HAPEJIBA Ne 4 ot 4.03.2009 r. 3a ycJjioBUsiTA U peaa 3a
NpeanucBaHe U OTNYCKAHe HA JIEKAPCTBEHU MPOAYKTH

M3nanena or MUHKCTBpA Ha 3paBeorna3BaneTo, 00H., JIB, 6p. 21 ot 20.03.2009 r., uszm., 6p.
91 or 17.11.2009 r., 6p. 94 ot 29.11.2011 1., 6p. 2 ot 6.01.2012 1., U3M. U npom., Op. 81 oT
17.09.2013 r., u3m., 6p. 104 or 3.12.2013 r., u3m. u gorm., 6p. 15 or 21.02.2014 r., B cuna ot
21.02.2014 r., 6p. 68 or 15.08.2014 1., B cuna ot 15.08.2014 1., 6p. 95 oT 18.11.2014 1.

I'naBa nbpBa
ObIIMH HHOJIOKEHUA

Y. 1. C Ta3u HapenOa ce Onpeaesiar:

1. MEIMIMHCKUTE CHEIUATUCTH, KOUTO MOTaT Jia U3JaBaT PEeLeNTH, PeIbT 3a MPEANUCBaHe
Ha JICKapCTBEHU MPOJYKTH, CPOKBT 33 U3II'BIHEHUETO, CIyYauTe U PeibT, IPU KOUTO MAarUCThp-
(hapMareBT MOXKe J1a OTKaXKe JIa U3ITBJIHU JIEKAPCKO MPEANMCaHHE,

2. yCIIOBUSATA U PEIBT, IO KOUTO OBJITAPCKH T'PaXJaHU U YyXKIU TPKIAHH, TOCTOSIHHO U
BPEMEHHO MpeOMBaBaIlly B CTpaHaTa M MIbTyBallk W3BbH PenyOmuka bearapus, MoraT 1a HOCST
WM J]a U3HACAT JICKapCTBEHH MPOIYKTH, IPETHA3HAUYCHH 32 JICUCHUETO UM;

3. KomuyecTBaTa JEKapCTBEHH TPOAYKTH, TPEAHA3HAYCHH CaMO 3a JICYCHHETO Ha
TPAH3UTHO MPEMHUHABAIIN U BPEMEHHO MpeOUBaBaIlld Ha TEPUTOPHITA Ha CTpaHaTa JIHMIA, KOUTO
TE€ MOrar Ja IpuTeXxanar;

4. (moBa — [IB, Op. 15 ot 2014 r., B cmma ot 21.02.2014 1.) ycnoBusita M peapT 3a
NPU3HABAHETO U U3IIBJIHEHUETO Ha PeleNTH, U3AaleHH B JIpyra JbpiKaBa YWICHKA;

5. (u3m. - JIB, Op. 81 ot 2013 r., npeaumHa T. 4, 6p. 15 or 2014 1., B cuna ot 21.02.2014 1.)
peABT 3a MpPEINUCBAaHE Ha JICKAPCTBEHU MPOJYKTH, ChIbP)KAIIM HAPKOTUYHH BEIIECTBA OT
npuinoxenuss Ne 2 u 3 xpM wi. 3, T. 2 u 3 or Hapenbara 3a pena 3a knacuduuupane Ha
pacTeHusiTa M BelIIeCTBaTa KaTo HAapKoTHuHHU, mpuera c [locranoBnenne No 293 Ha
Munucrepckus cbBet ot 2011 r. (JIB, 6p. 87 o1 2011 1.);

6. (mpeaumHa T. 5, u3m. - JIB, Op. 15 ot 2014 r., B cuna ot 21.02.2014 1.) peast 3a
OTIIEYaTBAHE U pa3mpe/elsiHe Ha OJIaHKU 3a OTITyCKaHe W OTYUTAHE Ha JIGKAPCTBEHHUTE MPOIYKTH
moT. 5.

Yn. 2. PexumMbT Ha MpeANUCBaHe HA JIGKAPCTBEHUTE NPOJYKTH € OIpeseieH B
pa3peleHneTo 3a yrnorpeda Ha JIeKapCTBEHUS IPOIYKT.

Yn. 3. Paspemenutre 3a ymnorpeba W pETUCTPUPAHUTE JIEKAPCTBEHM TPOAYKTH Ha
teputopusita Ha PemyOnuka bbarapus ce o00sgBsBaT Ha UMHTEpHET CTpaHUIATa Ha
W3nbaHuTEIHATA areHIus 110 JIEKapCcTBaTa.

I'naBa BTOpa
MEAUIWHCKHU CHEHUAINCTU, KOUTO MOT'AT JIA
MN3JIABAT PELIEIITU

Ya. 4. (1) IlpaBo ma mpemmucBaT paspelmieHH 3a yrnoTpeba B CTpaHaTa JEKapCTBEHU
MIPOIYKTH W J]a M3/1aBaT PEIENTH MMaT JIeKapu/JIeKapy 110 JICHTAaTHAa MEAHUIUHA, YIPaKHIBAIIN
MeUITMHCKATa TTpodecws.



(2) (M3m. - JIB, 6p. 81 or 2013 r.) [IpaBo nma oTmycKaT JIEKApCTBEHUTE NPOAYKTH,
ChABPKAIIM HAPKOTHYHU BemecTBa oT mpuioxkeHue Ne 1 nHa Hapemb6a Ne 2 ot 2012 r. 3a
YCIOBUATA M pella 3a OCBIIECTBABAHE HAa NPOTrpamMH 3a JIEYEHHWE C aroOHUCTH U aroHHUCTH-
AQHTarOHUCTH Ha JIUIA, 3aBUCUMH KbM ontmonnu (B, 6p. 49 ot 2012 r.) umar nekapu, padboTemiu
B IIPOTPaMHTE, TIOJTYYHIIN pa3pelieHne OT MUHUCThPA Ha 3paBEOINa3BaHeTo.

(3) denmmepure mMaT MpaBo Ja MPENNHCBAT pas3pelleHd 3a ymnorpeba B CTpaHaTa
JICKApCTBEHU MPOJIYKTH W Jla W3/IaBaT PEIENTH, ¢ U3KIIOYCHHE Ha Te3W OT NpuiiokeHue Ne 1,
caMo IpH CKJIIOUEH JJOTOBOP C Je4eOHO 3aBeIeHueE.

Yu. 5. (U3wm. - IB, 6p. 94 ot 2011 r.) (1) B pernonannara 3apaBua uncnekus (P3U1) ce
BOJAM PETUCTHP Ha JICKApUTE M JIEKAPUTE IO JICHTAJIHA MEIUIIMHA, KOWTO IMPEANUCBAT
JIEKapCTBEHU MPOITYKTH, ChABPKAIIN HAPKOTUYHU BEIIECTBA.

(2) B peructrppa no an. 1 ce BIuMcBaT JaHHUTE Ha JIeKaps/JeKaps IO JACHTATHA MEIUIMHA
0 TOKYMEHTA 32 CAaMOJIMYHOCT, JIMYEH KO/ ¥ KOJI Ha JIeUeOHOTO 3aBe/ICHHE.

I'naBa Tpera
HNPEAIIMCBAHE HA JTEKAPCTBEHUA IMTPOAYKTH

Pa3znea l
Pen 3a npeanucBaHe HA JIEKAPCTBEHU NMPOAYKTH

Yua. 6. (1) IlpeanucBaneTo Ha JIEKApPCTBEHW MPOIYKTH C€ HM3BBHPIIBA Ha peEIEnTypHa
OJiaHKa ¢ OsJ1 IBST ChIIIACHO MpHtokeHue No 2.

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

(3) Bwpxy penentypHaTa GaHKa 3abIHKUTEIHO C€ OTOENSI3Ba PEKUMBT Ha OTIYCKaHE - 3a
€HOKPAaTHO WJIM MHOTOKPATHO OTITyCKaHe, KaTo MPU MHOTOKPATHOTO OTIyCKAaHE C€ YTOUHSIBA U
KOJIKO ITBTH 11I€ C€ U3IbJIHABA peLenTara.

(4) PeuenTure ¢ pexxuM MHOIOKPAaTHO OTIIyCKaHE MMaT BAIMIHOCT 10 6 Mecena OT jarara
Ha M3aBaHETO UM U ChIbPIKAT O3HAUCHUE HA OPOs HAa OTITYCKAHUSTA.

Y. 7. (1) PeuentypHara GaHka ChabpiKa:

1. (nom. — JIB, Op. 68 ot 2014 r., B cmita ot 15.08.2014 r.) "uHCKpUONHO" - COOCTBEHO H
(¢baMWIHO UMe Ha JIMIETO MO Wi. 4, YHUKaJICH HICHTH(PHUKAIIMOHEH HOMEp, HAUMEHOBAHHE W
ajipec Ha JIe4eOHOTO 3aBe/ieHHe, TenedoH 3a Bph3Ka, /1aTa Ha N3/IaBaHE HA PEleNTaTa;

2. "mpeckpuOImo" - HaMMEHOBaHHE, KOJIMYECTBO HA AaKTHBHO BEIICCTBO B JICKAPCTBEHA
(¢opMa U KOJIMYECTBOTO Ha JIEKAPCTBEHMS MPOJYKT; KOJUUYECTBOTO C€ M3MMCBA ¢ LU(PH, a IpU
NpEeINICBaHe Ha JIEKAPCTBEHU MPOAYKTH, ChbpIKAIM HAPKOTUYHU BEIIECTBA - U C J[yMU;

3. "curnatypa" - mocouyBaT ce€ €JHOKpaTHaTa M JCHOHOIIHATa J[03a Ha JIEKapCTBEHUS
IPOAYKT, NMPOIBJIKUTETHOCTTa HA Kypca Ha JIEYEHHE U HEOOXOJUMOCTTa OT MOBTApPSHETO MY;
J03aTa Cce M3MHMCcBa ¢ [udpu; NpU MpeanucBaHe Ha 1033, IO-BUCOKA OT MAaKCHMATHO
olpejieieHaTa Mpyu pa3peliaBaHeTo 3a ynoTpeda Ha JeKapCTBEHUs MPOJIYKT, IPEANUCBAILUAT Ce

n

NOJIMCBA Cpellly IpeBMILIEHaTa J03a; He ce JOIycKaT o0mM u3pasu Karto: "um3BecTtHo", "Ho
HactaBieHue", "mo cxema" u ap.;

4. "cyOckpubOumo" - yKa3zaHUS 3a HauWHA HA M3MBJIHCHHE HA NPEANHCAHUETO; MpHU
M3M0J3BaHe Ha yKazaHuATa "HUTo", "UuTUCUMO" WK "cTaTUM" 3aIbJKUTEIIHO CE 3allMCBA YachT
Ha MPEANHUCBAHETO HA JIGKAPCTBEHHS IPOIYKT;

5. IoAnHC Ha JIeKaps/neKaps Mo ACHTaTHA MeAUIHA/ Beamepa;

6. (m3m. — 1B, 6p. 68 ot 2014 1., B cmna ot 15.08.2014 1.) nmuyeH meyaT Ha JieKaps/IeKkaps



10 JICHTaJHa MEJUIIMHA W/WIK TleYaT Ha JeueOHOTO 3aBe/ICHHE;

7. TpUTe MMEHa Ha IMalKeHTa, Bb3pacTTa U aJpec MO0 MECTOKMBEEHe, KaTo Mpu OpeMeHHa
KeHa, KbpPMayKa WIH JeTe Ce 0Tpa3siBa U TOBA 0OCTOSITEIICTBO;

8. (Hoa — JIB, Op. 68 ot 2014 r., B cuia ot 15.08.2014 1.) YHuKayieH uneHTuGUKaIMOHEH
Homep (YHWH) Ha Maructbp-apmarieBTa oT peructbpa Ha bearapckus ¢papmaneBTHUEH ChIO3.

(2) (Otw™. - IB, 6p. 81 or 2013 1.).

Ya. 8. (1) JlekapcTBeHuTe MNPOIYKTH C€ M3NMCBAT 4YETIMBO HA JIATUHMLIA C
MEXIYHapOJHOTO HEMaTeHTHO WK (apMakoleilHO HaMMEHOBaHHME Ha JIEKApCTBEHOTO UM
BEIIECTBO WU ThPIOBCKUTE UM HAUMEHOBAHMS.

(2) KonnuecTBOTO Ha JIEKAaPCTBEHOTO BELIECTBO B MPEANMCBAHUS JIEKAPCTBEH MPOAYKT Ce
n3pazsBa:

1. B rpaMoBe, KOTaTo € eIMH IpaM WK HaJ eIuH TpaM (g);

2. B MIJIUTPaMH, KOTaTo € TI0-MaJIKo OT €1H rpam (mg);

3. KOJMYECTBa, MO-MAJIKU OT €IWH MMJIUIpaM, C€ O3HayaBaT B MHUKPOTpaMH, KaTo Ta3u
MepHTelIHa eANHHIIA HE Ce ChKpalllaBa, a ce U3MUCBa ¢ JyMH (microgram);

4. obemuTe ce u3paszsiBaT B MUITWIATPH (ml);

5. B MexayHapoanu equauid (1U) - 3a nekapcTBEHH MPOAYKTH OT OMOJIOTHYEH MTPOU3XOI.

(3) Cokpamenusita Ha JeKapcTBeHaTa (opMa ce M3MUCBAT BBPXY peLENTypHaTa
OJ1aHKa/IeKapCTBEHNUS JIUCT B ChOTBETCTBHE C JieiicTBaIIaTa B CTpaHaTa Gpapmaxomnes.

(4) 3alpansBa ce W3MOJ3BAHETO HA CBKPAIIEHUS W TOMPABKU TPH HU3IUCBaHE
HAaUMEHOBAHUSTA HA JIEKAPCTBEHUTE MPOIYKTH.

Y. 9. JlekapcTBeHH TIPOIYKTH, TPUTOTBEHU 110 MarucTpaiHa U ¢apMaKoreitHa pernenTtypa,
ce MpeAnucBaT Ha OT/IeIHA pelenTypHa OaHKa.

Y. 9a. (Hos — JIB, 6p. 15 ot 2014 1., B cuna ot 21.02.2014 r.) (1) Ha penentu, KkouTto e
ce M3IBJHABAT B Jpyra Ibp)KaBa YIEHKA, C€ H3MHCBAT HEOOXOJMMHUTE 3a JICUCHHETO Ha
KOHKPETEH MaIMeHT JIEKapCTBEHH NMPOIYKTH, C U3KIIOUYCHHUE Ha JIEKAPCTBEHUTE MPOAYKTH T10 HJI.
174 ot 3akoHa 3a JeKapCTBEHUTE IPOJYKTH B XyMaHHATa MEAUIIMHA.

(2) PGHCHTI/ITG mo an. 1 ce m3mmcmar IIpu CIla3BaHC M3UCKBAHHATA HA Ta3U HapeILGa, KaTo
3aAbJDKUTCIIHO CC BKIIFOYBAT BCUYKU JAHHHU, IIOCOUYCHHU B ITPHUIIOKCHUC Ne 4a.

(3) JlekapcTBeHuTe TPOAYKTH C€ TMPEANUCBAT IO MEXIYHAPOJHO HEMATEHTHO
HAaUMEHOBaHUE WU (apMaKONeHO HANMEHOBAHNE Ha JIEKAPCTBEHOTO UM BEIIECTBO.

(4) JlexapcTBeHUTE MPOIYKTH MOTaT aa ObaaT MPEANUCaHy M0 ThPrOBCKO HAaMMEHOBAHNUE B
CIICIHUTE CITy4au:

1. koraro ce mpeanucBa OMOJOTHYEH JIEKAPCTBEH MPOJIYKT MO CMHUCHJIA Ha § 2, T. 2 OT
JOITBJIHUTEIHUTE pa3nopenou Ha Hapenda Ne 27 ot 2007 T. 3a M3UCKBAaHUATA KbM JIAHHUTE W
JOKyMEHTAIlMATa 3a pa3peliaBaHe 3a yrnorpebda W perucTpaius Ha JeKapcTBeHU mpoayktu (/IB,
op. 54 ot 2007 r.);

2. KOTraTo TOBa € HEOOXOIMMO OT METUIIMHCKA IJIe/THA TOYKa 110 MpeleHKa Ha JTUIaTa Mo 4.
4, xaTo B TO3W Ciyyall B peLenrara c€ Noco4YBaT NPUYMHUTE, KOUTO HajlaraT U3IMOJI3BAaHETO Ha
MMOCOYEHOTO THPTOBCKO HAUMEHOBAHHUE.

Yn. 10. [Ipu npenmricBaHe Ha BCEKH OTACJICH JEKAPCTBEH MPOAYKT JIMIETO Mo Wi. 4 €
3aIBJDKEHO Jla ce MH(OpMHpa OT MAlUEeHTa 3a MPEIIIEeCTBAIIO WIA ChIBTCTBAIIO JEUEHHUE C



JPYTH JIEKAPCTBEHH MTPOTYKTH.

Pazneua 11
IpeanucBaHe HA JIEKAPCTBEHU NMPOAYKTH, ChbAbPKALIN
HAPKOTUYHH BellecTBa

Yu. 11. (1) (U3m. - B, 6p. 81 ot 2013 r.) IIpeanucBanero Ha JEKapCTBEHHU MPOIYKTH,
ChIbpXKAIIM HAPKOTUYHH BEIIECTBA, CE€ W3BBPIIBA HA CIEIHMadHa pelenTypHa OJaHKa,
MpenocTaBeHa OT MUHHCTEPCTBOTO Ha 3/IPaBEONa3BaHETO, C JKBAT IBAT - 3a JICKAPCTBEHU
MPOIYKTH, CHIBpP/KAIIM HAPKOTUYHM BEIIECTBA OT mpwiokeHue Ne 2 kpM wi. 3, T. 2 OT
Hapenbara 3a pena 3a knacuduuupaHe Ha pacTeHHATA U BEIIECTBATa KaTO HAPKOTHUYHHU, U CHC
3eJIeH IBSAT - 3a JICKAPCTBEHH NPOAYKTH, ChABPKAIIM HAPKOTHYHHU BEUIECTBA OT MPHIIOKEeHUE Ne
3 xpM un. 3, 1. 3 ot HapenOara 3a pena 3a kinacuduimpane Ha pacTeHUATa U BEHIECTBATa KaToO
HapKOTHYHHU.

(2) JlexkapcTBeHUTE MPOAYKTH IO TpuiiokeHue Ne 5, chabpKamiyd HapKOTHYHU BEIECTBA B
KOMOUMHAIMs, ce MpeANrcBaT Ha perenTypHaTta 0jaHka 1o aji. | cbe 3eJeH 1BST.

(3) Crnenuannata peuentypHa OlaHka ce OTIeYaTBa B TPU €K3EMIUISIpa HAa XMMM3HMpaHa
XapTHUs U ChABPKA OCBEH JAHHUTE 110 WI. 7 U CICTHUTE JOMBJIHUTEIIHU TaHHU:

1. cepusi u HOMEp Ha perentypHara OJaHKa;

2. Haanuc "JIoKyMeHT, KOUTO MOJIJIeKH Ha CIIeIUalieH OTYeT" .

(4) CpoxbT Ha BAJIMTHOCT Ha CIIEIMAIHATA perenTa € 7 JHH OT JaTtaTta Ha U3aBaHeTo M.

Y. 12. (1) Penenirara ce n3naBa B Tpu €K3eMIUISIpa, IBPBUTE JIBa OT KOWTO CE TIPEIaBaT Ha
NalMeHTa, a TPETUAT Ce ChXpaHsIBa OT JIeKapsi/ieKaps 10 JeHTaIHa MEIUIMHA B IPOIbIKEHUE Ha
€/1Ha TOJIMHA U C€ MPEeI0CTaBs Ha KOHTPOJIHUTE OpraHU MIPU MTPOBEPKa.

(2) (M3m. - IB, Op. 94 ot 2011 r.) Cnex m3tMyaHe Ha cpoka mo aj. | pementure ce
npeaaBaT ¢ MPUEMHO-TIPEAaBaTeICH MPOTOKOJ Ha MHCIekTopute B P3U, KouTo ru chxpaHsBar 3a
cpok 10 romuHu, ciell KOETO €€ YHMILOXKaBaT OT KOMHCHS, OIpelesieHa CbhC 3aloBell Ha
nupekropa Ha P3U.

(3) (Orm. - IB, Op. 81 o 2013 1.).

(4) Korato nexapcTBeHHUAT MPOAYKT ce 3aruiama oT HanuoHanHata 31paBHOOCUTYPHUTETHA
kaca (H30K), nekapsar 3agppkutenno nombiBa koga Ha H30K Ha choTBeTHHMS JeKapCcTBEH
npoaykt 1 MKbB koxa na 3abonsiBaHeTo chrilacHO HapemOara mo wi. 45, an. 3 ot 3akoHa 3a
3npaBHOTO ocurypsiBane (330).

(5) Ilo mpererka Ha JIeKaps Ha €IHA pelenTypHa OJIaHKa MOJXKE J1a ce TIPEANHICBa TIOBEYe OT
€/IMH JIEKapCTBEH MPOJIYKT, ChAbPrKaIll HAPKOTUYHH BEIIECTBA.

(6) 3abpansiBa ce NPENNUCBAHETO HAa JIGKAPCTBEHH TMPOAYKTH, KOUTO HE ChIAbpXKAT
HapKOTUYHU BEIIEeCTBA, Ha CHEIMATHUTE PELIeNITypHHU OJaHKH.

Y. 13. (Ot™. - [IB, 6p. 81 ot 2013 1.).

Y. 14. [Ipu npennucBaHe Ha JEKapCTBEHU NPOAYKTH, ChbPIKAIIU HAPKOTHYHHU BEIIECTBA,
Ce Ccra3Bar CJIeIHUTE U3UCKBAHUS:

1. KOJIMYECTBOTO HA JIEKAPCTBEHUTE MPOTYKTH CE U3MUCBA C LU(PH U C TyMH,

2. KOIMYECTBOTO Ha MPEINUCAHHUS JIEKAPCTBEH TMPOJYKT HE MOXKE Ja HaJBHIIABA
TepaneBTU4HAaTa 103a 3a 30 AHHU.

Y. 15. (Jom. - JIB, 6p. 81 ot 2013 r., u3m., 6p. 104 ot 2013 1.) JIekapcTBeHH MTPOITYKTH,
ChABPKAIN eTHIMOphUH, KoaewnH, (herodapOuTan u TpamMaaos B KomdecTBa 10 50 Mr 3a 1030Ba
€IMHUIIA B KOMOHWHAIWSA C JPYrH JIEKQpCTBEHH BEIIECTBA, CE IMPEANUCBAT Ha OOMKHOBEHA



peuentypHa OjaHKa 3a €IHOKPaTHO OTIYCKaHe W B KOJMYECTBAa, ChOOpa3eHH C JHEBHATa
JI03UPOBKa, 3a He noseue oT 30 JHU.

Yna. 16. ITpu npeanucBaHe Ha BCEKH OTJIENIEH JIGKAPCTBEH MNPOJYKT JIMLETO Mo 4i. 4 e
3aJIBJDKEHO Jla ce MH(OpMHpa OT MalUEeHTa 3a MPEIIeCTBAIlO0 WIM ChIBTCTBAIIO JEUEHHE C
JIPYTH JIEKAPCTBEHU MPOTYKTH.

Paznea 111
IIpeanucBaHe HA JIEKAPCTBEHU NMPOAYKTH, 3aILUIAIIAHA OT
penyOJIMKAHCKUA OIOJKET 32 JICYEHUETO HA ObJrapcKuTe
rpax/JaIaHu 3a 3a00/I9BaHUA, U3BbH 00XBaTa Ha
3aAbJUKUTEHOTO 3IPABHO OCUTYPSIBaHE

Ya. 17. Jlekapute MoraT Jja peIucBaT JeKapCTBEHU MPOAYKTH, 3allIalllaHd ChC CPEICTBA
OT penyOJMKaHCKusl OI0O/DKET 3a JieueHHe Ha 3a00sIBaHUS, M3BBH 00XBaTa Ha 3abJDKUTEITHOTO
31paBHO ocurypsiBane cbriiacHo Hapenb6a Ne 34 or 2005 r. 3a pena 3a 3amuiamasHe oT
penyOauKaHCKus OIO/PKET Ha JICYEHHETO Ha OBJIrapcKuTe IpakIaHW 3a 3a00JsBaHMSA, W3BBH
o0xBaTa Ha 33IBJDKUTEITHOTO 3[JPAaBHO OCUTYPSIBAHE.

Y. 18. (Ot™m. — IB, 6p. 95 o1 2014 1.).

Y. 19. KonruecTBoTO Ha MPEANUCAHUTE JIEKAPCTBEHU MPOJAYKTH CJIeABa J1a ChOTBETCTBA HA
cpokoBete 1o 4wi. 22 ot Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiamiane oT pPeryOIuKaHCKUs
OI0/DKET Ha JICYCHHUETO Ha OBJITrapCcKUTe TpaKJaHW 3a 3a00isBaHWsA, W3BBH OOXBaTa Ha
3aIBJDKUTEITHOTO 3[IPaBHO OCUTYpsiBaHe U 4il. 14 oT Ta3u Hapenoa.

Y. 20. (U3m. — [IB, 6p. 95 ot 2014 1. ) [Ipennucanurte JeKapcTBEHU MPOIYKTH MO pea Ha
Hapen6a Ne 34 ot 2005 1. 3a pena 3a 3amianiade oT permyOJIMKaHCKUs OFOKET Ha JICUSHUETO Ha
OBirapcKkuTe TpakJaHW 3a 3a00NsABaHMS, W3BBH 00XBaTa Ha 3aJbJDKUTETHOTO 37paBHO
OCHUTYpSIBAaHE C€ BITUCBAT B MEIUIIMHCKATA JOKYMEHTAIIMS HA MMallUEHTA.

Yur. 21. (1) JlekapcTBeHH NMPOJIYKTH 3a MALMEHTH, KOUTO C€ JEKyBaT IpU aMOyJIaTOpHU
YCIIOBHSI, C€ MIPEIMUCBAT Ha pelenTypHa OnaHka chriacHo npmioxkeHue Ne 8 or Hapenba Ne 34
ot 2005 r. 3a pena 3a 3amamaHe oT PemyOJIMKaHCKHUS OIO/DKET Ha JICUSHHETO Ha OBIrapcKUTe
rpaxJaHu 3a 3a00JsIBaHMsI, H3BBH 00XBaTa HA 33BDKUTEIHOTO 3/IPAaBHO OCUTYpSBaHE, KOSATO CE
u3aBa B JBa ek3eMmIusipa. [IbpBHAT ek3eMIUIAp ce CbXpaHsBa B anrTekara, a BTOPHUAT - B
CYETOBOJICTBOTO Ha CHOTBETHOTO JIEU€OHO 3aBECHNE B IPOIBDKEHUE HA 5 TOJUHH.

(2) (U3m. — 1IB, 6p. 95 ot 2014 r. ) JlekapcTBeHHUTE NPOAYKTH 3a TAIIMCHTH, KOUTO CE
JIeKyBaT B CTAllMOHAPHU YCJIOBUS, C€ MPEANMUCBAT HA JIEKAPCTBEH JIUCT CHIVIACHO MpUiIokKeHne Ne
S5a, KOUTO ce u3/aBa B JiBa eK3eMIUIsipa. [IBpBUSAT eK3eMIUIsIp ce ChXpaHsBa B alTekaTa Ha
Je4eOHO 3aBeJIeHHE, a BTOPUAT — B ChOTBETHOTO OT/I€JICHUE B IPOABDKEHUE HA 5 TOTUHH.

Y. 22. (U3m. — JIB, 6p. 95 ot 2014 r. ) Penienrture no wi. 21, an. 1 ca Banuanu 3a cpok 15
JTHH OT JlaTaTa Ha W3/1aBaHeTO HM.

Pa3znea IV
IIpeanucBaHe HA JIEKAPCTBEHU NMPOAYKTH, 3aILIANIAHUA
HANIBJIHO WJM yacTudHo oT H30OK

Y. 23. (1) (Hom. - JIB, 6p. 81 ot 2013 r.) JInmara mo 4. 4, an. 1, paboremu B jgedeOHN
3aBeCHMS 32 M3BHHOOJHUYHA TTOMOII, B M3ITbIHEHHE Ha goroBop ¢ H30K morar ma mpeanucsar



JIEKapCTBEHU MPOAYKTU Mo ui. 262, an. 6, T. 1 or 3akoHa 3a JEKAPCTBEHUTE MPOAYKTH B
xymanHara wmeaunuHa (3JIIIXM) 3a nedeHne Ha 3aabJDKATEIHO 3APAaBHOOCUTYPEHU JUIA
(330J1), 3arumamanyu HanbIHO Uiau yactTuuHo oT H30K 3a momarniHo jedeHre Ha TepUTOpHsITa HA
CTpaHara 3a 3a00JsBaHus, OTpeIeNIeHH ¢ HapenOaTa no wi. 45, an. 3 330.

(2) U3BBH cayyante mo an. | JeKapCTBEHU MPOIYKTH, 3alljIalllaH| HAIIbJIHO MM YaCTHYHO
or H30K, morar ga ce mpenmucBaT OT JiIeKapH/JIeKapu 1O JCHTalIHAa MEIMIIMHA, pa0OTeIHd B
JeueOHM 3aBEACHUS 3a W3BBHOOMHMYHA MOMOII MO wi. 5, am. 1 or 3akoHa 3a JiedyeOHUTE
3aBeJIeHUs], KOUTO ca KbM MUHUCTEPCTBOTO HA IPABOCHIUETO.

(3) JlekapcTBeHH MPOAYKTH, 3alIamlaHl HATBJIHO WK yacTuaHo oT H30K, morar 1a 6bnat
MPEINUCBAaHN Ha 3APAaBHOOCUTYPEHHM OBIrapCcKu Tpa)KIaHW, JHUIAa C TNpPaBO Ha 3APaBHO
OCHUTYpsIBaHE, YAOCTOBEPEHO OT Jpyra IbpxaBa - wieHka Ha EC, WM chriiacHO JBYCTpaHHH
Coroxou.

(4) (U3m. - JIB, Op. 81 ot 2013 r.) JIumata mo wr. 4, an. 1, cnenuayucty 1o npoduia Ha
3abomsiBaHeTo, padoremu 1o goroBop ¢ H30K B neueOHM 3aBeieHus 32 M3BbHOOIHUYHA TTOMOIIT
WIN CIIEUUATU3UPaHU KOMUCHH B JIedeOHU 3aBe/ieHus 3a OOJHMYHA [TOMOIL, CKIIOUMIN JOTOBOP
¢ H30K, Morar J1a u3naBaT npoTOKOJIM 3a IPEANUCBAaHE Ha JIEKapCTBEHHU MPOYKTH, 3arllalllaHu
ot H30K/Pernonanuara 3npasHoocuryputensa kaca (P30K).

Y. 23a. (Hos - IB, 6p. 81 ot 2013 r., oT™., Op. 95 0T 2014 1.).

Y. 24. (1) (U3wm. - [IB, 6p. 81 ot 2013 r.) JlekapcTBeHUTE MPOAYKTH, KOUTO HAITBIHO WIH
gactuyHo ce 3amamar ot H30K 3a nomamno nedenue, ce mMpeAnucBaT Ha peuenTypHa OixaHka
(o6pazen M3 - H30K Ne 5 mo mpunoxenne Ne 6), penentypna 0xanka (oopazenr M3 - H30K Neo
5A mo mpunoxkenue Ne 7) uiu 3a TSIX ce u3gaBa MpoToKou (oOpaser mo npusoxenne Ne 8) mo
pell, onpejieNieH B HAITMOHAIIHUTE PaMKOBH JIoroBopu 1o wi. 53, an. 1 330.

(2) PeuentypHute 6y1aHKH 10 . 1 ce U3maBat, KakTo Clie/Ba:

1. peuentypna 6manka (oopazer; M3 - H30K Ne 5 mo npunoxenue Ne 6) - 3a npeanucBaHe
Ha JIEKapCTBEHU NPOIYKTH 3a JICYCHHUE Ha 3a00JIIBaHNUs, B KOJIMYECTBA 3a He rnoBeyve ot 30 JaHu;

2. (u3m. — JIB, Op. 95 ot 2014 r. ) penentypna 6manka (o6pazery M3 - H30K Ne 5A mo
npuioxenne Ne 7) - 3a mpeAnucBaHe HA JICKAPCTBEHH MPOAYKTH 3a JICYCHHWE HAa XPOHUYHH
3a00JsiBaHus, B KOJMYECTBA 3a He mosede oT 100 qHu.

(3) HemonrbiiHeHHTE TOJIETA B PEIEITYpHUTE OJIaHKH 110 aj. | ce aHyaupar cbe 3HaK "Z".

(4) Peuentypuute Oanku 1o ajn. 1 ce u3gaBaT B 1Ba EK3EMIUISPA.

(5) Jlumata mo 4m. 23 Morar ma pasmedarBar oOpas3IiUTe Ha JOKYMEHTHTE 1o aj. 1, KaTo
CBIIUTE ChABPKAT 3aBbJDKUTEITHO BCHUKH PEKBU3UTH.

Yu1. 24a. (Hos — /IB, Op. 15 ot 2014 1., B cuna ot 21.02.2014 r.) Koraro na 330JI ce
MpEANUCBAT JICKAPCTBEHHU MPOJYKTH, C U3KIIOUEHUE Ha JIEKAPCTBEHUTE MPOAYKTH 1o wi. 174
3JIIIXM, 3amnanianu HarbiaHO uin yactTuaHo oT H30K, peuentypuurte 6anku no wi. 24 ciensa
Jla ChABbPKAT BCUYKM JaHHM, MOCOYEHH B mpuiioxkeHue Ne 4a, koraro ce IUIaHHpa Ja ce
W3IIBJIHSBAT B IpyTa IbPKaBa 4ICHKA.

Yu. 25. (1) Jlunata no un. 23 BnucBaT B amMOyJIaTOPHMSI JIMCT, KOMTO CE€ ChbXpaHsBa B
nocueto Ha 330J1 32 OTYETHOCT ¥ KOHTPOJI, CIEAHUTE JAHHU OT pelenTure mo wi. 24, an. 1: Koz
Ha H30K, MKb kox Ha 3abomnsBanero mo Hapenbara mo wi. 45, an. 3 330, curnatypa,
MPEMUCAHO KOJINYECTBO U JTHUTE, 33 KOUTO € JOCTAThYHO MPEIMUCAHOTO KOJIUYECTBO.

(2) Jlarata Ha w3gaBaHe Ha pelenTaTa cielBa Ja ChBIAJa C JaTara Ha H3/aBaHe Ha
amMOyJIaTOpHUS JIUCT.

Y. 26. (1) JIumata mo wr. 23 umaT mpaBo Ja NPEINUCBaT Ha €HA pelenTypHa OJaHKa 10
TPH JIEKapCTBEHU MPOIYKTa, CBEP3aHH C JICUCHUETO Ha 10 TPH pa3InyHU 3a00/sIBaHH, 2 HA €UH
MIPOTOKOJ - €/IMH JIEKAPCTBEH MPOIYKT B JI0 TPH JO30BU €AMHUIIN 32 €IHO 3a00JIABaHE.



(2) IlpoMeHu B TIpeANMCAHUTE JEKAPCTBEHU MPOAYKTH IO pelentypHa Onanka (oOpasert
M3 - H30K Ne 5 mo mpunoxxenune Ne 6) Moxe Jla MpaBU camo JIEKapsIT/JIeKapaT Mo JCHTalHa
MeIMLIMHA, U3/aJl pelenraTa, KaTo 3a [eJTa ChIIUAT aHyJIupa HeU3IIbJIHEHaTa pelenTa U U3/1aBa
HOBA.

(3) IlpoMeHu B mpeAnMCaHUTE JEKAPCTBEHU MPOAYKTH IO pelentypHa Onanka (oOpaser
M3 - H30K Ne 5A mo mpuokenue Ne 7) MOXe J1a IpaBH caMo JICKapsAT/JEKapsT Mo JEHTaTHA
MEIUIIMHA, U3/1aJ pelenTaTa, KaTo 3a IeJiTa ChUIUIT aHyJIupa HEU3IMBJIHEHUTE OTPSA3BIU OT Hesl U
n3/1aBa HOBA.

(4) B cayyaute nmo ain. 2 m 3 jumara no 4wi. 23 3aabipkuTenHo u3nuckBaT oT 330J1
penentypHuTe OJaHKU WM OTPSI3BIM OT PEUENTYpPHHU OJIAHKH, KOUTO TOJUIeKAT HA aHyJUpaHe.
AHynupaHuTe perentypHd OJaHKH WM OTPSA3BIU OT PEHeNnTypHH OJaHKH Ce ChXpaHSIBaT B
nocueto Ha 330J1, mpukpenenn KkbM aMOyIaTOPHUS JTUCT OT JaTaTa Ha TAXHOTO M3/1aBaHe.

(5) Ipu umskmoyBaHE Ha JIEKAPCTBEHH MPOAYKTH OT IMO3UTHBHHS JIEKApCTBEH CIUCHK
U3/IaJICHUTE PEENTH Cce aHyJupar mo pena Ha ai. 2, 3 u 4, KaTo MmalMeHTUTe He 3aruiamar
cymara o wi. 37, an. 1, 1. 1 330, ako He ce Hajara oka3BaHe Ha MEJIUIIMHCKA TIOMOI.

Y. 27. (1) Jlunata mo wi. 23 uMaT MpaBo Ja NpeIucBaT JEKapCTBEH! MPOAYKTH, 32 KOUTO
H3OK Hamb1HO MM 4aCTHUYHO 3aruialia, B CICAHUTE KOJINYECTBA:

1. 3a JeueHne Ha OCTPH CHCTOSHUS - JICKAPCTBEHU MPOIYKTH 3a He moBeve oT 10 qHwM;

2. (u3m. — JIB, Op. 95 ot 2014 r. ) 3a NeyeHHe HA XPOHUYHH 3a00JIIBaHUS - JIEKAPCTBEHU
MPOIYKTH 3a He moBede orT 100 mHM, mpeanrcaHu Ha 0 TPU OTPsI3bKa OT perenTypHa OJaHKa
(o6pazen M3 - H30K Ne 5A mo npunoxxenne Ne 7) unu Ha penentypHa 6manka (oopazen M3 -
H30K Ne 5 mo npunoxxenue Ne 6).

(2) JIumara mo 4. 23 moco4BaT B pelenTypHuTe 0JIaHku 1o wi. 24, ain. 1 u B aMOy1aTopHUS
JMCT CPOKa, 32 KOWTO ce IMpe/IKcBa.

(3) (Jom. — [IB, 6p. 95 ot 2014 r. ) B ciywaure mo ain. 1, T. 2 ce mpeanucBar JeKapCTBEHH
NPOJIYKTH Ha €JIMH OTPSI3bK 3a He ToBeue oT 30 JHU, OCBEH KOTaTo JIMIICBA TIOIXO/ISIIa ONTaKOBKa
CBIVIACHO CHHUCBKA MO wi. 262, an. 1 or 3akoHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHaTa
meaunuHa (3JIIIXM) wim Koratro JIEKapCTBEHHTE MPOAYKTH C€ MPEIIHCBAT B KOJUYECTBA 32
noseye ot 90 aHu.

Yu. 28. Ha peuentypuure Omanku mo wi. 24, an. 1 He moraT jaa ObJaT NpeIIHCBaHU
€/THOBPEMEHHO JIEKaPCTBEHU MPOIYKTH:

1. Ha3HaYeHW C TMPOTOKOJ Mo wi. 24, an. 1 W TakWBa, KOUTO HE Ca HA3HAYCHH C TaKbB
MIPOTOKOI;

2. HA3HAYCHH C MOBEYE OT €UH MPOTOKOI 1o 4il. 24, an. 1.

Ya. 29. (1) Jlumara no un. 23 ca mrexHU Aa yBeaomsat 330J1 - pecn. HEroB poauten,
HAaCTOMHUK WJIM TOIEYUTEN, WU JUUeTo no wi. 162, an. 3 or 3akoHa 3a 37paBeTo, 3a BUJa HA
NPEJNUCAHNUTE JIEKApCTBEHU MPOAYKTH, TSIXHOTO JAeHCTBHE, HEXEJTaHHW JIEKAPCTBEHHM peakluy,
pel ¥ Ha4MH Ha PUEMaHe, 3a CyMaTa, KOsTO CJIe/IBa Jla 3aIlIaTH, aKo JIEKAPCTBEHHUSAT MPOAYKT Ce
3amiama yactuyHo ot H30K.

(2) YBenomsaBanero Ha 330J1, peci. HErOBUS POAUTEI, HACTOMHUK, MOTIEUUTE WIH JTUIETO
no wi. 162, an. 3 ot 3akoHa 3a 3/[paBeTo, C€ yJA0CTOBEPSIBA C MOJIIKCA My B aMOyJIaTOPHUS JIUCT.

Yu. 30. (1) PenenTure, m3nucaHu Mo pena Ha TO3HM pasfiesl, UMAT CPOK HAa BaJIHIHOCT
CUYMTAHO OT J]aTaTa Ha W3/laBaHe, KaKTO CJIe/Ba:

1. no 15 kamenmapHu AHU - 3a penentypHa Onanka (oOpazen M3 - H30K Ne 5 mo
npunoxxenue Ne 6) u 3a oTpsa3pk A oT peuentypHa Omanka (oopazen M3 - H30K Ne 5A mo
npunoxxenue Ne 7);

2. no 45 xaneHmapHU JHH - 32 OTPsA3BK B oT penentypna Gmanka (o6pazenr M3 - H30K Ne



5A nio npunosxxenue Ne 7);

3. 1o 75 kaneHmapHu JHU - 32 oTpsa3bK C oT penentypHa OiaHka (oopaszerr M3 - H30K Ne
5A nio npunosxenue Ne 7).

(2) Orpennure OTpsA3BIM Ha pernentypHa Onanka (oOpazerr M3 - H30K Ne 5A mo
npusoxeHre Ne 7) ce M3MBIHABAT MMOCIIEOBATEIHO B CICJHUTE CPOKOBE CUMTAHO OT JaTara Ha
W3/1aBaHETO U:

1. no 15 xaneHgapHu AHU - 3a OTPA3BK A;

2. (m3m. — [IB, 6p. 95 o1 2014 1. ) oT 25 10 45 KaNeHAAPHH THU - 32 OTPSI3BK B;

3. (m3m. — 1B, 6p. 95 o1 2014 1.) oT 50 10 75 KaneHAApHU JHU - 32 OTPsI3BK C.

(3) (M3m. - [IB, Op. 81 ot 2013 r.) IIpoTokonute 1o wi. 24, aji. 1 UMaT CpoK Ha BAIHIHOCT
no 180 kamenmapHu JHU CUMTAHO OT JlaTaTa Ha 3aBepsBaHETO WM B Perwonannara
3IpaBHOOCHUTYPHUTENHA Kaca.

Paznen V
(Hos - /IB, 0p. 81 o1 2013 1.)
IIpeanucBaHe HA JIeKAPCTBEHU MPOAYKTH B JiedeOHH
3aBe/ICHUS ChC CTAlMOHAD

Y. 30a. (Hos - /IB, 6p. 81 or 2013 1.) (1) (U3m. — IB, 6p. 95 ot 2014 1. ) IIpennucBanero
HAa JICKapCTBEHU MPOAYKTH B JIeUeOHH 3aBEACHUS ChC CTAIMOHAP 33 XOCTIUTAIU3UPAHH MAllUeHTH
Ce U3BBPIIIBA HA JIEKAPCTBEH JIMCT CHIVIACHO NpuioxkeHue Ne Sa.

(2) (U3m. — IB, Op. 95 ot 2014 r. ) JIekapcTBEeHHUSAT JUCT 1O TpuiiokeHne Ne 5a moxe aa
ObJle U camMO B eJIeKTpOHHA (opMa, KaTo ce TMOJNKMCBA ChIVIACHO 3aKOHAa 3a EJIEKTPOHHUS
JIOKYMEHT U eJIEKTPOHHUS MOJIITHC.

(3) (U3m. — JIB, Op. 95 ot 2014 r. ) JlekapCTBEHUST JHCT C€ MOMBJIBA B JIBA EK3EMILISPA,
HOJMKCBA C€ OT JIEKYBallMs JIeKap W HayaJHHKa Ha OTIEJIEHHETO, ClieJ KOETO ce IMpeaaBa 3a
U3II'bJIHEHUE B OoHUYHATA anTeka. CPOKbT Ha ChXpaHCHUE Ha JICKAPCTBEHUS JIUCT € 5 TOIUHHU.

(4) (Hosa — JIB, Op. 95 ot 2014 r. ) JIekapCTBEHUSAT JUCT MOXKE Jia OBJ€ CHCTaBSIH U
OTIIEYAaTBAH Ype3 CHEIHATU3UPaH coPTyep, KaTo 3abIHKUTEIHO ChIbPKA BCHUKUA PEKBU3UTH.

Yu1. 306. (Hos - [IB, 6p. 81 ot 2013 r.) (1) [IpennucBaHeTo Ha JIEKAPCTBEHH MPOIYKTH,
ChIIbpPIKAIM HAPKOTHUYHU BemiecTBa oT nmpuioxkeHust Ne 2 u 3 koM uit. 3, 1. 2 u 3 ot Hapenbara 3a
pena 3a kinacuduuIMpaHe Ha pacTeHUsATA M BEIIeCTBaTa KAaTO HAPKOTHYHHU, B JeuyeOHHUTE
3aBelIeHUs] ChC CTAllMOHAP 33 XOCHHUTAIN3UPAaHUTE OOJIHU Ce M3BBPIIBA HA OTICICH JIEKApCTBEH
JIHCT.

(2) (U3m. — 1B, Op. 95 ot 2014 r. ) JlekapcTBeHHST JHCT MO ajl. | ce mombiBa B
croTBercTBUE ¢ wi. 30a, ayi. 3 u 4, KaTo HE ce JOMyCKa H3JaBaHETO My CaMO B €JIEKTPOHHA
¢dopma. CpoKbT Ha ChXPAHEHUE HA JICKAPCTBEHUS JIUCT € 5 TOJIMHMU.

Y. 30B. (Hos - /1B, 6p. 81 ot 2013 r.) (1) [IpennucBaneTo Ha JeKapcTBEHH MPOIYKTHU IO
1. 30r, ain. 4, T. 2 ce U3BbPIIBA HA CHIELUATHUTE pelienTypHHU OnaHku 1mo ui. 11.

(2) Cneunannata peuentypHa O6ianka no aji. 1 ce u3gaBa B TpU €K3eMIUISIpa, IbPBUTE /1B
OT KOUTO C€ TMpeaaBaT OT MaleHTa B OOJHWYHATA anTeKa, a TPETHSAT Ce ChXpaHsBa OT
JICKyBaIus JIeKap.

(3) IlpeamucanuTe neKapcTBEHM NPOAYKTH MO ail. 1 ce BOHMCBAT B MEAUIMHCKATa
JOKYMEHTAIMS Ha MalueHTa.

Y. 30r. (Hos - JIB, 6p. 81 ot 2013 r.) (1) JlekapcTBeHn nmpoaykTu 1o wi. 262, ain. 6, T. 2
3JIIXM, zamnamanu HanbiaHo oT H3OK, morar ma mpeamucBar aunara no wi. 4, am. 1,



paborenu B Je4eOHM 3aBelCHHS 3a OOJIHWYHA TIOMOII MO KIMHWUYHU ITHTEKH/KIMHUYHU
npouenypu/mpouenypu no Hapenb6a Ne 40 or 2004 r. 3a ompesensHe Ha OCHOBHHS MAKeT OT
3/IpaBHM J€MHOCTH, TapaHTHpaH OT Orojkera Ha HamnmoHnanmnaTa 31paBHOOCHTYpHUTENIHA Kaca
(B, 6p. 112 o1 2004 1.).

(2) Korato ceriacHo Hapembara mo ai. | JeKapCTBEHUTE MPOAYKTU 3a 3JI0KAYECTBCHH
3abonsBanusi ce 3amnamar oT H3OK wu3BbH lleHaTa HAa KIMHUYHHUTE IThTEKW/KIUHUYHUTE
NPOIEIYPH, CHIIUTE C€ MPEANUCBAT U MPUIAraT ChIJIACHO TEPANICBTHUHUTE CXEMH 3a JICUCHUE B
CHOTBETCTBHE C HAIIMOHAIHUS PAMKOB JIOTOBOP 32 MEIUIMHCKUTE NEHHOCTH mo wi. 53, am. |
330.

(3) (U3m. — 1B, 6p. 95 ot 2014 1. ) JlekapcTBEHUTE NPOAYKTH IO ajl. 2, ¢ U3KIIOYCHHUE HA
ONMOMIHUTE AaHANTETUIM, CE€ TMPEANUCBAT IO TMPEAJIOKEHHE Ha JIEKyBallusi JieKap/Jekap o
JICHTaJIHa MEAMIIMHA, KOETO Ce 0/J00psSBa OT KOMHCHUS B ChCTaB OT HAi-MajJKO TpUMa JIEKapH,
OlpesielieHa ChC 3allOBe] HAa PHKOBOAMTENS Ha JIedeOHOTO 3aBeleHHE. 3a cBosTa paboTa
KOMHCHSTA U3TOTBs pelIeHre 1Mo oOpaszer chriacHo mpuioxkenue Ne 86, a 3a mpeamucBaHe Ha
JIEKapCTBEHU MPOIYKTH 32 JICYEHHE Ha 3JI0KaYECTBEHU 3a00JIsIBaHMSI B X€MATOJIOTHsITa ChIVIACHO
npuioxkenre Ne 8B, KOUTO BaXkaT 3a CPOK IIECT MEcCela.

(4) Jlunata no an. 1 morar ga mpeamucBat Ha 330JI cbc 3JI0KAYeCTBEHU 3a00JISIBAHUS
JICKApCTBEHU TPOJIYKTH 3a JICYCHUE/TIPOAb/DKaBaHE Ha JICYCHHWETO B W3BBH CTAllMOHAPHU
yCIIOBHSI, KAKTO CIIe/IBA:

1. nexapcTBEHH MPOJIYKTH 32 MepOpaIHa MPULIETHA TPOTUBOTYMOPHA Tepanus U NepopaiHa
XUMHOTepanus - npu aexocnutanuzanus Ha 330J1, nekyBaHu B CBIIOTO JiedeOHO 3aBE/IEHHUE I10
KIMHUYHUA ThTEKH WIM KIWMHAYHA TPOIelypa 3a CHUCTEMHO JIEKAPCTBEHO JICUCHUE TIPH
3710KaYECTBEHH 3a00JIIBaHUS;

2. ONHOWJIHU AaHAJITEeTUIM - TpPH JUCIAHCEPHO HAONIONEHUE IIPH 3JI0KAaYeCTBEHU
3a00JIs1BaHuUs U NIPH BPOJICHU XEMATOJIOTMYHU 3200 IsIBAaHHS.

(5) B cayuaute no an. 4, 1. 1 330JI cneaBa na ca JieKyBaHU MO KJIMHUYHU MHTEKH,
nocoyeHu B mpuiiokerre Ne 5 na Hapen6a Ne 40 ot 2004 r. 3a onpezensiHe Ha OCHOBHUS MaKeT
OT 3JJpaBHU JICHHOCTHU, TapaHTUpPaH OT Oro/keTa Ha HanmoHanHata 3ApaBHOOCUTYPUTEIIHA Kaca,
IIpH KOUTO CTOMHOCTTAa Ha JIeKapCTBEHHTE NpoaykTu ce 3amama o H30K u3BbH 1eHata Ha
IbTEKATA.

Y. 30a. (Hos - IB, Op. 81 or 2013 1.) (1) (M3m. — JIB, 6p. 95 ot 2014 1. ) JIekapcTBeHUTE
npoaykrtu mo wi. 30r, an. 4, T. 1 ce mpeanucear Ha peuentypHa Oxanka (oopazery M3 H30K Ne 6
o npuiiokeHre Ne 8r) 3a jeueHue Ha 3JI0Ka4eCTBEHU 3a00JIIBaHMS B KOJUYECTBA 32 HE TMOBEYE
ot 30 muu.

(2) PenentypHara Omanka mo an. 1 ce m3gaBa B JBa €K3eMIUIAPA, MBPBUAT OT KOWUTO CE€
npejgaBa ype3 MalueHTa Ha anTekara Ha JIe4eOHOTO 3aBe/IeHHE ChC CTAlMOHAp, a BTOPUSAT ce
ChXpPaHsABA OT JIEKyBalllUs JIEKap/JeKap Mo ASHTalIHa MeIULIMHA.

(3) Peuentute ca BayiuaHU 3a CPOK 15 IHU OT JaTaTa HA U3AABAHETO UM.

(4) JIunara no wi. 30r, an. 1 moraT na pasnedarBar oOpas3iMTe Ha JOKYMEHTHTE 10 ai. 1,
KaTO CBIIUTE ChIBPKAT 33 IBIKUTSITHO BCUYKU PEKBU3HTH.

I'naBa yerBbpTA
OTIIYCKAHE HA JIEKAPCTBEHHU ITPOAYKTH

Pa3nen 1
IIpueMaHe ¥ U3NbJIHEHUE HA JICKAPCTBEHUTE NPeANMCAHUS



Y. 31. (1) (Ilpequmien texct Ha wi. 31 - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1.)
[Ipu mnpuemanero Ha pelENTUTE M JIEKAPCTBEHUTE JIUCTOBE MarucTbp-hapmaneBTbT ce
3a]IbJKaBa J1a:

1. mpoBepsiBa 1aiu ca Cla3eHu U3MCKBaHUATA Ha IJ1aBU BTOpA U TPETa;

2. HEe OTHycKa JIeKapCTBEHU TMPOAYKTH Cpelly TaJOHU 3a OTCThIIKA WU JPYrH
JOIIBJIHATENIHN MaTepualli, HelpeIBUCHH B Ta3u Hapenoa win 3JIIIXM;

3. (m3m. - [IB, 6p. 81 ot 2013 1.) OCTOMHOCTSIBA MPEANMCAHUTE JIEKAPCTBEHH MPOTYKTH H CE
MOANKCBA; CIIOMAaraTeJIHUTEe MaTepuajd M ONaKOBKHUTE, KOMTO CE€ M3IO0J3BAT 3a JIEKAPCTBEHU
MPOAYKTH, IPUTOTBEHU 10 MarucTpaiHa u papMaKkorneiiHa perenTtypa B aiTeKuTe, Ce BIUCBAT I10
BH/JI ¥ KOJIMYECTBO U Ce OCTOMHOCTABAT chriacHO Hapenbara 3a ycrmoBusiTa, mpaBuiaTa u peaa 3a
perynupane u perucTpupaHe Ha LIEHUTE Ha JIEKapCTBEHUTE MPOIyKTH, pueta ¢ [locranoBnenune
Ne 97 na Munucrepcku cbpBet ot 2013 1. (IB, 6p. 40 0T 2013 1.);

4. BMCBa BCSKA U3ITBJIIHEHA PELeNTa B THEBHUK 3@ PErHCTpUpaHe Ha PELENTH.

(2) (HoBa — 1B, 6p. 68 ot 2014 1., B cmia ot 15.08.2014 r.) JIHEBHUKBT 3a perucTpupaHe
Ha pelenTy no ai. 1, T. 4 Moxe J1a ce BOAM KaKTO HAa XapTUEH, TaKa U Ha JIEKTPOHEH HOCUTEIL.

Yu. 32. (1) B anrekara 3abJDKUTENIHO CE€ ChXpaHSABA B NPOJIBIDKEHHE HA IE€T T'OJUHU
uHpopManus 3a:

1. mpueTHTe U N3MbJIHEHUTE PELEIITH;

2. IONyYEHHTE JIEKAPCTBEHH MPOTYKTH IO MTAPTHIH.

(2) (U3m. — JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha Bcsika pemnenta MarucTbp-
(hapManeBTHT MMOCTABs MeYaT, KOUTO ChIbpKa HOMEpPA U JaTaTa Ha Pa3pelICHUETO 32 ThPTOBHA
Ha JIpeOHO C JIEKAPCTBEHU MPOIAYKTH.

(3) (HoBa — JIB, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 r.) Penenture ce moamnucear ot
MarucTbp-papmarieBTa, KONTO M3MbIHABA MPEANUCAHMETO W/WIM OTIyCKa JEeKapCTBEHUTE
npoayktu. Ha Besika perienita MarucTbp-gapManeBThT OCTaBS:

1. HoMep U JaTa Ha IpUEMaHe Ha peLenTara;

2. YUH Ha otnyckaius MarucTbp-hapmManesnT.

Y. 33. (1) B antekute peuenture ce U3NBJIHABAT IPUOPUTETHO O CIEIHUS PEA:

1. peuentu ¢ ykazanue "uuto", "uuTHcUMO" UM "cTaTUM" c€ MU3IIBJIHABAT HEe3a0aBHO, KAaTO
BBPXY TAX C€ OTOEISA3Ba YaChT HA MOCTHIIBAHETO B aNTeKaTa U Ha U3ITBJIHEHUETO UM;

2. peuienTH 3a jena a0 14 roauHu;

3. BCUYKH OCTaHAJHU PEENTH C€ U3IBIHABAT 110 peJia Ha OCTHIIBAHETO UM.

(2) JlekapcTBeHM TIPOAYKTH, IPUTOTBEHH IO MarucTpaaHa U apMaKoIeiHa perenTtypa, ce
MPUTOTBST B pAMKUTE Ha 24 yaca OT IPUEMaHETO Ha pelenTara.

Y. 34. (1) Ilpu oTmyckane Ha MPEANHUCAHU JIEKAPCTBEHU MPOJYKTH C€ CIa3Ba CICTHUSAT
pen:

1. (m3m. - JIB, Op. 81 ot 2013 r.) KOrato JEKapCTBEHUSAT MPOAYKT € MPEANHCAH 4Ype3
MEXTYHApPOJHO HEMAaTEHTHO WM (apMaKoleiHO HaMMEHOBAHHE Ha JIEKapCTBEHOTO BEILECTBO,
ce OTIyCKa JIeKapCTBEH MPOAYKT, pas3pelieH 3a ymorpeba B cTpaHaTa, KOWTO ChABpKA
IPEJIUCAHOTO aKTUBHO BELIECTBO, KAaTO 3aJbJDKUTEIHO CE CIa3BaT IpeJucaHara JeKapcTBeHa
(dhopMa ¥ KOJHMUYECTBOTO B J1030BA €MHMUIIA;

2. KOraTo JIEKapCTBEHUAT MPOIYKT € MPEIUCaH MO0l ThProBCKO HAMMEHOBAHHE, C€ OTITYCKa
TOYHO NPEIMUCAHUAT TPOIYKT.

(2) Koraro anrtekara He pas3moiara ¢ HPEINHCAHUS JIEKAPCTBEH MPOIYKT, MarucTbp-
(hapmareBThT € JUIBXKEH Ja TO OCUTYPH B CpPOK 10 24 daca. B To3m ciydail marara u 4achT Ha
MOCTBIIBAHETO HA PEIlenTaTa ce 0Tpa3sBaT BbPXY Hesl.



Ya. 35. (1) Cnen oTmyckaHeTO Ha MPEANHUCAHUTE JIEKAPCTBEHU MPOJYKTH pelenrtara ce
BpBIIA HA TPUHOCUTEIS .

(2) (U3m. - IB, Op. 94 ot 2011 r.) B antekute Ha JeyeOHUTE 3aBEJCHUS CHC CTAIIMOHAD,
CKIIFOUMIM JoroBop mo pena Ha Hapemba Ne 34 or 2005 r. 3a penma 3a 3aruiamasne OT
penyOJIMKaHCKHs OFO/DKET Ha JICYCHHETO Ha OBJITapCKUTE TPaXKTaHU 3a 3a00JIsIBaHUS, W3BBH
o0XxBaTa Ha 3aJbJDKUTEIIHOTO 3/PaBHO OCUTYpsBaHE, C€ 3aJbpkKa EAWHUAT EK3eMIUIIp Ha
penenrara.

(3) B amrrekata ce 3aabppiKaT BTOPHAT €K3eMIUIIp OT perenture oopazen M3 - H30K Ne 5
o npusioxeHne Ne 6, BTOPUAT €K3eMIUIP OT OTPSI3BbIMTE HA pelenTypHa O6manka obpasen M3 -
H30K Ne 5A mo npunoxxenre Ne 7 ¥ KOS OT MPOTOKOIUTE (0Opaser] mo mnpuioxkeHue Ne 8),
YUHUTO PEKBU3UTH HE CE MOIIBJIBAT OT alTeKaTa U KOUTO C€ ChXpaHABAT B alTeKaTa €JHa roJnuHa,
CUMTAHO OT JjaTaTa Ha TAXHOTO MU3IThJIHEHUE.

Y. 36. [Ipu oTnyckaHe HA JEKapCTBEHU MPOJAYKTH MarucTbp-GhapMareBThT € JUTbKEH J1a
npenocTaBu MHGOpMAaIUs W ChBETH Ha NAIlMEHTUTE, W3pa3eHH SCHO, HAa €3WK, JIECeH 3a
BB3IIPHEMaHe, OTHOCHO 0€30MacHOTO U €(pEeKTUBHOTO IMPUEMAHE U U3I0JI3BaHE HA JIEKAPCTBEHUTE
HIPOAYKTH.

Y. 37. (1) [Ipennucanus, KOUTO HE OTIOBApST HA U3UCKBAHUATA 110 IVIaBU BTOPA U TPETa,
HE Ce U3IIBJIHSBAT.

(2) Ilpu BB3HUKHAJIO CBMHEHHE OTHOCHO MPEANUCAHOTO B pelenTara MarucTbp-
(dapManeBThT € UIBXKEH, MPEAd J1a OTIYCHE JIEKapCTBEHHsS MPOAYKT, J1a C€ KOHCYITHpa C
MpeIucanus peuenTara jJexap.

Y. 38. He ce oTmmyckar nekapcTBEHU MPOAYKTH O KOTIME HA OPUTMHAIIHA PeLeTTa.

Y. 39. Ipenu oTmyckaHe Ha JIEKapCTBEHH MPOAYKTH 0€3 pelienta MarucTbp-hapManeBThbT
HAIOMHS Ha MalMeHTa npeau yrnorpeda faa npoyere nHGopMaIiOHHATa JUCTOBKA.

Paznea 11
OTnyckaHe HA JIEKAPCTBEHU NMPOAYKTH, ChIbPKAINU
HAPKOTHYHU BelleCcTBA

Y. 40. JlekapcTBeHH NMPOAYKTH, ChAbPKAIIM HAPKOTUYHHU BEUIECTBA, MPEANUCAHU IO peaa
Ha TJaBa Tpeta, paznedn II, ce oTmyckar B anTeku, KOUTO:

1. ca momyuyunu JUIEH3US 32 THPTOBUS Ha JpeOHO W CHXpaHsABaHE HAa HAPKOTHYHHU
BemiecTBa 1o pena na 3KHBII;

2. ce HaMHpAT Ha TEPUTOPHATA HA 0OJIACTTA [0 MECTOU3/IaBaHE HA PEIlernTaTa.

Ya. 41. (1) (U3m. - [IB, 6p. 81 or 2013 r.) Ilpu npuemaHe Ha penEenTUTE MarucTbp-
(dapManeBTHT 33ABDKUTEIIHO MPOBEpsiBA AU ca CIa3eHM M3MCKBAaHUATA 3a MpPEIIMCBaHE Ha
JIeKapCTBEHU NPOAYKTH, ChIbpXKAIlM HAPKOTUYHHU BELIECTBA, U HA IIbPBUS €K3EMILISp OTOeNA3Ba
TPUTE UMEHA U JaHHUTE OT JJOKYMEHTa 32 CAaMOJIMYHOCT Ha MMPUHOCUTENIS Ha peLiernTaTa.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) IIbpBUTE €K3EeMIUISIPU OT pELENTUTE C€ MOAPEkKAAT B
XPOHOJIOTHYEH pei, Karo HeoOxoaumara WHGpOpMAIMs OT TAX CE BBBEXKAA B CICIHATHHS
peructsp, cbriiacHo wi. 3 ot Hapen6a Ne 21 ot 2000 r. 3a U3MCKBaHUITAa KbM JOKYMEHTALUATA U
OTYETHOCTTA TPU U3BBPIIBAHE HA JCHHOCTH C HAPKOTUYHU BEIIECTBA U JIEKAPCTBEHU MPOIYKTH,
ChABpKaIIM HapKoTHIHHU BemecTsa (/IB, op. 86 ot 2000 1.).

(3) (M3m. - [IB, 6p. 94 ot 2011 r.) BTopuTe eK3eMIUIApH OT PEIENTHTE Ce M3MpaIaT Ha
MHCIIEKTOpa MO HapKOTHYHMTE BemecTBa B P3M mo onuc Ha XapTHEH M €EKTPOHEH HOCUTEN B
cpok 70 10 gaM cien Kpast Ha BCEKH MECell.



(4) (M3m. - 1B, 6p. 81 ot 2013 1., Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Koraro
JIEKaPCTBEHUAT MPOAYKT 1o wi. 262, an. 6, 1. 1 3JIIIXM, chabpixaill HAPKOTUYHU BEIIECTBA, CE
zamiamia ot H30K 3a nomaniHo jedeHue, anrekara npejaBa BTOpUs €K3EMIUISIP OT pelenrara Ha
P30K 3a oTueTHOCT U KOHTPOJI B CPOKOBETE, ornpeseieHu B ckitouenute ¢ P3OK gorosopu.

(5) (Otw™. - IB, 6p. 81 o1 2013 1.).

Y. 42. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) [IbpBHUTE EK3EMIUISIPY HA PELENTUTE, IO KOUTO
ca OTIMYCHAaTH JIEKAPCTBEHU MPOAYKTH, ChIBPKAIIM HAPKOTHYHU BEIIECTBA, CE€ 3aIbpKaT B
anTeKaTa U Ce ChbXPAaHABAT 3a CPOK €JHA FOAMHA, KaTO C€ MPEJCTaBAT HA KOHTPOJHUTE OpraHU
MIpU NPOBEPKaA.

(2) (M3m. - B, 6p. 94 ot 2011 1., 6p. 81 ot 2013 r.) Cnen u3Tn4ane Ha Cpoka mo ai. 1
peuenTuTe ce npeaaBar ¢ NpUEMHO-IIPeIaBaTeeH MPOTOKOI Ha nHcnekropute B P3U, kouro ru
ChXpaHsBar 3a cpok 10 rouHuU.

Y. 43. (13m. - IB, Op. 81 ot 2013 r.) 3abpansiBa ce OTIycKaHe Ha JIEKAPCTBEHU MPOAYKTH
0 pelernTa, MpeAnucaly Mpean noseye oT 7 JHU.

Ya. 44. (1) (U3m. - IB, 6p. 81 or 2013 r.) 3a0pansiBa ce OTHyCKaHE Ha JIEKAPCTBEHU
MPOJIYKTH, ChIIbPKAIIY HAPKOTUYHU BellecTBa OT npuioxkeHust Ne 2 u 3 kpbM wi. 3, T. 2 1 3 oT
Hapenbara 3a pena 3a kiacuduuupaHe Ha pacTEHUATAa U BeEIIECTBaTa KaTO HAPKOTUYHH, B
KOJIMYECTBA, MO-TOJIEMU OT MPEATUCAHUTE.

(2) Ilpu ycraHoBsBaHE Ha HECHOTBETCTBUS B NMPEINUCAHUETO U MAKCUMAIHO AOMyCTUMAaTa
71032 MarucThp-(hpapmManeBThT B anTeKaTa € JUTbKEH J1a C€ KOHCYJITHPA C MPeANncalIns perenrtara
Jexap.

(3) IIpu HEBB3MOKHOCT 3a M3MBJIIHEHHWE HA MPEANMUCAHUETO CIIC]] KOHCYJTAIUATA 10 all. 2
pelienrara ce Bpbllla Ha JeKaps/IeKaps 1o JIeHTajlHa MeIUIIHA 3a aHyJIUpaHe.

Ya. 45. 3abpansiBa ce OTIyCKaHE HA JICKAPCTBEHHW MPOJYKTH IO pella Ha TO3HW pasjel,
KOraTo MPUHOCUTEISIT Ha pelienTara € noj 18 roguHu.

Pazneua I11
OTnyckaHe HA JIEKAPCTBEHHU MPOAYKTH, 3aIJIaIaHT
HANBJHO 0T M3 1 HanbJIHO WM yacTudHo or H30OK

Yu. 46. (1) (M3m. - B, 6p. 94 ot 2011 r.) OTmyckaHeTo Ha JIGKAPCTBEHH IMPOIYKTH,
TIPEANKICAHM TI0 pefia Ha TiaBa Tpeta, paszen I1I, ce u3BbpiiBa OT anTeky Ha JIedeOHN 3aBECHUS
ChC CTAIlMOHAP, CKIIOYMIN J0oroBop 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3aruiamniane
OT penmyOJMKaHCKUS OI0/DKET Ha JICYSHUETO Ha OBITapCKUTE TpaKIaHW 3a 3a00JIBaHUSA, U3BHH
00xBaTa Ha 3abJKUTEIHOTO 3[JPaBHO OCUTYpSIBAHE.

(2) (Orm. - IIB, 6p. 81 ot 2013 r., HOBa, Op. 68 oT 2014 1., B cuma ot 15.08.2014 1.)
OTnyckaHeTo Ha JICKapCTBEHH MPOAYKTH OT amnTeku, paboreumu mo goroBop ¢ H3OK, ce
U3BBPIIBA B CHOTBETCTBHE C Ta3uW Hapenda M C YCIOBUSATA W pela 3a CKIIOYBaHE Ha
WHJIUBHUIyaJIHU JOTOBOPH 10 Wil. 45, ain. 15 ot 3akoHa 3a 3[paBHOTO OCUT'YpsIBaHE.

(3) (Hom. - 1B, 6p. 81 ot 2013 r., 6p. 68 o1 2014 1., B cuynta ot 15.08.2014 r.) OTIyckaneTo
Ha JICKQpCTBEHU MPOAYKTH, MPEANUCAHM 110 pela Ha IiiaBa Tpeta, paszaen [V, ce u3BbpmBa oT
MarucTbp-apmaneBT B amnTekd, paboremm mo goroBop ¢ H3OK ¢ wuskimodyenne Ha
JIEKApCTBEHUTE MPOAYKTH 1O Wi. 30T, KOUTO C€ OTIYCKAT OT OOJIHUYHHUTE alTeKH.

(4) (Homa - IB, 6p. 81 ot 2013 r.) Koraro iekapcTBEHHAT MPOIYKT C€ OTITyCKa B OMAKOBKa,
pa3iauyHa OT OKOHYATeNHaTa, c€ OTOeNs3BaT BCHUYKH JaHHM OT OKOHYATEIIHATa OIAaKOBKa Ha
MIPOM3BOAMTENS U C€ TIPEAOCTABS JINCTOBKATA 32 MAIEeHTA.



(5) (Homa - JIB, 6p. 81 ot 2013 1., gom., 6p. 68 ot 2014 r., B cmina ot 15.08.2014 r.) Ha
oOpaTHaTa CTpaHa Ha pelernTaTa 3a JEKapCTBEHUTE MPOAYKTH, OTIIyCKaHH 10 peaa Ha wi. 21 ot
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amianiade oT permyOJMKaHCKUs OOKET Ha JICUSHHUETO Ha
OBJITapCKUTE TpakJaHW 3a 3a00JiABaHUS, W3BBbH 00XBaTa Ha 3aJBJDKATEIHOTO 3/IPaBHO
ocurypsisane" (B, O6p. 95 ot 2005 r.), ce 3anucBaT JaHHUTE OT JMYHATa KapTa (MacmopT) Ha
NalMeHTa W Ha TOJy4aTelsi, KOTaTo JIEKAPCTBEHUTE MPOAYKTH HE Ce€ TOJy4yaBaT JIMYHO OT
NaIKMeHTa.

Y. 47. (M3m. — IB, Op. 95 ot 2014 r. ) OrmyckaHeTo Ha JIEKapCTBEHU MPOAYKTH,
Mpeanucanu Ha penentypHa Omanka (oOpazen M3 - H30K Ne 5A mo npunoxenue Ne 7), ce
U3BBPIIBA B PAMKUTE HA BAaJWJIHOCT HAa OTPSA3BIUTE, KATO JaTaTa HAa W3IIBIHEHUE HA BCEKH
OTPSI3BK CE MOCOYBA BHPXY HETO U BHPXY CIEBAIIHS OTPSA3BK.

Ya. 47a. (Hos — JIB, Op. 68 ot 2014 r., B cuma ot 15.08.2014 r.) Ilpu ornmyckane Ha
JeKapCTBEHU TMPOJYKTH, MPEANUCAHH MO peJa Ha TriiaBa Tpera, pazmen IV, maructsp-
(apMaLeBTHT NPOBEPSBA 3APABHOOCUTYPUTEIHUS CTATyC HA MALIUEHTHUTE 1O pejl, ONpesesieH B
YCJIOBUSITa U Peja 3a CKIIOYBAHE HA WHIMBHUAYaJIHU JIoroBopu mo ui. 45, an. 15 or 3akoHa 3a
3JIpaBHOTO OCHUTypsIBaHE.

Y. 476. (Hos — /JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) (1) Ilpu ornyckaHe Ha
JICKApCTBEHU TPOAYKTH TO Wi. 47a peuenture u npoTtokonure ce ortuutaT npen H3OK upes
BBBEX/IaHE Ha MH(oOpManusATa, ChAbPKAIIA Ce B TAX B €JICKTPOHHA 0a3a jaHHU. M3uCKBaHUATA
KbM coTyepHara 0Oaza maHHH, oOpaboTBamia pEIENTHTE W MPOTOKOIHUTE, C€ OIpPEHeysaT
cbBMecTHO oT npeacraButenu Ha H30K u na bearapckus ¢apmaneBTHdeH cbio3 1O peaa Ha Uil.
45, an. 15 ot 3akoHa 3a 31paBHOTO OCUTYPSIBaHE.

(2) BpBexmanero Ha mHGoOpManuaTa Mo an. 1 ce U3BBpIIBA B MOMEHTa Ha OTITyCKaHE Ha
JIeKapCTBEHUTE MPOAYKTH B NPUEMHOTO INOMEIICHHE Ha anTekaTa OT MarucTbp-¢papmalieBTa,
KOMTO OTITycKa JIEKapCTBEHUTE MPOTYKTH.

(3) Cpennara mnpoABDKUTENIHOCT Ha o0O0paboTBaHe Ha pelenta M OTIyCKaHe Ha
NPEUCAHNUTE JICKAPCTBEHU TPOAYKTH, MEIUIIMHCKU W3JIENNS U TUETHUYHU XpaHU € 6 MHHYTH.
CpenHata npoIbJDKUTEITHOCT Ha 00paboTBaHE HA IPOTOKOJ € 3 MUHYTH.

(4) Bposit Ha 00paboTeHUTE pELENnTH, BKIOYHUTEIHO U TE3HW MO MPOTOKOJH, CIEaBA 1A
ChOTBETCTBA Ha Oposs M pabOTHOTO BpeMe Ha MarucTbp-(apManeBTUTE B amnTeKaTa MpH
choOpassBaHe C M3UCKBAHUATA Ha all. 3.

(5) B ciywait 4e B HAceJeHO MICTO caMO €IUH THPToBell Ha ApeOHO Ha JICKApPCTBEHHU
MPOAYKTU € CKIIOYMI JoroBop ¢ HammonanmHata 3ApaBHOOCHUTYpPUTENIHA Kaca 3a OTIYyCKaHE Ha
JIEKapCTBEHU MPOAYKTH, MEAULIMHCKU U3JIENHUA U TUSTHYHU XpaHH, OposT Ha 00pabOTEeHUTE OT
HEro pelentTu ¥ MpOTOKOIM MOKE J1a HaJIBUIIaBa TO3M 10 aj. 4 cjell ChIVlaCyBaHE C JUPEKTOpPa
Ha ChOTBETHATa pailoHHA 3/[paBHOOCUTYpHUTENIHA Kaca B ChOTBETCTBHME C YCIIOBHUSTA U pefa 3a
CKIIIOYBAHE Ha WHJIMBUYyaJIHH JIOTOBOPH 110 Wi. 45, an. 15 oT 3akoHa 3a 3/ipaBHOTO OCUTYpSIBaHE.

Y. 48. (1) Peuenture u mpoTOKOJIUTE HE C€ M3MBIHABAT U C€ BPBIIAT HA NMPUHOCHUTENS
UM, KOTaTo:

1. peuentypHaTa OJlaHKa HE ChIbPIKA U3LISIIO MOMBIHCHU BCUYKH JIAHHM,

2. CPOKBT Ha BaJMIHOCT € U3TCKBII;

3. mpeanucaHuAT JeKapcTBEH NpoAyKT He ce 3amtama ot M3, ot H30K winu He otroBaps
Ha M3UCKBaHUsATA, OTNpeIeNieHH B JoroBopa Ha antekara ¢ H30K;

4. ca IONyCHATH TPELIKK U HECHOTBETCTBUS MPH IMOMBJIBAHE HA OJIAHKUTE;

5. B cllyyauTe, KOraTo He ca U3ITbJIHeHU U3MCKBaHMsITa HA Wi 7, ai. 1, 1. 3.

(2) Maructbp-hapmareBThT, OTITyCKaIl JICKAPCTBCHUTE MPOAYKTH, HSIMA TPaBO Jla HaHACS
MIOTIPAaBKU BBPXY pelenTypHarta OlaHKa, ¢ M3KIIOYCHHE Ha TOIMPABKU MPH HANpPAaBEHU OT HETO



TEXHUYECKH TPEIIKM B MOMEHTa Ha M3IIbJIHEHUE Ha perenrtara. B To3u ciryyail Toi ce moanucsa
Cpelly HalpaBeHaTa OT HEero KOPEKIHsI.

Paznea IV
OTnyckaHe HA JIEKAPCTBEHU NMPOAYKTH U MeAUIIMHCKH

U3/1eJIUA N0 pelenTH, U31aIeHHU B IPYra IbpP:KaBa YIeHKA
(Hos - /IB, 0p. 15 o1 2014 1., B cnaa ot 21.02.2014 r.)

Y. 48a. (Hos — /IB, Op. 15 ot 2014 r., B cuma ot 21.02.2014 r.) (1) Anrekure npu
cra3BaHe pasmopenduTe Ha pasnen | ca JUIbKHU J1a M3IBJIHABAT PEICNTH, W3aJeHH B Apyra
IbpKaBa YICHKA.

(2) Peuenitute 1o an. 1 cienBa na chIbpikaT JaHHUTE, TOCOYEHU B TIpriiokeHne Ne 4a.

(3) Anrekure c 11eq1 rapaHTHpaHe NMPUEMCTBEHOCT IPH JICYEHUETO HAa KOHKPETEH MallueHT
MoOraT Jia U3IBJIHSIBAT PELEMTH M0 aj. | U B ciyyauTe, B KOUTO HE ChIBPIKAT BCUUKH JAHHU TI0
npuioxenne Ne 4a, HO ¢ TOBa He Ce 3acira TOYHOTO HJICHTHU(HUIMpPAHE Ha TAIMCHTA,
MPEIUCAHUTE JICKAPCTBEHU MPOAYKTH/MEAUIIMHCKHA W3/CIHsI, HAYMHBT HA MpHUJIaraHe, Kakro U
MEIUIMHCKUAT CHEIHATNCT, U3/Jal PeLenTaTa.

Y. 486. (Hos — IB, 6p. 15 ot 2014 1., B cwita ot 21.02.2014 r.) AniTekute HE U3TBJIHIBAT
penenty, W3IaJeHN B Jpyra Abp)KaBa YieHKa, B 4acTTa, B KOSATO ca MPEANHCAHU JEKapCTBEHU
npoaykTu no ui. 174 3JIITXM.

Paznen V
OTnyckaHe Ha JIEKAPCTBEHHU MPOAYKTH B JIe4eOHH
3aBe/IeHUs ChC CTALIMOHAP
(ITpeaqumen pazmea IV — /1B, op. 15 ot 2014 r., B cujia ot
21.02.2014 r.)

Yn., 49. (1) (M3m. - JIB, 6p. 81 ot 2013 r1.) JlekapcTBeHWTE MPOIYKTH 3a
XOCMUTATM3UPAHUTE TTAIIUEHTH C€ OTITYCKAT OT OOJIHUYHATA anTeKa.

(2) (U3m. - B, 6p. 2 ot 2012 r., 6p. 81 ot 2013 r.) Koraro seueOHO 3aBeleHUE CHC
CTallMOHAp HsAMa amnTeka, ce mpuiaratr w@wi. 38 - 380 or Hapemb6a Ne 28 ot 2008 r. 3a
YCTPOWCTBOTO, pela M oOpraHu3aluara Ha paboTaTa Ha anTeKUTe M HOMEHKJIAaTypara Ha
JexapcTBeHuTe npoayktu (o6H., JIB, 6p. 109 ot 2008 r.; uzm., 6p. 67 ot 2010 r.). [Ipu crneurau
Clly4au C€ OCUTypsiBa CHaOsiBaHE ¢ HEOOXOIMMHS JIEKAPCTBEH MPOIYKT BHB BB3MOXKHO Haii-
KpaThbK CPOK. 3a HEHOOOpa3yBaHETO Ha JIEKapCTBEHHTE MPOIYKTH CE€ CHa3BaT yCJOBUATA Ha
Hapez0ara mo 4. 261a, an. 5 3JIITXM.

Y. 49a. (Hos - [IB, Op. 81 or 2013 r.) [Ipu nmpuemane Ha JEKapCTBEHUTE JHCTOBE
MarucTbp-hapManeBThbT 3aJABDKATEIIHO TPOBEpsBA Jalld ca CIAa3eHH H3WCKBAaHUITA 34
MpeANKrCcBaHe Ha JIEKAPCTBEHU NPOAYKTH 1o wi. 8, 14 u 15.

Y. 50. (1) JlekapcTBEeHUTE TTPOIYKTH IO JICKAPCTBEHH JIMCTOBE CE OTITYCKAT IMOOTIEITHO 3a
BCEKH IalMEHT, KaTO BCEKH BHJI JICKAPCTBEH MPOAYKT C€ OTIyCKa B OT/ETHA OMAKOBKAa, BHPXY
KOSITO ce oOTOens3BaT MMETO W BB3pacTra Ha OOJNHHSA, HOMEpPHT Ha CTasTa, JErJoTo H



npeanrcaHara J103a.

(2) (U3m. - IB, 6p. 81 ot 2013 1.) Koraro jexkapcTBEHUST IPOIYKT CE€ OTITyCKa B OMAKOBKa,
pa3ianyHa OT OKOHYATeJIHaTa, OCBEH JAHHUTE MO al. 1 ce or0ens3BaT W BCHUYKH JIAHHU OT
OKOHYATeJHaTa OIaKOBKa Ha IPOU3BOAUTEIIS.

(3) (M3m. — [IB, 6p. 95 ot 2014 r. ) Cnex u3MbIHEHNE HA TIPEANMCAHUATA TI0 JICKAPCTBEHUS
JIMCT TTBPBUSAT €K3EMIUISIP OT HETO Ce ChXpaHsiBa B OOJHUYHATA anTeKa, a BTOPHUAT CE MpeaBa B
OTJICJICHUETO 3a€/IHO C OTITYCHATHUTE JICKAPCTBEHH MPOYKTH.

Y. 50a. (Hos - JIB, 6p. 81 or 2013 r.) (1) IIbpBUTE eK3eMIUIsipU HA JIEKAPCTBEHUTE
JMCTOBE, 10 KOUTO Ca OTIIYCHATH JIGKAPCTBEHH MPOIYKTH, ChABPKAIIH HAPKOTUYHH BEIECTBA,
ce 3aabpKaT B OOJHUYHATA alTeKa M Ce ChXPaHsBAT 3a CPOK €/lHA FOJIMHA, KaTO CE MPEJCTaBST
Ha KOHTPOJHHUTE OPTaHU MPU IPOBEpPKa.

(2) Cnen w3mbJIHEHHWE HA MPEINUCAHMUATA [0 JIEKAPCTBEHHMS JIUCT 32 JIEKapCTBEHHU
MPOAYKTH, CBHABPKAINIM HAPKOTHMYHU BEIIECTBA, BTOPUAT EK3EMIUISIP CE€ CbXpaHsiBa B
OTJ/ICJICHUETO 32 CPOK 5 TOANHHU.

(3) Cnen n3TnuaHe Ha cpoka Mo aj. | MbPBUTE EK3EMIUIAPU OT JIEKAPCTBEHUTE JINCTOBE CE
npejaBat ¢ NprUeMHO-Tpe/iaBaTesIeH IPOTOKOJ Ha uHcnekTopute B P3U, kouTo ru cbxpaHsBart 3a
cpok 10 rogunu.

(4) Tlpu ormyckaHe Ha JIEKApPCTBEHU MPOAYKTH, ChABPXKAIIM HAPKOTUYHU BEIECTBA Ha
JIEKapCTBEH JIUCT, HEOOXouMaTa HHPOpMAIIHS OT HETO Ce BbBEXK/Ia B PETUCTHpaA MO Wi. 3, ai. 2
or Hapen6a Ne 21 ot 2000 r. 3a M3MCKBaHMATA KBM JOKYMEHTAIMSATa U OTYETHOCTTA MPH
W3BBPIIBAHE HA JEWHOCTH C HAPKOTHYHM BEUIECTBA U JIEKAPCTBEHH MPOMYKTH, ChIbPIKAIIN
HAapKOTUYHHU BEIIECTBA.

Y. 506. (Hos - /IB, 6p. 81 ot 2013 r.) (1) JlekapcTBenure npoayktu mo ui. 30r, an. 4, T. 2
ce OTIyCKaT OT alTeKH Ha JIYeOHUTE 3aBEJICHUSI ChC CTAIMOHAp, ckitoumin gorosop ¢ H30K 3a
KJIIMHUYHA TpoIieaypa 1o aucnancepHo Hadmoaenue Ha 330J1 cbe 3mokadecTBEHN 3a00JIIBaHMS.

(2) ITbpBUTE EK3EMIUISIPYM HA PELENTHTE, C KOUTO Ca MPEINHCAHU JIEKApPCTBEHU TPOITYyKTH
no wi. 30r, an. 4, T. 2, ce MOAPEXKAAT B XPOHOJIOTHYEH peJl, KaTo HeoOxoaumara HHdopMamus ot
TSAX C€ BbBEXJA B perucrbpa no wi. 3, ai. 2 or Hapenba Ne 21 ot 2000 r. 3a U3MCKBaHUATA KbM
JOKYMEHTAIMATa ¥ OTYETHOCTTA MPH M3BBPIIBAHE HA JIEHHOCTH C HAPKOTUYHHU BEIIECTBA M
JICKApCTBEHU NPOAYKTH, CHIbpPXKAIIM HAPKOTUYHHM BEIIECTBA, M Ha IBPBHUS EK3EMIUIAP Ce
oTOeNsA3BaT TPUTE HMMEHAa M JaHHHUTE OT JIOKYMEHTa 32 CaMOJIMYHOCT HAa TMPUHOCUTENS Ha
penenrara.

(3) (U3m. — 1B, 6p. 95 ot 2014 1. ) [IppBUTE EK3EMIUIAPH OT PEIENTHTE MO al. 2 ce
ChXpaHABAaT B OOJIHWYHATA anTeKka 3a CPOK €/HA TOJWHA U CE MPEJICTaBAT HAa KOHTPOJIHHUTE
OpraHy IpU IpOBEpKa.

(4) (U3m. — JIB, Op. 95 ot 2014 r. ) Bropure ex3eMmIuisipu OT PELENTUTE MO ajl. 2 ce
npenasat B P3OK exxemeceuHo B CpOKOBETE 3a OTUYMTAHE JICMHOCTTA HA JIEYeOHOTO 3aBEICHHE.

(5) (M3m. — 1B, Op. 95 ot 2014 r. ) Cnex u3THyaHe Ha CpPOKa MO aj. 3 pEUENTHUTE Ce
npeaaBaT ¢ MPUEMHO-TIPEAaBaTeICH MPOTOKOJ Ha MHCIekTopuTe B P3U, kouTo ru chxpaHsBar 3a
cpok 10 rogunu.

Y. 50B. (Hos - JIB, 6p. 81 ot 2013 r.) 3abpansiBa ce oTIyckaHe B OOJHUYHATA anTeKa Ha
JIEKApCTBEHU MPOJYKTH, ChIbPIKAIIN HAPKOTUYHU BEIIECTBA, MO pelenTa WIX JIEKAPCTBEH JIUCT,
MIpEITUCaH! MIPEeIn TIOBeYe OT 7 JIHU.

Y. 50r. (Hos - /IB, 6p. 81 ot 2013 r.) (1) 3abpansiBa ce B O0THMYHATA anTEeKa OTITYyCKaHE
HA JIGKAPCTBEHH MPOAYKTHU, ChIbPKAIIN HAPKOTHYHHU BEIIeCTBA OT MpuioxeHust Ne 2 1 3 KbM 4JI.
3, . 2 m 3 or Hapenbarta 3a pema 3a kiacudummpaHe Ha pacTCHHATAa W BEIIECTBATa KaTo
HAapKOTUYHHM, B KOJIMYECTBA, TIO-TOJIEMHU OT MPEIIHCAHUTE.



(2) IIpu ycraHoBsiBaHE HAa HECHOTBETCTBUS B MPEANMCAHUETO U MAKCUMAJIHO JIOITyCTHMAaTa
71032 MarucTbp-papmManeBTbT B OOJIHUYHATA aNTeKa € JUIbKEH Jla c€ KOHCYJITHpa C IPEeIHCaIus
pelenrTara/iekapcTBEHHs JIUCT JeKap.

(3) IIpu HEBB3MOKHOCT 3a M3MBJIHEHHWE HA MPEANUCAHUETO CJIe]] KOHCYJTAIUsATa 1o al. 2
pelienTara/nekapcTBEHHT JIUCT C€ BPbBIA Ha JIEKaps 3a aHyJIupaHe.

Yu1. 50a. (Hos - JIB, 6p. 81 ot 2013 r.) 3abpaHnsiBa ce OTIyCKaHE Ha JIEKAPCTBEHU IPOAYKTU
no wi. 30r, ai. 4, T. 2, KOraTo NPUHOCUTENAT HA pelienTara € moja 18 roauHu.

Y. 50e. (Hos - /IB, 6p. 81 ot 2013 1.) (1) JIlekapcTBenuTe nmpoayktu mo wi. 30r, an. 4, T. 1
Ce OTITyCKAT OT alTeKH Ha JIeueOHHUTE 3aBe/IEHUs ChC CTalMoHap, ckitoumm gqorosop ¢ H30K 3a
KJIMHUYHU TpTeKH 1m0 wi. 30r, an. 5 w/wiM KIMHUYHA TPOIEeaypa 3a CHUCTEMHO JIEKapCTBEHO
JIeUYeHHe MPH 3JI0KAYECTBEHHU 3200 IsIBAaHMS.

(2) Komus Ha perenTure, MO KOUTO Ca OTITYCHATH JICKAPCTBEHW MPOAYKTH IO ai. 1, ce
ChXpaHABAT B anTeKaTa Ha JIe4eOHOTO 3aBEJCHHE B NMPOABIDKEHHE Ha €JHa TOJWHA, KaTo ce
IPEJCTABAT Ha KOHTPOJIHUTE OPraHU MIPU MTPOBEPKA.

Pa3znen VI
IpeanucBane HA MeIUIMHCKU U3/1eJIUS, KOUTO IIe Ce
OTIIYCKAT B JIPyra AbpKaBa 4JIeHKA
(Hos - /IB, Op. 15 ot 2014 1., B cuaa ot 21.02.2014 r.)

Yu. 50:. (Hos — JIB, Op. 15 ot 2014 1., B cuma ot 21.02.2014 1.) (1) Ilo m3puuHO rickaHe Ha
NalyeHT JIMara 1Mo wWi. 4 MpeanrcBaT HEOOXOJWMHTE 3a JICUYCHHETO MEIUIIMHCKU H3JeNus,
KOWTO IIE Ce OTITyCKAT B Ipyra AbpKaBa WiICHKA.

(2) Penenitute 1o an. 1 crieaBa a ChabpKAT JAHHUTE, MOCOYCHH B IpUIIoKeHHE Ne 4a.

Ya. 503. (Hos — JIB, 6p. 15 ot 2014 r., B cuna ot 21.02.2014 r.) Korato MeauIMHCKUTE
uznenus mo ai. 1 Ha un. 50k ce npeanucsat Ha 330J1, penentypHute O0J1aHKu 1Mo wi. 24 cieaBa
J1a ChABPXKAT BCUYKH JJAHHH, TOCOYCHHU B Ipuiioxenne Ne 4a.

I'naBa nmera
OTIIEYATBAHE, PA3IIPEJAEJISSHE U KOHTPOJI HA
CIIEHUAJIHUTE PEHEIITYPHU BJIAHKHU 3A
JIJEKAPCTBEHMU ITPOAYKTHU, Cb/JIBPXKXAIIIA
HAPKOTHUYHU BEILIECTBA, U HA PELHHEIITYPHUTE
BbJIAHKHA 3A IIPEJAIIMCBAHE HA JIEKAPCTBEHU
HPOAYKTHU 11O PEJIA HA HAPEJIBA Ne 34 OT
2005 I'. 3A PEJIA 3A 3AIUVIAIIAHE OT
PEIIYBJIUKAHCKHUSA BIOJKET HA JIEUHEHHUETO HA
BBJII'APCKHUTE
I'PAXKJIAHU 3A 3ABOJISABAHUS, U3BBH OBXBATA
HA 3AABJIZKUTEJIHOTO 3JIPABHO OCUT'YPSIBAHE



Ya. 51. (Usm. - 1B, 6p. 94 or 2011 r., 6p. 81 or 2013 r.) MuHHCTEpCTBOTO Ha
3/IpaBeolla3BaHeTO OpraHU3Upa U KOHTPOJIUPA OTIIEYATBAHETO, PA3PEICIITHETO U OTYUNTAHETO HA
CIEIMATHUTE PEIENTYPHU OJIAHKH 32 OTITyCKaHe Ha JIGKapCTBEHM MPOXyKTH 1o wi. 11, an. 1.

Yua. 52. (1) (U3m. - OB, 6p. 94 ot 2011 1., 6p. 81 ot 2013 r.) MUHUCTEPCTBOTO Ha
3[paBEOIa3BaHETO E€KEroJHO O0sBsIBA M NMPOBEXJIa OOIIECTBEHA MOpBYKa 3a OTHEYaTBaHE Ha
CHelMaJIHUTe penenTypHu Onanku mo wi. 11, an. 1.

(2) U3m. - [IB, Op. 94 ot 2011 r.) Orneyaranute OMaHKU MO ail. 1 ce MPemoOCTaBsIT OT
U3ITBJIHUTEINS Ha TIopbukaTta B P3U B KonmyecTBa 1o mpeBapuTeIHO HalpaBeHa 3asBKa.

(3) (M3m. - IB, 6p. 94 ot 2011 1., 6p. 81 ot 2013 1.) CrienuanHuTe pelenTypHUA OJIAHKH I10
wi. 11, an. 1 ce mpuemaT OT MHCIEKTOpa IO HApKOTHYHUTE BemecTBa KbM P3U u ce cbcraBs
MIPOTOKOJ B JIBA €K3EMIUISIPA, KOMUTO ChABPIKA CICTHUTE JaHHU:

1. Tpute wmena, EI'H u nmaHHM OT 1IOKyMEeHTa 3a CaMOJMWYHOCT HAa MpUEMAIIHS U
npeaBallus;

2. Opoii Ha perienTypHUTE OJaHKU U Opoii Ha KouaHUTe (KapHETUTE), B KOUTO ca ohopMeHHn
OJIaHKHTE;

3. cepus, HaYaJleH U KpaeH HOMEp Ha Ko4yaHa (KapHeTaTa).

(4) (M3m. - OB, 6p. 94 or 2011 r.) [Iporokonure ce MOANUCBAT OT MpUEMAIIUS M
MperaBamys 1 ce mocras rnevyar Ha P3U.

Y. 53. (1) (M3m. - JIB, 6p. 94 ot 2011 1.) UHCIIEKTOpHUTE IO HAPKOTUYHHUTE BEIIECTBA KHM
P3U npenocraBsaT crienuamHUTe peHenTypHH OJaHKH Ha JIMIaTa Mo 4wi. 5, an. 1 cpemry moamuc u
clie]] MoAiaBaHe Ha 3asBJIeHHE 10 o0paser] chriacHo npuioxenue Ne 9.

(2) Ionmy4yenurte crienMaaIHu PELENITYPHU OJAHKK C€ ChbXPaHSIBAT JIMYHO OT JIEKaps/ieKaps
0 JICHTaJHa MEJUIIMHA U HE Ce MPEOTCTHIIBAT.

Ya. 54. (U3m. - JIB, 6p. 94 ot 2011 r.) Uucnekropute kbM P3U oTumTaT mosmyueHute
CTELUAIHYU PEeNTYPHU OJIaHKH, KaTO BOJAT PETUCTHP Mo o0paser chriacHo npuiaoxenue Ne 10,
B KOMTO ce BIMCBAT:

1. (u3m. - 1B, 6p. 94 ot 2011 r.) TpuTe MMeHa Ha JeKaps/Iekaps Mo JeHTalHa MEAULMHA,
PETUCTPALMOHHUAT My HOMEp ChIIIacHO peructhpa B P3U mo ui. 5, an. 1 u koabT Ha 1e4eOHOTO
3aBeJICHNUE;

2. OpOoSIT HA TIOJYYCHUTE KOYaHU (KapHETH) U OpOSAT Ha pelenTypHUTE OJaHKH B THX;

3. cepusiTa, IBPBUAT U TOCIETHUAT HOMEP OT KOYaHa C pEHENTYPHU OJIaHKU;

4. naTara Ha MOJIy4aBaHEe U HA MIPeJaBaHe HA PELENTYPHHUTE OJIaHKU.

Yui. 55. (1) 3a ycTaHOBEHH JIMIICH HA CHEIMATHH PELENTYypHU OJaHKH 33 MPEINUCBaHE Ha
JEKapCTBEHU TMPOJYKTH, CBABPKAIIM HAPKOTUYHU BEIIeCTBA, HE3a0aBHO ce YBEIOMsBAT
CHOTBETHOTO PAlOHHO MOJIMIICHCKO yrpaBiieHne U uHcnektopbT no wi. 17 3KHBII, kato ce
[I0COYBAT CEPUATA U HOMEPHT UM.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) B cpok 24 yaca oT yBe1OMABAaHETO IO aj. | HHCIEKTOPHT
U3Mpaila MUCMEH CHTHajl 0 CHelualu3upaHaTa aJMHUHUCTpanus Ha MHHHCTEPCTBOTO Ha
3paBeOlNa3BaHETO, KOATO O0OsABABa 3a HEBAJTUIHU CIEHUATHUTE pELEeNnTypHH ONaHKU C

MOCOYCHUTE CEPUU M HOMEPA.
Y. 56. (Ot™. - 1B, 6p. 94 ot 2011 1.).

I'naBa mecra
YCIJIIOBHUA U PEJ 3A HOCEHE WJIN U3HACSIHE HA
JIEKAPCTBEHMU IIPO/IYKTU,



INPEJHA3ZHAYEHU 3A JIEYEHUETO HA BbJI'APCKHA
N YYXKIU I'PAXKIAHNU, IOCTOAHHO U
BPEMEHHO ITPEBUBABAIIIN B CTPAHATA U
HbTYBAIIX U3BBH PEINIYBJIUKA BBJT'APUSA U 3A
TPAH3UTHO NPEMUWHABAIINK YUY XJIEHIU

Yu1. 57. bearapcku rpaxaaHd U 9y>KIU TPakJaHH, MOCTOSHHO U BPEMEHHO MpeOUBaBaIiy B
CTpaHaTa W MbTyBamy W3BbH PenyOnmka beiarapus, morat ga HOCAT WM J1a M3HACAT OT W 32
TPETH CTPAHH CIEIHUTE BUIOBE JIEKAPCTBEHU MPOAYKTH:

1. nmexapcTBEHH NUPOAYKTH, MpEAHA3HAUEHU 32 JICUYCHHETO MM, OTIYCHAaTH IO peaa Ha
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amjaniade oT permyOJMKaHCKUs OFOKET Ha JICUEHUETO Ha
OBJTapCKUTE TpakJAaHW 3a 3a00JiABaHUSA, W3BBbH 00XBaTa Ha 3aJBJDKATEIHOTO 3/IPaBHO
OCUTYPSIBaHE;

2. 1eKapCTBEHU MPOIYKTH, OTIyCKaHH 0e3 JIeKapCKO MpeANUCaHuE;

3. JekapCTBEHU NMPOIYKTH, OTITyCKaHH I10 JIEKAPCKO MpeIUCaHUE.

Y. 58. JlekapcTBeHHTE NPOAYKTH 1O Wi. 57, an. 1, T. 1 MoraT aa ce npeHacsar OT CIeTHUTE
JWIa:

l. manmMeHThT, 3a YMETO JIeYeHHE ca IMpeIHA3HAYCHH MPEINUCAHUTE JIEKAPCTBEHH
MIPOAYKTH;

2. TUIETO, KOETO € TOJIYYHIO JIEKAPCTBEHUTE MPOAYKTH OT ChOTBETHATA amnTeKa M MMETO
My € BIIMCAHO KaTO MOJy4yaTell BbpXY peLenTara;

3. Juue, KOeTo NMPHUTEKaBa M3PUYHO ITBIHOMOIIHO OT MAlUEHTa, 3a YHETO JeueHHe ca
npeJHa3HauYeHU NMPEANUCAHUTE JICKAPCTBEHU MPOTYKTH.

Y. 59. (1) Jlunata no un. 58 ynocroBepsiBaT MPaBOTO CU Jla HOCST WM Ja IPEHACAT
JI€KapCTBEHUTE MPOAYKTH 10 wi. 57, ant. 1, T. 1 ¢bC 3aBEpeHO OT MarucTbp-papmalieBTa Kornue Ha
U3IIBJIHEHA peleNTa OT ChOTBETHATA aNTeKa, IPe/IlMcaHa 3a KOHKPETHOTO JIeUeHHE.

(2) Jlumata mo wi. 58 Morar ga HOCAT WJIM Ja HW3HACAT JIEKAPCTBEHH NPOAYKTH,
MpeIHa3HAYCHU 3a JICUEHHUETO UM, B KOJHYECTBA, MOCOYCHH LU(POM U CIIOBOM B peIlenTaTa,
KOSITO CJe/[Ba J1a € 00paboTeHa B anTeKara.

Ya. 60. KomnuectBata Ha MpeHACSHUTE JIEKAPCTBEHW MPOAYKTH mo un. 57, am. 1, T. 1
CJIeJ[BA /1a OCUTYPSIBAT JICUYEHUETO Ha MalMeHTa 3a CPOK JI0 JBa Mecela.

Ya. 61. JlekapcTBeHuTe MPOAYKTH 1o ui. 57, am. 1, T. 2 Morar Ja ce mpeHacsiT OT
OBATapCKu U Yy AU I'Pa)/1laHu IOCTOSSHHO U BPEMEHHO NpeOUBaBally B CTpaHara.

Y. 62. (1) Jlumara mo 4. 61 moraT ga mpeHacsT JEKapCTBEHU MPOIYKTH OT U 3a TPETH
CTpaHU B KOJIMYECTBA, HEOOXOIMMHU 32 BPEMETO Ha MPECTOsl UM, HO HE IIOBEYE OT TPU Mecela.

(2) JIuuata mo wi. 61 Morar j1a mpeHacsT OT U 3a TPETH CTPAHU JICKAPCTBEHH MPOIYKTH IO
wi. 57, an. 1, T. 2 B NO-TOJIEeMH KOJMYECTBA, aKO IMPECTOST MM NPOJbJIKaBa MOBeYe OT TPH
Mecella U MPUTEeXaBaT U3/1aJieHa pelenTa 3a CbOTBETHHSI JIEKAPCTBEH IPOAYKT U 3a CbOTBETHOTO
KOJIMYECTBO.

Y. 63. JlekapcTBeHUTE NPOAYKTH 1O Wi. 57, an. 1, T. 3 MoraT Ja ce NpeHacar OT CIECIHUTE
JWIa;

1. manpienTa, 3a YMETO JICYCHHE ca MPEAHA3HAYCHH MIPEANMCAHUTE JIEKapCTBEHH MPOTYKTH;

2. nuue, KOeTO NMPHUTEKaBa M3PUYHO ITBIHOMOIIHO OT MAalWeHTa, 3a YHETO JIeUeHHe ca
MpeIHa3HAYeHN IPENICAHUTE JIEKAPCTBEHNU MPOAYKTH.



Ya. 64. (1) Jlumara mo 4. 63 ymocToBepsBaT NMPaBOTO CU J1a HOCAT WIM Ja TPEHACST
JIEKapCTBEHUTE MPOAYKTH 1O Wi. 57, an. 1, T. 3 cbC 3aBEPEHO OT MarucThp-(hapmaiieBra Kornve Ha
U3IIBJIHEHA peleNnTa OT ChOTBETHATA aNTeKa, Pe/IlucaHa 3a KOHKPETHOTO JeUeHHeE.

(2) Jlumata mo un. 63 moraT Ja HOCAT WIM Ja HW3HACAT JIEKAPCTBEHU TPOIYKTH,
IpeJHa3HauYEHU 3a JICYEHUETO UM, B KOJIMYECTBA, IOCOYEHH LM(POM U CIOBOM B peLienTara.

Yu. 65. TpaH3uTHO MpeMHUHABAIIM MPEe3 TEPUTOPHITA Ha CTpaHaTa JMIAa UMaT MpaBo Ja
MIPUTEKABAT JIEKAPCTBEHHU MPOIYKTH, KOUTO ca MpeHA3HAYEHU CaMo 3a TAXHOTO JICUEHHE.

Y. 66. KoHKpeTHUTE KOJIMYECTBA JIEKAPCTBEHU MPOAYKTH, KOMTO JUIaTa Mo wi. 65 umar
MpaBo Jla MPUTEKABAT, C€ ONPEALIAT OT ChOTBETHATA MpUeMalla JbpKaBa.

Ya. 67. Ilpu TpaH3uTHO NpeMHHaBaHE Tpe3 Tepuropusirta Ha Pemybnuka bbarapus Ha
aunara mo 4wi. 65 ce mpenopbuBa Ja ObIAT MpeaBapUTETHO WHPOPMHUPAHU 332 M3UCKBAHUATA,
YCTaHOBEHH OT ChOTBETHATA MPUEMaIla IbPKaBa.

Yu. 68. Bcuuky JieKapCTBEHH MTPOIYKTH, KOUTO CE€ MIPEHACAT OT U 32 TPETU CTPAHM IO peja
Ha Ta3u HapenOa, cieaBa Aa ObAaT B OPUTUHATHUTE CH OMAKOBKH.

Y. 69. (1) Ilo pena Ha Ta3u Hapenba He MOTaT Jla C€ MPEHACAT JICKAPCTBEHH MPOIYKTH,
ChJIbprKallli HAPKOTHUYHU BEIECTBA.

(2) YcnoBusita u pebT 3a IPpEeHACSHE Ha JIEKAPCTBEHUTE IPOAYKTH 10 all. 1 ce onpenessT B
3KHBII.

JOITBJIHUTEJIHA PA3IIOPEIBA

§ 1. Ilo cmucha Ha Ta3u Hapeaoda:

1. "Konx na H30K" o3nauaBa OykBeHO-1IM(POB KO, YUATO IbpBa OyKBa OTTOBaps Ha IIbPBO
HUBO Ha AHaTOMO-TepaneBTHYHaTa kKiacupukanus Ha CBeToBHaTa 3paBHAa OpraHU3aIys,
BB3MpueTa B Penyonuka beiarapus.

2. "BanuaHocT Ha perenrtara’ 03HauaBa CPOKBT, 32 KOMTO TS MOXKe Ja ObJe M3IIbIHCHA B
afnTeKara.

3. "KosnyecTBO aKTMBHO BEIIECTBO B J030Ba €AMHMULA" HA JIEKAPCTBEHMs MPOIYKT €
ChIbP)KaHHETO Ha aKTHBHOTO BEIIECTBO, M3Pa3eHO KOJMYECTBEHO 3a €1HA J/030Ba EAMHUIIA
(TabneTka, KarncyJsa) Win 3a eJUHHIIA Maca Wik 00eM B 3aBHCUMOCT OT JieKapcTBeHaTa (hopma.

4. "Luto" o3nauara "0bp30".

5. "Hutucumo" o3navasa "MHOTO O6p30".

6. "CratuM" o3HauaBa "BegHara".

7. (HoBa — JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) "Otmyckane Ha JIeKapCTBEH
MPOAYKT TO JIEKAPCKO TMpeJnucanve” o3HadaBa CHBKYITHOCTTAa OT JCHCTBHUS HAa MarucThbp-
(apmarieBTH B MPUEMHOTO MOMEIEHHE Ha anTeKkaTa Mo MpHEeMaHe Ha pelenTypHuTe OJaHKH,
ChOTBETHO MPOTOKOJIM, NPOBEpKaTa Ha ChIBbPKAHUETO WM, KOHCYJTAlMsl OTHOCHO pela 3a
IpUeMaHe Ha MpPEINUCAHUTE MPOAYKTH M BB3MOXKHHUTE HEXENaHH PEaKIMU M JIEKAPCTBEHU
B3aUMOJICHCTBUS, OCTOMHOCTSIBAHE Ha JICKAPCTBEHUTE MPOJAYKTH, MOMTBIBAHE HA PEKBU3UTHTE HA
peuenTypHaTa OJaHKa, CHOTBETHO NMPOTOKOJI M pPEleNnTypHa KHIKKA, M3HCKBaHE HAa MOJMHC HA
HalyMeHTUTe/olyyaTeIuTe, MojaraHe Ha IMOJANHC Ha MarucTbp-apmarenTta, oOpaboTBall
penentypHaTa OJaHKa, ChOTBETHO MPOTOKOJI, BbBEXKJaHEe HA MH(OpMaILUATa B €IEKTPOHHA 0a3a
JAHHM, TIOCTaBsSHE HA TMe4YaT ¢ [peJaBaHe Ha  JIEKAPCTBEHUTE MPOAYKTH  Ha
MAUEHTUTE/TIOMyYaTeTUTe 10 HaYMH, KOUTO Ja HE BOJIU JI0 pa3KpUBaHE HA JIMYHUTE UM JIaHHU
Ha JIPYTH JUIIA.

8. (HoBa — JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) "Otmyckane Ha JIeKapCTBEH
npoaykr ©Oe3 nekapcko npemnucanue (OTC)" o3HayaBa CBHBKYMHOCTTa OT JCHCTBHS Ha



¢dapMmanieBTH B NPHUEMHOTO MOMEIIEHHE Ha amnTeKkara 0 OINpeleNisHe Ha IMOIXOAALINS 3a
OTITyCKaHE JIeKapCTBEH MpoaykT Oe3 nekapcko mnpexanucanue (OTC) wim npuemane Ha
penenTypHuTe OJaHKH M MPOBEPKaTa Ha ChABPKAHUETO UM, KOHCYNTALUsI OTHOCHO TIPUEMAaHETO
M BB3MOXKHUTEC HEXKEIaHW peaKUUH M JIeKapCTBEHH B3aMMOJACHUCTBHA W TpelaBaHe Ha
JICKApCTBEHUTE MPOYKTH Ha MAIUECHTHTE.

HNPEXOAHU U SAK/ITIOYUTEJIHU PA3ITIOPE/IBU

§ 2. (1) Pasnopenbute Ha riaBa Tpera, pazaen IV, permameHTHpamy HW3JaBaHETO,
MIPOMEHUTE U BAIMAHOCTTA Ha perentypHa onanka (o6pazerr M3 - H30K Ne SA no mpuioskeHue
Ne 7), smm3ar B cuna ot 1 ampun 2009 r. [lo BOM3aHETO MM B CHJIA BCHYKH JIEKApCTBEHHU
MPOAYKTH, 3allalany HarrbaHo win yactTuaHo oT H30K, ce mpeamnucBar Ha penenTtypHa OnaHka
(o6pazen; M3 - H30K Ne 5 o npunoxenne Ne 6) cbe cpok Ha BanugHocT 30 1HU.

(2) B cpox nmo 1 ampun 2009 r. antekuTe NMpuBEXIAT copTyepa CM B ChOTBETCTBUE C
U3MCKBAHUATA HA Ta3M Hapen0a OTHOCHO M3aBaHETO, IPOMEHUTE U BAJIMIHOCTTA HA peLenTypHa
6sanka (o6pazerr M3 - H30OK Ne 5A mo npunosxenne Ne 7).

§ 3. (1) (U3m. - IB, 6p. 91 ot 2009 r.) B cpok g0 31 maii 2010 r. nekapcTBEHU MPOAYKTH,
ChIbpPIKAIlll HAPKOTHYHU BellecTBa OT npuioxkeHuss Ne 2 u 3 xpM wi. 3, an. 2 Ha 3akoHa 3a
KOHTPOJI BBbPXYy HAPKOTHYHUTE BEIIECTBA M IMPEKYypCOPUTE, MOTaT Ja C€ MpPeanucBaT W Ha
CHEIMaTHUTE pelenTypHU OJaHKHU 1o oOpaser chriiacHo npuioxerne Ne 6 kpM wi. 11, an. 1 ot
Hapen6a Ne 4 ot 2001 r. 3a ycnoBusitTa U pena 3a MpeANHUCBaHE W OTIIyCKaHE Ha JIEKapCTBEHHU
MPOAYKTH.

(2) Cnen m3tnyane Ha CpoKa Mo al. | crenuanHuTe peuenTypHU OJIaHKU MO MpHIIoKeHue No
6 xpM ui. 11, an. 1 or Hapenba Ne 4 or 2001 r. 3a ycnmoBusita W pefa 3a NPEANUCBAHE H
OTITyCKaHe Ha JIEKAPCTBEHU NMPOJYKTH CE€ YHHUIL0XKAaBAT OT KOMUCHS, ONpeiesieHa ChC 3a10Be Ha
nupektopa Ha PII3.

(3) 3a yHumoxaBaHeTo Ha OJJAHKUTE IO ajl. 2 c€ ChCTaBs IPOTOKOJI, KOMTO ce yTBBpKIaBa
OT aupekTopa Ha cboTBeTHHA PLI3 1 ce m3npama B MUHHCTEpCTBOTO Ha 3/IpaBeONa3BaHETO.

(4) Peuentypuure 6manku no npuioxkenue Ne 4 kpM ui. 6, ain. 1 ot Hapen6a Ne 4 ot 2001
T. 32 yCIOBHSTA M peJa 3a MPEANMCBAHE U OTIyCKAaHE Ha JICKAPCTBEHH NMPOJYKTH MOTaT Ja ce
W3IIOJI3BAT /IO TAXHOTO M3YEpIBaHEe, HO HE MO-KbCHO OT €Ha TO/MHA OT BJIHM3aHE B CHJIA HA Ta3H
Hapenda, KaTo B TAX CE BIHMCBAT JAHHUTE MO WI. 7, aJl. 2 OT MEIUIIMHCKUS CIICHUAINUCT, KOUTO
M3/laBa perenTara.

(5) brankuTe Ha TeKapCTBEHUTE JIUCTOBE 1O MpuiokeHne Ne 5 kpM 4it. 6, an. 2 ot Hapenba
Ne 4 ot 2001 r. 3a ycioBusTa U pena 3a NPEANUCBAHE U OTIIYCKAHE HA JIEKAPCTBEHU MPOTYKTH
MoraT Jia ce M3IO0J3BaT /10 TAXHOTO M34YepIIBaHe, HO HE MO-KbCHO OT €Ha IOJUHA OT BJIHM3aHE B
CWJIa Ha Ta3u Hapeaoa.

§ 4. (M3m. - IB, Op. 94 or 2011 r.) KonTponbT mo HW3MBJIHEHHE Ha Hapeabarta ce
OCBIIECTBABA OT MHUHHCTEPCTBOTO Ha 31paBeonazBanero, P3W u M3nmbiHuTEIHATA areHIus 1o
nekapcrBata 1 H30K (B yacTTa OTHOCHO OTITyCKaHE M MPEIINHCBAaHE HA JIGKAPCTBEHH TMPOIYKTH,
3aIIalaly HallbJIHO WJTH YaCTHYHO OT Hesl).

§ 5. Tasu Hapenda ce u3gaBa Ha OCHOBaHUE 4. 221 oT 3aKoHa 3a JEKapCTBEHUTE MPOTYKTH
B XyMaHHaTa MeIWIMHA W 4i. 60 oT 3akoHA 3a KOHTPOJ BBPXYy HAPKOTUYHUTE BEUIECTBA U
npekypcoputre u otmens Hapenba Ne 4 ot 2001 r. 3a ycnoBusATa W pena 3a MPEeANUMCBAHE U
OTITyCKaHE Ha JIEKapCTBEHU Mpoayktu (00H., JIB, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 1.; Op.
82 0T 2003 r.; 6p. 32 ot 2005 1.; 6p. 34 0T 2006 T.).

§ 6. (1U3m. - IB, 6p. 94 ot 2011 r.) Yka3anusa no npuiaranero Ha Hapeabarta gaBat H30K



OTHOCHO pasznopeAlduTe Mo MpeaIUCBaHe M OTIYCKAaHE Ha JIEKAPCTBEHU NMPOIYKTH, 3aIUlalllaHU
HarbiHO uir yacTuyHo oT H3OK, chorBeTHO MUHMCTEpCTBOTO Ha 37paBeona3Banero, P31 u
W3neiaHuTenHaTa areHIus 1o JiekapcTBaTra CboOpa3HO TAXHATa KOMIETEHTHOCT.

JOITBJIHUTEJIHA PA3IIOPEJIFA

kbM Hapenbara 3a u3MeHEHHE U IOMTBIHEHNUE HA

Hapen6a Ne 4 ot 2009 r. 3a ycnoBusiTa 1 penia 3a NpeAnucBaHe

Y OTITyCKaHE Ha JIEKAPCTBEHU MPOAYKTH

(IB, 6p. 15 071 2014 1., B cua ot 21.02.2014 1.)

§ 6. C ta3u Hapenmba ce BpBEeXKIAT M3NCKBaHUATa Ha [lupexTuBa 3a usnbiaHeHue 2012/52/EC
Ha Komucusita or 20 nmexemBpu 2012 1. 3a ompenensHe Ha MEPKA 3a YJIECHSBAaHE Ha
MPU3HABAHETO HAa MEIMIIMHCKUTE TPEANHUCaHus, W3JaJeHu B Jpyra abpkaBa wienka (OB, L
356/68,22.12.2012).

MNPEXOIHU U 3AKJIFOUMTEJIIHU PA3IIOPE/IEN

kbM Hapenbara 3a ©3MEHEHHE U JIOMTBIHCHHUE HA

Hapen6a Ne 4 ot 2009 r. 32 yciioBudTa U pejia 3a

OPEINMCBAHE U OTIYCKAHE HA JIGKAPCTBEHU MPOAYKTHU

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

§ 21. B cpok 10 Tpu Mecela OT BIIM3aHe B cujla HA Hapeabara JeueOHUTe 3aBEACHHS MOTaT
Jla TIPEeINMCBAT JIGKAPCTBEHU MIPOAYKTH Ha JIEKAPCTBEHHU JIMCTOBE I10 JTOCETAIIHUS PEl.

lIpunoxenne N 1

K'BM uI. 4,
an. 3

(MBm. - IB, 6p. 81 or 2013

JlexapCTBeHM MNPOOYKTM, KOMTO OdeymmuepuTe HAMAT [IPaBO Ia NpennucBaT

1. AHTHAPUTMMUHM JIEKAPCTBEHM IIPOOYKTMU.

2. XOpMOHAaJIHM JIEKAPCTBEHM NPONYKTM 0e3 NPOTMBO3adYaTBUHU U
KOPTUKOCTEPOMOM 3a JIOKAJIHO IPUJIOXEHUE .

3. AHTMHEOIJIAaCTUYHM M MMYHOMOIYJMpPall JIeKapCTBEHM NPOOYKTM.

4. ICUXOIUTULM M ICUXOAHAJIENTULM 3a JIeUeHMe Ha XPOHMUHM 3aboJjisgBaHud.

5. (Mmm. - OB, 6p. 81 ot 2013 r.)
JlekapCTBEHM MNPOIAYKTM, CBHIOBPXallM HAPKOTMUHM BelleCTBa OT NpumyioxeHus N 2 u 3
K'BM
unr. 3, T. 2 m 3 ot HapemBara 3a pezma 3a kjacudmumpaHe Ha pPacCTEeHUATa
mpenmecTBaTa KaToO HAPKOTUMYHM.

6. JlekapCTBEHM NPOOYKTM, BKJIOUEeHM B OpujioxeHue N 5 xvMm un. 11, aJiu.
2.

I[punoxenne
N 2

KBM 4JI. 6, an. 1

Penentypna 6nanka



3a 3a
€IHOKPATHO MHOT'OKPAaTHO
MPEAIIUCBAHE NPEANUCBAHE

MHUHHCTEPCTBO Ha 3paBeona3BaHETO

MeUIMHCKH CTIeITHATUCT (MMe)
YUH

TP. (C.) ceoreeerieeieenns ATIPEC evvveerreerreenrreeereenreenseenenes

MeIUUMHCKA CIEMUANHNCT .............
(moamuc)
(medar)

3@ e

(MMe Ha ManueHTa, Bb3pacT)
OT TP. (C.) tereeeeeeeieeeetteeeee et et e te et e et e enaaeeeaeens
VIL (O0J1.) teneieeiie ettt

(6peMeHHa JK€Ha, KbpMaydkKa, JCTC - NoA4YCpTaBa Ccc HpI/IJIO}KI/IMOTO)

punoxenne N 3

as.

IT.

K'BM ujI. 6,
2

(Orm. - IB, 6p. 81 or 2013
)

Mpunoxenne N 4a

kBeM uJI. 9a, aj.
(HoBo - IB, ©6p. 15 or 2014

B cuyja or 21.02.2014

HemqepnaTeJIeH CIIMCBK Ha CJICMCHTUTC, KOUTO CC BKIIFOYBAT B PCUCIITUTC, KOUTO ILIC CC
H3IIBJIHABAT B Apyra AbpiKaBa YICHKA

NneHTudmMKaLMa Ha HalMeHTa
PaMmItHO (1) mMe (Ha)



ce

CobcTBeHO (HM) wmMe (Ha) (M3nmMcaHo (M) M3L4J10, T.e. He Cce paspemaBaT MHULMATIN)
IaTa Ha paxnaHe

VmeHTudmrKaLMA Ha pelenrara:

IaTa Ha uU3IDaBaHe

NneHTrdrKauMsa Ha MeIMUMHCKMS CIelUMaJIMCT, M3IOaJl pelenTaTa:

daMmIIHO (1) wMe (Ha)

CobcTBeHO (HM) mMe (Ha) (MB3OMCAHO (M) M3U4AJI0, T.e. He Ce paspelaBaT MHMLMAJMN)
IIpobdecroHaHa kKBaludMKal s

IaHHM 3a Opsaka Bpb3ka (eJIeKTPOHHAa IIolla M HOoMep Ha TejepoH miam dakxc, KaTo

IOCOYM M KOOBT 3a MeXIOyHapOoIHO u3bupaHe)
CnyxebeH anpec (BKJIOUMUTEJIHO HAMMEeHOBAHMETO Ha CBOTBETHATA IbpXaBa UJIeHKA)
Honnmuc (IIoJIoxXeH COOCTBEHOPBUYHO WMIM UMOPOB B 3aBUCKUMOCT OT HauMHaA Ha

y3IaBaHe Ha NPennuMCcaHUeTO)

5a

VoeHTudmukauus Ha NpeAnMcaHusa NpPOIOyKT, KOIaTO TakKaBa € HeobxomuMma:
MexIOyHapOoOHO HENATEHTHO HaMMeHOBaHMe MM (QapMakKoIleMHO HaMMeHOBaHME Ha
JIEKapCTBEHOTO MM BemeCTBO

TBPTOBCKOTO HaMMeEHOBAaHME Ha JIeKapCTBEHMA NPOAYKT B CcilydauTe no uj. 9a, ai.

JlekapcTBeHa GopmMma (TabrsieTy, PaAs3TBOP M T.H.)

KomamuecTBO
KommuecTBO Ha akTMBHOTO BEIECTBO 3a IOO030Ba eIMHUIIA
HOo3UpOBKaA .
[Ipunoxenne
KBM ul. 11,
2
(MBm. - IB, 6p. 81 or 2013

JlekapCcTBeHM NPONYKTM, CBHIOBPXAllM HAPKOTMUHM BelecTBa OT
npujoxenmus M 2 m 3 kBM uj. 3, T. 2 u 3 oT HapembaTa 3a pena 3a
Knacm@mumpaHe Ha pacCTeHMATa M BeleCTBaTa KaTO HAPKOTUYHNM, B
KOMOMHALMSA C OPYyTU JIeKapCTBEHM BelUeCcTBa
1. Codeini phosphas, Phenobarbitalum, Coffeinum, Metamizolum,
Paracetamolum.
[Ipunoxenne N

KM wi. 21, an. 2 wun. 30a, an. 1 u 2
(HoBo — /1B, 6p. 95 oT 2014 1.)



Haumenosanue va nevconoro|IJEKAPCTBEH ITHMCT N |,[l,a'ra
HARCACHE OTIEIEHUE:
Mete u Bw3pacT Ha nmanuenta | JlexkapoTBeH NMPOAYKT, HANMEHOBAHNE, (OPME, CHTHATYPA Cyma
Cran Ierno 113 1
Ko KOIHYECTED
2
3
4
5
6
7
b
49
10
11
Caosom BCHMYKO
Hauanuuk- Jexkypam nexap OrnycHan, mar, gapM. (nme) ITpenan TMonyuun
OTIENcHHE (mme) (1me) (HME)
(Mnae)
modnc nodnuc| VEE nodne nodnc Moo




Ilpunoxenne N 6
KBpM uJi. 24, an. 1
(M3m. - OB, 6p. 68 or 2014 r.,
B cuyla or 15.08.2014 1.)



PELIENTYPHA BJIAHKA - H30K

peyenta N2 I:I::ID: wamnHuna anrexa N2 :ID I:I |:| P31]I{N9’ ...............

mporoxon N@| | | | | || ] LI []]D e

L L
e bl o EEEERENNEE
ACHTaNHAa MEAnUMKA - oo ey w ﬁ Ifl— I:w: ﬁﬁzﬁﬁ Tfl Ifwﬁ
"""""""" B A ka1 i TG 0. Bou T

Eau_lfuq_l-,a ﬁ}"M!’J T AT aHE
E ] i i : | i -
e AP e e T e L orautesEmg| o PI0R

oInareacmae | g, mes, | | || ]

...... T s s ¥ T T A
LI H o o
NEER |

SEHCEUHO FMAECTISaHE

| Ap. mks| | [ L]

PEHEIHIWHO 3TCCTIB RS
[ | di | me

kod He SERCIAITIEEH

e Rp. ms| | 1]

PEHEDLHO AIAECTIRTRE

|: & : HE N
p—— N AR R RN

Nexap/nekap no
ﬂ.EHTiiﬂHa MEHHHHHE _____________________________________________ Bowuko :

et AT T P T

MAUMEHT: ... . ... o i R S e R it e b

HHALLFLA abj.'Jf?{T

-i'lt}r'Jl:j}"ffé N YR

SEER NN AN RN E RN COCIT
o1 Jﬂjgga DQQDDDDDBDD :ﬁ::;;; NOAYYMA: —ooooee e



Mpunoxenne N 7
KBpM uJi. 24, an. 1
(M3m. - OB, 6p. 68 or 2014 r.,
B cuyla or 15.08.2014 1.)
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Ilpunoxenne N 8
KBpM uJi. 24, an. 1
(M3m. - OB, 6p. 68 or 2014 r.,
B cuyla or 15.08.2014 1.)



[ e —
Clem Cimy graepase | T T T 11 T W 1 nemape-cheuRa T
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LT ) SOOI OORTUTRRROTIIT ' | IOSTUESSPP OSSPSR | |- SIS
ST UORPRIY : | RS B B

(HAHMEHOSANAS HA NEUeiHOTD 3amens=pe & 30pec)

Ow Oe Qe
NPOTOKON 3A NPEONMCBAHE HA NEKAPCTBA, SANNALAHW OT H3OK/P30K No. |

-wmﬂ Ha EECREITHA EDMBCHR KN CREWMATINCT M0 APpENa Ha 3300NABaHETO

0aTa Ha 33

Sgod
KTHHHIHA JHATHO3A mkel T T 1 11

YTOUHEHA TEPANMA (=90, cxema @ cpos HE NEYEHRE)

wisoc [TTTT]

1 HAMMEHOBIHNE HA NPOLYKTE, NEKAPCTEEHA DOPME, KONMJSCTED Ha NENSCTEEHOTE BEWRCTRE, Spoidl 8 £IH3 ONAK0BEKE)
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Ko H3OK

OHesHalzegmiHa Oo3a

MECEWES 00330 ...

Ko H30K

OHeBHalcenMeiHa Qo3a:

MSCEES O033° ........

QIS0 KOMMUECTES 33 CPOKI Ha JEHCTENE Ha NPOTORONE . .o e

NPEANOXEHWE 3A CPOKOBE 3A KOHTPOMHW MPETREAM ..o
Mpeacenaten Ha SKENSPTHE KOMBGHAD . e e MIEYBAL MEKEP et
-Hﬁﬂ“lﬂm'ﬂ%‘ -Hﬁ“mml

PELLUEHME HA fnama:
KOMWCHA SA EKCNEPTH3A
KbeM LY HA H3OK/P3OK

N
o.

Kommcua No. 3acenaHne MNo. 3 CPOE [ e

YTOUYHEHA TEPANIHA (ewp, cxema ¥ cpox Ha NeueHmes)

oo [T TTT]

T HAMMEHOBIRNE HA NPOIYKT; NSKAPCTREHE (DOPUE, KNWHSCTED KA NENZPCTEEHOTE BERcTao, Spol B £OK3 CNAK0RET)
OHEEHAICESWEHE D033 .

MECEUHI 033" e e L ST i | I —————

Kom H30K |

L — e ———— amgwmu

JHesHalceOMWIHE Q0337 ...

Ko H3OK |
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N

Ne

8a

keM usi. 30a, amx. 1

(Hoeo - IOB, 6p. 81 or 2013 r.,
n3M., B6p. 68 or 2014 r.,

B cuyla ot 15.08.2014 .,

orm., 6p.950120141.)

86

keM uy. 300, ax. 3

(Hoeo - IB, 6p. 81 or 2013 r.,
n3M., B6p. 68 or 2014 r.,

B cuiya or 15.08.2014 1.)

OTOEJIEHVE /KJIIVMHMKA II0
MEIVIOVMHCKA OHKOJIOTVA
PENEHVE N ../.wwe.. 201. D.
Ha OHKOJIOTMYHMA KOMUTET
no XVMMOTEPAIIVA

Pemenue
IE CE IIPOBEIE JIEKAPCTBEHO JIEUEHWUE
IO CXEMA:

HEATIOBAHTHA XT &ttt ittt ittt iiit it iieeeeens

? ANIOBAHTHA XT ittt ittt iiiee e

JIEUEBHA X ottt ittt e et ettt i et e e
BUGOCOOHATIL ittt i ittt e et ittt i innneeeeennns
XOPMOHOTEPAIIMA vttt ittt et ittt et tnnneneenns

TAPTETHA (BMOJIOITMYHA) TEPAIIMA .......

N 0

KOJIOHMOCTVMMYJIMPAIIML ®AKTOPUM .......

VHTPAKABUTAPHA XT ittt it ittt ie i ii et

Bpor uukin/KypCoBe [IPpOOBIDKMTEJIHOCT

Murepean: ? 1 cemMmua; 2 cemMuum; 3 CeOMMLM;
4 cenmMuuu

KOHTPpOJIHM M3CJIeIBaHMsa IO IpelieHKa Ha JieKaps:

? BanwixmUTesieH Habop mu3clenBaHMUA

criopen MeIMUMHCKMA CTaHOapT

? [IKK ? Buoxmmma ? TyMOpPHM MapKepwu

? Exorpadmusa ? PenTreHorpama Ha Oenu npobose

? KT ? EKI' ? Jpyru

KocTtHa cumHTUIpadmsa Mamorpadmusa

JleuebHaTa cxeMa M NPOINBIKMTEJIHOCT I[IO3BOJIABAT IIPM 3allal3eHO
oBIO CBCTOSAHME M JIMIICA HAa TOKCUUHOCT UINUCBaHe Ha 48-u uac.
JleueHreTo MOXe Ha ObIe MNPOBEIEHO M [0 KIMHMUYHA Ipolenypa.

IOOKJIAIBAJL:

I[punoxenne

[Ipunoxenne



PEJICEJIATEJ : UJIEHOBE :
IIpnioxenne Ne 88

kbM . 30r, am. 3
(HoBo — /1B, 6p. 95 oT 2014 1.)

Pemrenme No........ooooiviiiiii ... /20 ....... T.
3a MPeIUCBaHe Ha JICKAPCTBEHH MPOTYKTH
3a JICUEHHE HA 3710KaYeCTBEHU 3a00JIsIBaHUs

B XEMaroJjorusara

D1 | (< P , KOMHCHSI, Ha3Ha4YeHa ChC 3amoBe T N2 .............. , B CbCTaB:
(ume u hamunus, cneyuarnocm)

pasriicaa npeacraBeHara OT JICKYBalllUAd JICKAp MCAUIMHCKA JOKYMCHTALHWs, BKIIOYBAIld dHAMHE3aTa W
CTAaTyCT Ha MalMUCHTA 3a NPCANNCBAHE HA JICKAPCTBCHU MMPOAYKTH 34 JICHCHUC HA 3JIOKAYCCTBCHHU 3a00IsIBaHus.

Nwme: EI'H:

Anpec: (tp./c., ya. Ne)

B®b3 ocHOBa Ha rOPHOTO KOMHUCHSTA YCTAHOBH, Y€ MAIIMEHTHT CTPaja OT:
(pazevhama ouazHo3a)

TenecHa maca:

Xucronorus

OnepaTHBHO JICUCHHE:

Hara:

Buj Ha onepanusiTa:
CrenonepaTvBHa paJiMOTEPaIIus:

AI[IOB&H Hea,[[IOBaHTHa XUMHUOTCPAIIHA:



THa

XUMHOTEpaIl
Ul

Cxema: CxemMma:

bpoii Bpoii kypcoge:
KYypCOBE:

MertacTasu:

Jlata Ha Jlokanu3zanus:
YCTaHOBSIBaH
e:

MeTOI[ Ha YCTaHOBSBAHC!

I nunus II nuans xumuoTepanus
XUMHUOTEpaIn
us

Cxema: Cxema:

bpoii Bpoii kypcoge:
KYypCOBE:

Hara Ha Jara Ha 3aBbpIIBaHE:
3aBbpIIBAHE:

Edexr Edexr ot neuenuero:
oT
JICYEHUETO:

[ara Ha [ara Ha nporpecus:
MPOTPECHs:

ECOG craryc:

JlaGopaTopHu 1 00pa3HU W3CIICIBAHMS:

Jpyra uapopmarms:

H3rotun MPOTOKOJIA: «..vviiiiiiiiiiiiiieiieaneeanes



[TpoTOoKONBT € BaMICH 32 6 MECENIA, JO ...eevvvennnne...

PrxoBoauTel Ha j1e4eOHOTO 3aBEACHIE: L0056 06): TS

(noonuc, neuam)

punoxenne N 8r

KbM wi. 301, ai. 1

(Hopo - /IB, 6p. 81 or 2013 1.,
u3M., Op. 68 ot 2014 1.,

B cuia ot 15.08.2014 r.,
MpeauIIHO npuioxeHue Ne 8B,
op. 95 oT 2014 1.)

Penentypna 6manka Ne ............c........

3a JIKapCTBEHU MPOYKTH, 3aruiamanu or H30K
HaumenoBanue Ha neuebHOTO 3aBesieHne — Per. Ne
JIeKap (MME) ..vvvvvveeiienieeeiieeeeenne

YHUH Ha nekaps ................. Hara: ..........
3abomnsBane rpyma No ................ o mpui. Ne 1
ITpoTokom No ......ccoeceeernnneen. Hara: .........

Rp.

1




Jlekap:
(Tmommuc u meyar)

ITanmenr:
ET'H:

Hom. agpec:

I'p. (c.)

OrtnycHan: [Monyuun:

Mar. dpapm. YUH:

(moamuc u neyar) Hara:

Ilpunoxenne N 9

KBM wiI. 53, an. 1
(U3wm. - JIB, 6p. 81 o1 2013 1.)

J0
JUPEKTOPA HA
PEI'MOHAJIHA 3IPABHA MHCIIEKIIA

Ha BuumanueTo Ha
WHCIIEKTOPA 10
HAapKOTUYHHU BEIIECTBA



3ASBJIEHUE

O e ,
(TpuTe MMeHa Ha JieKaps/JIeKaps Mo IeHTaTHa MEIUIIMHA)

n n

......................................................................... ,

(HauMeHOBaHUE Ha JIEYEOHOTO 3aBE/ICHHE)
........................................................................... ,
(ampec Ha J1e4eOHOTO 3aBEACHNUE)

C N B peructbpa Ha P3U Ha nexapure/nekapuTe 1Mo JeHTaTHA METUIMHA, KOUTO

IIPEANNCBAT JEKAPCTBEHU IPOLYKTH, ChAbPKALIM HAPKOTUYHH BEIIECTBA.

Mons Ja MU 6LI[aT OpeaoCTaBCHU:

........ Opost KOYaHH CIIEIUAIIHU PELUENTYPHH OJIaHKU ChC 3€JI€H IBSIT

........ Opost KOUaHH CIIEUAIHU PELENTYPHU OJIAHKU C JKBJIT LBSAT

C yBaxkeHue:

(moamuc)

Ipunoxenne N 10

KbM . 54
(M3m. - 1B, 6p. 81 o1 2013 1.)

Peructwp Ha siekapute/nekapuTe Mo JeHTaTHa MEAUIIMHA, TIOTYYHIN CIICHUAIHNA PEUENTyPHH
OJIaHKY 32 TPEIICBaHe Ha JIEKAPCTBEHU MPOAYKTH, ChAbPIKAIIN HAPKOTUYHHUTE BEIIECTBA OT
npunoxerust Ne 2 u Ne 3 koM uit. 3, 1. 2 u 3 ot Hapenbara 3a pena 3a kiacuduimpase Ha
pacTeHHsATa U BEIIECTBATA KaTO HAPKOTUYHH

Per. Ne
CBIJIACHO Tpute uMeHa Ha Jiekapsi/JieKaps 1o ACHTaIHa MEUIINHA



perucrepa

I10 4l 5,
am 1, 1.1
Kon na bpoii nonyyenu bpoii Cepusi or Jatana Ilognuc J[larta Ha [lognuc Ha
J1e4eOHOTO KOYaH! MOJTyYeHH! Ne 1o Ne monywaBa Ha nekapsi/mpeaBaH HHCIIEKTOP
3aBeficHHE (KapHETH) U KO4yaHU (KapHETH) HE JeKaps 1o e a 1o
Opoit Ha u Opoit Ha JIEHTaJIHA HApKOTHYH
CTICIIMATTHUTE CTICIIMATTHUTE MeIHIIIHA u
pelenTypHu penenTypHu BEIIIeCTBA
OJaHKH C )XBAT OJaHKU ChC 3eJIeH
IBSAT B TSIX IBST B TAX

Mpunoxenmne N 11
K'BM
ui. 56
(Orm. - IB, 6p. 94 or 2011



