3MCKBaHMATA Ha Ta3W Hapenda, Karo
3aIBJKUTEIIHO C€ BKJIIOYBAT BCUYKHU JaHHU, TOCOUYEHHU B mpuiioxkeHue Ne 4a.

(3) JlekapcTBeHUTE MPOAYKTH CE€ MPEANUCBAT MO MEXAYHApOJHO HEMATeHTHO HAMMEHOBAaHUE WM
dapmakoreifHo HaMMEHOBaHUE HA JIEKAPCTBEHOTO MM BEILIECTBO.

(4) JlexapcTBeHUTE MPOAYKTH MOTaT fa ObJAT MPEANHMCaHu 10 ThPrOBCKO HAaUMEHOBAHUE B CIIEIHUTE
cilydau:

1. xoraro ce npeanucBa OMOJIOTMYEH JICKAPCTBEH MPOAYKT 110 CMUCHJIA HA § 2, T. 2 OT JOIBJIHUTEITHUTE
pasnopendu Ha Hapenda Ne 27 ot 2007 r. 3a M3MCKBaHMUATA KbM JAHHUTE U JOKYMEHTAlUsATa 3a
pasperiaBaHe 3a ynorpeba 1 peructpanus Ha JekapcTBeHH nponyktu (B, 6p. 54 ot 2007 r.);

2. Koraro ToBa € HeOOXOAMMO OT MEIUIIMHCKA IVIeIHa TOUKa MO MpelleHKa Ha Juuara mno wi. 4, karo B
TO3U CIy4yall B pellenrara ce IOoCOYBAaT NMPUYMHHUTE, KOMTO HAJarar M3IO0JI3BaHETO Ha IMOCOYEHOTO
THPrOBCKO HAUMEHOBAaHHE.
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Ya. 10. IIpu npeanucBaHe Ha BCEKM OTJENEH JIEKAPCTBEH MPOLYKT JMIETO MO 4. 4 €
3abJDKEHO Ja ce MH(pOpMHpa OT MalMeHTa 3a NPEALIECTBAL0 WM ChI'BTCTBAILO JEYEHUE C APYTH
JIEKapCTBEHU IIPOIYKTH.

Paznen 11
IIpeanucBaHe HA JIEKAPCTBEHM MPOAYKTH, ChAbPKALIU
HAPKOTHYHM BellecTBa

Ya. 11. (1) (Msm. - 1B, Op. 81 or 2013 r.) [IpennucBaneTo Ha JEKApCTBEHH IMPOTYKTH,
ChIbpJKaIlld HAPKOTUYHU BEIECTBA, CE M3BBPIIBA Ha CICIMATIHA PELENnTypHa OJaHKa, MPeJoCTaBeHa
0T MHHHCTEPCTBOTO Ha 3[PaBEONAa3BAHETO, C JKBJIT IBST - 32 JICKAPCTBEHH IMPOAYKTH, CHIBpPIKAIIN
HApKOTUYHU BellecTBa oT npuiiokenre Ne 2 kbM wi. 3, T. 2 ot Hapenbara 3a pena 3a kinacuduiupase
Ha pacTEeHUSTa W BEIIECTBAaTa Karo HAPKOTHYHU, W CHC 3€JIECH IBAT - 3a JICKAPCTBEHHU NPOIYKTH,
ChIbpKAL HAPKOTUYHHU BelecTBa oT mpuioxenue Ne 3 xpm ui. 3, T. 3 or Hapenbara 3a pena 3a
KJIacu(uIMpaHe Ha PaCTCHHUATA M BEUIECTBAaTa KaTO HAPKOTHYHH.

(2) JlekapcTBeHMTE NPOAYKTH MO mpuiokeHue Ne 5, cbIbpiKalld HApKOTUYHU BeElIECTBA B
KOMOHMHAIHS, Ce MPEANNCBAT Ha pelenTypHara OJlaHKa Mo ajl. 1 ¢hC 3eJIeH LBSAT.

(3) Cnenmannara peuenTypHa OJllaHKa ce OTIIEYaTBa B TPHU €K3EMIUIIpa Ha XUMM3UpaHa XapTus U
CHIIbpKa OCBEH JAHHUTE T10 WI. 7 U CIEIHUTE JOIBIHUTEITHH JaHHU:

1. cepus u HOMep Ha perenTypHaTa OJaHKa;

2. Haanuc "JIOKyMEHT, KOWTO MOJJIEKH Ha CIeUajeH OT4eT" .

(4) CpokbT Ha BaJIMJHOCT Ha CHEIMaHaTa pelenTa e 7 IHU OT JaraTa Ha U3/1aBaHeTo M.

Ya. 12. (1) Penenitata ce u3naBa B TpU €K3EMILISIpa, IBPBUTE JIBa OT KOUTO CE MpeaaBaT Ha
NalMeHTa, a TPETUAT Ce ChXpaHsBa OT JieKaps/leKaps 1Mo ASHTAIHa MEIUIMHA B IPOABIDKEHUE Ha eTHA
TOJIMHA U CE MPEIOCTaBS HAa KOHTPOJIHHUTE OPTraHM MPH MPOBEPKA.

(2) (U3m. - 1B, 6p. 94 or 2011 r.) Cnexn m3TM4aHe Ha cCpoka Mo ajn. 1 peuenTuTe ce MpeaaBaT ¢
pUEeMHO-TIpeIaBaTesIeH POTOKoN Ha nHcnekropute B P3U, kouTo ru cbxpanssar 3a cpok 10 roguHwm,
CJIeJl KOETO C€ YHUILOXKaBaT OT KOMMCHUS, ONPEeieTieHa ChC 3aloBe]] Ha Aupekropa Ha P3U.

(3) (Or™m. - AB, 6p. 81 ot 2013 1).

(4) (M3m. — JIB, 6p. 68 or 2019 r, B cuma ot 27.08.2019 r.) Korato nexapcTBEHUAT MPOAYKT ce
3amtamia or Hanwmonannara 3apaBHoocuryputenna kaca (H30K), nexapsT 3aabKUTENHO MOIMBIBA
koga Ha H3OK Ha cporBeTHHs nekapctBeH mHpoaykT U MKDB koma Ha 3a00isiBaHETO ChIVIACHO
HapenOara o ui. 45, an. 3 ot 330.

(5) o mpeueHka Ha JeKkaps Ha elHa pelENnTypHa OjaHKa MOXE Jja ce MpeANucBa MoBeYe OT €AMH
JIEKapCTBEH MPOIYKT, ChIbPKAI] HAPKOTHYHH BELIECTBA.

(6) 3abpaHsiBa ce NpPEANHMCBAHETO HA JIEKAPCTBEHH MPOAYKTH, KOUTO HE ChIBPKAT HAPKOTUYHH
BEIIIECTBA, HA CIIEIUAIHUTE PEENITYPHH OJaHKH.

Y. 13. (O1m. - [IB, 6p. 81 o1 2013 1).

Y. 14. IIpu npennucBaHe Ha JEKapCTBEHU MPOIYKTH, ChAbPXKAIM HAPKOTUYHH BEILECTBA,
C€ cIa3Bar CIEIHNUTE U3UCKBaHMS:
1. KOTMYECTBOTO Ha JIEKAPCTBCHHUTE MPOAYKTH C€ U3MUCBA C U(PH U ¢ TyMU;
2. KOJIMYECTBOTO HA TPEANUCAHUS JICKAPCTBEH MPOIYKT HE MOXKE Jla HaJIBUIIIaBa TEPANlEBTHYHATA 1032
3a 30 gHu.

Y. 15. (Jom. - IB, 6p. 81 ot 2013 1, u3m., 6p. 104 ot 2013 1, Op. 68 ot 2019 r,, B cuna ot
27.08.2019 1. ) JlekapcTBEHH TPOMYKTH, ChIAbpXKAIU eTHIMOpduH, KoaewH u ¢deHobapOuran B
KkonmuyecTBa g0 S50 Mr 3a J1030Ba eIWHHMIIA B KOMOHWHAIMS C JAPYTH JICKAPCTBEHU BEIIECTBA, CE
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npeanucBaT Ha OOWKHOBEHA pelenTypHa OnaHKa 3a €THOKPAaTHO OTIyCKaHEe M B KOJIMYECTBA,
ch0oOpa3eHu ¢ THEBHATA O3WPOBKA, 3a HE moBede oT 30 aHM.

Ya. 16. Ilpu npeanucBaHe Ha BCEKM OTJENEH JIEKAPCTBEH MPOLYKT JMIETO MO 4. 4 €
3abJDKEHO Ja ce MHpOpMHpa OT MalMEHTa 3a IPEALIECTBAL0 WM ChI'BTCTBAILO JEYEHUE C APYIH
JIEKapCTBEHU IPOIYKTH.

Paznea 111
IIpeanucBaHe HA JIEKAPCTBEHH NMPOAYKTH, 3aIJIAIAHU OT
TbPKABHUS OIOIKET 3a JIeYeHHEeTO HA ObJrapCKUTe IPakIaHu
3a 3200J15IBAaHUS, U3BbH 00XBATA HA 3aAbJKUTEJIHOTO 3IPABHO
OCUTYpsIBaHe
(3arn. usm. — /1B, op. 90 o1 2019 1)

Ya. 17. (U3m. — [IB, 6p. 90 ot 2019 r.) Jlekapure Morar jaa NpearucBar JeKapCTBEHU
NPOAYKTH, 3aIUIalllaHd ChC CPEICTBA OT ABP)KaBHMSA OIO[DKET 3a JICYCHHWE Ha 3a00NsABaHMSA, M3BBH
o0xBaTra Ha 3aBJDKUTEIHOTO 3[paBHO ocurypsiBane cbriacHo Hapenba Ne 34 or 2005 r. 3a pena 3a
3aIUTaliaHe OT IbpP)KaBHUS OIO/DKET Ha JICYCHHETO Ha OBIrapCKUTE TPakKAaHH 3a 3a00NIIBaHUS, U3BBH
00xBara Ha 3aJIbJDKUTEIHOTO 3/IPABHO OCUTYPSIBAHE.

Ya. 18. (Otm. — JIB, 6p. 95 ot 2014 1).

Ya. 19. (U3m. — 1B, 6p. 90 ot 2019 r) KonndyecTBoTo Ha MpeANMCaHHUTE JEKAPCTBEHU
MIPOJYKTH CJIEABa Ja ChOTBETCTBA Ha cpokoBeTe mo uwi. 22 ot Hapenda Ne 34 or 2005 r. 3a pena 3a
3arJialane oT JbpXKaBHUS OOKET Ha JICYCHHETO Ha OBJITapCKUTE TPa)KIaHU 3a 3a00JIIBaHUS, U3BBH
o0xBara Ha 3aBJDKUTEITHOTO 3PaBHO OCUTYpsIBaHE U Wwi. 14 OT Ta3u Hapeaoda.

Ya. 20. (M3m. — JIB, 6p. 95 or 2014 1., 6p. 90 ot 2019 r.) Ilpeanucanure JeKapCcTBEHU
mpoaykTH 1o pena Ha Hapemba Ne 34 or 2005 1. 3a penma 3a 3aruialiaHe OT IbpP)KaBHHS OIODKET Ha
JICYEHUETO Ha OBITAPCKUTE TPaKTaHU 3a 3a00JSBaHUS, U3BBH 00XBaTa Ha 3aBDKUTEITHOTO 3IPABHO
OCHUTYpPsIBaHE C€ BIUCBAT B MEAMIIMHCKATA JOKYMEHTAIIHsI HA MMAIlMCHTA.

Y. 21. (1) (U3m. — [IB, 6p. 90 ot 2019 1) JlekapcTBeHH MPOIYKTH 3a MAIMEHTH, KOUTO CE
JIeKyBaT NMpu aMOyJIaTOpPHU YCJIOBHSI, C€ MPEINUCBAT Ha pelenTypHa OlaHKa ChINIacHO MpuiioxeHue No
8 or Hapenba Ne 34 ot 2005 r. 3a penma 3a 3amiamiaHe OT AbP)KaBHHS OIOKET Ha JICUEHUETO Ha
OBIrapckuTe TpakJaHu 3a 3a00JsBaHUs, U3BbH O0XBaTa Ha 3aIbJDKUTEIHOTO 3IPaBHO OCHUTYpsIBaHE,
KOSITO Ce M3/laBa B JIBa €K3eMIuIsipa. [IbpBUAT €K3eMIUIIp ce ChbXpaHsBa B anTeKara, a BTOPUAT - B
CYETOBOJICTBOTO Ha ChOTBETHOTO JIEYEOHO 3aBE/ICHNE B IPOIBIKEHUE HA 5 TOJUHH.
(2) U3m. — 1B, Op. 95 or 2014 r.) JlekapcTBEeHHTE MPOAYKTH 3a MALMEHTH, KOUTO C€ JIEKYBaT B
CTAI[MOHAPHH YCIIOBHS, C€ MPEANUCBAaT Ha JIEKAPCTBEH JIUCT ChIVIACHO mpuiokeHue Ne 5a, xolTo ce
U3/1aBa B JBa €K3eMIULIpa. [IbpBHUAT €K3eMIUIIp ce ChXpaHsABa B alTeKara Ha JieueOHO 3aBeCHUE, a
BTOPUST — B CbOTBETHOTO OT/JEJICHHE B IPOABIKEHUE HA 5 TOTUHM.

Y. 22. (U3m. — [IB, 6p. 95 ot 2014 r.) Penienitute mo un. 21, an. 1 ca BanmuaHu 3a cpok 15
JTHU OT J1aTaTa Ha U3aBaHeTo UM.
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Paznea IV
IIpennucBane Ha JeKAPCTBEHHU MPOAYKTH, 3aIUIANIAHUA HAIBJIHO
njin yactTuuuo ot H30K

Y. 23. (1) (Jom. - AB, 6p. 81 ot 2013 1., u3m., 6p. 95 ot 2018 r) JIunara mo un. 4, an. 1,
paboremy B leueOHN 3aBECHMS 32 U3BbHOOIHUYHA TIOMOILL, B U3biaHeHue Ha qorosop ¢ H30K morar
Jla IPENKCBaT JEKapCTBEHU MPOAYKTHU IO 4. 262, an. 6, T. 1 oT 3aKoHa 3a JE€KapCTBEHUTE IIPOAYKTH B
xymanHata menuuuna (3JIIIXM) 3a neuenue Ha 3apaBHOoOcurypenn juia (30J1), 3amnanany HarbJIHO
win yactuyHo oT H3OK 3a nomamHo sedeHume Ha TepUTOpHUsiTa Ha CTpaHaTa 3a 3a0oJisiBaHus,
omnpezeneHu ¢ Hapenodara o ui. 45, an. 3 330.

(2) U3BbH ciaydaute 1o ajn. 1 jJexapcTBEHM NPOAYKTH, 3aljIalllaHd HambiaHO Wiu yacTuyHo oT H3O0K,
MOTar Jia ce MPEANUCBaT OT JICKapu/IeKapy Mo JCHTAIHA MEIUINHA, pa0oTeH B JIeueOHN 3aBEICHHS
3a M3BBHOOMHMYHA MoMoIl 1Mo wi. 5, an. 1 or 3akoHa 3a Je4eOHWTE 3aBEACHUS, KOMTO ca KbM
MuHHCTEPCTBOTO HAa IPABOCHIUETO.

(3) JlexapcTBeHM mpPOAYKTH, 3aIUialllaHW HambJIHO uiu 4dactuuHo oT H3OK, morar nma Owaar
MPEINUCBAaHU Ha 3/IpaBHOOCUTYPEHHM OBJIrapCKu IpaKAaHM, JIMLA C MPaBO HAa 3/IpaBHO OCUTYpSBAHE,
YAOCTOBEPEHO OT Jpyra JIbpxkapa - wieHka Ha EC, Wiy chriiacHO ABYCTpaHHM CIOTO/I0M.

(4) (U3wm. - IB, 6p. 81 ot 2013 r.) JIumara mo wi. 4, an. 1, cnenuanucty mo npoduiia Ha 3a00JsIBaHETO,
paboremu no gorosop ¢ H30K B neueOHu 3aBeieHus 3a U3BbHOOIHUYHA IOMOIL MJTU CTIELUAIN3UPAHU
KOMHUCHH B JICYeOHU 3aBEICHUS 32 OOTHMYHA ToMoI, ckiroumm aoroBop ¢ H30K, morar na m3maBar
NPOTOKOJIM 3a TMpeINHCcBaHe Ha JIEKapCTBEHU MpoaykTH, 3amiamanu oT H3OK/Permonannara
3apaBHoocurypuTtenna kaca (P30K).

(5) (HoBa — 1B, 6p. 68 oT 2019 1, B cuna ot 27.08.2019 r.) B cydaute o an. 1 — 4 npeanucpanero ce
OCBIIECTBSABA NP CIa3BaHE HA YTBBPIEHUTE (hapMaKko-TepareBTHIHU PBKOBOJCTBA 1O Wi. 259, an. 1, T.
4 ot 3aKkoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeIUIIMHA.

Y. 23a. (Hos - /IB, 6p. 81 ot 2013 1., ot™., 6p. 95 ot 2014 1., HOB, Op. 68 oT 2019 1, B crita
ot 27.08.2019 1) (1) B cnyuyaute no ui. 23, an. 4 npu U3JaBaHETO HA MPOTOKOI 3a CKBIIOCTPYBAIIH
JIEKapCTBEHU MPOIAYKTH, 332 KOMTO C€ M3BbpIIBa ekcneptusa mo uwi. 78, T. 2 ot 330, Moxe na ce
OpPEANUCBa  JIEKApPCTBEHUAT HNPOAYKT/TEPAaleBTUYHMAT Kypc CbhOOpa3HO HEroBara pas3xojHa
epexTHBHOCT TO cmuchia Ha 330, Koraro B KOHKPETHHS Cly4ail ca HaJuIe TeparneBTHYHH
aJITepHAaTHBH, JICKAPCTBEHUTE MPOAYKTH/TEpANlU UMAT Jl0Ka3aHa CX0/HA e()eKTUBHOCT U 0€30IMacHOCT
3a jieyeHue Ha 3abomsBaHeTo Ha 30JI, ¢ MOKO0OHO KIMHUYHO MPOTHYAHE U TEXKECT ChIVIACHO KpaTKaTa
XapaKTepUCTUKA HA MIPOILYKTa/TIPOAYKTHUTE.

(2) YcnoBusiTa M KpUTEPUUTE, IO KOUTO C€ OMPEIEIs JalH JIEKAPCTBEHUTE MPOIYKTH ca TEPAeBTHUHU
aJlTepHATHUBH, ca:

1. mekapcTBEHUTE MPOAYKTH Jla MMAaT UJCHTUYHH MOKA3aHUS B YTBBPACHUTE KPATKU XapaKTEPUCTHKHU
Ha MPOAYKTHUTE;

2. NEKapCTBEHHWTE MPOAYKTH Ja Ca €JHAKBO ITO3WIIMOHUPAHU B TEPANEBTHYHHS AITOPUTHM Ha
CBHOTBETHOTO 3200 sIBaHE ChOOPa3HO YTBBPACHUTE (PapMaKo-TEeparieBTUYHH PBKOBOJICTBA;

3. 3a IeKapCTBEHUTE MPOAYKTHU Jia ca MPUIOKUMHU €THAKBU TEPANEBTUYHM ITOKA3aTEIHN KaTo U3MEPUTEI
Ha TepaneBTUYHMS PE3YIITaT;

4. cxongHata e(EeKTUBHOCT W O€30MaCHOCT 3a JieYeHHE Ha 3a00JIsIBAHETO Ja € JOKa3aHa upe3
MeTaaHaJIM3H WIK IPEKU CPAaBHEHUS Upe3 KIMHUYHU MPOYYBaHMUS.

(3) OnpenengHero Ha TepaneBTUYHUTE AJITEPHATUBU CHIVIACHO YCJIOBHATAa M KPUTEPUUTE Ha ail. 2 ce
M3BBPILIBA B IpoLeaypa o wi. 262a, an. 3 or 3JIIXM.
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(4) 3a Bcsiko 3a0omsBaHe, 3a TEPANEBTUYHOTO JICYSHHE HAa KOETO ce u3aasa npotokon, H30K u3BbpiiBa
aHaJgu3 W Ompeness pa3xogHaTa €(PEKTHBHOCT Ha TEPANeBTUYHHUTE aJTEPHATUBH IOCPEICTBOM
W3YHCIISIBaHE HA CHOTHOILIEHUETO Pa3Xoj/pe3ynrTar. 3a LenTa ce pasfens CTOMHOCTTa Ha TOAUIITHUS
TEpaneBTUYCH KypC 3a BCEKHM JIEKAPCTBEH MPOAYKT HA TOCTUTHATHUS OT HETO KIWHWUYEH pEe3yITar,
M3MEpPEH C MPEeIBAPUTEITHO N30paHUs U3MEPUTEIN HA €(PEKTUBHOCTTA.

(5) 3a nexkapcTBeHHTE IPOAYKTH, TIPEICTABIISIBAIINA TEPAEBTUYHN AJITCPHATHBY 3a JICYCHHE Ha J1aJICHO
3abomnsaBane, H30K u3rotBs mHdopmaius, B KOSITO TOCOYBA B HU3XOJAII P/l MPOAYKTUTE CHOOPa3HO
ompenereHara UM 1o peaa Ha ai. 4 pasxogHa e(eKTHBHOCT. JlOMyCTUMO € €IWH WM TOBEYE
JIEKapCTBEHU MPOAYKTHU Jla UMAT €Ha U Chllla pa3xonHa edektuBHOCT. MH(popMmarusaTa ce omoOpsiBa ot
Hanzopuus ceBer Ha H3OK, myOnukyBa ce Ha odunuanHara uHtepHeT crpanuna Ha H30K u ce
aKTyanu3upa Mpu HeOOXOAUMOCT/TIPOMSHA Ha OTHOCUMUTE OOCTOSTENICTBA.

(6) Tlpu n3gaBaHe HAa TPOTOKOI JICKAPST/CreUaTIu3upaHaTa KOMUCHS MOXE JIa TPEUCBa JIEKAPCTBEH
MPOAYKT/JIEKAPCTBEHU MPOAYKTH, KOMUTO Ca MOCOYEHH B MHGOpMAIMITA TO al. 5 choOpa3HO TSAXHATA
pasxoaHa e(heKTHBHOCT.

(7) Anunes 6 ce mpuiara B CIIy4aWTe Ha M3/1aBaHe HA MPOTOKOJI Ha 3PaBHOOCUTYPEHO JIHIIE 33 MbPBU
nbT. [Ipu numnca Ha TepaneBTHYEH OTTOBOp, HATWYWE HAa HEKEJAHW JIEKAPCTBEHU PEAKIMU WITU TI0
MpeleHKa Ha MEIUIMHCKUS CIIeHUANCT, MOAKPeNeHa ¢ METUIIMHCKa OOOCHOBKa, € JOMyCTHMO
MIPEANKUCBAaHE HAa JIEKAPCTBEH MPOAYKT OT HAJUYHHUTE TEPANCBTHYHU aJTEpHATHBU O€3 cra3BaHe Ha
MIPUHIINIIA 32 Pa3X0aHa €(PEKTUBHOCT.

Yn. 236. (Ho — JIB, Op. 68 ot 2019 r, B cuna ot 27.08.2019 1.) (1) 3a ompenensHe Ha
pasxonHara edekTuBHOCT o ui. 23a, an. 4 kpM H30K ce ch3maBa koMucHs, KOSITO BKIIOYBA TpUMa
npeacrasuten Ha H3O0K, ennn npencraButen Ha MHHUCTEPCTBOTO HA 3/IPABEONA3BAHETO W €IMH
npeacraBuTel Ha HanumoHanmHMA CBhBET MO LIEHM M peMMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH.
CbcTaBbT Ha KOMHCHATA ce ompenenss c¢be 3anoBen Ha ympaButens Ha H3OK. Komwucusra npuema
npaBuiIa 3a paboTara cH.

(2) 3a moamomaraHe paborara Ha KOMUCHATA MOTAT Ja ObAaT MPUBINYAHN U BHHIITHU €KCIIEPTH.

(3) UneHoBeTe Ha KOMHCHATA MO ajl. |, KAKTO W JMLATA MO aj. 2 HE MOraT Ja y4acTBaT B JI€MHOCTH,
CBBbp3aHH C pa3pabOTBaHETO, MPOU3BOJCTBOTO, MApKETHUHIA, THPrOBUSATA HA €ApO U JPeOHO ChC
CBHOTBETHUS JIEKAPCTBEH MPOIYKT.

(4) UneHoBeTe Ha KOMHCHSITA 110 al. 1, KAKTO W JIMIIaTa MO ajl. 2 ca JUIbKHHU Jla HE pa3riacsaBaT pakTH U
0OCTOSITENICTBA, CTAaHAIM UM W3BECTHU NPH WM MO MOBOJ M3MBIHEHHE HA 33bJDKEHUSATA UM 10 Ta3H
Hapenoa.

(5) Ha xomucusita ce npenocTanst HH(popMalys 3a JOrOBOPEHUTE TI0 pesla Ha Hapenbara 1o 4i. 45, aj.
9 330 oTcThOKM 3a JEKapCTBEHUTE MPOAYKTH, 33 KOMTO CE€ OMNperelis pa3xogHa €(pEeKTUBHOCT U Ha
TEpaneBTUYHUTE aJITePHATUBHU, KAKTO U JOIBIIHUTEIHA HHPOPMAIUS TPH HEOOXOAUMOCT.

Ya. 23B. (HoB — JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) B ciayuaute mo wi. 23a,
KOraTo KaTo TEpalleBTUYHA ajTepHaTHBAa € OIpPEIENIEH JIEKapCTBEH MPOAYKT Mo wi. 29, am. 2 or
3JIIIXM, nekapst/cnenuaiu3rpaHaTa KOMHUCHS MOXeE Ja IMPEANucBa TO3U JIEKAPCTBEH INMPOIYKT Ha
3[paBHOOCUTYPEHOTO JIMIIE, Ha KOETO C€ u3JaBa IPOTOKOJ, CHIJIACHO IPHUHIMIA 3a pa3Xxo/Ha
e(heKTUBHOCT.

Yia. 24. (1) (U3m. - IB, 6p. 81 ot 2013 ., 6p. 68 or 2019 r, B cuna ot 1.01.2020 r)
JlexapcTBeHNTE NPOAYKTH, KOMTO HAIBIHO WM 4YacTHyHO ce 3ammamar or H30K 3a momamno
Je4eHue, ce MpeAnucBar Ha peuentypHa Onanka (oopazeny M3 - H30K Ne 5 nmo nmpunoxenue Ne 6),
penientypHa 6manka (oopazer;y M3 - H30K Ne SA mo mpunoxerue Ne 7) Wi 3a TAX ce u3aBa MpOTOKOI
(o6paszer o npusoxenue Ne 8) mpu ycloBHs M pefi, ONpeAeIeHN B HALIMOHATHUTE PAMKOBH JI0TOBOPU
mo . 53, ax. 1 330.

(2) Penentypuute 61aHkH 1o aji. | ce U3/1aBaT, KaKkToO CJIEBa:
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1. (mom. — 1B, 6p. 95 ot 2018 1.) peuentypHa Omanka (o6pazer; M3 - H30K Ne 5 o mpusnoxkerue Ne 6)
- 3a MPEJINHUCBaHe HA JICKAPCTBEHH MPOAYKTH 3a JICUCHUE Ha 3a00JIIBaHUS, B KOJUYECTBA 32 HE TIOBEYE
ot 30 gHU, OCBEH KOraTo JIUIICBA IMOIXO/INA ONAaKOBKA ChINIACHO CHHUCHKA IT0 ui. 262, an. 1 3JIIIXM;

2. (m3m. — JIB, 6p. 95 ot 2014 r.) peuentypHa 6manka (oo6pazer; M3 - H30K Ne SA no npunoxxenne No
7) - 3a mpennucBaHe Ha JIEKAPCTBEHH MPOAYKTH 3a JeUYeHHE Ha XPOHUYHU 3a00JsIBaHMS, B KOJIMYECTBA
3a He moBeye oT 100 mam.

(3) (HoBa — JIB, 6p. 68 ot 2019 r, B cuma ot 1.01.2020 r.) Ilporokonute mo an. 1 ce u3mamar 3a
MIPEITUCBaHE Ha JICKAPCTBEHU TPOIYKTH 32 JICUCHUE HAa XPOHWYHHU 3a00JIIBaHUS B KOJIMYESCTBA 33 HE
noseye ot 365 HU.

(4) (Ilpeaumna an. 3 — JIB, Op. 68 or 2019 1., B cuna ot 1.01.2020 1) HenombaHenuTe mosnera B
peuenTypHute OnaHKu MO ai. 1 ce aHynupar cbe 3Hak "Z".

(5) (Ilpeaumna an. 4 — JIB, 6p. 68 ot 2019 1, B cuita ot 1.01.2020 1) Penientypuute Omanku mo ain. 1
ce M3/aBar B JBa €K3eMILISIpa.

(6) (U3m. — IIB, Op. 95 ot 2018 r., mpenumHa an. 5, O6p. 68 or 2019 r, B cuna or 1.01.2020 1)
Penentypaute 6manku 1o an. 1 3aabKUTENTHO C€ MOMBIBAT B €NEKTpOHHA dopMma, pasliedarBaT ce U
W3JJAJIATE TH JICKapu/JIeKapy 10 JICHTAIHA MEJIHUIIMHA TI0jIaraT IMOAIMC U JIMYCH IeYaT /WK Teyar Ha
7e4eOHOTO 3aBEICHHE.

Yn. 24a. (Hos — JIB, Op. 15 ot 2014 1., B cuna ot 21.02.2014 1., u3m., 6p. 95 ot 2018 1)
Koraro na 30JI ce npeanucear jekapcTBEHU NPOAYKTH, C U3KIIOUEHUE HA JIEKAPCTBEHUTE IPOAYKTH TI0
wi. 174 3JIIIXM, 3amnamanu HanbiaHO uiM yactuuHo oT H3OK, peuentypuurte Onanku mo 4. 24
clelBa /1a ChABbP)KAT BCUUKM JaHHM, NOCOYEHM B mpuioxkeHue Ne 4a, xoraro ce IulaHupa Ja ce
U3ITBJIHSBAT B JpyTa AbprKaBa YICHKA.

Y. 25. (1) (U3m. — [IB, 6p. 95 ot 2018 1) JIuniata mo 4. 23 BnucBaT B aMOyJIaTOpHUS JIHCT,
KOMTO ce chxpaHsaBa B jocueTo Ha 30JI 32 OTUETHOCT ¥ KOHTPOJI, CIEHUTE JaHHU OT PELENTUTE I10 YJl.
24, an. 1: xox Ha H30K, MKb kon Ha 3abonsBaneTo no Hapenbara mo wi. 45, an. 3 330, curnarypa,
MPEINUCaHO KOJTMYECTBO U THUTE, 3@ KOUTO € I0CTaThYHO MPEINUCAHOTO KOJTUYECTBO.
(2) (Jom. — [IB, 6p. 68 ot 2019 1, B cuma ot 1.01.2020 ) /laTara Ha u3gaBaHe Ha pellenTara cieaBa aa
ChBIAJA C JaraTa Ha u3JaBaHe Ha aMOynaropHus JHCT. JlaraTa Ha W3aBaHe Ha MPOTOKOJA Clie/iBa Ja
ChBIAJa C Jarara Ha HM3JaBaHe Ha aMmOylnaTOpHUS JHCT, PECIEeKTUBHO C JaraTa Ha OKa3BaHE Ha
MEIUIIMHCKaTa TioMon] (aMOylaTopHa TIpolleaypa) TO ONpeaeisHe Ha IJIaH Ha JICUCHHE |
MpociesBaHe Ha TePareBTHYHUS OTTOBOP MPH MAIUEHTH, TOTyYaBallyd CKbIIOCTPYBAIIH JEKapCTBEHU
MPOAYKTH 1O pena Ha wi. 78, T. 2 ot 330.

Y. 26. (1) JIunara mo wi. 23 uMar mpaBo Jia NpeANnucBaT Ha €Ha pelenTypHa OjJaHka 70
TPH JIEKApCTBEHH MPOJAYKTa, CBbP3aHU C JIEUEHHWETO Ha JI0 TPU Pa3IMYHM 3a00JIIBaHUS, a HA €IUH
MPOTOKOJI - €MH JIEKAPCTBEH MPOIYKT B 10 TP JO30BU €IUHHIIM 32 €THO 3a00JIsIBaHE.
(2) Tlpomenu B mpeanucaHuTe JEKapCTBEHU MPOAYKTHU IO perentypHa 6manka (oopazen M3 - H30K Ne
5 no npunoxenue Ne 6) Moxe Ja NpaBU camoO JIeKapAT/JeKapsAT MO JEHTajdHa MeAWLUHA, W3Aaj
perienrara, Karo 3a 1eJTa ChIIUAT aHyJIupa HeU3IIbJIHeHaTa pelerTa U U3/1aBa HoBa.
(3) [Ipomenu B mpeanucaHuUTe JIEKAPCTBEHH MPOAYKTH 10 penenTtypHa 6manka (o6pazen M3 - H30K Ne
SA mo mpwiokenne Ne 7) Moxe Ja MpaBU caMo JICKapsAT/IeKapsT MO JSHTajdHAa MEIUIIMHA, WU3all
pelienTara, Karo 3a [eJiTa ChIIMAT aHyJUpa HEU3IbIHEHUTE OTPSA3BIM OT Hesl U U3/1aBa HOBA.
(4) (U3m. — 1B, 6p. 95 ot 2018 1) B ciyuauTe mo an. 2 u 3 nunara mo wi. 23 3abJDKATETHO U3UCKBAT
ot 30JI penentypHHUTe OJAHKH MM OTPSI3bLIM OT PELIENITYPHU OJIAHKHU, KOUTO MOAJIEKAT HA aHyIHpaHe.
AHyIMpaHUTE pelenTypHU OJaHKU WIN OTPSA3BLU OT PELENTypHU OJIaHKU Ce ChbXpaHSIBaT B IOCUETO Ha
30]J1, npukperneHu KbM aMOyJIaTOPHUS JIUCT OT JaTraTa Ha TAXHOTO U3/laBaHe.
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(5) Tlpu m3kIOuYBaHE HA JIEKAPCTBEHH MPOAYKTH OT TMO3UTHBHUS JIEKAPCTBEH CIHCHK W3IAJICHUTE
pEeLenTH ce aHyaupar Mo peaa Ha aji. 2, 3 u 4, KaTo NauueHTUTE He 3aruiamar cymara mo wi. 37, an. 1,
T. 1 330, ako He ce Hajlara oka3BaHe Ha MEJUIIMHCKA ITOMOIII.

Y. 27. (1) Jlunara mo 4. 23 umar mpaBo Ja NPEeAnucBar JEKapCTBEHU MPOTYKTH, 32 KOUTO
H3OK HambiaHO MM 4aCTUYHO 3aIlIalla, B CIEJHUTE KOJINYECTBA:
1. 3a reueHre Ha OCTPU CHCTOSHHUS - JIEKAPCTBEHU IIPOAYKTH 3a He noBeue ot 10 1Hu;
2. (m3m. — 1B, 6p. 95 ot 2014 1) 3a neyeHne Ha XPOHUYHM 3a00JISIBAHUS - JIEKAPCTBEHU MPOIYKTHU 32 HE
nosede ot 100 mHM, mpeanucanu Ha A0 TPU OTPs3bKa OT perentypHa 6inanka (oopazerr M3 - H30K Ne
5A no nmpunoxenue Ne 7) unu Ha peuentypHa Onanka (o6pazenr M3 - H30K Ne 5 no npuiioxkenne Ne
6).
(2) Jlunara mo wi. 23 mocoyBar B peuenTtypHuTe OidaHku mo wi. 24, an. 1 u B aMOynaTopHUs JHCT
CpOKa, 32 KOWTO Ce Mpe/IHCcBa.
(3) (Hon. — 1B, 6p. 95 ot 2014 1) B ciydauTe no ain. 1, T. 2 ce npeanucBar JIeKapcTBEHU MPOIYKTH Ha
€IMH OTPsI3bK 3a He nmoBeue oT 30 THU, OCBEH KOraTo JIUIICBA MOIXO/AIIA OMAaKOBKA ChIVIACHO CIUCHKA
no uwi. 262, an. 1 or 3akoHa 3a JEKapCTBEHHUTE NPOAYKTH B XyMaHHara MeauuuHa (3JIIIXM) nmm
KOTaTo JIEKapCTBEHUTE MPOAYKTHU CE MPEANHUCBAT B KOIMYecTBa 3a noseye ot 90 nHu.

Yua. 28. Ha peuentypHure Onmanku mo wi. 24, an. 1 He Morar na ObJar mpeamucBaHU
€IHOBPEMEHHO JIEKaPCTBEHU MTPOYKTH:
1. Ha3HaueHu ¢ MPOTOKOI MO Wi. 24, ajn. 1 u TakMBa, KOUTO HE Ca Ha3HAYEHU C TaKbB MPOTOKOIL;
2. HA3HAYEHHU C MOBEYE OT €AUH MPOTOKOJ Mo 4. 24, an. 1.

Y. 29. (1) (M3m. — [IB, 6p. 95 ot 2018 r.) JIumara mo wi. 23 ca mrexHu aa yeaomsT 30J1 -
pecn. HEroB pOAMTEN, HACTOMHUK WJIM TONEYHUTEN, WIM JhIeTo mo 4wi. 162, an. 3 or 3akoHa 3a
3[paBeTO, 3a BHJA Ha TMPEANUCAHUTE JEKAPCTBEHH NPOAYKTH, TAXHOTO JCHCTBHE, HEKEIaHH
JIEKApCTBEHN pEaKIWU, pell W HaYMH Ha TpHeMaHe, 3a Cymara, KOSATO CIlie[Ba Ja 3aIlulaTH, aKo
JIEKapCTBEHUAT MPOAYKT ce 3aruiaiia yactuano oT H30K.

(2) (U3m. — JIB, 6p. 95 ot 2018 1) YBemomsaBaneto Ha 30JI, pecn. HETOBUS POAUTEN, HACTOWHUK,
MOTIEYUTEN WK JUIETO 1Mo wi. 162, an. 3 oT 3akoHa 3a 3ApaBeTo, Ce YIOCTOBEPsiBa C MOJMUCA My B
aMOyJIaTOpHUS JIUCT.

Ya. 30. (1) PeuenTure, M3nucaHu MO pela Ha TO3W pasfiesl, UMAT CPOK Ha BaJIUJHOCT
CUMTAHO OT JlaTaTa Ha M3/1aBaHe, KaKTo CJIe/iBa:
1. mo 15 xanenmapHu JHU - 3a perentypHa 6manka (o6pazerr M3 - H30K Ne 5 no mpunoxxenue Ne 6) u
3a OTpsI3BK A OT penienitypHa Omanka (oopazert M3 - H30K Ne 5A no mpunoxenue Ne 7);
2. o 45 kaneHgapHU THH - 32 OTpsA3bK B oT penentypna 6manka (o6paseny M3 - H30K Ne 5A mo
npusioxenue Ne 7);
3. mo 75 xaneHmapHu AHH - 32 oTps3bk C oT pernentypHa Omanka (o6pasenr M3 - H30K Ne 5A mo
npunoxenue Ne 7).
(2) (Hom. — /JIB, 6p. 68 ot 2019 r,, B cuna ot 27.08.2019 1) OTnenHuTe OTPA3BLIM Ha pELENTypHA
6manka (o6pazerr M3 - H30K Ne 5A no npunoskenne Ne 7) ce U3MBIIHABAT MOCIEI0BATETHO B CICTHUTE
CPOKOBE CUMTAHO OT JaraTa Ha M3/1aBaHETO i, ChOTBETHO — JlaTaTa Ha OTIYCKaHE Ha MPEIXOAHOTO
KOJIMYECTBO OT MPEIIMTUCAHUTE TPOAYKTH:
1. no 15 xaneHapHu JHU - 32 OTPA3BK A;
2. (m3m. — JIB, 6p. 95 ot 2014 1) oT 25 10 45 KaJIeHIapHU JHM - 32 OTPA3HK B;
3. (u3m. — [IB, 6p. 95 o1 2014 1) ot 50 10 75 KaneHmapHU AHU - 3a OTPs3bK C.
(3) (U3m. - [IB, 6p. 81 or 2013 1., 6p. 68 o1 2019 1, B cuma ot 1.01.2020 r.) [IpoTokonute mo wi. 24, a.
1 umar cpok Ha BalIMIHOCT 10 365 KaJleHAapHH JHM CYMTAHO OT JaTrara Ha 3aBEpsSBAHETO UM B
pervoHajiHaTa 3ApaBHOOCUTYpUTENIHA Kaca. ONpeesiHETO Ha CpoKa Ha BAJIMAHOCT HA BCEKU MPOTOKOII
Ce M3BBPILBA 110 KPUTEPUH, YCTAHOBEHH B HAIIMOHATHUTE PAMKOBH JAOroBopH 1o wi. 53, an. 1 ot 330.
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Paznen V
(Hos - IB, op. 81 o1 2013 1)
IIpeanucBaHe HA JIEKAPCTBEHH MPOAYKTH B JIe4eOHM 3aBeIeHUs
ChC CTALMOHAP

Y. 30a. (Hos - JIB, 6p. 81 ot 2013 1) (1) (U3m. — [IB, Op. 95 ot 2014 1.) [IpennucBaneTo
Ha JICKAPCTBEHU MPOIYKTH B JICUCOHH 3aBEICHUS ChC CTAIMOHAP 32 XOCIHTAJIM3UPAHHU TAIMECHTH CE
M3BBPIIBA HA JIEKAPCTBEH JTUCT CHIVIACHO MpuioxkeHue Ne Sa.
(2) (U3m. — IB, 6p. 95 ot 2014 1., Op. 95 ot 2018 1) JIekapCTBEHUAT JUCT 0 TpuitoskeHue Ne 5a moke
na Ob/ie ¥ caMo B eNIeKTpoHHA GopMa, KaTo ce MOIICBA ChITIACHO 3aKOHA 32 €NIEKTPOHHUS JOKYMEHT U
CJIEKTPOHHHUTE YIOCTOBEPUTEITHU YCIIYTH C KBATM(UIMPAH WIH YCHBBPIICHCTBAH €IEKTPOHEH ITOJIITHUC.
(3) (U3m. — 1B, 6p. 95 ot 2014 1.) JIekapcTBEHHST JHUCT C€ MOMBJIBA B IBa €K3EMILIAPA, MMOAINKCBA CE OT
JICKyBaIlIys JIeKap U HaYaJTHUKA Ha OTACJICHUETO, CJIE] KOETO Ce MpeiaBa 3a U3IbIHCHNE B OOJTHUYHATA
anteka. CpOKbT Ha ChXpaHEHHUE HA JICKAPCTBEHUS JIUCT € 5 TOIUHHU.
(4) (Hoa — JIB, Op. 95 ot 2014 1.) JIekapcTBEHHST JUCT MOXE J1a ObJie ChCTAaBSH U OTIICYATBAH Upe3
crieruanu3upan copryep, Karo 3aAbKUTEITHO ChIbPKa BCHUKU PEKBU3UTH.
(5) (Hoa — JIB, Op. 95 or 2018 r) Koraro nexkapcTBEeHHWTE MPOMYKTH ca 3a 3JI0KAYECTBEHH
3a00JsBaHUsA, JICKAPCTBEHUAT JHCT MO an. | ce mpuapyxkaBa OT TepameBTHYeH (UII ChIVIACHO
npuioxkerue Ne 50.
(6) (Hosa — JIB, 6p. 95 ot 2018 1.) TepaneBTuuHuAT Uil Moxe J1a Objie U caMo B €JIEKTpOHHA (opma,
KaTo Ce IMOJIKCBA CHIVIACHO 3aKOHA 32 CJICKTPOHHHS JOKYMEHT U CIEKTPOHHHUTE YIOCTOBEPUTCITHH
YCIIYTH ¢ KBaTU(PUITUPAH WIH YCHBHPIICHCTBAH €IEKTPOHEH TOIITHC.
(7) (HoBa — JIB, Op. 95 ot 2018 1.) TepameBruuHuAT (U C€ MOMBJIBA CHINIACHO PEIICHUETO Ha
KIIMHUYHATA OHKOJOTMYHA KOMHCHS MO0 XHMHUOTEpANUs/KIMHHUYHATA KOMHUCHS TIO XEMAaToJOTHS,
OTpPa3eHO B NPOTOKOJ, €AHOKPATHO HA WHPBUS JCH OT TEpamusaTa MO ChOTBETHATa KIMHUYHA
IbTeKa/amMOynaTopHa IpoIieIypa.
(8) (Homa — JIB, 6p. 95 ot 2018 1) TepanmeBTruuHUAT (HUII CE MOMBJIBA B JIBa €K3EMILIAPA, MOMHUCBA CE
OT JICKYBAIIUs JIEKap, CIIe KOETO Ce Mpe/iaBa 3a U3IbIHCHUE B OOJTHUYHATA anTeKa.

Yn. 306. (Hos - JIB, 6p. 81 or 2013 r.) (1) IlpennucBanero Ha JIEKApCTBEHH MPOMYKTH,
ChIbpKAIY HAPKOTHYHH BellecTBa OT npuioxkenus Ne 2 u 3 koM ui. 3, T. 2 u 3 ot Hapenbara 3a pena
3a KjJacuUIMpaHe Ha pacTeHHsTa U BEUIecTBaTa KaTO HApKOTUYHHU, B JICUEOHHTE 3aBEJCHHUS ChC
CTallMOHAP 32 XOCHUTAIU3UPAHUTE OOJTHU CE U3BHPILBA HA OT/AEJICH JEKAPCTBEH JIUCT.

(2) (M3m. — JIB, 6p. 95 ot 2014 r.) JIekapcTBeHUSIT JUCT 110 aJl. 1 ce MOmbIBa B ChOTBETCTBUE ¢ WiI. 30a,
an. 3 u 4, KaTo He ce JIOMyCKa U3JaBaHEeTO My CaMO B eleKTpoHHa ¢opMa. CpOKBT HAa ChbXpaHEHHE Ha
JIEKapCTBEHUS JIUCT € 5 TOIMHHU.

Y. 30B. (Hos - /IB, 6p. 81 ot 2013 1) (1) (U3m. — JIB, 6p. 95 ot 2018 r.) [Ipeanucanero
Ha JICKapCTBEHU MPOAYKTH 1o wi. 301, an. 7, T. 2 ce U3BbPIIBA HA CIICIUATTHUTE PEIICNTYPHU OJIAHKH 110
. 11.
(2) Cnemmannara pernentypHa OjlaHka 1o ai. 1 ce u3maBa B TpH €K3EMIUISIpa, IbPBUTE JBa OT KOUTO CE
IpeaaBaT OT MaleHTa B OOJTHUYHATA alTeka, a TPETUAT Ce ChbXpaHsIBa OT JICKyBaIlIUs JIeKap.
(3) IIpennucanute jekapcTBEHU MPOAYKTU MO al. 1 ce BOUCBAT B MEAUIIMHCKAaTa JOKyMEHTalUs Ha
ImarucHTa.

Ya. 30r. (Hos - IB, Op. 81 or 2013 1., u3m., O6p. 95 ot 2014 1., 6p. 95 ot 2018 1) (1)
JlexapcTBeHH TPOAYKTH MO ui. 262, an. 6, T. 2 3JIIIXM, 3amnamanu Hanbiano ot H30K, morar na
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OpeAnucBar Junara no 4wi. 4, an. 1, padoreuy B jgeyeOHU 3aBeCHUS — M3IBJIHUTENN HAa OOJHUYHA
MTOMOII TIO KJIMHUYHH ITbTeKH/aMOyJIaTOPHHU MPOIIETyPH ChIVIACHO HapeaOara mo wi. 45, an. 2 330.

(2) Koraro cpracHo Hapenbata mo wi. 45, an. 2 330 nekapcTBEHUTE MPOAYKTH 3a 3JI0KaYECTBEHU
3abonsBanus ce 3armtamar or H30OK wu3BbH 1eHaTa Ha KIMHUYHUTE [IBTEKW/aMOyJaTOpHUTE
IIPOLEAYPH, CBUIUTE CE€ MPENNUCBAT M IpPWJIArar caMo Cjell B3€TO pEUIeHHE 3a IPOBEKIAaHE Ha
JIEKapCTBEHO JIeUeHHWE OT oOmlara KIMHUYHA OHKOJIOTMYHA KOMHCHS/KIMHUYHATa KOMHCHUSL TIO
XEMaToJIOTHsI  ChIVIACHO ~ MEAMIIMHCKHTE  cTaHmaptd  "MeaunuHcka  onkojorus'/"KnuHuuna
XeMarToJIoTHs .

(3) JlexkapcTBeHUTE MPOAYKTH 3a JICYCHHE Ha 3JI0KAYECTBEHU COJIMIHHM TyMOPH NpH Juna Haj 18 T, ¢
M3KIIIOYEHHE Ha OMHMOWJHUTE aHAJTeTUIM, CE MPEINUCBAT OT JIEKYBAllusl JIEKap Cliel] pelieHhe Ha
KJIMHUYHATA OHKOJIOTMYHA KOMMCHS 110 XHMHOTEpamlusl ChIVIACHO MEAMLMHCKHMS  CTaHJapT
"MenuuuHcka oHkosiorusa". Komucusta ce CbCTOM HaW-MaJIKO OT TpuUMa JIEKapu C TNpU3HATA
CHenHaTHOCT "MeIUIMHCKA OHKOJIOTHSA", KOUTO PabOTAT B JI€4eOHOTO 3aBEICHUE, U CE OMPENENsl ChC
3aloBe/l Ha PBKOBOAWUTENS] Ha JIe4eOHOTO 3aBelieHHE. PelleHusTa Ha KIMHWYHATa OHKOJOTHMYHA
KOMHCHS 110 XMMHOTEpAIus ce BIHUCBAT B MPOTOKOJIM ChINIACHO mpuiiokeHne Ne 80 U ce moamucear ot
YJeHOBeTe Ha KoMmucusTa. [IporokonnTe ca BamuaHu 3a cpok 10 180 AHW CUMTAaHO OT HAYAJIOTO Ha
JIEYEHUETO TI0 CXEMarTa.

(4) JlexkapcTBEeHUTE TIPOIYKTH 3a JICUCHUE HA 3JI0KAYECTBEHW XEMATOJIOTMYHH 3a00JISIBaHMS TIPH JIMIIA
Haa 18 I, ¢ M3KJIIOUEHME HA ONMOUIHUTE AHAJITETHULM, CE€ NMPEANNCBAT OT JIEKyBalllUs JIEKap Clel
pellleHrne Ha KJIMHUYHATa KOMHUCHS MO XEMaTOoJIOTHs ChIVIACHO MeIUUMHCKUSA cTraHaapT "KnuHuuna
xemaroyorus". PemeHusTra ce BOHMCBAaT B INPOTOKOJ MO oOpaselnl ChIIacHO mpuiiokeHue Ne 8B,
MOJINKCAH OT HaW-MallkO TpUMa JIeKapu C Ipu3Hara crnenuagHoct "KimHuduHa Xxemaronorus'.
[TpoTokonuTe ca BanuaHM 3a cpok 10 180 AHM cUMTaHO OT HAYAJIOTO HA JICUEHUETO IO CXEMarTa.

(5) JlexkapcTBeHuTE MPOAYKTH 3a JEYEHHE Ha 3JI0KaueCTBEHU 3aboyigiBaHMs Tpu Juua nox 18 r, ¢
M3KIIIOYEHHE HAa ONMOUJHUTE AHAJITETUIHM, CE NMPEANUCBAT OT JIEKYBAlllUs JIEKap CIlIel PELIEHUE Ha
KJIMHUYHA OHKOJIOTMYHA KOMUCHS/KJIMHUYHA KOMHCHS MO XEeMaToJlorus 3a juua mnoa 18 roauHu.
Pemenusita ce BnucBar B MPOTOKOJM MO oOpasel chracHo npuiiokeHus Ne 86/Ne 8B u ce moamucBar
Hali-MaJKo OT JBama Jekapu cbc crnenuanHocT no "llemmarpus" m "KnmHnuna xemaronorus" wiam
"JleTcka KIMHMYHA XeMaToJIOTHsl U OHKOJIOTHUsA", KOUTO paboTAT B JieueOHOTO 3aBeaeHue. [Iporokonute
ca BaJMIHM 3a CpokK 10 180 MHM CUMTAHO OT HAYaJOTO Ha JICYEHUETO 10 CXEMATa.

(6) Pemenusita Ha KOMHCHHUTE MO al. 3 — 5 ca ChIVIACHO TEPANEBTMYHHUTE CXEMM 3a JICUCHUE B
CBHOTBETCTBHUE C 0100peHuTe PapMako-TepareBTUYHN PHKOBOJICTBA.

(7) Juuara mo an. 1 morar ga mpeanuceaT Ha 30JI cbe 3mM0KauecTBEHM 3a00NABAHUS JIEKAPCTBEHH
MIPOAYKTH 32 JICYEHHE/TIPOIbJIKaBaHe Ha JIEYEHUETO B U3BbHCTALIMOHAPHHU YCIIOBHS, KAKTO CJIE/BA!

1. nexkapcTBeHM TPOLYKTH 3a IE€popalHa IMpHIEIHA MPOTHMBOTYMOpPHA Tepamusi M IepopasHa
XUMHOTepanus — npu jaexocnutanuzanus Ha 30JI, nexkyBaHM B ChHIIOTO JIeUEOHO 3aBEACHHUE IIO
KJIMHUYHM [BTEKM WIM aMOylaTOpHa Mpoleaypa 3a CHCTEMHO JIEKapCTBEHO JIEUCHUE TIpU
3JI0Ka4eCTBEHU 3a00JISIBAHUA;

2. OMMOMJIHU AHAJTETUIM — MPU JUCIIAHCEPHO HAOMIONEHHE MPH 3JI0KAUYECTBEHU 3a00JSBaHUS U MPH
BPOJICHH X€MAaTOJIOTUYHHU 3a00JIIBaHUSI.

(8) B cayuaure mo an. 7, . 1 30JI cnenBa na ca JeKyBaHU MO KIMHUYHHM ITbTEKH/aMOyIaTOpPHU
MPOIIeTypH, TIOCOYCHH B Hapeabara mo wi. 45, an. 2 ot 330, mpu KOUTO CTOMHOCTTA HAa JICKAPCTBEHUTE
nponykrtu ce 3amama oT H30K u3BbH 11eHaTa Ha KIIMHUYHATA [TbTeKa/aMOyaaTopHaTa npoueaypa.

Y. 30a. (Hos - JIB, 6p. 81 ot 2013 1) (1) (U3m. — JIB, 6p. 95 ot 2014 1, Op. 95 or 2018 1)
JlexapctBenute nmpoaykTtu no wi. 30r, an. 7, T. 1 ce mpennucear Ha perentypHa O6nanka (o6pazen M3
H30K Ne 6 mo mpunoxenue Ne 8r) 3a jiedeHue Ha 3JI0KAaYECTBEHU 3a00JsBaHMS B KOJMYECTBA 32 HE
noseue ot 30 1HU.
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(2) PenenntypHara Gnanka mo an. 1 ce u3gaBa B JiBa €K3eMIUIIpa, IBPBUAT OT KOMTO C€ MpeaBa upe3
MalyeHTa Ha anTekaTa Ha JiedeOHOTO 3aBEJACHHME CBhC CTAI[MOHAp, a BTOPUAT C€ ChXpaHsABa OT
JIeKyBaIlIYs JIeKap/Jekap Mo ASHTaTHa MEeIUIMHA.

(3) Pentenitute ca BamuaHM 3a CPOK 15 AHM OT Aarara Ha U3IABAHETO MM.

(4) JIunara o wi. 30r, an. 1 morar aa pa3neyarBaT 0Opa3LUTe Ha JOKYMEHTHUTE 10 all. 1, KaTo ChIIUTe
CHABPKAT 33ABDKUTETHO BCUUKU PEKBU3UTH.

In1aBa yeTrBBpTaA
OTIHHYCKAHE HA JIEKAPCTBEHU NTPOAYKTH

Paznea I
IlpueMaHe ¥ M3NIbJIHEHHE HA JICKAPCTBEHUTE NMPeANUCAHUA

Ya. 31. (1) (TIpeqummen texct Ha wi. 31 - JIB, Op. 68 or 2014 1., B cuna ot 15.08.2014 1.)
[Tpu mpuemMaHeTo Ha PEIENTUTE U JIEKAPCTBECHUTE JIMCTOBE MaruCThp-(apMaleBThT CE 33IbJDKABA JIa:
1. mpoBepsiBa 1anu ca Clla3eHH M3MCKBAaHUATA HA [JIaBU BTOPA U TPETA;
2. HE OTIyCKa JICKApPCTBEHW MPOAYKTH CpEIly TAJIOHH 3a OTCThIKA WIH JPYTH JOIMBIHUTEIHU
MaTepHaid, HEMpEeABUACHH B Ta3u Hapenoa uinu 3JITTXM;
3. (u3m. - JIB, 6p. 81 ot 2013 1.) ocToiHOCTSIBa IPEANUCAHUTE JICKAPCTBEHU MPOIYKTH U C€ MOAMKICBA;
CIIOMaraTtejqHUTe MaTepuald W OINAaKOBKUTE, KOUTO CE€ M3MOJI3BaT 3a JIEKapCTBEHH MPOAYKTH,
MPUTOTBEHU IO MAarucTpaiHa W ¢apMakoleilHa perentypa B anTeKWTe, Ce BIMCBAaT O BHI U
KOJIMYECTBO U C€ OCTOMHOCTSBAT chIniacHO Hapenbara 3a ycioBusiTa, mpaBuiiaTa U pefia 3a peryirupaHe
U pErucTpupaHe Ha ILEHUTE Ha JIEKapCTBEHMTE NpoaykTH, npuera ¢ IlocranoBinenue Ne 97 Ha
Munucrepcku cbBet oT 2013 1. (IB, 6p. 40 oT 2013 1);
4. BIIMCBA BCSKA M3ITBITHEHA PEIENTa B IHEBHUK 32 PETHUCTPUPAHE HA PEIIETITH.
(2) (HoBa — JIB, 6p. 68 ot 2014 1., B cua ot 15.08.2014 1) JIHEBHUKBT 3a pErUCTPUPAHE HA PEIETITH
mo an. 1, T. 4 MoXke Ja ce BOJIM KaKTO Ha XapTHEH, Taka M Ha JIEKTPOHCH HOCHUTEIL.

Ya. 32. (1) B antekara 3aabDKHTENIHO C€ ChXpaHsIBa B MPOIBIDKCHHE Ha TET TOAWHH
uHpOpMaIus 3a:
1. mpueTHTe M U3MBIHEHUTE PEIENTH;
2. IOTyYEHUTE JIEKAPCTBEHH MPOAYKTHU TI0 TAPTHUTH.
(2) (U3m. — [IB, Op. 68 ot 2014 1, B cuma ot 15.08.2014 1.) Ha Bcsika perenita Maructbp-gapMamneBTbT
IIOCTaBsl I€4aT, KOMTO ChABp)KAa HOMEpa M Jarara Ha pa3pelieHHEeTO 3a ThProBUS Ha JpeOHO ¢
JIEKapCTBEHU MPOIYKTH.
(3) (HoBa — 1B, Op. 68 or 2014 ., B cuma ot 15.08.2014 r.) Penientute ce moamucBar OT MarucThp-
dapmarieBTa, KOMTO M3MBIHSABA MPEANUCAHUETO W/WIM OTITyCKa JIEKapCTBEHUTE MPOMyKTH. Ha Bcska
perenTa MarucTbp-GpapmMarieBTbT OCTABS:
1. HOMep U JjaTa Ha IpUeMaHe Ha perenTara;
2. YUH na ornyckamus Maructbp-hapmarienT.

Y. 33. (1) B anTekure penenTuTe ce U3MbIHABAT IPHOPUTETHO T10 CIICIHUS PE;
1. peuentu ¢ ykazanue "muto", "muTucuMo" WM "cTaTUM" ce M3MBJIHABAT He3a0aBHO, KaTo BHPXY TAX
ce oTOessA3Ba YachT Ha OCTHIIBAHETO B allT€KaTa U Ha U3II'BJIHEHUETO UM;
2. peuenTu 3a fena a0 14 roqunu;
3. BCMUKHU OCTaHAJIM PELENTH C€ U3MBIHSBAT 110 pe/ia Ha MOCThIIBAHETO UM.
(2) JlexapcTBeHM MPOAYKTH, IPUTOTBEHH 110 MarucTpajiHa U papMakoreliHa peLenTypa, ce NIpuroTsAr B
paMkuTe Ha 24 Yyaca OT IPUEMaHEeTO Ha peLenTara.
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Y. 34. (1) [Ipu otnyckaHe Ha IpeANUCAHU JIEKAPCTBEHU MPOJIYKTHU C€ CIa3Ba CICIHUAT PE:
1. (m3m. - [IB, Op. 81 ot 2013 1) KOTaTo JICKAPCTBEHHUAT MPOAYKT € MPEANUCAH YpPe3 MEXKITYHAPOTHO
HEMAaTeHTHO WK (apMaKoleiHO HaMMEHOBAHNE Ha JIEKAPCTBEHOTO BEIIECTBO, CE€ OTITyCKA JIEKapCTBEH
MIPOAYKT, pa3pellieH 3a yrnorpeda B cTpaHara, KOWTO ChIIbprKa MPEANUCAHOTO aKTUBHO BEILIECTBO, KAaTO
3aIBJDKUTENHO CE CTa3BaT MpeanucaHara jJjekapcTseHa popma i KOTUIECTBOTO B J030Ba €AMHUIIA;
2. KOraTro JIEKapCTBEHUAT MPOAYKT € MPEINUCaH IMOJ ThPrOBCKO HAaWMMEHOBAaHHE, CE€ OTITyCKa TOYHO
MpEeANUCaHUAT TPOAYKT.
(2) Koraro anrekara He pasmosiara ¢ NpeAnucaHus JEKApCTBEH MPOIYKT, MarucTbp-hapMareBThT €
JUTBJKEH J1a TO OCUTYpH B Cpok 10 24 yaca. B To3m ciyuail narata u 4achbT Ha MOCTBHIIBAHETO Ha
perienrara ce oTpas3siBaT BbpPXY Hesl.

Ya. 35. (1) Cnen ormyckaHeTo Ha NPEANHCAHUTE JIEKAPCTBEHM NMPOAYKTH peLenTara ce
BpBIIIA HA IPUHOCUTENS H.
(2) (M3m. - 1B, 6p. 94 ot 2011 1, O6p. 90 ot 2019 1) B anTekure Ha jeuyeOHHUTE 3aBEEHUS ChC
CTalMoHap, CKIOYWIM JoroBop mo pena Ha Hapemba Ne 34 or 2005 1. 3a pema 3a 3aruiamaHe OT
JTbp)KaBHUS OIO/DKET Ha JICUEHHETO Ha OBIrapckure rpakJaHd 3a 3a0oisBaHMs, W3BBH OOXBara Ha
3aIBJKUTEIIHOTO 3/IpaBHO OCUTYPSIBAHE, CE 3a]IbprKa €IUHUAT €K3EMIUISp Ha pelienrara.
(3) B amrekara ce 3agbpikaT BTOPHUAT eK3eMIULp oT peuenture obOpazen M3 - H30K Ne 5 mo
npusioxkeHre Ne 6, BTOPHUSAT eK3eMIUISIp OT OTPSA3BIUTE Ha peuenTtypHa 6maanka oOpazen M3 - H30OK Ne
5A no nmpunoxenue Ne 7 1 konust oT npoTokoaute (oOpaser no npuioxkenue Ne §), YHUTO PEKBU3UTH
HE Cce MOMBJIBAT OT alTeKaTa U KOUTO Ce ChbXPaHsBAT B alTeKara €Ha roJMHa, CYUTAHO OT JaTrara Ha
TSXHOTO U3ITBJIIHEHUE.

Y. 36. IIpu oTnmyckaHe Ha JeKapCTBEHU MPOIYKTH MarucTbp-QapMaieBThT € JUIbXKEH Ja
npeaocTaBu WHGOpPMALIUS M ChbBETU Ha MALIMEHTHUTE, U3PA3eHH SICHO, HA €3UK, JIECEH 3a Bb3IpPHEMaHe,
OTHOCHO 0€30MacHOTO U €(EKTUBHOTO TPUEMAHE U U3IOI3BaHE Ha JIEKAPCTBEHUTE MPOJYKTH.

Y. 37. (1) [Ipennucanus, KOUTO HE OTTOBapAT HA U3UCKBAHUATA 110 IJIABU BTOpa U TPETA, HE
Ce U3IbJIHABAT.
(2) Ilpu BB3HMKHAJIO CBbMHEHHE OTHOCHO IMpPENHMCAHOTO B pelenTara MarucTbp-papManeBThT €
JUTbKEH, TMPEeAu Ja OTIYCHE JIEKapCTBEHMS MPOIYKT, Ja C€ KOHCYATHpa C MpeAnucaius perenrtara
JeKap.

Y. 38. He ce ormyckar iekapCTBEHH NPOAYKTH 10 KOIIME Ha OPUTHHAIIHA PELENTa.

Y. 39. [Ipenu oTmmyckaHe Ha JEKapCTBEHU MPOAYKTH Oe3 perenta MarucTbp-(papmaneBTbT
HAIlOMHS Ha MallMeHTa Npeau ynorpeda na npoyete HHGOpMallMOHHATA JIUCTOBKA.

Paznea 11
OTnyckaHe HA JIEKAPCTBEHU NMPOAYKTH, ChAbPaKAIIU
HAPKOTHUYHM BellecTBa

Y. 40. JlekapcTBEHU NMPOAYKTH, ChIbPXKAIM HAPKOTUYHM BEIIECTBA, NMPEINHCAHU 110 pesa
Ha IaBa Tpera, pasnen II, ce ormyckar B anTeku, KOUTO:
1. ca mody4MiM JHULIEH3Us 32 ThProBUS Ha JpeOHO U ChbXpaHsIBaHE Ha HAPKOTHMYHU BELIECTBA IO peja
na 3KHBII,;
2. ce HaMUpaT Ha TEPUTOPUsATA HAa 00JIACTTa IO MECTOM3/1aBaHe Ha peLenTara.

Ya. 41. (1) (U3m. - JIB, Op. 81 ot 2013 r.) Ilpm mpuemane Ha pEUENTUTE MarucCTbp-
(apManeBThT 3aIBDKUTEIHO IpOBEpsSBa Jalld Ca CHAa3eHW H3MCKBAaHHMITA 3a TPEINHCBaHE Ha
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JIEKapCTBEHU MPOJYKTH, ChIbPIKAIM HAPKOTUYHH BELIECTBA, M HAa IbPBUS €K3EMIUIAP OTOENA3Ba TPUTE
MMEHa U JaHHUTE OT JOKYMEHTA 3a CAMOJIMYHOCT Ha IPUHOCUTEJNS Ha pellenTara.

(2) (U3m. - 1B, 6p. 81 ot 2013 ) ITbpBHUTE €K3EMIUISIPH OT PELENTUTE CE MOAPEKAAT B XPOHOJIOTHUEH
pen, karo HeoOxoauMaTa UH(OpMAIUs OT TAX Ce BbBEX/a B CHEIHMAIHUS PETHCThP, ChINIACHO 4. 3 OT
Hapen6a Ne 21 ot 2000 1. 32 M3UCKBAaHUATA KbM JIOKYMEHTALIMATA U OTYETHOCTTA NP U3BBPIIBAHE HA
JEeMHOCTH ¢ HAPKOTUYHH BEIIECTBA U JIEKAPCTBEHHU MPOIYKTH, ChAbPIKAIM HApKOTUYHH BeecTra (B,
op. 86 or 2000 ).

(3) (U3m. - 1B, 6p. 94 ot 2011 r.) Bropute ex3eMIUIIpU OT PEUENTUTE CE€ M3IpaIlaT Ha HHCTIEKTOpa o
HapkoTHUHUTE BemecTtsa B P3U mo onuc Ha XapTHeH U €IEeKTPOHEH HOCUTEN B Cpok A0 10 aum cien
Kpasi Ha BCEKU Mecell.

(4) (U3m. - IB, 6p. 81 ot 2013 1, Op. 68 ot 2014 ., B cuma ot 15.08.2014 r.) Koraro nexapcTBeHHUAT
MPOAYKT 1o wi. 262, an. 6, T. 1 3JIIIXM, cpabprkain HApKOTMYHHM BemecTsa, ce 3aruiama ot H30K 3a
JIOMAalIHO JIEUEHUE, alTeKara IpenaBa BTopus ek3eMiunsip oT peuenrtara Ha P30OK 3a oruetHOCT M
KOHTPOJI B CPOKOBETE, onpeaeneHu B ckimouennute ¢ P3OK morosopu.

(5) (Ot™. - 1B, 6p. 81 oT 2013 ).

Y. 42. (1) (U3m. - B, 6p. 81 ot 2013 r) [IspBUTE ex3eMIUISIpU HA PELIENITUTE, IO KOUTO ca
OTITyCHATH JIEKAPCTBEHH MPOJYKTH, ChIbPrKAId HAPKOTUYHU BELIECTBA, CE 3aAbpXKaT B anTeKaTa U ce
ChXpaHsBaT 3a CPOK €[Ha TOJIMHA, KaTO C€ MPEACTABIT Ha KOHTPOJIHUTE OpraHH MpH MpPOBEpKa.

(2) (U3wm. - [IB, 6p. 94 ot 2011 r,, 6p. 81 ot 2013 r.) Cnen u3THUaHEe HA CpoKa MO an. | perenture ce
npeaBar ¢ MpUeMHO-TpeaBaTeieH IpoToKoa Ha uHenekropure B P3U, kouto ru chbXxpaHsaBar 3a Cpok
10 rogunm.

Y. 43. (Uzwm. - JIB, Op. 81 ot 2013 1) 3a0pansiBa ce OTHMyCKaHE Ha JIEKAPCTBEHU MPOIAYKTU
1O pelenTa, NpeANnruCcaHy Mpeay MoBeye oT 7 THH.

Yn. 44. (1) (Usm. - 1B, 6p. 81 or 2013 1.) 3abpansiBa ce OTHyCKaHE Ha JIEKAPCTBEHU
IIPOAYKTH, CBHABPXKAIIM HAPKOTHMYHU BemlecTtBa OT mpuiokeHuss Ne 2 m 3 koM uin. 3, T. 2 u 3 or
Hapenbara 3a pena 3a knacuduuypaHe Ha pacTeHUsATA U BelllecTBaTa KaTo HAPKOTUYHHU, B KOJIMYECTBA,
IIO-TOJIEMHU OT IIPEITUCAHUTE.

(2) Ilpu ycraHoBsiBaHE Ha HECHOTBETCTBUS B MPEANHMCAHMETO M MaKCHUMAaJHO AOIMyCTHMaTa J03a
MarucTbp-(hapMareBThT B aliTeKara € JUIbXKeH J1a C€ KOHCYJITHpPA ¢ TPeANUCalns peLenTara Jekap.

(3) Ilpu HEBB3MOXKHOCT 3a U3II'BJIHEHUE HA MPEANUCAHUETO CIIe/l KOHCYJATAluATa 0 ajl. 2 pelenrara ce
BpbBIIIA Ha JIeKaps/JIeKaps Mo JASHTaIHA MEJUIIMHA 32 aHyJIHpaHe.

Y. 45. 3abpansiBa ce OTIyCKaHE Ha JIEKAPCTBEHH MPOIYKTH 10 pella Ha TO3H pazfiell, Koraro
IIPUHOCUTEJIAT Ha perentara e nox 18 roquHu.

Paznen 111
OTnyckaHe Ha JIEKAPCTBEHU NMPOAYKTH, 3aIJIANIAHA HAIIBJIHO OT
M3 u HanbJaHO WK YactTuuHo oT H30K

Y. 46. (1) (U3wm. - [IB, 6p. 94 ot 2011 r., 6p. 90 ot 2019 1) OTnyckaHeTO Ha JIEKAPCTBEHU
MPOAYKTH, MPEANUCaHu MO pela Ha riaBa Tpera, pasaen IIl, ce u3BbpmIBa OT anTeku Ha JedyeOHU
3aBE/ICHUS ChC CTallMOHApP, CKIIOYMIM TOTOBOp mo peaa Ha Hapemba Ne 34 or 2005 1. 3a pena 3a
3ariamiaHe oT AbpKaBHUS OIO/DKET Ha JICYCHHETO Ha OBJITapCKUTE Tpa)KIaHU 3a 3a00NIBaHUS, U3BBH
o0xBara Ha 3aIBJDKUTEITHOTO 3/IPABHO OCUTYPSIBAHE.

(2) (Ot™. - [IB, 6p. 81 ot 2013 r, HOBa, Op. 68 or 2014 r,, B cuna ot 15.08.2014 1) OtmyckaHeTo Ha
JIEKapCTBEHU MPOAYKTH OT amnTeku, padoremu mo noroBop ¢ H30K, ce u3BbpiiBa B CHOTBETCTBUE C
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Ta3u Hapenda U ¢ yCJIOBUATA U pefa 3a CKIIOYBAHE HA MHIUBHUIYaJHH JIOTOBOPH IO wi. 45, an. 15 ot
3aKkoHa 3a 3JpaBHOTO OCUTYpsIBaHE.

(3) (Hom. - JIB, 6p. 81 ot 2013 1, 6p. 68 ot 2014 ., B cuna ot 15.08.2014 r.; uzMm. ¢ Pemenue Ne 5812
Ha BAC - 6p. 91 or 2016 1) OTnyckaHeTo Ha JIEKapCTBEHU MPOAYKTH, IPEANUCAHH 10 peaa Ha TiaBa
Tpera, pasnen IV, ce u3BbpmBa B anteku, paboremu mo goroBop ¢ H30K ¢ uskimouenue Ha
JIeKapCTBEHUTE MPOAYKTH 1O 4il. 301, KOUTO C€ OTIMYCKAT OT OOJHUYHUTE ANTEKU.

(4) (Homa - JIB, Op. 81 ot 2013 r.) Koraro JiekapcTBEHHUST MPOJYKT C€ OTIyCKa B OMAaKOBKa, pa3IuyHa
OT OKOHUaTeNlHaTa, ce OTOeNsI3BaT BCUYKU JIaHHU OT OKOHYaTeIHATa OMAaKOBKa Ha MPOU3BOJIUTEINSA U C€
NpEeA0CTaBs JTUCTOBKATA 32 MalUEHTA.

(5) (Homa - 1B, 6p. 81 ot 2013 r., mom., 6p. 68 ot 2014 1., B criia ot 15.08.2014 1., usm., 6p. 90 ot 2019
r.) Ha oOparHara ctpaHa Ha perenrara 3a JeKapCTBEHUTE MPOLYKTH, OTIyCKaHU 1O pena Ha wi. 21 ot
Hapen6a Ne 34 ot 2005 1. 3a pena 3a 3amianiane oT Ibp>KaBHUS OIOMKET Ha JICUEHUETO HAa OBJITaPCKUTE
rpaxkJiaHu 3a 3a00JsiBaHMs, U3BbH 00XBaTa Ha 3abJDKUTENTHOTO 37paBHO ocurypssane (B, 6p. 95 ot
2005 r.), ce 3amucBaT JaHHWUTE OT JIMYHATa KapTa (IacmopT) Ha MallMeHTa M Ha IMOJIydarelisi, Koraro
JIEKapCTBEHUTE NMPOAYKTH HE Ce MMOTyyaBar JIMYHO OT MAIEHTa.

Yn. 47. (1) (U3m. — B, 6p. 95 ot 2014 r., mpeaumien TekcT Ha wi. 47, op. 68 or 2019 1, B

cuna ot 27.08.2019 1) OtnyckaHeTo Ha JIEKapCTBEHU NMPOAYKTH, MPEIANUCAaHU Ha pelenTypHa OlaHka
(o6pazenr M3 - H30K Ne 5A mo mpunoxenue Ne 7), ce u3BbpIIBAa B PaMKUTE Ha BaJUJAHOCT Ha
OTPA3BIIUTE, KAaTro Jarara Ha HU3MbJIHEHWE Ha BCEKU OTPA3bK CE€ IMOCOYBA BBPXY HET0 M BBPXY
CJIeIBAIINS OTPA3BK.
(2) (Hoa — 1B, 6p. 68 ot 2019 1, B cuna ot 27.08.2019 r.) [Ipu Hanu4ue Ha MpeANKUCaHUS HA TIOBEYE
oT enHa penentypHa O6manka (o6pazernr M3 — H30K Ne 5 mo mpumnoxenue Ne 6 u o6pazernr M3 — H30K
Ne 5A no npunoxenue Ne 7) ¢ mpeanucaHus 3a pa3auueH Opoil JHM pelenTuTe ce WU3IBJIHSABAT Ha
JlaTaTa Ha Hall-KbCHsI CPOK, HO HE TIO-MAJIKO OT 25-Hsl JI€H.

Y. 47a. (Hos — JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.; uzm. ¢ Perenne Ne 5812 Ha
BAC - 6p. 91 or 2016 .) Ilpu ornyckaHe Ha JIeKapCTBEHH MPOJYKTH, MPEANUCAHU 10 pela Ha IilaBa
Tpeta, pasaen [V, mpoBepsiBa 3ApaBHOOCUTYPUTENHUSI CTATyC Ha MAIMEHTUTE MO pPell, ONpeaeieH B
YCJIOBUSATAa W pela 3a CKJIOYBAHE HAa WHIMBUIAYAIHH JOTOBOpU mo ui. 45, am. 15 or 3akoHa 3a
3IpaBHOTO OCUTYpPsIBaHE.

Yn. 476. (Hos — [IB, Op. 68 ot 2014 1., B cmuta ot 15.08.2014 1.; ot™. ¢ Pemmenue Ne 5812 na
BAC - 6p. 91 ot 2016 1n).

Y. 48. (1) PenenTtute 1 mpoTOKOINUTE HE CE M3ITBIHSABAT U C€ BPBIAT HA PUHOCUTENS UM,
KOT'aTo:
1. penentypHaTa 6JaHKa HE ChIABPIKA U3IBUIO IOMBIHEHW BCUUKH JIaHHU;
2. CPOKBT Ha BAIUJAHOCT € U3TEKbI;
3. MpeanucaHusT JIEKapCTBEH NpoAykT He ce 3amnam@a or M3, or H30K wim He otroBaps Ha
M3HMCKBAaHUSTA, ONIPeieNieHn B JoroBopa Ha antekara ¢ H30K;
4. ca MOMyCHATH TPEIIKU ¥ HECHOTBETCTBUS MIPH MOITBJIBAHE HA OJIAaHKUTE;
5. B ciIydauTe, KOraTto He ¢a U3IbJIHEHU U3UCKBaHUATA HA Wi. 7, an. 1, T. 3;
6. (moBa — [IB, 6p. 95 ot 2018 1, m3Mm., Op. 68 ot 2019 1, B cuna ot 1.01.2020 1) B cimydanTe, KOraTto He
€ U3IIBJIHEHO U3MCKBAHETO Ha Wil 24, ai. 6.
(2) Maructbp-apMaiieBTbT, OTITyCKaI JEKAPCTBEHUTE MPOAYKTH, HsIMA MPaABO JIa HAHACS TMOMPABKH
BBPXY pelenTypHata OjaHKa, ¢ M3KIIOYCHHE Ha TOMpPABKU MpPHU HAMPaBEHU OT HEr0 TEXHUYECKU
TpelIkKM B MOMEHTAa Ha W3NBJIHEHHWE Ha perenrtara. B To3u ciaydail TOH ce MOANMcBa Cperry
HarpaBeHaTa OT HEro KOPEeKIIHsl.
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Paszngea IV
(Hos - /IB, op. 15 o1 2014 ., B cus1a ot 21.02.2014 1)
OTnyckaHe Ha JIEKAPCTBEHU NMPOAYKTH U MEAMIIUHCKH U3/1eJIUA
10 peuenTu, U31aJeHn B IPyra Ibp:;KaBa WieHKa

Y. 48a. (Hos — /IB, 6p. 15 or 2014 1, B cmiia ot 21.02.2014 1) (1) AnTekuTe npu cria3BaHe
pasnopenduTe Ha paszen | ca IIbKHU 1a U3ITBJIHABAT PELENTH, U31aIeHH B Ipyra IbpKaBa 4ieHKa.
(2) Peuentute no ain. 1 cneasa aa chabpKaT JaHHUTE, TOCOUYECHH B NpuiiokeHue Ne 4a.
(3) AnTekuTe ¢ 1eN1 rapaHTHpaHe MPUEMCTBEHOCT IMPH JICUEHUETO Ha KOHKpPETEH MAlMeHT MoraT Ja
U3ITBJIHSIBAT PELENTH 1Mo al. | ¥ B cllydanuTe, B KOUTO HE ChABPIKAT BCUUKU JIAHHU IO MpUIokeHne No
4a, HO c TOBa HE ce 3acAra TOYHOTO MJEHTU(UIMpPAaHE HA TAlMEHTa, MPEANUCAHUTE JEKapCTBEHU
MPOAYKTH/MEAUIIMHCKH W3/IEIHsI, HAYMHBT Ha MPUIaraHe, KakTO U MEIUIIMHCKUAT CHEIUAIINCT, U31all
perienrara.

Y. 486. (Hos — /1B, Op. 15 ot 2014 1., B cuna ot 21.02.2014 r.) AnTekuTe HE U3MTBIHIBAT
pEeLenTH, W3NAaNEHU B Jpyra Abp)KaBa WIEHKA, B 4acTTa, B KOATO Ca IPEANHCAHU JIEKAPCTBCHH
npoaykty o wi. 174 3JITIXM.

Paznen V
(ITpeaumen pazaen IV — JIB, op. 15 or 2014 1., B cuiia ot
21.02.2014 )
OTnyckaHe HA JJeKAPCTBEHH MPOAYKTH B Jie4eOHU 3aBeleHUs
ChC CTAIMOHAP

Yn. 49. (1) (U3m. - [IB, Op. 81 ot 2013 1) JIekapcTBeHHTE MPOMYKTH 32 XOCTUTATU3UPAHUTE
NAIMEHTH ce OTIYCKaT OT OOJHUYHATA arlTeKa.
(2) (U3m. - IIB, Op. 2 ot 2012 1, Op. 81 ot 2013 r.) Koraro neueGHO 3aBe/ieHUE ChC CTAllMOHAP HSAMA
anteka, ce mpuiarar wi. 38 - 3806 or HapembGa Ne 28 ot 2008 1. 3a ycTpoiicTBOTO, pena u
opraHmsanusiTa Ha padoTara Ha anTeKUTe U HOMEHKJIaTypara Ha JeKapCTBEHUTE MPOLyKTH (0OH., /1B,
op. 109 or 2008 r; u3m., 6p. 67 or 2010 r.). Ilpu cnemHu ciay4ad ce OCUTypsBa CHaOIsBaHE C
HEOOXOMMHUSI JIEKAPCTBEH MPOAYKT BBB BB3MOXKHO Hail-KpaThbK CpOK. 3a IEeHOOOpa3yBaHETO Ha
JIEKapCTBEHUTE MPOAYKTH C€ CMa3BaT yCIOBUATa Ha HapenOara o wi. 261a, an. 5 3JIIIXM.

Ya. 49a. (Hos - /1B, 6p. 81 or 2013 r.) Ilpu nmpuemane Ha JIEKapCTBEHHUTE JIMNCTOBE
MarucTbp-(hapMaleBThT 33AbDKUTEITHO IPOBEPSIBA AAJIH ca CHa3eHU N3UCKBAaHUATA 3a MPENICBaHe Ha
JIEKapCTBEHHU MPOAYKTH 10 4. 8, 14 u 15.

Y. 50. (1) JlekapcTBeHUTE MPOAYKTU MO JIEKAPCTBEHU JIMCTOBE CE€ OTIYCKAT MOOTIEIIHO 3a
BCEKH TAIMCHT, KaTO BCEKU BHJI JICKAPCTBEH MPOAYKT CE OTIYCKa B OTJCITHA OTIAKOBKA, BHPXY KOSITO Ce
0TOeINsA3BaT UMETO U Bbh3pacTTa Ha OONHUS, HOMEPHT Ha CTasATa, JISTJIOTO U MpeanucaHara 103a.
(2) (U3wm. - 1B, 6p. 81 ot 2013 r) Koraro nexapcTBEHUAT MPOAYKT C€ OTIYCKa B OMAKOBKa, pa3iinyHa
OT OKOHYaTeJHaTa, OCBEH JaHHWUTE MO ai. | ce oTOens3BaT W BCUYKM JaHHH OT OKOHYATEIIHATa
OITAKOBKA Ha IMPOW3BOTUTEIIS.
(3) (M3m. — OB, 6p. 95 ot 2014 r) Cnen w3mbJIHEHHWE HA TPEIIMUCAHHITA TO JEKApPCTBEHHUS JUCT
IBPBHAT €K3EMIUIAP OT HETO CE ChXpaHsABa B OOJHMYHATA alTeKa, a BTOPUAT Ce TIpe/iaBa B OTACICHUETO
3a€JTHO C OTITyCHATUTE JIEKAPCTBEHH MPOIYKTH.
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(4) (HoBa — 1B, 0p. 95 ot 2018 1) Korato nexapcTBeHHUTE MPOAYKTHU ca 32 JICUCHHE Ha 37I0KAY€CTBEHH
3a00ysiBAaHUSI B CTAIlMOHAPHU YCJOBUS, OOJIHWYHATA anTeka BOAM JKypHaJl 3a pa3TBapsHE Ha
JIEKapCTBEHU MPOAYKTH 3a JICYCHHE HAa OHKOJIOTWYHH/OHKOXEMAaTOJOTHYHU 3a00JsiBaHUs MO obOpaszel
ChIVIACHO TIpuiIokeHre Ne 811, B KOWTO JaHHUTE CE€ PETUCTPUPAT €KETHEBHO.

(5) (Hosa — 1B, 6p. 95 ot 2018 1) B ciyuaii ye cien npuroTBsiHe Ha MHAWBUAYAIHUTE JO3H 3a JCHS OT
JIa7IeH JICKApCTBEH MPOAYKT ce (popmMupa ocTarbK, KOUTO HE MOXE Ja ObJie MPUIOKEH B CpOKa My Ha
TOAHOCT, MMOCOYEH B KpaTKaTa XapaKTepUCTHKA HA JEKApCTBEHUs MPOAYKT, OCTAThKBT CE€ OTpa3siBa B
OMUC HAa  HEW3IOJN3BAEMUTE  OCTATBIM OT JICKAPCTBEHW TMPOAYKTH 3a JICYCHHWE Ha
OHKOJIOTMYHI/OHKOXEMAaTOJIOTUYHH 3a00JIIBaHuUs IO 00pasell ChIllacHo npuiiokeHue Ne 8e.

Y. 50a. (Hos - /1B, 6p. 81 o1 2013 1) (1) [IbpBUTE €K3eMILISIPU HA JI€KAPCTBEHUTE JIUCTOBE,
10 KOUTO €a OTIIyCHAaTH JIEKAPCTBEHU NPOAYKTH, ChIbPIKAIM HAPKOTUYHM BEILECTBA, CE 3aJbpKaT B
OOoNHMYHATa anTeKka M Ce ChXpaHsIBaT 3a CPOK €/1Ha TOAMHA, KaTo C€ MPEACTaBAT HAa KOHTPOJIHUTE
OpraHH IIpH NPOBEPKA.
(2) Cnen wu3mbJIHEHHWE Ha MPEANUCAHUATA IO JIEKApCTBEHUS JHCT 3a JIEKapCTBEHU MPOAYKTH,
ChABPKALM HApKOTUYHHU BEUIECTBA, BTOPHUAT EK3EMIUIAP CE ChXpaHABAa B OTAEICHUETO 32 CPOK 5
TO/IMHU.
(3) Cnen m3tnyaHe Ha cpoka Mo aj. | mMbpBUTE €K3EMIUISIPU OT JIEKAPCTBEHHUTE JIMCTOBE CE€ MpEeaBar ¢
IIPUEMHO-TIPEABATENICH TPOTOKOJ Ha nHCnekropure B P3M, kouto ru cexpanssar 3a cpok 10 roqunm.
(4) IIpu ormyckaHe Ha JIEKApCTBEHM MPOMYKTH, ChIbPIKAIIM HAPKOTUYHM BEIIECTBA Ha JICKAPCTBEH
JUCT, HeoOXoanMaTa HH(OpMalLKsl OT HErO ce BbBEXKJa B perucrbpa mo ui. 3, an. 2 ot Hapenda Ne 21
oT 2000 r. 32 U3KMCKBaHMATA KbM JIOKYMEHTALUATA U OTYETHOCTTA IPU U3BBPIIBAHE HA JAEHHOCTH C
HapKOTHYHU BEIIECTBA U JIEKAPCTBEHU MPOIYKTH, ChAbPIKAIM HAPKOTUYHH BEIlECTBA.

Y. 506. (Hos - JIB, 6p. 81 ot 2013 1) (1) (M3m. — 1B, Op. 95 ot 2018 r.) JIekapcTBEeHUTE
npoayktu no 4i. 30r, an. 7, T. 2 ce OTImycKar OT anTeKd Ha JiedeOHUTE 3aBEACHUS ChC CTallMOHAp,
cximounnu goropop ¢ H30K 3a knmHuyHa npouenypa no nucnancepHo HaoOmozenue Ha 30J1 cbe
37I0KaYeCTBEHH 3a00ISIBAaHMS.

(2) (U3m. — JIB, 6p. 95 or 2018 r) IIbpBUTE €K3eMIUISIpH HAa PELENTHTE, C KOUTO Ca MpEANUCaHH
JeKapcTBEHU NMpoaykTu 1o wi. 30r, ann. 7, T. 2, ce moApekaaT B XpOHOJIOTHYEH Pell, KaTo HeoOXoaumara
UHpOpPMaIUs OT TAX C€ BbBEXKAAa B perucrbpa mo wi. 3, am. 2 ot Hapexba Ne 21 or 2000 r. 3a
M3UCKBAHUATA KBbM JOKYMEHTAIUSATa W OTYETHOCTTA NPH HM3BBPIIBaHE HAa JEHHOCTH C HAPKOTHYHHU
BEIIIECTBA M JIEKAPCTBEHU MPOJYKTH, ChABPKAIIM HAPKOTHYHHU BELIECTBA, M HA ITbPBHSI €K3EMIUISIp Ce
oTOeNsI3BaT TPUTE HMEHA M JAHHUTE OT JJOKYMEHTA 32 CAMOJIMYHOCT Ha MPUHOCUTENS] Ha PelienTara.

(3) (U3m. — 1B, 6p. 95 ot 2014 r.) [IbpBUTE €K3EeMIUIIPH OT PEUENTUTE MO al. 2 Ce ChXPaHSABaT B
OOTHMYHATA anTeKa 3a CPOK €Ha TOIMHA U CE MPENCTABIT HAa KOHTPOJIHHUTE OPTaHH IPH MPOBEPKA.

(4) (M3m. — /1B, 6p. 95 ot 2014 1) Bropute ex3zemIuisipu oT peuenture 1o aji. 2 ce npeaasar B P3OK
€KEMECEUHO B CPOKOBETE 33 OTYHTAHE JIEHHOCTTA Ha JICYEOHOTO 3aBe/ICHHE.

(5) (M3m. — IB, Op. 95 ot 2014 1) Cnen m3TM4aHe Ha CpPOKa MO all. 3 peHenTHTe ce IMpenaBaT C
IIPUEMHO-TIPEABATENICH TPOTOKOJ Ha nHCnekropure B P31, kouto ru cexpanssar 3a cpok 10 roqunm.

Y. S0B. (Hos - IB, 6p. 81 ot 2013 r.) 3abpansiBa ce oTmyckaHe B OOJHUYHATA alTeKa Ha
JIEKapCTBEHU MPOMYKTH, CHABPXKAIIM HAPKOTUYHM BEIIECTBAa, MO pELENTa WIH JIEKAPCTBEH JIUCT,
IIPEAIUCaHU NIPEAN MTOBEYE OT 7 JHMU.

Ya. SOr. (Hos - /IB, 6p. 81 ot 2013 1) (1) 3abpansiBa ce B O0THUYHATA anTeKa OTITyCKaHEe Ha
JIEKapCTBEHU MPOAYKTHU, ChABPKAIIN HAPKOTUYHH BEIIecTBa OT MpuiaokeHus Ne 2 1 3 kpM ui. 3, . 2 1
3 or Hapenbara 3a pema 3a knacudummpane Ha pacTeHHSITa W BEIIECTBaTa Karo HApPKOTUYHH, B
KOJIMYECTBA, TIO-TOJIEMHU OT MPEIMUCAHUTE.
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(2) Ilpu ycraHoBsBaHE Ha HECHOTBETCTBHUS B NPEANUCAHMETO MU MaKCUMAJHO JOIMyCTMMAaTa J103a
MarucTbp-apmMaieBTbT B OOJIHMYHATA anTeka € JUIBKEH Ja C€ KOHCYITHpa C TpeArmucaius
perenTara/JeKapCcTBEHUs JHUCT JeKap.

(3) Ilpu HEBB3MOXKHOCT 3a W3MBJIHEHHE HA TMPEANMHCAHUETO CJeA KOHCYITamusaTa 1o ail. 2
perenTara/JeKkapCTBEHUST JIUCT CE BPhIIA Ha JIeKaps 3a aHyJIHpaHe.

Ya. 50a. (Hos - JIB, 6p. 81 ot 2013 1, u3m., Op. 95 ot 2018 1) 3abpansiBa ce oTIyCcKaHe Ha
JIeKapCTBEHU MPOAYKTH 1o wi. 30t, ann. 7, T. 2, KOrarto NpUHOCUTENAT Ha perenTtara e noj 18 ronuHu.

Ya. S0e. (Hos - JIB, 6p. 81 ot 2013 1) (1) (U3m. — [IB, 6p. 95 ot 2018 r.) JlekapcTBeHUTE
npoayktu mo 4i. 30r, an. 7, T. 1 ce OTImycKar OT anTeKu Ha JiedeOHUTE 3aBEJACHUS CHhC CTAIllMOHAP,
ckimoumn goropop ¢ H30K 3a ximmanunn mereku 1o wi. 30r, an. 8§ u/mnm amOynatopHa mpoieaypa 3a
CHUCTEMHO JICKApCTBEHO JICUECHHUE MPH 37T0KaY€CTBEHH 3a00IIsIBaHUSI.

(2) Konust Ha penienTuTe, MO KOUTO Ca OTIYCHATH JIEKAPCTBEHHU MPOIYKTH MO all. 1, c€ ChbXpaHsBaT B
anTekara Ha JIeYeOHOTO 3aBeleHHE B MPOJBIDKCHHE Ha €IHAa TOAMHA, KAaTo Ce MPEACTaBsAT Ha
KOHTPOJIHMTE OPTaHu MpHU MPOBEpKa.

Pasznea VI
(Hos - /IB, op. 15 o1 2014 ., B cus1a ot 21.02.2014 1)
IpeanucBane HA MeAUMIMHCKH U311, KOUTO e Ce OTIYCKAT
B Ipyra Ibp>KaBa 4JIeHKAa

Y. 50:k. (Hos — JIB, 6p. 15 or 2014 r,, B cuna ot 21.02.2014 1) (1) Ilo u3puvHO MckaHe Ha
MAIMEHT JIUIaTa 1Mo Wi. 4 mpeanucBaT HeoOXOMUMHTE 3a JICUCHUETO MEIUIIMHCKU W3ICNHs, KOUTO I
ce OTITyCKaT B Jipyra JAbprKaBa 4ICHKA.
(2) Pentenrture 1o aint. 1 creaBa 1a ChabpiKaT JaHHUTE, IIOCOYCHH B IpuiioskeHre Ne 4a.

Y. 503. (Hoe — IB, 6p. 15 ot 2014 r,, B cuna ot 21.02.2014 1., u3m., 6p. 95 ot 2018 1)
Koraro menuumnackuTe nzaenus mo ain. 1 Ha 4. S0x ce mpeanmucsar Ha 30J1, perientypHuTe OJIAaHKH TI0
1. 24 cieiBa J1a ChAbpKAT BCUUKU JaHHU, TOCOYEHH B IpuiioskeHue Ne 4a.
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InaBa nmera
OTIHHEYATBAHE, PA3IIPEJAEJISSHE 1 KOHTPOJI HA
CIIEIIMAJIHUTE PELEIITYPHH BJIAHKU 3A
JIEKAPCTBEHMUM INTPOAYKTHU, CbABPXKAIIU
HAPKOTHUYHU BEIIECTBA, U HA PELHHEIITYPHUTE
BJIAHKU 3A ITPEAIIMCBAHE HA JIEKAPCTBEHUA
INPOAYKTH 110 PEJIA HA HAPEJIBA Ne 34 OT
2005 I 3A PEJIA 3A 3AIVIAHIAHE OT ABbPXXABHUS
BIOJ’KET HA TIEYEHUETO HA BbJITAPCKHUTE
I'PAYKIIAHHA 3A 3ABOJISIBAHUS, U3BBbH OBXBATA HA
SAABJKUTEJIHOTO 3JIPABHO OCUT'YPSBAHE
(3arn. usm. — /IB, op. 90 o1 2019 1)

Ya. 51. (M3m. - JIB, Op. 94 or 2011 r, 6p. 81 or 2013 r.) MHHHUCTEPCTBOTO Ha
3[paBEOIa3BaHETO OpPraHU3Mpa W KOHTPOJIMpA OTIEYaTBAHETO, PA3NPENEISIHETO M OTYMTAHETO Ha
CHELHATHUATE PEeNTypHH OJIAHKH 3a OTIyCKaHE Ha JICKApCTBEHM MPOXyKTH 1o wi. 11, am. 1.

Yn. 52. (1) (U3m. - JIB, 6p. 94 ot 2011 1, 6p. 81 or 2013 1) MuUHHUCTEPCTBOTO Ha
3[[paBEOIa3BaHETO E€XETOAHO OOsBsIBA W MPOBEXKJAa OOIIECTBEHA MOPhYKAa 3a OTIEYaTBaHE Ha
CIIeIUAITHUTE PEeenTypHHU OMaHku mo wi. 11, aim. 1.

(2) (M3m. - ]IB, 6p. 94 or 2011 1) OTneuaranure OiaHku 1O aji. 1 ce MPeAOCTaBAT OT U3MBJIHUTENS Ha
nopbukara B P3U B konryecTBa 1o npeaBapyuTesHO HallpaBeHa 3asiBKa.

(3) (U3m. - 1B, 6p. 94 ot 2011 1, Op. 81 ot 2013 1) Cneunanaute perentypHu Onanku mo wi. 11, an. 1
ce mpuemar OT MHCIEKTOpa 0 HapKOTHMYHUTe BemiecTBa KbM P3M u ce cbcTaBs MpOTOKON B JiBa
eK3EeMIUISIPa, KOUTO ChABPIKA CIACIHUTE TaHHU:

1. Tpute umena, EI'H 1 naHHM OT JOKyMEHTA 3a CAaMOJIMYHOCT HAa MpHEMAaIUs U MpelaBallus;

2. O6poii Ha penenTypHUTE ONaHKK U Opoil Ha KOYaHUTE (KapHETHUTE), B KOUTO ca 0(OPMEHHU OIaHKHUTE;
3. cepusi, HaUaJieH ¥ KpaeH HOMEp Ha KouaHa (KapHeTara).

(4) (U3m. - AB, Op. 94 ot 2011 r.) [IpoTrokonuTe ce MOANMUCBAT OT MPUEMAIIUS U NpelaBallus U ce
nocrass rneyar Ha P3U.

Y. 53. (1) (U3wm. - [IB, 6p. 94 ot 2011 1) UHCcniekTopuTe 10 HAPKOTHYHUTE BEIIECTBA KHM
P3U npenocTaBaT cnenuaiHUTe pelenTypHU OJaHKKM Ha JUIaTa 1o 4wi. 5, ai. 1 cpelry MoAmnuc u ciem
noJiaBaHe Ha 3asiBIICHUE TI0 00pa3el] ChIacHo nmpuiioxeHune Ne 9.
(2) ITomy4yeHuTe CHCIMATHN PEHENTYPHU OJJAaHKH C€ ChbXpaHsIBaT JIMYHO OT JIeKapsi/JeKaps 1Mo ACHTaTHA
MEIHIIMHA U HE C€ MPEOTCTHITBAT.

Yn. 54. (U3m. - JIB, 6p. 94 or 2011 r.) Muacnektopure kbM P3U oTumrar mosiydeHute
CIEIMAIHNA PelenTypHH OJIaHKH, KaTo BOAAT PETHUCTHP MO oOpaseln chbriacHo npuioxenne Ne 10, B
KOMTO Ce BIIUCBAT:

1. mm. - JIB, 6p. 94 or 2011 r) Tpure MMeHa Ha JeKaps/iaekaps IO JCHTaJIHAa MEIUIUHA,
PETHCTPAIIMOHHUAT MYy HOMEp ChIacHo peructbpa B P3U mo wm. 5, an. 1 u xogpT Ha JIe4eOHOTO
3aBeJICHNUE;

2. OpoAT Ha MOJIYYCHUTE KOYaHH (KapHETH) U OpOST Ha PELENTyPHHUTE OJAHKHU B THAX;
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3. cepusiTa, IbPBUAT U NOCIETHUAT HOMEP OT KOYaHa C PeLeNTypHU OIaHKHU;
4. narata Ha MOJTy4yaBaHe U HA MIPEJABAHE HA PELIENTYPHUTE OJIAHKU.

Y. 55. (1) 3a ycraHOBEHH JIMIICH Ha CIEIMATHU pelenTypHH ONaHKU 3a MpeanrcBaHe Ha
JIEKapCTBEHU MPOAYKTH, ChABPKALIN HAPKOTUYHH BEIIECTBA, HE3a0aBHO CE€ YBEIOMSBAT CHOTBETHOTO
pailloHHO NoJUIEecKo ynpasiaeHue u uHcnektopsT no wi. 17 3KHBII, kato ce nocouBar cepusita u
HOMEPHT UM.

(2) (U3m. - 1B, 6p. 81 ot 2013 1.) B cpok 24 yaca oT yBeAOMSBAHETO MO al. | MHCHIEKTOPHT U3Mpaila
IIMCMEH CHUTHaJ J0 CleNHaJIM3upaHara aJMUHHCTpanus Ha MUHUCTEPCTBOTO Ha 3JpaBEONa3BAHETO,
KOSITO OOSIBSIBA 32 HEBAJIMAHU CIELIUATHUTE PELEITYPHH OJIaHKHU ¢ TOCOUEHHUTE CEPUU M HOMEPA.

Ya. 56. (Otwm. - IB, 6p. 94 ot 2011 1).
I'maBa miecra
YCJIOBUSA U PEJL 3A HOCEHE NJIN U3HACSHE HA
JIEKAPCTBEHMUH ITPOAYKTMU,
NPEJHAZHAYEHMU 3A JIEYUEHUETO HA BBJITAPCKHU U
YYXKIU I'PAXKIAHNA, ITIOCTOAHHO U
BPEMEHHO IIPEBUBABAIIIN B CTPAHATA U
II'bTYBAILIU U3BBH PEINIYB/IUKA BBJITAPUS U 3A
TPAH3UTHO IPEMHUHABAIIN YY) KIAEHIA

Y. 57. bparapckul TpaxJaHd ¥ 9y>KIU TpakJaHH, TIOCTOSIHHO U BPEMEHHO NpeOHBaBalii B
CTpaHaTa M NbTyBallM M3BbH PemyOnuka bbirapus, morar ga HOCAT WIM Jla M3HACAT OT U 33 TPETH
CTPaHHU CJIEIHUTE BUJIOBE JIEKAPCTBEHH NMPOTYKTH:
1. (u3m. — JIB, 6p. 90 ot 2019 1.) nexkapcTBEHU MPOAYKTH, MPETHASHAYCHH 32 JICUCHUETO UM, OTITYCHATH
no pena Ha Hapen6a Ne 34 ot 2005 1. 3a pena 3a 3aruiaiiane oT JIbpXKaBHHUS OIO/KET Ha JICUEHHETO Ha
OBJITApCKUTE IPakJIaHU 3a 3a00JsIBaHUs, U3BbH 00XBaTa Ha 3aIbJKMTEIHOTO 3IPABHO OCUTYDPSBAHE;
2. IeKapCTBEHU MPOAYKTH, OTITyCKaHU 0€3 JIeKapCKO MPEANUCaHNE;
3. lekapCTBEHH MPOAYKTH, OTIIYCKaHH I10 JIEKApCKO MPEANHUCaHUE.

Y. 58. (U3m. — [IB, Op. 68 or 2019 1, B cunna ot 27.08.2019 1) JIekapcTBEHUTE MPOAYKTH IO
1. 57, T. 1 Morar fa ce npeHacsT OT CJICTHUTE JIUIIA:
1. NannuCHTDHT, 3a YUCTO JICUCHUC Ca Hpe,Z[Ha3Ha‘-I€HI/I HpeIIHI/IcaHI/ITC HeKapCTBeHI/I HpO,[[yKTI/I;
2. JINTIETO, KOETO € MOJIyYHIIO JIEKaPCTBEHUTE MPOIYKTH OT ChOTBETHATA allTeKa M UMETO MY € BITUCAHO
Karo I0JIy4aTell BbpXY pelenrara;
3. nuIe, KOeTO MPUTEKaBa U3PUYHO ITBTHOMOIITHO OT TMAIlMEeHTa, 32 YMETO JICUCHUE ca MpeaHa3HAYCHH
Hpe,Z[HI/ICB.HI/ITC J'IGKapCTBeHI/I HpOI[yKTI/I.

Ya. 59. (1) (U3m. — JIB, Op. 68 ot 2019 1., B cuna ot 27.08.2019 r.) Jlumara mo wi. 58
YIOCTOBEPSBAT MPABOTO CH J1a HOCSAT WM JIa MPEHACAT JIEKAPCTBEHUTE MPOIYKTH 1Mo Wwi. 57, T. 1 ¢bC
3aBEpEHO OT MarucThp-papmalieBTa KOMKe Ha U3IIbJIHEHA PElenTa OT ChOTBETHATA anTeKa, MpeAnrucaHa
3a KOHKPETHOTO JICUEHUE.

(2) JIumara mo 4n. 58 morar ma HOCSAT WIM J1a M3HACSIT JIEKAPCTBEHU TPOJYKTH, MPETHA3HAYCHU 32
JICYCHUETO UM, B KOJMYECTBA, MOCOUYEHU IMPPOM M CIOBOM B pEIENTaTa, KOSATO CleaBa Ja €
00paboTeHa B anrekara.
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Ya. 60. (Usm. — JIB, 6p. 68 or 2019 r, B cunma or 27.08.2019 r.) KonmuectBara Ha
NPEHACSHUTE JIEKAPCTBEHU MPOIYKTH 1o Wwi. 57, T. 1 ciiefiBa 1a OCUTYPSIBAT JICUCHUETO HA MAIMEHTA 3a
CPOK JI0 JIBa Mecela.

Y. 61. (U3m. — [IB, 6p. 68 ot 2019 1, B cuita ot 27.08.2019 r.) JlekapcTBEHUTE MPOIYKTH 11O
1. 57, T 2 Morar Jga ce NpeHacAT OT OBIrapCcku W UyXKIU TPaKAaHU MOCTOSHHO U BPEMEHHO
npeOuBaBally B CTpaHara.

Y. 62. (1) JIumara nmo ui. 61 morar na mpeHacsAT JEKapCTBEHHW NPOAYKTH OT U 3a TPETH
CTPaHU B KOJIMUECTBA, HEOOXOAMMHU 3a BPEMETO Ha MPECTOsI UM, HO HE TIOBEYE OT TPU Mecela.
(2) (M3m. — 1B, 6p. 68 ot 2019 1, B cuna ot 27.08.2019 r.) Jlumara mo wi. 61 morar na mpeHacsar oT u
3a TPETH CTPaHU JIEKApPCTBEHU MPOAYKTHU IO 4j. 57, T. 2 B MO-TOJEMH KOJIMYECTBA, aKO MPECTOSAT UM
IOpoJIbJKaBa MOBEYE OT TPH Mecella M NpHUTekaBaT M3JajieHa pelenTa 3a ChOTBETHHUS JIEKapCTBEH
MPOAYKT U 32 CbOTBETHOTO KOJIMYECTBO.

Y. 63. (U3m. — [IB, Op. 68 o1 2019 1, B cunna ot 27.08.2019 1) JIekapcTBEHUTE MPOAYKTH IO
1. 57, T. 3 Morar Ja ce MpeHacsT OT CJIECTHUTE JINIIA:
1. manueHTa, 3a 4YMeTO JICUEHUE ca PeAHA3HAYEHH MPEIMTHUCAHNTE JIEKAPCTBEHU MIPOIYKTH;
2. nure, KOeTO MPHUTEeXaBa U3PUIHO ITBIHOMOIIHO OT MAIMEeHTa, 32 YAETO JICUCHHE ca MpeAHa3HaueH!
NPEANUCAHUTE JIEKAPCTBEHU MPOIYKTH.

Yn. 64. (1) (U3m. — IB, 6p. 68 ot 2019 r, B cuna ot 27.08.2019 r.) Jlunara no wi. 63
YIOCTOBEPSBAT MPABOTO CH J1a HOCSAT WM JIa MPEHACAT JIEKAPCTBEHUTE MPOIYKTH MO Wi. 57, T. 3 ¢bC
3aBEPEHO OT MarucThp-papMaiieBTa KOIre Ha U3IMbJIHEHA PeIrenTa OT ChOTBETHATA allTekKa, MpeanucaHa
3a KOHKPETHOTO JICUEHUE.

(2) JIumara mo un. 63 morar @ HOCSAT WIHM Jla M3HACSIT JIEKAPCTBEHU TPOIYKTH, MPETHA3HAYCHHU 32
JICYUEHUETO UM, B KOIMYECTBA, MOCOYCHH IU(PPOM U CIIOBOM B peIlenTara.

Yu. 65. TpaH3uTHO NpEeMUHABAIK MPE3 TEPUTOPUATA HA CTpaHara JIMIA UMaT IpaBo Aa
[IPUTEKABAT JIEKAPCTBEHHU IIPOLYKTH, KOUTO Ca MPEIHA3HAYCHU CaMO 32 TAXHOTO JICYCHHUE.

Ya. 66. KonkpeTHuTe KONMMUYeCcTBa JEKAPCTBEHW NPOAYKTH, KOMTO JIMLATa Mo Wi. 65 umar
IIPaBO Ja MPUTEKABAT, CE ONPEIEINAT OT CbOTBETHATA ITPUEMAILA IbPKaBa.

Ya. 67. Ilpu TpaH3uTHO mpeMuHaBaHe Npe3 Teputopusita Ha PemyOnuka bbarapus nHa
JavnaTa Mo wi. 65 ce mpenopbuBa JAa ObJaT MpeaBApUTETHO HWHGOPMHpAHM 3a HM3UCKBAHMATA,
YCTaHOBEHU OT ChOTBETHATa MpHeMalla IbpKaBa.

Yu1. 68. Bcuuky exkapCcTBEHU MPOAYKTH, KOUTO C€ MPEHACIT OT U 32 TPETU CTPaHU 1O peaa
Ha Ta3W Hapezoa, ciaeaBa 1a Ob/1aT B OPUTHHATTHUTE CH OTTAKOBKH.

Y. 69. (1) Ilo pena Ha Ta3u Hapenda He MoOraT Ja Ce MPEHACST JIEKAPCTBEHU IMPOAYKTH,
ChABPKALIY HAPKOTUYHH BEILIECTBA.
(2) YcnoBusATa M pelbT 3a MPEHACSHE Ha JIEKapCTBEHUTE MPOAYKTH 1o ail. 1 ce onpenenst B 3KHBII.
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I'1aBa ceama
(HoBa — IB, op. 107 o1 2020 ., B cuuia ot 18.12.2020 )
EJIEKTPOHHO IIPEIAIIMCBAHE HA JIEKAPCTBEHH
IMPOAYKTU. OTITYCKAHE HA JIEKAPCTBEHH
MHNPOAYKTHU U U3ITBbJIHEHUE HA EJIEKTPOHHHU
MHNPEAIIMCAHUS

Ya. 70. (Hos — JIB, 6p. 107 ot 2020 1, B cuia ot 18.12.2020 ) (1) (Hom. — JIB, 6p. 47 ot
2021 r, B cuna or 4.06.2021 r.) IlpeanucBaHeTo Ha JIEKAPCTBEH NPOLYKT, C H3KIIOYEHHE Ha
JIEKQpCTBEHUTE MPOAYKTH N0 miaBa Tpeta, pasgenu I, III u V, ce wusBbpmiBa C €JIEKTPOHHO
npennucanue. [IpennuceaneTo Ha J€KapcTBEH NPOAYKT IO pela Ha wi. 6 ce U3BbpIIBA C PELENTypHA
OaHKa Ha XapTHEH HOCUTEI WU C €JIEKTPOHHO MPEANHUCaHUE.
(2) EnexkrponHOTO mpeanucanue mo ai. 1 ce uzgasa nox ¢popmara Ha €IEKTPOHEH TOKYMEHT, OANNUCAH
¢ kBamudunupan enekrponeH mnoamuc (KEII), cwkrmacHo wusuckBanusara Ha Permament (EC) Ne
910/2014 na EBpomneiickus mapiameHT u Ha CbBera oT 23 tonmu 2014 . OTHOCHO eNEKTPOHHATa
UCHTU(QUKALKSA U YIOCTOBEPUTEIHUTE YCIyTH IPU €JIEKTPOHHHM TPAHCAKLMHU HAa BBTPEILHUS Ma3ap U
3a ormsHa Ha JlupextuBa 1999/93/EO (OB, L 257/73 or 28 asryct 2014 1) u nHa 3akoHa 3a
€JIEKTPOHHMSI TOKYMEHT U €JIEKTPOHHUTE YAO0CTOBEPUTEIHH YCIYTH.
(3) IIpu enekTpOHHOTO MPEANMCBAHE HA JIEKAPCTBEHUTE MPOAYKTH IO ajl. 1 ce mpuiarar chbOTBETHO
pasnopenOuUTe Ha IVlaBa BTOpa M INlaBa TpeTa, pasles I, a mpu eneKTpOHHOTO HPEANKCBAaHE Ha
JIEKapCTBEHU IIPOAYKTH, 3aIUIallaHy HanbJIHO uiu yactuyHo oT H30K — u Ha miaBa Tpera, pasnen 1V, ¢
U3KIIIOUYEHHE Ha U3MCKBAHUATA OTHOCHO XapTHeHaTa (opMa Ha pelienTypHUTE OaHKH U IPOTOKOJIHTE.

Ya. 71. (HoB — 1B, 6p. 107 ot 2020 r, B cuma ot 18.12.2020 r.) (1) EnexrpoHHuTe
MpeanucaHms ce M3JaBaT, BbBEXKJAT, 00paboTBaT M ChXpaHSIBAT upe3 CIEHUANTU3UPaH METUIIMHCKU U
anTedeH coryep.

(2) HeiictBusita o 4. 72 — 74 ce W3BBPIIBAT NPH ChOOpa3siBaHe HA HOMEHKJIATypHTE, 0Opa3IuTe,
dopmatuTe M JPYyrUTe W3UCKBAHUS 3a CTPYKTypuUpaHe Ha HHpOpManusTa W oOMEHa Ha JaHHW,
npenHasHaueHn 3a Hammonamnara 3apaBHomH(popMmanmonHa cuctema (H3UC), mybnukyBanu Ha
WHTEPHET CTpaHuIaTa Ha MUHICTEPCTBOTO Ha 3paBEeONa3BaHETO.

(3) Ilporpamaute nHTEpdECH 1 HOMEHKIATYPHUTE 32 OOMEH Ha MH(POPMAIUSI MEXKIYy METUIIMHCKUS U
anrteunus copryep u H3UC ce akryanu3upar TeKyuio, B TOBa YUCIO B ChOTBETCTBHE ChC CTEIICHUTE HA
W3rpakJane u BHeApsiBaHe Ha pyHkmnoHamHoctute Ha H3UC.

Ya. 72. (HoB — IB, 6p. 107 ot 2020 1., B cmma ot 18.12.2020 r.) (1) 3a u3maBaneTo Ha
€JIEKTPOHHO IPEANUCaHHE JEKAPAT WM JIEKapsAT 10 IeHTalHa MeAuLHa ce uaenTuduuupa upes KEIT.
(2) Ilpu eneKTpOHHOTO NPEAIMCBAHE HA JIEKAPCTBEHUS POAYKT CE U3BbpIIIBA aBTOMAaTHYHA IIPOBEPKa B
peructepa Ha bbarapckus Jekapcku Cbi03, ChOTBETHO Ha bbiarapckus 3b00NEKapcKd CbhIO3 3a
HAJIMYMETO Ha TpaBa 3a YIpaxKHsBaHE Ha mpodecusaTa OT JieKaps, CbOTBETHO JieKaps IO JCHTaJIHa
MEIUIMHA, U3BbPILBAL IPEIIHCBAHETO.

(3) Cnen mombsiBaHe Ha HeoOxonumara MH(GOpPMALUs 3a MPEANUCAHUS JIEKAPCTBEH MPOAYKT JIEKapST
WJIW JIEKAPAT MO JEHTAIHA MEAUIIMHA MOANKCBA eJeKTPOHHOTO npennucanue upes KEIT.

(4) Cnen noanucBaHe Ha €JIEKTPOHHOTO IpPEANMCAaHUE AaBTOMAaTMYHO CE€ M3BbpIIBA BajlWAUMpaHE Ha
BbBEJCHAaTa MH(pOpPMalUsl U TE€HEpUpaHE Ha HAIMOHAJIEH pe(pEepeHTeH HOMEp Ha EJIEKTPOHHOTO
npeanucanue mnoj Gpopmara Ha OyKBEeHO-IU(PPOB KOJI.
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Y. 73. (Hos — IB, 6p. 107 ot 2020 1., B cuma ot 18.12.2020 1) (1) 3a uznbeiHeHHETO HA
€JIEKTPOHHOTO MpeaNnucaHie MarucTbp-papManeBTsT ce uaentudunupa upes KEIL.
(2) Cnen wmpeHtuduIMpaHero mo ain. 1 ce HM3BbPIIBA aBTOMAaTHMYHAa IPOBEpPKa B PETUCTbpa Ha
bearapckus (apmainieBTHyeH ChbIO3 3a HAJIMYUETO Ha IpaBa 3a yIpaKHsABaHE Ha mpodecusta or
MarucTbp-apmarenra.
(3) Maructsp-apmarieBTsT U3BBPINBA NEUCTBHS MO WACHTHU(HUIIMPAHE HA WM3aJICHOTO €JIEKTPOHHO
IIpeanucaHme, Ipu KOUTO KaTo BoAell kputepuid uznonssa EI'H Ha nanuenra.
(4) Cnen wuneHtuduuIMpaHe Ha EJIEKTPOHHOTO MpEANUCaHHEe MarucTbp-hapMaleBThT H3BbPIIBA
IPOBEPKa 3a CMa3BaHETO Ha ChOTBETHUTE NMPHIIOKUMHU Pa3nopeOn Ha I1aBU BTOPA U TpeTa.
(5) Ilpu Hecma3zBaHe Ha pa3mOpenOUTE, IMOCOYCHM B ai. 4, MaructTbp-GpapMmameBTHT OTKa3Ba
U3IIBIIHEHUETO HA €JIEKTPOHHOTO NPEANUCaHUEe, KaTo T0OCOYBA U IPUYMNHUTE 32 TOBA.
(6) 3a U3MI'BIIHEHUETO Ha €JIEKTPOHHO MPEANHCAHUE Ha JIEKAPCTBEH MPOIYKT, 3allIalllaH HAI'bJIHO WUJIU
gactuuHo oT H3OK, upe3 u3non3BaHust oT MarucTbp-(apmareBTa anreuyeH codryep ce U3BBPIIBA U
aBTOMaruyHa nposepka B peructbpa Ha H30K 3a neuebHoto 3aBenenue ¢ gorosop ¢ H30K, B xoeto
paboTu JIeKapAT WM JIEKapAT MO JEHTallHA MEAUIIMHA, U3/Iall eEKTPOHHOTO NMpeIniucaHne, KakTo U B
peructbpa Ha HAII — 3a 31paBHOOCUTYPUTEIIHHS CTATyC HAa MAIIUEHTA.

Y. 74. (Hos — /IB, 6p. 107 ot 2020 r,, B cuma ot 18.12.2020 1) (1) Cnen u3BbpiiBane Ha
neiicTBusTa o wi. 73, an. 3 u 4 MarucTep-QapManeBThT U3IIBJIHIBA €IEKTPOHHOTO MPEANHCaHNe, KaTo
MPENIOCTaBs] ChOTBETHUTE JIEKAPCTBEHHW IMPOJIYKTH Ha MAllMeHTa M YJOCTOBEpsBa HM3M'BIHEHHETO Ha
€JIEKTPOHHOTO Npeanucanue ypes noanucsanero my ¢ KEIL
(2) Cnen mpukiOYBaHE HA M3MBJIHEHUETO HAa ENEKTPOHHOTO MPEANMHCAHUE CHIIOTO CE€ aKTyalln3upa
aBTOMaTUYHO B alTeYHUs M MeauuuHCcKkua codryep karo "M3mbianeHo", cwhoTBeTHO "YacTuyHO
M3MBIHEHO", a 3a JIEKapCTBEH MNPOAYKT, 3alialiaH HambiHo wid vactuuHo ot H3OK — karo
"U3mreiHEHO".

(3) Ilpu u3mbIHEHNE HA €MEKTPOHHOTO MPEANHCaHNe MAaruCThP-(papMaleBTHT Cla3Ba U3MCKBAHUATA HA
. 33, an. 1, un. 34, an. 1 u an. 2, uzpeyenue nupBo, 4i. 36, . 37, an. 2 u 4. 39, a 3a JIeKapCTBEH
MPOAYKT, 3aramiad HambJHO Wik yacTuyHO oT H30K — n3uckBanusta Ha ui. 46, an. 2,3 u 4 u uin. 47,
ain. 1, ¢ M3KIIIOYEeHNE Ha 33]IbJDKCHUETO 3a TTOCOYBAHE Ha JlaTaTa Ha M3MBJIHCHHE Ha BCEKU OTPS3BK, U

an. 2.
JOIIBJIHUTEJIHA PA3IIOPE/IBA

§ 1. [To cmuchia Ha Ta3u HapenaoOa:
1. "Kon nva H30K" o3HayaBa OykBeHO-ITM(PPOB KO, YHAATO MbpBa OyKBa OTTOBapsi Ha MIPBO HHUBO HA
AHaroMo-TepaneBTUYHaTa Kiacupukanus Ha CBeTOBHaTa 3JpaBHAa OpraHU3alys, Bb3IpPUETa B
Peny6nuka bearapus.
2. "BanuaHocT Ha perenitata" 03HauaBa CpOKbBT, 3a KOMTO T MOXe Ja Ob/ie U3IIbJIHEHA B anTeKaTa.
3. "KonnuecTBo aKTUBHO BELIECTBO B J030Ba €AMHUIIA" HA JIEKAPCTBEHUS IPOIYKT € ChIBPKAHUETO HA
AKTHUBHOTO BEIIECTBO, U3pa3e€HO KOJMUYECTBEHO 3a €Ha J030Ba eluHHNA (TableTka, Karcysiaa) Wid 3a
eIMHUIA Maca WIK 00eM B 3aBUCUMOCT OT JIeKapcTBeHaTa dopMma.
4. "lluto" o3HauaBa "Obp30".
5. "llutucumo" o3navyasa "MHOTO Obp30".
6. "CratuMm" o3HauaBa "BemHara'.
7. (HoBa — JIB, Op. 68 ot 2014 1, B cuna ot 15.08.2014 r.; oM. ¢ Pemenne Ne 5812 na BAC - 6p. 91 ot
2016 ).
8. (Hosa — JIB, Op. 68 ot 2014 r., B cma ot 15.08.2014 1.) "OTnyckaHe Ha JICKAPCTBEH MPOIYKT Oe3
nexapcko npeanucanue (OTC)" o3HauaBa ChBKYNMHOCTTA OT ACUCTBUS Ha (hapMaleBTU B IMPUEMHOTO
MIOMELICHUE Ha arTekaTa M0 ONpeesisHEe Ha MOAXOIAIIMS 3a OTIyCKaHe JIEKapCTBEH MPOIYKT 0e3
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nekapcko mnpennucanve (OTC) wunum npueMaHe Ha peLUENTypHUTe ONAHKM M MpoBepKaTa Ha
CHABPKAHUETO MM, KOHCYATAIMs OTHOCHO TPUEMAHETO U BB3MOXKHHUTE HEXKEIaHW peakuud u
JIEKapCTBEHU B3aMMOJIEHCTBHUS U NIpeJjaBaHe Ha JIEKapCTBEHUTE MPOLYKTH Ha NAL[UEHTUTE.

IHNPEXOAHU U 3AKVIIOYUTEJIHU PA3ZIIOPE/IBHU

§ 2. (1) Pasnmopen6ute Ha 1i1aBa TpeTa, pa3znen [V, permameHTupany U31aBaHeTo, IPOMEHUTE
¥ BaJIMIHOCTTA Ha peuentypHa Omanka (oopazer M3 - H30K Ne 5A mo mpunoxenue Ne 7), Biuzar B
cuna ot 1 ampun 2009 r. Jlo BAM3aHETO UM B CHJIa BCHYKHM JIEKAPCTBEHM HPOIYKTH, 3alljallaHU
HarrpiiHO Wik 9actuaHOo oT H3O0K, ce nmpeanucear Ha penentypHa Omanka (oopaser; M3 - H30K Ne 5
no npusnoxkenue Ne 6) cbc cpok Ha BanuaHOCT 30 qHU.
(2) B cpok no 1 anpun 2009 1. anTekuTe NpUBEXIaT COPTyepa CH B ChOTBETCTBHE C M3UCKBaHUITA Ha
Ta3u Hapen0a OTHOCHO M3aBaHETO, IPOMEHUTE M BAJMAHOCTTA Ha pelenTypHa OnaHka (oopasen M3 -
H3O0K Ne 5A no npunoxenue Ne 7).

§ 3. (1) (U3m. - [IB, 6p. 91 or 2009 1) B cpok no 31 maii 2010 r. 1ekapcTBEHU MPOAYKTH,
ChABPIKALI HAPKOTUYHU BellecTBa OT NMprioskeHuss Ne 2 u 3 kpM wi. 3, an. 2 Ha 3akOoHa 3a KOHTPOJI
BbpPXYy HApKOTHYHUTE BELIECTBA U IPEKYpPCOpPUTE, MOraTr Ja c€ NpEeANuCBAT M Ha CIELUAIHUTE
peuentypHu OJaHKH 1O 00pazer; chriacHo npusoxkenue Ne 6 kpM . 11, an. 1 or Hapen6a Ne 4 ot
2001 r. 3a ycnoBusATa M peia 3a MpeANcBaHe U OTITyCKaHEe Ha JEKapCTBEHU MPOIYKTH.

(2) Cnen n3THuaHe Ha CpOKa IO . | CHeNMATHUTE PEeHeNnTypHU OJaHKHU MO MpUiIokeHne Ne 6 KbM Il
11, an. 1 or Hapenb6a Ne 4 or 2001 r. 3a ycnoBuATa M pena 3a NpEANUCBAHE U OTIYCKaHE Ha
JIEKapCTBEHU MPOAYKTHU CE YHUIII0)KABAT OT KOMUCHS, OIIPEJIEIeHa ChC 3a0Be]] Ha qupekTopa Ha PLI3.
(3) 3a yHumokaBaHeTO Ha OJaHKHUTE MO aj. 2 C€ ChCTaBsl NPOTOKOJ, KOMTO ce yTBbp)KIaBa OT
nupekropa Ha cboTBeTHUS P13 u ce u3npamia B MUHHCTEPCTBOTO Ha 3/1paBEONa3BaHETO.

(4) Penentypuure 6manku mo mpuioxenue Ne 4 xbMm wi. 6, an. 1 ot Hapenba Ne 4 or 2001 r. 3a
YCIIOBUSATA U peZa 3a MPEANKCBaHEe U OTIyCKaHE Ha JIEKAPCTBEHHU MPOAYKTU MOraT Ja c€ U3MO03BaT 10
TAXHOTO M3UE€pIIBaHE, HO HE MO-KBbCHO OT €/1HA rOJIMHA OT BJIM3aHE B CUJIa HA Ta3W Hapezada, Karo B TAX
Ce BIIMCBAT JaHHUTE M0 Wi. 7, ajl. 2 OT MEIULUHCKHUS CIEIUAIUCT, KOWTO U3/J1aBa peLenTara.

(5) bnankure Ha JeKapCTBEHUTE JIUCTOBE IO mpuiioxkeHue Ne 5 kbM wi. 6, an. 2 ot Hapenda Ne 4 ot
2001 r. 3a ycnmoBusiTa ¥ peAa 3a MPEANUCBAaHE U OTIYCKAaHE Ha JIEKAPCTBEHM MPOAYKTH MOTrar Ja ce
U3M0J3BaT 10 TAXHOTO H3YeplBaHE, HO HE MO-KbCHO OT €/1Ha TOJMHA OT BIM3aHE B CHJAa Ha Ta3H
Hapenoa.

§ 3a. (Hos — JIB, 06p. 90 ot 2019 r,, u3m., 6p. 91 ot 2020 1.) B cpok aBE TOAUHM OT BIM3aHE B
cuIla Ha Hapeabara JeKapCTBEHUTE MPOAYKTH, ChIIbPKAIIU TpamMa 10l B KoudecTsa 10 S0 MT 3a 1030Ba
€/IMHUIIA B KOMOUHAIMS C JIpyTH JIGKAPCTBEHU BELIECTBA, CE MPEANUCBAT HA OOMKHOBEHA peLenTypHa
OnaHKa 3a €JHOKPATHO OTITyCKAaHE M B KOJIMYECTBA, ChOOpa3eHH C THEBHATA JIO3UPOBKA, 32 HE MOBEYE
ot 30 guu.

§ 4. (Usm. - JIB, Op. 94 ot 2011 r.) KoHTpombT mo H3IMBIHEHHUE Ha Hapemdara ce
ochlIeCTBABa 0T MUHHMCTEpCTBOTO Ha 3apaBeomnasBaHeto, P3W u M3nbianutenHara areHuus 1o
nekapctBata 1 H30K (B wacTra OTHOCHO OTIyCKaHe M MPEANHCBAHE HA JIEKAPCTBEHW MPOIYKTH,
3aIUTalllaHy HAaITbJIHO MJIM YaCTHYHO OT Hes).

§ 5. (Jon. — JIB, 6p. 68 ot 2019 ., B cuia ot 27.08.2019 r.) Ta3u nHapenda ce u3znaBa Ha
OCHOBaHUE 4. 221 oT 3aKoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeauiuHa 1 wi. 60 ot 3akoHa
3a KOHTPOJI BbPXY HAapKOTHUHUTE BELIECTBA M MPEKypCcOpUTE, KaKTO M 4. 56, an. 2 oT 3akoHa 3a
31paBHOTO ocurypsiBaHe u ormeHs Hapen6a Ne 4 ot 2001 1. 3a ycnoBusTa M pena 3a NpeANUCBaHe U
OTITyCKaHE Ha JIeKapCcTBeHH MpoaykTH (00H., JIB, 6p. 10 ot 2001 r; u3m., 6p. 74 ot 2002 t.; 6p. 82 oT
2003 r.; 6p. 32 ot 2005 r; Op. 34 ot 2006 ).
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§ 6. (U3m. - [IB, 6p. 94 ot 2011 r.) Yka3anus mo mpuiaraneTo Ha Hapenbara maBat H30K
OTHOCHO pa3nopeAOuTe 1o MPEIITMCBaHE M OTITYCKaHe Ha JIGKAPCTBEHH MPOYKTH, 3aIlIallaH! HAIThIHO
w yactuaao oT H30K, croTBeTHO MuHMCTEpCTBOTO Ha 3ApaBeona3BaneTo, P3U u M3nbiHurenHara
areHIINs 110 JICKapCcTBaTa ChOOPA3HO TSIXHATA KOMIIETEHTHOCT.

JIOITBJIHUTEJIHA PA3ITIOPE/IBA
kbM Hapenbara 3a n3mMeHeHue 1 JOIMbJIHEHNE Ha
Hapen6a Ne 4 ot 2009 1. 3a ycnoBusiTa u pesia 3a
MIPEANKUCBAHE M OTITyCKaHEe Ha JICKaPCTBEHU MPOLYKTH
(B, 6p. 15 o1 2014 1, B cuna ot 21.02.2014 1)

§ 6. C ta3m Hapenba ce BbBEXIAT M3UCKBaHMATA Ha J[upekTuBa 3a usmbianenue 2012/52/EC
Ha Komucusra or 20 nexemBpu 2012 1. 3a onpenensHe Ha MEPKH 3a YJIECHSIBaHE Ha NPHU3HABAHETO HA
MEIUITMHCKHUTE MPEANUCaHus, U3aJeHu B Apyra 1bpkaBa uieHnka (OB, L 356/68, 22.12.2012).

[MPEXOHU 1 3AKIIIOYUTEJIHU PA3SIIOPEJIBUA
kbM Hapenbara 3a n3mMeHeHue 1 JOIMbJIHEHNE Ha
Hapen6a Ne 4 ot 2009 1. 3a ycnoBusiTa u penia 3a
MIPEANKMCBAHE M OTITyCKaHEe Ha JICKAPCTBEHU MPOIYKTH
(B, 6p. 95 ot 2014 1)

§ 21. B cpok g0 Tpu Mecera OT BiIM3aHe B CHJIa Ha Hapeadara JiedeOHUTE 3aBelIeHUs Morar Ja
MIPEANKICBAT JIEKAPCTBEHU MTPOYKTH Ha JICKAPCTBEHH JINCTOBE TIO JIOCETAITHUS PE/I.

SAKJIFOUUTEJIHU PA3ITIOPE/IB1
kbM Hapenbara 3a n3meHeHue 1 JOIMbJIHEHNE Ha
Hapen6a Ne 4 ot 2009 1. 3a ycnoBusiTa u pesia 3a
MIPEANMCBAHE M OTITyCKaHEe Ha JICKAPCTBEHU MPOIYKTH
(B, 6p. 95 o7 2018 1)

§ 17. HaBcsixbae B HapenOara abpeBuarypara "(330J1)" ce 3amens cwe "(30J1)".

I[MPEXOIHU 1 3AKJIFOYUTEJIHU PA3ITOPEJIBU
kbM Hapenbara 3a usMeHeHue U JOMbIHEHHE Ha
Hapen6a Ne 4 ot 2009 1. 32 ycnoBusiTa u pena 3a

MpEINUCBaHe U OTITyCKaHE Ha JIEKaPCTBEHU MPOAYKTH
(B, 6p. 68 or 2019 1, B cuya ot 27.08.2019 1)

§ 22. (1) o nmybnukyBaHe Ha uH(popMmanuara mo wi. 23a, ai. 5 ce u3gaBaT MPOTOKOIU 32
MpeINUCcCBaHe Ha JEKapCTBEHU MPOAYKTHU MO 4Wil. 23, an. 4 npu A0CEralliHUTEe YCIOBUS U 110 J0CETalllHus
pen.

(2) Uzpapenure nporokonu 10 MyOnMKyBaHe Ha MHQOpManuaTa mo 4wi. 23, an. 5 ce U3MbJIHABAT JI0
W3TUYaHE Ha TEXHUS CPOK.

§ 23. HapenOara Bin3a B cujia OT JeHs Ha oOHapojaBaHeTo il B "/IbpiaBeH BeCTHHK'",
m3kmoueHue Ha § 8,9, § 10, T. 2, § 12 u 21, kouto Biu3ar B cuna ot 1 ssuyapu 2020 r.

SAKJIIOUYUTEJIHU PA3ITOPEJIBA
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kbM Hapenbara 3a gonbinenue Ha Hapenba Ne 4
ot 2009 r. 3a ycinoBuATa U penia 3a NpeAnuCcBaHe
1 OTIIyCKAaHE Ha JIEKAPCTBEHU MPOTYKTH

(B, 6p. 90 07 2019 1n)

§ 2. HaBcsikbze B HapenOara aymara "pernyOnukanckus" ce 3aMeHs ¢ " IbpKaBHUA".

I[MPEXOHU N 3AKIIFOUUTEJIHU PA3ITIOPEJIBU
kbM Hapenbara 3a nonsiaenune Ha Hapen6a Ne 4 ot 2009 r. 3a ycnoBusTa
U pefia 3a MpeANrUCBaHe U OTIYCKaHEe Ha JIGKAPCTBEHH MPOTYKTH
(4B, 6p. 107 ot 2020 r, B cuia ot 18.12.2020 1,
u3M., Op. 37 ot 2021 r, B cuna ot 7.05.2021 1)

§ 3. (U3m. — IB, 6p. 37 ot 2021 r,, B cuna ot 7.05.2021 r.) [Ipu ocurypeHu TeXHUUYECKU U
OpraHU3allMOHHM YCJIOBHS 32 TOBA 0T MUHHCTEPCTBOTO Ha 3apaBeona3Baneto 1 H30OK nunara no uin. 4
U MpUTEKATEUTEe Ha pa3pelleHre 3a ThProBUs Ha JIpeOHO C JIEKAPCTBEHH MPOJIYKTH ca JTbXKHH A
IpuUBeaT AeUHOCTTa CH MO MPEANUCBaHEe U OTIyCKaHE Ha ChbOTBETHUTE JIEKAPCTBEHH MPOTYKTH Camo ¢
€JIEKTPOHHM IPEINUCAaHUs B ChOTBETCTBUE C M3UCKBAHUATA HA IVIaBa CEIMa HE MO-KbCHO OT | 1oHUM
2021 r., karo AoTOraBa ce M3AaBaT U 0OpabOTBAT M pelenTd Ha XapTueH Hocuten. He ce momycka
JIEKapCTBEHUSAT MPOAYKT Aa ObJe MpeInucaH eTHOBPEMEHHO C €JIEKTPOHHO MpeANUCcCaHue U C perenTa
Ha XapTHUEH HOCHUTEN.

§ 4. (Uzm. — [IB, Op. 37 ot 2021 1, B cuna ot 7.05.2021 r.) Uznanenure no 31 mait 2021 .
pEeLenTH Ha XapTHEH HOCUTEIN C€ M3ITBJIHABAT IO JAOCErallHus PeJl 10 U3THYaHEe Ha CPOKa Ha TAXHATA
BaJIUTHOCT.

§ 5. IIpu Tekymara akryanu3anus 1o wi. 71, an. 3 B paMKUTE Ha TPoIEca MO U3TPAKIAHE U
BHeApsiBaHe Ha (yHkimoHanHocture Ha H3UMC ce pasmiexgar M CTaHOBMINATA CHOTBETHO Ha
boearapckus nexkapcku cbio3, bearapckus 3p005ekapcku ¢bio3 u beiarapckus papMaieBTuueH Chio3.

ITPEXO/IHA PA3IIOPEJBA
kbM Hapenbara 3a nsmenenue Ha Hapenba Ne 4 ot 2009 1. 3a

YCIIOBUSATA U pe/ia 3a MPEANUCBaHe U OTIMYCKaHe Ha JIEKAPCTBEHH MPOAYKTU
(B, 6p. 37 ot 2021 r., u3m., 6p. 47 ot 2021 1., B cuna ot 4.06.2021 1)

§ 3. (1) (M3m. — IB, Op. 47 ot 2021 r, B cuna ot 4.06.2021 r.) M3ganenuTe 10 BIM3aHE B
CHJa Ha Ta3u Hapeada mpoTokonu OoT KimHW4YHaTa OHKOJOTWYHA KOMHCHS 10 XHMHOTEpAnus W 3a
JIEKapCTBEHO JIEYCHUE TI0 XEeMAaTOJIOT sl C€ M3MBIHABAT 10 U3THYAHE HA CPOKA UM Ha BAJIUTHOCT.
(2) B cayuaute mo an. 1 pemenusta Ha OOmara KIMHAYHA OHKOJIOTMYHA KOMHUCHUS ¥ Ha KnuHn4Hata
KOMUCHS TIO XeMaTOJIOTHS HE ce MPEeU3/1aBaT 10 HACThIIBAHE HA HEOOXOUMOCT OT MPOMSIHATA FIM.

[MPEXOAHU U 3AKIIIOUUTEJIHU PA3IIOPE/IBU
kbM Hapenbara 3a nsmenenue Ha Hapenbara 3a nonsanenue Ha Hapen6a Ne 4 ot 2009 r.
3a yCIIOBUSTA U pe/ia 3a MPEeNUCBaHe U OTITyCKaHe Ha JIEKAPCTBEHU MTPOAYKTH
(B, 6p. 37 o 2021 1, B cuna ot 7.05.2021 1)

§ 2. W3mamenuTe n0 BIM3aHE B CWJla Ha Hapeadara pelenTd Ha XapTHEH HOCUTEN ce
M3MBJIHABAT IO I0CETALTHUS PEel.
Npunoxenne N 1
KeM uJ. 4, an. 3 (Vizm. - OB, 6p. 81
or 2013 r.)
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HeKapCTBCHI/I NPOAYKTH, KOUTO (I)CJ],Z[I_HCpI/ITC HAMAT I1paBo Ja NpCAIUCBAT

1. AHTHApUTMUYHH JIEKAPCTBEHU MTPOAYKTH.

2. XOopMOHAaJIHU JIeKapCTBEHU MPOIYyKTH 0€3 MPOTUBO3auaThbuHu U
KOPTUKOCTEPOUIM 3a JIOKAITHO MPUIIOKEHHUE.

3. AHTHHEOIUTACTUYHU U UMYHOMOIYJIMPAIIN JIEKAPCTBEHU IPOAYKTH.

4. TIcUXONMUTHUIIM U TICUXOQHAJICNITUIIM 32 JICYCHHE Ha XPOHUYHH 3a00JIsIBaHUS.

5. (U3m. - IB, 6p. 81 ot 2013 ) JIekapcTBeHH MPOAYKTH, ChIBPKAIIH
HApKOTUYHU BelecTBa oT mpuiokeHust Ne 2 u 3 kpM uit. 3, T. 2 u 3 ot Hapenbara
3a peza 3a KjIacu(UIupaHe Ha pPaCTCHUATA U BELIECTBaTa KaTO HAPKOTUYHHU.

6. JlekapcTBEHU MPOAYKTH, BKIIOUEHH B ipuitoskeHue Ne 5 kpm ui. 11, an. 2.
Ipunoxenne N 2
KBM uUJI. 6, an. 1

PenenTypHa O6yaHka

Ba Ba
€OHOKPAaTHO MHOT'OKPAaTHO
npennmucBaHe npennucBaHe
MyHMCTEpPCTBO Ha 3IpaBeolla3BaHeTo
MeoMUMHCKM CIEeUVaJIUCT
(0870 L TN
2071
(HaMMeHOBaHMEe Ha JeuebHOTO 3aBeleHue)
TP. (Cu) ti ittt ii i iieen
AIPEC 4 e e ettt ettt
MeOVMUVMHCKM CIELMATIMCT « v o s o o oo o sees
(mommmc)
(meuaT)
=
(MMe Ha nDaumeHTa, BB3pPACT)
oT Tp.
(K T
yII
(0 2
(bpemMeHHa XeHa, KbpMauka, IeTe - IIoOuepTaBa Ce MIPUIIOXUMOTO)
Ipunoxenne N 3
KBM uJjI. 6, aj. 2 (Orm. - IOB, 6p. 81
or 2013 r.)
Ipnnoxenne N 4a
kBpM uJi. 9a, anx. 2 (HoBo - IB, 6p. 15
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or 2014 r., B CuJjla OT
21.02.2014 r.)

HCI/ISIICpHaTeJ'IeH CITMCBK Ha CJICMCHTUTC, KOUTO CC BKJIOYBAT B PCUECIITUTE, KOUTO
IC CC UBIIBJIHABAT B ApYyTa AbPiKaBa YJICHKA

Unentuduxanus Ha nanueHTa

®amunHo(1) uMe(Ha)

CoOcTBeno(nn) nMme(Ha) (M3nrcaHo(M) U3IUIO, T.€. HE ¢€ pa3periaBaT HHUITHAIIH)
[ara Ha paxxnane

Wnentuduxanus Ha peuenrara:

Jlata Ha U3gaBaHe

Wnentuduxanus Ha MEAMIIMHCKUS CTIEUATKCT, U3/Jall pelenTara:

®amuHo(1) uMe(Ha)

CoOcTBeno(Hn) nMme(Ha) (M3nrcaHo(M) U3IBUIO, T.€. HE ¢e pa3periaBaT HHUITHAIIH)
[Tpodecronanna kBanupuKaus

JlanHu 3a mpsika Bpb3Ka (€JIEKTPOHHA T0IIa U HOMep Ha TenedoH win ¢akc, KaTo
ce

MOCOYH U KOJIBT 33 MEXKAYHAPOIHO N30MpaHe)

CrnyxebeH aapec (BKIIOUUTEITHO HANMEHOBAHUETO HA ChOTBETHATA JIbPKaBa
YJICHKA)

[Toanuc (monoxeH COOCTBEHOPBHUHO WM ITU(PPOB B 3aBUCUMOCT OT HaYMHA Ha
W3/IaBaHE Ha MPEANMMCAHUETO)

Wnentudukanus Ha mpeanucaHus MPOIyKT, KOTaTo TakaBa € HeOOXoauMa:
Mesx1yHapoJHO HEMAaTeHTHO HaUMEHOBaHHUE WM (papMakoreHO HauMEHOBaHHE
Ha

JIEKapCTBEHOTO UM BEILECTBO

THpProBCKOTO HANMEHOBAHKE HA JICKAPCTBEHUS MPOIYKT B CIydauTe 1o Wi. 9a, a.
4

JlexapctBeHa ¢opma (TabneTH, pa3TBOp U T.H.)

KonnuecTBo
KOJII/I‘-IGCTBO Ha aKTUBHOTO BCIIICCTBO 3a 1030Ba €AMHUIIA
Jlo3upoBka.
IIpnnoxenne N 5
KBpM uj. 11, an. 2 (Vizm. - IIB, 6p. 81
or 2013 r.)

JlekapcTBeHU MPOIYKTH, ChABPIKAIIM HAPKOTUYHU BEILIECTBA OT
npuioxeHus Ne 2 u 3 kpm ui. 3, T. 2 u 3 ot HapenOara 3a pena 3a
KIacupUIMpane Ha paCTECHUAITA U BENISCTBATa KATO HAPKOTHYHH, B

KOMOUMHAIMS C IPYTH JIEKapCTBEHU BEIIECTBA

1. Codeini phosphas, Phenobarbitalum, Coffeinum, Metamizolum,
Paracetamolum.
punoxenne N 5a
KBpM uj. 21, an. 2 u un. 30a, an. 1 u 2
(Hoeo — IIB, 6p. 95 or 2014 r.)
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Havmenosauue Ha neuconoTo|JIEKAPCTBEH THMCT Na |}],a'ra
SABEICHHE OTJIEJTEHME:
Mme u Bu3pacT Ha manuenTta | [lexapcTBeH MpoOOyKT, HAUMEHOBAHME, GOpMa, CHTHATYPA Cyma
Crasn Merno 13 1
KO KOMHUECTED
2
3
4
5
6
m
5
q
10
11
Caosom BCHMUYKO
HauanHmk- JlexyBaul nexap OrnycHan, Mar. gapM. (nme) ITpenan TToay4un
OTIENEHHE imnae) | | | | | | I I | I I {1nae) (HME)
(Mme)
oo noonuc| ViH medre R o0nuC
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Npunoxeune N 56

(Hoeo — IB, ©6p. 95

keM ujy. 30a, amn. 5
or 2018 r.)
TEPAITEBTUYEH ®UIIL
O TTPOTOKOJ Ne
[Tamment: Ume I[pesume Gamumnus
Hat n3
a Ha No/
pax All Bwr3pacr:
JaH p
e: Ne:
Pre Teun.
T Ter
(M o- HOB’bp)Z(HOCT
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Kpe ene
atu HUE, Jlata — Hauaso
HUH ume Ha TepanusiTa:
u
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Xu
MHO
TEp
Iu a-
KbJI neB
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Ha
cxe
Ma:
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Ipnnoxeune N 7

keM uji. 24, an. 1 (Vizm. — IIB, 6p. 68
or 2014 r., B Ccujla OT
15.08.2014 r.)
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KBeM uji. 24, anx. 1 (Vimm. — IB, Op. 68
or 2014 r., B cujia OT
15.08.2014 r., 6p. 68 oT
2019 r., B cumyta or 1.01.2020
T.)
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