HAPE/JIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUATA U PEJIA 3A
HPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHM INTPOAYKTH

H30a0ena om munucmuvpa na 30pageonazsaremo

Oo6n. JIB. 6p.21 om 20 Mapm 20092., usm. /[B. 6p.91 om 17 Hoemspu 2009e.,
usm. [{B. 6p.94 om 29 Hoemepu 201 12., usm. /[B. o6p.2 om 6 Anyapu 2012e., uzm. u oon.
JB. o6p.81 om 17 Cenmemepu 2013e., usm. /AB. 6p.104 om 3 Jlexemepu 2013e., uzm. u
oon. /[B. op.15 om 21 ®espyapu 2014e., usm. u oon. JIB. 6p.68 om 15 Aseycm 2014e.,
usm. u oon. /[B. 6p.95 om 18 Hoemspu 20142., usm. JIB. 6p.91 om 18 Hoemspu 2016e.,
usm. u oon. /[B. 6p.95 om 16 Hoemspu 20182., usm. u oon. /IB. op.68 om 27 Aezycm
2019..

I'naBa mbpBa.
O TOJIOKEHUA

Ui 1. C Ta3u Hapenba ce onpeesT:

1. MEAMIIMHCKUTE CIENUAINCTH, KOUTO MOTaT Ja W3/1aBaT PELENTH, peAbT 3a IPEIIUCBaHE Ha
JIEKapCTBEHU MPOJYKTH, CPOKBT 3a U3MBIHEHUETO, CIIydauTe U PeabT, IPU KOUTO MarucTbp-papMarenT
MOJKE Jia OTKa)Xe J1a U3II'BJIHU JIEKAPCKO MPEANNCAaHUE;

2. YCIIOBHSTa U PEABT, MO KOUTO OBJIrapCKU TPaKAAHU U UYXKAU TPaxJaHU, MOCTOSHHO U
BPEMEHHO MpeduBaBallld B CTpaHaTa U IbTYBallM W3BbH Penybnuka beiarapus, moraT 1a HOCIT WX J1a
W3HACAT JICKApCTBEHU MIPOAYKTH, IPEJHA3HAUCHH 32 JICUCHUETO UM;

3. KoJIMYeCcTBaTa JIEKapCTBEHU IPOAYKTH, IPEJHA3HAYEHU CaMO 3a JICYEHUETO Ha TPAH3UTHO
[IPEMUHABAIlld U BPEMEHHO NpeOMBaBallld HA TEPUTOPUATA HA CTpaHaTa JIMLA, KOUTO T€ MOrar Ja
IIPUTEKABAT;

4. (noBa - J1B, Op. 15 ot 2014 r.) ycnoBusita ¥ peAbT 3a MPU3HABAHETO U U3ITBIHEHUETO Ha
pelenTu, u31aJieHy B Ipyra JbpiKaBa UJIeHKa;

5. (u3m. - IB, 6p. 81 ot 2013 r., npeaumna 1. 4 - IB, 6p. 15 o1 2014 1.) penbT 3a nmpeanucBaHe
Ha JIEKapCTBEHU MPOAYKTH, ChIBPKAIIM HAPKOTUYHH BEIIECTBA OT MpuiioskeHust Ne 2 1 3 kbM uiL. 3, T. 2
u 3 ot HapenOara 3a pena 3a kinacuduuupane Ha pacTeHUsATa U BelllecTBaTa KaTo HAPKOTUYHM, TIPUETA C
ITocranoBnenue Ne 293 na Munucrepckus cbset oT 2011 r. ([IB, 6p. 87 oT 2011 1.);

6. (mpeaumHa T. 5, u3M. - JIB, O6p. 15 ot 2014 r.) peasT 3a oTneyaTBaHe U paslpelelisHe Ha
OJIaHKU 3a OTIYCKaHE U OTYMTAHE Ha JIEKApCTBEHUTE MPOAYKTH IO T. 5;

7. (HoBa - JIB, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) ycrnoBusita, peaAbT U NPUHIMIIUTE, IO
KOUTO C€ MPEANUCBAT JIEKAPCTBEHU MPOAYKTH ChOOPa3HO TAXHATA pa3XxoAHa €(eKTUBHOCT 110 CMUCHIIA
Ha § 1, T. 28 OT TOMBIHUTENHUTE pa3nopeOU Ha 3aKoHa 3a 37paBHOTO ocurypsiBate (330).

Un. 2. PexxumMbT Ha NPEANUCBAHE HA JICKAPCTBEHUTE MPOAYKTH € ONPEIEIIEH B Pa3pEIICHUETO
3a yrnoTpeba Ha IeKapCTBEHUS MPOAYKT.

Uin. 3. Pa3pemenuTte 3a ynorpeda U perucTpUpaHUTe JEKAPCTBEHH MPOJAYKTH HA TEPUTOPHUSITA
Ha PenyOnmka bearapus ce o0sBABaT Ha HMHTEpPHET cTpaHWIaTa Ha V3MbIHUTENHATa areHIus IO
JIeKapcTBara.
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I'naBa BTOpA.
MEJUIUHCKHU CHEHNUAJIMCTH, KOUTO MOT'AT JA U3JJABAT PELEIITH

Un. 4. (1) [IpaBo ma mpeamucBaT pa3pelieHu 3a yrnoTpeda B CTpaHaTa JICKapCTBEHU MPOIYKTH U
Ja W3JaBaT peLeNnTd HMMaT JIeKapu/JieKapu IO ACHTajdHa MEAMIIMHA, YIPaXHSBAIIM MEAUIIMHCKATa
npodecus.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) IIpaBo ga oTHyCKaT JEKApCTBEHUTE MPOIYKTH, ChIbPIKAIIN
HApKOTUYHU BemiecTBa oT npuwiokenne Ne 1 ma Hapenda Ne 2 ot 2012 r. 3a ycnoBusiTa U pena 3a
OCBIIIECTBSIBAHE HA MPOTPaMH 3a JICYCHHE C ATOHUCTU U arOHUCTH-AaHTarOHUCTHU Ha JIMIIA, 3aBUCUMU KbM
ommmouan (/IB, Op. 49 ot 2012 r.) umar nekapu, paboOTEIIH B IPOTpAMUTE, MOTYIHIN Pa3peiieHue OT
MUHUCTBpA Ha 3/]paBEOINa3BaHETO.

(3) ®enmmepuTe UMAT MPABO Ja MPEITUCBAT pa3peIICHH 3a yIIOTpeda B CTpaHaTa JICKAPCTBEHU
MPOAYKTH W J1a M3JaBaT PELENTH, C U3KIIOUEHUE Ha Te3u OT mnpuiioxkeHue Ne 1, camo mpu CKIHOYEH
JIOTOBOP C JIeueOHO 3aBe/ICHHE.

Un. 5. (U3wm. - 1B, 6p. 94 ot 2011 r.) (1) B pernonanunara 3apasna uncnekus (P31) ce Boau
PETUCTHP HA JICKapUTE U JICKAPUTE 10 JACHTAIHA MEIUIIMHA, KOUTO MPEANUCBAT JIEKAPCTBEHU MPOTYKTH,
ChJIbPIKaI HAPKOTHUYHHU BEIIECTBA.

(2) B peructbpa mo an. 1 ce BOHCBAaT JaHHUTE HA JIEKaps/JIeKapsl 1O JCHTaTHA MEIUIMHA 10
JOKYMEHTA 32 CAaMOJIMYHOCT, JJMYEH KO/ U KOJ Ha JIeYeOHOTO 3aBe/ICHNUE.

I'naBa Tpera.
HPEAIIUCBAHE HA JIEKAPCTBEHU NPOAYKTHU

Pa3gea 1.
Pen 3a npeanucBaHe HA JIeKAPCTBEHU NMPOAYKTH

Un. 6. (1) IlpennucBaHeTo Ha JEKapCTBEHU MPOAYKTH C€ M3BBHPINBA HA peleNnTypHa OJiaHKa ¢
OsUT LBSIT CHIIIACHO MpuiioskeHne No 2.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1)

(3) Bepxy penentypHata OJiaHKa 3aBJDKATEITHO C€ OTOENsA3Ba PEKUMBT Ha OTIyCKaHE - 3a
€HOKPATHO WJIM MHOTOKPATHO OTMYCKaHEe, KaTo MPH MHOTOKPATHOTO OTITyCKaHE C€ YTOYHSIBA U KOJIKO
IIBTH 1€ CE M3ITBIHABA PeIleriTaTa.

(4) Penenitute ¢ pexxuM MHOTOKpPATHO OTIYCKaHE MMAaT BaTUAHOCT /10 6 Mecella OT JaTrara Ha
M3]IaBaHETO UM U ChIIbPKAT O3HAUCHUE HA OpOs HA OTITYCKAHMSITA.

UYn. 7. (1) PeuentypHara 61aHKa ChabpiKa:

1. (mom. - JIB, 6p. 68 ot 2014 1., B cmma ot 15.08.2014 r.) "uHCKpUOUMO" - COOCTBEHO H
(dbamMHITHO MME Ha JIMIIETO MO Wi. 4, YHUKaJeH UACHTU(UKALMOHEH HOMEp, HAMMEHOBAaHUE U aJpec Ha
ne4eOHOTO 3aBefieHNe, TenedoH 3a Bpb3Ka, JaTa Ha U3JaBaHe Ha pellenTara;

2. "mpeckpuOLno" - HAaMMEHOBaHUE, KOJMYECTBO Ha AaKTUBHO BEILECTBO B JIEKapCTBEHA dopma
Y KOJIMYECTBOTO Ha JICKAPCTBEHUS IPOIYKT; KOJMUECTBOTO C€ M3MHICBA C IIU(PH, a IPH MPEIMTUCBAHE HA
JIEKapCTBEHU MPOAYKTH, ChIbPKAIM HAPKOTUYHU BEIIECTBA - U C JyMHU;

3. "curHarypa" - mocouBar ce €IHOKPATHATA U JICHOHOIHATA 11034 HA JEKApCTBEHUs MPOJIYKT,
IPOABDKUTETHOCTTA HA Kypca Ha JIeYUeHUE U HE00X0AUMOCTTa OT MOBTAPSHETO MY; J103aTa C€ U3MHCBA C
mudpy; MpH MPEANUCBaHe Ha J03a, T0-BUCOKA OT MAaKCHMAaJIHO OIpeNesIeHaTa MpH pa3peliaBaHeTo 3a
yrnoTpeda Ha JIEKapCTBEHUSI MPOAYKT, NMPEANUCBAILUAT CE MOANUCBA CpeIly MpEeBHUIlIeHAaTa 03a; He ce



JIOTTyCKaT O0IIM U3pasu Karo: "usBectHo", "mo HacraBnenue", "'mo cxema" u ap.;

4. "cyOckpuOumo" - ykazaHus 3a HaUMHA Ha M3ITBIHCHUE HA TIPEAMUCAHUETO; TIPU H3IT0JI3BaHE
Ha yKazaHuATa "muto", "nutucumo" win "craTuMm" 3abIKUTENHO C€ 3aliCBa YachT HA MIPEIIIMCBAHETO
Ha JIEKApCTBEHUS IPOAYKT;

5. oJIMC Ha JieKaps/neKaps Mo eHTaIHAa MeUIHHA/ penamepa;

6. (u3m. - JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) nuyeH meyart Ha Jiekaps/JaeKaps 1o
JICHTAJIHA METUIIMHA W/UIIK TIeYaT Ha JICYeOHOTO 3aBe/ICHUE;

7. TpUTE UMEHA Ha MAaIMeHTa, Bb3pacTTa U aJpec 10 MECTOXKUBEEHE, KaTo MpH OpeMEeHHa JKeHa,
KbpMadKa MJIH JIETE CE OTPa3siBa U TOBA OOCTOSITEICTBO;

8. (noBa - JIB, Op. 68 or 2014 r., B cuna ot 15.08.2014 r.) YHukaneH uneHTuGUKanoHEH
Homep (YMH) Ha maructbp-apmaneBTa OT peructbpa Ha bearapckus ¢papMaieBTHUCH ChIO3.

(2) (OT™m. - 1B, 6p. 81 oT 2013 1.)

Uin. 8. (1) JlekapcTBeHUTE MPOAYKTU C€ M3MHUCBAT YETIIMBO HA JIATUHHUIA C MEXIYHAPOIHOTO
HENMaTeHTHO WU (papMakoneifHO HAMMEHOBaHUE Ha JIGKAPCTBEHOTO UM BEIIECTBO MU THPTOBCKUTE UM
HAaUMEHOBAHUS.

(2) KonnyecTBOTO Ha JEKApCTBEHOTO BEIECTBO B MPEANHCBAHHS JIEKAPCTBEH MPOAYKT Ce
u3passiBa:

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

2. B MWJIMTPaMH, KOraTo € I0-MaJIKko OT €1H rpaMm (mg);

3. KOJHMYEeCTBa, MO-MalKM OT €IWH MWIWTPaM, C€ O3HayaBaT B MHKpPOTpaMH, KaTO Tasu
MepUTelIHA €IUHHIA HEe Ce ChKpaIllaBa, a Ce M3MHCBa C yMHu (microgram);

4. obemuTe ce u3passBaT B MUIWIUTpH (ml);

5. B MexxnyHapoanu equHuiy (IU) - 3a iekapcTBeHN TPOAYKTH OT OMOJIOTUYEH MTPOU3XO/I.

(3) CekpamenusTa Ha JeKapcTBeHaTa QopMma ce U3INUCBAaT BbPXY pelenTypHara
OnaHKa/JIeKapCTBEHUS JIUCT B CHOTBETCTBHUE C JIeHicTBaIIaTa B cTpaHaTa (papmaxoriesl.

(4) 3abpansiBa ce M3MOI3BAHETO HAa ChKpAILEHUs M TONPABKH MPH U3MMCBAHE HAUMEHOBAHUATA
Ha JIEKApCTBEHUTE MPOTYKTH.

Y. 9. JlekapcTBeHU MPOAYKTH, IPUTOTBEHH 10 MarucTpajiHa U ¢apMakorneiHa perentypa, ce
MIpPEIMCBaT Ha OT/AENHA pelenTypHa OJaHKa.

Yn. 9a. (Hos - JIB, 6p. 15 ot 2014 r.) (1) Ha peuenTu, Kouto 1ie ce M3MBJIHABAT B Apyra
Ibp)KaBa YICHKA, Ce M3MHMCBAT HEOOXOJMMHTE 3a JICYEHHUETO HAa KOHKPETEH IAIlMeHT JIEKapCTBEHU
NPOAYKTH, C W3KIIOYEHHE Ha JIEKapCTBEHUTE MNPOAYKTH Mo wi. 174 oT 3akoHa 3a JeKapCTBEHUTE
MPOAYKTH B XyMaHHATa MEUIIHA.

(2) Penentute mo an. 1 ce u3mMCBAT NMpH Cla3BaHe M3UCKBAaHMATA Ha Ta3u Hapeada, KaTo
3aJBJDKUTEITHO C€ BKIIFOUBAT BCHUKHU JaHHU, TOCOYCHU B MpHItoskeHne Ne 4a.

(3) JlexapcTBeHUTE MPOAYKTU C€ MPEANHUCBAT MO MEXIYHAPOIHO HEMATEeHTHO HAaUMEHOBaHME
i (hapMakoTeiHHO HAMMEHOBaHHE Ha JIEKApPCTBEHOTO UM BEIECTBO.

(4) JlexapcTBeHHTE MPOMYKTH MoraT jga ObJaT MPEANUCaHH MO ThPrOBCKO HaMMEHOBAaHHE B
CIICJTHUTE CITyJau:

1. xorato ce mpeAnucBa OMOJIOTMYEH JIEKAPCTBEH MPOAYKT MO CMHCBHIa Ha § 2, T. 2 oOT
JTOMBJIHUTETHUTE pasnopendou Ha Hapemb6a Ne 27 ot 2007 1. 3a W3UCKBaHUATA KbM JIaHHUTE U
JOKYMEHTAIMATA 3a pa3pelaBaHe 3a ynorpeda v perucrpanus Ha jekapcTBeHu nponaykru (B, Op. 54
ot 2007 1.);



2. KOraTo ToBa ¢ HCOGXOI[I/IMO OT MCAUIIMHCKA TJICJHA TOYKA I10 MPCHCHKA HA JIMIiaTa MO 4JI. 4,
KaTo B TO3HU cnyqaﬁ B peuenrara Ce rnocouBaT NpUINHUTE, KOUTO HaJIaraT U3IOJI3BAHETO HA ITIOCOYCHOTO
TBhPTOBCKO HAMMCHOBAHUC.

Un. 10. Ilpu mpenmnvicBaHe Ha BCEKM OTIEIEH JEKAPCTBEH MPOAYKT JHMIETO mo 4i. 4 e
3abJDKEHO J1a ce MH(pOpMHUpa OT MAIMEeHTa 32 MPEAIISCTBALI0 WM CHITBTCTBAILO JICUCHHE C JPYTU
JIEKapCTBEHU MPOTYKTH.

Pazpgea I1.
IIpeanucBaHe Ha JIEKAPCTBEHH MPOAYKTH, ChABPKAIIMA HAPKOTUYHH BellleCTBA

n 11. (1) (U3m. - IB, 6p. 81 ot 2013 r.) IIpeanucBaHeTo Ha JEKAPCTBEHH MPOAYKTH,
ChJIbPIKalll HAPKOTUYHU BEILIECTBA, CE U3BBPILBA HA CIIELMAIHA peLenTypHa OJlaHKa, [IPEIOCTaBEHA OT
MUHHUCTEpCTBOTO Ha 3ApPaBEONa3BaHETO, C JKBAT LBAT - 3a JIEKAPCTBEHU MPOIYKTH, CHABPIKALIN
HAapKOTHYHU BemiecTBa oT nmpuioxenne Ne 2 kpM wi. 3, T. 2 ot Hapenbara 3a pena 3a knacuduuupane
Ha pAacTEHHUsATAa U BEIIeCTBaTa KaTO HAPKOTUYHH, M ChC 3€JE€H IBAT - 3a JIEKAPCTBEHH MPOAYKTH,
ChJIbPIKaIl HapKOTHYHU BellecTBa oT npuiiokeHue Ne 3 kbpM ui. 3, 1. 3 or Hapenbara 3a pena 3a
KiIacupuIIpaHe Ha pacTEHUATA U BELIECTBATa KATO HAPKOTUYHH.

(2) JlexapcTBeHUTE MPOAYKTH MO NpuiaoxeHue Ne 5, chabpikalld HApKOTUYHHU BELIECTBA B
KOMOMHAIIMSI, ce TMPeIUCBaT Ha pelenTypHaTa OJaHKa 1Mo ajl. 1 ¢bC 3eNeH IBSAT.

(3) CnenmannaTa perentypHa OjaHKa ce OTIeYaTBa B TPU €K3EMIUISIpa HA XUMU3UpAHA XapTHs
U ChIIbP>Ka OCBEH JAHHUTE IO Wi. 7 U CIEIHUTE AONBIHUTEIHN JaHHU:

1. cepust 1 HOMep Ha pelenTypHara 0JlaHKa;

2. Haanuc "JIOKyMeHT, KOUTO NOJIEKH Ha CIEI[MaJIeH OT4YeT" .

(4) CpoxbT Ha BaTUIHOCT Ha CIICLIMANIHATA PellenTa € 7 JHU OT JaTaTa Ha U3JaBaHETO M.

UYn. 12. (1) Peuentara ce u3zgaBa B TpU €K3eMIUIsIpa, IIbPBUTE JIBa OT KOUTO C€ INperaBaT Ha
ManucHTa, a TPETUAT CE€ ChbXpaHABa OT J'ICKapfl/J'IeKapH Mo ACHTAJIHA MCIUIIMHA B MPOAb/IDKCHHUE HA €1HA
TOZIMHA U c€ MPEAO0CTaBs HA KOHTPOJIHUTE OpraHy pU IpOBepKa.

(2) (M3m. - 1B, 6p. 94 ot 2011 r.) Cnex n3tuyane Ha cpoka o aji. | peuenTtute ce npeaasBaT ¢
IIpUEMHO-TIpeIaBaTelIeH MPOTOKON Ha uHcnekTopure B P3U, xouto ru cexpanssar 3a cpok 10 roauHu,
CIIe/I KOETO CE€ YHHIOXKABAT OT KOMHCHS, OIIpe/IelieHa ChC 3armoBe1 Ha qupekropa Ha P3U.

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

(4) (U3m. - [IB, 6p. 68 ot 2019 1., B cruta ot 27.08.2019 r.) Koraro nexapcTBEHUST MPOIYKT CE
3amnama ot Hanmonanuara 3apaBHoocuryputenta kaca (H30K), nekapsart 3a1bKUTENHO MOMBJIBA KOJa
Ha H30K Ha cvotBeTHMs nekapcTBeH npoAykT U MKDB kona Ha 3a0ossBaHeTo chIilacHO Hapeadara mo
yi. 45, an. 3 ot 330.

(5) Tlo mpenienka Ha Jekaps Ha €HA perenTypHa OjlaHKa MOKE Ja ce€ MPEINUCcBa MOoBeYe OT
€/IMH JIEKapCTBEH MPOIYKT, ChIbpKalll HAPKOTUYHH BEIIECTBA.

(6) 3abpaHsiBa ce MpeANMUCBAHETO HA JIEKAPCTBEHH MPOIYKTH, KOUTO HE ChABPIKAT HAPKOTUIHHU
BEIIIECTBA, Ha CIIEUAIIHUTE PELETITYPHH OJIaHKH.

Ui 13. (Otw™. - [IB, 6p. 81 o1 2013 1.)



Y. 14. Ilpu npennucBaHe Ha JIEKAPCTBEHU MPOAYKTH, ChAbp KAl HAPKOTUYHU BEIIECTBA, CE
CTIa3Bar CIICTHUTE N3UCKBAHMS:

1. KOTMYECTBOTO Ha JIEKAPCTBEHUTE MPOYKTH CE U3IMKCBA C TUPPH U C TyMU;

2. KOJHMYECTBOTO HA TPEANUCAHHS JIEKAPCTBEH MPOAYKT HE MOXKE Jla HaJIBUIIIaBa
TepaneBTUYHaTa j03a 3a 30 qHu.

Ui 15. (dom. - IB, 6p. 81 oT 2013 r., m3Mm. - JIB, O6p. 104 ot 2013 1., u3m. - [IB, 6p. 68 ot 2019
r., B cwia ot 27.08.2019 r.) JlekapcTBEHH NPOAYKTH, CHIbpPXKALIM ETHIMOP(GUH, KOAEUH U
¢denobapburan B kommuectBa 10 50 Mr 3a 1030Ba €AMHHUIIA B KOMOMHALUS C JIPYTd JIEKapCTBEHH
BEIIECTBA, CE MPEANUCBAT Ha OOMKHOBEHA peLEenTypHa OJlaHKa 3a €IHOKPAaTHO OTIyCKaHe W B
KOJINYECTBA, ChOOpa3eH! C JJHEBHATA JI03MPOBKa, 3a He rnoseye oT 30 qHH.

Un. 16. Ilpu npeanucBaHe Ha BCEKU OTAEIEH JIEKApCTBEH MPOAYKT JIMLETO MO Wi. 4 €
3aIBJKEHO J1a ce MHGOopMHUpa OT MalueHTa 3a MPeIUIecTBall0 WM ChII'BTCTBAIIO JICYEHUE C IPYTH
JIEKapCTBEHU MTPOIYKTH.

Paznea II1.
[IpennucBaHe Ha JIeKAPCTBEHH MPOAYKTH, 3aIJIAIIAHU OT Peny0TUKAHCKUS OI0/IKeT 3a JJeUeHHeTO
HA OBJTrapCKHUTE IPaKIaHM 32 3200/I9BaHUSA, U3BbH 00XBATa HA 3aIbJKHUTEJTHOTO 3IPABHO
ocurypsiBaHe

Y. 17. Jlekapure mMorar aa npeanucBaT JEKapCTBEHU MPOJIYKTH, 3aIllalllaHu ChC CPEACTBA OT
penyOaMKaHCKHUs OO/IKET 3a JieueHHe Ha 3a00JsBaHusl, U3BBH 00XBaTa Ha 3aJbJDKUTEIHOTO 3APaBHO
ocurypsiane ceriracHo Hapemba Ne 34 ot 2005 r. 3a pena 3a 3amialiane OT PeryOIMKaHCKHUS OI0KET
Ha JICYEHUETO Ha OBJIrapCcKuTe TpakIaHu 3a 3a00JsBaHMs, U3BbH 00XBaTa Ha 33bKUTETHOTO 3/IpaBHO
OCUTYpSIBaHE.

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

Y. 19. KonndecTBOTO Ha MpeANUCaHUTE JEKapCTBEHU MPOAYKTH ciie/iBa Ja ChbOTBETCTBA Ha
cpoxosete 1o 4. 22 ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiaiiade oT penyOoJInKaHCKUs OI0KeT
Ha JICYEHUETO Ha OBIrapCKUTE TPaKIaHU 32 3a00JsBaHMsl, U3BBbH 00XBaTa Ha 33bKUTEIIHOTO 3/1PABHO
ocurypsiBasne u wi. 14 ot ta3u Hapenoa.

Un. 20. (M3m. - IB, 6p. 95 ot 2014 r.) [IpeanucanuTe JeKapCTBEHHW MPOAYKTH IO peaa Ha
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amjamaHe OT pernmyOJIMKaHCKHsS OIOJKET Ha JICYEHHUETO Ha
ObJATapcKUTE rpa’kJaHu 3a 3a00JIsIBaHUS, U3BBH 00XBaTa Ha 3aIbJDKUTEIHOTO 3[PaBHO OCUTYpSIBAHE Ce
BIIMCBAT B MEAMIIMHCKATA JOKYMEHTalUs HA MallUEHTA.

Un. 21. (1) JlekapcTBeHM NPOAYKTH 3a MAIMEHTH, KOUTO C€ JIEKyBaT MPU aMOYyJaTOPHH
yCJIOBHS, Ce MpeUCcBaT Ha pelenTypHa Oj1anka ceriaacHo npuinoxxenue Ne 8 or Hapenba Ne 34 ot 2005
. 32 pela 3a 3arvialiaHe OT PenyOJUKAHCKUs OIO/DKET Ha JICUYCHHETO Ha OBJTApCKUTE TPaKIAaHU 3a



3a00JsiBaHMs, M3BBH O0XBaTa Ha 3aIBJDKHTEIHOTO 3APaBHO OCHTypsiBaHE, KOSATO c€ HM37aBa B JBa
ex3eMIuisipa. [IbpBUAT €K3eMIUIIp ce ChXpaHsBa B anTeKaTa, a BTOPHUAT - B CUETOBOJICTBOTO Ha
CHOTBETHOTO JIUeOHO 3aBE/ICHUE B MTPOABDKEHUE HA 5 TOAUHHU.

(2) (U3m. - JIB, 6p. 95 ot 2014 1.) JIekapcTBEeHUTE MPOAYKTH 32 IMAIIMEHTH, KOUTO CE JICKYBaT B
CTallMOHApHM YCJIOBMsI, CE€ IPEANMCBAT Ha JICKAPCTBEH JIUCT CBIVIACHO mIpuiiokeHue Ne 5a, KOWTO ce
u3aBa B JiBa eK3eMIunsipa. [IbpBUAT eK3eMIUIsIp ce ChXpaHsBa B alTekaTa Ha JiedeOHO 3aBeicHHE, a
BTOPHST - B ChOTBETHOTO OTJICJIEHUE B IPOABIDKEHHIE HA 5 TOIUHH.

Ui 22. (U3m. - JIB, Op. 95 ot 2014 r.) Penenture mo 4. 21, an. 1 ca BauaHu 3a cpok 15 aHH
OT J1IaTaTa Ha U3/1aBaHETO HM.

Pazgean IV.
IIpennucBaHe HA JIEKAPCTBEHU MPOAYKTH, 3AIJIAMAHA HANBJIHO WM YacTudHo oT H30K

Y. 23. (1) (dom. - JIB, 6p. 81 ot 2013 r., m3m. - JIB, O6p. 95 ot 2018 r.) JIuniata mo wi. 4, an. 1,
paboTemy B JeueOHH 3aBeIeHUS 32 U3BbHOOTHUYHA MTOMOIII, B 3MbJIHeHHE Ha oroBop ¢ H30K morar
J1a TIPEAMUCBAT JIEKAPCTBEHH MPOJIYKTH 1O Wwi. 262, ai. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOIYKTH B
xyManHaTta mequimHa (3JIIIXM) 3a neuenue Ha 3apaBHOOcHrypenu nuua (30J1), 3amnananyu HambIHO
nmu vyactuyHo otT H3OK 3a pomamHo jedeHne Ha TEpUTOpHUSTA Ha CTpaHata 3a 3a0oisBaHusd,
onpeeeHu ¢ HapeaoaTa o 4. 45, an. 3 330.

(2) U3BbH ciydanTte 1mo aji. 1 JexkapcTBEHU MPOIYKTH, 3allIalllaHUd HAI'BJIHO WJIM YaCTUYHO OT
H30K, morar nga ce mpeamucBaT OT JIeKapu/JeKapu MO JeHTallHA MEIUIMHA, paboTemu B JeuyeOHH
3aBeJICHUS 32 U3BHHOOIHUYHA IIOMOII IO WI. 5, all. 1 oT 3akoHa 3a IeueOHUTE 3aBEACHMSI, KOUTO Ca KbM
MUHHUCTEPCTBOTO Ha MPABOCHIUETO.

(3) JlekapcTBeHu MpOAYKTH, 3aruiamiaHd HanmwJIHO wind yactuuHo oT H30K, morar na Obaar
MPENNUCBaHN Ha 3JPaBHOOCUTYPEHH OBIATapcKu TpakIaHH, JUIA C MPABO HA 3/PAaBHO OCUTYpsIBaHe,
YAOCTOBEPEHO OT JApyra abpxkaBa - uieHka Ha EC, win cbhrilacHO ABYCTPAHHU CIIOTOI0H.

(4) (U3m. - 1B, 6p. 81 ot 2013 r.) Jlunara no un. 4, an. 1, cnmenuanucTu no mnpoduia Ha
3abomnsBaneTo, padoremniu mo goroop ¢ H30K B neueOHM 3aBeneHUs 3a U3BHHOOJHUYHA TTOMOII HIIHA
CrHelHaTu3upaHl KOMUCUH B JIe4YeOHHU 3aBe/ieHUs 3a OOTHUYHA MOMOII, CKItoummu aoroop ¢ H30K,
MOraT Jla u3/aBaT TMPOTOKOJIM 3a TPEANHCBAHE Ha JIEKAPCTBEHW NPOJYKTH, 3aIljlalllaHd OT
H3OK/Pernonannara 3apaBHoocurypurensa kaca (P30K).

(5) (Hosa - JIB, 6p. 68 ot 2019 r., B cuina ot 27.08.2019 r.) B cmywyaute mo am. 1 - 4
MIPENIIMCBAHETO C€ OCBIIECTBSIBA MPHU CMa3BaHE Ha YTBBbPJACHUTE (papMako-TepaneBTUYHH PHKOBOJCTBA
o wi. 259, an. 1, 1. 4 oT 3aKkoHa 3a IeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIINHA.

UYn. 23a. (Hos - [IB, 6p. 81 ot 2013 r., ot™. - IB, 6p. 95 ot 2014 r., HOB - /IB, 6p. 68 oT 2019
r., B cuia ot 27.08.2019 r.) (1) B cayuaute mo wi. 23, an. 4 mpu U3JaBaHETO Ha MPOTOKON 3a
CKBIIOCTPYBAIIY JIEKAPCTBEHU MPOAYKTH, 32 KOMTO C€ M3BbpIIBa eKcreprusa no 4i. 78, T. 2 or 330,
MOJKE JIa C€ MPEIIHICBA JIEKAPCTBEHUAT MPOIYKT/TEPANIEBTUIHUAT KypC ChOOPa3HO HEroBaTa pa3xojaHa
epekTUBHOCT 1O cMuchbia Ha 330, KoraTo B KOHKpPETHHS CIy4yaid ca HajMlle TepareBTHYHU
aJITEpHATHBH, JICKAPCTBEHUTE MPOTYKTH/TEPANTUN UMAT JTOKa3aHa CXOIHA €(EeKTUBHOCT M OE30MacHOCT
3a jiedyeHue Ha 3a0onsBaHeTro Ha 30JI, ¢ MOJOOHO KIMHUYHO MPOTHYAHE M TEXKECT ChIVIACHO KpaTKara
XapaKTePUCTHKA Ha TIPOTYKTa/TIPOAYKTHUTE.

(2) YcnoBusita U KpUTEPUMTE, 110 KOUTO C€ OMpEeNeNs Aadu JIEKapCTBEHUTE MPOAYKTH ca
TepareBTHYHU aNTePHATHBH, Ca:



1. nexapcTBEHUTE NPOAYKTH Ja HMMaT MJICHTUYHU TIOKAa3aHUS B YTBBPACHUTE KpPaTKH
XapaKTepUCTUKH Ha MPOJYKTUTE;

2. JeKapCTBEHUTE MPOJYKTH Ja ca €IHAKBO IMO3ULIUOHUPAHU B TEPANICBTUYHHS AITOPUTHM Ha
ChOTBETHOTO 3a00JI1BaHEe ChOOPA3HO YTBBPACHUTE (PapMaKo-TepaneBTUYHN PbKOBO/ICTBA;

3. 3a JEKapCTBEHUTE MPOAYKTH Jla ca MPHJIOKUMHU €IHAKBH TEPANeBTHMYHH IMOKA3aTeIH KaTo
M3MEpUTEIT Ha TePaNeBTUUHUS Pe3yTar;

4. cxonHaTa epeKTHBHOCT U 0OE30MaCHOCT 3a JIeYeHHE Ha 3a00JIIBaHETO J1a € JI0Ka3zaHa 4pe3
METaaHaJIN3H WIK IPEKU CPAaBHEHMS Upe3 KIMHUYHU IPOYUBAHHUS.

(3) Onpenenanero Ha TepaneBTUUHUTE AITEPHATUBH CHIVIACHO YCIOBUATA U KPUTEPUUTE HA all.
2 ce u3BBpIIBA B Mpoueaypa no ui. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsko 3abousiBaHe, 32 TEPANEBTHYHOTO JICUEHUE HA KOETO ce m3aaBa mnporokosn, H30K
U3BBPIIBA AHAINW3 M OIpelens pa3xoAHaTa eQEeKTUBHOCT Ha TEpaNeBTUYHUTE alTepHATUBU
MOCPEJICTBOM M3YHCISIBAHE HAa CHOTHOIICHUETO Pa3Xxojy/pe3ynTar. 3a LenTa ce paszens CTOHHOCTTa Ha
TOAMIIHMS TEpaleBTUYEH KypC 3a BCEKU JICKApCTBEH MPOAYKT Ha MOCTUTHATHUSA OT HEro KJIMHUYEH
pe3yaTar, U3MepeH ¢ IpeaBapUTEeTHO U30paHUs U3MEPHUTEN HAa e(PEKTUBHOCTTA.

(5) 3a nexapcTBEHHUTE NMPOAYKTH, IPEACTABISBAILM TEPAIEBTUUHU AJITEPHATHBH 32 JICUCHHE Ha
naneno 3abonsBane, H30K wu3rorBs nHdopmanus, B KOSTO MOCOYBA B HMU3XOMSI Pl MPOIYKTHTE
cb0Opa3HO ompezeseHara UM 1o pena Ha ail. 4 pa3xoaHa eekTuBHOCT. JlomycTUMO € €MH UJIH ToBeYe
JIEKapCTBEHH MPOJYKTH Jla UMAT €IHa U ChIa pazxoqHa egexTuBHOCT. MH(popmanmsTa ce ono0psiBa OT
Hamzopuusa ceBer Ha H3OK, nyOnmkyBa ce Ha odwunmannara unrepHer crpanunia Ha H30K u ce
aKTyalu3upa pu HeoOXOAUMOCT/TIPOMSTHA Ha OTHOCUMHTE OOCTOSTEIICTBA.

(6) Ilpu m3naBaHe Ha MPOTOKOJ JIEKApSAT/ClieNUalu3UpaHaTa KOMHMCHS MOXKE Jia MpeANucBa
JIEKapCTBEH MPOIYKT/JIEKAPCTBEHH MPOIYKTH, KOUTO Ca MOCOYEHH B HH(POPMAIUATA IO ajl. 5 choOpa3Ho
TAXHATA pa3xoaHa e(eKTUBHOCT.

(7) Anunes 6 ce mpuiara B CiydyauTe Ha M3/1aBaHE Ha MPOTOKOJ HA 3IPAaBHOOCUTYPEHO JIUIIE 32
bpBU IbT. [Ipy nunca Ha TepaneBTHYEH OTTOBOP, HAIMYKME HA HEXeJIaHU JIEKapCTBEHU PEeaKLUU WIH 1O
NpeleHKka Ha MEIUIIMHCKUS CIIEHUAINCT, TOJKPeNeHa ¢ MEIAMIMHCKA OOOCHOBKA, € JOIYCTHMO
NPEINUCBaHe HAa JIEKApCTBEH MPOAYKT OT HAJMYHUTE TEparneBTUYHM alNTepHaTHBU Oe3 clla3BaHe Ha
MIPUHITAIA 32 Pa3XxoiHa e(h)EeKTUBHOCT.

Un. 236. (Hos - JIB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) (1) 3a ompenensiHe Ha
pazxoanata edexTuBHOCT 1o 4wi. 23a, an. 4 kbM H30K ce ch3maBa koMucusi, KOATO BKJIIOYBA TPUMA
npencrasutenn Ha H3OK, enun mpencraBuren Ha MUHHMCTEPCTBOTO Ha 3/paBEONa3BaHETO M €IMH
npenacraBuTel Ha HanmoHanmHMsS ChBET TO IIEHW W perMMOypcHpaHe Ha JIEKAPCTBEHUTE MPOIYKTH.
ChcTaBbT Ha KOMHMCHUATA ce ompenens cbe 3anose Ha ympasurtens Ha H3OK. Komwucusra nmpuema
npaBuiia 3a paboTara cu.

(2) 3a moamomarane pa0oTaTta Ha KOMHCHATAa MOrar jAa ObJaT NPHUBIMYAHU U BBHIIHU
eKCTIepPTH.

(3) UnenoBere Ha KOMHCHATA MO aj. 1, KAKTO M JMIaTa MO aj. 2 HE Morar Ja ydyacTBaT B
JEWHOCTH, CBBP3aHH ¢ pa3pabOTBaHETO, MPOU3BOJCTBOTO, MAPKETHHTA, THPTOBUATA HA €IPO U JPEeOHO
ChC ChOTBETHUS JIEKAPCTBEH MPOJIYKT.

(4) UneHoBere Ha KOMHCHATA M0 al. 1, KAKTO U JIUIaTa MO ajl. 2 ca AIBKHU Jla He pa3riiacsaBar
(bakTi 1 00CTOATENICTBA, CTAHAM UM W3BECTHH IPH WJIM IO MOBOJ] U3ITBIHEHUE HA 33bJDKEHUSATA UM 110
Ta3u Hapenoa.

(5) Ha xomucusTa ce npeaoctasst HH(GopMaius 3a JOroBOPEHHUTE MO pesia Ha Hapendara Imo uil.
45, an. 9 330 oTCTBHIKHU 32 JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO C€ OIpeneis pa3xoaHa e(peKTUBHOCT U
Ha TepareBTUYHUTE aITEPHATUBHU, KAKTO U JIOMIBJIHUTENIHA HH(OPMAIIHS TPU HEOOXOIUMOCT.

Ui 23B. (Hos - 1B, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) B cnyuaute o wi. 23a, korato
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KaTo TEparneBTUYHA aJITEpHATHBA € ONPENENIECH JIEKApCTBEH MPOAYKT mo wi. 29, an. 2 ot 3JIIIXM,
JeKapsT/cenanu3upaHaTta  KOMHUCHSL MOXE Ja TMpeanucBa TO3M JIGKAPCTBEH MPOAYKT Ha
3/]paBHOOCUTYPEHOTO JIMIIE, Ha KOETO C€ H3/aBa IPOTOKOJ, CBIJIACHO IpPUHIMIA 32 Pa3XOoAHa
€(EeKTUBHOCT.

Un. 24. (1) (U3m. - B, 6p. 81 ot 2013 1., u3m. - 1B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020
r.) JlekapcTBeHUTE TPOAYKTH, KOMTO HAMBJIHO WKW YacTuuHO ce 3amamar oT H3OK 3a momariHo
JieueHne, ce MpeAnucBaT Ha peuentypHa Onanka (oOpaseny M3 - H30K Ne 5 mo mpunoskenue Ne 6),
penentypHa 6nanka (oopazer; M3 - H30K Ne 5A no npuioskerue Ne 7) uim 3a TAX ce U3aaBa IPOTOKOI
(oOpazen no npusoxxenue Ne 8) npu ycinoBusi U pell, ONPEACIICHH B HAIMOHATHUTE PAMKOBH JIOTOBOPH
mo ui. 53, an. 1 330.

(2) Peuentypuute Oanku mo an. 1 ce u3naBaT, KaKTO CIIE/IBA:

1. (mom. - JIB, Op. 95 or 2018 r.) peuentypna Omanka (o6pasenr M3 - H30K Ne 5 mo
npunoxenne Ne 6) - 3a mpeAnucBaHe Ha JIGKAPCTBEHHM MNPOAYKTH 3a JIeUeHUE Ha 3a00JsIBaHMSA, B
KOJIMYeCcTBa 3a He nmoBede oT 30 AHH, OCBEH KOTaTo JIMIICBA MOAXO/SIIA OMTAaKOBKA ChITIACHO CIIMCHKA I10
1. 262, ain. 1 3JIIIXM,;

2. (m3m. - JIB, 6p. 95 ot 2014 r.) penentypna 6manka (o6pazen M3 - H30K Ne 5A mo
npuioxkeHue Ne 7) - 3a mpeAnucBaHe Ha JIEKApCTBEHU IPOAYKTHU 3a JICYEHNE HA XPOHUYHH 3a00J1sIBaHuS,
B KoJInuecTBa 3a He noseue ot 100 qHu.

(3) (Homa - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) [Iporokonute mo an. 1 ce uzgasar
3a MpeIUCcBaHe Ha JIEKAPCTBEHU MPOAYKTH 3a JICUCHUE HA XPOHUYHU 3a00JIsIBaHUS B KOJIMYECTBA 32 HE
noseye ot 365 nHu.

(4) (ITpenumna an. 3 - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) HemomeaHeHUTE MI0JIETA
B pelieNnTypHUTE OJaHKU 110 aji. 1 ce anynupar cbe 3Hak "Z".

(5) (Ilpequmina an. 4 - 1B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) Penentypuure 61anku
1o aj. 1 ce u3naBar B JBa €K3EMILISAPA.

(6) (U3m. - JIB, Op. 95 ot 2018 r., nmpeaumua an. 5 - JIB, 6p. 68 ot 2019 r., B cuna or
01.01.2020 r.) PenentypHute OmaHKu 1o aj. 1 3aIBJDKUTEIHO C€ MOITBJIBAT B EJIEKTPOHHA (opma,
pasmevarBar ce U W3JaJUTe TU JIeKapu/IeKapy Mo JeHTaIHa MEeIUIIMHA ToJlaraT MOANUC U JTUYEH revyaT
W/WJM TIeYaT Ha JIe4eOHOTO 3aBe/IeHNUE.

Un. 24a. (Hos - IB, 6p. 15 ot 2014 r., usm. - [IB, 6p. 95 or 2018 r.) Koraro na 30JI ce
MPEANUCBAT JIKAPCTBEHHU MPOAYKTH, C U3KIIOUCHHUE Ha JIEKApCTBEHUTE NMPOoaAyKTH 1o wi. 174 3JIIIXM,
3amiamnaiyd HanbJaHo win yactuyHo oT H3OK, penentypuurte 6manku mo ui. 24 crneaBa Ja ChIbpKaT
BCUYKH JaHHU, TOCOYEHU B mpuiiokeHne Ne 4a, Kkorato ce miaHupa Ja ce U3IBIHABAT B Apyra JbpKaBa
YJICHKA.

Un. 25. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JIunara o 4i. 23 BOucBaT B aMOylIaTOPHUS JIUCT,
KOITO ce chxpansBa B focuero Ha 30JI 3a OTYETHOCT U KOHTPOJI, CIEAHUTE JaHHU OT PELETITUTE 10 Y.
24, an. 1: xon va H30K, MKbB kon Ha 3abomsiBaneTo mo Hapeabdara mo wi. 45, an. 3 330, curnarypa,
MPENICaHO KOJIUYECTBO U JHUTE, 32 KOUTO € JJOCTATHhYHO MPEANUCAHOTO KOJTUYECTBO.

(2) (Hom. - IB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) [laTara Ha U31aBaHe Ha pelenTaTa
clieiBa Jla ChBIAJa C JjaTaTta Ha W3JaBaHe Ha aMOynaTopHUs JHUCT. JlaTata Ha M3/aBaHe Ha MPOTOKOJA
clleiBa Ja ChBIIaJa C JaTaTa Ha W3/laBaHe HAa aMOYJIaTOPHUS JIMCT, PECIIEKTHBHO C JlaTaTa Ha OKa3BaHE
Ha MeJMIMHCKaTa mnomoml (amOynaTopHa mpoueaypa) MO ONpeleisHe Ha IUIaH Ha JIe4eHUe u
MpocCIieisiBaHe Ha TEPANEBTUYHUSI OTTOBOP MPH TMAMEHTH, TOTYYaBalll CKbIIOCTPYBAIIHN JIEKAPCTBEHU
IIPOAYKTH 10 peaa Ha wi. 78, T. 2 ot 330.



Ui 26. (1) JIumara mo wi. 23 uMart mpaBo Ja MPEANrCcBaT Ha €IHa pelenTypHa OjaHka 10 TpH
JICKapCTBEHH MPOJYKTa, CBbP3aHU C JICYEHUETO Ha JI0 TPU PA3JIMYHU 3a00JIBaHMS, a HA €IUH MPOTOKOJI
- €JIUH JIEKAPCTBEH MPOAYKT B 0 TPU JO30BH €IUHUIIM 32 €THO 3a00IIIBaHE.

(2) IIpomenu B mpeanucaHuTe JEKapCTBEHH MPOAYKTH IO peuenTtypHa 6manka (obpazern M3 -
H30K Ne 5 mo mpuinoxkenue Ne 6) MOoxe 1a MpaBH caMoO JICKapAT/JIEKapAT IO JCHTAJIHA MEIUIIMHA,
n3Jaji perenTara, KaTo 3a LeiTa ChIIMT aHyJIupa HeU3IIbJIHEHAaTa PELENTa U U3/jaBa HOBA.

(3) IIpomenu B mpeanucaHUTE JICKAPCTBEHU MPOIYKTH 10 perenTtypHa Omanka (obpaszen M3 -
H30K Ne 5A mo mpunoxenue Ne 7) Moxe Aa MpaBH caMo JICKAPAT/JIEKapAT MO JACHTAJIHA MEIUIUHA,
u3Jaji perenTara, KaTo 3a LeiTa ChIIUIT aHyJIupa HeU3MbJIHEHUTE OTPSA3bLU OT Hesl M U3/1aBa HOBA.

(4) (U3m. - B, 6p. 95 ot 2018 r.) B ciywaure no an. 2 u 3 nunara no wi. 23 3aabHKUTEITHO
usuckBaT ot 30JI peuentypHuTe OJaHKW WM OTPS3BIU OT PEUEHNTYpPHH OJaHKH, KOUTO MOAJIeKAT HA
aHynupaHe. AHYJIMpAHUTE PELENITYPHH OJaHKH WM OTPSI3bLM OT PEUENTYpHHU OJIAHKU Ce ChXpaHSIBaT B
nocuero Ha 30J1, npukpeneHu kbM aMOyIaTOPHUS JIUCT OT JaTaTa Ha TAXHOTO M3/1aBaHE.

(5) Ilpm wuskmOYBaHE HA JIEKAPCTBEHM MPOAYKTH OT TO3UTHBHUSA JICKAPCTBEH CIIUCHK
U3JIaJICHUTE PELeNTH Ce aHyJIupaT Mo pena Ha ai. 2, 3 u 4, KaTo MalMeHTUTEe He 3arianiar cymara o
yn. 37, an. 1, . 1 330, ako He ce Hajlara oKka3BaHe Ha MSIUIIMHCKA IIOMOIII.

Yn. 27. (1) Jlumara mo ui. 23 uMaT mpaBo Ja MPEANUCBAT JIEKApPCTBEHU MPOIYKTH, 32 KOUTO
H3O0K HanbiaHO WM YaCTUYHO 3aIlIalla, B CJICIHATE KOJINIECTBA:

1. 3a JeyeHUe Ha OCTPU CHCTOSHUS - IEKAPCTBEHH MIPOIYKTH 3a HE mmoBeue oT 10 qHu;

2. (mm. - IB, Op. 95 ot 2014 r.) 3a nedyeHHe HA XPOHWYHU 3a00JSIBAHHS - JICKAPCTBCHH
MpoayKTH 3a He nmoBede ot 100 nHuU, MpeanucaHu Ha O TPU OTpsA3bKa OT pelenTypHa OiaHka (oOpaser
M3 - H30K Ne 5A no mpunoxenue Ne 7) unu Ha peuentypHa 6ianka (o6pazen M3 - H30K Ne 5 no
npuitoxerue Ne 6).

(2) JInnara no wi. 23 nocouBar B peleNTypHUTE OJIaHKU 10 4. 24, an. 1 u B aMOynaTopHUs
JIMCT CPOKa, 3a KOHUTO ce MPEe/HCBa.

(3) (Hom. - B, 6p. 95 ot 2014 r.) B cayuaute no an. 1, T. 2 ce mpeANUCBaT JIEKapCTBEHU
NPOAYKTH Ha €IUH OTpA3bK 3a He moBede oT 30 JHH, OCBEH KOraTo JIMIICBA IMOAXOJINA ONAaKOBKa
CBIVIACHO CHUCHKA Mo wi. 262, an. 1 or 3akoHa 3a JEKapCTBEHUTE MPOJIYKTH B XyMaHHaTa MeIWIIMHA
(3JIIIXM) mnu KoraTo JIeKapCTBEHUTE NMPOJYKTHU CE MPEANICBAT B KOJUYECTBA 3a roseye oT 90 AHu.

Un. 28. Ha peuentypaute OnaHku mo wi. 24, an. 1 He moraT aa ObAaT MPEAITMCBAHU
€HOBPEMEHHO JIEKAPCTBEHH MPOAYKTH:

1. Ha3HAYEHH C MPOTOKOJI 1O 4. 24, anl. | u TakuBa, KOUTO HE Ca HA3HAYCHU C TaKBHB MPOTOKOJ;

2. Ha3HAYE€HU C MIOBEYE OT €MH MPOTOKOJI MO 4Jl. 24, an. 1.

Ui 29. (1) (U3m. - 1B, 6p. 95 ot 2018 r.) Jlunara mo 4. 23 ca arexuu aa yegomst 30J1 -
pECTI. HETOB POJIUTEN, HACTOWHUK HIIM TIOTIEYUTE, WIIK JUIEeTo 1o wi. 162, an. 3 ot 3akoHa 3a 37paBeTo,
3a BUJA Ha TMPEANHCAHUTE JICKAPCTBCHH NPOAYKTH, TSIXHOTO JICHCTBUE, HEXKEJIAHU JICKaPCTBCHH
peaxiuu, peJ ¥ HauuH Ha TIpUeMaHe, 3a CyMara, KOsITO CIIe/IBa J1a 3arjiaTH, ako JEKapCTBEHUST MPOIYKT
ce 3ammtamia yactunudo ot H30K.

(2) (U3m. - B, 6p. 95 ot 2018 r.) VYBemomsBanero Ha 30JI, pecn. HETOBUS POIUTEN,
HAaCTOMHUK, TOMEUUTEN WM JUIeTo mo 4i. 162, an. 3 or 3akoHa 3a 37apaBeTO, CE YIOCTOBEPSBA C
MOJINKCA MYy B aMOYJIaTOPHHUS JTUCT.



Ui 30. (1) PenenTute, u3nucanu mo peaa Ha TO3W Pas3zell, UMaT CPOK Ha BaTUIHOCT CUYMTAHO
OT JlaTaTa Ha U3/JjaBaHe, KaKTo CJIE/Ba:

1. no 15 xanengapHu AHM - 3a peuentypHa oyanka (obpaszenr M3 - H30K Ne 5 mo npumnoxenue
Ne 6) u 3a oTpsi3bK A oT penentypHa 6manka (o6pazerr M3 - H30K Ne 5A no mpunoskenue Ne 7);

2. 1o 45 xajneHaapHU JHM - 3a OTPA3bK B oT penentypHa 6manka (o6pasenr M3 - H30K Ne 5A
1o npuioxenue Ne 7);

3. 1o 75 kaneHmapHu IHH - 32 oTps3bk C oT perenTypHa 6manka (o6paszenr M3 - H30OK Ne 5A
1o npuioxenue Ne 7).

(2) (Hom. - 1B, 6p. 68 or 2019 r., B cuna ot 27.08.2019 r.) OtmennuTte OTpsI3bIM Ha
penentypna 6anka (o6paser; M3 - H30K Ne SA no npumnoxenue Ne 7) ce M3BIHSABAT MOCIEA0BATEITHO
B CJIEIHUTE CPOKOBE CUMTAHO OT Jarara Ha W3/1aBaHETO M, CbOTBETHO - JaTaTa Ha OTIyCKaHE Ha
MPEAXOJHOTO KOJIUYECTBO OT MPENUCAHUTE MMPOTYKTHU:

1. no 15 kaneHaapHu JIHU - 32 OTPSI3BK A;

2. (m3m. - [IB, Op. 95 ot 2014 1.) ot 25 10 45 KaneHgapHU THU - 32 OTPA3BK B;

3. (u3m. - IB, Op. 95 ot 2014 1.) o1 50 o 75 kaneHmapHU AHM - 32 OTpA3bK C.

(3) (U3m. - JIB, 6p. 81 ot 2013 1., u3m. - JIB, Op. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
[Iporokonute mo ui. 24, an. 1 UMar cpok Ha BaTUAHOCT A0 365 KaneHAapHU AHH CUMTAHO OT Jarara Ha
3aBEpsBAHETO UM B PErHMOHAJIHATA 3JPAaBHOOCUTYpUTENIHA Kaca. OnpeaensiHETO Ha CpOKa Ha BaJIMIHOCT

Ha BCEKH MMPOTOKOJI CE U3BBPIIBA [10 KPUTEPUH, YCTAHOBCHU B HAIIMOHATHUTE PAMKOBH JIOTOBOPH 10 YJI.
53, an. 1 ot 330.

Paszpnen V.
IIpeanucBane Ha JieKAPCTBEHH NPOAYKTH B JeuyeOHH 3aBeaeHus cbe craunonap (Hos - IB, op. 81
ot 2013 1.)

UYn. 30a. (Hos - [IB, Op. 81 ot 2013 1.) (1) (U3m. - AB, 6p. 95 ot 2014 r.) IIpennucBaneTo Ha
JICKQpCTBEHH TIPOJIYKTH B JIEYEOHM 3aBEJCHUSI ChC CTAlMOHAp 3a XOCHHUTAIM3MpPAHHW TAlMEHTH Ce
M3BBPIIBA HA JIEKAPCTBEH JIUCT ChIUIACHO NpuiiokeHue Ne Sa.

(2) (M3m. - IAB, 6p. 95 ot 2014 r., uzm. - JIB, 6p. 95 ot 2018 r.) JlekapCcTBEHHUST JTUCT MO
npuioxenue Ne 5a moxe 1a ObJie U caMo B €JIeKTpOHHA (popMa, KaTo ce MOJNKMCBA ChITACHO 3aKOHa 3a
CNIEKTPOHHMSI JOKYMEHT U eJIEKTPOHHHUTE YIOCTOBEPHTEIHH YCIYIH C KBaIH(DUIMpaH WA
YCBBBPIICHCTBAH €JIEKTPOHEH MOATHC.

(3) (M3m. - JIB, 6p. 95 ot 2014 1.) JlekapcTBEHUAT JIUCT CE€ TMOMBJIBA B JBa E€K3EMILLIPA,
MOJNKMCBA c€ OT JIeKyBalllMs JIeKap M HayaJlHUKa Ha OT/AEJICHUEeTO, ClleJl KOETO ce IpelaBa 3a
U3ITBJIHEHNE B OONHWYHATA anTeka. CpOKBT Ha ChXpaHEHUE Ha JIEKAPCTBEHUS JIUCT € 5 TOMHH.

(4) (Hosa - JIB, 6p. 95 ot 2014 r.) JIekapcTBEHUSAT JIUCT MOKE J1a ObJIe ChbCTABSH U OTIIEYaTBaH
Ype3 Crenuanu3upan copryep, KaTo 3abDKUTEITHO ChIbpKA BCHUKH PEKBU3UTH.

(5) (HoBa - JIB, 6p. 95 ot 2018 r.) Koraro nekapcTBeHUTE NMPOIYKTU ca 3a 3JI0KAYECTBEHU
3a00JsIBaHMs, JICKAPCTBEHHST JUCT 1O al. | ce TpuapykaBa OT TEpaneBTHYEH (HUII CHIIIACHO
npunoxenue Ne 56.

(6) (Hosa - /IB, 6p. 95 ot 2018 r.) TepaneBTudHuAT (Ui Moxe 1a ObJI€ U CaMO B €JIEKTPOHHA
¢dopma, KaTro ce TMOAMMCBAa CHIVIACHO 3aKOHAa 3a EJIEKTPOHHHUS JOKYMEHT U EJIEKTPOHHHUTE
YIIOCTOBEPUTEITHHU YCIIYTH C KBATU(UIMPAH WM YCHhBBPIICHCTBAH €JICKTPOHEH TIOIITHC.

(7) (Homa - IB, 6p. 95 ot 2018 r.) TepaneBTHYHUAT (UL e MOIM'BJIBA CHITIACHO PEIICHUETO Ha
KIMHAYHATA OHKOJIOTUYHA KOMHUCHSI MO0 XHWMHOTEPANus/KIMHHYHATA KOMHCHS IO XEMaTOJOTHS,
OTpPa3eHO B MPOTOKOJ, €JHOKPATHO Ha IBPBHUA JEH OT Tepamnusra MO CbOTBETHaTa KIMHHYHA
rbTeKa/aMOyaTopHa MpoIeaypa.



(8) (Hosa - IB, 6p. 95 ot 2018 r.) TepaneBTHUHUAT (UII ce MOMBIBA B JIBA €K3EMILIIpPA,
MOJINKCBA CE OT JIEKYBAIIUS JIeKap, CJIe]] KOETO Ce MpeaBa 3a U3IbJIHEHUE B OOJIHUYHATA anTeKa.

Yn. 306. (Hos - 1B, 6p. 81 ot 2013 r.) (1) IlpeanucBaneTo Ha JE€KapCTBEHH MPOMYKTH,
ChIBpKAIIM HAPKOTHYHM BelecTBa oT npuitokeHust Ne 2 u 3 kpMm wi. 3, T. 2 1 3 ot Hapenbara 3a pena
3a kimacu(uuIupaHe Ha pacTeHUsTA M BEIIECTBAaTa KaTo HAPKOTHYHH, B JIEYEOHUTE 3aBENICHHUS ChC
CTAallMOHAP 32 XOCIUTATU3UPAHUTE OOHU C€ U3BBPILBA HA OTEIICH JIEKAPCTBEH JIUCT.

(2) (U3m. - 1B, 6p. 95 ot 2014 r.) JIekapCTBEHUSAT JUCT MO al. | ce MOIbiIBa B CbOTBETCTBHUE C
wr. 30a, an. 3 u 4, Karo HE Ce JIONMyCKa HM3/IaBaHETO MYy camMo B eleKTpoHHa ¢dopma. CpoKbT Ha
CbXpaHEHHE HA JIEKAPCTBEHUS JIUCT € 5 TOAUHH.

Ui 30B. (Hos - IB, 6p. 81 oT 2013 1.) (1) (U3m. - JIB, 6p. 95 ot 2018 r.) [IpennucBanero Ha
JIEKapCTBEHU MPOIYKTH 10 wi. 30r, ajt. 7, T. 2 ce U3BbpIlIBa HA CHELUAIIHUTE PELENTypHHU OJaHKHU IO YII.
11.

(2) Cnemnmannara perentypHa OjaHka mo an. | ce u3gaBa B TPU €K3EMIUISAPA, IBPBUTE IBA OT
KOUTO C€ IIpeJaBaT OT NalleHTa B OOJTHUYHATA anTeKa, a TPETUAT Ce ChbXPaHsABa OT JIEKyBaIIHs JIeKap.

(3) Ilpennucanute nEKApCTBEHHM TMPOAYKTH IO ai. | ce BOUCBAT B MEIMIIMHCKATa
JOKYMEHTAIUs Ha MallleHTa.

Un. 30r. (Hos - JIB, 6p. 81 ot 2013 r., u3m. - 1B, Op. 95 or 2018 r.) (1) JlekapcTBeHu
NpoAyKTH mo ui. 262, an. 6, 1. 2 3JIIIXM, 3amnamanu HanbiaHo oT H3OK, morar na npeanucsar
munarta no wi. 4, an. 1, paboremu B JiedeOHU 3aBEICHUS - W3MBJIHUTEIM HA OOJHWYHA TIOMOII T10
KIIMHUYHU TTEKU/aMOyIaTOpHH MPOLIEYypPH ChIVIaCHO HapeabaTa no ui. 45, an. 2 330.

(2) Koraro cwrmacHo Hapegbara mo wi. 45, an. 2 330 nekapCTBEHUTE NPOAYKTH 3a
370KauecTBeEHN 3a0oimgBaHua ce 3amramar or H30K wu3BpH LeHara Ha  KIMHAYHHUTE
I'BTEKU/aMOYIaTOPHHUTE TIPOIEAYPH, CHIIUTE CE MPEANMCBAT U MPUIaraT caMo CJIeJ B3eTO PEIICHHE 3a
MPOBEXKIAHE Ha JIEKApCTBEHO JIEYEHHE OT oOO0IlaTra KIWHUYHA OHKOJIOTWUYHA KOMHCHSI/KIMHUYHATA
KOMHCHSI TI0 XEeMaTOJIOTHUSI ChIVIACHO MEIUIIMHCKUTE cTaHaapTu "Menununcka onkosorus'"/"Kinanuna
xemMaroJyorus."

(3) JlexkapcTBeHUTE MPOAYKTH 32 JICUCHHE HA 3JIOKAYECTBEHU COJIMJIHU TYMOPH MPHU JIUIA HaJ
18 r., ¢ U3KIIIOUEHUE HA OMMOMIHUTE aHAJTETHUIIM, C€ MPEAMICBAT OT JEKyBaIllUs JIeKap Clie]] pelIeHne
Ha KJIMHAYHATa OHKOJIOTMYHA KOMHCHS TI0 XHWMHOTEpAnusi CBIJIACHO MEIUIIMHCKUAS CTaHIApT
"Memununacka oHkonorusa". Komucusita ce cbcTom Hal-Malko OT TpuUMa JieKapu ¢ TpU3HATa
cneruagHocT "MenuiMHCcKa OHKOJIOTHS'", KOUTO padoTsIT B JIe4YeOHOTO 3aBEICHHE, M CE OMPEEs ChC
3amoBejl Ha PBKOBOAWUTENS Ha Je4eOHOTO 3aBefeHHe. PelieHusTa Ha KIMHWYHATA OHKOJIOTWUYHA
KOMHMCHS 110 XUMHOTEpaNus ce BIIMCBAT B MPOTOKOJIN ChIIAacHO MpuiioxkeHne Ne 80 U ce moAnucBaT oT
4lieHOBeTe Ha KomucusTa. [Iporokonure ca BamugHU 3a cpok A0 180 mHM cuyuTaHO OT HAYANOTO HA
JICUEHUETO 10 cXeMara.

(4) JlekapcTBEeHUTE MPOAYKTH 32 J€UCHUE Ha 37T0KAYECTBEHN XEMAaTOJIOTUYHH 3a00IsIBAaHUS TIPU
nuna Haja 18 T., ¢ M3KITIOUEHNEe Ha OMUONJIHHUTE aHAITETUIIM, CE MPEIUCBAT OT JICKYBAIHs JIeKap Cie
peleHre Ha KIMHUYHATA KOMHCHS 0 XEMaTOJOTHSl ChIVIACHO METUIMHCKUSA cTaHaapT "KnuHuuHa
xemaronorus". Perenusra ce BOUCBAT B MPOTOKOJ MO o0pa3el chriiacHo npuioxkeHue Ne 8B, moamnucan
OT Hai-MaJIko TpUMa JieKapu ¢ npusHarta crnenuanHocT "Knuauuna xemaronorus". IIpotokonurte ca
BAJIMIHU 32 CPOK /10 180 THM cUUTAHO OT HAYAJIOTO HA JICYEHUETO IO CXEMATa.

(5) JlekapcTBeHUTE IPOAYKTH 32 JICUCHHE HA 37I0KAUYECTBEHU 3a00JIsIBaHUs MPH Jiulia moxa 18 r.,
C M3KJIIOYCHUE HAa OMUOWJIHHUTE AHAJITETHIM, CE MPEINUCBAT OT JICKYBAIIMs JIEKap cliej] pelieHue Ha
KIIMHUYHA OHKOJOTMYHA KOMHCHS/KIMHUYHA KOMMCHS II0 XEMaTOJIOTHsS 3a Jula Imoj 18 romawHu.
Pemenusita ce BnucBaT B MPOTOKOJI MO 0Opasel chriiacHo npuiiokeHus: Ne 86/Ne 8B u ce moamucsar



Hali-MaJKo OT JBaMa Jiekapu cbc crneuuanHoct no "[lenuarpus" u "KnuHuuyna xemarosiorus" win
"JleTcka KIIMHAYHA XEMATOJIOTHSI U OHKOJIOTHS'", KOUTO paboTAT B JiedeOHOTO 3aBeaeHue. [IpoTokonure
ca BaIMIHM 32 CPOK /10 180 1HM cUMTAaHO OT HAYAJIOTO HA JICYCHUETO M0 cXemara.

(6) Pemenusita Ha KOMUCUUTE 10 ajl. 3 - 5 ca CHIVIACHO TEPANEBTHUHUTE CXEMU 32 JICUCHHUE B
CHOTBETCTBHUE C 000pEeHUTE (hapMaKO-TEPANEBTUYHU PHKOBOJICTBA.

(7) Jlumara mo am. 1 morar ga mpeamucBaT Ha 30JI Cbc 370KaYeCTBEHH 3a00JSIBAHUS
JIEKapCTBCHH MPOJIYKTH 32 JICUCHUE/TIPOIbIDKABAHE HA JICYCHUETO B U3BHHCTAIIMOHAPHU YCIOBHS, KAKTO
cle/Ba:

1. nexkapcTBeHH MPOAYKTH 3a IepopaiHa MpUIleIHA MPOTUBOTYMOpPHA Tepalus U IepopaiiHa
XUMHOTepanus - npu aexocnurtanuzanus Ha 30JI, nexkyBaHM B CBHIIOTO Je4eOHO 3aBelEeHHE IO
KIMHUYHA THTEKH WM aMmOyllaTopHa TMpormeaypa 3a CHCTEMHO JIGKAPCTBEHO JICUCHHE TIPH
3JI0KQ4E€CTBEHHU 3a00JIIBAHNUS;

2. ONMOU/IHU AHAITETHIIN - TIPH TUCTIAHCEPHO HAOIIOCHIE TP 37I0KAYeCTBEHU 3a00ISIBAaHUS U
P BPOJICHU XEMAaTOJIOTUYHU 3200 IsIBaHUSI.

(8) B ciiyuaute mo ain. 7, T. 1 30JI cneasa na ca ekyBaHHM MO KIMHUYHH ITBTEKH/aMOyIaTOpHU
MpoLEypH, TOCOUEHHU B Hapendara mo uwi. 45, an. 2 ot 330, npu KOUTO CTOHHOCTTA HA JIEKAPCTBEHUTE
npoayktu ce 3amiama or H30K u3BbH 1ieHaTa Ha KIMHUYHATA ThTeKa/aMOyiaTopHaTa mporeaypa.

Ui 30xa. (Hos - JIB, 6p. 81 or 2013 1.) (1) (U3m. - JIB, 6p. 95 ot 2014 1., u3m. - /IB, 6p. 95 or
2018 r.) JlekapcrBenute npoayktu mo wi. 30r, an. 7, T. 1 ce mpeamucBaT Ha peUENTypHa OaHKa
(o6pazerr M3 H3OK Ne 6 mo mpunoxenue Ne 8r) 3a nedyeHne Ha 370KaueCTBEHHU 3a00JsBaHUS B
KOJIMYeCTBa 3a He noBeye oT 30 qHHu.

(2) Penentypnara Ganka mo aji. 1 ce uzgaBa B JBa €K3eMILIAPA, MbPBUAT OT KOUTO CE MpeaaBa
ype3 MalMeHTa Ha anTekara Ha Je4eOHOTO 3aBEeICHHE ChC CTAllMOHAp, @ BTOPHUST CE€ ChbXpaHsBa OT
JIEKyBaIlIus JeKap/IeKkap Mo JeHTalHa MEeIUIUHA.

(3) Peuentute ca BamuaHu 3a CpoK 15 qHU OT maTaTa Ha U3JABAHETO UM.

(4) JIuuara o uin. 30r, an. 1 MoraT Aa pasmeuyaTBaT oOpa3uTe HA JOKYMEHTHUTE 1O aj. 1, kato
CBIIHTE ChIBPKAT 3aBIKUTEIIHO BCUUKH PEKBU3HUTH.

I'naBa yerBbBpTA.
OTHHYCKAHE HA JIEKAPCTBEHHU NTPOAYKTH

Pazpen I.
IIpuemaHe ¥ U3NbJIHEHNE HA JIEKAPCTBEHUTE NPeINUCAHUS

Uin. 31. (1) (Ilpegumien Texer Ha wi. 31 - [IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) ITpu
IIPUEMAHETO Ha PELENTUTE U JIEKapCTBEHUTE JINCTOBE MarkuCThp-(hapMaleBThT Ce 3a/IbJKaBa Ja:

1. mpoBepsiBa 1aiu ca Cria3eHu M3UCKBAHHUATA HA TJIABU BTOPA U TPETA;

2. He OTIIyCKa JIEKapCTBEHU NMPOJIYKTU CpeIly TaJOHU 3a OTCTBIKA WU JIPYTU AOINBIHUTEIHU
MaTepuay, HeTPeIBUIeH! B Ta3u Hapenoa win 3JIIIXM;

3. (m3m. - 1B, Op. 81 ot 2013 r.) ocTOMHOCTSIBa MpeITUCAHUTE JIEKAPCTBEHU MPOAYKTH M ce
MOJIMCBA; CTIOMAraTeTHUTEe MaTEPUAA B OMTAKOBKUTE, KOUTO CE M3IMOJI3BAT 3a JEKAPCTBEHU MPOIYKTH,
NPUTOTBEHH IO MarucTpaiHa M (QapmakomneiiHa perentypa B anTeKUTe, c€ BIMCBAT MO BHUJI U
KOJIMYECTBO M C€ OCTOMHOCTSBAT chritacHo Hapenbara 3a ycioBusTa, IpaBuiiaTa U pelia 3a peryjaupane
U pEerucTpupaHe Ha IEHUTE Ha JIeKapCTBEHUTE MpOAyKTH, mpuera c¢ IlocrtanoBinenue Ne 97 Ha
Munuctepcku cbBet oT 2013 1. (JIB, 6p. 40 ot 2013 1.);

4. BIIUCBa BCsAKA U3ITBJIHEHA PEIIENTa B THEBHUK 32 PETUCTPUPAHE HA PELIENTH.

(2) (Homa - 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) JIHEBHUKBT 32 pETUCTPUPAHE HA
peuienTH 1o aiu. 1, T. 4 MOXXe Ja ce BOAM KaKTO Ha XapTHEH, TaKa U Ha eJIEKTPOHEH HOCUTEIL.



Yn. 32. (1) B anrexkata 3agb/DKMTENHO C€ CbXpaHsABAa B IPOAB/DKEHHE Ha IET TOAUHU
nHpopManus 3a:

1. mpueTHTe M U3MBIHEHUTE PELENTH;

2. MOJIy4Y€HHUTE JIEKAPCTBEHU MPOAYKTHU IO MAPTHU]IH.

(2) (M3m. - B, Op. 68 or 2014 r., B cuma or 15.08.2014 r.) Ha Bcska peuenra
MarucTbp-papManeBThT IMOCTaBs Ie4aT, KOMTO ChABpKa HOMEpa M JaTaTa Ha pa3pelieHUueTo 3a
THProBUs Ha IPEOHO C JIEKAPCTBEHH MPOILYKTH.

(3) (Homa - JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) Penienture ce moamucBar OT
MarucTbp-(papmaineBra, KOWTO M3IIBIHABA MPEIINHCAHUETO H/MIIM OTHYCKA JICKAPCTBEHUTE MPOIYKTH.
Ha Bcsika penienita Maructbp-gapManeBThT MOCTaBS:

1. HOMep U /1aTa Ha IpUEMaHe Ha peLenTara;

2. YUH nHa oTmyckamus MarucTbp-(apmarieBT.

Ui 33. (1) B antekure penentuTe ce U3MbIHIABAT IPUOPUTETHO IO CIEIHUS PEN:

1. peuentu ¢ ykazanue "uuto", "muTHCHUMO" WM "cTaTUM" ce M3MBIHSIBAT He3a0aBHO, KAaTO
BBPXY TAX CE€ OTOENsI3Ba YaChT HA MOCTHIIBAHETO B allTeKaTa M Ha U3IIBJIHEHUETO UM,

2. peuenTy 3a Aena a0 14 roaunu;

3. BCUUKHU OCTAHAJIM PEIENTH Ce U3IIBIHABAT MO pejia Ha MOCTHIIBAHETO M.

(2) JlexapcTBeHU MPOJIYKTH, MPUTOTBEHU MO MarucTpaiHa u QapMakorneiiHa pelenrtypa, ce
IIPUTOTBAT B paMKUTE Ha 24 yaca OT IPUEMaHETO Ha pelernTara.

Y. 34. (1) IIpu otiiyckaHe Ha MpeUCaHuU JIEKAPCTBEHU MPOJYKTH CE CIIa3Ba CICAHUAT PE:

1. (u3am. - JIB, Op. 81 or 2013 r.) kKorato JEKApCTBEHMUAT MPOAYKT € MPEANHCAH Ype3
MEXIYHApPOJAHO HENaTeHTHO WM (papMakoneiiHO HaMMEHOBaHME Ha JIEKapCTBEHOTO BEIECTBO, Ce
OTIIyCKa JIEKAPCTBEH MPOJAYKT, pa3pellieH 3a ymnoTpeda B CTpaHaTa, KOMTO ChAbpikKa MPEANHCAHOTO
aKTUBHO BEIIECTBO, KaTO 3aJbJDKUTEIHO C€ Cla3BaT MpedrnucaHaTa JekapcTBeHa (opma u
KOJIMYECTBOTO B J1030Ba €AMHUIIA;

2. KOraro JIEKapCTBEHMST NPOAYKT € NMPEANHCAH MO0J ThPrOBCKO HaMMEHOBAHME, CE OTIIYCKa
TOYHO MPEIAIUCAHUSIT MPOAYKT.

(2) Korato amrekata He pasmonara C HOpeANHCAaHUS JIEKapCTBEH MPOIYKT, MarucThbp-
(dapmaleBThT € ANBXKEH Ja T'0 OCUTYpH B CpoK 10 24 yaca. B To3u ciywail natata v yachT Ha
IIOCTBHIIBAHETO HA PELIENITaTa CE OTPa3sIBaT BbPXY Hesl.

Un. 35. (1) Cnen oTmyckaHeTO HA MPEAIUCAHUTE JIEKAPCTBEHU MPOIYKTH pELlenTaTa ce BphIla
Ha IIPUHOCUTEIISA 1.

(2) (U3m. - JIB, Op. 94 ot 2011 r.) B antekute Ha ne4eOHHWTE 3aBENCHHS CHC CTAI[MOHAp,
CKJIIOUMIIM J10TOoBOp 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pesna 3a 3amiaiiaHe OT pemyOIuKaHCKUS
OIO/KET Ha JICUEHUETO Ha OBJIrapCcKUTe rpaKIaHM 3a 3a00JsBaHUs, U3BBbH 00XBaTa Ha 3a]bJDKUTEIIHOTO
3/IpaBHO OCUTYpsIBaHE, CE 3aAbpKa EAUHUAT €K3EMIUIIP Ha peLenTara.

(3) B amrekarta ce 3aabpkaT BTOPUAT eK3eMIUIsap oT perentute odpaszen M3 - H30K Ne 5 mo
npuioxenue Ne 6, BTOpUAT €K3eMIUISIp OT OTPsI3bIMTE Ha perenTypHa OiaHka odpaseny M3 - H30K Ne
5A o npuioxenue Ne 7 u konusi oT NpoTokoiauTe (oOpaser no npuinoxenue Ne 8), 4UUTO PEKBU3UTH
HE Ce MOIIBJIBAT OT alTeKaTa U KOUTO CE ChbXpaHABAT B alTeKaTa €HA IOJUHA, CYUTAHO OT JaTaTa Ha
TAXHOTO U3I'bJIHEHUE.



Un. 36. IIpu oTmyckaHe Ha JEKapCTBEHH HPOAYKTH MarucTbp-(papMaieBThT € IIBKEH 1a
npenocTaBy MHGOPMALUS U ChbBETH HA MALMEHTUTE, U3PA3eHH SCHO, HA €3HK, JICCEH 3a BB3IPHEMaHe,
OTHOCHO 0€30I1aCHOTO U €()EKTUBHOTO MPUEMAHE U U3II0JI3BAaHE HA JIEKAPCTBEHUTE NPOAYKTH.

Ui 37. (1) [Ipeanucanusi, KOUTO HE OTTOBAPSAT HA U3UCKBAHUATA 110 TJIaBU BTOPA U TPETa, HE Ce
W3IbJIHSBAT.

(2) Ilpu BB3HUKHAIIO CBMHEHUE OTHOCHO MPEIIUCAHOTO B pelenTaTa MarucTbp-papManeBThT €
JUTBKEH, Tped Ja OTHYCHE JICKapCTBEHMs MPOAYKT, Ja C€ KOHCYJITHpA C MPEeANucaius pelenrtara
JeKap.

Y. 38. He ce oTmycKkaT JIeKapCTBEHH NIPOJYKTHU I10 KOIME HA OPUTMHATIHA PELENTA.

Un. 39. Ilpenu oTmyckaHe Ha JEKapCTBEHU MPOAYKTH Oe3 pelenta MarucTbp-GpapManeBThT
HAIlOMHSI Ha AIMEHTa [pein yrnoTpeda 1a npodyere nHGOpMalMOHHATA JTUCTOBKA.

Pazpen 11.
OTnyckaHe Ha JIEKAPCTBEHU NMPOAYKTH, ChABPKAIIH HAPKOTUYHH BelleCTBA

Y. 40. JlekapcTBeHU NMPOIYKTH, ChIbPKAIM HAPKOTUYHH BELIECTBA, IPEANUCAHU 10 pesla Ha
riiaBa Tpera, pazzaen I, ce oTmyckar B anTeku, KOUTO:

1.ca IMMOJIYYHJIN JIMICH3UA 3a THbProBUs Ha npe6H0 " CbXpaHABAaHC HA HAPKOTUYHHU BCIICCTBA I10
pena va 3KHBII,

2. ce HaMHpaT Ha TEPUTOPHsATA Ha 00JacTTa IO MECTOM3IaBaHe Ha pelerTaTa.

Yn. 41. (1) (Uam. - OB, ©Op. 81 or 2013 r.) Ilpu mnpuemMaHe Ha peUENTUTE
MarucTbp-(papManeBThT 33IbJKUTEIIHO MIPOBEPSABA Al ca CIIa3eHU U3MCKBAHMATA 3a MPEANNUCBAHE Ha
JIEKapCTBEHU MPOJYKTH, ChIbPKAI HAPKOTHYHU BEIIECTBA, M Ha IbPBUs €K3EMIUIAP OTOEINsA3Ba TPUTE
HMMEHA U JaHHUTE OT JIOKyMEHTa 32 CaMOJINYHOCT Ha MPUHOCUTENS Ha pelenTara.

(2) U3m. - B, 6p. 81 or 2013 r.) IIbpBUTE €K3EMIUIIPH OT PELENTHTE C€ MOJPEXkaaT B
XPOHOJIOTHYEH pefl, Karo HeoOxoaumara MH(oOpManus OT TAX CE€ BbBEXKJAa B CIHELHATHUS PETUCTHP,
cbriacHo 4. 3 ot Hapen6a Ne 21 ot 2000 r. 32 H3uCKBaHUSITA KbM JOKYMEHTAIUATA U OTYETHOCTTA TIPH
U3BbpIIBaHE Ha IEHHOCTU C HAPKOTUYHM BEIIECTBA U JIEKAPCTBEHU MPOIYKTH, ChAbPIKAIM HAPKOTUYHH
Bemiectna (/IB, Op. 86 or 2000 r.).

(3) (M3m. - JIB, 6p. 94 ot 2011 r.) Broputre ex3eMIuIsipu OT PEIENTUTE C€ HW3MpamiaT Ha
MHCIIEKTOpa 110 HapKOoTUUHUTE BenlecTBa B P3U o onuc Ha XapTUEH U €JIEKTPOHEH HOCUTEN B CPOK JI0
10 nHM cien Kpast Ha BCEKH MECEIL.

(4) (U3m. - 1B, 6p. 81 ot 2013 ., u3m. - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.)
KoraTo nexapctBeHUAT NpoAyKT 1o wi. 262, an. 6, T. 1 3JIIIXM, cpabpxkail HapKOTUYHH BELIECTBA, CE
3amnama oT H30K 3a nomamiHo seueHue, anrekara npeaasa BTOpUs ek3eMIusip oT peuentara Ha P3OK
3a OTUETHOCT U KOHTPOJI B CPOKOBETE, ompeneneHu B ckiouenute ¢ P3OK norosopu.

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



Un. 42. (1) (U3m. - IB, 6p. 81 ot 2013 1.) [IbpBUTE €K3EeMIUISIpU Ha PEIENTUTE, MO KOUTO ca
OTITYCHATH JIEKAPCTBEHU MPOIYKTH, ChIbPIKAIIM HAPKOTHYHHU BELIECTBA, CE 33JAbPKaT B alTeKara u ce
ChXpaHsBaT 3a CPOK €/1Ha TOJIMHA, KaTo Ce MPEACTAaBAT Ha KOHTPOJIHUTE OPraHu IIPU MTPOBEPKA.

(2) (U3m. - IAB, 6p. 94 ot 2011 1., u3m. - JIB, 6p. 81 ot 2013 r.) Cnen u3tnyaHe Ha cpoka Mo
an. 1 penenture ce mpenaBaT ¢ MPUEMHO-IIPeIaBaTeIeH MMPOTOKOJ Ha MHcnekTopuTe B P3U, xouto ru
cbXpaHsBaT 3a cpok 10 roauHu.

Ui 43. (U3m. - JIB, Op. 81 ot 2013 r.) 3abpaHsBa ce OTIyCKaHEe Ha JICKAPCTBEHU MPOAYKTH T10
perenTa, npeanucaly Mpeau MmoBeyde oT 7 THU.

Ui 44. (1) (U3m. - ]IB, Op. 81 ot 2013 r.) 3abpansaBa ce OTIyCKaHe Ha JEKapCTBEHHU MPOIYKTH,
ChIbPIKALIN HAPKOTUYHM BelecTBa oT npuiiokenus Ne 2 u 3 xbm wi. 3, T. 2 u 3 ot Hapeznbata 3a pena
3a KiIacu(UIMpaHe HAa PACTEHUSATA W BEIIECTBAaTa KaTO HAapKOTUYHHU, B KOJMYECTBA, MO-TOJEMH OT
MPEIIICaHUTE.

(2) Ilpu ycraHoBsiBAHE Ha HECHOTBETCTBUS B TPEANUCAHHETO M MAKCHUMAJIHO JOIyCTUMATa
71032 MarucTbp-(papmManeBThT B aNITeKaTa € JUIbXKEH Ja Ce KOHCYITHPA C MPEANHCAINS PeLenTara Jekap.

(3) Ilpu HEBB3MOKHOCT 3a HM3IBIHCHHUE HA MPEIINHCAHUETO CJCN KOHCYJTAIUATa 10 aji. 2
perernTara ce Bpbllla Ha JIeKapsi/IeKaps 1o JIeHTaTHa MEANIIMHA 32 aHyJIUpaHe.

Y. 45. 3abpansiBa ce OTIIyCKaHEe Ha JIEKapCTBEHM MPOAYKTH IO pesia Ha TO3H pas3zell, Korato
IIPUHOCUTEJIAT Ha perenTara € nox 18 roguuu.

Pasnean I11.
OTnyckaHe Ha JIeKAPCTBEHU NMPOAYKTH, 3aIJIAIAHN HATBJIHO OT M3 M HANTBJIHO MJIM YACTHYHO OT
H30K

Un. 46. (1) (U3m. - OB, 6p. 94 ot 2011 r.) OTmyckaHeTo Ha JEKapCTBEHH MPOIYKTH,
MpeNrCcaHyu Mo pea Ha riiaBa Tpera, paszgen III, ce u3BbpIiIBa OT anTeku Ha JiedeOHU 3aBEJIEHUS ChC
CTallMOHAp, CKIIIOYMIM A0roBop mo peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pexa 3a 3amjamaHe OT
penyOnuKkaHCcKus OI0/KET Ha JICYEHUETO Ha OBbJIrapcKuTe rpakJaHu 3a 3a00siBaHUs, U3BBH 00XBaTa Ha
33IBJKUTEIIHOTO 3/IpaBHO OCUT'ypSIBaHE.

(2) (Otm. - 1B, ©Op. 81 ot 2013 r., HOBa - /IB, Op. 68 or 2014 r., B cuna ot 15.08.2014 r.)
OTnyckaHeTo Ha JIeKapcTBEHH MPOAYKTH OT anTeku, padoremu no gorosop ¢ H30K, ce u3BbpuiBa B
CBhOTBETCTBUE C Ta3U Hapeada U ¢ YCIOBUATA U pefia 3a CKJIIOUBAHE HAa MHJMBUYaTHU JOTOBOPH MO Y.
45, ann. 15 or 3akoHa 3a 31paBHOTO OCUTYpSIBaHE.

(3) (dom. - IB, 6p. 81 ot 2013 r., gom. - [IB, 6p. 68 ot 2014 1., B crta ot 15.08.2014 1., oT™. B
YacTTa OTHOCHO AymuTe "Maructbp ¢apmainent” ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /B, Op.
91 or 2016 1., B cmma ot 18.11.2016 r.) OTnyckaHeTo Ha JIEKapCTBEHH MPOYKTH, MPEANMUCAHU TI0 pea
Ha IJ1aBa TpeTa, pazznen [V, ce u3BbpIIBa OT MarucTbp-papMaieBT B anTeKkH, padOTEIIU 10 JI0TOBOP ¢
H30K c¢ u3kimodeHne Ha JEeKapCTBEHHUTE MPOAYKTH 1O 4. 30T, KOMTO c€ OTIMyCcKaT OT OOJIHMYHUTE
anTeKH.

(4) (Hosa - JIB, Op. 81 ot 2013 r.) Koraro ynekapcTBEHUSAT NPOAYKT C€ OTIyCKa B OMAaKOBKA,
pa3nuyHa OT OKOHYaTelHaTa, ce OTOens3BaT BCHUYKM JaHHU OT OKOHYaTeslHaTa OIAKOBKa Ha
MIPOM3BOJIUTENIS U CE MPEAOCTaBs JINCTOBKATA 3a MaIlEeHTA.



(5) (Homa - JIB, 6p. 81 ot 2013 r., mom. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) Ha
oOpaTHaTta CTpaHa Ha pelenTara 3a JEKapCTBEHHTE MPOAYKTH, OTIYCKaHM MO pena Ha wi. 21 or
Hapen6a Ne 34 or 2005 r. 3a pena 3a 3amiamaHe OT PEMyOJMKAHCKHUS OIO/KET Ha JICUCHUETO Ha
OBJrapckuTe TPaKIaHU 3a 3a00JsBaHMs, W3BBH 00XBaTa Ha 3aJBJDKUTEIHOTO 3JIPABHO OCUTYpsIBaHE
(IB, 6p. 95 ot 2005 r.), ce 3amucBaT AAaHHHUTE OT JUYHATAa KapTa (MIACIOPT) HA MAIMEHTa W Ha
MOJTy4aTessi, KOTaTo JICKAPCTBEHUTE MPOYKTH HE Ce IMOJIy4aBaT JIMIHO OT MAIMCHTA.

Un. 47. (1) (U3m. - IB, 6p. 95 ot 2014 1., npeaunien Tekct Ha wi. 47 - JIB, 6p. 68 or 2019 ., B
cuna ot 27.08.2019 r.) OTnyckaHeTo Ha JICKAPCTBEHHU MPOJYKTH, MPEANUCAaHN Ha perenTypHa OJIaHKa
(obpazenr M3 - H30K Ne 5A mno npunoxenue Ne 7), ce M3BBpIIBA B PaMKUTE HAa BaJUJHOCT Ha
OTPS3BLUTE, KAaTO JAaTaTa Ha U3M'bJIHEHUE Ha BCEKH OTPSI3bK CE MOCOUBA BHPXY HETO U BHPXY ClICABAIIUS
OTPS3BK.

(2) (Hosa - JIB, 6p. 68 ot 2019 r., B cruta ot 27.08.2019 r.) [Ipu Haimume Ha mpeaAnucaHus Ha
MoBeYe OT e/IHa perentypHa Omanka (o6pazery M3 - H30K Ne 5 mo mpunoxenne Ne 6 u obpazerr M3 -
H30K Ne 5A mo npunoxxkenue Ne 7) ¢ nmpeAnucanus 3a pa3idyeH Opod JAHU PELeNnTUTe Ce U3MbIHIBAT
Ha JjaTaTa Ha Hal-KbCUsl CPOK, HO HE MTO-MAJIKO OT 25-usl JeH.

UYn. 47a. (Hos - /IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., 0TM. B 4aCTTa OTHOCHO AYMHTE
"marucTbp papmaneBt" ¢ Pemenue Ne 5812 ot 17.05.2016 . na BAC - 1B, 6p. 91 ot 2016 1., B cuiia ot
18.11.2016 r.) [Ipu oTnyckaHe Ha JeKapCTBEHU MPOIYKTH, MIPEANUCAHU IO Pe/ia Ha IJIaBa TpeTa, pa3zel
IV, wmarucrep-dapmaneBThT MNpPOBEpsiBa 3APABHOOCUTYPHUTEIIHUSI CTATyC Ha TMAlUEHTUTE IO PE,
oTpe/ieNieH B YCIOBUSATA U pefia 3a CKII0YBAaHE Ha MHAMBHUAYAIHU JOTOBOpH Mo ui. 45, an. 15 ot 3akoHa
3a 3JpaBHOTO OCHUTYpsIBaHE.

Un. 476. (Hos - /IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.) (1) (Ot™. ¢ Pemenue Ne 5812
ot 17.05.2016 r. na BAC - JIB, 6p. 91 o1 2016 1., B cuna ot 18.11.2016 1.)

(2) (Ot™m. ¢ Pemenne Ne 5812 ot 17.05.2016 r. va BAC - IB, 6p. 91 ot 2016 ., B cuna ot
18.11.20161.)

(3) (Ot™m. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 ., B cuna ot
18.11.20161.)

(4) (Otm. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 ., B cuna ot
18.11.20161.)

(5) (Ot™m. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 ., B cuna ot
18.11.20161.)

Un. 48. (1) Peuentute U MPOTOKOIUTE HE C€ UBMBIHIBAT U C€ BPBILAT HA MPUHOCUTENS WM,
KOTaTo:

1. peuentypHata 6J1aHKa HE ChbPIKa U310 OMBIHEHH BCUUKU JaHHH,

2. CPOKBT Ha BATHIHOCT € U3TEKBJI;

3. mpeanucaHuAT JIEKApCTBEH MPOAYKT He ce 3amama oT M3, or H30K win He otroBaps Ha
W3UCKBAHMSATA, ONIPEACIIeHU B oroBopa Ha antekarta ¢ H30K;

4. ca IOMyCHATH TPEIIKU ¥ HEChOTBETCTBUS MIPH MOMbJIBaHE HA OJaHKUTE;

5. B CllyyauTe, KOraTto He ¢a U3IbJIHEHU U3UCKBaHUATA Ha WI. 7, all. 1, T. 3;

6. (uoBa - JIB, Op. 95 ot 2018 r., usm. - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) B
CIIy4auTe, KOraTo HE € U3ITbJIHEHO U3UCKBAHETO HA Wi 24, ai. 6.

(2) Maructbp-papmaieBThT, OTIYCKAIll JEKApCTBEHUTE MPOJYKTH, HsAMAa TPaBO Ja HaHACH
MOTIPAaBKM BBPXY pelenTypHaTa OJlaHKa, ¢ WM3KIIOYCHHE HA TIONPaBKH IPU HAMPABEHH OT HETO



TCXHUYCCKU I'PCIIKK B MOMCHTA HAa U3IIBJIHCHUC HA peUcIITara. B Tto31 cnyqaﬁ TOM ce noamurcBa Cpeuly
HarpaB€HaTa OT HETO KOPCKI M.

Pazpen IV.
OTnyckaHe Ha JIEKAPCTBEHH MPOAYKTH U MeIMIUHCKH W3/1eJIUs 10 pelenTH, u31aJIeHd B Apyra
abp:kaBa wienka (Hos - IIB, 0p. 15 or 2014 1.)

Y. 48a. (Hos - /IB, 6p. 15 ot 2014 r.) (1) Anrekure npu crazBaHe pasnopeadute Ha paszaen |
ca JUI'bKHU J1a U3I'BJIHABAT PELIENTH, U3/1aIEHU B JIpyra AbpKaBa WICHKA.

(2) Penenture no an. 1 cieasa 1a cbbpKaT JaHHUTE, IOCOYEHU B npuiioxeHue Ne 4a.

(3) Anrekure ¢ 1en rapaHTHpaHe HNPUEMCTBEHOCT IPU JICYEHHUETO HAa KOHKPETEH IalUeHT
MoOraT Jia M3I'BJIHSBAT PELENTU MO ajl. 1 ¥ B cilydauTe, B KOMTO HE ChABPKAT BCHUUKU JaHHU II0
npunoxenue Ne 4a, HO ¢ ToBa He ce 3acsira TOYHOTO MJCHTU(UIMpPAHE HA NAlMEHTa, MpPEeANUCaHuTe
JICKApCTBEHH MPOAYKTH/MEIUIIMHCKA W3ENs, HAUMHBT Ha MpujiaraHe, KakTO W METUIMHCKUAT
CIELUAINCT, U3J1AJ PeLenTara.

Y. 480. (Hos - /IB, Op. 15 ot 2014 r.) AnTekute HE U3NBJIHABAT PELENTH, U3JaJCHU B JIpyra
J'bpKaBa YIEHKa, B YaCTTa, B KOSITO Ca MPEANUCAHU JIEKAPCTBEHU MPOAYKTH 110 ui. 174 3JIIIXM.

Pa3znea V.
OTnyckaHe Ha JIeKAPCTBEHU MPOAYKTH B jieueOHM 3aBeaeHus cbe cranuonap (Ilpeauinen pasmen
4 - 1B, op. 15 o1 2014 1.)

Un. 49. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) JIekapcTBEeHUTE MPOIYKTH 32 XOCIUTAIUZUPAHUTE
MAIMEHTH Cce OTIIYCKAT OT OOJIHWYHATA aIlTeKa.

(2) (M3m. - 1B, 6p. 2 o1 2012 r., u3m. - JIB, Op. 81 ot 2013 r.) KoraTo nedeGHO 3aBefieHHE ChC
CTallMOHAp HsMa amnTeka, ce mpuiarat wi. 38 - 386 ot Hapenda Ne 28 ot 2008 r. 3a ycTpoiicTBOTO, pena
U opraHu3anusiTa Ha paboTara Ha aNTeKUTE U HOMEHKJIATypaTa Ha JeKapCTBEHUTE NPOayKTH (00H., /1B,
op. 109 or 2008 r.; u3m., 6p. 67 or 2010 r.). Ilpu crmemHu ciayyan ce ocurypsiBa CHaOJsBaHE C
HEOOXOJMMUSI JIEKApCTBEH TMPOAYKT BBB BB3MOKHO Hall-KpaThK CpOK. 3a I[€HOOOpa3yBaHETO Ha
JIeKapCTBEHUTE MPOIYKTH CE CIIa3BaT yCIOBUATA Ha HapeabaTa mo wi. 261a, an. 5 3JITIXM.

Un. 49a. (Hos - B, 6p. 81 or 2013 r.) Ilpu mpuemane Ha JE€KapCTBEHUTE JIHUCTOBE
MarucTbp-(papmManeBThT 33bDKUTEIIHO MPOBEPSBA Jalli Cca CIa3eHH M3MCKBAHUATA 3a MPEANMCBaHE Ha
JIEKapCTBEHH MPOAYKTH 10 wi. 8, 14 u 15.

Un. 50. (1) JlekapcTBeHHTE TMPOAYKTH MO JIEKAPCTBEHHU JIMCTOBE C€ OTIYCKAT MOOTAETHO 3a
BCEKH TMAIMEHT, KaTO BCEKH BHJI JIGKAPCTBEH MPOJIYKT CE OTITYCKa B OTJEITHA OMAKOBKA, BHPXY KOATO CE
0TOeNSI3BaT MMETO U Bbh3pacTTa Ha OOJIHUS, HOMEPHT Ha CTasITa, JIETJIOTO U MpernucaHaTa 103a.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) Koraro nexkapcTBeHUAT MPOIYKT CE€ OTIyCKa B OMAaKOBKA,
pa3nuMYHa OT OKOHYATeNHAaTa, OCBEH JaHHWTEe MO ail. | ce or0emsi3BaT M BCHUYKH JaHHU OT
OKOHYATEJIHATa OTIaKOBKa Ha MPOU3BOIUTEIIS.

(3) (U3m. - [IB, 6p. 95 ot 2014 r.) Cnex u3nbiIHEHNE HA IPEINUCAHUATA 110 JIEKAPCTBEHUS JIUCT
IBPBUAT €K3EMIUISIP OT HErO C€ ChbXpaHsBa B OOJIHUYHATA anTeKa, a BTOPUSAT Ce MpeaBa B OT/ICICHUETO
3a€/IHO C OTIIYCHATUTE JIEKAPCTBEHU MPOIYKTH.



(4) (Homa - JIB, Op. 95 ot 2018 r.) Korato nekapcTBeHHWTE MPOAYKTH ca 3a JICYCHHE Ha
3JI0Ka4e€CTBEHHU 3a00JIIBaHMs B CTALIMOHAPHU YCIIOBUS, OOJIHUYHATA arTeKa BOJM >KypHAJ 3a pa3TBapsHe
Ha JICKaPCTBEHH MPOAYKTH 3a JICUCHUE HAa OHKOJIOTUYHH/OHKOXEMATOJIOTHYHU 3a00JIsIBaHMsI TI0 00paserr
ChIJIacHO NpuiokeHue Ne 811, B KOMTO JaHHUTE C€ PETUCTPUPAT €KEIHEBHO.

(5) (Hosa - IB, 6p. 95 ot 2018 r.) B ciyy4aii e cien npuroTBsHe HA UHANBUAYATHUTE J03H 32
JIeHsl OT JaJieH JIEKapCTBEH MPOIYKT ce (popmupa ocTaThK, KOWTO HE MOXKeE /1a ObJie MPHUIIOKEH B CPOKa
My Ha TOJHOCT, MOCOYEH B KpaTKaTa XapaKTEpHUCTUKA Ha JIEKAPCTBEHHS MPOIYKT, OCTATHKBT CE
OoTpa3sBa B OIKC Ha HEHU3IMOJ3BAEMHUTE OCTaThIM OT JIEKAPCTBEHU MPOAYKTH 3a JIeUCHUE Ha
OHKOJIOTUYHH/OHKOXEMAaTOJIOTHYHU 3200 IsIBaHuUs 10 00pa3el] ChritacHo mpuioxeHue Ne 8e.

Ui 50a. (Hos - JIB, 6p. 81 ot 2013 r.) (1) [IbpBHTE €K3eMILISAPU HA JIEKAPCTBEHUTE JIMCTOBE,
M0 KOUTO Ca OTIYCHATH JICKAPCTBEHU MPOIYKTH, CHABPIKAIIN HAPKOTHYHU BEIECTBA, CE 3aIbPKAT B
OOJHMYHATA alTeKa M Ce ChXPaHSABAT 3a CPOK €HAa IOJUHA, KaTO C€ MPEACTaBIT HAa KOHTPOJIHHUTE
OpraHH MPH MPOBEPKA.

(2) Cnen usnbiaHEHHE HA MPEANUCAHUSTA MO JIEKAPCTBEHMSI JIUCT 3a JIEKApPCTBEHU MPOAYKTH,
ChIIbPKAIlM HAPKOTUYHU BEIIECTBA, BTOPHAT CK3EMIUISP CE ChXpaHsABa B OTJACICHHETO 32 CPOK 5
TOJIUHH.

(3) Cnen m3thuane Ha Cpoka Mo aj. | MHPBUTE EK3EMIUISIPH OT JIEKAPCTBEHUTE JIUCTOBE CE
npesiaBatr ¢ MpUEeMHO-TIpeaBaTelieH MPOTOKON Ha HHcrekTopuTe B P3V, KOUTo Tv chXpaHsBaT 3a CPOK
10 roguHu.

(4) Ilpu ormyckaHe Ha JEKApCTBEHH NPOAYKTH, CHABPIKAIIM HAPKOTHYHU BEIECTBA Ha
JIEKapCTBEH JIMCT, HeoOXoauMaTa MHPOPMALUs OT HETO C€ BHBEXKJA B PETHUCTHPA MO WI. 3, ai. 2 OT
Hapen6a Ne 21 ot 2000 r. 32 U3UCKBaHUATA KbM JTOKYMEHTALMATA U OTUETHOCTTA MPHU U3BBHPIIBAHE HA
JCHHOCTU C HAPKOTHYHH BEIIIECTBA U JICKAPCTBEHU MPOAYKTH, ChIbPKAIIH HAPKOTHYHHU BEIICCTBA.

Y. 506. (Hos - IB, 6p. 81 or 2013 r.) (1) (U3m. - [IB, Op. 95 ot 2018 r.) JlekapcTBeHHTE
npoayktu no ui. 30r, an. 7, T. 2 ce OTIycKaT OT alTeKH Ha JIeYeOHMTE 3aBEJICHUSI ChC CTal[MOHAap,
ckmounmnn goropop ¢ H30K 3a knauHuyHa mpouenypa mo aucnaHcepHo HaoOmiogeHue Ha 30JI cbe
3JI0KQ4E€CTBEHHU 3a00JIIBaHMUSL.

(2) (U3m. - 1B, Op. 95 or 2018 r.) [IbpBUTE eK3eMIUISpU Ha pELENTUTEe, C KOUTO ca
MIPEINCaHy JIEKAPCTBEHHU NMPOAYKTH 1o ui. 30r, an. 7, T. 2, ce moJpekaaT B XpOHOJOTUYEH pejl, KaTo
HeoOxoanMaTa HH(opMaIHs OT TSAX ce BbBEX/Ja B perucThpa mo wi. 3, ai. 2 or Hapenda Ne 21 ot 2000
T. 32 U3UCKBAHUATA KbM JIOKyMEHTAIIMATA U OTYETHOCTTA MIPHU M3BBPIIBAHE HA JCWHOCTH C HAPKOTUIHHU
BEIIECTBA M JIEKAPCTBEHU MPOAYKTH, ChABPKAIIM HAPKOTHYHU BEIIECTBAa, U HA II'bPBUS E€K3EMILLIp ce
oTOesI3BaT TPUTE UMEHA U JAHHUTE OT JOKYMEHTA 3a CAMOJIMYHOCT Ha IPUHOCUTENIS Ha pelenTara.

(3) (M3m. - ]IB, 6p. 95 ot 2014 r.) [IspBUTE EK3EMILISIPH OT PELIETITUTE MO ajl. 2 ce ChXpaHsIBaT
B OOJTHMYHATA alTeKa 3a CPOK €/1Ha TOJJMHA U C€ IPECTABAT Ha KOHTPOJIHUTE OpraHu MpHU MPOBEPKa.

(4) (U3wm. - 1B, 6p. 95 ot 2014 r.) Bropure ek3eMIIsipu OT pelenTUTe mo ai. 2 ce MpeaaBar B
P30K exxemecedHo B CpOKOBETE 32 OTUUTAHE JIEHHOCTTA Ha JICUEOHOTO 3aBEICHUE.

(5) (M3wm. - [IB, 6p. 95 ot 2014 r.) Cniex u3TM4yaHe Ha CpOKa MO al. 3 pelenTuTe ce mpeaaBar ¢
IIPUEMHO-TIPEIaBATEIIEH IPOTOKOJ Ha MHCIEKTopUTe B P31, KonTo v chxpaHsaBar 3a cpok 10 roauHu.

Yn. 50B. (Hos - /IB, Op. 81 ot 2013 r.) 3a0pansBa ce oTmyckaHe B OOJHHWYHATA anTeka Ha
JIEKApCTBEHH MPOAYKTH, CBHABP)KAIIM HAPKOTHYHH BEUIECTBA, 10 pEIEeNTa WIH JIEKAPCTBEH JIHCT,
NPENICaHy MPen oBeYe OT 7 JTHH.

Ui 50r. (Hos - IB, 6p. 81 ot 2013 1.) (1) 3a0bpansiBa ce B OOJIHMYHATA anTeKa OTIyCKaHE Ha



JIEKapCTBEHU MPOAYKTH, ChABPKALY HAPKOTUYHH BEIIECTBA OT NpuiIokeHus Ne 2 u 3 kpM ul. 3, T. 2 ¥
3 ot Hapenbara 3a penma 3a kmacuduimpaHe Ha pPacTEHHUsSTAa W BEIIeCTBaTa KaTo HApPKOTHYHHU, B
KOJINYECTBA, I0-TOJIEMH OT IMPEIHCAHUTE.

(2) Ilpu ycraHOBsIBAHE Ha HECHOTBETCTBUS B INPEANMCAHMETO M MAKCHUMAJIHO JONYCTHMATa
7032 MarucTbp-papmManeBTbT B OOJHUYHATA alTeKa € JUIBXKEH Ja C€ KOHCYJITHUpPA C MpeANUcaIns
pelenTara/JeKapCcTBEHUs JIUCT JIeKap.

(3) IIpy HEBB3MOXKHOCT 3a W3IIBIHEHME Ha NPEINUCAHUETO Cie] KOHCYJITaluuATa Mo ain. 2
pelenTaTa/JIeKapCTBEHUAT JIUCT Ce BPbIIA Ha JIEKaps 3a aHyJIMpaHe.

Y. 50a. (Hos - [IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 95 ot 2018 r.) 3abpaHsBa ce OoTIycKaHe
Ha JIEKapCTBEHH NpOoayKTH 1o uil. 30r, ai. 7, T. 2, KOraTo NPUHOCUTEIIAT Ha perentara € noj 18 roguuu.

Y. 50e. (Hos - IB, 6p. 81 ot 2013 r.) (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JlekapcTBeHUTE
npoayktu mo uwi. 30r, am. 7, T. 1 ce oTmyckaT OT anTeKH Ha JeueOHHUTE 3aBElIEHUsI ChC CTAI[MOHAp,
cxmrourn 1oroBop ¢ H30K 3a xnmuanuam mereku no wi. 30r, ai. 8 u/uimu aMOynaTopHa mporeaypa 3a
CHCTEMHO JIEKApCTBEHO JICUCHUE MIPH 3JI0KaYECTBEHH 3a00ISIBAaHHUS.

(2) Konus Ha peuenture, IO KOUTO c€a OTIYCHATH JIEKAPCTBEHU NPOAYKTHU Mo ain. 1, ce
ChXpaHsIBaT B alTeKaTa Ha JIe4eOHOTO 3aBEICHUE B MPOIBIDKEHIE Ha €/IHA TOJIMHA, KaTO C€ MPEICTaBAT
Ha KOHTPOJIHUTE OPTaHU MPH MPOBEPKA.

Pa3nen VI.
IIpennucBaHe HA MeAMUMHCKH U3/1eJHsA, KOUTO 11l ce OTIYCKAT B Ipyra abp:xasa yienka (Hos -
B, op. 15 oT 2014 1.)

Y. 50x. (Hos - IB, 6p. 15 ot 2014 1.) (1) [To u3puyHO MickaHe Ha MAIMEHT JUIaTa Mo 4i. 4
MpPEeNNrCcBaT HEOOXOJUMHUTE 3a JICYEHHUETO MEAMIIMHCKH W3JeNusi, KOMTO IIe Ce OTIYCKaT B Jpyra
J'bprKaBa YICHKA.

(2) Penentute no an. 1 cieasa a cbAbpKaT JaHHUTE, IOCOUEHU B IpuiioxkeHue Ne 4a.

Un. 503. (HoB - JIB, 6p. 15 ot 2014 r., u3m. - JIB, 6p. 95 ot 2018 r.) Korato MeauimHcKuTe
m3aenus mo an. 1 Ha wi. 50k ce mpennucat Ha 30JI, peuentypHute OjJaHKH 1Mo Wi. 24 cienBa 1a
ChIIbPKaT BCUYKH JIaHHU, IOCOUEHU B MpuiiokeHue Ne 4a.

I'naBa nera.

OTIIEYATBAHE, PASITPEJEJISSHE U KOHTPOJI HA CIIEHUAJTHUTE PELHEIITYPHU
BJIAHKHA 3A JIEKAPCTBEHU INPOJAYKTU, CbABPKAIIIN HAPKOTHUYHU BEHIECTBA,
" HA PEHENITYPHUTE BJIAHKU 3A ITPEJAIIMCBAHE HA JIEKAPCTBEHH ITPOJAYKTHU

IO PEJIA HA HAPEJIBA Ne 34 OT 2005 T'. 3A PEJIA 3A 3AIVIAIIAHE OT
PEITYBJIUKAHCKUWSA BIO/I’KET HA JIEYUEHUETO HA BBJI'APCKHUTE I'PAXKJAAHHA 3A
3ABOJISAIBAHUSA, U3BBBH OBXBATA HA 3AABJIKUTEJIHOTO 3IPABHO
OCHUTI'YPSABAHE

Yn. 51. (U3m. - 1B, 6p. 94 ot 2011 r., uam. - IB, Op. 81 or 2013 r.) MunucrepcTBoTO Ha
3[paBEONa3BaHETO OPraHMW3Wpa M KOHTPOJIUpPA OTIEYATBAHETO, PA3MpENEeNTHETO W OTYMUTAHETO Ha
CIELIMAIIHUTE PEeLeNITYpHH OJIaHKH 32 OTIYCKaHE Ha JIEKApCTBEHU MPOIyKTH o wi. 11, an. 1.



Un. 52. (1) (U3wm. - [IB, 6p. 94 ot 2011 r., usm. - IB, 6p. 81 ot 2013 1.) MuHHCTEPCTBOTO HA
3/IpaBEOIa3BaHETO €KEroJHO OOsBIBa M IMpOBEXkJa OOIIeCTBEHA MOpPbYKAa 3a OTIeYaTBaHe Ha
CHEeIHUaTHUTE peuentypHu oganku nmo wi. 11, an. 1.

(2) (U3m. - JIB, Op. 94 ot 2011 r.) Ornevaranute OjaHKM MO al. | ce MPEAOCTaBAT OT
U3ITBJIHUTENS Ha TopbukaTa B P3U B KonMuecTBa 1o mpeaBapuTEIIHO HApaBEHa 3asBKa.

(3) (U3m. - [IB, 6p. 94 ot 2011 r., u3m. - [IB, 6p. 81 ot 2013 r.) CrenuamHuTe perenTypHu
Omanku o wi. 11, an. 1 ce mpuemaT OT MHCIIEKTOpa MO HAPKOTHYHUTE BenlecTBa KbM P3U u ce cheraBs
MIPOTOKOJI B JIBa €K3EMIUISIPa, KOUTO ChABPIKA CIETHUTE TaHHU:

1. Tpute umena, EI'H u nanHu OT 10KyMeHTa 32 CaMOJMYHOCT Ha IIpUEMaIllis U IpeJaBaliys;

2. Opo#i Ha perenTypHUTe OJJAaHKK U Opoil Ha KO4YaHHWTE (KapHETUTE), B KOUTO ca odopMeHuU
OJIaHKUTE;

3. cepusi, HaYaJIeH M KpaeH HOMEp Ha KovaHa (KapHeTaTa).

(4) (U3m. - IB, 6p. 94 ot 2011 r.) [IpoTokonuTe ce mOANKCBAT OT MPUEMAIUS U TIPEJaBaLIUs 1
ce nocras neuar Ha P3U.

Un. 53. (1) (U3m. - [IB, Op. 94 ot 2011 r.) UHCcniekTOpUTE 1O HAPKOTUYHUTE BEIIECTBA KHbM
P3U nmpenocTaBAT cienuagHUTE PelENTYpHU ONAaHKM HA JUIATa 1Mo 4i. 5, an. 1 cpeuly moamuc u cien
MoJIaBaHe Ha 3asiBJICHUE 110 00pa3el] ChIIacHo mpriiokeHne Ne 9.

(2) Tlonyuenute crenuaaIHu PEIENITYPHU OJIAHKU CE ChXpaHSIBAT JIMYHO OT JICKapsi/JeKaps 1Mo
JICHTAJTHA MEIUIIMHA ¥ HE CE MPEOTCTHIIBAT.

Un. 54. (U3m. - JIB, Op. 94 or 2011 r.) Uucnekropute kbM P3U oTumTaT momydeHute
CIEUAIHN PEUENTYpHU OJIaHKH, KaTO BOJISAT PETUCTBP MO obOpaser chriaacHo npuioxkeHue Ne 10, B
KOWTO C€ BIIUCBAT:

1. (u3m. - JIB, Op. 94 ot 2011 r.) TpuTe MMeHa Ha JieKaps/JIeKaps Mo JEHTAJIHA MEIUIIMHA,
PETUCTPAlIMOHHUAT My HOMEp chrilacHO peructspa B P3U mo un. 5, an. 1 ¥ KoabT Ha J1e4eOHOTO
3aBEJICHHE;

2. OposIT Ha MOJIy4YeHUTE KOUaHH (KapHETH) U OpOSAT Ha peLlenTypHUTE OJaHKH B THX;

3. cepusTa, IBPBUAT U TOCICIHUIT HOMEP OT KOYaHa C PeleNnTypHU OJIaHKH;

4. nataTta Ha MOJy4aBaHe M Ha MpeJaBaHe HAa PELENTYPHUTE OJIaHKH.

Un. 55. (1) 3a ycTtaHOBEHHU JIMIICH Ha CIENUATHU PEUENTYpHH OJIaHKU 3a TpEANHCBaHE Ha
JIEKapCTBEHH MPOAYKTH, ChABPIKAIIM HAPKOTHYHHU BEIIECTBA, HE3a0aBHO CE YBEAOMSBAT CHOTBETHOTO
palioHHO TONHIIECKO ynpaBieHue U uHcnekTopbT no wi. 17 3KHBII, kaTto ce mocouBar cepusita u
HOMEPHT UM.

(2) (U3m. - JIB, Op. 81 ot 2013 r.) B cpok 24 yaca oT yBeIOMSIBaHETO 1O all. | WHCIEKTOPHT
M3Mpalla MOUCMEH CUTHAlI [0 CHeHualdu3upaHaTa aJMUHHUCTpalus Ha MMHHCTEpCTBOTO Ha
3/IpaBEOIa3BaHETO, KOSTO OOSBSBA 3a HEBAIMIHH CICIHAIHUTE PEIENTYpHU OJIAHKU C TOCOYCHHTE
CepUH U HOMEpa.

Ui 56. (Ot™. - [IB, 6p. 94 o1 2011 1.)



T'naBa mecra.

YCJIOBUS A PEJ 3A HOCEHE NJIN U3HACSHE HA TIEKAPCTBEHMU ITPOAYKTU,
NPEJIHA3HAYEHU 3A TEYEHHUETO HA BBJITAPCKU U UYXKJIU I'PAKJIIAHUA,
MNOCTOSAHHO U BPEMEHHO INPEBUBABAIIN B CTPAHATA U ITBTYBALIU U3BBH
PEIIYBJIUKA BBJT'APUS U 3A TPAH3UTHO TIPEMUHABAIIA YUY KJIEHIA

Un. 57. bearapcku rpakaaHu U 4yXKId TpakJaHU, MOCTOSHHO U BPEMEHHO MpeOHBaBaIld B
CTpaHaTa M TBTYBallM W3BBbH Permybnuka bbirapus, MoraT a HOCAT WM J1a U3HACAT OT U 3a TPETH
CTpaHU CJIETHUTE BUIOBE JIEKAPCTBEHHU MPOAYKTH:

1. nexapcTBEHH MPOAYKTH, IPEAHA3HAYCHHU 32 JCUYCHUETO UM, OTIyCHATH 1o pena Ha Hapenba
No 34 ot 2005 r. 3a pena 3a 3amamiaHe OT PemyOIMKaHCKHUS OFOJDKET Ha JICYEHHUETO Ha OBJITapCKUTE
rpax<JIaHu 3a 3a00JIIBaHMS, U3BBH 00XBaTa HA 3aILJDKUTEITHOTO 3/IPaBHO OCUTYPSIBAHE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU 0e3 JIEKapCKO MPeITICaHHE;

3. 1eKapCcTBEHU NPOAYKTH, OTITYCKAHU 10 JIEKApPCKO IPEIUCaHHE.

Un. 58. (U3m. - IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHUTE MPOJYKTH 10
1. 57, T. 1 Morar fa ce mpeHacsT OT CJICIHUTE JINIIA:

|. mManMeHTHT, 32 YHUETO JICUCHHE ca MPEeIHA3HAYCHH PEANMCAHUTE JICKAPCTBEHU MPOTYKTH;

2. IMIETO, KOETO € MOJIyYHIIO JIEKAPCTBEHUTE MPOAYKTH OT ChOTBETHATA alTeKa U UMETO My €
BITMCAHO KAaTO TOJIy4aTell BbPXY pelenTara;

3. nWme, KOeTO NpPUTEKaBa HM3PUYHO IBIHOMOIMHO OT MAIMeHTa, 3a YHETO JICUYeHHE ca
npeIHa3HAYCHH MTPEIIHCAHUTE JICKAPCTBCHH MTPOLYKTH.

Yn. 59. (1) (M3m. - B, 6p. 68 or 2019 r., B cuia ot 27.08.2019 r.) Jluuara no wi. 58
yJIOCTOBEPSIBAT MPABOTO CH Jia HOCAT WM Jia TPEHACAT JICKAPCTBEHUTE MPOAYKTH 1O Wi. 57, T. 1 ¢be
3aBEpPEHO OT MarucTbp-(papmaieBTa KONKMe Ha U3IThIIHEHA PelenTa OT ChOTBETHATA alTeKa, MpeIiucana
32 KOHKPETHOTO JIEUYEHHE.

(2) JInmata o wi. 58 mMoraT Jja HOCST WIH J1a U3HACAT JIEKAPCTBEHHU MPOIYKTH, MPeIHa3HAYCHH
3a JICYEHHETO UM, B KOJMYECTBA, MOCOYEHHM LU(GPOM M CIOBOM B pELENTara, KOSTO cielBa Ja €
oOpaboTeHa B anrekara.

Yn. 60. (M3m. - IB, 6p. 68 o1 2019 1., B cuita ot 27.08.2019 r.) KonnuecTBara Ha npeHacsSHUTE
JEKapCTBEHH MPOAYKTH 10 4. 57, T. 1 ciensa ga ocUrypsiBatT JISHEHHETO HA MAalMEHTa 3a CPOK [0 JIBa
Mecena.

Yn. 61. (U3m. - B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHUTE MPOIYKTH O
. 57, T. 2 Morar jAa ce IMpeHacsAT OT OBJrapcKu W YyXKIW TIpakJaHH IHOCTOSHHO M BPEMEHHO
npeOrBaBallly B CTpaHaTa.

Yn. 62. (1) JIunara o wi. 61 mMorar jja mpeHacsT JIEKapCTBEHU MPOAYKTH OT U 3a TPETU CTPaHU
B KOJIMYECTBA, HEOOXOAMMHU 32 BpEMETO Ha MPECTOsI UM, HO HE TIOBEUE OT TPU Mecella.

(2) (M3m. - OB, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) Jlunata mo wi. 61 morar na
IIPEHACAT OT U 3a TPETU CTPAHM JIEKAPCTBEHU NMPOAYKTH IO WI. 57, T. 2 B MO-TOJEMHU KOJIMYECTBA, AKO
IIPECTOSAT UM IpOABbIDKAaBa MOBEUYE OT TPU MECEla M NPUTEKABAT M3/AaJ€HA pELEnTa 3a ChOTBETHHUS



JICKApCTBCH MPOAYKT U 3a CbOTBETHOTO KOJIUYCCTBO.

Ui 63. (U3m. - JIB, 6p. 68 ot 2019 1., B cruta ot 27.08.2019 r.) JIekapcTBEeHUTE TTPOIYKTH 110
1. 57, T. 3 Morar Jia ce mpeHacsiT OT CJACAHUTE JIMLA:

1. maneHTa, 3a YMETO JICYCHHE Ca MTPeTHA3HAUCHH MTPEIITUCAHUTE JICKAPCTBEHH MTPOIYKTH;

2. nune, KOETO NpPUTEXaBa HM3PUYHO ITHITHOMOIIHO OT IMallMeHTa, 3a YHETO JICUYCHHE ca
npeHa3HAuYCHH MTPEIIICAHUTE JICKAPCTBECHH MTPOLYKTH.

Yn. 64. (1) (M3m. - IIB, 6p. 68 or 2019 r., B cuna or 27.08.2019 r.) Jlunara no un. 63
YIIOCTOBEPSIBAT MPABOTO CH JIa HOCAT WM Jia TPEHACAT JICKApPCTBEHUTE MPOAYKTH 1O Wi. 57, T. 3 ¢be
3aBEpPEHO OT MarucTbp-(papmaieBTa KOIKMe Ha U3ITBJIHEHA PelenTa OT ChOTBETHATA alTeKa, MpeIiucana
32 KOHKPETHOTO JICUCHHE.

(2) JInaTa no wi. 63 mMoraT Ja HOCST WIH J1a U3HACAT JIEKAPCTBEHHU MPOIYKTH, MIPEAHA3HAYCHU
3a JICYCHUETO UM, B KOJIMYECTBA, [IOCOYCHHU IIU(PPOM U CIIOBOM B pellenTaTa.

Un. 65. TpaH3uTHO mHpeMUHABAIllM NIpe3 TEPUTOpPUATAa Ha CTpaHaTa JIMLA HMMar IMpaBo JAa
IIPUTEKABAT JIEKAPCTBEHU IPOAYKTHU, KOUTO Ca NPEAHA3HAUYEHU CaMO 3a TAXHOTO JICYECHHUE.

Un. 66. KoHKpeTHHUTE KOJIMYECTBA JIEKAPCTBEHM NPOAYKTHU, KOUTO JHIara mo wi. 65 mumar
IIPaBO J1a IPUTEXKABAT, Ce ONPEAEIAT OT ChOTBETHATA MpUEMallla IbprKaBa.

Un. 67. Ilpu TpaH3UTHO NMpeMHHABaHE Mpe3 TepuTopusita Ha PemyOnuka beiarapus Ha nunata
no wi. 65 ce npenopbeyBa a ObJAT NpPEABAPUTETHO MHOOPMUPAHU 32 U3MCKBAHUATA, YCTAHOBEHH OT
ChOTBETHATa MPHUEMAILA IbPKaBa.

Un. 68. Bcuuku nekapcTBEHU MPOAYKTH, KOUTO Ce MIPEHACAT OT U 3a TPETHU CTPAHU IO pelia Ha
Ta3u Hapenoa, cieqBa fa ObaT B OPUTMHAIIHUTE CH OTIAKOBKH.

Yn. 69. (1) Ilo pena Ha Tasu Hapenda He MOrar Jia c€ MPEHACST JIEKAPCTBEHU IMPOJYKTH,
ChJIbPIKaI HAPKOTHUYHHU BEIIECTBA.

(2) YcnoBusita ¥ peAbT 3a MPEHACsIHE Ha JIEKApCTBEHUTE MPOAYKTH IO all. 1 ce ompenesar B
3KHBII.

JonbjHUTEIHU pa3nopendoun

§ 1. ITo cmuchna Ha Ta3u Hapenoda:

1. "Kon na H30K" o3nauaBa OykBeHO-LIM(POB KOJ, YHATO MbpBa OyKBa OTroBapsi Ha MbPBO
HUBO Ha AHaToOMoO-TepaneBTUYHaTa Kiacudukanus Ha CBeTOBHATA 3/IpaBHA OpraHu3allus, Bb3IpUETa B
Peny6nuka bbirapus.

2. "BamuaHocT Ha peuenrtata’ o3HayaBa CPOKBT, 32 KOHWTO TS MOXe Aa ObJe H3IbJIHEHA B



amnTeKaTa.

3. "Konu4ecTBO aKTMBHO BEIIECTBO B [1030Ba €IMHMUIA" Ha JICKAPCTBEHUS TMPOJYKT €
ChILPKaHUETO HA aKTUBHOTO BEIIECTBO, M3PA3eHO KOJIMYECTBEHO 3a €Ha J1030Ba €IWHUIA (TadJIeTKa,
KarcyJia) Wid 3a eAMHMIIA Maca ik 00eM B 3aBUCUMOCT OT JieKapcTBeHaTa opma.

4. "luto" o3HagaBa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "Cratum" o3HauaBa "Bequara".

7. (noBa - JIB, Op. 68 ot 2014 r., B cia ot 15.08.2014 r., ot™M. ¢ Pemenne Ne 5812 or
17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuma ot 18.11.2016 1)

8. (Homa - /IB, 6p. 68 oT 2014 r., B cuna ot 15.08.2014 r.) "OTnyckane Ha JIeKapCTBEH MPOTYKT
6e3 nekapcko npeanucanue (OTC)" o3HauaBa CHbBKYIHOCTTA OT ACHCTBHS HA (hapMaleBTH B IPHEMHOTO
MOMEIIIEHUE Ha alTeKkara MO ONpejelisiHe Ha MOAXOMAAIIUS 3a OTIyCKaHe JIEKapCTBEH MPOAYKT Oe3
nekapcko mnpeanucanue (OTC) wunm mnpuemane Ha peUenTypHUTE ONAaHKM M TpOBepKaTa Ha
ChIbPKAHUETO MM, KOHCYJTAalMsi OTHOCHO NPHUEMAaHETO U BB3MOXXHUTE HEXKEJIaHU peakUuuud U
JIEKapCTBCHH B3aUMO/ICHCTBUS U MpeJaBaHe Ha JICKApPCTBEHUTE MPOAYKTH HA MAIIHCHTHUTE.

Ipexoanu u 3aKII0OYUTETHH pa3nopeIon

§ 2. (1) Pasnopendute Ha rnaBa Tpeta, pazzaen 1V, perimaMmeHTupaniy nu3iaBaHeTo, IPOMEHUTE U
BaJIMIHOCTTA Ha perientypHa Onanka (oopazen M3 - H30K Ne 5A no npunoxenne Ne 7), BIu3aT B cuia
ot 1 anpun 2009 r. Jlo BIM3aHETO UM B CHJIa BCUYKHU JIEKAPCTBEHU MPOAYKTH, 3aIlIalllaHd HAI'BJIHO WIIN
gactuuHo oT H30K, ce npeanucsar Ha perientypHa 61anka (o6pazen M3 - H30K Ne 5 o npumnoxxenue
No 6) cwe cpok Ha BanmaHocT 30 qHU.

(2) B cpok go 1 ampun 2009 r. anrekutre mnpuBeRIaT copTyepa CH B CHOTBETCTBHE C
M3MCKBaHUATA Ha Ta3u Hapenda OTHOCHO W3/IaBaHETO, NMPOMEHUTE M BaJMJHOCTTAa HAa pELENTypHa
6nanka (oopazerr M3 - H30K Ne 5A no npunosxenue Ne 7).

§ 3. (1) (M3m. - [IB, 6p. 91 ot 2009 1.) B cpox mo 31 mait 2010 r. nexapcTBEHU MPOAYKTH,
ChAbpXKAIIM HAPKOTHUYHU BellecTBa OT npuiioxeHus Ne 2 u 3 kpM wi. 3, an. 2 Ha 3akoHa 3a KOHTPOII
BbpPXY HApKOTUYHHUTE BEILECTBA U IMPEKypCOpUTE, MOraT Ja C€ MNpEeANucBaT M Ha CHELHATHUTE
peuentypHu OJaHKM 1Mo oOpaser chriacHo npunoxkeHue Ne 6 kbMm ui. 11, an. 1 or Hapenba Ne 4 ot
2001 r. 3a yciioBusITa M pejia 3a MpeANUCBaHe U OTITYCKaHE Ha JIEKAPCTBEHU MPOYKTH.

(2) Cnen n3TnyaHe Ha CpoKa o ajl. | crenuanHuTe pelenTypHU OJIaHKU 1Mo mpuiioxeHue Ne 6
kbM . 11, an. 1 or Hapen6a Ne 4 ot 2001 r. 3a ycrnoBusaTa U pefa 3a MpeAnucBaHe U OTIyCKaHE Ha
JIEKapCTBEHM NPOJYKTH CE€ YHMIL0’KAaBAaT OT KOMUCHS, ONIpEIEIEHa ChC 3alloBe Ha AupekTopa Ha PII3.

(3) 3a ynuioxxaBaHeTo Ha OJAHKUTE IO aj. 2 c€ ChCTaBs MPOTOKOJI, KOMTO ce YTBBPKIaBa OT
aupekTopa Ha cboTBeTHUS PLI3 1 ce u3npamia B MUHHCTEPCTBOTO Ha 3/1paBeONa3BaHETO.

(4) Penentypuute 6ianku no npuioxxenue Ne 4 kpm ui. 6, an. 1 or Hapen6a Ne 4 ot 2001 r. 3a
YCJIOBHATA U peAa 3a MpeINUCBaHe M OTIyCKaHE Ha JIEKAPCTBEHU MPOJYKTH MOTaT Jia ce U3MOJI3BaT 10
TAXHOTO M3UYEpIBaHEe, HO HE MO-KbCHO OT €/lHA FOJIMHA OT BIM3aHE B CHJIa Ha Ta3u Hapenda, KaTo B TAX
ce BIIMCBAT JAaHHUTE 1O Wi. 7, aJl. 2 OT MEITUIIMHCKHS CIEIMATIUCT, KOMTO U3/1aBa perenraTra.

(5) bnankuTe Ha JeKapCTBEHUTE JIMCTOBE MO npuioxkenue Ne 5 kbM ui. 6, an. 2 ot Hapenba Ne
4 ot 2001 r. 3a ycnoBHATa U pefia 3a MPEANKUCBAHE U OTIYCKaHEe Ha JISKapCTBEHH MPOJYKTH MOTaT /1a ce
U3IMOM3BAT 0 TSAXHOTO HM3YEpIBaHE, HO HE MO-KbCHO OT €Ha TrOJMHa OT BJIM3aHE B CHUJIa Ha Ta3H
Hapenoa.



§ 4. (U3m. - IB, 6p. 94 ot 2011 1.) KOHTpOAHT 1O U3MIBIHEHNE HA Hapea0aTa ce OChIIECTBIBA
0T MUHMCTEPCTBOTO Ha 3/paBeona3BaHeTo, P3U u M3neianurennara arenuus no jgekapcrsata 1 H30K
(B 4acTTa OTHOCHO OTIIyCKaHE U IpEIIIMCBaHE Ha JIEKAPCTBEHU MPOJYKTH, 3aIUIAIl@aHU HAI'bIHO WJIU
YaCTUYHO OT Hesl).

§ 5. (Hom. - JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Ta3u Hapenda ce u3maaBa Ha
ocHOBaHue Wi. 221 oT 3akoHa 3a JIEKApCTBEHUTE MPOAYKTH B XyMaHHaTa MeauiuHa 1 wi. 60 ot 3akoHa
32 KOHTPOJI BbPXY HAapKOTHYHHUTE BEIIECTBA M MPEKYPCOPHUTE, KAKTO M Wi. 56, ai. 2 oT 3akoHa 3a
3paBHOTO ocurypsBane u orMmeHs Hapenba Ne 4 ot 2001 r. 3a ycrnoBusiTa U pena 3a NpeAnucBaHe U
OTITyCKaHE Ha JICKapCTBEHU NpoaykTu (00H., JIB, O6p. 10 ot 2001 r.; usm., 6p. 74 ot 2002 r.; O6p. 82 or
2003 r.; 6p. 32 ot 2005 r.; O6p. 34 o1 2006 T.).

§ 6. (M3m. - [IB, 6p. 94 ot 2011 r.) Ykazanusa no mpuiaraHeTo Ha Hapeabara naBat H30K
OTHOCHO pasnopea0duTe 1Mo NPEANUCBaHe U OTITYCKaHEe Ha JIGKAPCTBEHU MPOAYKTH, 3aIUIAIIAaHU HAIThJIHO
win yactuuyHo oT H30K, cboTBeTHO MUHUCTEpCTBOTO Ha 3/ApaBeona3BaneTo, P3U u M3nbinnurennara
areHIIUs T0 JIEKapcTBaTa ChoOPa3HO TAXHATA KOMIIETEHTHOCT.

JlonbJIHUTEIHN pa3nopendu
KBbM HAPE/JIBA 3A U3MEHEHUE U IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJOBUSATA U PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHA
MNPOAYKTHU

(OBH. - 1B, BP. 15 OT 2014 I'., B CWUJIA OT 21.02.2014T.)

§ 6. C Ta3u Hapenba ce BbBEXKIAT M3UCKBaHuATa Ha JlupexTuBa 3a u3nbinenue 2012/52/EC na
Komucusra or 20 gexemspu 2012 r. 3a onpexnensiHe Ha MEpPKU 3a YJIECHsABAaHE Ha IIPU3HABAHETO Ha
MEAUIMHCKUTE NMPEeANUCcaHus, U3aleHu B Apyra abpkasa wieHka (OB, L 356/68, 22.12.2012).

3aKJIIYUTETHU pa3nopenou
KbM HAPEJIBA 3A UBSMEHEHUE U JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 1. 3A
YCIOBUSATA U PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHA
MPOJIYKTH
(OBH. - [IB, BP. 15 OT 2014 T'., B CUJIA OT 21.02.2014T".)

§ 7. Hapenbara Biu3a B cuia ot JieHs1 Ha oOHapoaBaHeTo 1 B "JIbp)KaBeH BECTHUK'.

3akJIl0unTeTHU pa3nopenaoun
KBbM HAPEJIGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHH
MMPOAYKTH
(OBH. - 1B, BP. 68 OT 2014 I'., B C1JIA OT 15.08.2014T".)

§ 15. Hapenbara Bnu3a B cuiia OT JIeHs] Ha 0OHapoBaHeTo ¥ B "J[bprkaBeH BeCTHHK".



IIpexoaHu u 3aKIIOYHUTESTHU pa3nopeadn
KBbM HAPEJIGA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCIOBUATA U PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - JIB, BP. 95 OT 2014 T")

§ 21. B cpok 10 Tpu Mecena OT BIM3aHE B CHJIa HAa HapenOara JeueOHNUTE 3aBEJCHUS MOTaT Ja
IPEANUCBAT JIEKAPCTBEHHU MPOIYKTH Ha JIEKAPCTBEHH JIMCTOBE 110 JOCETAIHUS PEl.

3aKJII0YMTEHHA Pa3nopendu
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 4 OT 2009 1. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
NPOAYKTHU
(OBH. - IB, BP. 95 OT 2018 T".)

§ 17. HaBcsixbae B HapenOaTa abpesuarypara "(330J1)" ce 3amens cve "(30JI)".

IMpexoanu u 3aKII0OYUTETHH pa3nopeon
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne 4 OT 2009 T'. 3A
YCIOBUSATA U PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
MPOJYKTH

(OBH. - IIB, BP. 68 OT 2019 T'., B CWJIA OT 27.08.2019T".)

§ 22. (1) Jo mybnukyBane Ha mHpopManuara 1mo wi. 23a, ai. 5 ce M3AaBaT IMPOTOKOJHU 32
IPENICBAaHE Ha JIEKAPCTBEHU MPOAYKTH 1O wi. 23, asl. 4 npu JOCErallHuTe yCIOBUSA U IO J0CETalllHUsS
pexn.

(2) Uzpmanenute npoToKodAM A0 MNyOnMKyBaHe Ha HHpopMmanuara mo wi. 23, am. 5 ce
U3ITBJIHABAT /10 U3THYAaHE HA TEXHUS CPOK.

§ 23. Hapenbara Biu3a B cuja OT JAeHs Ha oOHaponaBaHeTo M B "/IbpkaBeH BECTHHUK', ¢
m3kouenue Ha § 8,9, § 10, 1. 2, § 12 u 21, xouto Bim3at B cuia ot 1 sayapu 2020 r.

ITpunoxenne Ne 1 xbMm ui. 4, an. 3

(M3wm. - IB, 6p. 81 ot 2013 1.)
JlekapcTBeHH IPOAYKTH, KOUTO (QEIAMIEPUTE HAMAT MPABO Ja MPEITHCBAT

1. AHTHApUTMUYHH JIEKAPCTBEHU NPOTYKTH.

2. XOpMOHaJIHM JIEKapCTBEHU IMPOJYKTH O€3 MpOTHMBO3a4aThbYHU U KOPTUKOCTEPOUIN 32
JIOKQJIHO MPUIIOKEHHE.

3. AHTHHEOIJIaCTUYHU U UMYHOMOYJIUPAIIIN JE€KaPCTBEHU MTPOTYKTH.

4. IIcuXOMUTHILIM U TICUXO0AHAJIETITUIIH 32 JICUeHHE HAa XPOHUYHU 3a00JIIBaHusl.

5. (m3m. - [IB, 6p. 81 ot 2013 r.) JIekapcTBEHU MPOIAYKTH, ChABPIKAIIN HAPKOTUYHHU BEIIECTBA
ot npuioxenus Ne 2 u 3 kM ui. 3, 1. 2 u 3 ot Hapenbara 3a pena 3a knacuduippae Ha pacTeHUITA U
BelIecTBaTa KaTo HAPKOTUYHH.

6. JIekapcTBEHU IPOAYKTH, BKJIIOUEHU B npuioxkeHue Ne 5 kpM wi. 11, an. 2.



ITpunoxxenne Ne 2 xpMm ui. 6, an. 1

PeuentypHa 6naHka

3a 3a
eAHOoKpaTHO MHOroKpaTHO
npegnuceaHe npegnuceaHe

MVIHVICTepCTBO Ha 3apaBeona3BaHeTo

MegumuuHckm cneunanuct (Mve)

(nognwuc)
(nevar)

G-

(vme Ha nauueHTa, Bb3pacT)
oT p. (c.)

(bpemeHHa xxeHa, KbpMadka, geTe - nog4yeprasa ce NpunoXxmnmoTo)

ITpunoxxenne Ne 3 kpMm 4. 6, an. 2

(Otm. - [IB, 6p. 81 o 2013 1.)




ITpunoxxenne Ne 4a kpM ui. 9a, an. 2
(Homo - /1B, 6p. 15 oTr 2014 1.)

HemqepnaTeﬂeH CIIMCBK Ha CJIICMCHTUTC, KOUTO CC BKIIOYBAT B PCUCHTUTC, KOUTO IIC CC
HU3IBJIHABAT B ApYyTra AbpiKaBa 4JICHKA

WnenTudukaiys Ha ManueHTa:

®amunHo(u) ume(Ha)

Co6cTBeno(Hn) nme(Ha) (M3nucano(n) U3LsII0, T.€. HE Ce pa3peliaBaT WHUITHAIIH )

JlaTa Ha paxxnaHe

Wnentudukanus Ha perenrara:

JlaTa Ha u3naBane

WnenTudukanys Ha MEIUIIMHCKHS CIICIIHAINCT, U3J1AJT PelenTara;

®amunHo(u) ume(Ha)

CoOcTBeHo(Hn) nMme(Ha) (M3nucano(1) U310, T.€. HE Ce pa3peliaBaT WHUITHAIIH )

[Tpodecnonanna kBamupuKamus

JlaHHU 32 mpsika Bpb3Ka (SJIEKTPOHHA MOIIa U HOMep Ha TenedoH win (akc, Kato ce mocoYr U
KOJIBT 332 MEXIYHAapPOJIHO N30UpaHe)

CaiyxeOeH aapec (BKIOYUTEITHO HAUMEHOBAHUETO Ha ChOTBETHATA JIbPKABA WICHKA)

[Momnuc (MonokeH cOOCTBEHOPHUHO WM HHU(POB B 3aBUCHMOCT OT HauyMHA Ha W3JaBaHE Ha
MIPEITHCAHUETO)

Wnentudukanys Ha IpeArnucaHus MPOAYKT, KOraTo TakaBa € HeoOXoauMa:

MexayHapoHO HEMAaTeHTHO HAMMEHOBaHWE WM (apMakolnedHHO HaWMEHOBAaHUE Ha
JIEKApCTBEHOTO UM BEIECTBO

THpProBCcKOTO HAMMEHOBAHKE HA JICKAPCTBEHUSI TPOAYKT B CIy4auTe 10 Wi. 9a, ai. 4

JlexapcTBena popma (Tabseru, pa3TBOp H T.H.)

Konunuectso

KonndecTBo Ha aKTHBHOTO BEIIECTBO 32 JI030Ba EMHULIA

Jlo3upoBKa.



ITpunoxxenne Ne 5 xbm 4. 11, an. 2

(A3m. - 1B, Op. 81 ot 2013 1)

JlexapcTBEHU MPOIYKTH, ChbPIKAIIM HAPKOTUYHHU BELIECTBA OT NMPUIIOKEHHUSI Ne 2 1 3 KbM Il
3, T. 2 u 3 or Hapenbara 3a pena 3a kiacupuIUpaHe Ha paCTEHUSITA U BELIECTBAaTa KaTO HApKOTUYHU, B

KOMOWHAIMS C APYTH JICKAPCTBEHH BEIIECTBA

1. Codeini phosphas, Phenobarbitalum, Coffeinum, Metamizolum, Paracetamolum.



[Ipunoxxenue Ne 5a kbm un. 21, an. 2 u un. 30a, an. 1 u 2

(HoBo - 1B, 6p. 95 oT 2014 1.)




[Tpunoxenne Ne 56 kpMm wi. 30a, amn. 5

(HoBo - 1B, 6p. 95 o1 2018 1.)

TEPAMEBTUYEH oML

no npoTtokon Ne

MaunenT: Nve MNpeanme Pamunus

[ata Ha
paxgaHe M3 Ne/Alp Ne: Bwb3pacT:
PvcT
Terno: Ten. noBbpxHoCT (M?):
(cm):
KpeaTuH OtpeneHve, ume
[ata - Hayano Ha TepanusaTa:
WH: 1 KOA:
LUnken XumunoTtepanesT
Ne: N4Ha cxema:
MbT Ha
O6em | Bpeme/
npunaraHe KoHTenHep 3a
Kopurupana Ha
WHouenpyanHa | Pepyku naumeHTa (6aHka
Yac Ha INekapcTBeH . nHavBuayanH roToBu | ckopocT
HaTa - AT JNekapctee | (iv, sc, po, CraHgapT nosa 1S Ha CTbKIO, 6aHka PVC,
Ne| npunoxeH NPOAYKT - a gosa Hocuten a 3a
OeH/aHn C Ha dopma | uHTpakasutap | Ha gosa | (mg/mceg/IU/MIU/ | po3aTta WHY3. cak,
ne TbProBCKO UMe (mg/mcg/IU/MI pa3TB | npunara
HO, MU) B % CMpWHLOBKA,enacToM
u/MU) op He (h |
VHTpaBe3ukan epHa nomna v ap.)
(ml) ml/h)
HO U T.H.)
Hama: |1
2
[eH Ne ...
Oama: |1
2
[eH Ne ...
Hama: |1




HeH Ne ... | 2
Nama: |1
2

HenH Ne ...
Hama: |1
2

Hen Ne ...
Hama: |1
2

HeH Ne ...

JleKkyBalLl, MEKapP: ......ccoceeeueeen. (moanuc)  Ha3HaYeHO Ha: .......ccceeecvvrveeneen. (nata)

Wwme Mpesnme damunus

MpuroTun: mar.-cbapm./nom.-cbapm. Mime Mpesnme Pammnus ..................... (nognwc)

Mposepun: mar.-cpapm. Nime MNpesnme PaMUIUS ..........cccceeeeeieeeiiieeeceiie e (nognwc)



[Tpunoxxenne Ne 6 kbM 4. 24, ain. 1

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




[Tpunoxxenne Ne 7 xbM 4. 24, ain. 1

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




[Tpunoxxenne Ne 8 xbm 4. 24, ain. 1

(M3wm. - ]IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., usm. - IB, 6p. 68 ot 2019 ., B cuna ot
01.01.2020r.)







ITpunoxxenne Ne 8a xkbpm ui. 30a, an. 1

(HoBo - /IB, 6p. 81 ot 2013 r., usm. - [IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1., oTM™. -
1B, 6p. 95 o1 2014 1.)



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

(HoBo - JIB, 6p. 81 ot 2013 r., usm. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.,
npeaunrHo [punoxenue Ne 86 kbM wi. 30r, ai. 3, uzm. - JIB, 6p. 95 or 2018 1.)







ITpunoxxenne Ne 88 xbM uit. 30r, ann. 4 u 5

(Hogo - JIB, 6p. 95 ot 2014 r., npeaumiao [Tpunoxxenue Ne 88 xbM uwi. 30r, an. 3, mwm. - /1B,
op. 95 oT 2018 1.)




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

(Hoso - 1B, 6p. 81 ot 2013 r., m3m. - IB, O6p. 68 ot 2014 1., B cuia ot 15.08.2014 r., npenumino [Ipmioxenne Ne 88 kpm wi. 307,
an. 1 - IB, 6p. 95 o 2014 1.)

PeuenTtypHa 6naHka Ne .....................
3a NnekapcTBEHU NpoayKTy, 3annawanu ot H30K

HanmeHoBaHue Ha ne4yebHoTO 3aBeaeHme - Per. Ne

Jlekap (nme)

3abonsaBaHe rpyna N2 .........ccccceeeeiiiiiiiiiiiieeee e, no npun. Ne 1
MpoTtokon Ne .........evvvnnnn. Oara:

Jlekap:
(nognuc v nevar)

MNauneHT:
ElMH:

[om. agpec:

p. (c.)

OTtnycHan: Monyuun:



Mar. dpapm. YUH:
Uoonooooon

(nognuc 1 nevar) Hara:



ITpunoxxenne Ne 81 kbpM wit. 50, an. 4

(HoBo - 1B, 6p. 95 o1 2018 1.)

)KypHan 3a pasTBapsAHe Ha NekapCTBEeHU NPOAYKTU 3a NevYeHne Ha OHKOIOrMYHWU/OHKOXEMATONOrMYHK 3abonsBaHns

Bpon
OTBOpPEH Cpok
Konunuec
JlekapcT MHaneuayanHa " Ha Mauue Mauune|BS dapmayy
NN - | Qata Ha | Yac Ha TBO OcTtatbk Hocut | HocuT |Mauwne | MNauuve Mauune Maune JlekyB
BEH nosa ¢nakoH rogHoc HT HT A MpoTok eBT
nopeg | npuroTs | npuroTs aKTUBHO (mg/mcg/IU/MI en en HT HT HT HT auy
npoaykT (mg/mcg/IUMI | wn3a T Ha (Bb3pa (terno|(m? on Ne N3roTeu
eHNe | gHe siHe B-BO BbB U/MU) (vume) | (ml) | (ETH) | (ume) (puCT) (non) nekap
(nme) U/MU) npuroTs ocTtatb CcT) ) ) n
cnakoH
AiHe Ha Ka
fgosata
1
Ob6uwo
3a pdaTa
2
O6Lwo
3a pata
3




O6uo
3a pgaTa




ITpunoxxenne Ne 8e kM ui. 50, an. 5

(HoBo - 1B, 6p. 95 o1 2018 1.)

Onunc Ha Hen3non3BaemuTe octaTbum OT JIeKapCTBEHU NMPOAYKTK 3a Nnie4YeHne Ha OHKOJOIrMYHM/OHKOXEMAaTOSOrnM4YHM 3abonsBaHmsa

JlekapcTtBeH Kon-so Heunsnonssaem LleHa Ha usan CronHoct
AT | JlekapctBeH Jlek. MapTuaeH Ne Ha Ha
Ne [ daTa | npoaykT (Tbpr. C | npoaykr (INN) aKT. hopma | npoussomuTens OCTaTbK 3a AeHs donakoH/amn 0CTATBKA
nve) o B-80 P pousBoA (mg/meg/IUMIUMU) | . (ne.) o
1.
2.




[Tpunoxxenne Ne 9 xbm 4. 53, an. 1

(Msm. - JIB, 6p. 81 ot 2013 1)

BX.NO e
.............................. 200 ......T

no

OVPEKTOPA HA

PEFMOHANHA 30PABHA MHCMNEKLNA
TP

Ha BHMMaHueTo Ha
MHCMeKkTopa no
HapPKOTMYHM BeLlecTBa

3AABNEHUE
L 1 TSP PPURPPPP
(TpyTE MMeHa Ha nekapsi/nekaps no AeHTanHa MeguumHa)
(HammeHOBaHmeHaneqe6HOTo3aBeﬂeHme)
.............................................................................................. (ap.pecHaneqeGHOTosaBegeHme)
CNe ., B perncTbpa Ha P3W Ha nekapute/nekapuTe No AeHTanHa MeauumHa, KoMTo NpeanuceaT ekapcTBEHU NPOAYKTU, ChAbpKaLlLm

HaPKOTMUYHM BeLLEeCcTBa.

Mons ga mu 6baaT npeaocTaBeHu:

........................................... 6pos KoYaHW crieunanHn peuenTypHU 6naHku cbe 3eneH LBST
........................................... 6pos koYaHW creunanHn peuenTypHU GnaHku ¢ XXbNT LBAT

(mognwc)



ITpunoxxenne Ne 10 kpMm wit. 54

(Msm. - JIB, 6p. 81 ot 2013 1)

Pernctbp Ha nekapute/nekapute no AeHTanHa MeauvumHa, NnonyyYmnu cneunanHn peuenTtypHu 6naHkm 3a
npeanMcBaHe Ha NekapCTBEHU NPOAYKTU, CbAbPXaLLUN HAPKOTUYHMTE BeLlecTBa oT npunoxeHus Ne 2 n Ne 3
KkbM un. 3, T. 2 n 3 ot HapeabaTta 3a pena 3a knacudumumpaHe Ha pacTeHMsTa U BelecTBaTa KaTo HapKOTUYHN

(3arn. nam. - B, 6p. 81 ot 2013 1.)

Per. Ne
CcbrnacHo
permcTbpa
no un. 5,
an.1, 1.1 TpuTe nMeHa Ha nekaps/nekaps No geHTanHa MeguumHa
Koa Ha Bpow nonyyenn | Bpon nonyyenn | Cepusi | dataHa | [Nognuc [aTa Ha MNognuc Ha
KoYaHu KoYaHu
ne4yebHoTO oT Ne nony- |Ha nekaps/ | npegaBaHe | WMHCNeKTopa
(kapHeTn) (kapHeTwn)
n 6pon Ha n 6pon Ha
3aBedeHune 0o Ne | yaBaHe | nekaps no no Hapko-
cneunan- crneuman-
HUTE HUTe
OeHTanHa TUYHU
peuenTypHu peuenTypHu
GraHkn cbC
OnaHKM ¢ XbnT - mMeauumHa BeLlecTBa

LUBAT B TAX

LBAT B TAX




ITpunoxxenne Ne 11 kpMm wit. 56

(Otm. - 1B, 6p. 94 o1 2011 1.)



