HAPEJIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUATA U PEJIA 3A IIPEAIIMCBAHE 1
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTU

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

O6n. IIB. 6p.21 ot 20 Mapt 2009r., usm. JIB. 6p.91 ot 17 HoemBpu 2009r., uzm. JIB. 6p.94
ot 29 Hoemspu 2011r., usm. JIB. 6p.2 ot 6 SAnyapu 2012r., usm. u gon. /IB. 6p.81 ot 17
CenremBpu 2013r., uzm. JIB. 6p.104 ot 3 HdexemBpu 2013r., usm. u gom. JIB. 6p.15 ot 21
®epyapu 2014r., u3m. u nom. /IB. 6p.68 ot 15 Asryct 2014r., uam. u gon. /IB. 6p.95 ot 18
Hoemspu 2014r.

I'maBa I'bPBA.
OBIIU ITOJIOXEHUA

Y. 1. C Ta3u Hapeada ce OnpeaessrT:

1. MEIUIIMHCKUTE CHELMAIUCTH, KOUTO MOTaT Jla M3/1aBaT PELENTH, PeIbT 3a IPEIIUCBAaHE Ha
JIEKapCTBEHU MPOIYKTH, CPOKBT 3@ U3IIBJIHEHHETO, CIy4yauTe U PeAbT, TP KOUTO MarucTbp-
(apMareBT MOKe J1a OTKa)Xe J]a U3IThJIHU JIEKAPCKO MPEIIICAHNE;

2. yclOBUATA U PEABT, N0 KOUTO OBIrapCKU TPAKAAHU M UYKIU TPAaXJaHU, TOCTOSIHHO U
BpEMEHHO INpeOWBaBallld B CTpaHaTa M IBTyBallM W3BBH PermyOnmka Bviarapusi, morar ma
HOCAT WJIU J1a U3HACAT JIEKAPCTBEHU MPOJIYKTH, IPEHA3HAYECHU 32 JICYEHUETO UM;

3. KolMuecTBaTa JIEKapCTBEHU MPOJIYKTH, NPEJAHA3HAUEHU CaMO 3a JICYEHUETO Ha TPAH3UTHO
IIPEMUHABAIl U BPEMEHHO MTpeOuBaBallld Ha TEPUTOPUTA HA CTpaHaTa JIHUIA, KOUTO T€ MOIaT
Jla IpUTEKABar;

4. (voBa - /IB, 6p. 15 ot 2014 r.) ycnoBusiTa U peAbT 3a NPU3HABAHETO U U3ITBIHEHUETO HA
pelenTu, u31aJieHy B Ipyra AbprKaBa YIeHKa;

5. (mam. - 1B, 6p. 81 or 2013 r., mpenumnua 1. 4 - [IB, 6p. 15 ot 2014 r.) penst 3a
MpEeNNUCBaHEe Ha JIEKAPCTBEHH MPOAYKTH, ChIbpPXKAIIM HAPKOTUYHM BEIIECTBa OT
npunoxenus Ne 2 u 3 xpM wi. 3, T. 2 u 3 or Hapenbata 3a pena 3a kinacuduuupane Ha
pacTeHusATa W BeIIeCTBaTa KaTro HapKOTW4YHHU, mpueta ¢ IlocranoBnenue Ne 293 Ha
Munucrepckus cbset ot 2011 r. (IB, 6p. 87 ot 2011 1.);

6. (mpeaumHa 1. 5, u3M. - JIB, Op. 15 ot 2014 r.) pensT 3a oTneyaTBaHE U Pa3NpEaCiIsIHE Ha
OJIaHKH 3a OTIyCKaHE U OTYUTAHE Ha JIEKAPCTBEHUTE MPOAYKTH IO T. 5.

Y. 2. PexxuMbT Ha mpenKcBaHe Ha JIEKapCTBEHUTE MPOAYKTH € ONpe/esIeH B pa3peleHneTo
3a ynotpe0a Ha JIEKapCTBEHUS POAYKT.

Y. 3. Pazpemennte 3a ynorpeda M peruCTPUPAHUTE JIEKAPCTBEHH MPOIYKTH HA TEPUTOPHUSATA
Ha PenyOnuka bearapus ce o0sBsiBaT Ha MHTEPHET CTpaHuIlaTa Ha M3mbIHUTETHATA areHIUs
IO JIEKapCTBara.

I'maBa BTOpA.
MEJUIINHCKU CITEHUAJIMCTU, KOUTO MOT'AT JA USAABAT PELEIITU

Y. 4. (1) IlpaBo na npeanucBar pa3pelieHu 3a ynorpeda B cTpaHara JeKapCTBEeHH NMPOIYKTH
M Jla M3/1aBaT peleNnTd MMaT JieKapu/JeKapu IO JeHTaJHa MEAWIUHA, YNpaKHSABAIIN
MEIUIIMHCKATa Ipodecus.

(2) (U3m. - IB, 6p. 81 ot 2013 r.) [IpaBo na oTmycKar JeKapcTBEHUTE MPOAYKTH, ChABPKAIIN
HapKOTHUYHU BemecTBa oT npuwiokeHue Ne 1 na Hapenba Ne 2 ot 2012 r. 3a ycnoBusita u pena
3a OCBIIECTBSBAHE HA MPOTPAMU 3a JICUCHUE C arOHUCTHU U arOHUCTH-aHTArOHUCTH HAa JINIA,



3apucumu KbM ormouan (B, Op. 49 ot 2012 r.) umar nekapu, paboTemu B MPOTrpaMmuTe,
MOJIYYMJIN pa3pelieHrne 0T MUHUCThpA Ha 3/IpaBeoa3BaHeTo.

(3) ®enmmepure WMaT MpaBO JAa NPEANUCBAT pa3pelieHd 3a ymnoTpeba B CTpaHaTa
JIEKapCTBEHH MPOAYKTU M Jla U3[1aBaT PEleNnTH, C U3KIIIOUEHUE Ha Te3U OT mpuiioxkeHue Ne 1,
caMo IMpH CKIIFOYEH J0TOBOP C JIeueOHO 3aBe/IeHHE.

Ya. S. (U3m. - IB, 6p. 94 ot 2011 r.) (1) B peruonannara 3apasua uncnekius (P31) ce Boau
PETUCTBP Ha JICKAPUTE U JICKAPHUTE I10 JCHTAIHA MEAHUIIMHA, KOUTO MPEAIUCBAT JIEKAPCTBEHU
MIPOYKTH, ChABPIKAIIN HAPKOTUIHH BEIIECTBA.

(2) B peructbpa mo ain. 1 ce BOUCBAT JaHHUTE HA JIEKaps/JIeKaps MO JEHTaTHa MEIUIMHA 110
JOKYMEHTA 32 CAMOJIMYHOCT, JINYEH KO/ ¥ KOJ] Ha JIEYeOHOTO 3aBECHHE.

I'maBa Tpera.
[NPEAIIMCBAHE HA JIEKAPCTBEHMU ITPOAYKTHU

Paznen I.
Pen 3a mpeanucBane Ha IeKapCTBEHHU MPOTYKTH

Y. 6. (1) [IpennucBaneTo Ha NTEKapCTBEHH MPOAYKTH CE U3BBPIIBA HA pPeleNTypHa OaHKa C
OsUT BAT CHIIIACHO TIpHIIoKeHHEe No 2.

(2) (Ot™m. - 1B, 6p. 81 oT 2013 1.)

(3) Bwpxy penentypHata OJaHKa 33IBJDKUTEIIHO CE OTOCISA3BA PSKUMBT HA OTIYCKAHE - 3a
€IHOKPATHO MJIM MHOTOKPATHO OTIYCKaHe, KaTo MPU MHOTOKPATHOTO OTITYCKaHE CE yTOUHSABA
Y KOJIKO IIBTH I1I€ C€ U3ITBIIHSABA pelerTara.

(4) Petrentute ¢ pe’xuM MHOTOKPATHO OTITYCKaHE MMAaT BAIMIHOCT 0 6 Mecela oT JaraTa Ha
W3/1aBaHETO UM M ChIBPKAT O3HAYEHUE HA OpOsi HA OTIYCKaHUSTA.

Ya. 7. (1) Peuentypnara O61aHka Chabpika:

1. (mom. - /JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "uHcKpuOIMO" - COOCTBEHO M
(haMUIHO UME Ha JUIETO MO Wwi. 4, yHUKalIeH UASHTU(PHUKAMOHEH HOMEpP, HAUMEHOBAaHUE U
ajzipec Ha Je4eOHOTO 3aBeJieHHe, Tene(oH 3a Bpb3Ka, 1aTa Ha W3/1aBaHe Ha PelenTaTa,;

2. "mpeckpubIMo" - HAMMEHOBaHUE, KOJTMYECTBO HA aKTUBHO BEIIECTBO B JIEKapCTBEHA (hopma
M KOJMYECTBOTO HAa JIEKAPCTBEHUS MPOAYKT; KOJIMUYECTBOTO CE€ HM3MHCBAa C HUPpPU, a MPHU
MIpPEIMCBaHE Ha JIEKAPCTBEHH MPOAYKTH, ChAbpKAIIKM HAPKOTUYHH BEILIECTBA - U C AYMU;

3. "curnarypa' - MOCOUYBAT c€ €IHOKpATHATa U ICHOHOIIHATA /1032 Ha JIEKAPCTBEHUSI IPOAYKT,
MPOABJDKUTETHOCTTA HA Kypca Ha JIEYeHHE U HEOOXOAUMOCTTa OT IOBTAPSHETO MY; /103aTa Ce
u3MKcBa ¢ UG pH; Ipy NpeANrCcBaHe Ha J103a, MO-BUCOKA OT MAKCHMAIHO OMpe/eleHara npu
paspeliaBaHeTo 3a ynoTrpeda Ha JIEKapCTBEHUs MNPOAYKT, MPEINUCBALIUAT C€ MOJIKCBA
cpelly TMpeBUINEHAaTa [103a; HE ce JOoMyckaT oOmm wu3pa3u Karo: "u3BecTHO", "MO
HactaBieHue", "mo cxema'" u np.;

4. "cyOckpubuuo" - ykazaHus 32 HaUMHA Ha U3ITBIHCHNUE HA TPEIIUCAHUETO; TIPU U3IMOI3BAaHE
Ha ykazaHuAta "mmto", "murthcumo" wiM "craTuM" 3aIBJDKUTENIHO CE€ 3alicBa 4achT Ha
MPEANUCBAHETO Ha JIEKAPCTBEHUS TPOIYKT;

5. moAnMC Ha JIeKaps/IeKaps 1Mo AeHTaIHa MeIUIIHA/ deramepa;

6. (m3m. - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) nuyeH neyat Ha Jekaps/iekaps 1o
JIeHTaJIHAa MEeIMLIMHA W/WIK NIeYaT Ha JIedeOHOTO 3aBE/ICHUE;

7. TpuTe UMEHa Ha TMAIMeHTa, Bb3pacTTa M ajJpec MO MECTOXKHUBEEeHe, KaTo Mpu OpeMeHHa
KeHa, KbpMayuKa UJTU JIETE Ce 0Tpa3siBa U TOBA OOCTOSITENICTRO;



8. (HoBa - [IB, Op. 68 ot 2014 r., B cmia ot 15.08.2014 r.) YHUKaNeH HIeHTUDUKANMOHECH
Homep (YUH) Ha maructbp-dapManeBTa OT perucrbpa Ha bbeiarapckus gapmarieBTHYCH
ChHI03.

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

Y. 8. (1) JlekapcTBeHUTE NPOIYKTH CE€ U3MMCBAT YETIMBO HA JATMHUIA C MEXYHAPOAHOTO
HEMaTeHTHO WM (apMaKoNeHO HAaUMEHOBAaHHME Ha JICKAPCTBEHOTO MM BELIECTBO WIIH
THPrOBCKUTE UM HAaUMEHOBAHHUS.

(2) KonmnuecTBOTO Ha JIEKAPCTBEHOTO BEIIECTBO B IMPEANUCBAHUS JICKAPCTBEH MPOJIYKT C€
u3passBa:

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

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

3. Koiu4ecTBa, MO-MaJKd OT €JWH MWJIMIpaM, C€ O3HAa4yaBaT B MHKPOTpaMH, KaTo Tasu
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) CekpamenusiTa Ha JeKapcTBeHaTa (opMa ce M3NUCBAT BBPXY pelenTypHaTa
OJ1aHKa/JIeKapCTBEHUS JIUCT B ChOTBETCTBUE C JieHicTBaIlaTa B cTpaHaTa (papmakores.

(4) 3abpansiBa ce WH3MOJI3BAHETO HAa CHKpAIICHWS ¥ TONPAaBKH TIPH  HM3MHCBaHE
HaMMEHOBAHMATA HA JEKAPCTBEHUTE MPOJYKTH.

Y. 9. JlekapcTBeHU MPOAYKTH, MPUTOTBEHU MO MarucTpaiHa U ¢apMakoreiiHa peLentypa,
ce MpeANnKcBaT Ha OTJEJIHA PEeLenTypHa OJaHKa.

Ya. 9a. (Hos - [IB, 6p. 15 ot 2014 r.) (1) Ha penentu, KOUTO 1€ C€ MU3MBIHABAT B JIpyra
Ibp)KaBa UIEHKA, CE€ W3MUCBAT HEOOXOAMMHUTE 3a JIEYEHHETO Ha KOHKPETeH NalMeHT
JIEKapCTBEHU MPOJYKTH, C U3KIOYEHHUE Ha JIEKapCTBEHUTE MPOAYKTHU o uil. 174 oT 3akoHa 3a
JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEUIIMHA.

(2) Penenture mo an. 1 ce m3mucBaT Npu cHa3BaHe M3MCKBaHMSTA HA Ta3u Hapeada, KaTo
3aJJbJDKUTEIHO C€ BKJIFOUBAT BCUUYKHU JaHHU, IOCOUYEHU B NpuiiokeHne Ne 4a.

(3) JlexkapcTBeHHTE MPOTYKTH CE€ MPEINUCBAT [0 MEXAYHAPOAHO HEMATEHTHO HAUMEHOBaHUE
WM (papMakoneHO HAaMMEHOBaHKE Ha JIEKapCTBEHOTO UM BEILECTBO.

(4) JlekapcTBeHUTE MPOAYKTH MOraT Ja ObJAT MpeaNucaHd M0 ThPrOBCKO HAaUMEHOBAHUE B
CIIEZIHUTE CIyJau:

1. xoraro ce mpeanucBa OMOJOTHMYEH JIEKAPCTBEH MPOJIYKT MO CMHUCHJIA Ha § 2, T. 2 OT
JONBJIIHUTETHUTE pa3nopenou Ha Hapenba Ne 27 ot 2007 r. 3a H3MCKBaHUATA KbM JIaHHUTE U
JOKYMEHTAIMsATa 3a pa3peliaBaHe 3a ynoTpeda M perucrpanusi Ha JEKapCTBEHH MPOAYKTU
(B, 6p. 54 ot 2007 1.);

2. KOrato ToBa € HeoOXOAMMO OT MEAUIIMHCKA TJIeJJHa TOYKa MO MpeleHKa Ha JulaTta mo 4i.
4, KaTo B TO3M CIy4ail B pelenTara ce oco4BaT NPUIMHUTE, KOUTO HajlaraT U3MOJI3BaHETO Ha
MMOCOYEHOTO ThPrOBCKO HAUMEHOBAHHUE.

Ya. 10. IIpy npeanucBaHe HAa BCEKH OTHAEJICH JIEKAPCTBEH MPOMYKT JIMIETO MO 4il. 4 €
3aJIBJKEHO J1a ce MH(pOpMHUpa OT MAIMeHTa 3a MPEeIIeCTBAI0 WIH ChIIBTCTBAIIO JICYCHHUE C
JpyTrd JIEKapCTBEHU IIPOAYKTH.

Paznen 11.
[IpeanucBane Ha J€KapCTBEHU MPOAYKTH, ChAbPHKAIIM HAPKOTUUHU BEILIECTBA



Ya. 11. (1) (M3m. - JIB, 6p. 81 ot 2013 r.) [IpennucBanero Ha JEKapCTBEHU MPOIYKTH,
ChIbpKallll HApKOTUYHHM BEIIECTBAa, CE€ M3BBPILIBA Ha CHElNMalHA pelenTypHa OjaHKa,
IIpeIOCTaBeHa OT MMHMCTEPCTBOTO HA 3/paBEONa3BaHETO, C JKBAT LBAT - 3a JIEKApCTBEHU
MPOJIYKTH, ChIBbpPKAIIM HAPKOTUYHHM BellecTBa oT mpuiiokeHue Ne 2 kpMm uin. 3, T. 2 ot
Hapen0Oata 3a pena 3a kinacudunupane Ha paCTEHHUTA U BEIIECTBATA KaTO HAPKOTHYHH, U ChC
3eJIeH UBAT - 32 JIEKapPCTBEHU MPOJYKTH, ChIIbPKAIl HAPKOTUYHH BEIIECTBA OT MPUIOKECHHUE
Ne 3 kM un. 3, T. 3 o Hapenbara 3a pena 3a kimacupuiimpane Ha pacTCHUATA U BEIIECTBATa
KaTo HApKOTUYHH.

(2) JlexapcTBeHMTE MPOAYKTU MO mpuiokeHue Ne 5, chabpikallly HAPKOTHYHU BEIIECTBA B
KOMOMHAIIMsI, ce MPEeIUCBaT Ha pelenTypHaTa O0JlaHKa 1o aj. 1 cbe 3eeH LBST.

(3) Cneuunannara pernentypHa OlaHka ce OTIeYaTBa B TPH EK3EMIUISIpa HAa XUMHU3UpPaHA
XapTus U ChIBbP’KA OCBEH JAHHUTE MO Wi. 7 U CIEIHUTE JONBJIHUTEIHN JaHHU:

1. cepust 1 HOMep Ha pelenTypHara OJlaHKa;

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

(4) CpoxbT Ha BaTUAHOCT Ha CIIELIMATTHATA PEIIeNTa € 7 IHH OT JaTaTa Ha U3aBaHETO M.

Y. 12. (1) PeuenraTa ce uznaBa B Tpu €K3eMILISIPA, IIBPBUTE JIBa OT KOUTO €€ MpeaaBaT Ha
ManueHTa, a TPETUSAT Ce€ ChXpaHsABa OT JieKaps/lIekaps [0 JCHTadHa MeIuIlMHa B
MIPOIBJKEHUE HA €1HA FOJIMHA U CE IIPEIOCTaBsI HA KOHTPOJIHUTE OpraHM IIPH MPOBEPKa.

(2) (U3m. - IB, 6p. 94 ot 2011 r.) Cnen u3THuaHe Ha CpoKa Mo aji. | peuenTure ce mpeaaBaT
C IPUEMHO-TIPEaBaTeNIeH MPOTOKOJ Ha WHcTekTopute B P3U, KOUTO ' chXpaHsABaT 32 CPOK
10 roguHM, cies KOETOo e YHUIOKaBaT OT KOMUCHS, OIIpe/ieJieHa ChC 3aoBe]] Ha JUPEKTOpa
na P3U.

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

(4) Korato nexapcTBeHHMST MPOAYKT ce 3aruiania oT HarmoHanHata 3ApaBHOOCUTYpHUTENTHA
kaca (H30K), nekapsat 3aabmkutenHo nombiBa koaa Ha H30K Ha choTBeTHHS JeKapcTBEH
npoaykt 1 MKDB kona Ha 3a00i1sBaHeTO ChIIacHO Hapendara mo 4i. 45, an. 3 oT 3akoHa 3a
3npaBHOTO ocurypsiBane (330).

(5) Ilo mpereHka Ha Jekaps Ha €IHA pelenTypHa OJaHKa MOXeE J1a ce TPEANKCBa MOBeUe OT
€/IMH JIEKapCTBEH MPOJYKT, ChIbpKAI HAPKOTUYHU BEIIECTBA.

(6) 3abpansBa ce NpPEINUCBAHETO HA JIEKAPCTBEHU TNPOAYKTH, KOUTO HE ChIbpPXKAT
HapKOTHYHH BEIECTBA, HA CIIELIUATHUTE PEleNTypHH OJaHKU.

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

Ya. 14. [Tpu npennucBaHe Ha JEKAPCTBEHU MPOAYKTH, ChIbpKallldi HAPKOTHUYHU BEIIECTBA,
ce CIa3Bar CIICAHUTE U3UCKBAHUS:

1. KOJMYECTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH CE U3MHCBA C TU(DPH U C AYMU;

2. KOJIMYECTBOTO HA TMPEANUCAHUS JIEKAPCTBEH TMPOAYKT HE MOXKE Ja HaJBHIIABA
TeparneBTUYHaTa 103a 3a 30 gHu.

Ya. 15. (Hom. - [AB, 6p. 81 or 2013 r., usm. - JIB, 6p. 104 ot 2013 r.) JlekapcTBeHu
MPOJAYKTH, ChABPKALIN eTUIMOP(hUH, KOJAEeUH, peHoOapOuTal u TpaMaaoi B KOJIMYECTBA 10
50 Mr 3a 1030Ba eIWHUIIA B KOMOWHAIIMS ¢ IPYTH JICKAPCTBEHU BEIIECTBA, CE MPEAMKICBAT Ha
0OMKHOBEHA perenTypHa OjlaHKa 3a €IHOKPAaTHO OTIYCKaHE W B KOJIMYECTBA, CHOOPA3eHU C
JTHEBHATA JO3UPOBKA, 3a HE noBeye oT 30 THU.

Yn. 16. Ilpu npeanucBaHe Ha BCEKH OTAENIECH JIEKAPCTBEH MPOAYKT JIMLETO MO Wi. 4 e
3aIBJDKEHO J1a ce MHGOpMHpa OT MaIMeHTa 3a MPEIIIEeCTBANI0 WKW ChI'BTCTBAIIO JICUCHUE C
JPYTH JIEKAPCTBEHU MPOIYKTH.



Paznen I11.
[IpeanucBane Ha JIEKapCTBEHW MPOAYKTH, 3aIlIalllaHU OT PEMyOJMKaHCKUs ORJDKET 3a
JICYCHUETO Ha OBJITAPCKUTE TPaXJTaHU 3a 3a00JsIBaHMS, U3BBH 00XBaTa Ha 3abJIKUTEITHOTO
3IpaBHO OCHUTYpSIBaHE

Y. 17. Jlekapute Morat Ja HpenucBaT JIKAPCTBEHU NMPOAYKTH, 3aIlJIAlllaHd ChC CPEICTBA
OT pernyOnWKaHCKUS OWJKET 3a JiedeHWEe Ha 3a0oNsBaHWs, W3BBH oOXBara Ha
3aIBJDKUTEITHOTO 3JpaBHO ocurypsiBaHe cwbriiacHo Hapemba Ne 34 ot 2005 r. 3a pema 3a
3alUlalaHe OT pPenyOJMKaHCKHUs OI/DKET Ha JICUCHHETO Ha OBJIrapcKUTe TPaKIaHU 32
3a00J1ABaHUsI, U3BBbH 00XBaTa HA 3a{bJDKUTEIHOTO 3/IPABHO OCUTYpsIBAHE.

Y. 18. (Otw™m. - /IB, 6p. 95 ot 2014 1.)

Y. 19. KonaruecTBOTO Ha TPEANMUCAHUTE JIEKAPCTBEHHU MPOAYKTH ClIEBa J1a ChOTBETCTBA HA
cpokoBete 1o wi. 22 ot Hapenba Ne 34 ot 2005 r. 3a pena 3a 3aruianjaiHe oT permyoInKaHCKHUsS
OIOJDKET Ha JICYCHUETO HAa OBJITapCcKUTE TpaXKJIaHW 3a 3a00JisiBaHUs, M3BBH 00XBara Ha
3aIBJKUTEITHOTO 3/IPaBHO OCUTYpsIBaHe U 4jl. 14 oT Ta3u Hapenaoa.

Y. 20. (U3m. - JIB, 6p. 95 ot 2014 r.) Ilpennucanure JeKapcTBEHH MPOIYKTH 1O pela Ha
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiamiane ot penyonuKaHCKus OI0/KET Ha JICYCHHETO
Ha OBJITApCKHUTE TPAXKIAHHM 3a 3a00JIIBaHHS, W3BBH 00XBAaTa HA 3aJBDKUTEITHOTO 3PaBHO
OCUTYpSIBaHE CE BIHMCBAT B MEIUIIMHCKATA JOKYMEHTAILIUS Ha TAIEeHTA.

Y. 21. (1) JlekapcTBeHH TPOAYKTH 3a MAIMEHTH, KOUTO C€ JIEKyBaT MpU aMOyIaTOpHU
YCJIOBHS, C€ TIPENUCBAT Ha pelenTypHa OnaHka chriacHo npuiiokerue Ne 8§ ot Hapenba No
34 or 2005 r. 3a pena 3a 3amulaliaHe OT penyONMKAaHCKUSA OMJUKET Ha JICYEHHETO Ha
ObJATapcKUTE Tpa)KJIaHW 3a 3a00JsABaHUS, U3BBbH 00XBaTa Ha 3aJbJDKUTEIHOTO 3/pPABHO
OCHUTYpsIBaHE, KOATO C€ W3[aBa B JBa E€K3eMIULApa. IIbpBHAT ek3eMIUIsip ce ChbXpaHsBa B
anTekaTa, a BTOPUAT - B CYETOBOJCTBOTO Ha CHOTBETHOTO JIEUEOHO 3aBEJACHHE B
IIPOBIDKEHUE HA 5 TOJIUHMU.

(2) (U3m. - JIB, 6p. 95 ot 2014 r.) JIekapcTBEeHUTE MPOIYKTH 3a MAIUEHTU, KOUTO C€ JIEKYBaT
B CTAllMOHApHM YCIIOBUS, CE€ MPEANNCBAT Ha JIEKAPCTBEH JIMCT CHIVIACHO NpuioxkeHue Ne Sa,
KOHTO ce u3JaBa B JBa eKk3eMIULsipa. [IbpBHSAT ek3eMIulp ce CbhbXpaHsBa B alTekara Ha
Je4yeOHO 3aBe/IeHHe, a BTOPUAT - B CbOTBETHOTO OTAEJICHHUE B MPOIBIDKEHNUE HA 5 TOJMHH.

Y. 22. (M3m. - [IB, 6p. 95 ot 2014 r.) Penenture mo un. 21, an. 1 ca BanuaHu 3a cpok 15
ITHU OT JaTara Ha U3IaBaHETO WM.

Paznen IV.
[IpeanucBane Ha J€KapCTBEHU MPOAYKTH, 3aIUIAIAHN HAITBIHO Wiau yacTudHO oT H30K

Ya. 23. (1) (Hom. - JIB, 6p. 81 ot 2013 r.) JIumara o wi. 4, an. 1, paborenu B jeueOHN
3aBeJIeHHs 3a W3BBHOONHWYHA TMOMOLI, B u3NbJIHeHHEe Ha noroBop ¢ H3OK wmorar na
MPEANUCBAT JEKAPCTBEHNU NMPOAYKTH MO 4. 262, anm. 6, T. 1 or 3akoHa 3a JIEKapCTBEHUTE
OpoAYKTH B XymaHHarta MeaunuHa (3JIIIXM) 3a nedeHue Ha  3aQBJDKUTEITHO
3apaBHoocurypenu juina (330J1), 3amnamaan HanbIHO Wik yactudHo oT H30K 3a momarnHo
JieueHHe Ha TEPUTOPHUATA Ha CTpaHaTa 3a 3a00JIABaHus, ONpeAeeHu ¢ HapeabdaTa mo wi. 45,
ai. 3 330.

(2) U3BBH cayuyauTe no aj. 1 J1ekapcTBEHU NPOAYKTH, 3aIUIAIIAHNA HAITBIHO WM YaCTUYHO OT
H3O0K, morar na ce mpenmucBaT OT JeKapu/JeKapu MO JACHTAJIHA MEIWIIMHA, padOTely B



JeueOHN 3aBeACHUS 3a M3BHHOOIHWYHA MOMOIN mo 4i. 5, ain. 1 oT 3akoHa 3a jJeucOHUTE
3aBEJICHHS, KOUTO ca KbM MUHHCTEPCTBOTO HA IPABOCHIMETO.

(3) JlexkapcTBeHU MPOJYKTH, 3arlialllaHd HanbJIHO Wik yactuyHo oT H30K, morar na 6baar
MPEINUCBaHN Ha 3JPAaBHOOCUTYPEHH OBJITapCKH TpakJaHH, JHIA C TPAaBO Ha 3paBHO
OCHUTYpsIBaHE, YAOCTOBEPEHO OT JIpyra JbprkaBa - wieHka Ha EC, WU ChIrIIacHO JBYCTpaHHU
CIOro1ou.

(4) (U3m. - [IB, Op. 81 ot 2013 r.) Jlumara no un. 4, an. 1, cnenuanucta mo npoduia Ha
3abonsBaHeTo, padorem no goroBop ¢ H30K B nedeOHHM 3aBeieHUs 33 M3BBHOOTHHYHA
MOMOI WJIM CHEMUAIM3UpPAHU KOMHUCHHM B JICYCOHHM 3aBeJCHHUS 3a OOJIHWYHA TTOMOIII,
cxrounin torosop ¢ H30K, mMoraT ga u3maaBat mpoTOKOJIH 3a MPEANMCBaHe Ha JICKAPCTBEHU
npoayktu, 3amnamanu or H30K/Pernonannara 3npasaoocurypurenta kaca (P30K).

Y. 23a. (Hos - 1B, 6p. 81 or 2013 ., oT™. - IB, 6p. 95 o1 2014 1.)

Y. 24. (1) (M3m. - [IB, 6p. 81 ot 2013 r.) JIekapcTBEeHHTE POAYKTH, KOUTO HAITBIHO MU
yactuyHo ce 3amnamar ot H30K 3a momamiHo jedeHue, ce MpeamucBaT Ha pelenTypHa
omanka (oopazer; M3 - H30K Ne 5 o nmpunoxxernne Ne 6), petienitypHa 6manka (odpazern; M3 -
H30K Ne 5A mo npunoxenue Ne 7) wnm 3a TAX ce€ H3JaBa NPOTOKod (oOpasern Mo
npuiioxkeHne Ne 8) 1o pes, onpezesieH B HalMOHAJIHUTE PaMKOBU JIOTOBOpH 1o wi. 53, ai. 1
330.

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

1. peenitypHa Ganka (oopaserr M3 - H30K Ne 5 no npuoskerne Ne 6) - 3a peIiucBaHe Ha
JIEKapCTBEHH MTPOAYKTH 3a JieueHHe Ha 3a00JIIBaHuUs, B KOJMYECTBA 3a He rmoBeue oT 30 qHwm;
2. (u3m. - 1B, 6p. 95 ot 2014 r.) penentypna Onanka (oo6pazery M3 - H30K Ne 5A mo
npuitokeHne Ne 7) - 3a mpenucBaHe Ha JIGKAPCTBCHU MPOMYKTH 32 JICYCHUE HA XPOHUYHHU
3a0oIsBaHMsI, B KOJIM4YECTBa 3a He moseye oT 100 qHu.

(3) HenomrbiiHeHMTE TIOJI€TA B PEIIENITYPHUTE OJIAHKH 110 ajl. | ce aHynupar c¢be 3HaKk "Z".

(4) PenentypHute 61aHku 1o aj. 1 ce W3/aBar B JBa €K3EMILISAPA.

(5) Jlumata mo wi. 23 MoraT Aa pa3nedarBaT oOpaslMTe Ha JOKYMEHTHUTE Mo aji. 1, KaTo
CBILUTE ChIBPKAT 3aABDKUTEITHO BCHUKU PEKBU3UTH.

Y. 24a. (Hos - JIB, Op. 15 ot 2014 r.) Korato na 330JI ce mpeamucBar JeKapcTBEHU
MPOAYKTH, C M3KIIOUEHHE Ha JIeKapCTBEHUTE MpoAykTu mo ui. 174 3JIIIXM, 3annamanu
HambaHO uin yactuyHo oT H3OK, penentypuute OnaHku mo uwi. 24 cieasa ga ChAbpKaT
BCHUYKH JaHHM, TOCOYEHHU B NpuiiokeHune Ne 4a, koraTo ce IiaHupa Jia ce U3IbJIHABAT B Apyra
IbprKaBa YiICHKA.

Y. 25. (1) Jlumara mo ui. 23 BOUCBAT B aMOYJIaTOPHHS JIUCT, KOMTO Ce ChbXPaHSBa B JOCUETO
Ha 330JI 3a OTYETHOCT U KOHTPOJI, CAECTHUTE TaHHU OT perenTute no 4i. 24, an. 1: koa Ha
H30K, MKb xon Ha 3abomsiBaHero mo Hapeabara mo un. 45, an. 3 330, curHarypa,
MPEANUCAaHO KOJMYECTBO U IHUTE, 32 KOUTO € JOCTATHhYHO MPEAMUCAHOTO KOJTUIECTBO.

(2) Jarara nHa w3gaBaHe Ha pelenTaTa cjienBa Ja ChBIOAJa C JaraTa Ha HW3JlaBaHe Ha
amMOyJIaTOpHHUS JIUCT.

Yn. 26. (1) Jlunara mo 4i. 23 uMat mpaBo Ja MPEANUCBAT HA €HA pPEIenTypHa OJaHKa 110
TPH JIEKAPCTBEHU MPOJYKTA, CBBP3aHH C JICYCHHETO Ha JI0 TPHU Pa3IHyuHU 3a00JsBaHUS, a Ha
€/IMH TIPOTOKOJI - €/IMH JIEKAPCTBEH MPOIYKT B JI0 TPH JI030BH SAMHHUIH 32 €IHO 3a00JIsIBaHE.

(2) Ilpomenu B mpeUCaHUTE JIEKAPCTBEHH MPOAYKTH MO perenTypHa 6imanka (oopaszen M3 -
H30K Ne 5 mo mpunokenue Ne 6) mMoxke &a mpaBU camoO JICKapsIT/JIEKapsT MO JCHTalHa



MEAWIIMHA, W3/all pelenrara, KaTo 3a I[eiTa CHIMUAT aHyJaupa HEW3IbIHEHaTa perenta u
u3J/1aBa HOBA.

(3) Ilpomenu B mpeITMcCaHUTE JISKAPCTBEHH MPOIYKTH 1O perenTypHa Oimanka (oopazen M3 -
H30K Ne 5A mno mpunoxkenne No 7) MOXe Ja MpaBH CaMoO JICKApAT/JIEKApAT IO JICHTalHA
MEJUIIMHA, U3l pelernTara, Karo 3a IeTa ChIIUIAT aHyJupa HEU3MbJIHEHUTE OTPSA3bLU OT
Hesl ¥ U3/1aBa HOBA.

(4) B cayuaunte mo an. 2 um 3 gupmara no ui. 23 3axbipkuTenHo usuckear ot 330J1
pelenTypHuTe ONaHKA WM OTPSI3bIM OT PELUENTypHU ONaHKH, KOUTO TOJIeKaT Ha
aHynupaHe. AHYJIUPAHUTE PEHENTYpPHH ONAaHKUA WU OTPS3BIU OT PEIENTYpHU OJAHKHU Ce
cbxpansBaT B jgocueto Ha 330JI, mpukpeneHM KbM amOylIaTOpHUS JIMCT OT JaTara Ha
TAXHOTO M3/IaBaHeE.

(5) pum wuskiIrOouBaHe HaA JIEKAPCTBEHM NPOAYKTH OT TMO3UTHUBHMS JIEKApCTBEH CIIHCHK
W3IaJICHUTE PELENTU CE€ aHyJIupar Mo peaa Ha aji. 2, 3 u 4, KaTo MalMeHTUTE HEe 3aruiamar
cymara o wi. 37, an. 1, 1. 1 330, ako He ce Hajlara oka3BaHE HAa MEAUIMHCKA TOMOIII.

Y. 27. (1) Jlunata mo wi. 23 uMat npaBo Ja MpeanucBar JEKapCcTBEHU MPOIYKTH, 32 KOUTO
H3O0K nanbaHO WK YaCTUYHO 3aIlIalla, B CJICIHATE KOJINIECTBA:

1. 3a JeyeHUe HA OCTPU CHCTOSHUS - ICKAPCTBEHH MIPOIYKTH 3a HE moBeue oT 10 qHu;

2. (u3m. - JIB, 6p. 95 ot 2014 r.) 3a 5neyeHHe Ha XPOHWYHU 3a00JISIBAaHUS - JICKAPCTBEHU
MPOAYyKTH 3a He moBeue oT 100 1HuU, IpeanucaHy Ha JI0 TPU OTPsA3bKa OT pelenTypHa OlaHka
(o6pazer; M3 - H30K Ne 5A no nmpunoskenue Ne 7) nim Ha peuentypHa Omanka (o6pazen M3
- H3OK Ne 5 o mpusioxenue Ne 6).

(2) JInnara no 4. 23 nmocoyBaT B peleNTypHUTE OaHku 1o wi. 24, an. 1 u B aMOynaTopHUs
JUCT CPOKa, 3a KOUTO Ce MpeIucBa.

(3) (Hom. - JIB, Op. 95 ot 2014 r.) B cayuyaute mo an. 1, T. 2 ce nmpeanucBaT JeKapCTBEHU
NPOAYKTH Ha €IMH OTps3bK 3a He moBeue oT 30 JHM, OCBEH KOraTo JIMICBA MOAXOJAIIA
OIAaKOBKa CHIVIACHO CHMChKa Mo wi. 262, an. 1 or 3akoHa 3a JIEKapCTBEHUTE MPOJIYKTH B
xymanHara MmeauuuHa (3JIIIXM) unm koraTo jekapcTBEHUTE MPOAYKTH C€ MPEANHCBaT B
KOJIMuecTBa 3a noseue ot 90 aHu.

Yn. 28. Ha peuenrtypuute Omanku mo wi. 24, an. 1 He moraT ga ObaarT MpeaITUCBaHU
€HOBPEMEHHO JIEKapCTBEHU ITPOLYKTH:

1. Ha3HA4YeHW C TPOTOKOJN MO Wi. 24, an. 1 W TakuBa, KOUTO HE Ca HA3HAYEHU C TaKbB
IIPOTOKOJT;

2. Ha3HAYEeHHU C MOBEYE OT €UH MPOTOKOJ 1Mo uil. 24, an. 1.

Ya. 29. (1) Jlumata mo wi. 23 ca moexHA ga yBenomsatT 330J1 - pecn. HEToB poauTen,
HAaCTOMHUK WJIM MOIMEUYUTEN, WIN JIMLIETO 1o wi. 162, an. 3 ot 3akoHa 3a 37paBeTo, 3a BUJa Ha
MPEANUCAHUTE JICKAPCTBEHU MPOIYKTH, TIXHOTO JIEUCTBHE, HEXKEIIAaH! JIEKAPCTBEHU PEaKITNH,
ped ¥ HauMH Ha MpPUEMaHe, 32 cymaTa, KOsITO CJIe[IBa J1a 3aIlJIaTh, aKO JIEKAPCTBEHUAT MPOIYKT
ce 3amnramia yactuuao ot H30K.

(2) YBenomsiBanero Ha 330JI, pecr. HEroBUs POIUTEN, HACTOWHUK, MOMEUUTEN MU JIUIIETO
mo wi. 162, an. 3 oT 3akoHa 3a 3/1paBeTo, C€ yAOCTOBEpsiBa C MOJIUCAa My B aMOyJIaTOpPHUS
JIACT.

Y. 30. (1) Penenture, u3nucanu 1o peaa Ha TO3U pasjiel, UMaT CPOK Ha BAIUAHOCT CYMTAHO
OT JIaTaTa Ha W3/1aBaHe, KaKTO CIIe/IBa:

1. no 15 xaneHgapHu JTHHM - 3a peuentypHa Omanka (oOpazen M3 - H30K Ne 5 mo
npuiokenrue Ne 6) u 3a oTps3bk A oT perientypHa Oyanka (o6pazernr M3 - H30K Ne 5A mo
npuitoxerue Ne 7);



2. 1o 45 xaneHgapHH THU - 32 OTPsA3bK B oT penentypna 6anka (oopazery M3 - H30K Ne SA
o npuiaoxenue Ne 7);

3. no 75 kanenaapHu JHH - 32 oTps3bK C oT pernentypHa 6manka (oopazerr M3 - H30K Ne SA
o npuaoxenue Ne 7).

(2) Otnennure oTps3bIM Ha penentypHa Onanka (oOpazen M3 - H3OK Ne 5A mo
npuiiokenrne Ne 7) ce MU3MBIHABAT MOCJIEI0BATENIHO B CIEIHUTE CPOKOBE CUYMTAHO OT Jarara
Ha U3/1aBaHETO MU:

1. no 15 kaneHaapHu IHU - 32 OTPSI3BK A;

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

3. (u3m. - IB, Op. 95 ot 2014 1.) oT 50 no 75 xaneHgapHU AHH - 32 OTpsA3bK C.

(3) (U3m. - 1B, 6p. 81 ot 2013 r.) IIpoTokonure no wi. 24, ain. 1 umaT Cpok Ha BaIUAHOCT 10
180 xaneHmapHM [JHM CYMTAaHO OT Jarata Ha 3aBepsiBaHETO UM B PerunonanHara
3[IpaBHOOCUTYpHUTEITHA Kaca.

Paznen V.
[IpennucBane Ha JeKapCTBEHH MPOAYKTH B JieueOHU 3aBeneHus che ctanuonap (Hos - /1B,
op. 81 or 2013 T.)

Y. 30a. (Hos - IB, 6p. 81 ot 2013 1.) (1) (M3m. - JIB, 6p. 95 ot 2014 r.) [IpennucBanero Ha
JICKapCTBEHH MPOYKTH B JICYCOHH 3aBEICHUS ChC CTALMOHAP 38 XOCIUTAIN3UPAHU TAUEHTH
ce U3BBPIIBA Ha JIEKAPCTBEH JIUCT ChIVIACHO MpuiioxeHue Ne Sa.

(2) (U3m. - ]IB, 6p. 95 ot 2014 r.) JIekapcTBeHUAT JIUCT O MpuiioxkeHne Ne Sa moxe 1a Obae
U caMo B eJIeKTpOHHA opMa, KaTo ce MOJAINKCBA ChITIACHO 3aKOHA 32 EJIEKTPOHHUS JOKYMEHT
Y eNIEKTPOHHHUS MTOJIITHC.

(3) (M3m. - B, 6p. 95 ot 2014 r.) JlekapcTBEHUAT JHUCT C€ MOMBJIBA B JIBa €K3EMILISIPA,
MOJIIHICBA CE OT JIEKYBAIIWs JIEKap U HaYaJHUKa Ha OTIIEJIEHUETO, CJIe]] KOETO Ce TpeaaBa 3a
U3MbJIHEHHEe B OonmHWYHAaTa anTeka. CpoKbT Ha ChbXpaHEHHE Ha JIEKapCTBEHUS JHUCT € 5
TOJTUHH.

(4) (HoBa - JIB, Op. 95 ot 2014 r.) JlekapCcTBEHHST JTUCT MOXKE Ja OBJ€ CHCTABIH U
OTIIeYaTBaH upe3 CrenuaIn3upan copTyep, KaTo 3aIbKUTETHO ChAbpPkKA BCHUKU PEKBU3ZHUTH.

Ya. 3006. (Hos - B, 6p. 81 ot 2013 r.) (1) IIpeanucBaHeTo Ha JEKapCTBEHU MPOAYKTH,
ChIbPKAIM HAPKOTHYHU BelecTBa OT mpuiiokeHus Ne 2 m 3 kpM wi. 3, T. 2 U 3 oOT
HapenOata 3a pena 3a xiacuuiypaHe Ha pacTEHUSITa M BelecTBaTa KaTO HApKOTHUYHH, B
ne4eOHUTE 3aBEJCHHUS] ChC CTALMOHAp 3a XOCHUTAJIM3UpAaHUTE OOJHM C€ W3BbpIIBA Ha
OTJIEJIEH JIEKApCTBEH JIHCT.

(2) (U3m. - JIB, 6p. 95 ot 2014 r.) JIekapCTBEHHUSAT JIUCT MO ajl. 1 ce MOmbJIBa B ChOTBETCTBHE
c wi. 30a, an. 3 u 4, KaTo HE ce JOMycKa U3aBaHETO MY CaMo B eJeKTpoHHA Gopma. CpoKbT
Ha CbXpaHEHUE Ha JIEKAPCTBEHUS JIUCT € 5 TOAUHU.

Ya. 30B. (Hos - /IB, 6p. 81 ot 2013 1.) (1) [IpeanucBaneTo Ha JIEKapCTBEHU MPOIYKTH IO UII.
30r, an. 4, T. 2 ce U3BBPIIBA HA CHIEIMATHUTE pelienTypHH Onanku mo wi. 11.

(2) CnernmanHaTa perientypHa OjaHKa 1Mo all. 1 ce u3aBa B TPU €K3eMIUIApa, IbPBUTE J1BA OT
KOUTO Ce IpelnaBaT OT MalUeHTa B OOJIHWYHATA alTeKa, a TPETHSAT Ce ChbXpaHsiBa OT
JIEKyBaIIUs JIeKap.

(3) IIpennucanute E€KapcTBEHM NPOAYKTHM MO ajl. 1 ce BOMCBAT B MEIUIIMHCKATa
JIOKYMEHTAIUs Ha MMallieHTa.



Y. 30r. (Hos - IB, 6p. 81 or 2013 r.) (1) JlekapcTBeHu mpoAyKTH 1o wi. 262, ain. 6, T. 2
3JIIIXM, 3amnamanu HanbjaHo ot H3OK, morar na mpeanucBar nunara nmo wi. 4, an. 1,
paboremu B jieueOHHM 3aBeleHHS 3a OOJIHWYHA TIOMOII TO KIMHUYHU THTCKU/KIMHUYHU
nponeaypu/mpoueaypu mo Hapenda Ne 40 ot 2004 r. 3a onpeensiHe Ha OCHOBHHUS IMaKET OT
3[IpaBHU JEHHOCTH, TapaHTHpaH OT OroKkeTa Ha HamuoHanHaTa 31paBHOOCUTYpUTENTHA Kaca
(IB, 6p. 112 ot 2004 T.).

(2) Koraro ceriacHo Hapeabara mo aj. | JeKapCTBEHUTE MPOAYKTH 3a 3JI0KAUYE€CTBEHU
3a0onaBanus ce 3amtam@ar oT H30K u3BbH 1leHaTa Ha KIMHUYHUTE ITBTEKH/KIMHHUYHUTE
MPOLIEAYPH, CBHIIUTE CE€ MPEANUCBAT M IMpUiaraT ChIIaCHO TEPareBTUYHUTE CXEMU 3a
JIYeHHE B CHOTBETCTBUE C HALIMOHAIHUS PAMKOB JIOTOBOP 32 MEAMIIMHCKUTE JEHHOCTH 1O 4.
53, an. 1 330.

(3) (M3m. - JIB, 6p. 95 ot 2014 r.) JlekapcTBEHUTE MPOIYKTH IO . 2, C U3KIIOUYCHUE HA
ONMOMTHHUTE AHAITETHIM, C€ MPEIIICBAT M0 MPEUIOKEHNE Ha JIEKYBalIHs JIeKap/JIeKkap 1o
JICHTaJTHA MEJUIIMHA, KOETO C€ 0100psiBa OT KOMHCHUS B ChCTaB OT Hail-MalIko TpUMa JIeKapu,
olpeziefieHa ChC 3al0BEJ Ha PHKOBOJUTENS Ha JIe4ueOHOTO 3aBeleHHE. 3a cBosiTa paboTa
KOMUCHSITA U3TOTBS pElIeHHe Mo o0pasell chriiacHo npuioxkeHue Ne 80, a 3a nmpeAnrcBaHe Ha
JIEKapCTBEHM NPOAYKTU 3a JICUEHUE Ha 3JIOKAYECTBEHM 3a00JsIBaHUS B XEMaTOJIOTHATA
chIJacHO npuiiokeHue Ne 8B, KOUTO BajKaT 3a CPOK LIECT Mecela.

(4) Jlumara mo an. 1 morar ma mpeamucBar Ha 330J1 cbc 3JI0KaYeCTBCHH 3a00JISIBAHHS
JIEKapCTBEHH MPOJIYKTH 3a JICUCHUE/MPOAbIKaBaHEe Ha JICUEHHWETO B WM3BBH CTAllMOHAPHU
yCJIOBUS, KaKTO CJI€/BA!

1. JexapcTBeHU MPOIYKTH 3a MEpopajHa MpUIIEeTHA MPOTUBOTYMOpPHA TEpamusi U MepopaiHa
XUMUOTepanus - npu aexocnuranmzanus Ha 330J1, TexkyBaHu B CHIIOTO JIeUeOHO 3aBEICHHE
M0 KJIMHUYHU TBTEKU WIM KIMHUYHA TPOIeypa 3a CHUCTEMHO JIEKAPCTBEHO JICUCHHE IMPU
3J10Ka4YeCTBEHHU 3200 IIBaHNA,

2. ONMOUIHY aHAITETHUIH - TIPU TUCTIAHCEPHO HAOII0IeHNE MPHU 3JI0KaYeCTBEHH 300 IsIBaHUS
Y TIPH BPOJICHU XEMaTOJIOTUIHH 3200JISIBAHHSI.

(5) B ciydaute no an. 4, 1. 1 330J1 cienBa na ca JieKyBaHM 10 KJIMHUYHM ITBTEKH, ITOCOYEHU
B npuniokeHue Ne 5 Ha Hapenba Ne 40 ot 2004 r. 3a ompezensiHe HA OCHOBHHUS IAkKeT OT
3/IpaBHU JEHHOCTH, TapaHTUPaH OT OrokeTa Ha HarmoHnanHaTa 31paBHOOCUTYpUTENIHA Kaca,
IIpY KOUTO CTOMHOCTTA Ha JIeKapcTBEHUTE MpoaykTH ce 3armtama or H30K u3BbH 1ieHaTa Ha
IbTEKaTA.

Y. 30a. (Hos - IB, 6p. 81 ot 2013 r.) (1) (M3m. - B, Op. 95 ot 2014 r.) JlekapcTBeHUTE
npoayktu no wi. 30r, an. 4, 1. 1 ce mpeanucBar Ha penentypHa 6ianka (oopazerr M3 H30K
Ne 6 nmo mpunoxxenne Ne 8r) 3a nedyeHue Ha 370Ka4eCTBEHHU 3a00JsIBaHUS B KOJIMYECTBA 32 HE
noseye ot 30 qHU.

(2) PenentypHara Gnanka mo ai. 1 ce u3gaBa B JBa €K3EMIUIApa, MBPBHUAT OT KOUTO C€
Ipe/iaBa uype3 MalMeHTa Ha anTeKaTa Ha J1e4eOHOTO 3aBeJCHHE ChC CTAllMOHAp, a BTOPUST Ce
ChXpaHsBa OT JIEKYBAIH JIEKap/JIeKap 1o ACHTAIHA METUIMHA.

(3) Pettenitute ca BamuaHU 3a CPOK 15 qHU OT maTaTa Ha U37aBAHETO MM.

(4) JIunara mo un. 30r, an. 1 morar ja pasmeyaTrBaT oOpa3lUTe Ha JOKYMEHTHUTE 1o ai. 1,
KaTO CHIIUTE CHABPIKAT 33IBJKUTEITHO BCHUKH PEKBU3HTH.

I'maBa YETBBPTA.
OTIITYCKAHE HA JIEKAPCTBEHU [TPOAYKTHU

Paznen I
IIpueMaHe 1 U3NBIHEHNE HA JICKAPCTBEHUTE IIPEANIMCAHUS



Y. 31. (1) (Ilpequmien teker Ha wi. 31 - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.)
[Ipn npuemMaHeTo Ha peHENTUTE U JIEKAPCTBEHHUTE JMCTOBE MarucTbp-(apMaleBThT ce
3aJbJDKaBa J1a:

1. mpoBepsiBa Aanu ca Cclia3eHd U3MCKBAHUATA HA IJIaBH BTOPA U TPETA,

2. HE OTITyCKa JICKAPCTBEHU MPOYKTH CPEILy TAJOHH 32 OTCTHIIKA WU APYTH JOMBIHUTECITHU
MaTepuay, HePEeABUICH! B Ta3u Hapeaoa wim 3JITIXM;

3. (u3m. - [IB, Op. 81 ot 2013 r.) OCTOMHOCTSBA NPEANUCAHUTE JIEKAPCTBEHU MPOJYKTH U CE
MOJINKCBA; CIOMAraTeIHUTEe MaTepUald U OMAKOBKUTE, KOUTO C€ U3IOJI3BAT 3a JIEKAPCTBEHU
MPOJYKTH, IPUTOTBEHH 110 MarucTpaiHa u GapMakorneiiHa perenTypa B anTeKuTe, Ce BIUCBAT
0 BUJI M KOJIMUYECTBO U CE€ OCTOMHOCTABAT chriacHo Hapenbara 3a yciaoBusTa, mpaBuiaTa u
pena 3a peryiwpaHe W PEerUCTPUpAHE Ha LEHUTE Ha JICKAPCTBEHHUTE MPOAYKTH, TpUETa C
[Toctanosnenue Ne 97 na Munucrepcku cbBeT ot 2013 . (JIB, Op. 40 ot 2013 1.);

4. BIMCBa BCsIKa M3ITBJIHEHA PEIENTa B JIHEBHUK 32 PETHCTPUPAHE HA PEICIITH.

(2) (HoBa - IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) /[HeBHUKBT 3a peruCcTpUpaHe HA
perienTa 110 ai. 1, T. 4 MOXe J1a ce BOJM KaKTO HA XapTUEH, TaKa U HA CJIEKTPOHECH HOCHUTE.

Ya. 32. (1) B anrekara 3aab/DKUTEIHO CE€ ChXpaHsABAa B IPOJBIDKEHHE HA MET TOJAWHU
nHpopManus 3a:

1. mpueTHTe M U3ITBIHEHUTE PELEIITH;

2. MOJIy4€HHUTE JICKAPCTBEHU MPOAYKTH IO MAPTHUIH.

(2) (U3m. - AB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha Bcsika perierita MaructTbp-
(dapmaleBThT MOCTaBs IeyaT, KOWTO ChIbp)Ka HOMEpa M JaTaTa Ha pa3pelieHueTo 3a
THPrOBUs Ha IPEOHO C JIEKAPCTBEHH MPOILYKTH.

(3) (Hosa - IB, op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Peuenture ce moamucBar ot
MarucTbp-(gapmaineBra, KOWTO H3MBJIHSABA NPEANHUCAHUETO W/WIM OTIyCKa JIEKApCTBEHHUTE
npoaykTH. Ha Bcsika perienta MarucTbp-(hapMaleBThT HOCTaBs:

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

2. YUH Ha oTnyckamus MarucTbp-(papmarienT.

Y. 33. (1) B anrexute penenTUTe ce U3MBJIHABAT IPUOPUTETHO 1O CIICAHUS PE:

1. peuentu ¢ ykazanue "nurto", "mUTHCUMO" MM "cTaTUM" ce M3MBIHABAT HE3a0aBHO, KaToO
BBPXY TX ce 0TOesA3Ba YachT HAa MOCTHIIBAHETO B allTeKaTa U Ha U3IbJIHEHUETO 1M;

2. peuernity 3a nena a0 14 roauHwu;

3. BCHYKHM OCTaHAJIM PELENTH C€ U3IBJIHABAT 10 PEIA HA TIOCTBIIBAHETO UM.

(2) JlexapcTBeHM MPOAYKTH, MPUTOTBEHU O MarucTpajiHa U ¢apMmakolrelHa pelentypa, ce
MIPUTOTBAT B paMKUTE Ha 24 yaca OT MPUEMAHETO Ha pellenraTa.

Y. 34. (1) Ilpu oTnyckaHe Ha IpeANKUCaHH JEKApCTBEHU MPOAYKTH C€ Clia3Ba CISTHUAT pell:
1. (m3m. - [IB, Op. 81 ot 2013 r.) KOraTto JEKapCTBEHUSAT MPOAYKT € MpEANHcaH dYpe3
MEXJIYHApPOJAHO HEMaTeHTHO WM (apMakonmelHHO HaMMEHOBAHHME Ha JIEKapCTBEHOTO
BEIIECTBO, CE€ OTIIyCKa JIEKApCTBEH NPOAYKT, pa3pelleH 3a ymnorpeda B CTpaHaTa, KOWTO
ChJbpPKa MPEANNCAHOTO aKTUBHO BEIIECTBO, KAaTO 3aJbJKUTEIHO CE€ CIa3BaT IpellucaHaTa
JeKapcTBeHa (popma U KOJIMYECTBOTO B /1030Ba €IMHHUIIA;

2. KOrarTo JIEKapCTBEHUSAT NPOAYKT € MPEANKCAH MO/ ThPrOBCKO HAMMEHOBAHME, CE OTIIyCKa
TOYHO MPEIIUCAHUST MPOIYKT.

(2) Koraro anTekara He pasmosiara ¢ MpeINUCAHUs JIEKAPCTBEH MPOIYKT, MarucThbp-
(hapMaleBThT € JUITbXKEH Ja TO OCUTYpHU B CpoK 10 24 daca. B To3u cinyuait natara u yachT Ha
IIOCTBHIIBAHETO HA PELIENITaTa CE OTPa3siBaT BbPXY Hesl.



Ya. 35. (1) Caen ormyckaHeTo Ha NPEINMCAHUTE JIEKAPCTBEHM IPOLYKTH pelenTara ce
BpbIlla HA IPUHOCUTENS H.

(2) (U3m. - B, 6p. 94 ot 2011 r.) B antekute Ha JieueOHUTE 3aBEJCHHS ChC CTAIMOHAD,
CKJIIFOUMIIM JoTOBOp 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pema 3a 3amiamaHe OT
permyOarKaHCKuUs OI0/DKET Ha JCYSHHETO Ha OBIrapCKUTEe TPaXKAaHu 3a 3a00JIABaHUs, H3BBH
o0xBaTa Ha 3aJAbJDKUTEITHOTO 3/PAaBHO OCHIYpsIBaHE, CE€ 3aJbp’kKa E€IUHUAT EK3EMIUISp Ha
penenrara.

(3) B anrrekara ce 3aappikaT BTOPHAT €K3eMILUIIp OoT perentute odpaszer M3 - H30OK Ne 5 o
npusoxenne Ne 6, BTOpUAT €K3eMIUISIp OT OTPSA3BLUTE Ha pelenTypHa Oianka obpaszern M3 -
H30K Ne 5A o npuinokerre Ne 7 1 KoImust OT IpOoToKoyuTe (00paserr mo npuinokenue Ne 8),
YUUTO PEKBU3UTH HE CE€ MOMBJBAT OT alTeKaTa U KOUTO CE ChXpaHsABAT B alTeKkara elIHa
roJHa, CYUTAHO OT JaTara Ha TAXHOTO U3I'bJIHEHUE.

Y. 36. Ilpu ormyckane Ha JIEKapCTBEHH MPOAYKTH MArucThbp-QpapManeBThT € UTbKEH 1a
npenoctaBd MHGOpMAIMs W CHhBETH Ha IMAIMEHTUTE, WM3pa3eHH SCHO, Ha €3WK, JIECEH 3a
BB3MpUEMaHe, OTHOCHO 0e30MacHOTO H e(EeKTHBHOTO MpUEeMaHe M U3MOJ3BaHE Ha
JIEKapCTBEHUTE MPOIAYKTH.

Y. 37. (1) Ilpeanucanus, KOUTO HE OTIOBapAT HAa U3UCKBAHUATA [0 TJIaBU BTOpPA U TPETa, HE
Ce U3ITBbJIHABAT.

(2) IIpu BB3HUKHAIO CBMHEHHE OTHOCHO MPEAMUCAHOTO B PeLenTaTa MarucTbp-hapmManeBThT
€ JUTBbXKEH, MpeIu Ja OTIyCHE JIEKapCTBEHUs IMPOAYKT, /1a C€ KOHCYJITHpA C MpeANucans
peLenTara jgekap.

Y. 38. He ce oTnyckar jekapcTBEHU MPOAYKTH IO KOMKE HAa OPUTHHATIHA PELenTa.

Y. 39. Ilpeau otmyckaHe Ha JIEKQpCTBEHU NMPOAYKTU 0€3 perenta MarucTbp-(hapmMalneBThT
HarlOMHS Ha MalMeHTa Mpeayu ynorpeba Ja npoyete HHGOpMalOHHATa JIUCTOBKA.

Paznen 1I.
OTtmyckaHe Ha JIeKapCTBEHU NMPOAYKTH, ChAbPIKAIIN HAPKOTHYHU BEIIECTBA

Y. 40. JlekapcTBEHU NMPOAYKTH, ChIBPKAIM HAPKOTUYHHU BEIIECTBA, MPEANUCAHU MO peaa
Ha rjaBa Tpeta, paszaen I, ce oTnyckar B anTeku, KOUTO:

1. ca momy4YnIM JHUIEH3US 32 ThProBHs Ha IPeOHO U ChXpaHsABaHE Ha HAPKOTUYHH BELIECTBA
o peaa Ha 3KHBIT;

2. ce HaMHpaT Ha TePUTOPHATA Ha 00JACTTa MO MECTOM3IaBaHe Ha pellenTara.

Ya. 41. (1) (M3m. - B, 6p. 81 or 2013 r.) IIpu mpuemane Ha peLENTUTE MarucTbp-
(hapMaleBThT 33AbHDKUTEIHO MPOBEPSIBA Jalld ca CIAa3€HU M3UCKBAHUATA 32 MpECcBaHe Ha
JIEKapCTBEHH NPOAYKTH, CBhABpXKAIM HAPKOTHMYHU BELIECTBA, M HA IIbPBHUS EK3EMIUIIP
oT0ensi3Ba TpUTE MMEHA U JIaHHUTE OT JIOKYMEHTa 3a CaMOJMYHOCT Ha MIPUHOCHUTENs Ha
penenrara.

(2) (U3m. - JIB, 6p. 81 ot 2013 r.) [IppBUTE EK3EMILISAPH OT PEIENTHTE CE MOJPEKIAT B
XPOHOJIOTUYEH peJl, KaTo HeoOXoaumara MHpOpMaLus OT TAX Ce BBbBEXKIA B CIECLUAIHUSA
peructsp, chriaacHo ui. 3 ot Hapeaba Ne 21 or 2000 r. 3a H3UCKBaHUATA KbM
JOKYMEHTAIUATa U OTUETHOCTTA IIPU M3BBPILIBAHE HA JIEMHOCTU C HAPKOTHYHU BEILIECTBA U
JIEKapCTBEHU MPOJYKTH, ChAbpKAIIM HApKOTUYHU BemecTna (/IB, 6p. 86 ot 2000 r.).



(3) (U3m. - IB, 6p. 94 ot 2011 r.) BTOpuTe ek3eMIUIIpH OT PELENTHTE Ce H3Mpamar Ha
MHCIIEKTOpa 10 HapKOTHYHUTE BenlecTBa B P3U mo omnuc Ha XapTHEH U eJ1eKTPOHEH HOCHUTEN
B cpok 110 10 nHU ciex Kpas Ha BCEKU Mecel.

(4) (U3m. - JIB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.)
Korato nexapcTBeHMST mpoaykT mo 4wi. 262, an. 6, T. 1 3JIIIXM, chabpxall HAPKOTUYHU
BemlecTBa, ce 3amamna ot H30K 3a nomaiHo nedyenue, anTekaTta npeaBa BTOPUS €K3EMILIP
ot perenrtara Ha P3OK 3a 0T4ETHOCT U KOHTPOJI B CPOKOBETE, OIPEJICICHN B CKIIOYECHUTE C
P30K norosopu.

(5) (Ot™m. - 1B, 6p. 81 oT 2013 1.)

Y. 42. (1) (U3wm. - IB, 6p. 81 ot 2013 r.) [IbpBUTE €K3EeMIUTSIpU HA PEIENITHTE, [0 KOUTO ca
OTIIyCHaTH JIEKApCTBEHU NPOAYKTH, ChABP)KAIIM HAPKOTUYHU BELIECTBA, C€ 3aJbpiKaT B
anTeKaTa M ce ChbXpaHsIBaT 3a CPOK €Ha F0JIMHA, KaTO C€ MPEACTaBAT Ha KOHTPOJIHUTE OpraHu
IIpU IPOBEPKA.

(2) (U3m. - AB, 6p. 94 ot 2011 r., u3m. - IB, Op. 81 ot 2013 r.) Ciex n3tnyaHe Ha Cpoka 1o
an. 1 peuenrtute ce mpepaBaT ¢ IpUEMHO-IIPeaBaTeIeH IPOTOKOJ Ha uHcnekropute B P3U,
KOUTO I'M ChXpaHsBar 3a cpok 10 roguHm.

Y. 43. (U3m. - 1B, Op. 81 or 2013 r.) 3a0pansiBa ce OTIIyCKaHE Ha JIEKAPCTBEHU MPOAYKTH
0 pelLenTa, NPeANUCaHy MPeaH oBeYe OT 7 THH.

Yia. 44. (1) (U3m. - B, Op. 81 ot 2013 r.) 3abpaHsiBa ce OTHyCKaHE Ha JIEKAPCTBEHU
MPOAYKTH, ChIbPIKAIIN HAPKOTHYHU BeniecTBa OT npuiioskeHust Ne 2 u 3 kpM wi. 3, T. 2 1 3
ot Hapenbara 3a pena 3a kiacuuuypaHe Ha pacTEHUATA U BEIIECTBATa KATO HAPKOTHYHU, B
KOJIMYECTBA, MO-TOJIEMU OT NMPEANUCAHUTE.

(2) Ilpu ycraHoBsiBaHE Ha HECHOTBETCTBHUS B NPEANHUCAHHETO U MAaKCUMAJIHO JOMYCTHMAaTa
703a MarucTbp-papManeBThT B anTeKkara € JUIbKEH Ja Ce KOHCYJITHpa C MNpeArnucanus
pelenrara jgekap.

(3) IIpu HEBB3MOXKHOCT 32 U3IBIHEHWE HA MPEANHUCAHUETO CJIe] KOHCYITAIUsATa Mo ai. 2
pelenTara ce Bpbllla Ha JIeKaps/JeKaps 1o JIeHTaJIHa MeAULIMHA 3a aHyJIHpaHe.

Y. 45. 3abpansiBa ce OTIYCKaHE Ha JISKapCTBEHH MPOJYKTH 10 peAa Ha TO3M pazjiell, Korato
MIPUHOCUTEJIAT Ha perenTara e noj 18 roauHu.

Paznen I11.
OtnyckaHe Ha JIEKApCTBEHW MPOAYKTH, 3aIljlalllaHd HambIHO OT M3 M HambjIHO WIH
gactTuaHo oT H30K

Ya. 46. (1) (U3m. - [IB, O6p. 94 or 2011 r.) OrmyckaHeTO Ha JIGKAPCTBEHU MPOIYKTH,
MpelNucaHu Mo pela Ha riaBa TpeTa, pasgen III, ce u3BbpmBa OT anTeku Ha JiedeOHU
3aBelIeHHUs ChC CTAIMOHAP, CKIIIOUMIIH I0TOBOD 1o pena Ha Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3alUiallaHe OT PeIyOJIMKAHCKUS OFO/DKET Ha JIEYEHHUETO Ha OBJITapCcKUTE TpaKIaHU 3a
3a00JsIBaHMsL, U3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3/IPAaBHO OCUTypsIBAHE.

(2) (Ot™m. - 1B, 6p. 81 ot 2013 r., HOBa - JIB, Op. 68 or 2014 r., B cuna ot 15.08.2014 r.)
OTmyckaHeTo Ha JIEKapCTBEHU MPOAYKTH OT amTeku, pabortemu no porosop ¢ H3OK, ce
W3BBPIIBA B CHOTBETCTBHE C Ta3W Hapenbda W C YCJIOBHATA M pelda 3a CKIIOYBAaHE Ha
WH/IMBUYaJIHU IOTOBOPH 110 Wwi. 45, an. 15 oT 3akoHa 3a 3paBHOTO OCUTypsIBaHE.

(3) (Hom. - AAB, 6p. 81 ot 2013 1., gom. - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1.)
OTmyckaHeTo Ha JIEKapCTBEHU MPOAYKTH, IPEANICAHU 110 pelia Ha TJlaBa TpeTa, pasnen [V, ce



M3BBPIIBA OT MAarkCThp-papMalleBT B anteku, padorenm no gorosop ¢ H30K ¢ u3kmouenue
Ha JIEKApPCTBEHUTE MPOAYKTH MO Wi. 30T, KOUTO ce OTIyCKAT OT OOJIHUYHUTE allTEKH.

(4) (Hosa - 1B, 6p. 81 ot 2013 r.) KoraTo JiekapCTBEHUST MPOIYKT C€ OTIMyCKa B OMAKOBKa,
pa3nuyHa OT OKOHYATeJIHaTa, ce OTOENI3BaT BCUUKU JaHHU OT OKOHYATelHaTa OMaKOBKa Ha
MIPOU3BOIUTEIIS U CE MPEAOCTaBs JINCTOBKATA 32 MallMEHTA.

(5) (Homa - /1B, 6p. 81 ot 2013 1., mom. - ZIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha
oOpaTHara cTpaHa Ha perenTara 3a JIGKapCTBEHUTE MPOAYKTH, OTIYCKaHH 1O peaa Ha 1wi. 21
or Hapen6a Ne 34 ot 2005 r. 3a pema 3a 3amjamjaHe OT PeMyOJUKaHCKHs OFODKET Ha
JICYCHUETO Ha OBJITAPCKUTE TPa)JTaHU 3a 3a00JsIBaHMS, U3BBH 00XBaTa Ha 3aBJIKUTEITHOTO
3apaBHO ocurypsBane" (B, Oop. 95 ot 2005 r.), ce 3amucBaT JaHHUTE OT JUYHATA KapTa
(macnopT) Ha MalMeHTa U Ha MOoJy4yaTessi, KOraTo JICKapCTBEHUTE MPOAYKTH HE C€ MOoJy4yaBat
JIMYHO OT MallHeHTa.

Y. 47. (U3wm. - 1B, 6p. 95 ot 2014 r.) OTnyckaneTo Ha JEeKapCTBEHU MPOAYKTH, PEANUCAHU
Ha peuentypHa Onanka (oopazen M3 - H30K Ne SA no npusnoxxenue Ne 7), ce u3BbplIBa B
paMKuTE Ha BaJIMIHOCT HA OTPS3BIMTE, KATO JaraTa Ha M3I'BJIHEHHWE HAa BCEKU OTPS3BK CE
[I0COYBA BbPXY HETrO U BbPXY CJIEBALIMS OTPSI3IbK.

Ya. 47a. (Hos - JIB, Op. 68 or 2014 r., B cuna ot 15.08.2014 r.) Ilpu ornyckane Ha
JIEKapCTBEHH MPOMYKTH, MPEINMCaHW ITI0 pela Ha TiaBa Tpera, pasnmen IV, maructep-
(bapMareBTHT MPOBEPsIBa 3IPABHOOCUTYPUTEITHHUS CTAaTyC HA MAIUEHTUTE MO PEJl, ONpeesieH
B YCJIOBHSATA U pefia 3a CKIIOYBAHE HAa MHIMBHIYaJIHH JOTOBOPH 1o ui. 45, an. 15 ot 3akoHa
3a 3ApaBHOTO OCUT'YpSIBaHE.

Yn. 476. (Hos - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) (1) IIpu oTmyckane Ha
JIEKapCTBEHM MPOIYKTH M0 4il. 47a penentute U nporokosute ce oruutar npen H30K upes
BbBEXJAaHE Ha HUHPopManusATa, ChIbp)Kalla Cce€ B TIX B €JIEKTPOHHAa 0a3za JaHHU.
W3uckBanusTa KbM copTyepHaTa 6a3a naHHHM, 0OpaboTBalla pelenTuTe U MPOTOKOJIUTE, Ce
onpenensaT cbBMecTHO OT npenacraButenu Ha H30K u Ha bearapckust ¢hapmaneBTuueH Chio3
10 peaa Ha uil. 45, an. 15 or 3akoHa 3a 34paBHOTO OCUT'ypsIBaHE.

(2) BbBexnanero Ha mH(popManuara Mo aja. 1 ce W3BBpIIBA B MOMEHTa Ha OTIyCKaHE Ha
JIEKapCTBEHUTE MPOJIYKTH B MPUEMHOTO MOMEIEHHE Ha anTekaTa OT MarucTbp-(papmalieBTa,
KOWTO OTIYCKa JIEKapCTBEHUTE POAYKTH.

(3) Cpeanara npoABIKUTETHOCT Ha 00paboTBaHe Ha pelenTa 1 OTIyCKaHe Ha MpeIlUCaHuTe
JIEKapCTBEHU MPOJYKTH, MEIUIMHCKU M3eNus U JUEeTUYHM XpaHu € 6 muHytu. CpenHara
IPOABIKUTETHOCT Ha 00pabOTBaHE Ha MPOTOKOJI € 3 MUHYTH.

(4) bpost Ha 00OpaboTeHHMTE pelenTH, BKIYUTETHO M TE€3U MO MPOTOKOIH, CleABa Aa
ChOTBETCTBA Ha Oposi U pabOTHOTO BpeMe Ha MarucTbp-papMaleBTUTE B amnTeKkara Hpu
cbhOOpa3siBaHE C U3MCKBAaHUATA Ha ajl. 3.

(5) B ciyuaii ye B HaceleHO MsCTO CaMO €IMH THProBel] Ha JApeOHO Ha JIeKapCTBEHU
MPOJYKTH € CKIIF0UmMII 1oroBop ¢ HarronanHara 31paBHOOCUTYpUTETHA Kaca 3a OTITyCKaHe Ha
JIEKapCTBEHH MPOJYKTH, MEIUIIMHCKUA U3JENUs U TUETUYHH XpaHHU, OposT Ha oOpaboTeHuTe
OT HEro PEeLEenTd U IMPOTOKOJIM MOXE Ja HaJBUIIaBa TO3U IO al. 4 cjel ChIJacyBaHe C
JUPEKTOpa Ha CBOTBETHAaTa paliOHHA 3JpPaBHOOCUTYPUTENHA Kaca B CBOTBETCTBHUE C
YCJIOBHUSITA U peJla 3a CKI0YBAHE HA WHIUBUIYAITHU JOTOBOpHU Mo wi. 45, an. 15 ot 3akoHa 3a
3/IpaBHOTO OCUTYPSIBAHE.

Y. 48. (1) Penentute ¥ NpOTOKOINUTE HE C€ M3MBJIHABAT U CE BPBIIAT HA MPUHOCUTEIS UM,
KOraro:
1. penentypHara 6J1aHKa HE ChIBPIKA U3ISJIO MOMBIHECHH BCUUKU JaHHH,



2. CPOKBT Ha BAJUIHOCT € U3TEKBI;

3. IpEeaNUCaHusAT JICKapCTBEH MPOAYKT He ce 3amiamnia oT M3, ot H30K wunu He otroBaps Ha
M3MCKBaHUATA, OIPEEJICHU B JoroBopa Ha antekata ¢ H30K;

4. ca 10MyCHATH TPEIIKU U HECHOTBETCTBUS IIPH MOIIbJIBAHE HA OJIAHKUTE;

5. B cllydauTe, KOraTo He ca M3IbJIHCHU U3UCKBaHUsATa HA wi. 7, ai. 1, T. 3.

(2) Maructbp-hapmaineBTbT, OTIYCKAIll JEKaPCTBEHUTE MPOAYKTH, HsIMa MPaBO J1a HaHACS
MOTIPaBKH BBPXY pPeIeNnTypHaTa OJIaHKa, ¢ U3KIIOYCHHUE Ha MOMPABKHU MPU HAIIPABEHH OT HETO
TEXHUYECKH TpelIKM B MOMEHTa Ha M3IbJIHEHHE Ha peuentara. B to3u cioywail Toi ce
MOAMKCBA CPEeIlly HAlIpaBeHAaTa OT HETO KOPEKIHSI.

Paznen IV.
OtmyckaHe Ha JEKapCTBEHH NPOIAYKTH M MEAMLIUHCKH W3JCNUs 10 PELENTH, W3IaJCHHU B
npyra nrppxasa wienka (Hos - B, 6p. 15 ot 2014 1.)

Y. 48a. (Hos - IB, Op. 15 ot 2014 1.) (1) AnTekuTe npu cria3BaHe pas3rnopeONTe Ha pa3iel
I ca IeXHY 1a M3MTBITHSBAT PELENITH, H3/1/ICHH B IpYTa IbpKaBa WICHKA.

(2) Penenture no an. 1 cieasa 1a CbIbpKaT JaHHUTE, IOCOYEHH B IpuiiokeHue Ne 4a.

(3) AnrekuTe ¢ men rapaHTHpaHe NMPHEMCTBEHOCT IPU JICYEHHETO Ha KOHKPETEH MalUueHT
MOraT Ja U3IIBJIHSABAT PELENTH Mo al. 1 U B ciaydanTe, B KOUTO HE ChABPIKAT BCUYKU JaHHU
no npuioxxkeHue Ne 4a, HO ¢ TOBa He ce 3acsira TOYHOTO WACHTU(UIMpPAHE HA NalUEHTa,
MPEINICAaHUTE JIEKAPCTBEHU MPOAYKTH/MEIUIIMTHCKH M3ACTHs, HAYMHBT HA NpUJIaraHe, KakTo
Y MEAMLUHCKUAT CICIUAIIUCT, U3/1aJl peliernTara.

Y. 486. (Hos - /IB, 6p. 15 ot 2014 r.) AnTekuTe He U3MBIHABAT PELEIITH, U3/1aJICHU B Ipyra
bp’KaBa WICHKA, B 4YacCTTa, B KOATO ca TMPEANHCAHU JIEKAPCTBEHHW MPOJIYKTH To 4. 174
3JHIXM.

Paznen V.
OtnyckaHe Ha JIEKQpCTBEHU MPOIYKTH B Jie4eOHU 3aBefeHus cbe crauuoHap ([Ipemumien
paznen 4 - JIB, 6p. 15 ot 2014 1.)

Yn. 49. (1) (U3m. - JIB, 6p. 81 ot 2013 1.) JIekapcTBEeHUTE IPOIYKTH 32 XOCIUTATUZUPAHUTE
MAIMEeHTH Cce OTITYCKaT OT OOJIHWYHATA aIlTeKa.

(2) U3m. - [IB, 6p. 2 ot 2012 r., u3m. - JIB, 6p. 81 ot 2013 r.) Koraro neuebHO 3aBeeHUE
ChC CTallMOHAp HsAMA amTeka, ce mpuiarat 4i. 38 - 3806 or Hapexba Ne 28 ot 2008 r. 3a
YCTPOICTBOTO, peAa M OpraHum3anusara Ha paOoTara Ha anTEKUTe W HOMEHKJATypaTa Ha
neKkapcTBeHuTe MpoaykTu (o6H., [IB, 6p. 109 ot 2008 r.; u3m., 6p. 67 ot 2010 r.). IIpu
CHEIIHN CIy4yal Cce€ OCHUTypsiBa CHaOJsBaHEe C HEOOXOJUMHS JIEKapCTBEH IMPOAYKT BbHB
BB3MOKHO Hal-KpaThK CpOK. 3a IIEeHOOOpa3yBaHETO Ha JIEKApCTBEHUTE MPOJYKTH C€ CIla3BaT
yCIoBHsATa Ha HapenoaTa mo 4wi. 261a, an. 5 3JIIIXM.

Yn. 49a. (Hos - /IB, 6p. 81 ot 2013 r.) [Ipu npuemane Ha J€KapCTBEHUTE JTUCTOBE MarucCThp-
(bapManeBThT 3aIBJDKUTEIHO MIPOBEPsIBA JAaJIM Ca CHa3eHH M3UCKBAHUATA 3a MPE/NHCBaHEe Ha
JIEKapCTBEHM MPOIYKTH 10 1. 8, 14 u 15.

Ya. 50. (1) JlekapcTBeHUTE TPOIYKTH IO JEKAPCTBEHU JIMCTOBE C€ OTMYCKAT MOOTEITHO 3a
BCEKH MAIMEHT, KaTO BCEKU BUJI JIEKAPCTBEH MPOJYKT C€ OTHYCKa B OT/ENIHA ONAaKOBKa, BbPXY
KOSATO ce OTOens3BaT MMETO M Bb3pacTTa Ha OOJIHHS, HOMEPHT Ha CTasdTra, JIErJoTO M
npeAnucaHara 103a.



(2) (M3m. - IAB, 6p. 81 ot 2013 r.) KoraTo iekapcTBEHUAT MPOAYKT C€ OTITYyCKa B ONAKOBKA,
pa3MyHa OT OKOHYATEIIHATA, OCBEH JAHHHWTE MO aj. | ce oTOens3BaT W BCHYKU JaHHH OT
OKOHYAaTeJIHATa OIaKOBKA Ha MIPOU3BOJUTEIS.

(3) (U3m. - JIB, 6p. 95 ot 2014 r.) Cnen u3mbiiHEHHWE HA MPEIINUCAHUATA 110 JICKAPCTBEHUS
JMCT BPBUAT €K3EMIUIAP OT HETO Ce ChbXpaHsABa B OOJHUYHATA alTEKa, a BTOPHUAT Ce MpeaaBa
B OTJICJICHUETO 3a€THO C OTITYCHATUTE JICKAPCTBEHH MPOIAYKTH.

Y. S50a. (Hos - IB, 6p. 81 ot 2013 1.) (1) [IspBUTE €K3eMILIAPH HA JIEKAPCTBEHUTE JTUCTOBE,
[0 KOMTO Ca OTIYCHATH JIEKAPCTBEHU MPOJYKTH, ChAbPXKAIIM HAPKOTUYHHU BEIIECTBA, CE€
3aIbpKaT B OOJHUYHATA alTeKa U Ce ChbXpaHSIBaT 3a CPOK €Ha rOJMHA, KaTo ce MPEeJCTaBsIT
Ha KOHTPOJIHUTE OPTaHu MIPHU MPOBEPKA.

(2) Cnen u3nbJIHEHUE HA MPEIIUCAHUITA MO JEKAPCTBEHUS JIUCT 32 JIEKAPCTBEHH MPOTYKTH,
CBhABPXKAIIM HAPKOTUYHHU BEIIECTBA, BTOPHUAT €K3EMIUIAP CE€ ChXPaHsIBa B OTIEIECHUETO 3a
CpPOK 5 rOJIUHM.

(3) Cnen n3tvuaHe Ha CpoKa MO al. | MBPBUTE EK3EMIUISIPH OT JIEKAPCTBEHUTE JINCTOBE CE
mpenaBaT C MPUEMHO-TIpEAaBaTeleH MPOTOKON Ha uHcnekropute B P3U, kouto ru
chbXpaHsBaT 3a cpok 10 roauHu.

(4) IIpu oTmyckaHe Ha JEKapCTBEHU MPOAYKTH, ChABPIKAIIM HAPKOTHYHU BEIIECTBa Ha
JIEKapCTBEH JIUCT, HEOOXoauMaTa HHPOPMAITUs OT HEro Ce BHBEXK/Ia B PETHCTHPA IO WI. 3, aJl.
2 ot Hapenba Ne 21 ot 2000 r. 3a u3uCKBaHUATA KbM JOKYMEHTAIUATA U OTYETHOCTTA IMPH
M3BBPIIBAHE HA JIEHHOCTH C HAPKOTHMYHU BEIIECTBA U JICKAPCTBEHU MPOAYKTH, ChAbPKAIIH
HApKOTHYHU BEIIECTBA.

Y. 506. (Hos - /IB, 6p. 81 ot 2013 r.) (1) JlekapcTBenute npoaykru no ui. 30r, an. 4, 1. 2
Ce OTIyCKAaT OT alTeKH Ha JIEYeOHUTE 3aBe/IeHUsI ChC CTAllMOHAp, CKIOUMIH 1oroBop ¢ H30K
3a KJIMHUYHA Tpoueaypa mo aucnaHcepHo HabmoaeHue Ha 330J1 cbe 31m0KkauecTBeHU
3a00JIBaHHUS.

(2) ITbpBUTE EK3EMIUIIPH Ha PELENTHUTE, C KOUTO Ca MPEANHUCAaHH JIEKAPCTBEHU MPOJIYKTH I10
1. 30r, an. 4, T. 2, ce noJpekaaT B XpOHOJIOTHYEH pell, KaTo HeoOXxoaumara nHdopmanus ot
TSAX C€ BbBEX/Ja B peructbpa mo wi. 3, an. 2 ot Hapen6a Ne 21 ot 2000 r. 3a n3nucKkBaHuUATa
KBbM JOKYMEHTAIMATA U OTYETHOCTTA MPH M3BBPIIBAHE HA TEHHOCTH ¢ HAPKOTHYHH BEIIECTBA
U JIEKapCTBEHH MPOAYKTH, ChABPIKAIIU HAPKOTHUYHU BEUIECTBA, M HA IBPBUS EK3EMILISP Ce
oTOeNsI3BaT TPUTE MMEHAa M JIaHHUTE OT JIOKYMEHTa 3a CaMOJMYHOCT Ha MPUHOCUTENS Ha
penenrara.

(3) (M3m. - IB, Op. 95 ot 2014 r.) [IbpBUTE €K3EMIUIAPH OT PEIENTUTE MO al. 2 ce
ChXpaHsBaT B OOJIHMYHATA amnTeka 3a CPOK €/lHA TOJIMHA U CE MPEJCTaBAT HA KOHTPOIHHUTE
OpraHH IpH MpOBepKa.

(4) (M3m. - IB, Op. 95 ot 2014 r.) BropuTe ek3eMIUIsipu OT perenTuTe mo aji. 2 ce mpeaaBaT B
P30K exxemecedHo B CPOKOBETE 32 OTUUTAHE JIEHHOCTTA HA JIEYEOHOTO 3aBE/ICHHE.

(5) (U3wm. - IB, 6p. 95 ot 2014 r.) Cnen u3THuaHe HA CPOKa MO ajl. 3 pelenTUTe ce mpeaaBaT
C NMPUEMHO-TIIPEIABATENICH TPOTOKOJ Ha uHcIekTopute B P3M, kouTo ru cexpaHsBar 3a Cpok
10 ronunu.

Y. 50B. (Hos - /IB, 6p. 81 ot 2013 r.) 3abpansiBa ce oTmyckaHe B OOJIHWYHATA anTeka Ha
JIEKapCTBEHH TMPOJYKTH, ChAbpXKAIIM HAPKOTUYHHU BEIIECTBA, MO pEleNnTa WM JIEKApCTBEH
JIUCT, IPEANNCAHY TIPEU NTOBEYE OT 7 AHM.

Y. 50r. (Hos - /IB, 6p. 81 or 2013 1.) (1) 3a0pansiBa ce B O0JIHMYHATA anTeka OTIYCKaHE Ha
JICKApCTBEHH MPOIYKTH, ChIbPXKAIM HAPKOTHYHH BEIIECTBA OT MPUIIOKEeHUs Ne 2 u 3 KbM



. 3, . 2 u 3 or HapenOata 3a pesna 3a kiacuuIMpaHe Ha pacTCeHHUATA U BEIECTBAaTa KaTo
HapKOTHYHH, B KOJINYECTBA, [10-TOJIEMU OT IPEANHUCAHUTE.

(2) Ilpu yctaHoBsBaHE Ha HECHOTBETCTBMSI B IPEANMCAHMETO U MAKCUMAJIHO JIOIyCTUMAaTa
7032 MarucTbp-papmaneBTbT B OOJHMYHATA anTeka € JJIBKEH Ja Cce KOHCYITHpa ¢
HpEeANUCaIns PelenTaTa/IeKapCTBEHUS JIUCT JIeKap.

(3) IIpu HEBB3MOKHOCT 3a M3II'BJIHEHHE Ha MPEIIMCAHUETO Cle/l KOHCYJTalusTa 1o ai. 2
peLienTaTa/IeKapCTBEHUT JINCT CE BPBIIA Ha JIEKapsl 32 aHyJIUpPaHE.

Y. 50a. (Hos - IB, 6p. 81 ot 2013 r.) 3a0pansiBa ce OTIyCKaHE Ha JIEKapCTBEHU NPOAYKTU
no wi. 30r, ain. 4, T. 2, KOraTo NIPUHOCUTENIAT HA peuenTara € noja 18 roauHu.

Y. 50e. (Hos - /IB, 6p. 81 ot 2013 1.) (1) JlekapcTtBenute npoaykty no wi. 30r, an. 4, T. 1
ce OTITyCKaT OT anTeKH Ha JICYEOHUTE 3aBEJCHUS ChC CTallMOHAP, CKItounin qorosop ¢ H30K
3a KIMHUYHH IBTEeKH 110 Wi. 30T, aj. 5 W/ KITMHUYHA [TPOoIielypa 3a CUCTEMHO JISKapCTBEHO
JIeUYeHHE MIPH 3JI0KAYECTBEHU 3a00JIIBaHUSI.

(2) Konust Ha peuenTuTte, MO KOUTO Ca OTITYCHATH JIEKAPCTBEHH MPOAYKTH MO ai. 1, ce
ChbXpaHsBaT B anTekara Ha Je4yeOHOTO 3aBeICHUE B MPOJBIDKCHHE Ha €[Ha rOJUHA, KaTo ce
MPEJCTAaBAT Ha KOHTPOJIHUTE OPTaHU MPH MPOBEPKA.

Pasznen VI.
[IpennvcBane Ha MEIUITMHCKHA W3JENHS, KOUTO IIe C€ OTIYCKaT B Jpyra Jbp)KaBa WICHKA
(Hos - 1B, 6p. 15 oT 2014 1.)

Y. 50:k. (Hos - IIB, 6p. 15 oT 2014 1.) (1) Ilo u3puuHO MCKaHE Ha MAIMEHT JUIaTa 1Mo 4i. 4
MPENICBAT HEOOXOJMMHUTE 32 JICYCHHETO METUIIMHCKU H3JIEIHs, KOUTO IIe Ce OTITYyCKaT B
Jpyra IbpKaBa YJIeHKa.

(2) Penentute no an. 1 cneasa 1a ChIbpKaT JaHHUTE, IOCOYEHH B IpuiiokeHue Ne 4a.

Y. 503. (Hos - IB, 6p. 15 ot 2014 r.) Koraro Mmeaununackute u3aenus mo ai. 1 Ha wi. 50k
ce mpeanucar Ha 330JI, peuentypHuTe OJIaHKU 1O 4. 24 cieaBa Ja ChABPKAT BCUUKH
JaHHH, TTOCOYCHH B Mpuioxenue Ne 4a.

I'maBa nera.
OTIIEUATBAHE, PA3IIPEJAEJISIHE U KOHTPOJI HA CITELIMAJIHUTE PELEIITYPHU
BJIAHKM 3A JIEKAPCTBEHU IIPOAYKTH, CBHABPXAILIN HAPKOTHUYHU
BEIIECTBA, W HA PELEIITYPHUTE BJIAHKM 3A IIPEAIIMCBAHE HA
JJEKAPCTBEHU ITPOJAYKTH I10 PEJJA HA HAPEJIBA Ne 34 OT 2005 I'. 3A PEJIA 3A
SAIUTIAITAHE OT PEIIYBJIIMKAHCKHWA BKOJKET HA JIEHEHMETO HA
BBJII'APCKUTE TPAXJIAHM 3A 3ABOJISIBAHUS, W3BBH OBXBATA HA
SAABJDKUTEJIHOTO 3JIPABHO OCUT'YPABAHE

Y. 51. (U3m. - 1B, 6p. 94 ot 2011 r., usm. - JIB, 6p. 81 ot 2013 r.) MuHucrepcTBOTO Ha
3/IpaBEONa3BaHETO OpraHM3Mpa M KOHTPOJIHpA OTIEYaTBAHETO, pPAa3NpEAeTsIHETO U
OTYHTAHETO Ha CIICIUAITHUTE PEIeNTypHH OJaHKH 3a OTIIyCKaHE Ha JICKApCTBEHH NPOIYKTH
mo un. 11, am. 1.

Y. 52. (1) (U3m. - IB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 81 ot 2013 r.) MUHUCTEPCTBOTO Ha
3JIpaBEOITa3BaHETO €KEroJHO 00SBsIBA M MPOBEXK/Ia OOIIECTBEHA TIOPHUKA 33 OTIIEYaTBaHE Ha
CTELUAIHUTE pelenTypHH Osanku mo wi. 11, am. 1.



(2) (U3m. - OB, 6p. 94 or 2011 r.) Otnedaranute OiaHku MO aj. 1 ce MPEAOCTaBAT OT
U3MBIHUTENS Ha nopbukata B P3U B KoruecTBa 1o mpeiBapuTesIHO HallpaBeHa 3asBKa.

(3) (M3m. - IAB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 81 ot 2013 r.) Cneunannute penenTypHu
Osanku mo wi. 11, ai. 1 ce mpuemMaT OT MHCTIIEKTOpA 10 HAPKOTUYHHUTE BemecTBa KbM P3U u
Ce ChCTaBsl MPOTOKOJ B JBA €K3EMIUISIPA, KOUTO ChAbpiKa CICTHUTE JaHHU:

1. Tpute umena, EI'H u nanuu oT 10KyMeHTa 32 CaMOJIMYHOCT Ha MpUEMAIlUs U IpeIaBallus;
2. Opoit Ha penenTypHHUTE OJIaHKH U Opoil Ha KOYaHWTE (KapHETHTE), B KOUTO ca 0OpMEHU
OJaHKHTE;

3. cepusi, HA4YaJICH U KpaeH HOMEp Ha KouaHa (KapHeTaTa).

(4) (U3m. - IB, 6p. 94 ot 2011 r.) IIpoTOKOIMTE CE MOAMUCBAT OT IPHEMAIIIHS U TPEIaBaIIUs
u ce nocrtas nevyat Ha P3U.

Y. 53. (1) (U3m. - [IB, 6p. 94 ot 2011 r.) MHCIIEKTOpHUTE IO HAPKOTUIHHUTE BEIIECTBA KHM
P31 mpenocraBAT cnenuanHUTE peUEnTypHH OJaHKM Ha JuIara mo 4wi. 5, am. 1 cpemry
MIOJIIIKC U CJIE/I TTOJIaBaHe Ha 3asBJICHHUE 110 00pa3el] ChIIacHo mpuiiokeHne Ne 9.

(2) Tony4eHuTe crienUMalHU PELENTYPHU OJIAHKU C€ ChXPAaHSABAT JIMYHO OT JIEKapsi/JIieKaps 1o
JICHTAJTHA MEIMIIMHA ¥ HE CE MPEOTCTHIIBAT.

Ya. 54. (Uzm. - [IB, 6p. 94 ot 2011 r.) Uucnekropure kbM P3U oTumTaT nosydyeHure
CHEIHMaHU PEeLeNTypHU OJIaHKH, KaTO BOAST PETUCTBP MO 00pasel] ChIiIacHO MpuiioxeHue Ne
10, B KOHTO Ce BIKMCBAT:

1. (u3m. - JIB, 6p. 94 ot 2011 r.) TpuTe MMEHA Ha JICKaps/JIeKaps IO JeHTaTHa MEIUIMHA,
PErUCTPAllMOHHUAT MYy HOMEpP cbhrylacHO peructbpa B P3U mo wm. 5, an. 1 u xoapT Ha
ne4eOHOTO 3aBEICHHE;

2. O6posAT Ha MOIYYEHUTE KOYaHU (KapHETH) U OpoSAT Ha pelenTypHUTE OJIaHKH B TAX;

3. cepusTa, IbPBUAT U MOCIEIHUAT HOMEP OT KOYaHa ¢ PeLenTypHU OJIaHKH;

4. naraTa Ha TOJy4aBaHE W HA Mpe/IaBaHe Ha PEHENTYPHUTE OJIaHKH.

Yua. 55. (1) 3a ycTaHOBEHM JIMIICH Ha CHEILUAIHU pEUENTypHHU OJIaHKM 3a MpEeIUcBaHe Ha
JIEKapCTBEHU NPOAYKTH, ChIbp)KalllM HApKOTHMYHHM BEIIECTBA, HE3a0aBHO C€ YyBeIOMsIBAT
ChOTBETHOTO pallOHHO MOJMIEHCKO ynpaBieHue U uHcnekTopsT mo wi. 17 3KHBII, kato ce
[I0COYBAT CEPHUATa U HOMEPHT UM.

(2) (U3m. - [IB, 6p. 81 ot 2013 r.) B cpok 24 yaca oT yBe1OMsSBAHETO MO al. | HHCIEKTOPHT
u3Ipal@a NUCMEH CUTHaI JI0 Celualu3upaHara aAMUHUCTpAIs Ha MHHUCTEPCTBOTO Ha
3[[paBEOIa3BaHETO, KOATO OOsIBSBAa 3a HEBAIMAHM CIICIUATHUTE PEIENTYpHH OJaHKH C
MIOCOUEHUTE CEPUU U HOMEPA.

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

I'maBa mmecTa.
YCJIOBUA U PE/J] 3A HOCEHE MJIN U3HACAHE HA JIEKAPCTBEHU ITPOAYKTH,
INIPEJHA3HAYEHM 3A JIEHEHUETO HA BBIT'APCKU W UYXIU T'PAXIAHU,
[TIOCTOSIHHO M BPEMEHHO IIPEBMBABAILIM B CTPAHATA U ITbTYBAIIU
U3BBH PEIIYBIIMKA BBITAPMSI U 3A TPAH3WUTHO IIPEMHMHABAIIIA
UYXXJIEHIN

Y. 57. bearapcku rpaxJaHu U Uy>KAM TpakJaHH, TOCTOSHHO W BPEMEHHO MpeOuBaBaIiy B
CTpaHaTa W MbTyBalld U3BbH PenyOnuka beiarapus, Morar 1a HOCAT WM Ja U3HACAT OT U 3a
TPETU CTPAHU CIIETHUTE BUIOBE JIEKAPCTBEHU MPOAYKTH:



1. nexapcTBeHU MPOIYKTH, MIPEeIHA3HAYCHH 3a JICYCHUETO UM, OTIIYCHATH 10 pena Ha Hapemnba
No 34 ot 2005 r. 3a pexa 3a 3amianiaHe OT penyOJUKAHCKUS OFOJDKET Ha JICUSHHUETO Ha
OBJArapckuTe TpaKIaHW 3a 3a00JsABaHMs, W3BBbH O0XBara Ha 3aAbJDKUTEITHOTO 3/PABHO
OCUTYpSIBaHE;

2. IeKapCTBEHU MPOIYKTH, OTITYyCKaHU 0€3 JIEKapCKO MPeANCaHNE;

3. nexapCcTBEHU MPOAYKTH, OTITYCKAHU M0 JIEKapCKO MpeIucaHme.

Y. 58. JlekapcTBeHUTE TMPOMYKTH 10 Wwi. 57, an. 1, T. 1 Morar jga ce mpeHacsar OT CIASAHUTE
auna:

1. manueHThT, 32 YUETO JICUCHHE ca MPeAHa3HAUCHU MTPEANMCAHUTE JIEKAPCTBEHH MPOIYKTH;
2. JIMLIETO, KOETO € MOJYYUIIO JIEKAPCTBEHUTE MPOAYKTH OT ChOTBETHATA alTeKa U UMETO MY €
BIIMCAHO KAaTO MOJyyaTelsl BbPXY pelenTara;

3. nuue, KOeTo MNpUTEeKaBa H3PUYHO IIBJIHOMOIIHO OT IAlIMEHTa, 33 YUETO JIEYEHHE ca
MpeHa3HauYeH! MPEANUCAHUTE JIEKAPCTBEHU MPOIYKTH.

Ya. 59. (1) Jlumara mo ui. 58 ynocToBepsiBaT MPaBOTO CH Ja HOCAT WM ]l NPEHAcAT
JIEKApCTBEHUTE MPOAYKTH 1O wi. 57, am. 1, T. 1 cbc 3aBepeHO OT MaructThp-hapmareBTa
KOIIME Ha M3ITbJIHEHA peLenTa OT ChOTBETHATA aNTeKa, IpenrcaHa 3a KOHKPETHOTO JIUEeHHeE.
(2) Jlupata mo wi. 58 Morar Aa HOCAT WIM Ja HW3HACAT JIEKAPCTBEHH MPOIYKTH,
IpeJHa3HauYeHH 3a JICYEHUETO UM, B KOJIMYECTBA, IOCOUYCHHU LIU(PPOM U CIOBOM B pelLENTaTa,
KOSITO cllefBa Aa € 00paboTeHa B anTeKara.

Y. 60. KonnuecTBaTa Ha NIpeHACSIHUTE JIEKAPCTBEHU MPOAYKTH 1o wi. 57, an. 1, T. 1 cinensa
7la OCUTYpSIBAT JICYEHUETO Ha MAIMEHTa 3a CPOK JI0 J1Ba Mecela.

Y. 61. JlekapcTBeHUTEe NPOAYKTH MO wi. 57, an. 1, T. 2 Morar J1a ce nIpeHacsT OT ObIArapcku
U 4YKJIM TpaXk/1aH!U IOCTOSTHHO U BPEMEHHO MpeOuBaBally B CTpaHara.

Ya. 62. (1) Jlunata mo un. 61 Morar ga mpeHacaT JEKapCTBEHU MPOAYKTH OT U 3a TPETU
CTpaHM B KOJIMYECTBA, HEOOXOJMMHU 32 BPEMETO Ha IPECTOsI UM, HO HE TIOBEYE OT TPU Mecela.
(2) JInnata no un. 61 Morar Jja mpeHacsT OT U 3a TPETH CTPaHU JIEKAPCTBEHH MPOJYKTH 110 YII.
57, an. 1, T. 2 B o-rojeMu KOJIMYECTBA, aKO MPECTOSAT UM IIPOABIKABa MOBEYE OT TPU Mecela
W TIPUTEXaBaT W3JaJIeHa PElenTa 3a CHOTBETHHUS JICKAPCTBEH MPOJIYKT M 32 CHOTBETHOTO
KOJINYECTBO.

Yu1. 63. JlekapcTBeHUTE NPOAYKTH 1O WiI. 57, an. 1, T. 3 Morar ga ce npeHacsT OT CIEIHUTE
JMLA:

1. manuenTa, 3a YMETO JICUEHHUE Cca IPEIHA3HAYEHH NIPEANMCAHNUTE JIEKAPCTBEHU NIPOAYKTH;

2. nuie, KOeTO NpUTeXaBa H3PUYHO ITBIHOMOIIHO OT MAalMeHTa, 3a YHUEeTO JIeYeHHEe ca
IIpeIHa3HAYEHU NIPEANMCAHNUTE JIEKAPCTBEHU MPOJYKTH.

Yia. 64. (1) Jlunara nmo un. 63 yamocroBepsBaT MPaBOTO CH Ja HOCAT WM Ja IPEHACST
JIEKapCTBEHUTE MPOAYKTH Mo wi. 57, an. 1, T. 3 cbC 3aBepeHO OT MarucTbp-hapmalieBTa
KOIIME Ha U3IIbJIHEHA PELENTa OT ChOTBETHATA AlITEKA, IPEANKCAHA 32 KOHKPETHOTO JICYEHHUE.
(2) Jlumara mo wi. 63 wMorar Aa HOCAT WM Jla HW3HACAT JIEKAPCTBEHHW TMPOAYKTH,
IpeJHa3HauYeHH 32 JIEYCHUETO UM, B KOJIMYECTBA, IOCOUYECHHU IIU(PPOM U CIIOBOM B pellernTaTa.

Yu. 65. TpaH3uTHO NpeMHHABALIM Npe3 TEPUTOPUATA HA CTpaHaTa JIMIA UMAT MpaBo Ja
IIPUTEXKABAT JIEKAPCTBEHU MPOTYKTH, KOUTO €a MPEIHA3HAYEHU CaMO 3a TAXHOTO JIEYEHUE.



Y. 66. KoHKkpeTHHTE KOJIMYECTBA JIGKAPCTBEHU NMPOIYKTH, KOUTO JIMIATa MO 4. 65 umat
[IPaBO J1a IPUTEXKABAT, CE ONPENENIAT OT ChOTBETHATA IPUEMAILA JbpPXKaBa.

Y. 67. [Ipu TpaH3uTHO NpeMuHaBaHe Npe3 TepuTopusta Ha Peny6nuka bbirapus Ha nunata
no wi. 65 ce mpenopbyBa Ja OBAAT NpPEABAPUTETHO HHPOPMHpPAHH 33 H3UCKBAHUATA,
YCTaHOBEHU OT ChOTBETHATA IpUEMaIla JbpiKaBa.

Ya. 68. Beuuku JiekapCTBEHH MPOAYKTH, KOUTO C€ MPEHACST OT M 3a TPETH CTPAHU 10 peaa
Ha Ta3u Hapenoa, ciieBa ga ObIaT B OPUTHHATHUTE CH OMAKOBKH.

Y. 69. (1) Ilo pena Ha Tazu Hapenba HE MOrar Ja ce MPEHACAT JCKApCTBEHH MPOAYKTH,
ChJIbPIKaI HAPKOTHUYHHU BEIIECTBA.

(2) YcioBusta 1 penbT 3a IpeHACsHE Ha JIEKAPCTBEHUTE MPOAYKTH 1O all. 1 ce ompeaesnsir B
3KHBII.

JIOBIHUTETTHY pa3nopendou

§ 1. ITo cmMuchna Ha Ta3u Hapenoa:

1. "Kox ma H30K" o3HagaBa OyKBEHO-IIM(PPOB KOJI, YUATO IMbPBA OyKBa OTroBaps Ha IbPBO
HUBO Ha AHAaTOMO-TepalreBTUYHaTa Kiacudukanus Ha CBeTOBHATa 3[paBHA OpraHU3aLUs,
BB3npueTa B Penyonuka bearapus.

2. "BanmugHoct Ha peuenrtarta’ o3HauaBa CPOKBT, 32 KOWTO TS MOXe Ja ObJe U3IIbIHEHA B
anTeKaTa.

3. "KonuuecTBo akTHBHO BEIIECTBO B /1030Ba €IUHMIA" Ha JIEKApCTBEHHUS INPOJIYKT €
ChJIbP’KaHUETO Ha aKTUBHOTO BEILECTBO, U3PA3€HO KOJMYECTBEHO 3a €/1Ha J1030Ba €AMHHIIA
(TabneTka, Karcysa) WiK 3a eIMHUIA Maca UM 00eM B 3aBUCHMOCT OT JIeKapcTBeHaTa Gpopma.
4. "luto" o3HayaBa "0bp30".

5. "Hutrcumo" o3HayaBa "MHOro 0bp30".

6. "CratuM" o3HayaBa "BenHara".

7. (woBa - JIB, Op. 68 ot 2014 r., B cuna or 15.08.2014 r.) "OrnyckaHe Ha JIeKapCTBEH
MPOJYKT MO JIEKapCKO MpeAnucaHue’ o3HauaBa CHBKYIHOCTTAa OT JAEMCTBUS Ha MarucTbp-
(dapMarieBTH B IPUEMHOTO MOMEIIEHUE Ha anTeKara Mo MpueMaHe Ha pelenTypHUTe OJIaHKH,
ChOTBETHO NPOTOKOJIM, IPOBEPKaTa Ha ChAbPKAHUETO MM, KOHCYJTAlUMs OTHOCHO pejaa 3a
IpUeMaHe Ha IMpeINUCAHUTE MPOAYKTH U BB3MOXKHHUTE HEKEJIaHU PEeaKIMH M JEeKapCTBEHU
B3aMMO/ICICTBUS, OCTOMHOCTSIBaHE Ha JIEKAPCTBEHUTE MPOJYKTH, OMbJIBAHE HA PEKBU3UTUTE
Ha pelentypHara OjlaHKa, ChOTBETHO MPOTOKOJI M peLEeNTypHa KHU)XKKA, M3MCKBAaHE Ha
MOJANUC Ha MAallMEeHTUTE/ToIyyaTeNuTe, IojlaraHe Ha MOJINUC Ha MarucTbp-(dapmalieBTa,
oOpaboTBalll perentypHara OJaHKa, ChOTBETHO MPOTOKOJ, BbBEXAaHE Ha MHPOpMaLUsATa B
eJIeKTpOHHA 0a3a JaHHM, [TOCTAaBSIHE Ha IeYaT W IpeJaBaHe Ha JIEKAPCTBEHUTE MPOJIYKTH Ha
MAIMEeHTUTE/TIONTyYaTeIUTe 10 HauuH, KOWTO J1a HE BOJIM 10 pa3KpHBaHE HA JIMYHUTE UM
JAaHHY Ha JAPYTHU JIHIIA.

8. (noBa - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "Ornyckane Ha JieKapCTBEH
npoaykt 0e3 nekapcko mpeamucanue (OTC)" o3HauaBa CHBKYMHOCTTa OT JCHCTBUS Ha
(dapMarieBTH B NPUEMHOTO IMOMEIIEHHE Ha anTeKkaTra M0 ONpelesissHe Ha MOAXOIAILIHMS 3a
OTIyCKaHe JIeKapCcTBeH MpoAyKT Oe3 nekapcko mnpeanucanue (OTC) wnm nmpuemane Ha
peuentypHure OJaHKM W TpOBEpPKaTa Ha CBABPKAHUETO WM, KOHCYJITAlUs OTHOCHO
MPUEMAHETO M BB3MOXXHUTE HEXKEJIaHW peaKIUu M JIEKapCTBEHH B3aUMOJICHCTBUS U
npeJaBaHe Ha JICKapCTBEHUTE MPOAYKTH Ha MallUEHTHTE.



[Ipexoauu 1 3aKTIOYUTEHH pa3nopeaou

§ 2. (1) Paznmopenbure Ha riaBa Tpera, pasaen 1V, permaMeHTupaiy u3aaBaHeTo, IPOMEHHUTE
U BaJMJAHOCTTA Ha penenTtypHa Omanka (o6pasenr M3 - H30K Ne 5A mo npuinoxenue Ne 7),
Bau3ar B cuwia oT 1 ampuit 2009 r. Jlo BIM3aHETO UM B CUJIa BCUUKH JIEKAPCTBEHU MPOAYKTH,
3amamand HambiaHO win 4dactuyHo oT H3OK, ce mpenmucBaT Ha penentypHa OiaHka
(o6pazerr M3 - H30K Ne 5 mo npunosxkenue Ne 6) ¢bCc cpok Ha BamuaHOCT 30 IHU.

(2) B cpok go 1 ampun 2009 r. antekuTe NpUBEXAAT coPTyepa CH B ChOTBETCTBHUE C
M3MCKBAHUATA Ha Ta3ud Hapeada OTHOCHO H3/1aBaHETO, MPOMEHHTE M BAJIMAHOCTTA Ha
peuentypHa 6anka (oopaser; M3 - H30K Ne SA o npuinoxenue Ne 7).

§ 3. (1) (M3m. - IIB, 6p. 91 ot 2009 1.) B cpok g0 31 maii 2010 r. nexapcTBeHU MPOIYKTH,
ChJIbPIKal HAPKOTUYHU BellecTBa OoT npuiiokeHus Ne 2 u 3 kpM 4. 3, an. 2 Ha 3aKkoHa 3a
KOHTPOJI BbpPXY HAapKOTMYHHUTE BEILIECTBA U NPEKYypCOpPUTE, MOraT Jla ce MpeanucBaT U Ha
CHEMAIHUTE PEeLENTypHU OJaHKHU 10 0Opasel cbritacHo npuiioxenue Ne 6 koM wi. 11, ai. 1
or Hapenba Ne 4 or 2001 r. 3a ycinoBusita U pefa 3a MpEINUCBaHE W OTIYCKaHE Ha
JIEKapCTBEHU MTPOTYKTH.

(2) Cnen n3TMyaHe Ha CpOKa IO ajl. | crnenuanHuTe peuenTypHH OJaHKU MO npuiioxenue Ne 6
kbM wi. 11, am. 1 or Hapenba Ne 4 ot 2001 r. 3a ycnoBusita U pefa 3a MPEANUCBAHE U
OTITyCKaHE Ha JIEKapCTBEHU MPOIYKTH C€ YHUILI0XKAaBAaT OT KOMMCHS, OIIpe/IesIeHa ChC 3all0BE]]
Ha aupekrTopa Ha PLI3.

(3) 3a yHuIoxaBaHeTO Ha OJIAHKUTE I10 aJl. 2 C€ ChCTaBsl IPOTOKOJ, KOMTO Ce yTBbp)KIaBa OT
nupekTopa Ha cboTBeTHUS PL(3 1 ce usnpaia B MUHHCTEPCTBOTO HA 3/IpaBeOIla3BaHeTo.

(4) Peuentypuure 61aHku no npuiioxkeHue Ne 4 kpM uil. 6, an. 1 or Hapen6a Ne 4 ot 2001 T.
3a yCJIOBUATA U peJlia 3a MPEANNUCBAHE U OTIIYCKaHE Ha JIEKapCTBEHU MPOIYKTH MOrar Jia ce
U3IMOMI3BaT A0 TAXHOTO M3UYEPIIBAHE, HO HE MO-KBCHO OT €HAa I'OJAMHA OT BJIM3aHE B CHJAa Ha
Ta3u Hapenda, KaTo B TAX C€ BIMCBAT JIAHHUTE IO WI. 7, al. 2 OT MEIULUHCKUS CIELMAIIUCT,
KOMTO M3/1aBa perenrara.

(5) bnankurte Ha eKapCTBEHUTE JTUCTOBE MO TpwioxkeHue Ne 5 kpM wi. 6, ain. 2 ot Hapenba
Ne 4 ot 2001 r. 3a ycnoBusTa U peia 3a NPEANNUCBAHE U OTIIYCKAaHE Ha JIEKAPCTBEHU NPOAYKTU
MorarT Jia ce M3I0JI3BaT 10 TAXHOTO U3YepIIBaHe, HO HE MO-KbCHO OT €IHA IOJIMHA OT BJIM3aHE
B CHJIa Ha Ta3u Hapenoa.

§ 4. (Msm. - JIB, Op. 94 or 2011 r.) KoHTponbT mo u3MBJIHEHHE Ha Hapendara ce
OCBIIECTBSIBA OT MUHUCTEPCTBOTO Ha 3/paBeonaszBanero, P31 u M3mbiaHuTEeIHATa areHuus
no nekapctBata 1 H30K (B yacTTa OTHOCHO OTIyCKaHe M IpeINHCBaHE Ha JIEKAPCTBEHU
MIPOAYKTH, 3aIlIalllaH HAITBIHO MJIH YaCTHYHO OT Hes).

§ 5. Taszu HapenOa ce u3gaBa Ha ocHOBaHUE Wi. 221 oT 3aKoHa 3a JIEKApCTBEHUTE MPOAYKTH B
XyMaHHaTa MeauuuHa U wi. 60 oT 3akoHa 3a KOHTPOJ BbpPXY HapKOTUYHHUTE BEILECTBA U
npekypcopute u otMeHs Hapenba Ne 4 ot 2001 r. 3a ycioBusita U pefa 3a MpeINMCBaHe U
OTITyCKaHE Ha JIeKapCTBEHH MpoaykTH (00H., [IB, 6p. 10 ot 2001 r.; u3m., O6p. 74 ot 2002 r.;
op. 82 ot 2003 1.; O6p. 32 ot 2005 r.; 6p. 34 0T 2006 T.).

§ 6. (M3m. - JIB, Op. 94 ot 2011 r.) Yka3zanus mo npuiaraHeTo Ha Hapenodara naBat H30K
OTHOCHO pasnopeaduTe MO TMpearnucBaHe M OTIYCKaHe Ha JIEKapCTBEHU MPOJYKTH,
3alulal@ady - HanbJHO wiaum vyactuyHo oT H3OK, cpoTrBeTHO MUHMCTEPCTBOTO Ha
3npaseonasBanero, P3W u M3nbaHuTenHAaTa areHIus MO JeKapcTBaTa ChOOpPA3HO TIXHATa
KOMITIETEHTHOCT.



JlombIHUTETHH pasmnopenou
KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHME HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCIIOBUATA U PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
I[MPOAYKTU

(OBH. - JIB, BP. 15 OT 2014 T"., B CWJIA OT 21.02.2014 T".)
§ 6. C Ta3u Hapenda ce BbBEXJAT M3MCKBaHMUATA Ha JlupektuBa 3a usnmbiaHenue 2012/52/EC
Ha Komucusta or 20 nekemBpu 2012 1. 3a ompezaeissHe Ha MEpPKHM 3a YJIECHSBAHE Ha

[IPU3HABAHETO Ha MEAMIMHCKUTE MPEIIHCAHus, U3aJeHN B apyra abp:kasa wienka (OB, L
356/68, 22.12.2012).

3aKIIIOYUTEITHH pasnopenou
KbM HAPEJIBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIGA Ne 4 OT 2009 T'.
3A YCJIOBUATA U PEJA 3A ITPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
[POJIYKTU

(OBH. - 1B, BP. 15 OT 2014 I"., B CWJIA OT 21.02.2014 T".)
§ 7. Hapen6ara Bnu3a B cuiia OT JieHs1 Ha 00HapoaABaHETO i B "/[bpKaBeH BeCTHHK'".

3aKIIIOYUTEITHH pasnopenou
KbM HAPEJIBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I
3A YCJIOBUATA U PEJA 3A IMTPEATIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
[POJIYKTH

(OBH. - 1B, BP. 68 OT 2014 I'., B C1JIA OT 15.08.2014 T".)
§ 15. HapenOata Bim3a B cuiia oT JieHd Ha 0OHapoaBaHeTo i B "J[bpkaBeH BECTHHK'.

[Ipexoanu u 3aKTIOUUTETHH pasmnopenou
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHME HA HAPEJIBA Ne 4 OT 2009 T.
3A YCJIOBUATA U PEJA 3A TTPEJIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
[MPOAYKTU

(OBH. - IB, BP. 95 OT 2014 T".)
§ 21. B cpok 0 Tpu Mecela OT BIIM3aHEe B CUjia Ha Hapeabara JeueOHUTe 3aBeIeHUs MOTaT Aa
MPEANUCBAT JEKAPCTBEHU MPOIYKTH Ha JIEKAPCTBEHU JTUCTOBE TIO TOCETAITHUS PEJI.

[Tpunoxenne Ne 1 kbMm ui. 4, an. 3

(M3wm. - IB, 6p. 81 oT 2013 1.)

JlekapcTBeHN IPOAYKTH, KOUTO (QeNAmepruTe HAMAT MPaBO Ja MPEIITHCBaT

1. AHTMapUTMUYHU JIEKAPCTBEHU MPOTYKTH.

2. XOpMOHAJIHH JIEKapCTBEHU NPOAYKTH 0O€3 MPOTHBO3aYaThUHU M KOPTHKOCTEPOHIN 32
JIOKAJTHO MPUJIOKEHUE.

3. AHTHHEOIUTACTUYHU ¥ UMYHOMOYJIMPAIIH JIEKAPCTBEHH MPOIYKTH.

4. TIcuXOMUTHLIM U TICUXO0AHAJICTITUIM 32 JICUeHHE Ha XPOHUYHH 3a00JI1BaHUSL.



5. (m3m. - JIB, Op. 81 ot 2013 r.) JlekapcTBeHH NPOIYKTH, CHABPKAIIA HAPKOTUYHU
BemectBa OT mpuioxkeHus Ne 2 m 3 kpM uwi. 3, T. 2 u 3 or Hapenmbara 3a penma 3a
KJIacU(UIIMPAHE HA PACTEHUATA U BEIIECTBATA KATO HAPKOTUIHH.

6. JlekapcTBEHU IPOAYKTH, BKJIIOUEHH B IIpuiiokeHue Ne 5 kpMm ui. 11, ain. 2.

[Tpunoxenue Ne 2 xbpM uit. 6, ai. 1
Peuentypna Onanka

3a 3a
€HOKPATHO MHOTOKPATHO
MIPEIIMCBaHE MPEANMCBAHE

MuHHCTEPCTBO Ha 3paBEONa3BaAHETO

MenaunuacKku CHEL[AAIUCT (ume)

rp. (C) aapec
MeauIUHCKY CHEMUAIIHCT ......cevvennnennn..

(moamuc)

(meuar)

3a

oT Ip. (c)

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

[Ipunoxxenne Ne 3 kpm uit. 6, an. 2
(Otm. - ]IB, 6p. 81 or 2013 1.)

ITpunoxxenne Ne 4a xpm ui. 9a, an. 2



(HoBo - 1B, 6p. 15 o1 2014 1.)

HewsuepnareneH CHChK Ha €IEMEHTUTE, KOUTO CE BKIIOYBAT B PELENTHTE, KOUTO IIE Ce
W3IBIHABAT B Ipyra IbpKaBa WieHKa

WnenTudukaiys Ha ManueHTa:

®amunHo(u) ume(Ha)

Cob6cTBeno(Hn) nme(Ha) (M3nucano(n) u3LsIIo, T.€. He Ce pa3peliaBaT WHUITMAIIN )

Jlata Ha paxxnaHe

Wnentudukanus Ha penenrara:

JlaTa Ha u3gaBaHe

WnenTudukays Ha MEIUIIMHCKHS CIICIIUANCT, U3l pelenTara;

®amunHo(1) ume(Ha)

Co6cTBeno(Hn) nme(Ha) (M3nucano(n) u3LsI0, T.€. HE Ce pa3peliaBaT WHUITHAIIN )
[Ipodecnonanna kBamupuKamus

JlaHHU 3a mpsika Bpb3Ka (SJIEKTPOHHA MOoIa U HOMEp Ha TeedoH Wiu Gakc, KaTto ce MOCOYH U
KOJIBT 332 MEXIYHApPOJIHO H30UpaHe)

CaiyxeOeH aapec (BKIOYUTEITHO HAUMEHOBAHUETO Ha ChOTBETHATA IbPKaBa YICHKA)

[Toamuc (ToyokeH cOOCTBEHOPBHYHO WM MU(POB B 3aBHCHMOCT OT HAYMHA HA W3/laBaHE Ha
MIPEITHCAHUETO)

Wnenrudukarus Ha MpeAnucanus IPOAyKT, KOTaTo TakaBa € HeoOxoauMma:

MexayHapOoHO HENATCHTHO HAaWMEHOBaHWE WM (apMakONeHO HaMMEHOBAHUE Ha
JIEKApCTBEHOTO UM BEIIECTBO

THpProBCcKOTO HANMEHOBAHKE HA JICKAPCTBEHHS MPOAYKT B ClydauTe 1o 4wi. 9a, ai. 4
JlexapcTBeHa popma (Tabnetu, pa3TBOp U T.H.)

KonunuectBo

KonndecTBo Ha aKTHBHOTO BEIIECTBO 32 JI030Ba €AMHUIIA

Jlo3upoBKa.

[Tpunoxenne Ne 5 xpm un. 11, an. 2

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

JlekapCTBeHH MPOAYKTH, ChABPKAIM HAPKOTHYHM BelecTBa OT MpuiokeHus Ne 2 u 3 KbM
. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kinacudunupane Ha pacTEHUATA U BEIIECTBATa KAaTO
HapKOTHYHU, B KOMOMHAIMS C IPYTH JIEKAPCTBEHU BEIlECTBA

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

[Tpunoxxenue Ne Sa kpm un. 21, an. 2 u un. 30a, an. 1 u 2
(Hoso - 1B, 6p. 95 o1 2014 1.)

[Tpunoxxenne Ne 6 kbM 4. 24, ain. 1
(M3m. - IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.)

[Ipunoxenne Ne 7 kpMm 4. 24, ai. 1
(M3wm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.)

[Tpunoxxenne Ne 8 xbM 4. 24, ain. 1
(M3m. - IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.)

[Ipunoxxenne Ne 8a kpm 4. 30a, ai. |
(Hoso - 1B, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., oTM™. -
1B, 0p. 95 oT 2014 1.)



[Tpunoxenne Ne 86 kbm wi. 30r, amn. 3
(Hogo - JIB, 6p. 81 ot 2013 ., u3m. - /IB, 6p. 68 oT 2014 r., B cruta ot 15.08.2014 1.)

OTAEJIEHME/KJIMHUKA 10
MEJINIMHCKA OHKOJIOT'MA

PEHIEHME Ne ....../........... 201...T.
Ha OHKOJIOI'MYHMA KOMUTET
no XUMMUOTEPAIINA

TTanmenrt:

Pemenue

HIE CE ITPOBEJE JIEKAPCTBEHO JIEHEHUE I10 CXEMA:

HEA/JIOBAHTHA XT
AHIOBA HTHA ................................................................ T
HELIEBH A ........................................................................... -
BH (DO CQOHATH ..............................................................

XOPMOHOTEPAIIHA



AHTHUEMETHIIN
KOJIOHNOCTUMYVIJIMPAIIN OAKTOPHU
NHTPAKABUTAPHA XT

Hurepran: [1 1 cenmuna; 2 ceqmuiu; 3 ceAMULIN; 4 CEIMUITH

Kontposnnu u3cnenBanus no npeneHka Ha JeKaps:

-
3a,Z[T>JI)I(I/ITCJ'IeH Ha60p H3CJICABAHUS CIIOpEa MCAUTTUHCKUA CTaHAAPT

[IKK............. "] buoxumus............. '] TyMOpHU MapKepH............. "] Exorpadus
-PGHTFGHOFpaMa Ha oenu Ipo0OBe............. -
3 OSSP UP PR PP
1 EKT............. [ Hpyru

Koctna cuunaturpadus Mamorpadus

JleueOHaTa cxema u MNPOABJDKUTCIIHOCT IMO3BOJIABAT IIPU 3alla3€HO O6HIO CbCTOSAHHUE U JIUIICA
Ha TOKCHYHOCT M3MNHCBaHe Ha 48-1 Jac.

JleuenueTo Mosxe Aa Ob/ie MPOBEIEHO U MO KIIMHUYHA MPOLEypa.

JIOKJIAJIBAJT:
MIPE/ICEJIATEJT: WIEHOBE:

[Ipunoxxenue Ne 88 kbM uit. 30r, an. 3
(Hoso - 1B, 6p. 95 o1 2014 1.)

Pemenue No............... /20 ........ T.

3a MpeANuCBaHe Ha JIEKAPCTBEHH MPOIYKTH
3a JICUCHHUE Ha 3JI0KAYeCTBEHH 3a00JISIBAaHUS
B XEMaTOJIOTHsTa



JIHEC, ..vvrvrreann. , KoOMHcHs, Ha3HaueHa che 3armoBeq Ne ... , B CbCTaB:
(ume 1 paMuKs, CIIENUATHOCT)

pasricaa npeacraB€HaTa OT JICKyBallluda JICKap MEAWIMHCKa AJOKYMCHTalWs, BKIIFOYBaIla
aHaMHe3aTa U OOCKTHBHUS CTAaTyCT HAa NalIUCHTA 3a NMPCANMCBAHC HA JICKAPCTBCHU MPOAYKTHU
3a JIeYeHHE Ha 3J10Ka4eCTBEHU 3200 IIBaHMUS.

Nwme: ETH:

Anpec: (rp./c., yn. No)

Bb3 ocHOBa Ha TOPHOTO KOMUCHSATA YCTAHOBH, Y€ NALUEHTHT CTPaaa OT:
(pa3rpHaTa quarHosa)

TenecHa maca:

XucTonorus

OrnepaTUBHO JieUEHUE:

MHara:

Bup nHa onepanusra:

CrnenonepatuBHa paguoTepaIus:

AnmroBaHTHaA XUMHOTepanus: HeaqioBaHTHa XUMHOTEpaAIUs:

Cxema: Cxema:
Bpoii kypcose: Bpoii kypcose:
Meracrasu:

Jara Ha ycraHoBsiBaHe: JIoKanu3amus:

Meroa Ha yCTaHOBSIBaHE:

[ muaua xumuorepanus I nuHUSA XUMUOTEpaIus
Cxema: Cxewma:

Bpoii kypcose: Bbpoii kypcoge:

[ara Ha 3aBppmiBaHe: JlaTta Ha 3aBBPIIBaHE:
Edexr ot neuenunero: Edekr ot neuenuero:
Jlata Ha nporpecus:  Jlara Ha mporpecus:
ECOG craryc:

JlabopaTopHu U 00pa3HU U3CIICABAHUS:

Jpyra uadopmarus:

MBroTBUI IPOTOKOMA: ...eeeeeevveeeanennen.
[IpoToKOIBT € BanuaeH 3a 6 Mecena, 10 .................

PrxoBomuTen Ha Je4eOHOTO
3aBeJICHUE:

UeHOBE: 1. coovvvvveiiiicieeeeeeeeeenn,

(moamuc, meyar)

[Tpunoxxenne Ne 8r kbm wi. 307, an. 1
(Hoso - IB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.,
npeaumrao [Ipunoxxenne Ne 88 kpm wit. 307, an. 1 - JIB, 6p. 95 oT 2014 1.)

Penentypna 6manka No .....................



3a JICKapCTBEHU MPOAYKTH, 3aruiamanu ot H30K

Jlekap:
(moamuc u neyar)

Ilamuenr:
EI'H:

Howm. aapec:




I'p. (c.)

OtmycHai: [Momy4m:
Mar. papm. YUH:

(monmuc u mevar) Jlara:

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

BX.No e,
.............................. 200 .....T

110

JIMPEKTOPA HA

PETMMOHAJIHA 3IPABHA NMHCITEKIII S
TP.

Ha BanmanuneTo Ha
HMHCIIEKTOpA I10
HApKOTHUYHU BEILIECTBA

3ASBJIIEHUE

(ampec Ha 1e4eOHOTO 3aBE/ICHUE)

CNo L B peructbpa Ha P3W Ha nexapute/nexapute mo ACHTAIIHA MEIUIIMHA,



KOHMTO MPEANUCBAT JIEKAPCTBEHHU MPOAYKTH, ChABPKAIIM HAPKOTUYHHU BELIECTBA.
Modst 1a Mu ObJaT MPEJOCTABEHU:
........................................... Oposi KOYaHU CIICIMAIHU PEUEeNTYPHH OJIAHKH ChC 3€JIEH LBAT

........................................... Opost KOYaHU CIICLUAHYU PEIENTYPHH OJIAHKHU C JKBJIT LBST

(monrmuc)

[Ipunoxxenne Ne 10 kpMm uit. 54
(H3m. - JIB, 6p. 81 ot 2013 1.)

Peructbp Ha nekapute/aexapure 1o ASHTaIHa MEIULIMHA, TTONYYUIH CTIEHUATHU PEeLenTypHI
OJIaHKH 32 MPENMCBAHE HA JICKAPCTBCHH MPOAYKTH, ChIIbPKAIIH HAPKOTHYHUTE BEIICCTBA OT
npuiokeHus Ne 2 u Ne 3 kM uint. 3, T. 2 u 3 ot Hapenbara 3a pena 3a xinacuduimpane Ha
pacTeHUsATa U BEIIECTBATA KATO HAPKOTUYHU

(3arm. u3m. - 1B, 6p. 81 o1 2013 1.)

Per. Ne
CBIJIACHO
perucrspa
o 4. 5,
an. 1, 7. 1 Tpute umeHa Ha Jiekapsi/IeKaps 1o JIeHTaTHa MEAUIIHA
N N [ara
Kogna  bpoii nonyyenn bpoii nonyuenn Cepus o IMogmuc Jlarana Ilogmuc Ha
KOYaHU KOYaHU
7e4yebHOTO ot Ne momny- IpeaBaHe UHCIIEKTOPA
(xapHeTHn) (xapHeTH) nexapst/
nu Opoii Ham Opoil Ha
3aBeICHUE 1o Ne yaBaHe Jjiekaps 1o 10 HapKo-
crienua- crienuai-
HUTE HUTE
JIEHTaIHa TUYHU
peuenTypHu pelentTypHu
OnaHKH ChC
OJIaHKU C KBIT MEeIULMHA BEIIECTBA
3eJIeH
IBSIT B TSX IBSIT B TAX

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



