HAPEJIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCIIOBUATA U PEJA 3A IIPEAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTU

I/I3I[az[eHa oT MI/IHI/ICTepCTBOTO Ha 3IpaBCOIIa3BaAHETO

O6n. JIB. 6p.21 ot 20 Mapt 2009r., uzm. [IB. 6p.91 ot 17 HoemBpu 2009r., uzm. JIB. 6p.94
ot 29 Hoemspu 201 1r., u3m. IB. 6p.2 ot 6 Anyapu 2012r., u3m. u nom. [IB. 6p.81 ot 17
CenrremBpu 2013r., u3m. JIB. 6p.104 ot 3 JlekemBpu 2013r., usm. u gom. /IB. 6p.15 ot 21
®epyapu 2014r., u3m. u pomn. IB. 6p.68 ot 15 Asrycrt 2014r.

['maBa nppBa.
OBIIU ITOJIOXEHUA

Y. 1. C Ta3u Hapeada ce OnpeaessrT:

1. MEAUIIMHCKUTE CIIELUAINCTH, KOUTO MOTaT J1a U3aBaT peLenTH, PEAbT 3a NPEAIIUCBaHe Ha
JIEKapCTBEHU MIPOAYKTH, CPOKBT 3a U3IIBIHEHUETO, CIIy4auTe U PebT, IPU KOUTO MAaruCThp-
(apMareBT MOKe J1a OTKa)Xe J]a U3IThJIHU JIEKAPCKO MPEIIICAHNE;

2. yCIOBHUATA U PEIBT, IO KOUTO OBJITAPCKU IPAXKAAHU U UYXKJU TPAXKAAHU, IOCTOSHHO U
BPEMEHHO IIpeOMBaBally B CTpaHaTa U IbTYBalM U3BbH PenyOinka bbarapus, morart na
HOCAT WJIU J1a U3HACAT JIEKAPCTBEHU MPOJIYKTH, IPEHA3HAYECHU 32 JICYEHUETO UM;

3. KolMuecTBaTa JIEKapCTBEHH MPOIYKTH, PEAHA3HAUYEHU CaMO 3a JICYEHUETO Ha TPAH3UTHO
IIPEMUHABAIY U BPEMEHHO MTpeOuBaBallld Ha TEPUTOPHITA Ha CTpaHaTa JIMLA, KOUTO T€ MOraT
Jla IpUTEKaBar;

4. (woBa - IB, 6p. 15 ot 2014 r.) ycnoBusTa ¥ peIbT 3a MPU3HABAHETO U U3ITBIHEHUETO HA
pelenTu, u31aJieHy B Ipyra AbprKaBa YIeHKa;

5. (u3m. - B, 6p. 81 ot 2013 r., mpenumHa 1. 4 - /IB, Op. 15 o1 2014 1.) peast 3a
MIpeMCBaHe Ha JIEKAPCTBEHH NMPOIYKTH, ChAbpKAIM HAPKOTUYHH BEIIECTBA OT
npunoxenus Ne 2 u 3 kM L. 3, T. 2 u 3 ot HapeznOata 3a pena 3a kiacuduuupasne Ha
pacTeHusATa 1 BEIECTBAaTa KaTO HAPKOTUYHH, nipueTa ¢ [Tocranornenne Ne 293 Ha
Munucrepckus cbset ot 2011 r. (IB, 6p. 87 ot 2011 1.);

6. (mpenumHa 1. 5, u3Mm. - IB, 6p. 15 ot 2014 r.) pexbT 3a OTIIEYaTBAHE U pa3NpeeIiIHE Ha
OJIaHKH 3a OTIyCKaHE U OTYUTAHE Ha JIEKAPCTBEHUTE MPOAYKTH IO T. 5.

Y. 2. PexxumMbT Ha NpeIIucBaHe Ha JIEKapCTBEHUTE MPOILYKTH € ONPE/IesieH B pa3pelIeHUeTo
3a ynotpe0a Ha JIEKapCTBEHUS POAYKT.

Y. 3. Pazpemrenure 3a ynotpeda U perucTpupaHuTe JIGKAPCTBEHU MPOIYKTH HA TEPUTOPHSITA
Ha PenyOmnuka bbarapus ce o0sBSBaT Ha MHTEPHET cTpaHUIlaTa Ha M3MbIHUTEIHATA areHIIUS
IO JIEKapCTBara.

I'maBa BTOpA.
MEJUIINMHCKHU CITEHAAJIMCTU, KOUTO MOT'AT JA U3JABAT PELIEIITU

Y. 4. (1) [IpaBo na npeanucBaT pa3pelieHn 3a ynorpeda B cTpaHaTa JeKapCTBEHH MPOIYKTH
U Ja W3/1aBaT PeLenTy UMar JeKapH/IeKapu Mo JeHTaaHa MeIUIMHA, YIIPaXHIBaIIH
MeIUIIMHCKaTa nmpodecus.

(2) (U3m. - JIB, 6p. 81 ot 2013 1.) [IpaBo na oTmycKaT JIEKapCTBEHUTE MPOYKTH, ChIbPIKAIIN
HapKOTHYHU BelecTBa oT npuioxenne Ne 1 Ha Hapen6a Ne 2 ot 2012 r. 3a ycioBusiTa u peaa



3a OCBHIIECTBSIBAHE HA MPOTPAMH 3a JICYCHUE C arOHUCTH U arOHUCTH-AHTAarOHUCTH Ha JIUIIA,
3aBUCHUMHU KbM ormouu ([IB, 6p. 49 ot 2012 r.) umat nekapu, paboTely B IporpamMuTe,
MOJTYYHJTH pa3pelieHre 0T MUHUCThPA Ha 3/JpaBEOIa3BaHETO.

(3) ®enmmepure UMaT MPaABO Ja MPEIIICBAT pa3peIleHH 3a yIoTpeda B cTpaHarTa
JIEKapCTBCHH MPOJIYKTH U J]a U3aBaT PEIENTH, C H3KIIOYCHIE Ha T€3U OT Mpriokenue Ne 1,
caMo IMPH CKIIFOYEH J0TOBOP C JICUCOHO 3aBe/ICHUE.

Yi. 5. (M3wm. - JIB, 6p. 94 ot 2011 1.) (1) B pernonannara 3apasna uncnekmnus (P31) ce Bogu
PETUCTBP Ha JIGKApHUTE U JICKApUTE M0 ICHTATHA MEIULMHA, KOUTO IPEANUCBAT JEKAPCTBECHH
MIPOJYKTH, ChABPKALIN HAPKOTUYHU BEILIECTBA.

(2) B peructbpa no an. 1 ce BnucBaT JaHHUTE Ha JeKaps/iaeKaps Mo JAeHTaTHA MEIUIIMHA 110
JOKYMEHTA 3a CAMOJIMYHOCT, JJMYEH KOJ U KOJ Ha JIeYeOHOTO 3aBe/ICHHUE.

I'naBa Tpera.
[MPEAIMMCBAHE HA JIEKAPCTBEHU ITPOAYKTHU

Pazpen L.
Pen 3a npennucBane Ha JeKapCTBEHU MPOAYKTH

Ya. 6. (1) [IpeanucBaneTo Ha JEKApCTBEHH MPOAYKTH CE€ U3BBPIIBA HA pElleNTypHa OJaHKa ¢
OsUT IBAT CHTIIACHO TIpHIIoKeHHE No 2.

(2) (Ot™m. - 1B, 6p. 81 oT 2013 1.)

(3) Bepxy penientypHara 01aHKa 33IbJDKUTEITHO Ce OTOENsI3Ba PEKUMBT Ha OTITYCKAHE - 3a
€HOKPATHO WJIM MHOTOKPATHO OTITyCKaHE, KaTO IIPU MHOTOKPATHOTO OTIYCKaHEe CE YTOUHSBA
Y KOJIKO TIBTH IIE CE U3ITBIHSIBA pellenTaTa.

(4) Penienitute ¢ pexuM MHOTOKPATHO OTITYCKaHE UMAT BaJMIHOCT 10 6 Mecella OT JaTtara Ha
M3JIaBaHETO UM U ChIIbPXKAT O3HAUCHUE HAa OpOs Ha OTIYCKAHMSITA.

Yu. 7. (1) PeuentypHara OnaHka chabpKa:

1. (mom. - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "unckpubimo" - co6CTBEeHO U
(haMHITHO UME Ha JIIIETO 10 4. 4, YHUKaJICH UICHTH(UKAIIMOHEH HOMEP, HAUMEHOBaHUE U
azpec Ha J1e4eOHOTO 3aBe/ieHHe, Tene(oH 3a Bpb3Ka, 1aTa Ha H3JaBaHe Ha PelenTaTa;

2. "mpeckpuOIMo" - HAaMMEHOBAaHUE, KOJIMYECTBO HAa aKTHBHO BEIIECTBO B JIEKapCTBEHA popma
Y KOJIMYECTBOTO HA JIEKAPCTBEHUS MPOIYKT; KOIUYECTBOTO C€ M3MUCBA C IU(pH, a TPpU
MpEeANUCBaHEe Ha JICKAPCTBEHHU MPOIYKTH, ChABPIKAIIN HAPKOTHYHU BEIIECTBA - U C JyMH,

3. "curnarypa' - mOCOYBAaT ce €JHOKpaTHaTa U JICHOHOIIIHATA /1032 Ha JIEKAPCTBEHUS MPOAYKT,
MPOIBJKUTENTHOCTTA HA Kypca Ha JieueHHEe U HE0OXO0AUMOCTTA OT IMOBTapsIHETO MY; J103aTa ce
W3MHCBa ¢ UG PH; IPU MPEANUCBAHE Ha 034, TO-BIUCOKA OT MAKCHMAITHO OMpe/eIeHaTa mpu
pa3pelaBaHeTo 3a ynorpeda Ha JIeKapCTBEHUS MPOAYKT, IPEINUCBAIIMIT C€ TOJIITMCBA
cpelly MpeBHIIeHaTa J103a; He Ce JOMyCKaT OOIH U3pas3u KaTo: "u3BecTHo", "mo
HactaBieHue", "mo cxema'" u np.;

4. "cyOockpubuuno" - ykaszaHus 3a HAUMHA Ha U3ITBJIHEHUE Ha IPEIMUCAaHNETO; TIPH U3MO0I3BaHE
Ha yka3zaHusaTa "muto", "uuTucuMo" win "'cratuM" 3aIbIKUTEITHO CE 3allMCBa YachT Ha
MPEANUCBAHETO Ha JIEKAPCTBEHUS IPOIYKT;

5. moAnwC Ha JIeKaps/IeKaps 1Mo AeHTaIHa MeIUIHA/ deramepa;

6. (u3m. - 1B, 6p. 68 oT 2014 1., B cuna ot 15.08.2014 r.) nuyeH neyat Ha Jiekapst/IeKaps 1o
JICHTaJTHA MEeIMLIMHA W/WIK NIeYaT Ha JIedeOHOTO 3aBE/ICHUE;

7. TpUTE UMEHA HA MAIMEHTa, B3PacTTa U aJpec 0 MECTOKUBEEHE, KaTO IPH OpeMeHHa
KeHa, KbpMayuKa UJTU JIETe Ce 0Tpa3siBa U TOBA OOCTOSITENCTBO;



8. (moBa - /1B, 6p. 68 ot 2014 1., B cuinia ot 15.08.2014 r.) YHuKaJIeH WACHTU(DUKAITMOHEH
Homep (YMH) Ha maructbp-dapmaiieBra OT peructbpa Ha brirapckus dpapMarieBTHICH
ChHI03.

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

Y. 8. (1) JIekapcTBeHHTE NPOJYKTU CE€ M3MNCBAT YETIMBO Ha JJATMHULA C MEXYHAPOJAHOTO
HEMaTEeHTHO WU (papMaKoneifHO HAMMEHOBAHUE Ha JIEKAPCTBEHOTO MM BEIIECTBO HITH
THPrOBCKUTE UM HAaUMEHOBAHHUS.

(2) KonnuecTBOTO Ha JIGKAPCTBEHOTO BEIIECTBO B MPEANUCBAHUS JIEKAPCTBEH MPOAYKT CE€
u3passBa:

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

2. B MHJIUTpaMH, KOTaTo € [0-MaJIKo OT €IUH rpaM (mg);

3. KOJIM4ecTBa, MO-MAJIKH OT €MH MIJIUTPaM, Ce 03HA4aBaT B MUKPOTPaMH, KaTo Ta3u
MepuUTeJIHA eIMHHIIA HEe Ce ChKpalllaBa, a ce U3MMCBa C JyMu (microgram);

4. obemute ce n3paszsBaT B MIIHIUTPH (ml);

5. B MexayHapoauu eauHuny (1U) - 3a nekapcTBEeHH MPOAYKTH OT OMOJIOTMUYEH MTPOU3XO/.
(3) CopkpamenusTa Ha iekapcTBeHaTa hopMa ce U3MUCBAT BbPXY pelenTypHaTa
OJ1aHKa/JIeKapCTBEHUS JIUCT B ChOTBETCTBUE C JieHicTBaIlaTa B cTpaHaTa (papmakores.

(4) 3abpaHsiBa ce U3I0JI3BAHETO Ha ChKPAICHUS U IIONPABKU IIPU U3IHCBaHE
HaMMEHOBAHMATA HA JEKAPCTBEHUTE MPOJYKTH.

Y. 9. JlekapcTBeHU MPOJIYKTH, TPUTOTBEHH 110 MarucTpaiHa u (papmMakorneitHa pernenrtypa,
ce MpeANnKcBaT Ha OTJEJIHA PEeLenTypHa OJaHKa.

Ya. 9a. (Hos - IB, 6p. 15 oT 2014 1.) (1) Ha penentu, KOUTO 111€ C€ U3ITBIHSABAT B IpyTra
I’bprKaBa YJjeHKa, ce U3MHUCBAT HEOOXOJUMHUTE 3a JICUEHHETO Ha KOHKPETEH MaI[MeHT
JIEKapCTBEHU MPOJIYKTH, C U3KIIIOUEHUE Ha JIEKAPCTBEHUTE MPOAYKTH 10 4il. 174 ot 3akoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

(2) Penenture no an. 1 ce u3nucpar npu cra3BaHe W3UCKBAaHUATA HA Ta3U Hapeada, KaTo
3aIbJDKUTENHO C€ BKIIFOUBAT BCUUKHU JaHHU, IOCOYEHH B IpuiioxeHue Ne 4a.

(3) JlexapcTBEeHUTE MIPOIYKTH C€ MIPEAMUCBAT IO MEXKTYHAPOTHO HEMATEHTHO HAUMEHOBAHNUE
WM (papMakoneHO HAaMMEHOBaHKE Ha JIEKapCTBEHOTO UM BEILECTBO.

(4) JIexapcTBEHUTE MTPOIYKTH MOTAT Jla ObIAT MPEANUCAHU IO THhPTOBCKO HAUMEHOBAHHE B
CJIEIHUTE CIy4au:

1. koraro ce npeanucBa OMOJOTUYEH JIEKAPCTBEH MPOIYKT 110 CMHChIa Ha § 2, T. 2 OT
JOMBIHATETHUTE pasnopenou Ha Hapen6a Ne 27 ot 2007 1. 32 U3MCKBaHUATA KbM JAHHUTE U
JIOKYMEHTAI[MsTa 3a pa3pellaBaHe 3a ynorpeda u perucTpaius Ha JIEKapCTBEHU MPOTYKTH
(B, 6p. 54 ot 2007 1.);

2. KOraTo ToBa € He00XOAMMO OT MEUIIMHCKA IJIe/IHa TOYKa 0 MpeleHKa Ha JUIaTa mo 4.
4, kaTo B TO3M CcIy4ail B perenTara ce mocouBar MpUYUHUTE, KOUTO HAJlaraT U3MOJI3BAaHETO Ha
MMOCOYEHOTO ThPrOBCKO HAUMEHOBAHHUE.

Y. 10. IIpu npennucBane Ha BCEKU OTAENEH JIEKAPCTBEH MPOAYKT JIMIETO MO WI. 4 €
3aJIBJKEHO J1a ce MH(OpMUpa OT MaIMeHTa 3a MPEIIeCTBAI0 UIH ChI'BTCTBAIIIO JICYECHHE C
JpyTrd JIEKapCTBEHU IIPOAYKTH.

Paznen II.
IIpeanuceaHe Ha JIEKapCTBEHU NIPOAYKTH, ChAbPKAIIY HAPKOTUYHHU BEILECTBA



Y. 11. (1) (U3m. - IB, Op. 81 ot 2013 r.) [IpennucBaneTo Ha IeKapCTBEHU IPOAYKTH,
ChIIbPIKalll HAPKOTHYHU BEIIECTBA, CE U3BBPIIBA HA CIIeLMaIHa pelenTypHa OaHka,
IIpelocTaBeHa OT MUHUCTEPCTBOTO HA 3PABEOIIA3BAHETO, C KBJT LIBAT - 3a JIEKAPCTBEHU
MIPOJYKTH, ChABPIKALIY HAPKOTUYHH BEIIECTBA OT NpuiiokeHue Ne 2 kpM 4i. 3, T. 2 oT
Hapen0Oata 3a pena 3a kiacuguIrpane Ha pacTEHUATA U BEIIECTBATa KaTO HAPKOTHYHH, U ChC
3eJIeH LBSAT - 3a JIEKaPCTBEHU MPOIYKTH, ChABPKALIN HAPKOTUYHU BEUIECTBA OT MPUIIOKEHUE
Ne 3 kM uit. 3, 7. 3 ot Hapenbara 3a pena 3a kiacuuiimpane Ha pacTEHUsITa U BEIIECTBATa
KaTo HApKOTUYHH.

(2) JlekapcTBEeHUTE NPOIYKTH 110 IpUiIokeHUE Ne 5, chabpKallld HAPKOTUYHU BELIECTBA B
KOMOMHAIIMsI, ce MPEeIUCBaT Ha pelenTypHaTa O0JlaHKa 1o aj. 1 cbe 3eeH LBST.

(3) Cneunannara penentypHa 0J1aHKa ce OTIIeUaTBa B TPU €K3EeMIUIsIpa Ha XUMHU3UpaHa
XapTus U ChIBbP’KA OCBEH JAHHUTE MO Wi. 7 U CIEIHUTE JONBJIHUTEIHN JaHHU:

1. cepust ¥ HOMEp Ha pelenTypHaTa OJIaHKa;

2. Haanuc "JIOKyMeHT, KOUTO MOJIEKH Ha CIEUAJIeH OTYeT" .

(4) CpoxbT Ha BaTUAHOCT Ha CIICLIMANIHATA PEIlenTa € 7 JHU OT JaTaTa Ha U3JJaBaHETO .

Y. 12. (1) Penenrara ce u3gaBa B TpU €K3EMILISIPA, IbPBUTE JBa OT KOUTO CE€ IIpelaBaT Ha
MaMeHTa, a TPETUAT Ce ChXPaHsBa OT JIeKaps/ineKaps Mo JeHTallHa MEIUIIMHA B
MPOABDKEHUE HA €HA TOJIMHA U CE MIPEJOCTaBs Ha KOHTPOJIHHUTE OPTaHH IIPH MPOBEPKA.

(2) (U3m. - IB, 6p. 94 ot 2011 r.) Cnex u3THuaHe Ha CpoOKa M0 all. 1 pelenTure ce npeaanar
C MIPUEMHO-TIpeIaBaTesIeH MPOTOKOI Ha nHCHekTopuTe B P3U, KonTo rv chXpaHsBaT 3a CPOK
10 roguHu, ciie]] KOETO Ce YHHUIL0KAaBaT OT KOMHCHS, OTIpeIeNieHa ChC 3al0Be] Ha JTUPEKTOpa
na P3U.

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

(4) KoraTto nexapcTBeHUST MPOAYKT ce 3arJaia oT HanmonanxaTa 34paBHOOCUTYpPUTETHA
kaca (H30K), nekapsr 3anpmxutenno nonbisa kojga Ha H30K Ha choTBeTHHUSA T€KapCTBEH
npoaykT 1 MKDB kona Ha 3a001s1BaHETO ChITIacCHO Hapeaoarta mo wi. 45, an. 3 oT 3akoHa 3a
3npaBHOTO ocurypsiBane (330).

(5) o mpenienka Ha Jiekaps Ha €JIHa pelenTypHa OJ1aHKa MOXKE J1a C€ TIPEANKICBA TTOBEYE OT
€/IMH JIEKapCTBEH MPOJYKT, ChIbpKAI HAPKOTUYHU BEIIECTBA.

(6) 3abpaHsiBa ce MPeNUCBAHETO HA JIEKAPCTBEHU MPOAYKTH, KOUTO HE ChIbpKaT
HapKOTHYHH BEIECTBA, HA CIIELIUATHUTE PEleNTypHH OJaHKU.

Y. 13. (Otwm. - 1B, 6p. 81 o1 2013 1.)

Y. 14. IIpu npeanucBane Ha JEKAPCTBEHU NMPOAYKTH, ChAbPKAIIN HAPKOTUYHH BEIIECTBA,
ce CIa3Bar CIICAHUTE U3UCKBAHUS:

1. KOJMYECTBOTO Ha JIEKAPCTBEHUTE MPOTYKTH C€ U3MKCBA C ITUDPH U C TYMU;

2. KOJIMYECTBOTO Ha MPEMUCAHUS JIEKAPCTBEH MPOAYKT HE MOXKE J1a HaJ[BUIIIABA
TeparneBTUYHaTa 103a 3a 30 gHu.

Y. 15. (Hom. - IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 104 ot 2013 r.) JlekapcTBeHH
MIPOJYKTH, ChABPXKALIN €TUIMOP(UH, KOJIeH, peHo0apOuTal U TpaMaaoi B KOJIUYECTBA J0
50 Mr 3a J1030Ba €IMHUIIA B KOMOMHAIMS C APYTH JIEKApPCTBEHH BELIECTBA, C€ MPEANHUCBAT Ha
0OMKHOBEHA pelenTypHa OJaHKa 3a €ITHOKPATHO OTITYCKaHe U B KOJIMYECTBA, CbOOPa3eHHU C
JHEBHATa JO3UPOBKa, 3a He noBeue oT 30 AHHU.

Y. 16. ITpu npennucBane Ha BCEKU OTIENIEH JEKApCTBEH MPOAYKT JULETO 1O Wi. 4 €
3aJJbJDKEHO J1a ce MH(POPMHUpPA OT NAIMEHTa 3a MPEIIECTBAIO WIH ChITBTCTBALO JIEYEHHE C
JPYTH JEKapCTBEHU MIPOIYKTH.



Paznen II1.

[IpeanucBane Ha JEKapCTBEHU MPOAYKTH, 3aIUIAlIAaHN OT PEIyOJIUKAaHCKUS OFOKET 3a
JICYCHUETO Ha OBITAPCKUTE TPAKIaHU 3a 3a00JsBaHMs, U3BBH 00XBaTa Ha 3abJIKUTEITHOTO
3IpaBHO OCHUTYpSIBaHE

Y. 17. Jlekapure Morat J1a IpeJIucBaT JIEKapCTBEHH MPOIYKTH, 3aIUIalllaHu ChC CPEACTBa
OT penyOJuKaHCKHsI OFO/DKET 3a JICYCHHUE Ha 3a00JIsIBaHMs, U3BbH 00XBaTa Ha
3aIBJDKUTEIIHOTO 3JJpaBHO ocurypsiBane cbriacHo Hapen6a Ne 34 ot 2005 r. 3a pena 3a
3aIJiallane oT penyOIMKaHCKUS OF0/KET Ha JICYEHUETO Ha OBJITapCKUTE TpakIaHu 3a
3a00JIIBaHMs, U3BBH 00XBaTa HA 3aILJDKUTEITHOTO 3/IPABHO OCHUTYPsIBaHE.

Y. 18. JlekapcTBeHuTe NpoAyKTH 1o wi. 17 ce nmpeanucpar Ha peuenTtypHa OjgaHka,
CHOTBETHO JIEKAPCTBEH JIUCT, ChraacHo mpuiioxkenus Ne 8 u 7 na Hapenba Ne 34 ot 2005 r. 3a
pena 3a 3ariala‘e OT pemyoJuKaHCKUs OI0/DKET Ha JICYCHUETO Ha OBJITapCKUTE TPaXKIaHH 3a
3a00I1BaHUsI, U3BBbH 00XBaTa HA 3aIbJDKUTEIHOTO 3/IPABHO OCUTYpsIBaHE.

Y. 19. KosimdecTBOTO Ha IPEANMCAHUTE JICKAPCTBEHHU MPOIYKTH CJIe/Ba JIa ChOTBETCTBA HA
cpokoBete 1o wi. 22 ot Hapen6a Ne 34 ot 2005 r. 3a peaa 3a 3amianiaie oT penyOIuKaHCKUs
OFOJKET Ha JICUCHUETO Ha OBJIrapCKUTE IPAXKIaHu 3a 3a00JIIBaHus, U3BBH 00XBaTa Ha
3aIBJKUTEITHOTO 3JIPaBHO OCUTYpsIBaHE U 4jl. 14 oT Ta3u Hapenoa.

Y. 20. [Ipennucanurte 1ekapCcTBEHH MPOAYKTH 11O pejia Ha 4wi. 18 ce BmucBar B
MEIUIMHCKATa JJOKYMECHTAIUS Ha TAllUeHTA.

Y. 21. (1) JlexkapcTBeHH MPOAYKTH 32 MALUEHTH, KOUTO Ce JIEKyBaT py aMOyJIaTOpHU
YCIJIOBHSI, C€ MPENUCBAT Ha perenTypHa OyiaHka chriacHo nprioxenue Ne 8§ or Hapenda No
34 ot 2005 1. 32 pefa 3a 3arialaHe oT penyOIMKaHCKUs OIOKET Ha JICYEHUETO Ha
OBIATapcKUTE TPaKIaHU 3a 3a00JsIBaHuUs, U3BBH 00XBaTa Ha 3abJKUTEITHOTO 3JJpaBHO
OCHTypsIBaHE, KOSITO CE€ M3/aBa B JIBa eK3eMIuLipa. [IbpBuAT ek3eMIIIsp ce CbXpaHsBa B
anTeKaTa, a BTOPUSAT - B CYETOBOACTBOTO Ha ChOTBETHOTO JIEYEOHO 3aBEJICHHE B
IIPOBJDKEHUE HA 5 TOJIUHMU.

(2) JlekapcTBeHM NPOAYKTH 32 MAUEHTH, KOUTO CE JIEKYBAT IPU CTAI[MOHAPHU YCIIOBUS, CE
MPENICBAT Ha JEKapCTBEH JMCT chIylacHO npuioxenue Ne 7 ot Hapen6a Ne 34 ot 2005 r. 3a
pena 3a 3amiamniane oT penyoInKaHCKus O0KET Ha JISYEHUETO Ha ObJIrapcKUTe TpaXk/laHu 3a
3a00Js1BaHMsL, U3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3IpaBHO OCUTypsiBaHe, KOMTO ce u3/aBa B
TpH ex3eMIuLsipa. [IbpBUAT ek3eMIIIsAp ce chXpaHsABa B anTekaTa Ha ChOTBETHOTO JIeUeOHO
3aBEJIEHUE, BTOPUAT - B CYETOBOJICTBOTO, @ TPETHST - B OTAENEHNETO. CPOKBT Ha ChbXpaHEHHE
Ha JIEKapCTBEHHUS JIUCT € 5 TOAUHU.

Y. 22. Peuentute o wi. 18 ca BanuaHu 3a cpok 15 1HM OT JaTata Ha U3JJaBAHETO UM.

Paznen IV.
[IpeanucBane Ha JEKapCTBEHU MPOAYKTH, 3aIUIALIAHN HAIIBIHO Wiu YacTudHO oT H30K

Y. 23. (1) (Jom. - [IB, 6p. 81 ot 2013 1.) JIunata mo un. 4, an. 1, padoreuu B ie4eOHN
3aBeICHUS 32 U3BHHOOJHUYHA TTOMOIII, B U3IbJIHeHHe Ha AoroBop ¢ H30K morat na
IIPEAINCBAT JIEKApCTBEHU IPOAYKTHU 10 wi. 262, ain. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE
MpoayKTu B xymaHHaTta meauiuHa (3JIIIXM) 3a nedeHue Ha 3abJDKATEITHO



3apaBHoocurypenu qumia (330J1), 3amnamanu HanbJIHO WK yactuyHo oT H30K 3a nomarniHo
JIeYeHHE HA TEPUTOPUSATA HAa CTpaHaTa 3a 3a00JsIBaHus, ONpeIeNieH ¢ HapenOaTa 1o ui. 45,
ai. 3 330.

(2) M3BBH ciiydauTe Mo an. 1 JekapcTBeHH MPOJYKTH, 3aIlIalllaHd HAIIBJIHO WM YaCTUYHO OT
H3O0K, morar 1a ce npeanucBaT OT JeKapu/JIeKapH 10 IeHTaTHa MEAULIMHA, pPadOTEeIN B
nedeOHU 3aBeIeHHs 32 U3BBbHOOIHUYHA TIOMOII I10 Wi. 5, aji. 1 oT 3akoHa 3a jJeueOHuTe
3aBeJICHHS, KOUTO ca KbM MUHHCTEPCTBOTO HAa IPABOCHIHUETO.

(3) JlexkapcTBeHU MPOAYKTH, 3aIUIallaHy HarmrbIHO Win yactuaHo ot H30K, morat ga 6b1aaT
MPENICBAHU HA 3IPAaBHOOCUTYPEHH OBITAPCKH IPa)1aHu, JHIIA C IPABO Ha 3IPaBHO
OCUTYypsiBaHE, YIOCTOBEPEHO OT Apyra AbpkaBa - wieHka Ha EC, uiu cbriacHo ABYCTpaHHU
crioroaou.

(4) (U3m. - JIB, 6p. 81 ot 2013 1.) JInmnara no uin. 4, an. 1, cienuanucty 1o npoduia Ha
3aboisiBaneTo, padboremu o gorosop ¢ H30K B nedeOHM 3aBecHMS 32 M3BHHOOTHHYHA
MIOMOII] WK CHEeIUaTU3UpaHl KOMHUCHU B JIeUeOHM 3aBeIeHUs 32 OOJTHUYHA TOMOIII,
ckmounsin gorosop ¢ H30K, morar 1a u3gaBaT npoTOKOJIM 3a MPEANKUCBAHE HA JIEKAPCTBEHU
npoayktu, 3amnamanu or H30K/Pernonannara 3npaBaoocurypurenta kaca (P30K).

Y. 23a. (Hos - /IB, 6p. 81 or 2013 r.) (1) JIumara o wi. 4, an. 1, paboreniu B jeueOHN
3aBeCHUS - U3ITBIHUTENN Ha MPOLIEIYPH 3a acUCTUpaHa pernpoaykuus mo gorosop ¢ H30K,
npennucat Ha 330J] nexkapcTBeHU MPOAYKTH 32 KOHTPOJIMPaHA OBapUAIHA
(Xumnep)cTumyarus.

(2) JlekapcTBeHUTE MPOIYKTH 32 KOHTPOJIMPaHa OBapUaiHa (XUIep)CTUMYIalHs ce
npeanucsar ¢ [IpoToko: 3a KOHTpoJIupaHa OBapraiHa XUIEPCTUMYIIAIUS ChITIACHO pa3iel
VI, 1. 5.6 u paznen IX, T. 3.2 ot npunoxxenne Ne 1 kpm uit. 1, an. 1, 1. 1 or Hapen6a Ne 28 ot
2007 r. 3a neiHOCTH MO acuctupana penpoaykius (B, 6p. 55 ot 2007 r.).

Y. 24. (1) (U3wm. - [IB, 6p. 81 ot 2013 1.) JIekapcTBEHUTE TPOYKTH, KOUTO HAITBIIHO WIIH
gactuyHo ce 3artamat ot H30K 3a momaniHo neyeHue, ce mpeanucBaT Ha pelenTypHa
6manka (o6pazert M3 - H30K Ne 5 o npusnosxxenue Ne 6), penientypHa 61anka (o6paszer; M3 -
H30K Ne 5A mo npunosxenue Ne 7) win 3a TAX ce U3/1aBa MpoToKoI (oOpaserr no
npuiioxxkenne Ne 8) 1o pes, onpeieneH B HallMOHATHUTE paMKOBU J0rOBOPH 1o 4. 53, ain. 1
330.

(2) Penentypuute 61anku 1o aji. 1 ce u3aasar, KakTo Cle/Ba:

1. penentypHa 6manka (o6paszernr M3 - H30K Ne 5 o mpusioskerue Ne 6) - 3a mpeAnucBaHe Ha
JIEKapCTBEHM MPOJIYKTH 3a JIeYeHHE Ha 3a00JIs1BaHNs, B KOJIMUECTBA 3a He rnosede oT 30 qHu;
2. peuentypHa 6nanka (oopazerr M3 - H30K Ne 5A no npusioxenue Ne 7) - 3a mpeAnucBaHe
Ha JIEKApCTBEHU MPOAYKTHU 3a JIeUeHUE Ha XPOHUYHHU 3a00JIIBaHUs, B KOJIMYECTBA 32 HE
noseye ot 90 gHu.

(3) HenmombyiHEHHTE TTOJIETa B pELIEITYPHUTE OJIAaHKH 10 ai. 1 ce aHyaupat cbe 3Hak "Z".

(4) Penentypuute 61aHku 10 aj. 1 ce W3/1aBar B JBa €K3EMILIAPA.

(5) JIumaTa mo wi. 23 Morat Ja pasnedaTBar 00pa3IuTe Ha JOKYMEHTHTE T10 aJl. 1, KaTo
CBILUTE ChIBPKAT 3aABDKUTETHO BCHUKU PEKBU3UTH.

Yu1. 24a. (Hos - /IB, 6p. 15 ot 2014 r.) Koraro na 330JI ce npeanucBar iekapcTBEHU
MIPOIYKTH, C U3KIKOYEHUE Ha JIEKApCTBEHUTE NPOAYKTH 1o ui. 174 3JIIIXM, 3annanianu
HaneJIHO win yacTudHo oT H30K, penentypHuTe OaHKu mo 4. 24 cieaBa 1a ChIbpKaT
BCHUYKH JaHHU, TOCOUYEHHU B MpuiioxkeHne Ne 4a, korato ce rmjiaHupa Ja ce U3IbIHIBAT B Ipyra
IbpKaBa YJICHKA.



Y. 25. (1) JInnaTa no ui. 23 BnoucBar B aMOyJIaTOPHUS JIUCT, KOMTO CE€ ChbXpaHABa B JOCUETO
Ha 330JI 32 OTYETHOCT U KOHTPOJI, CAECAHUTE JaHHU OT peuenTuTe mo wi. 24, ain. 1: koa Ha
H30K, MKGb kox Ha 3a6onsBaneTo mo Hapenoara mo 4. 45, ain. 3 330, curnarypa,
MPENMCaHO KOJMYECTBO U JTHUTE, 32 KOUTO € JJOCTaThbUHO MPEANUCAHOTO KOJIMUYECTBO.

(2) Harara Ha u3gaBaHe Ha pelienTaTa clie[Ba Ja ChbBIaja C JaTaTa Ha U3/laBaHe Ha
amMOyJaTOpHHUS JIUCT.

Y. 26. (1) JInnara mo 4. 23 umaT paBo J1a MpeAnucBaT Ha eIHa pelenTypHa O1aHkKa 0
TPH JIGKAPCTBEHU MPOYKTA, CBBP3aHU C JICYCHUETO Ha JI0 TPU PA3JIMYHHU 3a00JsIBaHUS, a HA
€/IMH MIPOTOKOJI - €IUH JIEKAPCTBEH MPOAYKT B 0 TPU JO30BU SAMHUIIM 32 €HO 3a00JIBaHE.
(2) Ilpomenwu B mpeANuMCcaHUTE JIKAPCTBEHU MPOIAYKTH 10 perentypHa onanka (obpazen M3 -
H3O0K Ne 5 no npuinosxenue Ne 6) Moxke /1a TpaBU caMo JICKapAT/JIeKapsT 10 JICHTalIHa
MEIMIIMHA, N3/1aJ1 pelenTara, KaTo 3a LeITa ChIIMT aHyJIMpa HEeU3MbJIHEHATA PELenTa U
M3/1aBa HOBA.

(3) [Ipomenu B mpeNuCcaHuTe JEKAPCTBEHU MPOAYKTH I10 perenTypHa 6sanka (oopazen M3 -
H30K Ne 5A no npunosxenue Ne 7) Moke Ja MpaBu camo JIeKapAT/IeKapsT 10 AeHTaIHa
MEAMIIMHA, N3]1aJ PELeNTara, KaTo 3a LEeNTa ChIIUAT aHyJIUpa HEU3IIbJIHEHUTE OTPSA3bLHU OT
Hesl ¥ U3/1aBa HOBA.

(4) B ciiydanTe o an. 2 u 3 nuuata no 4i. 23 3aabmKkuTento uzucksar ot 330J1
pelenTypHUTe OJIaHKU WM OTPSI3BIM OT pEUENTYPHH OJaHKHU, KOUTO MOAJIEKAT Ha
aHyIupaHe. AHYJIMPaHUTE pelenTypHH OJaHKHU WIIM OTPSA3BIU OT PELHENTYPHU OJIAHKU Ce
cbxpansBaT B nocuero Ha 330J1, nmpukpeneHu kbM aMOyIaTOPHUS JIUCT OT JaTaTta Ha
TSXHOTO U3/aBaHe.

(5) Ilpu u3kir0OuUBaHe Ha JIEKAPCTBEHH MPOIYKTH OT MO3UTUBHHUS JIEKAPCTBEH CIIUCHK
W3/1aJICHUTE PELeNITH ce aHyIMpaT Mo pela Ha ajl. 2, 3 u 4, KaTo MalueHTUTE He 3aramar
cymara o wi. 37, an. 1, 1. 1 330, ako He ce Hajara oka3BaHe Ha MEAUIIMHCKA TOMOIII.

Y. 27. (1) JInnara no 4. 23 umar npaBo Ja NpeanucBar JeKapCTBEHU MPOAYKTH, 32 KOUTO
H30K HanmbaHO WK YaCTUYHO 3aIlIallia, B CJICIHATE KOIUUECTBA:

1. 3a nedyeHne Ha OCTPU CBHCTOSHUSA - JIEKAPCTBEHU MPOAYKTH 32 He nosede oT 10 nHu;

2. 3a Je4YeHNEe Ha XPOHUYHU 3a00IsIBaHUS - JIEKapCTBEHU MPOAYKTH 3a He noseue oT 90 aHu,
NpEeNICcaHyu Ha 10 TP OTpsA3bKa OT perentypHa Oianka (oopazen M3 - H30K Ne 5A o
npuiioxxenue Ne 7) uinm Ha peuentypHa 6ianka (o0pazen M3 - H30K Ne 5 o npunoxenne Ne
6).

(2) JInnata no uin. 23 nmocoyBaT B pelenTypHUTe OJaHKu no wi. 24, an. 1 u B amOynaTopHus
JIUCT CPOKa, 3a KOUTO Ce MPEINCBA.

(3) B ciydauTe o ain. 1, T. 2 ce npeAnucBar JeKapcTBEHU MPOIYKTH Ha €JUH OTPSI3bK 3a HE
noseye oT 30 JHU, OCBEH KOraTo JIUIICBA MOAXOASIIA ONTaKOBKA ChIVIACHO CIIUCHKA 110 YJl.
262, an. 1 ot 3akoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeauiuHa (3JIIIXM).

Y. 28. Ha peuentypaute 61anku mo 4wi. 24, an. 1 He morar ga Ob1aT IpeAnuCcBaHN
€JHOBPEMEHHO JIEKaPCTBEHU ITPOAYKTH:

1. Ha3HAYEeHU C IPOTOKOJI MO 4. 24, an. 1 U TakMBa, KOUTO HE Ca HA3HAYEHHU C TAKHB
MIPOTOKOJT;

2. Ha3HAYEHHU C MTOBEYE OT €UH MPOTOKOJ Mo Wi. 24, ai. 1.

Y. 29. (1) JIumata mo wi. 23 ca mrexaE 1a yBegomsaT 330J1 - pecn. HeroB poauTert,
HAaCTOMHUK WJIM MONEYUTEN, WM JTMIETO Mo wi. 162, an. 3 ot 3akoHa 3a 37paBeTo, 3a BUJia Ha
MIPEANUCAHUTE JICKAPCTBEHU MIPOIYKTH, TIXHOTO ICUCTBUE, HEXKETIAHU JICKAPCTBEHU PEaKIIUH,



peA 1M HAauMH Ha IIPUEMaHe, 3a cyMaTa, KOATO CJIe/iBa J1a 3aIljiaTH, ako JIEKApCTBEHUAT MPOAYKT
ce 3arutamia yactuuydo ot H30K.

(2) YBenomsaBaneto Ha 330J1, pecn. HEroBust poAUTEN, HACTOMHUK, MONEYUTEN WU JINLIETO
o wi. 162, an. 3 oT 3akoHa 3a 37[paBeTo, C€ YAOCTOBEPSIBA C MOAMKICA My B aMOyIaTOpHUS
JIUCT.

Y. 30. (1) Penenture, n3nucanu 1o peaa Ha TO3U paszieil, UMaT CPOK Ha BAIMHOCT CYMTAHO
OT JlaTaTa Ha U3JjaBaHe, KaKTo CJe/Ba:

1. no 15 xanenmapHu IHU - 3a perenTypHa 6anka (oopazerny M3 - H30K Ne 5 o
npuiokenue Ne 6) u 3a oTpsI3bK A OT perientypHa 6sanka (oopazer; M3 - H30K Ne 5A no
npuioxerue Ne 7);

2. o 45 xaneHgapHH JTHU - 332 OTPsI3bK B oT penentypHa 6ianka (o6pazen M3 - H30K Ne 5A
1o npuiioxenue Ne 7);

3. 1o 75 xanennapHu IHU - 32 oTpsa3bk C ot penentypHa 6manka (o6pazen M3 - H30K Ne SA
1o npuiioxerue Ne 7).

(2) Otnennute oTpsA3bBLM Ha perenTypHa Omanka (oopazen M3 - H30K Ne 5A no
npuioxenne Ne 7) ce U3IIbJIHABAT MOCIIEA0BATEIIHO B CIIEAHUTE CPOKOBE CUUTAHO OT JlaTara
Ha U3JaBaHeTo U:

1. no 15 xaneHaapHu IHU - 3a OTPS3BK A;

2. ot 30 g0 45 xajleHAapHU JHU - 32 OTPS3bK B;

3. 01 60 10 75 KaneHaapHU IHU - 32 OTps3bK C.

(3) (U3m. - JIB, 6p. 81 ot 2013 1.) [IpoTokoaute no 4i. 24, ain. 1 uMat Cpok Ha BaTMIHOCT J0
180 xasnieHJapHU JHU CYUTAHO OT JjaTaTa Ha 3aBepsiIBAaHETO UM B Pernonainara
3JIpaBHOOCUTYpUTEIIHA Kaca.

Pasgen V.
[IpeanucBane Ha JeKapCTBEHU MPOAYKTH B JieueOHU 3aBeieHust cbe crannonap (Hos - 1B,
op. 81 ot 2013 T.)

Y. 30a. (Hos - /IB, 6p. 81 ot 2013 r.) (1) [IpennucBanero Ha JieKapCTBEHU MPOYKTH B
Je4eOHU 3aBEICHHSI ChC CTAllMOHAP 3a XOCIUTAIM3UPAaHU NAllMeHTH Ce U3BBPILIBA Ha
JIEKapCTBEH JIUCT ChIVIACHO NpuioxkeHue Ne 8a.

(2) JlekapcTBenusT nuct no npusoxxkenue Ne 8a Moxke 1a ObJie U B €IEKTpOHHA popma.

(3) JlekapcTBEHMAT JIUCT 10 MpriiokeHUe Ne 8a ce MOIbJIBa OT JIEKYBAILUS JIEKap B JBa
eK3eMILISIpa, MOANKCBA C€ OT HaYaJHUKA Ha OTAEJIEHUETO - IbPBUSAT € 3a OOJIHUYHATA arTeka,
a BTOPHSAT - CE MpeaBa B OTACIEHUETO, 3a€JHO C JIEKAPCTBEHUTE NPOIYKTH. CpOKBT Ha
ChbXpaHEHHE Ha JIEKApCTBEHUS JIUCT € 5 TOAUHH.

Yn. 306. (Hos - JIB, 6p. 81 ot 2013 1.) (1) IIpennucBaneTo Ha T€KapCTBEHH MPOAYKTH,
ChIbPIKALIN HAPKOTUYHU BellecTBa OT mpuitoxkeHus Ne 2 u 3 kbM wi. 3, T. 2 1 3 ot
Hapenbara 3a pena 3a kmacuduiimpane Ha paCTEHHSITA U BEIIECTBaTa KaTO HAPKOTHYHU, B
JeuyeOHUTE 3aBe/IEHHs ChC CTAI[OHAP 33 XOCIIUTAIN3UPAHNUTE OOJTHHU ce U3BBPIIBA HA
OTJIEJIEH JIEKapCTBEH JIHUCT.

(2) JlexapCTBEHMAT JIUCT 110 ajl. | ce MOMbJIBa OT JIEKYBAIUS JIEKap B JBa €K3eMILIIpa,
MO/INKCBA C€ OT HaYaJHUKa Ha OTAEJIEHUETO - ITbPBUSAT € 3a OOJIHWYHATA anTeKa, a BTOPUST ce
IIpeslaBa B OTJIEJIEHUETO 3a€/IHO C JIEKAPCTBEHUTE MPOAYKTH. CpOKBT Ha CbXpaHEHHE Ha
JICKapCTBEHMSI JIUCT € 5 TOJIMHM.



Y. 308B. (Hos - JIB, 6p. 81 ot 2013 1.) (1) [IpeanucBaneTo Ha JeKapCTBEHH MPOIYKTH TIO UL
30r, an. 4, T. 2 ce U3BBPIIBA HA CIICIIMAIHUTE PEIENTYPHU OJIaHKH 110 wi. 11.

(2) Cnenuanzara peuentypHa OnaHka 1o an. | ce uzzaBa B TpU €K3€MILIApA, IbPBUTE [1BA OT
KOUTO ce IIpeJaBaT OT NalleHTa B OOJTHUYHATA aNlTeKa, a TPETUAT Ce ChXPaHsABa OT
JIEKyBaIlIUsl JIEKap.

(3) Ilpeanucanute nekapCcTBEHU NPOAYKTH IO ajl. 1 ce BIHUCBAT B MEAUIIMHCKATa
JIOKYMEHTAIUs Ha MallhEeHTa.

Y. 30r. (Hos - IB, 6p. 81 ot 2013 r.) (1) JlekapcTBeHH MpOAYKTH 1O 4. 262, an. 6, T. 2
3JIITXM, 3annamanu HanbiHo oT H30K, Morat ga npeanucsar jauiara no 4wi. 4, ai. 1,
paboTemy B JeueOHM 3aBEACHUS 32 OOJHUYHA MTOMOII 110 KITMHUYHU THTCKU/KITMHUYHA
npouenypu/mpoueaypu o Hapenda Ne 40 ot 2004 1. 3a onpeiesisiHe Ha OCHOBHUS MAaKET OT
3[IpaBHU JAEHHOCTH, FapaHTHPaH OT Oro/pKeTa Ha HarponanHaTa 31paBHOOCUTYpUTENTHA Kaca
(IB, 6p. 112 oT 2004 T.).

(2) Korato cbhrinacHo Hapendara 1o aj. 1 jekapcTBeHUTE IPOAYKTHU 32 3JI0Ka4€CTBEHU
3abonsaBanus ce 3amamat or H30K u3BbH 1ieHaTa Ha KIMHUYHUTE MbTEKU/ KIMHUYHUTE
MPOLEAYPH, CHIIUTE CE MPEANUCBAT U IPUIIAraT CbIJIaCHO TEPAIIEBTUYHUTE CXEMH 3a
JIeYeHHE B CHOTBETCTBUE C HALIMOHAIHUS PAMKOB JIOTOBOP 32 MEAUIIMHCKUTE JEHHOCTH IO UJl.
53, an. 1 330.

(3) JlekapcTBEeHUTE POITYKTH M0 all. 2, C U3KIIOUYCHUE HAa OMTMOUIHUTE aHAITETHUIIH, Ce
MPEIICBAT N0 IPEAJIOKEHHIE Ha JICKYBALIHs JIeKap/JeKap 1o ACHTAIHA METUIMHA, KOETO Ce
01100psiBa OT KOMHUCHS B ChbCTAB OT Hali-MaJIKO TpUMa JIEKapH, OMpe/IesieHa ChC 3aoBe]] Ha
PBKOBOUTEIIS Ha JICUeOHOTO 3aBeIeHUE. 3a CBOSITa pab0Ta KOMUCHUSITA U3TOTBS IPOTOKOJI IO
oOpaszer| cbriiacHo npuioxenune Ne 86, KOWTO BakH 3a CPOK IIECT Mecela.

(4) JIunata mo an. 1 morar na npennucsat Ha 330JI cbe 310KaueCcTBEHN 3200 IBaHHS
JIEKapCTBEHM MPOAYKTH 3a JIeUeHHe/TIPOIbJKaBaHe HA JIEYEHUETO B U3BBH CTAI[MIOHAPHU
yCIJIOBUS, KaKTO CJI€/BA!

1. TekapcTBEHU MPOJYKTH 3a epopallHa MpUllesIHa IPOTUBOTYMOPHA Tepanus U nepopaiHa
XUMHOTepanus - npu gexocnuraiauzanus Ha 330J1, nekyBaHu B ChIIOTO JIeUEOHO 3aBEJICHHE
10 KJIIMHUYHY IIBTEKH WINM KIMHUYHA [TPOILelypa 3a CUCTEMHO JICKapCTBEHO JIEYEHUE TIPU
3J10Ka4YeCTBEHHU 3200 IIBaHNA,

2. OTIMOMJIHYU AHAITETULIM - IPU JUCTIAHCEPHO HAOII0IEHUE MTPH 3JI0KauYECTBEHU 3a00IsIBAaHUS
Y TIPYU BPOJIEHU XEMATOJOTUYHU 3a00IsIBaHMSL.

(5) B cnyuante no an. 4, . 1 330J1 cnenBa ia ca JeKyBaHU MO KJIMHUYHU ITBTEKHU, IOCOYEHU
B npuiioxkenre Ne 5 va Hapen6a Ne 40 ot 2004 r. 3a onpeiensiHe Ha OCHOBHUS TAKET OT
3JIpaBHHU JEHHOCTH, FrapaHTHpaH OT OrojkeTa Ha HarmonanHaTa 3[paBHOOCUTYpHUTEIIHA Kaca,
IIPY KOUTO CTOMHOCTTA Ha JIEKApCTBEHUTE NMPOoAYKTH ce 3amama oT H30K n3BbH nienara Ha
bTEKaTa.

Y. 30a. (Hos - [IB, 6p. 81 ot 2013 1.) (1) JlekapctBenute npoayktu o 4i. 30r, an. 4, 1. 1
ce nmpeAnucBar Ha peuentypHa 6mnanka (oopazenr M3 H30K Ne 6 mo npunoxenne Ne 88) 3a
JIeueHHe Ha 3JI0Ka4eCTBEHH 3a00JIIBaHMs B KOJIMYECTBa 3a He oBeye oT 30 AHu.

(2) Penentypnara 61anka o aji. 1 ce u3zaBa B JiBa €K3eMILISpa, IBPBUAT OT KOUTO C€
npeJaBa ype3 NalreHTa Ha anTekara Ha J1e4eOHOTO 3aBe/IeHHe ChC CTallMoHap, a BTOPHAT ce
CBXpaHsBa OT JISKYBAIH JIEKap/JIeKap Mo ACHTAIHA METUIIHHA.

(3) Peuenture ca BanuaHu 3a Cpok 15 1HU OT aTaTa Ha U3JABAHETO UM.

(4) JIumata mo wr. 30r, an. 1 MoraT aa pasnedarBar 00pa3uTe Ha JOKYMEHTHTE 110 ail. |,
KaTo CHIIUTE ChABPKAT 3aIbJKUTEITHO BCUUKU PEKBU3UTH.



I'maBa yeTBBpTA.
OTITYCKAHE HA JIEKAPCTBEHU ITPOAYKTU

Pazpen L.
[IpuemMane u U3NbJIHEHUE HA JIEKAPCTBEHUTE MIPEANUCAHUS

Y. 31. (1) (ITpegumen tekct Ha wi. 31 - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 1.)
[Tpu npuemaHeTo Ha PEHENTHUTE U JICKAPCTBEHUTE JINCTOBE MaruCThP-(apMaIeBThT Ce
3a]IbJKaBa Ja:

1. mpoBepsiBa Jau ca Cria3eHu U3MCKBAHUSTA HA TJ1aBU BTOPA U TPETa,

2. HEe OTIIyCKa JIEKApCTBEHU MPOAYKTHU CpPElly TAJIOHU 32 OTCTHIIKA WIH JPYTU JOMBIHUTEITHU
MaTepualy, HEPEIBUICHU B Ta3u Hapenoa win 3JIITXM;

3. (m3m. - IB, Op. 81 ot 2013 r.) ocTONHHOCTSIBa MPEANMCAHUTE JICKAPCTBEHU POAYKTH U C€
MOAMKICBA; CIIOMAraTeIHUTEe MaTepUaIl U OMMAKOBKUTE, KOUTO CE M3IOJI3BAT 32 JIEKAPCTBEHU
MPOIYKTH, TPUTOTBEHH 110 MarucTpaiHa u (papmakoneiiHa perentypa B anTeKuTe, ce BIIUCBAT
110 BUJI U KOJINYECTBO U CE OCTOMHOCTSIBAT chrilacHo HapenOata 3a yciaoBusiTa, mpaBuiiaTa u
pena 3a peryiupaHe U perucTpupaHe Ha IIEHUTE Ha JIEKapCTBEHUTE MPOJIYKTH, PUETa C
[TocranoBienne Ne 97 va Munuctepcku cbBet ot 2013 1. (JIB, 6p. 40 ot 2013 1.);

4. BMCBa BCsKa M3IMIBJIHEHA PELIETITa B IHEBHUK 32 PETHCTPUPAHE HA PELICTITH.

(2) (HoBa - 1B, 6p. 68 oT 2014 1., B cryia ot 15.08.2014 r.) JIHEBHUKBT 3a pETUCTPUPAHE HA
penenty 1o ain. 1, T. 4 Moxe J1a ce BOJU KaKTO Ha XapTUEH, TaKa U HA eIEKTPOHEH HOCHUTEN.

Y. 32. (1) B anrekara 3a1bKUTENHO Ce ChXpaHsiBa B MPOIbIKEHHE HA TIET TOJIMHU
nH(popmanus 3a:

1. mpueTuTe U U3MBIHEHUTE PELEITH;

2. IOMYYEHUTE JIEKAPCTBEHH MPOIYKTH TI0 TTAPTHIH.

(2) (U3m. - 1B, 6p. 68 ot 2014 ., B cuima ot 15.08.2014 r.) Ha Bcsika perienita MarucTbp-
(dapmaleBTHT OCTaBA Mevat, KOUTO ChABPKAa HOMEpA U JlaTaTa Ha pa3pelIeHHeTo 3a
THPrOBUs Ha IPEOHO C JIEKAPCTBEHH MPOILYKTH.

(3) (HoBa - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) Penenture ce moanucear ot
MarucTbp-(apmareBTa, KOWTO U3ITBIHABA MPEANTMCAHUETO U/WIIN OTITYCKa JIEKAPCTBEHUTE
npoayktu. Ha Bcsika perienita MarucTsp-gapManeBThT MOCTaBS:

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

2. YUH Ha oTnyckamus MarucTbp-(papmarienT.

Y. 33. (1) B antekute penienTute ce U3MBJIHABAT TPHUOPUTETHO 110 CICTHUS P

1. pertenitu ¢ ykazanue "1uto", "UTHCUMO" MM "'cTaTUM" C€ M3ITBIHSABAT HE3a0aBHO, KATO
BBPXY TAX C€ OTOENA3Ba YaChT HA MOCTHIIBAHETO B alTeKaTa M Ha U3IIBIHCHUETO UM;

2. peuenTy 3a Aena a0 14 roaunu;

3. BCUUKHU OCTAHAJIM PELENTH Ce U3II'BIHABAT MO pe/ia Ha MOCTHIIBAHETO UM.

(2) JlekapcTBEeHM NPOAYKTH, MPUTOTBEHU IO MarucTpajiHa u papMakorieiiHa penenTypa, ce

MNPUTOTBAT B PAMKUTC HA 24 gaca ot NpHUEMaHCTO Ha peuciTara.

Y. 34. (1) Ilpu oTryckane Ha MPEANMCAHU JIEKAPCTBEHU MPOAYKTHU CE CIIa3Ba CICIHUAT pe:
1. (u3m. - IB, Op. 81 ot 2013 1.) KOraTO JEKAPCTBEHUT MPOAYKT € MPEUCAH Ype3
MEXIYHApOIHO HEMATEHTHO WU (apMaKoleHO HAMMEHOBaHUE HA JIEKAPCTBEHOTO
BEIIECTBO, CE OTITYCKA JIEKAPCTBEH MPOJIYKT, pa3pellieH 3a yrnorpeda B cTpaHaTa, KOHTO
ChIIbpPIKa MPEIMUCAHOTO AKTHBHO BEIIECTBO, KaTO 3aIBKUTEITHO CE CIIa3BaT MPEANKUCcaHaTa
JeKapcTBeHa (hopMa M KOJIMYECTBOTO B JI030BA €IMHUIIA,



2. KOTaTo JIEKAPCTBEHUSAT MPOIYKT € MPEANUCAH MOl ThPrOBCKO HAMMEHOBAHHE, CE OTITyCKa
TOYHO MPEINHCAHHUAT IIPOAYKT.

(2) Korato antexara He pasrnosara ¢ peANnucaHus JEKapCcTBEH IPOAYKT, MaruCThbp-
(bapMaLeBTHT € JTBXKEH J1a TO OCUTYPH B CPOK 110 24 yaca. B To3u ciryyaii natara u 4achT Ha
MOCTBHIIBAHCTO Ha pCUCIITATA CC OTPA34ABaT BbPXY HCA.

Y. 35. (1) Cnen oTmmyckaHeTo Ha IPEIMUCAHUTE JICKAPCTBEHH MTPOYKTH PEIenTaTa ce
BpbIlla HA IPUHOCUTENS 1.

(2) (U3m. - [IB, 6p. 94 ot 2011 r.) B anTekuTe Ha n1e4eOHUTE 3aBEACHUS ChC CTAllMOHAP,
CKJTFOUMITH A0T0oBOp 110 pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3aruiamane oT
permyOaKaHCKus OI0/DKET Ha JICYCHUETO Ha OBJITapCKUTE IPakIaHH 3a 3200 sIBAaHUS, U3BBH
o0xBaTa Ha 3aJIbJDKUTEIIHOTO 3/I[paBHO OCUTYpsIBaHE, CE 3aAbpiKa SIUHUAT €K3EMIULIp Ha
penenrara.

(3) B anrtekara ce 3aabppKaT BTOPHUAT eK3eMIULsIp oT peuentute oopazery M3 - H30K Ne 5 o
npriokeHrne Ne 6, BTOPHSIT €K3eMIUISIp OT OTPS3BIIMTE Ha perenTypHa Oyianka oopasen M3 -
H3O0K Ne 5A mo npunosxerre Ne 7 v KOTust OT MPOTOKoJuTe (00paserr mo npusioxerue Ne 8),
YUUTO PEKBU3UTH HE CE€ MOMBJIBAT OT alTeKaTa U KOUTO CE ChbXPaHsBAT B allTeKaTa eHa
roJHa, CYUTAHO OT JaTara Ha TAXHOTO U3II'bIIHEHUE.

Y. 36. [Ipu otrmyckane Ha IeKapCTBEHH MPOIYKTH MarucTbp-(hapMareBThT € ATBKEH Ja
npenocTaBy HHGOPMAIHS U ChbBETH HA MAIIMEHTHTE, H3Pa3eHU SICHO, Ha €3HK, JIECCH 32
BB3MpUEMaHe, OTHOCHO 0€30MacHOTO U €()eKTUBHOTO MIPHUEMAHE U U3I0JI3BaHE Ha
JIEKapCTBEHUTE MPOIYKTH.

Y. 37. (1) llpennucanusi, KOUTO HE OTTOBAPAT HA U3UCKBAHUATA 110 TJIaBU BTOpPA U TPETa, HE
CE U3I'BbJIHABAT.

(2) Ilpu BB3HUKHAIIO CBMHEHUE OTHOCHO MPEIUCAHOTO B pelenTaTra MarucTbp-(papManeBTbT
€ JUTbKEH, IIPEIH J1a OTIIyCHE JIEKAPCTBEHUS IPOJYKT, 1a CE KOHCYJITUPA C IPEANNCATINS
pelenTara jgekap.

Y. 38. He ce otmmyckar jekapcTBeHH MPOAYKTH IO KOITUE HAa OPUTHHAITHA PelleriTa.

Y. 39. [Ipenu otnyckaHe Ha JEKapCTBEHU MPOIYKTH 0€3 perenta MarucTbp-papManeBTbT
HaINlOMHS Ha MalMeHTa Mpeayu yrnorpeda fa npoyere HHPOpPMAaLMOHHATA JTMCTOBKA.

Paznen II.
OTtmyckaHe Ha JIEKapCTBEHU MPOAYKTH, ChAbPrKAIA HAPKOTUYHU BEILIECTBA

Y. 40. JIekapcTBeHU IPOLYKTH, ChIbP KAl HAPKOTUYHYU BELIECTBA, IPEANMCAHU 110 Peaa
Ha IJ1aBa Tpera, paszeln II, ce oTmyckar B alTeku, KOUTO:

1. ca moIy4YWIIM JUIEH3US 32 ThProOBUS Ha APEOHO U ChbXpaHsSIBaHE Ha HAPKOTUYHM BEILIECTBA
no pena Ha 3KHBIT,;

2. ce HaMHpaT Ha TEPUTOPHATA Ha 00JacTTa IO MECTOM3/IaBaHe Ha pellenTara.

Yu. 41. (1) (U3m. - IB, Op. 81 ot 2013 r.) [Ipu npuemane Ha peLienTUTE MarucTbp-
(bapManeBThT 33AbDKUTEITHO IPOBEPSIBA M Ca CIIa3eHU U3UCKBAHMATA 32 MPEANUCBaHe Ha
JIEKapCTBEHU MPOAYKTH, ChIAbPKAIIN HAPKOTUYHM BEIIECTBA, U HA I'bPBUS €K3EMILIAP
oT0ensA3Ba TPUTE UMEHA U JAHHUTE OT JOKYMEHTA 33 CAMOJIMYHOCT Ha MPUHOCHUTENS Ha
peuenTara.



(2) (U3m. - 1B, 6p. 81 ot 2013 r.) [IbpBUTE EK3EMILISIPU OT PELEHTUTE CE TIOJPEXKIAT B
XPOHOJIOTHYEH peJl, KaTo HeoOxoauMaTa HH(GOpMaIHs OT TSIX e BbBEX/Ia B CHICIIHATHUS
peructsp, chriaacuo wi. 3 ot Hapen6a Ne 21 ot 2000 r. 32 U3UCKBaHUATA KM
JOKYMEHTAIUsATa U OTYETHOCTTA IIPU U3BBPIIBAHE HA JEHHOCTH C HAPKOTUYHU BEIIECTBA U
JIEKapCTBEHH MPOAYKTH, ChIbPKAIIM HAPKOTUYHHU BemecTsa (B, 6p. 86 ot 2000 r.).

(3) (U3m. - JIB, 6p. 94 ot 2011 r.) Bropute ex3eMIuIsipu OT PEHENTUTE CE€ M3MIpaIaT Ha
MHCIIEKTOPA 10 HApKOTHUYHHTE BemecTBa B P3M 1o omnuic Ha XapTHEH U eIEKTPOHEH HOCUTE
B cpok 110 10 mHU ciief Kpas Ha BCEKU Mecell.

(4) (U3m. - [IB, 6p. 81 ot 2013 1., u3m. - JIB, O6p. 68 ot 2014 1., B cmuta ot 15.08.2014 1.)
Koraro nekapcTBeHHAT MpoaAyKT mo uil. 262, an. 6, T. 1 3JIIIXM, chabpsxall HapKOTUYHU
BellecTBa, ce 3amama or H30K 3a qomaniHo neuenue, anrekara npeiaBa BTOpUs €K3eMILIP
ot peuenrtara Ha P3OK 3a 0T4eTHOCT U KOHTPOJI B CPOKOBETE, ONPEACICHH B CKIIFOUEHUTE C
P30K norosopu.

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

Y. 42. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) [IbpBHUTE €K3eMIUIIpH HA PEIICOTUTE, IO KOUTO ca
OTITYyCHATH JICKAPCTBEHH MTPOYKTH, ChIBPIKAIIN HAPKOTHIHH BEIIECTBA, CE 3abpXKAT B
anTeKara M ce ChXpaHsIBaT 3a CPOK €/IHA FOJINHA, KaTO CE MPEJICTABAT HA KOHTPOJIHUTE OPraHH
IIPH POBEPKA.

(2) (U3m. - JIB, 6p. 94 ot 2011 1., u3m. - IB, Op. 81 ot 2013 r.) Ciiex nu3THyaHe Ha CpoKa 1o
ai. | perenTute ce nmpeaaBar ¢ MPUEMHO-TIpeaBaTelIeH IPOTOKOJ Ha HHCnekTopute B P3U,
KOHUTO TH ChXpaHsBaT 3a Cpok 10 roguHw.

Y. 43. (U3m. - [IB, 6p. 81 ot 2013 r.) 3abpansBa ce OTHyCKaHE Ha JIEKAPCTBEHU MPOAYKTU
0 perenTa, MPeIIuCcaHy MpeIn MOBeYe OT 7 JTHH.

Yn. 44. (1) (M3wm. - [IB, 6p. 81 ot 2013 r.) 3a0pansiBa ce OTIHycKaHe Ha JICKAPCTBEHU
MPOJYKTH, ChABPKAIIN HAPKOTHYHHU BellecTBa OT mpuioxeHus Ne 2 u 3 kpM i 3, T. 2 u 3
ot Hapenbara 3a pena 3a kinacuduinupane Ha paCTCHHAITA U BEIIECTBaTa KaTO HAPKOTHYHHU, B
KOJIMYECTBA, MO-TOJIEMH OT MPEANUCAHUTE.

(2) Tlpu ycraHoBsiBaHE Ha HECHOTBETCTBHS B MPEANMUCAHUETO U MAKCUMATHO JIOMTyCTUMATa
71032 MarucTbp-papMaleBTHT B aniTeKaTa € JIHXKEH J]a ce KOHCYATHPa C IMpenucanus
perenrara Jjekap.

(3) Ilpu HEBB3MOXKHOCT 32 M3MBJIIHEHUE HA MIPEANUCAHUETO CIIe]l KOHCYATAIHATA 110 ajl. 2
perenTara ce Bpbllla Ha JeKapsi/Jiekaps o JeHTaJlHa Me/IMLIMHA 3a aHYJIUpaHe.

Y. 45. 3a0pansiBa ce OTIyCKaHe Ha JIEKAPCTBEHU MPOAYKTH 10 pelia Ha TO3U pa3zell, Korato
IIPUHOCUTEIIAT Ha perenTara € noj 18 roauHy.

Paznen I11.
OTtnyckaHe Ha JIKApCTBEHU MPOAYKTH, 3aIUTalllaHu HAITBIHO OT M3 M HAIIbJIHO HITH
gactnyHo oT H30K

Y. 46. (1) (U3m. - 1B, 6p. 94 or 2011 r.) OTmyckaneTo Ha JIEKapCTBEHH MPOJIYKTH,
MpeIrcaHy 1o pejia Ha ri1aBa Tperta, paszaen IlI, ce u3pbpiiBa oT anteku Ha JeuyeOHH
3aBEJICHUS ChC CTAllMOHAP, CKIIOYMIIN ToroBop 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pena
3a 3aIUIallale OT PEImyOIMKAaHCKHS OF0PKET Ha JICYCHHETO Ha OBJITapCKUTE TPaXKIaHH 32
3a00JsIBaHMsL, U3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3[IPAaBHO OCUTypsIBaHE.



(2) (Or™m. - IIB, 6p. 81 oT 2013 1., HOBA - /IB, Op. 68 o1 2014 1., B cmuta ot 15.08.2014 1.)
OTmyckaHeTo Ha JIGKapCTBEHHU IIPOYKTH OT anTeku, padoremu o gorosop ¢ H30K, ce
M3BBPILBA B CbOTBETCTBHUE C Ta3U Hape10a U C YCIOBUATA U Pejia 3a CKII0YBaHE Ha
WHIMBUIYAJIHU JOTOBOPH 10 Wi. 45, ait. 15 ot 3akoHa 3a 3JpaBHOTO OCUTYpsIBaHE.

(3) (Hom. - AB, 6p. 81 ot 2013 r., nom. - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 1.)
OTnyckaHeTo Ha JeKapCTBEHH MPOIYKTH, IPEANNUCAHU TI0 pelia Ha TiaBa Tpeta, pasaen IV, ce
M3BBPIIBA OT MarUCThp-(hapMareBT B anTeku, padoremu no goroop ¢ H30K ¢ uskmouenne
Ha JIEKApPCTBEHUTE MPOAYKTHU 1O wi. 30T, KOUTO ce OTIyCcKaT OT OOJIHUYHUTE allTeKH.

(4) (Homa - 1B, 6p. 81 ot 2013 1.) KoraTo nexapcTBEeHHST MIPOIYKT CE OTITYCKA B OIMAKOBKA,
pasnuyHa OT OKOHYATEJIHATa, ce OTOesI3BaT BCUYKU JAHHU OT OKOHYATEeIHATa OMaKOBKa Ha
MIPOU3BOIUTEIS U CE MPEAOCTABS JIMCTOBKATA 32 MAllUEHTA.

(5) (Homa - 1B, 6p. 81 ot 2013 r., nom. - JIB, 6p. 68 or 2014 r., B cua ot 15.08.2014 r.) Ha
oOparHara CTpaHa Ha perenTara 3a JeKapCTBeHUTE MPOAYKTH, OTITYCKaHU 110 pena Ha 1. 21
ot Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiamiane oT penyOoinnKaHCKus OO/ KeT Ha
JICYCHUETO Ha OBJITAPCKUTE TPAKIAHU 32 3a00JIBaHUs, U3BBH 00XBaTa Ha 3aBJIKHUTEITHOTO
3npaBHO ocurypsiane" ([IB, 6p. 95 ot 2005 r.), ce 3anucBar JaHHUTE OT JIMYHATA KapTa
(macmopT) Ha MaIMeHTa ¥ Ha MOoJy4YaTessl, KOraTo JEKapCTBEHUTE MIPOAYKTH HE C€ MoydaBaT
JUYHO OT MaIMeHTA.

Y. 47. OTryckaHeTo Ha JIeKapCTBEHU MPOAYKTH, IPEANUCAaHH Ha PelenTypHa OlaHKa
(o6pazenr M3 - H30OK Ne 5A no npusnoxxerne Ne 7), ce u3BbpiBa Ha 30 1HH, KaTo AaTata HA
U3ITBJIHEHUE HA BCEKH OTPS3BK CE IMOCOYBA BHPXY HETO U BBPXY CIICIBAIIHS OTPSA3BK.

Y. 47a. (Hos - 1B, Op. 68 oT 2014 r., B cuna ot 15.08.2014 r.) [Ipu otmyckane Ha
JIeKapCTBEHH MPOAYKTH, IIPEIICAHN 110 pefia Ha IJ1aBa TpeTa, pasaen [V, Maructop-
(bapMareBThT NPOBEPSIBA 3APABHOOCUTYPUTEIHUS CTATyC HA MALIMEHTUTE 110 pejl, ONpeiesieH
B YCJIOBUSITA U PE/ia 3a CKIII0OYBAHE HAa MHIMBUIYATHH TOTOBOPH 1o 4. 45, an. 15 ot 3akoHa
3a 3paBHOTO OCUTYpsIBaHE.

Y. 476. (Hos - IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) (1) Ilpu oTnyckane Ha
JIEKapCTBEHM MPOJYKTH 10 4jl. 47a penienture u npotokonure ce oruutar npea H30K upes
BBBEXIaHE HAa MHPOpMAIUATA, ChAbPIKAIA CEe B TAX B €IEKTPOHHA 0a3a TaHHU.
W3uckBanusita kbM coryepHara 0asa gjaHHU, 00paboTBaIIa pelenTUTe U MPOTOKOJIHTE, Ce
orpenesiAT cbBMecTHO OT npeacraButeny Ha H30K u Ha brarapckus ¢papmaneBTH4eH cbio3
1o peaa Ha 4. 45, an. 15 oT 3akoHa 3a 3JpaBHOTO OCUTypsIBaHE.

(2) BeBexnanero Ha nHGopManMATa 1o ai. 1 ce u3BbpIIBAa B MOMEHTA Ha OTITyCKaHEe Ha
JIEKQpCTBEHHUTE TIPOIYKTH B TPUEMHOTO MTOMEIICHNE Ha anTeKaTra OT MarucTbp-apmanenra,
KOMNTO OTIyCKa JIEGKAPCTBEHUTE MPOIYKTH.

(3) CpennaTa npoIBDKATETHOCT Ha 00pabOTBaHEe HA PEIenTa | OTITyCKaHe Ha MPEANMICaHUTe
JIEKapCTBEHH MPOAYKTH, MEAULIMHCKU U3/1€IMS U TUETUYHH XpaHu € 6 MuHyTH. CpeiHaTa
MPOIBIKUTEITHOCT HAa 00paboTBaHe HA MPOTOKOJI € 3 MUHYTH.

(4) Bposar Ha 06paboTeHuTE peLenTH, BKIOYUTEIHO U TE3H 110 MPOTOKOIIH, ClIeABa a
CHOTBETCTBA Ha OPOS M paOOTHOTO BpeMe Ha MarucThp-(hapMaIeBTHTE B anrTeKkarta mpu
cboOpa3siBaHe ¢ M3MCKBAHUATA Ha ajl. 3.

(5) B cydaii ye B HaceIeHO MSICTO CaMO €IMH ThProBell Ha IPeOHO Ha JIEKapCTBEHU
MPOAYKTH € CKJIIOUMII JJoroBop ¢ HanmoHanHara 31paBHOOCUTYpUTENIHA Kaca 3a OTIyCKaHe Ha
JIEKapCTBEHH MTPOAYKTH, MEAUIIMHCKHU H3/ICTHS U TUETHYHH XpaHH, OposT Ha 00paboTeHuTe
OT Hero peLenTH U IPOTOKOJIU MOXKE Ja Ha/IBUIIaBa TO3H 110 aj. 4 cie] ChIrilacyBaHe ¢
JTUPEKTOpa Ha ChOTBETHATA palloOHHA 3/[paBHOOCUTYpUTEIHA Kaca B ChOTBETCTBHE C



YCIIOBUSITA U peJia 3a CKIII0UBaHEe Ha MHAUBUAYATHU JOroBOpH 1o wi. 45, ann. 15 ot 3akoHa 3a
3JIPaBHOTO OCUTYpsIBaHE.

Y. 48. (1) PerienTute ¥ MpOTOKOIMTE HE CE U3MBIHSABAT M CE€ BPBIIAT HA IPUHOCUTEIS UM,
KOraro:

1. peuentypHara O6JaHKa HE ChBbPIKA U3LSIIO NOMBIHEHH BCUUKU JaHHH,

2. CPOKBT Ha BAIMJIHOCT € U3TEKBJI;

3. OpeanucaHusIT JIEKapCTBEH NPOoayKT He ce 3amama oT M3, ot H30K wuiu He oTroBaps Ha
M3MCKBaHUATA, OIPEEIICHU B JoroBopa Ha antekata ¢ H30K;

4. ca I10MyCHATHU TPEIIKU U HECHOTBETCTBUS IIPH MOII'bJIBAHE HA OJIAHKUTE;

5. B cllydauTe, KOraTo He ca M3MbJIHCHU U3UCKBaHUATa HA wiI. 7, ai. 1, T. 3.

(2) Maructbp-¢hapmaneBThT, OTITyCKaIll JIEKapCTBEHUTE NIPOAYKTH, HIMA MPaABO Jla HaHacs
MOTIPAaBKH BBPXY pelienTypHaTa OaHKa, ¢ U3KJIFOUYCHUE Ha IMOMPABKHU MPU HAIIPABEHH OT HETO
TEXHHYECKU I'PElIKM B MOMEHTA Ha U3MbJIHEHUE Ha pelienTtara. B To3u ciyyaii Toii ce
MIO/INKCBA CPELy HallpaBeHaTa OT HErO0 KOPEKIUSI.

Paznen IV.
OrtmyckaHe Ha JIEKapCTBEHH MPOIYKTH M METUIIMHCKH U3/ISIHSI IO PELENITH, U31aJICHU B
npyra nrppxasa wienka (Hos - B, 6p. 15 ot 2014 1.)

Y. 48a. (Hos - /IB, 6p. 15 ot 2014 r.) (1) AnTekure npu cna3paHe pa3nopea0UTe Ha pasies
I ca IBXKHY 1a M3ITBIHSIBAT PEICTITH, U3IAJICHH B JpyTa IbpKaBa YICHKA.

(2) Penenitute o an. 1 crneaBa 1a ChIAbpKAT JaHHUTE, IOCOUEHU B IpuiioxkeHue Ne 4a.

(3) AnrrekuTe ¢ 11e7 TapaHTUpPaHe TPUEMCTBEHOCT MPH JICYCHUETO Ha KOHKPETEH MallMeHT
MOTaT J1a U3MBIHABAT PELENTH Mo all. | ¥ B cllydanTe, B KOUTO HE ChAbPKAT BCUYKU JaHHU
o npwioxenune Ne 4a, HO € TOBa HE c€ 3acira TOYHOTO HICHTU(UITUPAHE Ha ITAIHCHTA,
MpeINUCaHuTe IEKaPCTBEHH MPOYKTH/MEAUIIMHCKH U3/IEHs, HAYMHBT Ha MpUIaraHe, KakTo
Y MEMIMHCKUAT CIICIUANNCT, U3/all pelenTara.

Y. 486. (Hos - /IB, Op. 15 o1 2014 r.) AniTekuTe He U3MBIHSABAT PELENITH, U3/1aJICHU B Apyra
JbprKaBa YJICHKa, B YaCTTa, B KOSITO ca MPEANUCaHU JICKAPCTBEHU MPOIYKTH 10 wi. 174
3JIIIXM.

Pasgen V.
OTtmyckaHe Ha JIeKapCTBEHH MPOAYKTH B JiedeOHH 3aBeqieHus che cTanmonap (I[Ipeaumen
pasnen 4 - IB, 6p. 15 ot 2014 1.)

Yn. 49. (1) (M3wm. - JIB, 6p. 81 ot 2013 1.) JIekapcTBEHUTE TPOYKTH 32 XOCTTUTATH3UPAHUTE
MAIMEeHTH Cce OTITYCKaT OT OOJIHWYHATA aIlTeKa.

(2) U3m. - 1B, 6p. 2 o1 2012 r., u3m. - IB, Op. 81 ot 2013 r.) Koraro sneueOHo 3aBeieHNe
ChC CTALlMOHAp HSAMA arnTeka, ce mpuiarar 4wi. 38 - 380 ot Hapenba Ne 28 ot 2008 1. 32
YCTPOHCTBOTO, pela M OpTaHu3aIsITa Ha paboTara Ha alTEeKUTE M HOMEHKJIaTypaTa Ha
JeKapcTBeHUTE MPoayKTH (00H., JIB, 6p. 109 ot 2008 r.; u3m., 6p. 67 ot 2010 r.). ITpu
CTICIITHH CITyYau Ce OCHTYpsiBa CHaOIsIBaHEe C HEOOXOAUMHUS JIEKAPCTBEH MPOIYKT BHB
BB3MOKHO Hal-KpaTbK CpPOK. 3a IIECHOOOpa3yBaHETO Ha JIEKAPCTBEHUTE MPOAYKTH C€ CIa3Bat
yCoBHsATa Ha HapeaoaTa 1o wi. 261a, an. 5 3JIIIXM.



Y. 49a. (Hos - /IB, 6p. 81 ot 2013 r.) [Ipu npuemaHe Ha JIeKapCTBEHUTE JTHCTOBE MAaruCThp-
(bapManeBThT 3abKUTEITHO IIPOBEPsIBA JAJIM Ca CIIa3eHU U3MCKBaHMTA 3a IPEINMCBAaHE Ha
JIEKapCTBEHM MPOIYKTH 110 uil. §, 14 u 15.

Y. 50. (1) JIekapcTBEeHUTE MPOTYKTH 1O JICKAPCTBEHU JIUCTOBE CE€ OTITYCKAT MOOTACITHO 32
BCEKH IallMEHT, KaTO BCEKU BU/I JIEKAPCTBEH MPOAYKT CE OTIYCKa B OT/EIHA OMAaKOBKa, BEPXY
KOSITO ce OTOENsI3BaT MMETO U Bh3pacTTa Ha OOJIHUS, HOMEPHT Ha CTasATa, JICTJIOTO U
IpeanucaHaTa J103a.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) Koraro nekapcTBEHUST MPOAYKT CE OTIMYCKA B ONIAKOBKA,
pa3ianyHa OT OKOHYATEJIHATa, OCBEH JaHHUTE MO aj. 1 ce 0TOensI3BaT U BCUUKHU JIaHHU OT
OKOHYATEeJIHATa OMAKOBKA HAa IPOU3BOJUTENS.

(3) Cnen u3nbiaHeHUE HA MPEANUCAHUSTA IO JIEKAPCTBEHHS JIUCT MarucTbp-hapMaleBTbT
npeaaBa IbPBUS €K3EMIUISIP OT HErO B CYETOBOJICTBOTO Ha JICUEOHOTO 3aBEICHHUE, BTOPUS
€K3eMILISp OCTaBsl B OOJTHHYHATA anTeKa, a TPETUs MpeaBa B OTACICHUETO 3a€THO C
JIEKApCTBEHUTE MPOAYKTH 32 TOCOUCHUS MMAIUEHT.

Y. 50a. (Hos - 1B, 6p. 81 or 2013 1.) (1) [IbpBUTE €K3eMIUISIpH HA JIEKAPCTBCHHUTE JIHCTOBE,
10 KOUTO Ca OTIIYCHATH JICKApPCTBEHH MPOAYKTH, ChIbpPKAIM HAPKOTUYHU BEIIECTBA, Ce
3aJIbpKaT B OOJIHUYHATA allTeKa U Ce ChXPaHsABAT 33 CPOK €JHA F0JIMHA, KATO CE€ MPEICTABSIT
Ha KOHTPOJIHUTE OPTaHU MPH MPOBEPKA.

(2) Cnen u3npiaHEHNUE HA MPEANMCAHUSTA IO JIEKAPCTBEHMS JIUCT 3a JIEKAPCTBEHU MPOYKTH,
ChIbPIKALIM HAPKOTUYHU BEILIECTBA, BTOPHUST €K3EMIUISIP CE ChbXPAHSABA B OTACICHHUETO 3a
CPOK 5 TOJIUHH.

(3) Cnen n3tnyaHe Ha CpoKa 10 ajl. 1 MbpPBUTE €K3EMIUIIPH OT JIEKapCTBEHUTE JIUCTOBE CE
IpesiaBat ¢ MpUeMHO-TIpeiaBaTeNeH MPOTOKOI Ha uHcnekTopure B P3U, xourto ru
cbXpaHsBaT 3a cpok 10 ronuHu.

(4) Ilpu oTmyckane Ha JTEKAPCTBEHH MPOAYKTH, ChbPKAIl HAPKOTUYHH BEIIECTBA HA
JIeKapCTBEH JIMCT, He0OXoqumarTa HH(GOpPMaIUs OT HETO Ce BbBEX/Ia B pErUcThpa 1o 4i. 3, all.
2 ot Hapen6a Ne 21 ot 2000 T. 32 M3UCKBAHHITA KbM TOKYMEHTALIUATA U OTYETHOCTTA MIPH
U3BBPILIBAHE Ha IEHHOCTH ¢ HAPKOTHYHH BELIECTBA U JIEKAPCTBEHH NMPOJIYKTH, ChAbPIKaIIN
HapKOTUYHU BEIIECTBA.

Yau. 506. (Hos - JIB, 6p. 81 ot 2013 1.) (1) JIekapcTBenute npoayktu mo wi. 30r, ain. 4, T. 2
ce OTIIyCcKaT OT alTeKH Ha JIeueOHUTE 3aBeICHUs ChC CTallMOHAp, CKIroUniIn Jorosop ¢ H30K
3a KJIMHUYHA MpoIieaypa mo aucnancepHo Hadmonenue Ha 330J1 cbe 3mokadecTBEHN
3a00JIsIBaHMSL.

(2) II'bpBUTE EK3EMITISIPU HA PELIETITUTE, C KOUTO Ca MPEANUCaHH JIEKaPCTBEHH MPOTYKTH 110
yi1. 30r, an. 4, T. 2, ce MOApeKIaT B XPOHOJIOTHYEH pel, KaTo HeoOXxoaumara nHpopmanus ot
TAX Ce BbBEXJa B perucropa no 4i. 3, an. 2 or Hapen6a Ne 21 ot 2000 r. 3a nu3uckBaHUATa
KBM JIOKyMEHTAIUATA U OTYETHOCTTA MPU U3BBPIIBAHE HA JEHHOCTH C HAPKOTUYHHU BEILIECTBA
1 JIEKapCTBEHU NMPOAYKTH, ChIbPKAI HAPKOTHYHU BEIIECTBA, U HA IbPBUS €K3EMILISIP ce
oTOeNsA3BaT TPUTE UMEHA U IAaHHHUTE OT JJOKYMEHTA 3a CAMOJIMYHOCT Ha IPUHOCUTEIIS Ha
perenrara.

(3) [I'spBuAT ex3eMIuIAp OT perentuTe mo ai. 2 ce npenasaT B P3OK exxemeceuno B
CPOKOBETE 3a OTYMTAHE JEHHOCTTa HA JIeUeOHOTO 3aBE/ICHHE.

(4) BropuTe ek3eMIUIsIpy OT pEeLEnTUTe 110 ajl. 2 ce U3MpaniaT Ha UHCIEKTopa Mo
HapKoTH4yHUTE BenlecTBa B P3M 1o onmc Ha XapTHEH U €IEKTPOHEH HOCHUTEN B CpOK 10 10
JTHU clIef] Kpasi Ha BCEKU MECELL.



(5) B antekara Ha 1e4eOHOTO 3aBEJICHHUE CE ChXPAHSABAT KOIMHUS Ha PELETITUTE, TI0 KOUTO ca
OTITyCHATH JICKAPCTBEHU MPOIYKTH 110 all. 1, B IpOABHKEHHE Ha €/IHA TOJIHA, KaTo ce
MPEACTABAT HA KOHTPOJIHUTE OpraHu IpH MPOBEPKa.

Y. 508. (Hos - JIB, 6p. 81 ot 2013 1.) 3a0pansBa ce oTIycKaHe B OOJTHHYHATA alTeKa Ha
JIEKapCTBEHH MPOILYKTH, ChIIbPIKAIIN HAPKOTHYHH BEIECTBA, [0 PELEITa HIIH JEKapCTBEH
JIUCT, MMPEAINMCaHU ITPEaANU IMOBCYEC OT 7 JHH.

Y. 50r. (Hos - /IB, 6p. 81 ot 2013 1.) (1) 3abpaHsBa ce B O0THHYHATA anTeKa OTIMYCKaHEe Ha
JICKApCTBEHH MPOAYKTH, ChIBPIKAIIM HAPKOTUYHH BENIECTBA OT MpHitokeHust Ne 2 u 3 KbM
1. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kiacupuiimpane Ha pacTEHUsITa U BEIIECTBATa KaTo
HApKOTHYHH, B KOJIMYECTBA, ITO-TOJIEMH OT PEIAITHCAHUTE.

(2) Ilpu ycraHoBsiBaHE HAa HECHOTBETCTBHUSI B IIPEANNCAHUETO U MAKCUMAJIHO JA0IyCTHMAaTa
71032 MarucTbp-papmManeBThT B OOJTHUYHATA allTEKa € [UThKEH Ja Ce KOHCYJITHpPA C
MPEANUCATHSI PEIeNTaTa/ICKapCTBEHUS JIUCT JICKap.

(3) [Ipu HEBB3MOKHOCT 32 U3ITBIHEHUE Ha TPEANUCAHUETO CIIe]] KOHCYITAIMATA 110 ajl. 2
perenTara/JIeKapcTBCHHSIT JTUCT CE BPBINA HA JISKaps 3a aHyJIHpaHe.

Y. 50a. (Hos - IB, 6p. 81 ot 2013 1.) 3a0paHsBa ce OTIIyCKaHe Ha JIEKAPCTBEHHU MPOTYKTH
no wi. 30r, ain. 4, T. 2, KOraTo NIPUHOCUTENIAT HA perenTara € noja 18 roauHu.

Y. 50e. (Hos - /IB, 6p. 81 ot 2013 1.) (1) JlekapctBenure npoayktu mno ui. 30r, an. 4, 1. 1
ce OTITyCKaT OT alTeKH Ha JIeYeOHUTE 3aBEACHHUS ChC CTallMOHAP, CKIFounin qorosop ¢ H30K
3a KIMHWYHH IBTeKH 110 Wi. 30T, ai. 5 u/viy KIMHAYHA [POIielypa 3a CUCTEMHO JISKapCTBEHO
JIeYeHHE TIPH 3JI0KAYECTBEHHU 3a00ISIBaHNSI.

(2) Konust Ha penientute, Mo KOUTO ca OTIMYCHATH JIEKAPCTBEHU MPOAYKTH 10 ai. 1, ce
CBXpaHsBaT B alTeKaTa Ha JICUeOHOTO 3aBE/ICHUE B MPOIBIDKEHUE HA €/IHA TOJINHA, KaTo Ce
MPEJICTAaBAT HAa KOHTPOIHUTE OPTraHu MpH MPOBEPKa.

Paznen VI
[IpennucBane Ha METUITUHCKH WU3JIEIHSI, KOUTO IIE CE OTITYCKAT B JIPyTra JbpiKaBa YICHKA
(Hos - JIB, 6p. 15 o 2014 1.)

Y. 50:k. (Hos - /IB, 6p. 15 ot 2014 1.) (1) ITo u3pu4HO MickaHe HA MAIMEHT TUaTa 1o 4i. 4
MIPEIITACBAT HEOOXOUMHUTE 32 JICUCHUETO METUITMHCKH M3/CIHs, KOUTO IIIe CE OTITyCKaT B
JpyTa IbpKaBa YJIeHKa.

(2) Penenitute 1o ain. 1 criensa qa ChabpiKaT TaHHUTE, TOCOUYEHHU B mpuiioskeHne Ne 4a.

Y. 503. (Hos - [IB, 6p. 15 ot 2014 r.) Koraro megurnmuackute u3aenus mo ai. 1 Ha wi. S0k
ce mpeanucear Ha 330J1, peuenTypHuTe OaHKU MO Wi. 24 cieaBa J1a ChbpiKaT BCHUKU
JTaHHH, IOCOYEHHU B IpriiokeHue Ne 4a.

I'maBa nera.

OTIIEYATBAHE, PA3IIPEJAEJISIHE 1 KOHTPOJI HA CIIELIMAJIHUTE PELIEIITYPHU
BJIAHKU 3A JIEKAPCTBEHU ITPOJAYKTH, CbIBPXXAIIIN HAPKOTMYHIN
BEILIECTBA, 1 HA PELIEIITYPHUTE BJIAHKU 3A ITPEAIIMCBAHE HA
JJEKAPCTBEHU ITPOAYKTMH I10 PEJJA HA HAPEJIBA Ne 34 OT 2005 I". 3A PEJIA 3A
SAIINTAITIAHE OT PEITYBJIMKAHCKHM A BXOJKET HA JIEUEHUETO HA



BBJI'APCKUTE I'PAXKIAHU 3A 3ABOJISIBAHMS, U3BBH OBXBATA HA
SAABJDKUTEJIHOTO 3APABHO OCUI' YPABAHE

Y. 51. (MU3wm. - IB, 6p. 94 ot 2011 r., u3m. - /IB, 6p. 81 ot 2013 r.) MuHHCTEPCTBOTO HA
3/IpaBeoIa3BaHETO OPraHU3UPa U KOHTPOJIMPA OTIEYATBAHETO, PA3IPEIACIIIHETO U
OTYUTAHETO HA CICIUATHUTE PELUENITYPHU OJIaHKU 32 OTITyCKaHE Ha JIEKAPCTBEHH MPOTYKTH
mo . 11, am. 1.

Yu. 52. (1) (U3wm. - [IB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 81 ot 2013 r.) MuHuCTEpCTBOTO Ha
3/IpaBEOIa3BaHETO €KETOTHO 00SBSBA M NMPOBEXK/1a OOIECTBEHA TOPbYKA 32 OTIIeYaTBaHEe Ha
CHeIMaJIHUTE pelenTypHu Oanku mo wi. 11, am. 1.

(2) (U3m. - 1B, 6p. 94 ot 2011 r.) OTneyaranuTe OaHKH 1O all. 1 ce MPEeaOCTaBsAT OT
U3MBIHUTENS Ha nopbukata B P3M B kouuecTBa 1o mpeiBapuTeIHO HallpaBeHa 3asBKa.

(3) (U3m. - [IB, 6p. 94 ot 2011 ., u3m. - JIB, Op. 81 ot 2013 r.) CrienuayiHUTE perenTypHu
Omanku 1o wi. 11, an. 1 ce mpueMaT OT MHCIEKTOpa IO HAPKOTUYHHTE BenlecTBa kKbM P3U u
ce ChCTaBs MPOTOKOJI B IBAa €K3EMIUISIPA, KOUTO ChIbpIKA CICTHUTE TaHHU:

1. Tpute umena, EI'H u ganHu oT 1oKyMeHTa 32 CAaMOJIMYHOCT Ha MIpUEMAIls U IpeaBalius;
2. Opoii Ha perenTypHUTe OJAaHKU U Opoii HAa KOYaHUTE (KapHETUTE), B KOUTO ca 0OPMEHU
OJaHKHTE;

3. cepusi, HA4YAJICH U KpaeH HOMEp Ha KouaHa (KapHeTara).

(4) (U3m. - JIB, 6p. 94 ot 2011 1.) IIpoTOKOIUTE CE MOAMMCBAT OT IPUEMAIINS U MPEIaBAIITUS
U ce mocrtaBs nevyat Ha P3U.

Yn. 53. (1) (U3m. - [IB, 6p. 94 ot 2011 r.) UaCniekTOpUTE MO HAPKOTUYHUTE BEIIECTBA KbM
P3U npenocraBAT cnenyuaniHuTe pelenTypHH OJaHKU Ha JHUIaTa mo 4i. 5, an. 1 cpemry
TIOJIIIHC U CJIET TTOJIaBaHe Ha 3asBJIICHUE 110 00pa3el ChIiIacHo mpuiiokeHne Ne 9.

(2) TlonyyeHuTe crieluaIHU PEHENITYPHU OJIaHKU C€ ChbXPAHSBAT JTUYHO OT JIeKaps/IeKaps 1Mo
JICHTAJTHA METUIIMHA ¥ HE CE MPEOTCTHIIBAT.

Y. 54. (U3m. - IB, Op. 94 ot 2011 r.) Uucnekropure koM P3U oTunrtar nomyueHure
CHeIHaHU PelenTypHH OJaHKH, KaTO BOAST PETUCTHP MO 00pasell ChIaacHO MpHiiokeHne Ne
10, B KOHITO Ce BIKMCBAT:

1. (m3m. - [IB, 6p. 94 ot 2011 r.) TpuTE MMEHa Ha JieKapsi/IeKaps Mo IeHTAIHA MEAUIINHA,
PErUCTPAIMOHHUST MYy HOMED ChIIacHO peructbpa B P3U mo wi. 5, an. 1 u kogbT Ha
7e4eOHOTO 3aBE/ICHUE;

2. OposAT Ha MOTYYEHUTE KOYaHU (KapHEeTH) U OpOoAT Ha pelenTypHUTE OJIaHKH B TSIX;

3. cepusTa, IbPBUAT U TOCIEIHUAT HOMEP OT KOYaHa C peleNnTypHU OIaHKU;

4. nararta Ha TIOJIy9aBaHE M Ha Mpe/IaBaHe HA PEIENTYPHUTE OJaHKHU.

Y. 55. (1) 3a ycraHOBEHH JIMIICH Ha CTIELUAIHU PELIENTYPHU OJIaHKH 3a MPEANNUCBaHe Ha
JIEKapCTBEHH MPOAYKTH, ChIbpPKAIlM HAPKOTUYHH BEIIECTBA, HE3a0aBHO CE yBEJIOMSBAT
CBOTBETHOTO PAMOHHO MOJIMLIEUCKO ynpasieHue U nHcnekTopsT o wi. 17 3KHBII, karo ce
II0COYBAT CEPUATAa U HOMEPBT UM.

(2) (U3m. - JIB, 6p. 81 ot 2013 1.) B cpox 24 yaca oT yBeJOMSIBaHETO 1O aJl. | MHCTIEKTOPHT
M3Mpalia MNMCMEH CUTHA JI0 ClIEUaIU3UpaHaTa aIMUHUACTpanns Ha MUHUCTEPCTBOTO HA
3/IpaBeoIla3BaHeTO, KOSITO O0SBSBA 3a HEBAJMAHU CIIEUAIHUTE PELENITYPHU OJIaHKU C
IIOCOYEHUTE CEPUU U HOMEpA.

Y. 56. (Orm. - 1B, 6p. 94 o1 2011 1.)



I'maBa mecra.

YCJIOBUA U PEJl 3A HOCEHE NJIN UBHACSHE HA JIEKAPCTBEHU ITPOJIVKTHU,
IMPEAHA3HAYEHU 3A JIEHEHUETO HA BBJIT'APCKU 1 UYXJI I'PAXKIAHU,
I[TOCTOSIHHO 1 BPEMEHHO ITPEBMBABAIIIM B CTPAHATA U ITbTYBAILU
W3BBH PEITYBJIMKA BBJII'APUS 1 3A TPAH3UTHO IIPEMHWHABAII
UYXXJIEHILIN

Y. 57. bearapcku rpaxkJiaHu ¥ 4yKAu IpaskJaHu, IOCTOSHHO U BpEMEHHO ITpeOrBaBally B
CTpaHaTa M IIbTYyBAIX U3BbH PenyOiuka beiarapus, Morar aa HOCAT WM J1a U3HACAT OT U 3a
TPETU CTPAHU CIIETHUTE BUIOBE JIEKAPCTBEHU MPOJYKTH:

1. nekapcTBEHU MPOLYKTH, IPEAHA3HAYEHHU 32 JICUEHUEeTO UM, OTIIyCHATH 1o pena Ha Hapenba
Ne 34 ot 2005 1. 3a pena 3a 3aruiaiane oT penyoJuKaHCKUs OI0/KET Ha JICUEHUETO Ha
OBJArapckuTe rpakaaHu 3a 3a00Ji1BaHuUs, U3BbH 00XBaTa HA 3abJDKUTEIIHOTO 3/IpaBHO
OCUTYpSIBAaHE;

2. IeKapCTBEHU IPOAYKTH, OTITYCKaHU 0€3 JIeKapCKO MpeANCaHue;

3. NeKapCTBEHU NPOAYKTH, OTITYCKAHU 10 JIEKApCKO IPEIIUCaHHE.

Y. 58. JlekapcTBeHUTE IPOAYKTH 0 WiI. 57, an. 1, T. 1 Morar z1a ce mpeHacsT OT CICAHUTE
JIIA:

1. MalMCHTBHT, 3a YUCTO JICUCHUC Ca MMPCAHA3HAUCHHU MMPEATTUCAHUTE JICKAPCTBCHU ITPOAYKTH;
2. JILIETO, KOETO € TOIYYHJIIO JICKAPCTBEHUTE MPOAYKTH OT ChOTBETHATA allTeKa U KIMETO MY €
BITMCAHO KaTO TOJIyYaTell BbPXY pPelenTara;

3. JuIe, KOETO MPUTEKABA H3PUYHO ITBIHOMOIIIHO OT MAI[UeHTa, 32 YHUETO JICUCHHE ca
npeaHa3HauCHU NPECANMUCAHUTC JICKAPCTBCHU IIPOJAYKTH.

Yn. 59. (1) Jlumara no ui. 58 ynocTtoBepsiBaT mpaBOTO CH JIa HOCST HIIM J1a TIPEHACST
JIEKapCTBEHUTE MPOIYKTH 10 uil. 57, an. 1, T. 1 ¢be 3aBepeHo OT MarucTbp-hapmaienTa
KOITME Ha M3ITBJTHEHA peIenTa OT ChOTBETHATA allTeKa, MPEANMUCaHa 32 KOHKPETHOTO JICUCHUE.
(2) JIuuaTa mo 4. 58 mMorar Jja HOCST WK Ja U3HACAT JICKAPCTBEHU MPOIYKTH,
npe€aHa3HauCHU 3a JICUCHUCTO UM, B KOJIMYECTBA, ITIOCOYCHHU III/I(prM " CJIOBOM B pCUCIITaTa,
KOSITO cTie/iBa Jla € 00paboTeHa B anTeKaTa.

Yu1. 60. KosimuecTBara Ha IpEeHACSHUTE JIEKAPCTBEHU MPOAYKTHU 1o wi. 57, an. 1, T. 1 ciensa
Jla OCUTYpsIBaT JIEYECHHETO Ha MALMEHTa 3a CPOK JI0 J1Ba Mecela.

Y. 61. JlekapcTBeHUTE TPOIYKTH 0 WiI. 57, ant. 1, T. 2 Morar Jia ce mpeHacsT OT OBJIrapcKu
Y 9YKJIM TPaXXJIaH! TOCTOSTHHO Y BPEMEHHO MpeOUBaBaIlly B CTpaHaTa.

Y. 62. (1) JIunara no ui. 61 morat fja mpeHacsT JIeKapCTBEHHU NMPOJIYKTH OT U 3a TPETH
CTpaHu B KOJIMYECTBA, HEOOXO/IMMU 32 BPEMETO Ha MPECTOS UM, HO HE IOBeYe OT TPU Mecela.
(2) JInuara no wi. 61 Morar a npeHacsT oT ¥ 3a TPETU CTPAHU JIEKAPCTBEHU MPOTYKTH MO YJI.
57, an. 1, T. 2 B O-TOJIEMH KOJIMYECTBA, AKO MPECTOSAT UM MPOIbIKaBa [OBeYe OT TPU Mecena
U IIpUTEXaBaT U3/1aJIeHa peLenTa 3a CbOTBETHUS JIEKAPCTBEH IMPOIYKT U 32 CbOTBETHOTO
KOJHMYECTBO.

Y. 63. JlekapcTBEeHUTE MPOAYKTH O Wi. 57, ant. 1, T. 3 Morar Ja ce mpeHacsT OT CJICTHUTE
Jmna:
1. manueHTa, 3a YMETo JICYeHHEe ca IpeJHa3HaYeHH MPEANUCAHNUTE JIEKApCTBEHU MPOAYKTH;



2. JIMLEC, KOCTO IMPUTCIKABA U3PHUYHO ITBJIHOMOIIIHO OT MalMCHTA, 3a YUCTO JICUCHUC Ca
npe€aHasHauCHU NPEANTUCAHUTE JICKAPCTBECHU IIPOAYKTH.

Y. 64. (1) JIunara o 4. 63 ynocToBepsiBaT MPABOTO CH Ja HOCAT WJIU Ja MPEHACAT
JIEKapCTBEHHUTE MPOIYKTH 10 4. 57, an. 1, T. 3 ¢hC 3aBEpEHO OT MarucThp-hapmarenTa
KOIKE Ha U3MbJIHEHA pelenTa OT ChOTBETHATA alTeKa, PeANnrucaHa 3a KOHKPETHOTO JIeUeHHe.
(2) JIunata no wi. 63 MoraT J1a HOCSIT WM J1a U3HACST JIGKAPCTBEHU MIPOYKTH,
MpeIHa3HAYeHH 3a JICYCHUETO UM, B KOJIMUYECTBA, [IOCOUEHU [IU(PPOM U CIIOBOM B pellenTara.

Yu1. 65. Tpan3utHO peMUHaBAIIN [Ipe3 TEPUTOPUATA HA CTPAHATA JIMIIA UMAT MPaBo J1a
MPUTEKABAT JICKAPCTBEHU MPOJIYKTH, KOUTO Cca MPEJHA3ZHAUYCHU CaMO 32 TAXHOTO JICUCHHUE.

Y. 66. KonkpeTHuTe KOJIMYECTBA JIEKAPCTBEHU MIPOYKTH, KOUTO JIMIIATa MO Wi. 65 umar
MpaBo Jia MPUTEKABAT, CE OMPENEIAT OT ChOTBETHATA IIpUEMaIIa IbPKaBa.

Y. 67. Ilpu TpaH3UTHO MpeMuHaBaHe Mpe3 TeputopusTa Ha PenyOnuka boirapus Ha nunara
o wi. 65 ce nmpenopryBa Ja ObIAT MPEIBAPUTEITHO HHOOPMUPAHH 32 U3UCKBAHUATA,
YCTaHOBEHU OT ChOTBETHATA IIpUEMaIla IbPKaBa.

Y. 68. Benuky ekapcTBEHH MPOAYKTH, KOUTO CE MIPEHACAT OT U 3a TPETH CTPaHU 110 pejia
Ha Ta3u Hapenoa, cieBa 1a ObJaT B OPUTHHATHUTE CH OIaKOBKH.

Y. 69. (1) Ilo pena Ha Ta3u Hapeada HE MOTaT Ja C€ MPEHACAT JIGKAPCTBEHU MPOITYKTH,
ChIIbPIKaI HAPKOTHUYHU BEIIECTBA.

(2) YcnoBusiTa ¥ pebT 3a IPeHACSHE Ha JIGKAPCTBEHUTE MPOIYKTH 10 all. 1 ce ompenensT B
3KHBII.

JIObIIHUTEHN pa3nopenou

§ 1. ITo cMuchia Ha Ta3u Hapenoa:

1. "Kox na H30K" o3nauaBa OykBeHO-IU(PPOB KOJI, YHSTO MbPBa OyKBa OTTOBAps HA IIBPBO
HUBO Ha AHaTOMO-TeparneBTUYHaTa Kiacudukanus Ha CBeTOBHATA 3/[paBHA OPTaHU3AIIHS,
BB3npueTa B Penmyonuka bearapus.

2. "BanugHocT Ha perienTtaTta" 03Ha4aBa CPOKbT, 32 KOUTO TS MOKe Aa Ob/ie U3MIbIHEHA B
anTeKaTta.

3. "KonuyecTBo akTHBHO BELIECTBO B J030Ba eIMHUIIA" HA JEKAPCTBEHUS IPOAYKT €
ChJIbP’KaHUETO HAa aKTUBHOTO BEIIECTBO, U3PAa3eHO KOJIMUYECTBEHO 3a €JHa JI030Ba €IMHUIA
(TabneTka, Karcysna) Wid 3a eIMHUIA Maca UM 00eM B 3aBUCHMOCT OT JIeKapcTBeHaTa Gpopma.
4. "luto" o3HayaBa "0bp30".

5. "llutucumo" o3HavaBa "MHOTO OBp30".

6. "CratuM" o3HayaBa "BenHara".

7. (noBa - /IB, 6p. 68 ot 2014 r., B cuya ot 15.08.2014 r.) "OTnyckane Ha JeKapCTBEH
MPOAYKT IO JIEKAPCKO MpeAnucanne” o3HayaBa ChbBKYITHOCTTA OT JE€HCTBUS HA MarucCThp-
(dapmalieBTH B MPUEMHOTO MMOMEIIIEHHE Ha anTeKara Mo MprueMaHe Ha pelenTypHUuTe OJIaHKH,
CHOTBETHO MPOTOKOJIM, MPOBEPKATA Ha ChIbPKAHUETO UM, KOHCYJITAllMsl OTHOCHO peJia 3a
MpueMaHe Ha MPEeANUCAaHUTE NPOAYKTH U Bb3MOKHUTE HEXKEIAHHU PEAKIMU U JIEKApCTBEHU
B3aMMO/ICIICTBUS, OCTOMHOCTSIBaHE Ha JIEKapCTBEHUTE MPOAYKTH, MOIIbJIBAHE Ha PEKBU3UTUTE
Ha pelenTypHaTa OJlaHKa, ChOTBETHO MPOTOKOJ M PEIENTYPHA KHIKKA, U3MCKBAaHE Ha
MOAINKC Ha MAllMeHTUTE/oTy4YaTeNuTe, MojlaraHe Ha MOJANKC Ha MarucTbp-(hapmalieBra,



oOpaboTBal pernentypHara 6JlaHKa, CbOTBETHO MTPOTOKOJI, BbBEXKIaHE HA HH(DOPMALIUATA B
eJIeKTpOHHA 0a3a JaHHU, IOCTABSHE HA MeyaT U Mpe/laBaHe Ha JIEKAPCTBEHUTE MPOIYKTH Ha
MAIUEHTUTE/TIOTYYaTeIUTE 110 HAUYWH, KOWTO /1a HE BOJU JI0 Pa3KpHBAHE HA JIMIHUTE UM
JaHHY Ha JAPYTHU JIHIIA.

8. (HoBa - /1B, Op. 68 oT 2014 1., B cuna ot 15.08.2014 r.) "OTnyckane Ha JIeKapCTBEH
npoaykt 6e3 nekapcko npeanucanue (OTC)" o3HauaBa ChbBKYIHOCTTA OT ACHCTBHUS Ha
(dapmaieBTH B MPUEMHOTO IMOMEIICHNE Ha alTeKara Mo ONpe/IesTHe Ha TTOIX O TSI 32
OTITyCKaHe JIEKapCTBEH MpoAYKT 6e3 siekapcko npeanucanue (OTC) unu npuemane Ha
perentypHuTe OJIAaHKH U IPOBEPKaTa Ha ChABPKAHUETO UM, KOHCYITAIUS OTHOCHO
MIPUEMAHETO U Bb3MOXKHUTE HEXKEIIaH!U PEAKIUH U JIeKApPCTBEHU B3aUMOJICHCTBUS U
MpeAaBaHe Ha JICKaPCTBEHUTE MPOJAYKTH HA MAIUEHTHUTE.

[Ipexoaau 1 3aKIIIOYNTEITHA pa3nopeadu

§ 2. (1) Paznopendure Ha riasa TpeTta, paszgen IV, pernameHTupaiiy n31aBaHeTo, IPOMEHUTE
Y BaJIMIHOCTTA Ha perenTypHa oianka (oopaserr M3 - H30OK Ne 5A mo mpunoskerue Ne 7),
Biu3ar B cwiia ot 1 anpui 2009 r. [{o BIu3aHeTo UM B CUJIa BCUYKHU JIEKAPCTBEHU IPOIAYKTH,
3aramany HanbJHo uik yactuaHo oT H30K, ce mpennucsar Ha pernentypHa GiaHka
(o6pazenr M3 - H30K Ne 5 o npumnosxkenne Ne 6) cbe cpok Ha BamuaHocT 30 qHU.

(2) B cpox go 1 ampuit 2009 r. anTekuTe npuBexaar copTyepa ci B ChOTBETCTBUE C
M3MCKBAHUATA HA Ta3Hu Hapea0a OTHOCHO W3aBaHETO, IPOMEHUTE M BAJIMTHOCTTA HA
peuentypHa 6ianka (o6paszerr M3 - H30K Ne 5A o npuoskerne Ne 7).

§ 3. (1) (M3m. - [IB, Op. 91 ot 2009 r.) B cpok 1o 31 mait 2010 r. lekapcTBEHU NPOYKTH,
ChJIbPIKaI HAPKOTHYHU BellecTBa OT npuiioxkeHust Ne 2 u 3 kbpM wil. 3, an. 2 Ha 3aKoHa 3a
KOHTPOJI BbPXY HAPKOTUYHUTE BELIECTBA U IPEKYPCOPUTE, MOTAT a C€ MPEANUCBAT U Ha
CHelHaHUTE pelenTypHH OJaHKu Mo oOpa3zel cbriiacHo npuioxxenue Ne 6 kpm wi. 11, an. 1
ot Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa 1 pejia 3a NpeAIUCBaHe U OTIyCKaHe Ha
JIEKapCTBEHU MPOTYKTH.

(2) Cnen m3T4aHe Ha CpoKa 10 ajl. 1 crenuanHuTe pelenTypHU OJaHKH 1Mo npuiiokeHue Ne 6
kbM uil. 11, anm. 1 ot Hapen6a Ne 4 ot 2001 1. 3a ycnoBusita u penia 3a npeanucBaHe u
OTITYCKaHE Ha JIEKAPCTBEHM NPOJYKTH CE€ YHMIL0KAaBAaT OT KOMUCHS, OIIPENIETICHA ChC 3aII0BE]
Ha aupekrTopa Ha PL[3.

(3) 3a yaumoxkaBaHeTo Ha OJaHKHTE MO all. 2 Ce ChCTaBs MPOTOKOJI, KOWTO C€ YTBbp)KIaBa OT
nupekTopa Ha cpoTBeTHUSA PLI3 1 ce n3npama B MUHHCTEPCTBOTO HA 3/1paBEOINIAa3BAHETO.

(4) Penenrypuaute 6nanku mmo npuioxerue Ne 4 keM ui. 6, ain. 1 ot Hapen6a Ne 4 ot 2001 r.
3a yCIIOBUSTA U pe/ia 3a MPEANNUCBAaHE U OTITyCKaHe Ha JIeKapCTBEHU MPOIYKTH MOTraT Ja ce
M3IOI3BAT /10 TAXHOTO U3YEPIIBAHE, HO HE MIO-KBCHO OT €/1HA TOAMHA OT BJIM3aHE B CUJla HA
Ta3u Hapenda, KaTo B TSAX C€ BIUCBAT JaHHUTE MO Wi. 7, all. 2 OT MEJUIIUHCKUS CIEIUAIUCT,
KOWTO M3/1aBa pelenrara.

(5) bnankuTe Ha TEKaApPCTBEHHUTE JIMCTOBE IO MpuitoskeHune Ne 5 kbM Wi 6, ain. 2 ot Hapenba
Ne 4 ot 2001 r. 3a ycinoBuATa U pefa 3a NpeANUCBaHE U OTITYCKaHE Ha JIEKAPCTBEHU MPOAYKTU
MOTaT Jia ce U3I0JI3BAT JI0 TAXHOTO U34YepIiBaHe, HO HE MO-KbCHO OT €/1Ha F'O/IMHA OT BIIM3aHE
B CHJIa Ha Ta3u Hapenoa.

§ 4. (Uzm. - IB, 6p. 94 ot 2011 r.) KoHTpoabT N0 M3MIBIIHEHHE HA Hapeabara ce
OCBHIIIECTBSIBA OT MUHHUCTEPCTBOTO HA 3/ipaBeona3Baneto, P3U u M3nbaHurennara areHIus
o nekapcrBara 1 H30K (B yacTTa OTHOCHO OTIIyCKaHE U IPEANUCBAHE HA JIEKAPCTBEHU
IPOAYKTH, 3aIlIall[aHH HAITbJIHO WM YaCTUYHO OT Hes).



§ 5. Ta3u HapenOa ce u3aaBa Ha OCHOBaHME Wi. 221 oT 3aKkoHa 3a JIEKapCTBEHUTE MPOIAYKTH B
XyMaHHaTa MeauiuHa 1 wi. 60 ot 3aKkoHa 32 KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA U
npekypcopute u ormers Hapen6a Ne 4 ot 2001 1. 3a ycioBusiTa u pena 3a nMpearicBaHe u
OTITyCKaHe Ha JIEKapCTBeHH MPOIyKTH (00H., JIB, 6p. 10 ot 2001 r.; m3m., 6p. 74 ot 2002 1.;
op. 82 oT 2003 1.; Op. 32 ot 2005 r.; 6p. 34 oT 2006 T.).

§ 6. (U3m. - IB, 6p. 94 ot 2011 r.) Yka3anus 1o npuiaranero Ha Hapeaoata nasat H30K
OTHOCHO pa3nopeaduTe Mo MPeIUCBaHe U OTIYCKAHE Ha JICKAPCTBEHU MTPOAYKTH,
3arianiaiy HambJIHO WK yacTuuHo oT H30K, choTBeTHO MUHUCTEPCTBOTO Ha
3npaseonas3Baneto, P3M u M3nbaHuTeNHAaTA areHIys 1o JIeKapcTBaTa CboOpa3Ho TsAXHATA
KOMITETEHTHOCT.

JIOTBIHUTETTHH pa3nopenou

KbM HAPEJBA 3A U3SMEHEHUE U JIOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T.
3A YCJIOBUATA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
[MPOAYKTHU

(OBH. - 1B, BP. 15 OT 2014 T'., B CWJIA OT 21.02.2014T.)
§ 6. C Ta3u HapenOa ce BbBEXK AT U3NCKBaHUATa Ha [lupekTuBa 3a m3nbiaaenue 2012/52/EC
Ha Komucusra ot 20 nekemBpu 2012 1. 3a onpezensiHe Ha MEPKH 3a yJIECHSIBaHE Ha

MIPU3HABAHETO Ha MEAMIIMHCKUTE MIPEANMCAHus, U3aJICHU B Ipyra abpkaBa wienka (OB, L
356/68, 22.12.2012).

3aKTIOYUTETHH pa3nopenou

KbM HAPEJIBA 3A UBMEHEHUE U JIOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCIIOBUSATA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
[MPOAYKTU

(OBH. - 1B, BP. 15 OT 2014 I'., B CWJIA OT 21.02.2014T".)
§ 7. Hapen6ara Biu3a B cuiia OT JieHsl Ha 00HapoABaHeTo i B "/[bpkaBeH BECTHUK".

3aKTIOUUTETTH pa3openou

KbM HAPEJIBA 3A U3SMEHEHMUE U JIOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCIIOBUSATA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
I[MPOAYKTU

(OBH. - 1B, BP. 68 OT 2014 I'., B CWJIA OT 15.08.2014T".)
§ 15. HapenOata Bim3a B cuiia OT JieHd Ha 0OHapoaBaHeTo i B "J[bpkaBeH BECTHUK".

IIpunoxenne Ne 1 xbM™ 4. 4, an. 3

(U3m. - [IB, Op. 81 o1 2013 1)

JlekapcTBeHM POAYKTH, KOUTO (esamepuTe HIMaT MPpaBo Aa IpeanucBaT

1. AHTHAPUTMHUYHH JIEKAPCTBEHU MTPOTYKTH.

2. XOpMOHAJIHU JIEKAPCTBEHU MPOYKTH O€3 MPOTUBO3aUaThbYHH U KOPTHKOCTEPOU I 32
JIOKQJIHO NPUJIOKCHHUE.

3. AHTHHEOIJIaCTUYHU U UIMYHOMOYJIMPAILHN JEKAPCTBEHU ITPOIYKTH.



4. IIcUXOMUTHIN Y TICUXOAHAJICTITUITH 32 JICUCHHE HA XPOHUYHU 3200 IIBaHUSI.

5. (m3m. - JIB, Op. 81 ot 2013 1.) JIekapcTBEHU MPOIYKTH, ChABPIKAIIN HAPKOTHIHH
BemiecTBa oT nmpuioxkeHus Ne 2 u 3 kpM wi. 3, T. 2 u 3 ot HapenOara 3a pena 3a
KJacuuIUpaHe Ha pacTEHUSATAa U BELIECTBATa KATO HAPKOTUYHH.

6. JlekapcTBeHM MPOAYKTH, BKIIOUEHH B npuiokenue Ne 5 kpm . 11, anm. 2.

[Tpunoxxenne Ne 2 xpMm ui. 6, an. 1
PenenitypHa Onanka

3a 3a
€THOKPATHO MHOTOKPaTHO
MIpeIlcBaHe MpeIuCBaHe
MUHHUCTEPCTBO Ha 3/IPaBEOIa3BaHETO
MenuiuHCKHU CIEIUaNKCT (MMe)
YUH
(HaMMeHOBaHUE Ha J1Ie4eOHOTO 3aBEICHUE)
TP (€.) eeeeeeieeieeee s azpec
MeaUIIMHCKH CTICIUATHCT ........cenneen....
(moamuc)
(meyar)
3a

ot rp. (c.)

(OpemeHHa *eHa, KbpMayKa, JIeTe - MoYepTaBa ce MPUI0KUMOTO)

ITpunoxxenne Ne 3 xbM 4. 6, ai. 2
(Otm. - 1B, 6p. 81 oT 2013 1.)

[Tpunoxxenne Ne 4a xpMm ui. 9a, an. 2

(Hogo - JIB, 6p. 15 o1 2014 1.)

HeunzuepnareneH cliuchbK Ha €1EMEHTUTE, KOUTO CE€ BKIIOYBAT B PELENTUTE, KOUTO LIE CE
M3IIBJIHABAT B JIpyra AbprKaBa YWICHKa

WnenTudukaiys Ha ManueHTa:



®amunHo(u) ume(Ha)

Co6cTBeno(Hn) nMme(Ha) (M3nucano(u) u3LsIo, T.€. He Ce pa3peliaBaT WHUITMAIN )
JlaTa Ha paxxnaHe

Wnentudukanus Ha penenTara:

JlaTa Ha n3naBane

Wnentudukanus Ha METUIUHCKUS CIEIUAINCT, U3/1aJl perenTara:

®amunHo(1) ume(Ha)

Co6cTBeno(Hn) nMme(Ha) (M3nucano(u) u3LsII0, T.€. He Ce pa3peliaBaT MHUITNAIIN )
[Ipodecnonanna kBanupukanus

JlanHu 3a npsika Bpb3Ka (eJIEKTPOHHA I0I1a U HoMep Ha TenedoH win (akc, KaTo ce MoCo4YH U
KOJIBT 332 MEXIYHApPOJIHO U30UpaHe)

CnyxebeH anpec (BKIIOYUTEIHO HAMMEHOBAaHUETO Ha ChOTBETHATA AbprKaBa YICHKA)
[Toaruc (MoM0XKeH COOCTBEHOPHYHO HITU IU(PPOB B 3aBUCUMOCT OT HAUYMHA HA W3/IaBaHE Ha
MIPENUCaHUETO)

Wnenrudukarus Ha MpeAnucanus IPOAyKT, KOTaTo TakaBa € HeoOxoauMma:
Me:x1yHapOIHO HEMaTeHTHO HaMMEHOBaHHe UiIH papMakoneifHO HAMMEHOBAHHE Ha
JIEKapCTBEHOTO UM BEIIECTBO

TBproBckoTO HaMMEHOBAHUE HA JIEKAPCTBEHUS MPOJYKT B ciay4yauTe mo ui. 9a, an. 4
JlexapcTBeHa opma (Tabsetu, pa3TBOp U T.H.)

KonunuectBo

KonngecTBo Ha aKTHBHOTO BEIIECTBO 32 JI030Ba €AMHULA

Jlo3upoBka.

[Ipunoxxenue Ne 5 kpm unt. 11, ain. 2

(M3m. - IB, Op. 81 oT 2013 1.)

JlekapCTBEHU MPOAYKTH, ChIbPIKAIIM HAPKOTUYHU BeIeCTBa OT MpuiioxkeHus Ne 2 u 3 kbM
. 3, 1. 2 u 3 ot Hapen6ara 3a pena 3a kinacuduiiupane Ha pacTeHHTa U BEIIECTBaTa KaTo
HapKOTHYHH, B KOMOMHAIMS C IPYTH JIEKAPCTBEHU BEIIECTBA

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

[Tpunoxxenne Ne 6 kbM 4. 24, an. 1
(M3wm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.)

ITpunoxxenne Ne 7 xbM 4. 24, ain. 1
(M3m. - IB, Op. 68 oT 2014 1., B cuna ot 15.08.2014 r.)

[Ipunoxxenne Ne 8 kpm 4. 24, ai. 1
(M3wm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.)

ITpunoxxenne Ne 8a xkpm ui. 30a, an. 1
(Hogo - ZIB, 6p. 81 ot 2013 1., u3m. - /IB, 6p. 68 oT 2014 r., B cruta ot 15.08.2014 1.)

[Tpunoxxenue Ne 86 kM wit. 30r, an. 3

(Hoso - 1B, 6p. 81 oT 2013 r., m3m. - IB, Op. 68 ot 2014 r., B cumna ot 15.08.2014 1.)
OTJEJIEHUE/KJIMHUKA T10

MEJUITMHCKA OHKOJIOI'A

PEILIEHME Ne ....../........... 201... r.

Ha OHKOJIOTMYHUA KOMUTET

mo XUMHNOTEPAIIN S



TTanmenrt:

ETH: (o

Pemenue

HIE CE ITPOBEJE JIEKAPCTBEHO JIEHEHUE I10 CXEMA:
HEAJITTOBAHTHA XT

Wureppan: L1 cenmuna; 2 ceamuriy; 3
CeIMHIIN; 4 ceIMHUITA
KoHTpoHH n3cieBaHus M0 TpelieHKa Ha JIeKaps:



3aapioKUTeNeH Ha0op M3CIIeABAHUS CIIOPE] MEIUIIMHCKUS CTaHapT

[HKK ............. Ll buoxumusl............. L1 TyMOpHH MapKepH............. LIExorpadus
[PeHTrenorpaMa Ha Oenn 1po0OoBe............. 0
3 SRV P PPN
LIEKT ............. L1 Apyru
Koctha cuuaTHrpadus Mamorpadus

JleueOHata cxema 1 IPOABIIKUTEIHOCT MTO3BOJISBAT MPH 3aa3eHO 000 ChCTOSIHUE U JIAIICA
HA TOKCUYHOCT U3NucBaHne Ha 48-u gac.
JleuenueTo Moke Aa ObJIe MPOBEICHO U MO KIIMHUYHA MPOLIEypa.

JIOKJIAJIBAJT:
TIPEJICEJJATEJI: YJIEHOBE: "

[Tpunoxxenue Ne 88 kbM wit. 301, ai. 1

(Hogo - JIB, 6p. 81 ot 2013 1., u3m. - /IB, 6p. 68 oT 2014 r., B cruta ot 15.08.2014 1.)
PenentypHa Gmanka No .....................

3a JIEKapCTBEHH MPOAYKTH, 3aruiamanu oT H30K

HaumenoBanue Ha 1€4€0HOTO 3aBejeHue - Per. Ne

JIEKAD (FIME) ..ttt e ettt ettt ettt ettt ettt et b e e be e bt e siee e b e e eneas
YHH Ha 1€Kaps ...oooevevveiiiiiiicciiecee, Jata: ..o

3a007IBAHE TPYIIA NO ...ooviiiiiiiiiiiiieceiee e o mpuit. Ne 1
[TpoTokom Ne .....coovevvvvernnnnn. Hara: ............

Rp.

1




Jlekap:
(moamnuc u neyar)

Tlamuenr:
EI'H:

Howm. aapec:

I'p. (c.)

OtnycHain: [Momyyw:
Mar. papm. YUH:

e

(monmwuc u reyar) Hara: "

[Ipunoxenue Ne 9 kbm un. 53, an. 1
(M3m. - IB, Op. 81 oT 2013 1.)

Bx. No oo,
.............................. 200 ......T

10

JIMPEKTOPA HA

PETMOHAJIHA 3/IPABHA MHCIIEKIIS
TP

Ha BanmMmanuneTo Ha
HMHCIIEKTOpA I10
HApPKOTHUYHU BEILIECTBA

3ASBJIIEHUE
O

(ampec Ha 1e4eOHOTO 3aBE/ICHUE)

CNO B peructbpa Ha P3U Ha nekapute/nekapure 1o JeHTaTHA MEIUIIMHA,
KOUWTO MMPEANMNCBAT JICKAPCTBCHU IMPOAYKTHU, ChbABPKAIIN HAPKOTUYIHHN BCUICCTBA.

Moutst 1a Mu OBbAAT IPEOCTABCHMU:
........................................... Oposi KOUaHU CHEeNMATHU PEUENTYPHH OJaHKHU ChC 3€JIeH LIBST
........................................... Oposi KOUaHU CHEeNMATHU PEUENTYPHH OJaHKH C KBJIT LBAT

(monmuc)



[Tpunoxxenne Ne 10 kpMm wit. 54
(H3m. - JIB, 6p. 81 or 2013 1.)

Peructbp Ha nexapurte/IeKapuTe Mo AeHTAIHA MEAUIMHA, TOTYYUIH CIICHUATHH PEleNTYPHU
OJIaHKH 3a MIPENKUCBaHEe Ha JIEKAPCTBEHH MPOIYKTH, ChIAbPKAIIYA HAPKOTUIHHUTE BEIIECTBA OT
npunoxkenus Ne 2 u Ne 3 kpm wit. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kinacuduiupane Ha
pacTeHusATa U BEIIeCTBATa KATO HAPKOTUYHU

(3arn. u3m. - 1B, 6p. 81 oT 2013 1.)

Per. Ne
CBIJIACHO
perucropa
1o 4. 5,
an. 1, . 1 Tpure nuMeHa Ha jekaps/aekaps 1o JCHTAIHA MEIUIINHA
bpoit bpoit
Kon na p p Cepus Haranallommuc  Jlarana Ilogmuc Ha
MOJTyYCHHU MOJTyYeHU
KOYaHU KOYaHU
J1e4eOHOTO or Ne momy- Haekaps/ mpeaaBaHe HHCIEKTOpa
(xapHeTn) (xapHetn)
u Opoii Ha u Opoil Ha
3aBeICHUE no No  yaBaHe Jiekaps 1o 0 HapKo-
criernuyai- crienuyai-
HUTE HHTE
JICHTaJTHA THYHU
pEelEenTypHH  pelenTypHU
OJIaHKH C OJIAaHKH ChC
MEIUITHA BeIIleCTBa
KBJIT 3eNeH

OBAT B TAX OBAT B TAX

ITpunoxxenne Ne 11 kpM wit. 56
(Otm. - 1B, 6p. 94 oT 2011 1.)
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