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

H30a0ena om munucmuvpa na 30pageonazsaremo

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

I'naBa nbpBa.
ObLIU NOJIOKEHUSA

Ui 1. C Ta3u Hapenba ce onpeesT:

1. MEAMIIMHCKUTE CHEUAINCTH, KOUTO MOTaT Ja W3/1aBaT PELENTH, peAbT 3a IPEJIICBaHEe Ha
JIEKapCTBEHU MPOJYKTH, CPOKBT 3a U3MBIHEHUETO, CIIydyauTe U PeabT, IPU KOUTO MarucTbp-papMarenT
MOJKE Jia OTKa)e J1a U3II'bJIHU JIEKAPCKO MPEANNCaHUE;

2. YCIIOBHSTa U PEABT, MO KOUTO OBJIrapCKU TPaKIaHU U UYKIU TPaKIAHU, MOCTOSIHHO U
BPEMEHHO MpeduBaBallld B CTpaHaTa U IbTYBallM W3BbH Penybnuka bearapus, moraT 1a HOCIT WX J1a
M3HACAT JICKApCTBEHU MIPOAYKTH, IPEJHA3HAUCHH 32 JICUCHUETO UM;

3. KoJIMYecTBaTa JIEKapCTBEHU NPOAYKTH, NMPEAHA3HAUYEHU CaMO 32 JIEYEHHETO Ha TPaH3UTHO
[IPEMUHABAllld U BPEMEHHO NpeOMBaBallld HA TEPUTOPUATA HA CTpaHaTa JIMLA, KOUTO T€ MOrar Ja
IIPUTEKABAT;

4. (HoBa - J1B, Op. 15 ot 2014 r.) ycnoBusita ¥ peAbT 3a MPU3HABAHETO U U3ITBIHEHUETO Ha
pelenTu, u31aJieHy B pyra AbprKaBa YIeHKa;

5. (u3m. - IB, 6p. 81 ot 2013 r., npeaumna 1. 4 - IB, 6p. 15 o1 2014 1.) penbT 3a nmpeanucBaHe
Ha JIEKapCTBEHU MPOAYKTH, ChIBPKAIIM HAPKOTUIHH BEIIECTBA OT MpuiioskeHust Ne 2 1 3 kbM uiL. 3, T. 2
u 3 ot HapenOarta 3a pena 3a kinacuduuupane Ha pacTeHUTA U BEIleCTBaTa KATO HAPKOTUYHHU, IIPUETa ¢
[TocranoBnenue Ne 293 na Munucrepckus cbset oT 2011 r. ([IB, 6p. 87 oT 2011 1.);

6. (mpeaumHa T. 5, u3M. - JIB, O6p. 15 ot 2014 r.) peasT 3a oTneyaTBaHe U paslpenelisHe Ha
OJIaHKU 32 OTIYCKaHE U OTYMTAHE Ha JIEKAPCTBEHUTE MPOJYKTH 1O T. 5.

UYn. 2. PexuMbT Ha NpeAnucBaHe Ha JIGKAPCTBEHUTE MPOJYKTH € ONpPEEICH B pa3pelieHHeTo
3a ynotpe0a Ha JIEKapCTBEHUS POAYKT.

Un. 3. Pazpemenure 3a ynorpeba U perucTpUpaHUTE JEKApCTBEHU MPOAYKTH Ha TEPUTOPUSATA
Ha PenyOnuka bwarapus ce o0sBABaT Ha MHTEpPHET cTpaHWIaTa Ha V3mbIHUTENHATa areHuus Mo
JIeKapcTBara.

I'naBa BTOpA.
MEJUIUHCKHU CIIEHUAJIUCTHU, KOUTO MOT'AT JA U3JABAT PELIEIITU

Y. 4. (1) [IpaBo ma mpennucear pa3pelieHy 3a ynorpeda B cTpaHaTa JEKapCTBEHH MPOIYKTH U
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Ja W3JaBaT PEIeNTH HMMaT JEKapw/lieKapu MO ACHTAaTHA MEAWIIMHA, YIPAXHSIBAIIM MEIUIIMHCKATA
npodecusi.

(2) (U3m. - B, op. 81 ot 2013 r.) [IpaBo ga OTHyCKaT JEKAPCTBEHUTE MPOIYKTH, ChIbPKALIU
HapKOTHYHHU BemiecTBa oT npmiokeHue Ne 1 na Hapenba Ne 2 ot 2012 r. 3a ycnmoBusATa U peaa 3a
OCBILECTBSIBAHE HA MPOTPaMU 3a JICUEHUE C arOHUCTH U arOHUCTU-AHTArOHUCTH HAa JIUIA, 3aBUCUMH KbM
ormmmousu (B, Op. 49 ot 2012 r.) umar sekapu, paboTeImu B MPOrpaMuUTe, MOJYYHIIA pa3peuieHue OT
MUHHCTBpA Ha 3/[paBeONa3BaHEeTo.

(3) ®enamepure UMaT MpaBo Ja MPEIIUCBAT pa3pelleHH 3a yroTpeda B CTpaHaTa JIEKapCTBEHU
MPOAYKTH W JIa W3/aBaT PEUenTH, C U3KIIOUYEHUE Ha Te3u OT mpuiiokeHue Ne 1, camo mpu CKItOUEH
JIOTOBOP C JIeueOHO 3aBe/ICHNUE.

Un. 5. (M3wm. - 1B, 6p. 94 ot 2011 r.) (1) B pernonanuara 3npasHa uncnekus (P31) ce Boau
PETUCTHP HA JICKApUTE U JICKAPUTE T10 JICHTAIHA MEIUIIUHA, KOUTO TPEANUCBAT JIEKAPCTBEHU TPOTYKTH,
ChJIbPIKAIIN HAPKOTHYHHU BEIICCTBA.

(2) B peructbpa mo an. 1 ce BIMCBAT JaHHUTE Ha JIKaps/JieKaps 1O JCHTAJHA MEIUIIUHA T10
JOKYMEHTA 32 CAMOJIMYHOCT, JINYECH KO/ ¥ KOJ] Ha JICYEOHOTO 3aBEICHHE.

I'naBa Tpera.
HPEAIIMCBAHE HA JIEKAPCTBEHU NPOAYKTHU

Pazpean I.
Pen 3a npeanucBaHe Ha JiIeKAPCTBEHH MPOIAYKTH

Uin. 6. (1) IlpennucBaneTo Ha JIeKapCTBEHU MPOJIYKTH CE M3BBPIIBA HA pelENTypHa OJIaHKa C
OsUT LIBAT CHIIIACHO MpuiioskeHue No 2.

(2) (Ot™m. - 1B, 6p. 81 oT 2013 1)

(3) Bopxy peuentypHata OnaHka 3aIbDKHTEITHO C€ OTOENsA3Ba PEKUMBT Ha OTHYCKaHE - 3a
€IHOKPATHO MJIM MHOTOKpPATHO OTIYCKaHe, KaTOo MPHU MHOTOKPATHOTO OTITyCKaHE CE€ YTOUYHSBA U KOJIKO
II'BTH 1€ CE U3MBIHSABA PelerTaTa.

(4) Penenture ¢ pexuM MHOTOKpPATHO OTIYCKaHE MMaT BAJUAHOCT 10 6 Mecela OT Jarara Ha
M3J1aBaHETO UM U ChIIbPKAT O3HAUEHUE Ha OpOsl HA OTIYCKAHUITA.

Un. 7. (1) PenentypHara 6y1aHKa ChabpxKa:

1. (mom. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "uHCKpUOIMO" - COOCTBEHO H
(haMUITHO UME Ha JUIETO o 4i. 4, YHUKAJIEH UICHTU(PUKAIMOHEH HOMEP, HAMMEHOBAHUE U aJipec Ha
nedeOHOTO 3aBefieHue, TenedoH 3a Bpb3Ka, 1aTa Ha U3/1aBaHe Ha PelerTaTa;

2. "mpeckpudImo" - HAMMEHOBAaHKE, KOJUYECTBO Ha aKTMBHO BEIIECTBO B JIEKApCTBEHa (opMa
Y KOJIMYECTBOTO Ha JIEKAPCTBEHUS MPOAYKT; KOJTUIECTBOTO C€ U3MUCBA ¢ IU(DPH, a IPHU MPEANICBaHE HA
JIEKapCTBEHH MPOAYKTH, ChIBPKAIM HAPKOTHYHH BEIIECTBA - U C TyMH;

3. "curHarypa" - MOCOYBAT c€ €IHOKpPAaTHATa U JICHOHOIIIHATA J03a Ha JIEKapCTBEHUS MPOJIYKT,
MPOIBHKUTEIIHOCTTA Ha Kypca Ha JISYeHUE M HEOOXOIUMOCTTa OT IMOBTAPSHETO MY, J103aTa CE€ U3IMUCBA C
nudpy; Tpyu MpeAnrcBaHe HA J103a, MO-BHCOKA OT MAaKCHMAaJIHO OMpeesieHara Mpu pa3peliaBaHeTo 3a
ynoTpe0a Ha JIEKapCTBEHUS MPOJYKT, MPEAMUCBALIUAT C€ TOJAMKUCBA CPEIly MPEBUIIIEHATa 7103a; HE Ce
JIOTTyCKaT 00K M3pasu Karo: "u3BectHo", "mo HactaBneHue", "mo cxema" u ap.;

4. "cyOckpuOumo" - ykazaHus 3a HAUWHA HA M3ITBIHEHUE HA MPEANUCAHUETO; MPU U3IOI3BaHE
Ha ykazaHudaTta "uuto", "uutucumo" uiam "craTum'" 3aIBJDKUTENHO CE 3alMCBA YachT HA MPEANKMCBAHETO



Ha JICKAPCTBEHUS IPOAYKT;

5. moAnMC Ha JeKaps/IeKaps 1Mo AeHTaIHa MeIUIIMHA/ deramepa;

6. (u3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) nuueH nedaT Ha JieKaps/IeKaps Mo
JICHTAJIHA MEITUIMHA W/WIK TIeYaT Ha JICYeOHOTO 3aBE/ICHNUE;

7. TpUTE UMEHA Ha MAIMCHTAa, BH3PACTTa U aJ[pec 10 MECTOXKUBEEHE, KaTO MPU OpEeMEHHA JKEHa,
KbpMayKa HITH JIETE C€ OTPa3siBa U TOBA 0OCTOSITEIICTBO;

8. (noBa - /IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) YHHKaNEeH MACHTU(DUKAIIMOHEH
Homep (YMH) Ha maructbp-dapmarieBra OT peructbpa Ha brirapckus dpapManeBTHUCH ChIO3.

(2) (Or™m. - 1B, 6p. 81 oT 2013 1.)

Un. 8. (1) JlekapcTBeHuTEe MPOAYKTH C€ M3MHMCBAT YETIMBO HA JIATUHUIA C MEXIYHAPOIHOTO
HEMaTeHTHO WK (apMaKONeWHO HAMMEHOBAHUE HA JICKAPCTBEHOTO MM BEIIECTBO MIIM THPTrOBCKUTE UM
HAaUMEHOBAHMUS.

(2) KonuyecTBOTO Ha JE€KAPCTBEHOTO BEIIECTBO B MPEANUCBAHUS JIEKAPCTBEH MPOIYKT CE
u3pazsiBa:

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

2. B MAJIUTPaMH, KOTaTo € MO-MaJIko OT €1H rpaM (mg);

3. KONMYECTBa, MO-MAJIKH OT €IWH MHJINTPaM, CE€ O3HAayaBaT B MHKpPOTPAMH, KaTo Ta3H
MepHTEeITHA eIMHUIA HE Ce ChKpalllaBa, a ce U3MKCBa C IyMU (microgram);

4. obemuTe ce n3pas3sBaT B MIIHIUTPH (ml);

5. B MexayHapoauu ey (1U) - 3a nekapcTBeHH MPOAYKTH OT OMOJIOIMUYEH ITPOU3XO/.

(3) Cekpamenusta Ha JeKapcTBeHaTa ¢opMa ce U3IMUCBAT BBPXY pelenTypHara
OnaHKa/IeKapCTBEHUs JIUCT B ChOTBETCTBHE C JeiicTBallaTa B cTpaHaTa (papmakornes.

(4) 3abpansiBa ce M3IMOI3BAHETO HA CHKPAIICHUS U MOIMPABKH MPU U3MHCBAHE HAMMEHOBAHUSTA
HA JIEKAPCTBEHUTE MPOTYKTH.

Un. 9. JlekapcTBeHHM MPOJYKTH, IPUTOTBEHU IO MarucTpajiHa U (hapmMakorneiHa peuenrtypa, ce
NPENICBAT Ha OTJIENIHA pelienTypHa OIaHKa.

Un. 9a. (HoB - [IB, 6p. 15 ot 2014 1.) (1) Ha peunenTtu, KOouTO I C€ M3MBJIHIBAT B JApyra
Ibp)KaBa 4JIeHKa, Ce M3MMCBAT HEOOXOJUMHTE 3a JICUEHHETO Ha KOHKPETEH MAalUeHT JEeKapCTBEHU
MPOJAYKTH, C W3KJIIOYEHHE Ha JIEKapCTBEHHUTE NPOAYKTH Mo uia. 174 or 3akoHa 3a JIEKapCTBEHHUTE
IPOAYKTH B XyMaHHATa MeJIUIMHA.

(2) Peuenture mo an. 1 ce m3mMcBarT Hpu cla3BaHe W3MCKBaHUATA Ha Ta3uW Hapenda, Karo
33JIBJKUTENHO CE€ BKJIFOUBAT BCUYKHU JAHHU, IOCOUYEHHU B IIpuitoskeHue Ne 4a.

(3) JlekapcTBeHHTE MPOAYKTH CE€ MPEANUCBAT MO MEXKIYHAPOJHO HEMATEeHTHO HaMMEHOBaHUE
WM (papMakoneiHO HAMMEHOBaHHE Ha JIEKapCTBEHOTO UM BEILECTBO.

(4) JlekapcTBeHUTE MPOIYKTH MOrar Ja ObJaT MPEeANHCAaHU MO THPrOBCKO HANMEHOBAHUE B
CIIEHUTE CIIy4au:

1. xorato ce mpennucBa OMOJOTHYEH JIEKAPCTBEH MPOAYKT MO CMUCHIa HAa § 2, T. 2 OT
JIONBJIHUTETHUTE pasnopenou Ha Hapenba Ne 27 or 2007 r. 3a HM3MCKBaHMATA KbM JAHHUTE U
JOKYMEHTAIMATA 33 pa3peliaBaHe 3a ynorpeda M perucTpamus Ha JekapcTBeHu npoayktu ([IB, 6p. 54
ot 2007 1.);

2. KOraTo TOBa € HEOOXOAMMO OT MEAMIIMHCKA TJIe/IHAa TOUKa MO MpeleHKa Ha JuiaTa 1o 4i. 4,
KaTo B TO3M CJIydall B pellenTara ce ocoYBaT MPUUYNHUTE, KOUTO HAJIaraT U3M0JI3BaHETO HAa TOCOYEHOTO
THPrOBCKO HAUMEHOBAHHE.



Yn. 10. Ilpu npeamucBaHe Ha BCEKM OTAEIEH JIEKAPCTBEH MPOAYKT JIMLETO MO Wi. 4 €
3aIBJDKEHO J1a ce MHGOopMHUpa OT MalueHTa 3a MPeIUIecTBAll0 WM ChII'BTCTBAILLO JICYCHHE C JIPYTH
JIEKapCTBEHU ITPOTYKTH.

Pasnea I1.
IIpennucBaHe HA JIEKAPCTBEHU NMPOAYKTH, ChAbPKAIIA HAPKOTUYHM BellecTBA

Yn. 11. (1) (M3m. - OB, 6p. 81 or 2013 r.) IlpeanucBaHeTo Ha JEKAPCTBEHU IPOIYKTH,
ChIIbPIKalll HAPKOTUYHU BEILIECTBA, CE U3BBPIIBA HA CIIELMaIHa pelenTypHa OjlaHKa, IPeIoCTaBeHa OT
MUHUCTEPCTBOTO Ha 3ApPABEONAa3BAHETO, C JKBJIT LBIAT - 3a JEKApCTBEHU IPOIYKTH, ChABPIKALU
HapKOTUYHH BemiecTBa oT npuiokerne Ne 2 kpM wi. 3, T. 2 ot Hapenbara 3a pena 3a kinacudumnmpane
Ha PACTEHUATAa U BElIECTBaTa KaTo HApKOTUYHHU, U CbC 3€J€H IBAT - 3a JIEKAPCTBEHW IMPOAYKTH,
ChIbPIKaIl HapKOTHYHU BellecTBa oT mpuioxkeHue Ne 3 kpM ui. 3, T. 3 ot Hapenbata 3a pena 3a
KIacu(uIupane Ha paCTeHUATA M BENIECTBAaTa KATO HAPKOTUYHH.

(2) JlexapcTBeHUTE MPOAYKTH MO mpuioxkeHue Ne 5, chabpiKalld HApKOTUYHHU BEIIECTBAa B
KOMOMHAIIHSI, Ce TIPETUCBAT Ha PeIenTypHaTa OJlaHKa 1o aj. | che 3eJeH MBST.

(3) Cneunannara penentypHa O6JaHKa ce OTIEYaTBa B TPHU €K3EMILISIpa HA XMMHU3UpaHa XapTus
U ChJIbPKa OCBEH JAHHUTE 110 Wi. 7 U CIEIHUTE JONBJIHUTEIHN JaHHU:

1. cepus 1 HOMEp Ha perenTypHara OJiaHKa;

2. Hagnuc "JloKyMeHT, KOWTO MOAJIEkKH Ha CIelaieH oT4eT".

(4) CpokbT Ha BAJIUTHOCT Ha CIIeLIMAIHATA pelenTa € 7 JHU OT JaraTa Ha W3/1aBaHEeTo .

Un. 12. (1) Peuenrata ce u3naBa B TpU €K3EMIUISpA, IBPBUTE JBa OT KOUTO CE€ IIpelaBaT Ha
NaIMeHTa, a TPEeTHAT ce ChXpaHsBa OT JieKaps/JIeKaps Mo JeHTalHa MEAMIIMHA B MIPOIBJDKEHUE Ha €/1Ha
TOJIMHA U C€ TPEJOCTaBs HA KOHTPOJIHUTE OPTraHy MPH MPOBEPKA.

(2) (M3wm. - IB, 6p. 94 ot 2011 r.) Cnex n3tuvyane Ha cpoka 1o ai. | peuenTtuTe ce mpeaaBaT ¢
IpUEMHO-TIpeaBaTeNIeH MPOTOKON Ha nHcnekTopute B P3U, xouto tv chxpaHsBar 3a cpok 10 roauam,
Clie/l KOETO Ce YHUII0XkKaBaT OT KOMHCHS, OIIpe/iesieHa ChC 3aroBe Ha qupekropa Ha P3U.

(3) (Ot™m. - 1B, 6p. 81 oT 2013 1)

(4) Koraro nexapcTBEHUAT NMPOAYKT ce 3amiama ot HannonanHara 31paBHOOCUTypUTEIHA Kaca
(H30K), nekapst 3aabipkuTento nombisa kojga Ha H30K Ha ceoTBeTHMS ekapeTBeH npoaykT u MKb
KO/a Ha 3a00JsIBaHETO ChITIACHO Hapenbarta mo wi. 45, an. 3 oT 3akoHa 3a 31paBHOTO OCUTYpsIBaHE
(330).

(5) Ilo mpereHka Ha Jekapsl Ha €lHa pelenTypHa OjlaHKa MOXe Jla ce MPEeANHCBa MoBeyYe OT
€/IMH JIEKapCTBEH MPOJIYKT, ChIbpKAI] HAPKOTUIHH BEIICCTBA.

(6) 3abpansiBa ce MpeINUCBAHETO Ha JIEKAPCTBEHU MPOJIYKTH, KOUTO HE ChABPKAT HAPKOTUYHU
BEIIECTBA, HA CIICIIUATHUTE PEIECTITYPHH OJIAHKH.

Y. 13. (Orm. - IB, 6p. 81 oT 2013 1.)

Ui 14. Ilpu npeanucBaHe Ha JIEKApCTBEHU NMPOAYKTH, ChABPKAIIM HAPKOTUYHU BELIECTBA, CE
CIa3BaT CJICJHUTE U3UCKBAHMUS:
1. KOJIMYECTBOTO Ha JIEKAPCTBEHUTE MPOYKTH C€ U3MHUCBA C UPPH U C TyMU;



2. KOJMYECTBOTO Ha MPEANHCAHMs JIEKapCTBEH MPOAYKT HE MOXE Ja HaJBHIIAaBa
TepaneBTUYHATA 103a 3a 30 gHwu.

Yn. 15. (Hom. - AB, 6p. 81 ot 2013 1., u3m. - /IB, 6p. 104 ot 2013 r.) JlekapcTBEHH MPOTYKTH,
ChABpKAaIM eTWIMOPOHH, KoaeuH, (peHobapOuTan u Tpamamos B KoimdecTBa a0 50 Mr 3a mo30Ba
eIMHUIIA B KOMOMHAIUS C IPYTH JIEKAPCTBEHU BEIIECTBA, CE€ MPENICBAT HA OOMKHOBEHA pelenTypHa
OJaHKa 3a €THOKPATHO OTITYCKaHE M B KOJIMYECTBA, ChOOPA3eHHM C THEBHATA JO3UPOBKA, 32 HE TIOBEYE OT
30 nHu.

Un. 16. Ilpu mpennvcBaHe Ha BCEKH OTIEIEH JIEKAPCTBEH MPOAYKT JHMIETO mo 4wi. 4 e
3abJDKEHO J1a ce MH(pOpMHUpa OT MAIMEeHTa 32 MPEAIISCTBALI0 WM CHITBTCTBAIIO JICUCHHE C JIPYrU
JIEKapCTBEHU MPOTYKTH.

Paznen I11.
IIpeanucBaHe Ha JIeKAPCTBEHH MPOAYKTH, 3aILUIAIAHU OT Peny0TUKAHCKHUS OI01KeT 3a JJeYeHUeTo
Ha ObJrapcKUTE TPAKIAHU 32 3200JIIBAHUSA, H3BBbH 00XBaTa HA 3aAbJLKUTETHOTO 3IPABHO
ocurypsiBane

UYn. 17. Jlekapure mMorar aa mpeanucBaT JEKapCTBEHH MPOIYKTH, 3allIalllaHu ChC CPEACTBA OT
penyOMKaHCKUs OFOJDKET 3a JIeYeHHe Ha 3a00JsiBaHMsI, M3BBbH 00XBaTa HA 3aBJDKUTCIHOTO 3APABHO
ocurypsiBane cbriacHo Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiamniane oT permyoluKaHCKHs OI0HKET
Ha JICUCHUETO Ha OBJITAPCKHUTE TPAKIAHM 32 3a00JIIBaHUS, U3BBH 00XBaTa HA 3aILJDKATEITHOTO 3PABHO
OCUTYypsIBAaHE.

Ui 18. (Otm. - [IB, 6p. 95 oT 2014 1.)

Un. 19. KonndyecTBOTO Ha MPEANUCAHUTE JEKAPCTBEHU MPOAYKTH Clie[Ba Ja ChOTBETCTBA Ha
cpokosete 1o wi. 22 ot Hapen6a Ne 34 ot 2005 r. 3a peaa 3a 3amiaimane OT pernyoIMKaHCKHS OI0KET
Ha JICUEHUETO Ha OBJITapCKUTE TPaKJaHM 3a 3a00JIIBaHUS, U3BBH 00XBaTa Ha 3aIBKUTEITHOTO 3/PaBHO
ocurypsiBaie u 4i. 14 ot ta3u Hapenoa.

Yn. 20. (U3m. - IAB, 6p. 95 ot 2014 r.) Ilpeanucanure geKapcTBEHH MPOAYKTH MO peda Ha
Hapen6a Ne 34 ot 2005 r. 3a penma 3a 3aruiamiane OT PenyOJIMKAHCKHUs OIOJDKET Ha JICUCHHMETO Ha
OBArapcKuUTe rpaXKIaHu 3a 3a00JIBaHUs, U3BBH 00XBaTa Ha 3aJIBJDKMTEIHOTO 3/[paBHO OCUTYpSIBAaHE CE
BIIMCBAT B MEAMIIMHCKATA JJOKYMEHTAIUs Ha MMallMeHTa.

Un. 21. (1) JlekapcTBeHH NPOAYKTH 3a MAlMEHTH, KOUTO C€ JIEKyBaT NpHU amOylIaTOpHU
YCJIOBHSI, CE€ TIPENMKUCBAT Ha perenTypHa Oianka ceriacHo npmioxkernue Ne 8 ot Hapen6a Ne 34 ot 2005
. 32 pe/a 3a 3amiaiiaHe OT penyONHKaHCKUsA OOKeT Ha JICYCHHETO Ha OBJITapCKHUTE TPa)JIaHU 3a
3a00JiIBaHMs, W3BBH O00XBaTa Ha 3aJbJDKUTEIHOTO 3JpPAaBHO OCUTYpsiBaHE, KOSITO C€ H3/1aBa B JiBa
ex3eMIUIsipa. [IbpBUAT €K3eMIUIsIp ce ChXpaHsBa B anTeKara, a BTOPUAT - B CUETOBOJCTBOTO Ha
CHOTBETHOTO JIeYeOHO 3aBEJCHHE B IPOIBIDKEHUE HA 5 TOJIMHHU.



(2) (U3m. - [IB, 6p. 95 ot 2014 r.) JIekapcTBEeHUTE MPOIYKTH 3a IMALUEHTH, KOUTO CE JIEKYBaT B
CTaI[IOHAPHM YCIIOBHS, C€ NMPEINMCBAT Ha JIGKAPCTBEH JICT CHIVIACHO HpuiiokeHne Ne S5a, KOHTO ce
u3IaBa B JBa ek3eMIunsipa. [IbpBUAT ek3eMIUIsip ce ChbXpaHsBa B alTekara Ha JiedeOHO 3aBe/ieHue, a
BTOPHSAT - B ChOTBETHOTO OT/EJICHNE B IIPOIBIDKEHUE HA 5 TOAMHHU.

Uin. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Peuenture no un. 21, an. 1 ca Bauanu 3a cpok 15 auu
OT JIaTaTa Ha M3/I1aBaHETO MM.

Pazpen IV.
IIpeanucBane Ha JieKAPCTBEHH MPOAYKTH, 3aIUIAIIAHU HATBJIHO WK YacTU4HO oT H30OK

Ui 23. (1) (dom. - 1B, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 95 ot 2018 r.) JInmara mo uin. 4, an. 1,
pabotemnu B je4eOHU 3aBEJCHUS 32 N3BBHOOIHINYHA TOMOII, B M3MbIHEHUE Ha joroBop ¢ H30K morar
J1a IPEANUCBAT JEKAPCTBEHU MPOAYKTH 10 Wi. 262, an. 6, T. 1 oT 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B
xymanHaTta Menununa (3JIIIXM) 3a nedenne Ha 3npaBHOOCcUTypeHH Jmia (30J1), 3aniamany HarbIHO
win 4dactuyno ot H3OK 3a gomamHo nedyeHue Ha TEpUTOpUATAa Ha CTpaHara 3a 3a0ossBaHUS,
onpeneneHu ¢ HapeaoaTa no wi. 45, an. 3 330.

(2) U3BBH ciiydauTe mo an. | JexkapcTBeHH MPOIYKTH, 3allIalllaHd HAI'BJIHO MU YaCTUYHO OT
H3O0K, morar ma ce mpeamucBar OT JIeKapu/JeKapu MO JIEHTaJHa MEIHUIMHA, paboTemu B JeuyeOHU
3aBe/IeHus 332 U3BBHOOIHUYHA MOMOII O Wi. 5, ant. 1 oT 3akoHa 3a JJeueOHHUTE 3aBEICHUs, KOUTO ca KbM
MUHUCTEPCTBOTO Ha MPABOCHIUETO.

(3) JlexkapcTBeHH TPOAYKTH, 3aIulaliaHi HambJIHO WK yactuyHo oT H3OK, morar na 6baar
MPEIIMCBAaHN Ha 3JPaBHOOCHUTYPEHH OBITapCcKU TpakIaHW, JIMIA C MPABO HA 3JPAaBHO OCUTYpSBaHE,
yIIOCTOBEPEHO OT JApyra abpkaBa - wienka Ha EC, win chriacHo JByCTpaHHH CIIOTOAOU.

(4) (U3m. - JIB, 6p. 81 ot 2013 r.) JIumara no wi. 4, an. 1, cnenuayucTd mo npoduia Ha
3abonsBaHeTo, padoremu no goroBop ¢ H30K B neueOHuM 3aBeneHus 3a M3BHHOOIHUYHA MOMOI WM
crienuaIu3upaHd KOMHUCUHU B JieueOHHU 3aBe/leHUs 3a OOMHWYHA momoi, ckimrodmmm aorosop ¢ H30K,
MoOraT Ja wu3JaBaT MPOTOKONM 3a TPEANUCBAHE Ha JIEKQpCTBEHM NPOAYKTH, 3arUlallaHd OT
H3O0K/Pernonannara 3apaBaoocurypurtenna kaca (P30K).

Un. 23a. (Hos - IB, 6p. 81 ot 2013 r., oT™. - /IB, 6p. 95 ot 2014 1.)

Un. 24. (1) (U3m. - JIB, 6p. 81 ot 2013 r.) JlekapcTBeHUTE MPOAYKTH, KOUTO HAI'BJIHO WIH
gactuyHo ce 3amamar oT H30OK 3a gomamHo nedyeHue, ce MpEeAnHcBaT Ha peLenTypHa OiaHka
(o6pazerr M3 - H30OK Ne 5 no npunosxxkenue Ne 6), peuentypna 6anka (oopazery M3 - H30K Ne 5A mo
npuiiokeHue Ne 7) unu 3a TSX ce u3aaBa mpoTokol (obpaserr mo npuinoxkenue Ne 8) mo pex, onpeneicH
B HAIIMOHAJIHUTE PAMKOBH JOT0BOpH 1o wi. 53, an. 1 330.

(2) Penentypuute 6manku 1o an. 1 ce u3aaBar, KakTo ClieBa:

1. (mom. - JIB, Op. 95 or 2018 r.) peunentypna 6manka (obpaszenr M3 - H30K Ne 5 mo
npunokeHne Ne 6) - 3a mpeanucBaHE Ha JIGKAPCTBEHU NPOAYKTH 3a JIeYeHHE Ha 3a00isaBaHUs, B
KoJM4ecTBa 3a He moBede oT 30 THU, OCBEH KOTaTo JIMTICBA ITOAXOIAIIA OITAKOBKA CHIIIACHO CIIUCHKA TI0
. 262, an. 1 3JIIIXM,;

2. (m3m. - JIB, Op. 95 ot 2014 r.) peuentypna Omanka (o6pazernr M3 - H30K Ne 5A mo
npuiiokeHue Ne 7) - 3a mpeAnucBaHe Ha JIEKApCTBEHU MPOAYKTH 3a JISYCHHE Ha XPOHUYHU 3a00JsBaHu,
B KOJIM4ecTBa 3a He nmoseue oT 100 nuu.



(3) Henomrbsinenute nosera B pelienTypHUTE OJIaHKU 110 ajl. 1 ce aHynupar cbe 3Hak "Z".

(4) Peuentypaute O61anku 1Mo aji. 1 ce u3gaBar B J1Ba €K3eMILIspa.

(5) (M3wm. - [IB, 6p. 95 ot 2018 1.) Penentypuute 61aHKH 110 al. | 3aABHKUTEITHO C€ MOMBIBAT
B €JIEKTpOHHa (QopMa, pa3nedyarBar ce ¥ U3AaIUTe T'U JIeKapu/JIeKapu Mo JeHTaJHa MEAUIIMHA MoJlarat
MOJINKC U JINYEH NeYaT W/WIM NedaT Ha JIe4eOHOTO 3aBEICHHE.

Uin. 24a. (Hos - JIB, 6p. 15 ot 2014 1., u3m. - JIB, 6p. 95 ot 2018 r.) Koraro na 30JI ce
MPEANUCBAT JIKAPCTBEHU MPOAYKTH, C U3KIIIOUEHHUE Ha JIEKApCTBEHUTE NMPpOoAyKTH 1o wi. 174 3JIIIXM,
3aruiamany HambiaHo i yactudHo oT H3OK, penentypuute OnaHku mo wi. 24 ciieBa J1a ChIbpKatr
BCUYKH JaHHU, TOCOYEHU B mpuiioxkeHure Ne 4a, Korato ce IjiaHupa Ja ce U3IbJHABAT B Apyra AbpKaBa
YJIeHKA.

Uin. 25. (1) (U3m. - B, 6p. 95 ot 2018 r.) JIunara o 4. 23 BoucBaT B aMOylIaTOPHUS JIUCT,
KOHTO ce chxpaHsBa B ocueto Ha 30JI 32 0TUETHOCT U KOHTPOJ, CIEAHUTE JAaHHHU OT PELETITUTE IO Y.
24, an. 1: kon na H30K, MKbB kon na 3abonsiBanero no Hapenbdara mo wi. 45, an. 3 330, curnarypa,
MPEIICAHO KOJIMYECTBO U JHUTE, 32 KOUTO € JJOCTATHYHO MPEANUCAHOTO KOJIUYECTRBO.

(2) Harara Ha wW3/1aBaHe Ha pelLenTara clefBa Ja CbBMNaJa C JaTaTa Ha HU3JaBaHE Ha
amMOyJIaTOPHHUS JIHCT.

UYn. 26. (1) JIunata o 4. 23 umar npaso Ja NpearucBaT Ha €lHa pelenTypHa OjgaHkKa 0 Tpu
JIEKapCTBEHH MPOAYKTA, CBBP3aHH C JICYCHHETO Ha J0 TPH Pa3IMYHU 3a00JsBaHUs, a HA €ANH MPOTOKOJ
- €JIMH JIEKAPCTBEH MPOAYKT B JI0 TPU J030BU €UHUIIM 32 €THO 3a00JIIBaHE.

(2) Ilpomenu B mpeanucaHUTE JEKapCTBEHU MPOAYKTU MO peuentypHa Omanka (oopazen M3 -
H30K Ne 5 mo mpunoxkenue Ne 6) Moxke 1a MpaBH caMoO JIEKapsAT/JIEKapAT MO JCHTAJIHA MEIUIIMHA,
W3Jaji perenTara, Kato 3a 1eiTa ChIIMIT aHyJIupa HeU3MbJIHEHAaTa pellenTa U u3aBa HoBa.

(3) IIpomenu B mpeanmucaHUTE JIEKAPCTBEHU MPOIYKTH 1O perenTtypHa Oianka (oopazen M3 -
H30K Ne 5A mo mpunoxenue Ne 7) Moke J1a MmpaBu caMo JIeKapsAT/JIeKapsT MO JIEHTaIHAa MEIUINHA,
W3/1aJ1 perenTara, KaTo 3a 1eJiTa ChIIUAT aHyIupa HEU3IIbIHEHUTE OTPSA3BIM OT Hesl U U3/1aBa HOBA.

(4) (M3m. - IB, 6p. 95 ot 2018 r.) B ciayuante mo an. 2 u 3 aunata mo 9wi. 23 3a1bKUTETHO
n3uckBaT ot 30JI peuentypHuTe OJaHKU WM OTPSI3BLU OT PEUENTYpHHU OJaHKH, KOUTO MOAJIEekKAT HA
aHyJupaHe. AHyTUpaHUTE PEHENTYPHH ONaHKU WU OTPSA3BLHU OT PELENTypHU ONaHKH Ce ChXpPaHSIBaT B
nocueto Ha 30JI, mpukpernenn KbM aMOyIaTOPHUS JTUCT OT JlaTaTa Ha TIXHOTO M3/IaBaHE.

(5) Ilpu wuskiouBaHe Ha IIEKAPCTBEHU TMPOAYKTH OT TO3UTHUBHUSA JIEKAPCTBEH CIUCHK
U3JIaJICHUTE PELeNITU Ce aHyJIUpaT Mo pena Ha al. 2, 3 u 4, KaTo NallMeHTUTE He 3alllaliar cyMmara 1o
yn. 37, an. 1, 1. 1 330, ako He ce Hajlara oKa3BaHe Ha MEIUIIMHCKA ITOMOIII.

UYn. 27. (1) JIunara mo ui. 23 uMaT IpaBo Ja MPeaNUCcBaT JIEKapCTBEHU MPOIYKTH, 32 KOUTO
H3OK HambiHO MM YaCTUYHO 3aIUIalla, B CJIEIHUTE KOJIMYECTBA!

1. 3a 1edyeHne Ha OCTPU CHCTOSHUSA - JIEGKAPCTBEHU MPOAYKTH 3a He nosede oT 10 1Hu;

2. (u3m. - IB, ©p. 95 ot 2014 r.) 3a jeyeHHe Ha XPOHUYHHU 3a00JSIBaHUS - JIEKAPCTBEHU
MpOAYKTHU 3a He ToBede oT 100 qHU, mpeanucany Ha 10 TPU OTPsA3bKa OT perenTypHa OjaHka (oOpaserr
M3 - H30K Ne 5A mo mpunoxenue Ne 7) unu Ha peuentypHa 6inanka (obpazer;y M3 - H30K Ne 5 no
npuiioxxenue Ne 6).

(2) JInmara no 4. 23 mocoyBaT B peleNnTypHUTE OJaHKH 1o wi. 24, an. 1 u B amOynaTopHus
JIMCT CPOKa, 3a KOUTO Ce MPEIHCBA.



(3) (Hom. - JIB, 6p. 95 or 2014 r.) B cayyaure mo ai. 1, T. 2 ce mpeAnHcBaT JEKapCTBEHH
MPOAYKTH Ha €IWH OTPA3bK 3a He moBeue oT 30 AHM, OCBEH KOraro JIMICBa MOJIXOJAIIA OMaKOBKa
CBIVIACHO CHUCBHKA IO Wwi. 262, an. 1 or 3akoHa 3a JEKapCTBEHUTE NMPOJYKTH B XyMaHHaTa MEIHILIMHA
(3JIIIXM) miam KoraTo JICKapCTBEHUTE MPOYKTH C€ MPEANMKMCBAT B KOJUYECTBA 3a MoBeue oT 90 mHHu.

Un. 28. Ha penentypaure Onanku mo wi. 24, ai. 1 He Morar na ObIaT NPEANHCBaHU
€IHOBPEMEHHO JIEKAPCTBEHH MPOAYKTH:

1. Ha3HAYEHU C MPOTOKOJI MO 4. 24, ann. | 1 TakuBa, KOUTO HE Ca HA3HAYEHU C TAKBB MIPOTOKOJ;

2. Ha3HAYEHHU C MOBEYE OT €JIMH MPOTOKOJ 10 Wi 24, an. 1.

Ui 29. (1) (U3m. - B, 6p. 95 ot 2018 r.) JIunara no wi. 23 ca anrbxuu na ysegomst 30J1 -
pEcCIl. HETOB POJUTEI, HACTOMHUK WJIM ONEYUTEN, WM JIMIETO 1o Wi. 162, an. 3 oT 3aKoHa 3a 3/1paBeTo,
3a BHJIAa Ha TMPEINUCAHUTE JIEKAPCTBEHU MPOJYKTH, TIXHOTO JEUCTBHE, HEKEIAHH JICKAPCTBEHU
peaxiuu, peJl 1 HauuH Ha IpueMaHe, 3a CyMara, KOsiTO Ce/iBa Jia 3arjiaTh, ako JEKapCTBEHUAT MPOAYKT
ce 3arania yactuyno ot H30K.

(2) (U3m. - 1B, Op. 95 ot 2018 r.) VYBemomsBanero Ha 30OJI, pecn. HEroBus poauTed,
HAaCTOMHUK, MOIMEUYUTEN WIM JHIETO mo 4wi. 162, an. 3 or 3akoHa 3a 3/paBeTo, C€ YIOCTOBEpsBa C
MOAINKCA MYy B aMOYJIaTOPHHUS JIUCT.

Uin. 30. (1) PenenTture, u3nucanu mo peaa Ha TO3W Pas3zeli, UMAT CPOK HA BaTUIHOCT CUYUTAHO
OT JIaTaTa Ha M3/IaBaHe, KaKTo CJIe/Ba:

1. no 15 xanengapuu AHM - 3a peuentypHa 6yanka (oopaszen M3 - H30K Ne 5 no npumnosxenue
Ne 6) u 3a oTpsi3bK A oT peuentypHa 6manka (o6pazerr M3 - H30K Ne 5A no mpunosxxenue Ne 7);

2. no 45 xaneHaapHu JHU - 32 OTPsI3bK B oT penentypHa 6manka (oOpazenr M3 - H30K Ne 5A
o npusoxenue Ne 7);

3. 1o 75 xanenmapHu aHH - 32 oTpsi3bK C oT perentypHa Omanka (oOpasen M3 - H30OK Ne 5A
1o npusuoxenue Ne 7).

(2) OtnennuTte OTpsA3BIM Ha peuentypHa 6ianka (oopazenr M3 - H30K Ne 5A no nmpuiioxxenue
Ne 7) ce u3mbIHSABAT MOCIEIOBATENHO B CIEAHUTE CPOKOBE CUMTAHO OT JaTara Ha U3AaBaHETO M.

1. 1o 15 xanengapHu THU - 33 OTPA3BK A;

2. (u3m. - /1B, 6p. 95 ot 2014 1.) oT 25 10 45 KaneHaapHU JHH - 33 OTPSA3HK B;

3. (u3m. - IB, 6p. 95 ot 2014 1.) oT 50 no 75 xaneHaapHu AHH - 32 OTps3bK C.

(3) (U3wm. - [IB, 6p. 81 ot 2013 r.) [IpoTokonute mo ui. 24, an. 1 umMaT Cpok Ha BaJUAHOCT IO
180 kaneHmapHW JHU CUMTAHO OT JaTaTa Ha 3aBepsSBaHETO MM B PermoHamHaTa 3[paBHOOCUTYpPHUTEITHA
Kaca.

Pasznean V.
IIpeanucBaHe Ha JieKAPCTBEHU NMPOAYKTH B JedeOHH 3aBeenns cbe crauuonap (Hos - /1B, 6p. 81
ot 2013 1.)

Ui. 30a. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, 6p. 95 ot 2014 r.) [IpeanucBanero Ha
JEKapCTBEHH NPOAYKTH B JIEUEOHHM 3aBEJEHUS ChC CTAI[MOHAP 3a XOCHUTAIU3UPAHU MAIMEHTH Ce
M3BBPIIBA HA JIEKAPCTBEH JIUCT ChINIACHO MpuitoxkeHue Ne Sa.

(2) (U3m. - B, 6p. 95 ot 2014 r., u3m. - JIB, Op. 95 ot 2018 r.) JlekapcTBEeHHUST JHCT TIO
npunoxxenne Ne 5a Moxe fa Obe U caMO B €JIEKTpOHHA (opMa, KaTo ce MOANMCBA ChIVIACHO 3aKOHA 3a



CIICKTPOHHHS JIOKYMEHT H EJICKTPOHHUTE YJOCTOBEPHUTEITHH YCIYIH C KBaTU(PUIMPAH WIH
YCHBBPIICHCTBAH €JIEKTPOHEH MOJIITHC.

(3) (M3m. - B, 6p. 95 ot 2014 r.) JlekapcTBEHUAT JIUCT CE€ MOMBJBA B JBa EK3EMILIIpA,
MOJIIMCBA C€ OT JICKYBalllMs JIEKap M HayallHUKa Ha OTJACJICHUETO, CIIeJ KOETO ce IpeaaBa 3a
U3IIbJIHEHNE B OONHUYHATA anTeka. CpOKBT Ha ChbXpaHEHUE Ha JIGKAPCTBEHUS JIUCT € 5 TOTUHH.

(4) (Homa - JIB, Op. 95 ot 2014 r.) JIekapCTBEHUAT JUCT MOXKE J1a OBbJC ChCTABSH U OTIIEYaTBaH
Yype3 crenranu3upan copryep, KaTo 3abDKUTEITHO ChIbpPKA BCHUKH PEKBU3UTH.

(5) (HoBa - JIB, Op. 95 ot 2018 r.) KoraTto jexapcTBEHUTE MPOJIYKTH Ca 3a 3JI0KaYECTBEHU
3a00JsIBaHMs, JICKAPCTBEHHUAT JUCT MO al. | ce MpuapyXkaBa OT TEpareBTHYEH (UII CHITIACHO
npuioxkenue Ne 50.

(6) (Hosa - 1B, 6p. 95 ot 2018 r.) TepaneBTruHUAT uir Moke 1a ObJIe U caMO B €ICKTPOHHA
dopma, Karo ce TOANMHMCBA CHIVIACHO 3aKOHA 32 CIEKTPOHHHS JIOKYMEHT W EJIEKTPOHHUTE
YIIOCTOBEPUTEIIHU YCIIYTU C KBATU(UIMPAH UIH YChBBPUICHCTBAH €ICKTPOHEH MOIIIHC.

(7) (Homa - IB, 6p. 95 ot 2018 r.) TepaneBTUUHHUAT (UII CE MOMBJIBA CHITIACHO PEIICHUETO Ha
KIIMHUYHATA OHKOJIOTUYHA KOMHCHS [0 XWUMHOTEpAINWs/KIMHAYHATA KOMHCHUS TI0 XEMaTOJIOTHS,
OTpPa3eHO B MPOTOKOJ, EJIHOKPATHO HA IBPBHUA JCH OT TepamnusTa 10 CbOTBETHATa KIMHHYHA
IbTEKa/aMOYIaTOpHA MIPOLIEAypa.

(8) (Homa - JIB, Op. 95 or 2018 r.) TepaneBTUYHUAT (UIII Ce€ MOMBJIBA B JIBAa CK3EMILIIPA,
MIOJINIMCBA CE OT JICKYBAIIH JIEKap, CJIe/ KOETO ce MpeaaBa 3a U3ITbIHEHUE B OOJTHUYHATA alTeKa.

Un. 300. (HoB - IB, 6p. 81 ot 2013 r.) (1) IIpennucBanero Ha JEKapCTBEHH MPOIYKTH,
ChJIbPIKall HAPKOTUYHU BellecTBa oT npuiioxkeHns Ne 2 u 3 kM ui. 3, T. 2 u 3 ot Hapenbara 3a pena
3a kiacu(UIMpaHe Ha pacTEHUSATa W BEIIECTBAaTa KaTO HAPKOTHYHH, B JICUCOHUTE 3aBEIICHUS ChC
CTallMOHAP 32 XOCHHUTAIM3UPAHUTE OOJIHU CE€ U3BBPIIBA HA OTACIICH JICKAPCTBEH JIUCT.

(2) (U3m. - ]IB, Op. 95 ot 2014 r.) JIekapCTBEHUSAT JUCT 1O al. 1 ce MoIrbjiBa B CbOTBETCTBUE C
wi. 30a, an. 3 u 4, Karo HE ce JOMyCKa W3/1aBaHETO MY caMO B elleKTpoHHa (opma. CpokbT Ha
ChXpaHEHHE Ha JICKAPCTBEHHUSI JIUCT € 5 TOJIUHH.

Uin. 30B. (Hos - IB, 6p. 81 oT 2013 1.) (1) (U3m. - [IB, 6p. 95 ot 2018 r.) [IpennucBanero Ha
JeKapCTBeHH MPOIyKTH 1o wi. 30r, ann. 7, T. 2 ce U3BBPILBA HA CICIMATHUTE PEelEnTypHU OJaHKHU MO YII.
11.

(2) CnenmanHara perentypHa OjaHka mo an. | ce u3gaBa B TPU €K3EMILISpa, IbPBUTE JBA OT
KOHUTO C€ MpeaBar OT MalfeHTa B OOJTHIUYHATA anTeKa, a TPETUAT Ce ChbXPaHsABa OT JISKYBAIIUS JIEKap.

(3) IpeanucanuTe IneKapcTBEHHM MPOAYKTH MO ai. | ce BOHCBAT B MEAMIIMHCKATa
AOKYMCHTAIUA Ha MalucHTA.

Yn. 30r. (Hos - B, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 95 ot 2018 r.) (1) JlekapcTBeHu
NPOAYKTH mo wi. 262, an. 6, T. 2 3JIIIXM, 3amnamann HambiHo o H30K, morar ga mpenmnucsar
munata no wi. 4, an. 1, padotemu B JiedeOHU 3aBECHUS - M3MBIHUTENN HAa OOJHWYHA TIOMOI TI0
KJIMHWAYHU ThTEKH/aMOYIaTOPHU MPOIIEAYPH ChIVIACHO Hapeabara mo wi. 45, an. 2 330.

(2) Korato cwrmacHo Hapembara mo wi. 45, an. 2 330 nekapCTBEHUTE MPOAYKTH 3a
3JI0KayecTBEHN 3abomaBanna ce 3amwiamar ot H3OK wu3BBH 1eHara Ha KIMHAYHUTE
I'BTEKU/aMOYIaTOPHUTE TIPOIEAYPH, CHIIUTE CE MPEANUCBAT U MPUIIaraT caMo CJIe/l B3eTO pEelIeHHEe 3a
MPOBEK/IAHE HA JIEKAPCTBEHO JIEYEHUE OT oO0IaTa KIWHWYHA OHKOJIOTMYHA KOMHCHS/KIMHWYHATA
KOMHCHS TI0 XeMAaTOJIOTHUs ChIIACHO MEIUIIMHCKHUTE cTaHAapTH "Memununcka onkonorus"/"Knuanuna
xemartoyorus."

(3) JlekapcTBeHUTE MPOAYKTH 32 JICUCHUE HA 3JI0KAUYECTBEHU COJMUIHHM TYMOPH MpHU JHIA HAJ
18 T., ¢ M3KIIIOYCHHE HA ONMMOUTHUTE aHAITETUIIN, CE MPEANUCBAT OT JIEKYBAIUA JEKap CJIe] pelieHne



Ha KJIWHAYHATA OHKOJOTMYHA KOMHCHS TI0 XHMHOTEpAanus ChIIIACHO MEIUIMHCKHS CTaHAapT
"MenunuHacka onkojorus". Komucusita ce CbhCTOM Hal-MajlKO OT TpUMa JIeKapu C IMpU3HATa
CHeUUANTHOCT "MeIUIIMHCKAa OHKOJIOTHA'", KOUTO paboTAT B JIeUeOHOTO 3aBEICHUE, M CE OMPEAEs ChC
3amoBe]] Ha PBKOBOAUTENSI Ha JIe4eOHOTO 3aBeleHHe. PelleHuaTa Ha KIMHUYHATA OHKOJIOTMYHA
KOMUCHSI TI0 XUMHUOTEpAIus Ce BIHCBAT B MPOTOKOJIM ChIIAcHO mpuioxeHue Ne 86 u ce moammcsar ot
yjieHoBeTe Ha KomucusTa. [Iporokonure ca BamuaHu 3a cpok A0 180 mHM cuyMTaHO OT HAYANIOTO HA
JICYEHUETO I10 CXEMaTa.

(4) JlexapcTBeHUTE MPOIYKTH 3a JICUCHHUE HA 3JI0KAYECTBEHU XEMATOJIOTUYHH 3200 ISIBAHUS TIPH
muna Haj 18 r., ¢ U3KII0YEHHE Ha OMMOUJHUTE aHAJITETULIN, CE€ IIPEAIUCBAT OT JIEKYBAIlUs JIEKap CIe/
pelieHre Ha KJIMHUYHATa KOMHCHS [0 XEMaTOJOTHSl ChIVIACHO METUIMHCKHUS cTaHgapt "Knunudna
xemaroJorus". Pemennsra ce BIUcBaT B MPOTOKOJ 10 00pa3el ChIilacHO npuiioxenne Ne 8B, moanrcan
OT Hal-MaJIkO TpUMa JieKapu ¢ npuszHara cnenuainHocT "KimHuyna xemarosorus”. IIpoTtokonute ca
BaJIM/IHU 32 CpOK 110 180 AHM CUMTAHO OT HAYaJIOTO HA JEUEHUETO 10 CXeMarTa.

(5) JlexapcTBeHuTE MIPOAYKTHU 3a JICUECHHE Ha 3710KaUYeCTBEHU 3a00JIsIBaHUs MPH Jiula noxa 18 r.,
C M3KJIIOYEHHE Ha ONHOMIHUTE aHAJITETULIM, C€ MPEANUCBAT OT JEKyBalllus JeKap cjiell pelleHUe Ha
KIIMHUYHA OHKOJIOTUYHA KOMUCHS/KJIMHUYHA KOMHCHUS IO XEeMaToJIoOrHs 3a juna mnoja 18 roauHu.
Pemenusita ce BmmcBaT B MpOTOKON 1O o0Opasen chriacHo npuiiokeHuss Ne 86/Ne 8B u ce moamucBat
Hall-MaJIko OT JiBama Jiekapu cbc creruaiHoct no "llemuatpus" u "Knunuuyna xemarosnorus” wuiu
"JleTcka KIIMHUYHA XEMaTOJIOTHSI M OHKOJIOTHs'", KOUTO paboTAT B JiedeOHOTO 3aBeacHHE. [IpoTokomuTe
ca BaJIMIHU 32 cpokK A0 180 qHU CUMTAHO OT HAYAJIOTO HA JICYCHHETO IO CXeMara.

(6) Pemenusita Ha KOMUCUUTE TIO all. 3 - 5 ca CHIJIACHO TEPANEBTUYHUTE CXEMH 3a JICUCHUE B
CHOTBETCTBUE C 000peHUTe hapMaKo-TEparneBTUYHU PHKOBOJICTBA.

(7) Jlunata mo an. 1 morat ga mpeanucBaT Ha 30JI cbc 350KauecTBEHW 3a00JSIBAHUA
JIEKapCTBEHH MPOJYKTH 32 JICUCHUE/TIPOIbIKABAHE HA JICYCHHETO B U3BBHCTALIMOHAPHU YCIIOBHS, KAKTO
cleqBa:

1. nmekapcTBeHM NPOAYKTU 3a IMepopaliHa MpHUlle]Ha MPOTUBOTYMOpPHA TEpamnus U MepopaiHa
XUMHOTepanus - npu jaexocnurtanuzanuss Ha 30JI, nexkyBaHM B CBHIIOTO Je4eOHO 3aBEIEHUE IO
KIMHUYHM TBHTeKH WIM aMmOylaTopHa TMpoleaypa 3a CHUCTEMHO JIEKAPCTBEHO JIEUEHHE TMpH
3J10Ka4eCTBEHHU 3200 IIBaHNA;

2. ONMMOUJIHU AHAIITETHIIN - TIPH TUCTIAHCEPHO HAOIOCHIE MPU 37I0KAUeCTBEHU 3a00JsIBaHUS U
MIPY BPOJICHU XEMAaTOJIOTHYHU 3200 IsIBAaHUS.

(8) B cmyuaute mo an. 7, 1. 1 30JI cnenBa na ca JieKyBaHU MO KIMHUYHU MBTEKHU/aMOyIaTOPHU
MpoIeypH, ToCOYeHU B Hapeabara mo wi. 45, an. 2 ot 330, npu KOUTO CTOMHOCTTA HA JIEKAPCTBEHUTE
npoayktu ce 3amiama or H30K u3BbH 1ieHaTa Ha KIIMHUYHATA TbTeKa/aMOyaTopHaTa mporeaypa.

Uin. 30a. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, 6p. 95 ot 2014 1., u3m. - /IB, 6p. 95 ot
2018 r.) JlekapctBenute npoayktu mo wi. 30r, amn. 7, T. 1 ce mpeamucBaT Ha pelenTypHa OjaHKa
(o6pazerr M3 H30K Ne 6 mo mpumnoxkenue Ne 8r) 3a jedeHue Ha 37I0KAYECTBEHU 3a00JsIBaHUS B
KOJIMYeCTBa 3a He moBeye oT 30 qHu.

(2) Penentypnara Ganka o aji. 1 ce uzgaBa B 1Ba €K3eMILIApa, MbPBUAT OT KOUTO CE MpeaBa
ype3 TAlMieHTa Ha anTekara Ha JIe4eOHOTO 3aBelIEeHHE ChC CTAIMOHAp, a BTOPHUAT C€ ChXpaHsIBa OT
JIEKyBaIlIUs JeKap/JieKkap Mo JeHTalHa MeIUIHA.

(3) Penenitute ca BanuaHY 3a CpOK 15 AHM OT JaTara Ha U3JABAHETO UM.

(4) Jlunara mo 4. 30r, ain. 1 moraT ja pasneyaTBaT 0Opa3IuTe Ha TOKYMEHTUTE 1O ajl. 1, KaTto
CBIIUTE ChIBPKAT 3aABDKUTEITHO BCUIKU PEKBU3UTH.

I'maBa yerBbpTa.
OTIIYCKAHE HA JIEKAPCTBEHHU ITPOAYKTHU



Pasznea I.
IIpuemaHe ¥ U3NMbJIHEHHE HA JIEKAPCTBEHUTE NPeINUCAHNS

Un. 31. (1) (ITpenumnen TekcT Ha wi. 31 - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.) [Ipu
MIPUEMAHETO HA PELETITUTE U JIEKAPCTBEHUTE JIMCTOBE MaruCThp-(papMaleBThT ce 3a/IbJKaBa Ja:

1. mpoBepsiBa Janu ca Cria3eHu U3MCKBAHUSTA HA IJ1aBU BTOPA U TPETA;

2. He OTIIyCKa JICKAPCTBEHU MPOIYKTHU CPEelly TAJOHH 3a OTCTHIIKA WU JAPYTH JONBIHUTEIHU
MaTrepuaiy, HepeIBUIeHU B Ta3u Hapenoa wim 3JIITXM;

3. (m3m. - IB, 6p. 81 ot 2013 1.) OCTOMHOCTSBA MPEANMKMCAHUTE JICKAPCTBEHU MPOAYKTH U CE
MOAMKICBA; CIIOMAraTeJIHUTE MaTepUaIid U OMAKOBKHUTE, KOUTO C€ M3IOJI3BAT 32 JIEKAPCTBEHH MPOIYKTH,
MPUTOTBEHH IO MarucrpaiHa U (QapMakomneiiHa pelentypa B anTeKuTe, C€ BIKUCBAT MO BHUA H
KOJIMYECTBO U CE OCTOMHOCTABAT chritacHo Hapenbara 3a ycioBusTa, mpaBuiiaTa U pela 3a peryjaupane
U pEerucTpupaHe Ha IEHUTE Ha JIEKApCTBEHUTE Npoayktu, npuera ¢ [locranoBnenne Ne 97 Ha
Munuctepcku cbBeT oT 2013 1. (JIB, 6p. 40 oT 2013 1.);

4. BHMCBa BCsSKa M3IIBJIHEHA PELIETITa B JHEBHUK 32 PETUCTPUPAHE HA PELICTITH.

(2) (Homa - 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) IHEBHUKBT 3a pErUCTPUPAHE HA
penentu 1o ain. 1, T. 4 Moxe J1a ce BOAM KaKTO Ha XapTUEH, TaKa U Ha €NIEKTPOHEH HOCUTEIL.

Un. 32. (1) B anrekata 3aAb/DKUTENIHO C€ CbhXpaHsABAa B IPOJABIDKECHHUE HA IET TOAUHU
nHpopManus 3a:

1. mpueTHTe M U3IBIHEHUTE PELENTH;

2. HOJYYEHUTE JICKaPCTBEHU NMPOJYKTHU IO HapTH]IH.

(2) (M3m. - B, Op. 68 or 2014 r., B cuma or 15.08.2014 r.) Ha Bcska peuenra
MarucTbp-(papmManeBThT IOCTaBs IeyaT, KOHTO ChIbp:Ka HOMEpa M JaTaTa Ha pa3pelIieHueTo 3a
THProBUs Ha IPEOHO C JIEKAPCTBEHH MPOILYKTH.

(3) (HoBa - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Penentute ce moamucBaT OT
MarucTbp-(papmaineBTa, KOWTO HM3ITBIHABA MPEIINHCAHUETO H/MIIM OTIYCKa JEKAPCTBEHHUTE MPOMYKTH.
Ha Bcska penenrta MarucTbp-hapMaleBTbT HOCTaBs:

1. HOMep 1 /1aTa Ha IpUEMaHe Ha perenTara;

2. YUH Ha oTnyckamus MarucTbp-(papmarienT.

Un. 33. (1) B antekure perentuTe ce U3MbIHIABAT IPUOPUTETHO IO CIETHUS PEN:

1. peuentu c¢ ykazanue "uurto", "mutucumo" wiau "ctaTUM" ce M3MBIHSABAT HEe3a0aBHO, KaToO
BBPXY TAX C€ O0TOENA3Ba YaChT HA IOCTHIIBAHETO B alITEKaTa U Ha U3IIBIHEHUETO UM;

2. peuentu 3a neua 1o 14 rogunu;

3. BCHYKHM OCTaHaJIM PELENTH ce U3II'BJIHABAT 10 Pe/ia Ha IOCTHIIBAHETO UM.

(2) JlexapcTBeHM NPOAYKTH, MPUTOTBEHUM MO MarucTpajiHa M (apmakoreiiHa perenrtypa, ce
MIPUTOTBAT B PAMKHUTE Ha 24 yaca OT IPUEMAHETO HA peLeNTara.

Un. 34. (1) [Ipu oTnyckaHe Ha IPEAMTUCAHH JTEKAPCTBEHH MPOIYKTH C€ CIa3Ba CIEIHUAT PEl;:

1. (mam. - JIB, 6p. 81 or 2013 r.) KOrato JEKAapCTBEHUSAT MPOAYKT € TPEANHCAH Ype3
MEXIYHApOJAHO HEMAaTeHTHO WM (papMakonmeiiHO HAaMMEHOBAaHHWE Ha JIEKAPCTBEHOTO BEIIECTBO, CE
OTITyCKa JIGKAPCTBEH TPOJIYKT, pa3pemieH 3a yrmorpeda B CTpaHaTa, KOWTO CHABPKA IMPEIMHCAHOTO
aKTUBHO BEIIECTBO, KAaTo 3aJbJDKUTENHO C€ Cla3BaT NpeanucaHara JiekapcTBeHa ¢dopma
KOJIMYECTBOTO B JI030BA €IMHUIIA,

2. KOrato JEeKapCTBEHHST MPOJYKT € MPEANHCaH TOJ ThPrOBCKO HaWMEHOBAHHE, CE€ OTITyCKa



TOYHO MPEANUCAHUAT TPOIYKT.

(2) Koraro anrtekaTa He pasmonara ¢ NOpeIIUCaHHsl JIEKapCTBEH MPOAYKT, MarucTbp-
(dapManeBThT € JIBKEH Ja TO OCUTYpH B CpOoK 10 24 dyaca. B To3u ciydwail natata W 4achT Ha
MOCTBHIIBAHETO HA PEelIeNTaTa ce OTPa3siBaT BbPXY Hesl.

Y. 35. (1) Cnen oTnyckaHETO HA MPEAIUCAHUTE JIEKAPCTBEHU MTPOIYKTH PELIENTaTa ce BpbIIa
Ha MPUHOCUTES H.

(2) (M3m. - JIB, 6p. 94 ot 2011 r.) B antekute Ha Ne4eOHUTE 3aBEJEHUSI CHC CTAIMOHAP,
CKJTIOUMIIH J0ToBOp 1o pena Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3ariamiaHe OT pemyOIMKaHCKUs
OFO/KET Ha JICUEHUETO Ha OBJITApCKUTE TPAXKIAHM 32 3a00JIsIBaHUsS, U3BBH 00XBaTa Ha 3aIbJDKUTEIIHOTO
3/IpaBHO OCHUT'YpsIBaHE, CE 3aJbpkKa SAUHUAT €K3EMIULSIp Ha perenTara.

(3) B anrekara ce 3aappiKaT BTOPUAT eK3eMIULsAp OT penentute obpasery M3 - H30K Ne 5 mo
npuiokenrne Ne 6, BTOpUST €K3eMILISp OT OTPSI3BIIMTE Ha pernenTypHa Oi1anka oopaszenr M3 - H30K Ne
5A no npuioxenue Ne 7 u xonus oT nporokonurte (odpaser no npunoxenue Ne §), Y4MUTO PEKBU3UTH
HE Cce MOIIBJIBAT OT anTeKara U KOUTO ce ChXpaHSABaT B amTeKaTa e/lHa TOJuHa, CYUTAHO OT JaTaTa Ha
TAXHOTO U3I'bJIHEHUE.

Un. 36. [Ipu oTnyckaHe Ha JIGKApPCTBEHU MPOAYKTH MarucTbp-(apMareBThT € ATBKEH Aa
npeaocTaBu MHGOPMAIUS U ChbBETH Ha MAlMEHTUTE, W3PAa3€HU SICHO, HA €3WK, JIECEH 3a BB3IpPHUEMaHEe,
OTHOCHO 0€30MacHOTO U €PEKTUBHOTO IPUEMaHe U M3MOJI3BaHE HA JIGKAPCTBEHUTE MPOIYKTH.

UYn. 37. (1) [Ipennucanusi, KOUTO HE OTTOBAPSIT Ha U3UCKBAHMTA I10 IJ1aBU BTOpA U TPETA, HE C€
U3ITBJIHSABAT.

(2) Ilpu BB3HUKHAIIO CBMHEHUE OTHOCHO MPEJIUCAHOTO B pelenTaTa MarucTbp-papMaleBThT €
JUIBKEH, TPEIU [ OTIyCHE JIEKapCTBEHHUS IPOIYKT, Ja €€ KOHCYJITHUpAa C NpEeANHCcaIus pelentara
JeKap.

Y. 38. He ce oTtnyckat JIeKapCTBEHU MPOAYKTH IO KOIIME HA OPUTMHAJIHA PELIETITA.

Un. 39. Ilpenu oTmyckaHe Ha JEKapCTBEHU MPOAYKTH Oe3 pelenta Marucrbp-papManeBTbT
HaINOMHS Ha NalMeHTa Mpeayu ynorpeda a npoyere HHPOPMallMOHHATA JIMCTOBKA.

Pazgen 11.
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH, ChABPKAIIM HAPKOTHYHH BelleCTBA

Y. 40. JlekapcTBEeHU NPOLYKTH, ChIbPKAIM HAPKOTUYHH BELIECTBA, IPEANUCAHH 10 Pela Ha
rJ1aBa Tpera, paszgen II, ce oTnyckar B anTeku, KOUTO:

1. ca mosyumsy JIMLIEH3US 32 ThPTrOBUs HA APEOHO U ChbXPaHsABAaHE Ha HAPKOTHYHU BEIECTBA MO
pena Ha 3KHBIT;

2. ce HaMHUpaT Ha TEpUTOPUATA Ha 00JacTTa 110 MECTOM3/IaBaHe Ha pellenTaTa.

Un. 41. (1) (Usm. - JIB, 6p. 81 or 2013 r.) Ilpm mnpuemane Ha pPEUENTUTE



MarucThp-hapManeBThT 33IBDKUTEIHO MTPOBEPSBA NalH Ca CMIa3eHU M3MCKBAHMSTA 3a MPEANKUCBAHE HA
JIEKapCTBEHU MPOAYKTHU, ChABPIKAIY HAPKOTUYHU BEUIECTBA, U HA MMbPBUS €K3EMIUISIP OTOENA3Ba TPUTE
MMEHA U JJAHHUTE OT JIOKYMEHTA 32 CAaMOJIMYHOCT Ha IPUHOCUTEIS Ha pelenTara.

(2) (M3m. - 1B, Op. 81 ot 2013 r.) IIbpBHUTE EK3EMIUIAPU OT PEHENTUTE C€ MOJAPESKIAT B
XPOHOJIOTHYEH pel, Karo HeoOxoaumara WH(OpMamus OT TSIX CE€ BBBEXKAA B CHCIHATHHUS PETUCTHP,
cbraacHo 4wi. 3 ot Hapen6a Ne 21 ot 2000 r. 32 M3UCKBaHUATA KbM JTJOKYMEHTAIMATA M OTYETHOCTTA MPH
M3BBPILIBAHE HA JICMHOCTU C HAPKOTUYHU BEILECTBA U JICKAPCTBEHU MPOIYKTH, ChAbPKAIIN HAPKOTUUHU
Bemecta (/1B, 6p. 86 ot 2000 r.).

(3) (M3m. - JIB, 6p. 94 or 2011 r.) Bropure ex3emIuisipy OT pELENTUTE C€ HM3MpamiaTr Ha
MHCIIEKTOpa 1Mo HapkoTUyHUTE BenlectBa B P3U mo onuc Ha XapTUEH U €JIeKTPOHEH HOCHUTEN B CPOK JI0
10 nuM cnen Kpast Ha BCEKU MECEIL.

(4) (M3m. - JIB, 6p. 81 ot 2013 1., m3m. - JIB, Op. 68 ot 2014 1., B cuia ot 15.08.2014 1.)
Koraro nexapcTBeHUT NpoayKT o wi. 262, an. 6, 1. 1 3JIIIXM, cpabpxalll HAPKOTUYHU BELLECTBA, CE
zamiamnia ot H30K 3a nmomaiiiHo jieueHue, antekaTa npejiaBa BTOpUs ek3eMIuisip ot penenrtara Ha P3OK
3a OTYETHOCT U KOHTPOJI B CPOKOBETE, ornpezesnenu B ckitoueHute ¢ P3OK morosopu.

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

Un. 42. (1) (M3m. - [IB, 6p. 81 ot 2013 1.) [IppBHUTE €K3EMIUIAPHA HA PELIENITHTE, 10 KOUTO Ca
OTIIyCHATH JIEKAPCTBEHU MPOAYKTHU, ChIBPKAIIM HAPKOTUYHU BEILIECTBA, CE€ 3abpKaT B afTeKkara u ce
ChXpaHsBaT 3a CPOK €/1Ha I'OJIMHA, KaTo Ce MPEACTAaBAT Ha KOHTPOJHUTE OPTaHu IIPU IIPOBEPKA.

(2) (U3m. - IAB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 81 ot 2013 r.) Cnen ustnuaHe Ha Cpoka 1o
an. | penenture ce mpenaBaT ¢ MPUEMHO-IIPEIAaBaTEIEH MMPOTOKOJ Ha MHcnekTopute B P3U, xouto ru
chXxpaHsBar 3a cpok 10 roguHu.

Un. 43. (U3m. - 1B, 6p. 81 ot 2013 r.) 3abpansiBa ce OTIyCKaHe Ha JIEKapCTBEHU MPOJYKTH IO
pelenTa, Mpeancaly Npean noBede oT 7 JHH.

Uin. 44. (1) (U3m. - [IB, Op. 81 ot 2013 r.) 3abpansiBa ce OTHyCcKaHe Ha JEKapCTBEHU MPOIAYKTH,
ChIIbPIKaIN HAPKOTUYHH BellecTBa OT mpuiiokenns Ne 2 u 3 kM ui. 3, T. 2 u 3 ot Hapenbara 3a pena
3a KkiacuduIMpaHe Ha PACTEHUATA U BEIIECTBATa KaTO HAPKOTUYHHU, B KOJMYECTBA, MO-TOJEMU OT
MpeANCaHuTE.

(2) Tlpu ycraHoBsiBaHE Ha HECHOTBETCTBUS B MPEINHUCAHUETO M MAKCUMATHO JOMYCTHMAaTa
71032 MarucTbp-papMaleBTHT B aniTeKkaTa € JUIbKEH J1a Ce KOHCYITUPA C IPeNucanus perenTara jgexap.

(3) Tlpu HEBB3MOXXHOCT 3a HM3IIBIHEHUE HA TMPEANMHCAHUETO CJe] KOHCYJTalusTa Mo aji. 2
perenTara ce Bphllla Ha JeKkaps/Iekaps Mo JeHTallHa MeIUIIMHA 3a aHyTUpaHe.

Ui 45. 3abpansBa ce OTIyCKaHE Ha JIEKAPCTBEHHU MPOIYKTH IO pefia Ha TO3W pas3felt, KOoraTo
MIPUHOCHUTEIIAT HA penenTara € noj 18 roaunu.

Pasnen I11.
OTnyckaHe Ha JIeKAPCTBEHU MPOAYKTH, 3aIUIAINAHN HANIBJIHO 0T M3 M HANTBJIHO UJIM YACTUYHO OT
H30K

Un. 46. (1) (M3m. - IB, 6p. 94 or 2011 r.) OrmyckaHeTo Ha JIEKapCTBEHU MPOIYKTH,



Npeanrcaly 1Mo peaa Ha riaBa Tperta, pasznen III, ce n3BbpiiBa OT anTeku Ha Je4eOHU 3aBEIEHUS ChC
CTaIMoHap, CKJIOUWIM JoroBop 1o pema Ha Hapemba Ne 34 ot 2005 r. 3a pema 3a 3amamiaHe OT
permyOIMKaHCKHs OI0JDKET Ha JICYCHHETO Ha OBJIrapCKUTe TpaskIaHy 3a 3a00JIs1BaHuUs, H3BbH 00XBaTa Ha
3aIBJKUTEIIHOTO 3/IPaBHO OCUTYpSIBaHE.

(2) (Orm. - 1B, 6p. 81 ot 2013 r., HOBa - /IB, Op. 68 or 2014 r., B cuna ot 15.08.2014 1.)
OTmyckaHeTo Ha JIGKapCTBEHHW IMPOJYKTH OT anTeku, padoremu mo poroBop ¢ H30K, ce u3BwpmiBa B
CHOTBETCTBHUE C Ta3M Hapea0a U ¢ YCIOBUATA U pefia 3a CKIIF0OUBAHE HA MHIUBUYaTHH JOTOBOPH IO YL
45, an. 15 ot 3akoHa 3a 3ApaBHOTO OCUTYpsIBaHE.

(3) (Hom. - IB, 6p. 81 ot 2013 1., gom. - JIB, 6p. 68 or 2014 1., B cuna ot 15.08.2014 r., oT™. B
4yacTTa OTHOCHO aymuTe "Maructbp dapmareBt" ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p.
91 or 2016 1., B cuina ot 18.11.2016 r.) OTnyckaHeTo Ha JIEKapCTBEHH MPOJYKTH, MPEANUCAHU 110 peaa
Ha TjaBa TpeTa, pasaen [V, ce u3BbpiiBa oT MaructTbp-hapmaieBT B anteku, paboTemy mo JOroBOp C
H30K ¢ u3kimtoueHne Ha JEKapCTBEHHUTE MPOAYKTH MO 4. 30r, KOMTO Ce OTHyCKAaT OT OOJHHYHUTE
anTeKu.

(4) (Hosa - /1B, 6p. 81 ot 2013 r.) KoraTto nekapcTBeHUAT MPOIYKT C€ OTITYCKAa B OIAKOBKA,
pa3nMYHa OT OKOHYaTellHaTa, C€ OTOens3BaT BCUYKM JAaHHM OT OKOHYAaTellHaTa OMaKoOBKAa Ha
MIPOU3BOUTEIIS M CE MPEAO0CTaBs JINCTOBKATA 32 MAIlMEHTA.

(5) (Hosa - JIB, 6p. 81 ot 2013 r., momn. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha
oOpaTHara CTpaHa Ha peIenTara 3a JICKapCTBEHHWTE IMPOJIYKTH, OTIHYCKaHW MO pexa Ha wi. 21 or
Hapen6a Ne 34 or 2005 r. 3a pena 3a 3amiamiaHe OT PemyOJMKAHCKHUS OIOKET Ha JICUEHUETO Ha
OBArapcKuTe TPKIAHU 33 3a00JSBaHMS, W3BBH 00XBaTa Ha 3aJBJDKUTEITHOTO 3JIPABHO OCUTYpsBaHE
(/IB, 6p. 95 ot 2005 r.), ce 3amucBar JaHHUTE OT JUYHATa KapTa (MacmopT) Ha TAIMEeHTa W Ha
MOJTy4aTelist, KoraTo JIKapCTBEHUTE MPOAYKTH HE CE MOJIy4aBaT JUYHO OT MaIUeHTA.

Un. 47. (U3m. - 1B, 6p. 95 ot 2014 r.) OtnyckaneTo Ha JEKapCTBEHU NPOAYKTH, MPEANUCAHU
Ha penentypHa Onanka (oopazery M3 - H30K Ne SA no npunosxxenue Ne 7), ce U3BbpIlIBa B paMKUTE Ha
BaJIMIHOCT Ha OTPA3BLUTE, KaTO JaTaTa Ha M3IIbJIHEHHE HAa BCEKU OTPSA3BK CE MOCOYBA BHPXY HEro U
BBPXY CII€ABAIUS OTPSA3bK.

Un. 47a. (Hos - /IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r., 0TM. B 4acTTa OTHOCHO JyMHUTE
"Maructbep gapmarneBt" ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - 1B, 6p. 91 oT 2016 1., B cuiia ot
18.11.2016 r.) ITpu oTniyckaHe Ha JEKapCTBEHU NMPOLYKTH, IPEANNCAHU IO PEAA HA IJIaBa TPETA, pa3zell
IV, wmaructep-papManeBTbT NpoBepsiBa 3APaBHOOCUTYPUTENHHUS CTaTyC Ha MAllUEHTUTE MO pex,
OIIpEZIEIIEH B YCIOBUATA U Peia 3a CKIIOYBAHE HA UHAMBUIYAJIHU AOTOBOPH 1O wiI. 45, an. 15 oT 3akoHa
3a 3/[paBHOTO OCUTYpsIBaHE.

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

(2) (Ot™m. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 1., B cuna ot
18.11.20161.)

(3) (Ot™m. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 1., B cuna ot
18.11.2016T.)

(4) (Otm. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 1., B cuna ot
18.11.20161.)

(5) (Ot™m. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 ot 2016 1., B cuna ot
18.11.20161.)



Y. 48. (1) Peuenture M MpOTOKOJIUTE HE C€ M3IBIHABAT U CE€ BPBIIAT HA NPUHOCUTENS UM,
KOraro:

1. penentypHara 6J1aHKA HE ChIbPIKA U3ISJIO MOMBIHCHH BCHUKH JAHHH,

2. CPOKBT Ha BAIHUJIHOCT € U3TEKbJ;

3. MpeanucaHusAT JEKApCTBEH MPOAYKT He ce 3arutama oT M3, ot H30K unu He oTroBapst Ha
M3UCKBaHMATA, ONPEAEIICHH B 1oroBopa Ha antekara ¢ H30K;

4. ca IOMyCHATH TPEIIKU ¥ HEChOTBETCTBHUS IIPH MOIBJIBaHE Ha OJAHKUTE;

5. B Clly4auTe, KOraTto He ca U3IbJIHEHU U3UCKBaHUATA Ha Wi. 7, all. 1, T. 3;

6. (HoBa - JIB, O6p. 95 ot 2018 r.) B cimy4anTe, KOraTo HE € U3MBIHCHO U3UCKBAHETO HA 4il. 24,
an. 5.

(2) Maructbp-papmManeBTbT, OTIyCKall JIEKAPCTBEHUTE MPOAYKTH, HsAMAa IMPaBO Ja HaHACA
MOMPaBKM BBPXY peLenTypHaTa OjlaHKa, ¢ M3KIOYEHHE Ha TONpaBKU IMPU HAMpPaBEeHH OT HEro
TEXHUYECKH TPELIKM B MOMEHTA HA U3MBJIIHEHUE HA peuenrtara. B To3u ciyyaid Toi ce mOANrcBa Cpery
HaIpaBeHaTa OT HEro KOPeKIusl.

Pazgen IV.
OTnyckaHe Ha JIEKAPCTBEHHU MPOAYKTH U MeIMIMHCKH U3/1eJIUs 10 pelenTH, u31aJleHd B Apyra
abp:kaBa wienka (Hos - IIB, 0p. 15 or 2014 1.)

Y. 48a. (Hos - /IB, 6p. 15 ot 2014 r.) (1) Anrekure npu cna3zBaHe pasnopeadute Ha pasaen |
ca JUTb)KHU J1a U3IBIHABAT PEUEnTH, U31aJIeHH B Ipyra IbpKaBa 4ieHKa.

(2) Peuenrture no ain. 1 ciensa na cbabpiKaT TaHHUTE, TIOCOYEHHU B npuiiokeHue Ne 4a.

(3) Anrekurte c 1LieJd rapaHTUpaHe MPHUEMCTBEHOCT IMPH JICYEHHWETO HAa KOHKPETEH MalUueHT
MoraT Jla M3IBJIHSBAT PEeUeNnTd Mo ajl. 1 ¥ B cilydauTe, B KOUTO HE ChIbPXKAT BCUYKU JAHHU IIO
npuiiokeHue Ne 4a, HO ¢ TOBa HE C€ 3acsira TOYHOTO MACHTU(UIMpAHE HA TMAlUEHTA, MPEANUCAHUTEe
JICKApCTBEHH MNPOAYKTH/MEIUIIMHCKA W3ICNUs, HAUYMHBT Ha MpHiaraHe, KakTO W METUIMHCKUAT
CIELUAINCT, U3/1aJl peLenTara.

Y. 480. (Hos - /IB, Op. 15 ot 2014 r.) AnTekure He U3MBJIHABAT PELENTH, U3aJCHU B JIpyra
IbpKaBa YICHKA, B 4AaCTTa, B KOSATO €A MIPEINUCAaHH JIEKAPCTBEHHU NPOAYKTH 110 wi. 174 3JITIXM.

Pa3znea V.
OTnyckaHe Ha JIeKAPCTBEHU MPOAYKTH B jJeueOHH 3aBeaeHus cbe craunonap (Ilpexnmen pasnen
4 - 1B, op. 15 o1 2014 1.)

Un. 49. (1) (U3m. - [IB, 6p. 81 or 2013 r.) JlekapcTBeHUTE NMPOAYKTH 32 XOCHUTAIU3UPAHUTE
MAIMEeHTH Ce OTIYCKAT OT OOJIHWYHATA aIlTeKa.

(2) (M3m. - 1B, 6p. 2 ot 2012 r., u3m. - JIB, Op. 81 ot 2013 r.) Korarto neueOHO 3aBeieHIE CHC
CTallMOHAp HsIMa amnTeka, ce mpuiarat wi. 38 - 386 ot Hapenba Ne 28 ot 2008 r. 3a ycTpoiicTBOTO, pena
U opraHu3anusiTa Ha paboTara Ha anTEeKUTE U HOMEHKJIAaTypara Ha JeKapCTBEeHUTE NMPOayKTH (00H., /1B,
op. 109 or 2008 r.; u3m., Op. 67 or 2010 r.). [Ipu cmemHu ciyyau ce ocurypsiBa CHaOIsBaHE C
HEOOXOJMMHUSI JICKAPCTBEH TMPOAYKT BHB BB3MOKHO HAM-KpaThK CpOK. 3a I[eHOOOpa3yBaHETO Ha
JIeKapCTBEHUTE MPOJIYKTH CE CIIa3BaT yCIOBUATA HAa HapeabaTa mo wi. 261a, an. 5 3JITIXM.

Un. 49a. (Hos - 1B, 6p. 81 or 2013 r.) Ilpu mpuemane Ha J€KapCTBEHHUTE JIMCTOBE
MarucTbp-(papmManeBThT 33bDKUTEIHO MPOBEPSBA Jalli ca CIa3eHH M3UCKBAHUATA 3a MPEANMCBaHEe Ha



JIEKapCTBEHM MPOIYKTH 10 4. 8, 14 u 15.

Ui 50. (1) JlekapcTBeHHTE MPOAYKTH MO JIEKAPCTBEHH JIMCTOBE C€ OTIYCKAT MOOTACIIHO 3a
BCEKM MAallMEHT, KaTO BCEKH BUJ JIEKAPCTBEH MPOJIYKT CE OTIIYCKAa B OTAE/IHA OIIaKOBKA, BBPXY KOSITO CE
oTOeIsI3BaT UMETO U Bb3pacTTa Ha OOJIHUS, HOMEPHT Ha CTasTa, JIETJIOTO U perucaHaTa 103a.

(2) (U3wm. - [IB, 6p. 81 ot 2013 r.) Koraro jgexapcTBEeHHST MPOIYKT CE OTIYCKa B OIMAKOBKA,
pa3aMyHa OT OKOHYATelHaTa, OCBEH JaHHUTE Mo ajd. | ce or0ensa3BaT W BCHYKM JAaHHU OT
OKOHYATeJIHATa OMAKOBKA HAa IPOU3BOJUTEIS.

(3) (U3m. - JIB, 6p. 95 ot 2014 r.) Crien u3mbiiHEHHE HA TIPEANMCAHUATA TI0 JICKAPCTBEHUSI JIUCT
I'BPBUSAT €K3EMIUIAP OT HETO CE ChXpaHsBa B OOJIHUYHATA alTEKa, a BTOPUAT CE MPEAaBa B OTAEICHUETO
3aeJTHO C OTIYCHATUTE JIEKApCTBEHU MPOAYKTH.

(4) (Homa - JIB, Op. 95 ot 2018 r.) KoraTo nekapcTBeHHUTE MPOMYKTH ca 3a JICUCHHE Ha
3JI0KQ4E€CTBEHHU 3a00JIABaHMs B CTAllMOHAPHU YCIOBUS, OOJIHUYHATA arlTeka BOJU KypHaJl 3a pa3TBapsiHe
Ha JICKAPCTBEHU MPOAYKTH 32 JICUCHHE Ha OHKOJOTHYHU/OHKOXEMATOJIOTHYHH 3a00IIIBaHuUs 10 00pa3er]
ChIJIacHO MpuiiokeHue Ne 811, B KOMTO JaHHUTE C€ PETUCTPUPAT €KEIHEBHO.

(5) (Hosa - IB, 6p. 95 ot 2018 r.) B ciyu4aii 4e ciex NpuroTBsHe HA WHIUBUIYATHUTE JTO3U 32
JIeHs OT JaJieH JIEKapCTBEH MPOIYKT ce (popmupa ocTaThbK, KOUTO HE MOXKe /1a ObJe MPHUIIOKEH B CPOKa
My Ha TOAHOCT, IIOCOYEH B KpaTKaTa XapaKTEepUCTUKA Ha JIEKAPCTBEHHS IPOJIYKT, OCTATBKBT CE
OoTpa3sBa B ONUC Ha HEHU3MOJI3BAEMHUTE OCTaThIM OT JIGKAPCTBEHU MPOAYKTH 3a JICUCHHE Ha
OHKOJIOTUIHH/OHKOXEMATOJIOTMYHU 3200 IsIBaHuUs 110 00pa3ell ChriiacHo mpuiioxeHue Ne 8e.

Ui 50a. (Hos - JIB, 6p. 81 ot 2013 r.) (1) [IbpBHTE €K3EeMILISAPU HA JIEKAPCTBEHUTE JIMCTOBE,
10 KOUTO Ca OTIYCHATH JIEKAPCTBEHU NMPOAYKTH, ChAbPKALIM HAPKOTUYHU BEILECTBA, CE 3aJbpKaT B
OoJHMYHATA anTeKa M Ce ChXpaHSABAT 3a CPOK €Ha TOJMHa, KaTo Ce MPEACTaBIT HAa KOHTPOJIHHUTE
OpraHu IpH MPOBEPKA.

(2) Cnen usnbiIHEHHE HA MPEANHCAHUSITA MO JIEKAPCTBEHMSI JIMCT 3a JIEKApPCTBEHU MPOAYKTH,
ChJIbPKallll HAPKOTHUYHU BEILIECTBA, BTOPHUAT E€K3EMIUISIP CE€ ChXpaHsABAa B OTAEJIEHHETO 3a CPOK 5
TOJIUHH.

(3) Cnen m3Tnuane Ha Cpoka Mo aj. | MHPBUTE EK3EMIUISIPH OT JIEKAPCTBEHUTE JIUCTOBE CE
npeaBar ¢ MpHUEeMHO-TIpeaBaTelieH MPOTOKOI Ha HHCekTopuTe B P33V, KOUTO TM ChXpaHsBaT 3a CPOK
10 ronunu.

(4) Ilpu ormyckaHe Ha JNEKapCTBEHH NPOAYKTH, CHIbpXKAIIKM HAPKOTHMYHU BEIECTBA Ha
JIEKapCTBEH JIMCT, HeoOXoauMara MHGoOpMalusi OT HETO C€ BbBEXKJA B PETUCTBbpa MO Wi. 3, ai. 2 oT
Hapen6a Ne 21 ot 2000 r. 32 U3MCKBaHUATA KbM JJOKYMEHTALUATA U OTYETHOCTTA MPU U3BBPIIBAHE HA
JCHHOCTU C HAPKOTHYHH BEIIECTBA U JICKAPCTBEHU MPOAYKTH, ChIbPIKAIIH HAPKOTHYHU BEIICCTBA.

UYn. 506. (Hos - [IB, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, Op. 95 ot 2018 r.) JlekapcTBeHUTE
npoayktu mo ui. 30r, an. 7, T. 2 ce OTHmycKaT OT alnTeKH Ha JIeyeOHWTE 3aBEJEHHUS ChC CTalHOoHap,
ckmoumu goropop ¢ H30K 3a xiamHu4Ha mpoueaypa mo aucnancepHo Habmrogenue Ha 30JI cbe
3JI0Ka4€CTBEHU 3a00JIIBaHMUS.

(2) (U3m. - 1B, 6p. 95 ot 2018 r.) IIbpBUTE eK3eMIULSIpU Ha pEIENTUTe, C KOUTO ca
MIPEANMCAHY JIEKaPCTBEHU NPOAYKTH no wi. 30r, aim. 7, T. 2, ce MOAPEKAAT B XPOHOJIOTHYEH pell, KaTo
HeoOXxoanMaTa HH(OpMaIIHs OT TSIX ce BbBEXK/Aa B perucThpa mo wi. 3, ai. 2 or Hapenba Ne 21 ot 2000
T. 32 U3UCKBAHUATA KbM JIOKYMEHTALUATA U OTYETHOCTTA MIPHU U3BBPILBAHE HA IEHHOCTH C HAPKOTUYHH
BELIECTBA U JIEKAPCTBEHU NMPOJIYKTH, ChIbPIKAIM HAPKOTUYHM BEILECTBA, U HA I'BPBUSI €K3EMILIIP CE
oTOeIsI3BaT TPUTE UMEHA U JaHHUTE OT JOKYMEHTA 3a CAMOJIMYHOCT Ha IPUHOCUTENIS Ha pelenTara.

(3) (M3m. - ]IB, 6p. 95 ot 2014 r.) [TspBUTE EK3EMILISIPH OT PELIETITUTE TIO ajl. 2 ce ChXpaHsIBaT
B OOJTHMYHATA anTeKa 3a CPOK €/1Ha TOJIMHA U C€ IPECTABAT Ha KOHTPOJIHUTE OpraHH MPH MPOBEPKa.



(4) (U3m. - 1B, 6p. 95 ot 2014 r.) BropuTe eK3eMIUIIpH OT PELETITUTE 10 all. 2 ce MpeiaBaT B
P30K exxemecedHo B CPOKOBETE 32 OTUMTAHE JIEHHOCTTA Ha JICUCOHOTO 3aBEICHHUE.

(5) (M3m. - [IB, 6p. 95 ot 2014 r.) Crieq u3TM4YaHe HA CPOKA MO all. 3 PELeNnTUTE Ce IpeaaBaT ¢
MPUEMHO-TIpeIaBaTelIeH MPOTOKOJ Ha HHCTiekTopuTte B P3M, konto v chxpansaBar 3a cpok 10 roguHu.

Un. 50B. (HoB - [IB, Op. 81 or 2013 r.) 3a0pansiBa ce OTHycKaHe B OOJHMYHATA anTeKa Ha
JICKapCTBEHH MPOJIYKTH, ChIbPIKAIIA HAPKOTHYHHM BEIECTBA, IO PEIENTa WM JIEKaPCTBCH JIUCT,
MPEINKCAHU PN TIOBEYE OT 7 THH.

Ui 50r. (Hos - IB, 6p. 81 ot 2013 1.) (1) 3abpansBa ce B OOJIHMYHATA anTeKa OTIyCKaHE Ha
JIEKApCTBEHH MPOJIYKTH, ChIAbPKALM HAPKOTUYHU BelllecTBa OT mpuiioxkeHus Ne 2 u 3 kbM uit. 3, T. 2 u
3 or Hapenbarta 3a pena 3a kinacuduuupaHe Ha pacTeHUATAa M BEIIECTBAaTa KAaTo HApKOTHYHU, B
KOJIMYECTBA, MIO-TOJIEMU OT MPEANUCAHUTE.

(2) IIpu ycraHoBsiBaHE HA HECHOTBETCTBHS B MPEANHCAHMETO W MAaKCHMAalHO JOIMYyCTHMAaTa
7032 MarucTbp-GapMamneBThT B OONHUYHATA anTeKa € JUThXKEH Ja C€ KOHCYITHUpPA C TpPeANHCaIIns
perenTara/IeKapcTBeHHs TUCT JIeKap.

(3) Ilpu HEBB3MOXXHOCT 3a M3IIBIHECHUE HA MPEANHCAHUETO CJe] KOHCYJTaluusTa Mo ai. 2
pelenTara/JIeKapcTBeHUSIT JIUCT ce BPbILA Ha JIEKaps 3a aHyJIHpaHe.

Ui 50a. (Hos - IB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 95 ot 2018 1.) 3abpansiBa ce oTIycKaHe
Ha JISKapCTBEHH MPOAYKTH 10 wi. 30r, ait. 7, T. 2, KoraTo MPUHOCUTEIAT Ha perenTtara € noj 18 roauHy.

Uin. 50e. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (U3m. - IIB, Op. 95 ot 2018 1.) JlekapcTBeHUTE
npoayktd no wi. 30r, an. 7, T. 1 ce OTHycKaT OT anTeKd Ha JiedeOHUTE 3aBEACHUS ChC CTAIllMOHAp,
cximrouniu joroBop ¢ H30K 3a knuauyHM meTeku 1o wi. 30r, an. 8§ u/unu amOynatopHa mpoueaypa 3a
CHCTEMHO JIEKAPCTBEHO JICUEHHE MPH 3JI0KaUECTBEHU 3a00IsIBaHHUS.

(2) Konus Ha peuenture, MO KOUTO ca OTIYCHAaTH JIEKAPCTBEHH NPOAYKTH Mo ai. 1, ce
CbXpaHsBaT B anTeKaTa Ha JeueOHOTO 3aBe/ICHHE B MPOIBIDKEHNE Ha €/1HA FOJIMHA, KaTo Ce MPEeICTaBsIT
Ha KOHTPOJIHUTE OPTaHU TPH TPOBEPKA.

Pa3zpgen VI.
IIpeanucBane Ha MeIMUMHCKH M3/1eJIUsl, KOMTO IIe ce OTIIYCKAT B Apyra Abp:xkasa wienka (Hos -
B, op. 15 ot 2014 1.)

Y. 50x. (Hos - [IB, 6p. 15 ot 2014 1.) (1) [To u3pu4HO MickaHe Ha MAIMEHT JUIaTa Mo 4i. 4
MPEANUCBAT HEOOXOAMMUTE 3a JICUEHUETO MEAWIIMHCKHA H3JCNHsI, KOUTO Ie C€ OTIyCKaT B Jpyra
J'bprKaBa YICHKA.

(2) Penenitute 1o ain. 1 ciensa qa ChabpiKaT TaHHUTE, TIOCOYEHHU B npuiiokeHne Ne 4a.

Un. 503. (Hos - JIB, 6p. 15 ot 2014 r., u3m. - JIB, 6p. 95 ot 2018 r.) Korato MeauimHCKuTe
m3enus mo an. 1 Ha wi. 50k ce mpennmucat Ha 30JI, penentypaute OjnaHku Mo wi. 24 cieaBa aa
ChIbPKAT BCUUKH JaHHH, IOCOUYCHHU B MpHiioskeHue Ne 4a.



I'naBa nera.

OTIHEYATBAHE, PA3INPEJAEJISSHE U KOHTPOJI HA CITIEIIMAJIHUTE PELEIITYPHHA
BJIAHKMHA 3A JIEKAPCTBEHMU ITPOAYKTU, CbABPKAIIIN HAPKOTHUYHU BEHIECTBA,
N HA PELIEIITYPHUTE BJIAHKU 3A IPEAIIUCBAHE HA JIEKAPCTBEHHU ITPOJAYKTU

1O PEJIA HA HAPEJBA Ne 34 OT 2005 I'. 3A PEJIA 3A SAIIJIAIIAHE OT
PENNIYBJINKAHCKUA BIOJKET HA JIEHEHUETO HA BBJI'APCKUTE I'PAYKIAHUA 3A
3ABOJISIBAHUSA, U3BBBH OBXBATA HA 3AABJIKUTEJITHOTO 3/IPABHO
OCHUI'YPSABAHE

Un. 51. (U3m. - [IB, 6p. 94 ot 2011 1., u3m. - IB, Op. 81 ot 2013 r.) MuHHCTEPCTBOTO Ha
3/IpaBEONAa3BaHETO OpPraHMU3Mpa U KOHTPOJIMpA OTIEYATBAHETO, PA3IpEleNITHETO M OTYUTAHETO Ha
CHELMAIHUTE pEeUEenTypHH OJaHKH 3a OTIyCKaHE Ha JEKapCTBEHU IMPOAYKTH 1o ui. 11, an. 1.

Ui 52. (1) (U3m. - JIB, 6p. 94 ot 2011 1., u3m. - JIB, 6p. 81 ot 2013 r.) MuHHUCTEPCTBOTO Ha
3JIPaBEOIIa3BAaHETO CKErOJHO OOsIBSBA ¥ IPOBEXKIA OOIIECTBEHA TOPHhYKA 3a OTIECYaTBAaHE Ha
CHeIHaTHUTE pelenTypHH Onanku mo wi. 11, an. 1.

(2) M3m. - 1B, 6p. 94 ot 2011 r.) Ornevaranute OnaHKU MO ajl. 1 ce MpPeaoCTaBAT OT
U3MBIHUTENS Ha nopbukata B P3M B KoruecTBa 1o mpeiBapuTeIHO HallpaBeHa 3asBKa.

(3) (U3m. - [IB, 6p. 94 ot 2011 r., usm. - [IB, Op. 81 ot 2013 r.) CreunanHure perenTypHu
6manku o wi. 11, an. 1 ce mpuemar oT HHCIEKTOpa MO0 HAPKOTHYHUTE BelecTBa KbM P3U u ce cheraBs
MIPOTOKOJI B JIBA €K3EMILISIPA, KOUTO ChABPIKA CICTHUTE TaHHU:

1. Tpute umena, EI'H u ganau oT 1OKyMeHTa 32 CAaMOJMYHOCT HA MIPUEMAIlUs U TpeaBallius;

2. Opoii Ha penenTypHUATE ONaHKU U Opoll HA KOodaHUTE (KapHETHTE), B KOUTO ca 0(hOpMEHHU
OJaHKHTE;

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

(4) (U3m. - IB, 6p. 94 ot 2011 r.) [IpoToKonUTE CE MOAMMUCBAT OT MPUEMAIIIUS U TIPeIaBaIlIus U
ce nmocrtass nievat Ha P3U.

Yn. 53. (1) (U3m. - [IB, 6p. 94 ot 2011 r.) UHCcnekTopuTe M0 HAPKOTUYHHUTE BEIIECTBA KbM
P3U npenocraBAT cenuagHUTe pelenTypHU OJIaHKM Ha JIMIaTa 1o 4i. 5, an. | cpelly noamnuc u cien
10JIaBaHe Ha 3asBJIIEHUE 110 00pa3el] ChIiIacHo npuiioxkeHue Ne 9.

(2) Ilomyuyenute crnenuaaHu peLEenTypHU OJAaHKU c€ ChXpaHsIBaT JIMYHO OT JIeKaps/ieKaps 1o
JICHTaJIHAa MEeJIMI[MHA U HE CE MTPEOTCThIIBAT.

Un. 54. (U3m. - JIB, Op. 94 or 2011 r.) Uucnekropute kbM P3U oTumtar mnomydenure
CMELMAIHA PEUEenTypHU OJaHKM, KaTO BOJAT PETUCTbp MO obOpaszer] chriaacHo npuioxkeHue Ne 10, B
KOWTO C€ BIIUCBAT:

1. (u3m. - IB, 6p. 94 ot 2011 r.) TpuTre MMeHa Ha JieKaps/IeKaps MO JACHTaJIHAa MEIUIIMHA,
PETUCTPALIMOHHUAT My HOMep cbriacHo peructbpa B P3U mo wn. 5, an. 1 u xoxbT Ha jedeOHOTO
3aBEJICHUE;

2. OposAT Ha MOTYYEHUTE KOYaHU (KapHEeTH) U OpOAT Ha pelenTypHUTe OJaHKH B TSIX;

3. cepusTa, IbPBUAT U NOCIETHUIAT HOMEP OT KOYaHa C peEeNTypHU OJIaHKHU;

4. nararta Ha TIOJIy4aBaHE W Ha MPe/laBaHe Ha PEHENTYpPHUTE OJaHKHU.

UYn. 55. (1) 3a ycTaHOBEHM JIMIICH Ha CHEIHMAIHU pElenTypHH OJaHKH 3a NpEANHUCBaHE Ha



JIEKapCTBEHH MPOAYKTH, ChABPIKAIIM HAPKOTHYHU BEIIECTBA, HE3a0aBHO CE YBEAOMSBAT CHOTBETHOTO
palilOHHO TOJUIEHCKO ymnpaBiaeHue u uHcnekropsbT no wi. 17 3KHBII, karo ce mocouBar cepusra u
HOMEPBT HM.

(2) (U3m. - JIB, Op. 81 ot 2013 r.) B cpok 24 yaca ot yBeIOMSIBaHETO MO ajl. 1 MUHCIEKTOPHT
u3Mpala MHCMEH CHUTHAJI [0 CHeIHaliu3upaHara aJMUHUCTpalus Ha MHHHUCTEPCTBOTO Ha
3[[paBEOINa3BaHETO, KOSITO OOSBSIBA 32 HEBAJIHMIHU CICHHATHUTE PEHENTypHU OJIAHKA C MOCOUYCHHTE
CepuH U HOMEpA.

Ui 56. (Otm. - [IB, 6p. 94 oT 2011 1.)

I'maBa miecra.

YCJIOBUSA U PEA 3A HOCEHE WU UBHACSHE HA JIEKAPCTBEHU ITPOAYKTU,
NPEJHA3HAYEHU 3A JIEHEHUETO HA BBJI'APCKM N YYXK/IU I'PAXKIAHU,
MNOCTOSAHHO U BPEMEHHO ITPEBUBABAIIIA B CTPAHATA U ITBTYBALIU U3BBH
PENNIYBJIUKA BBJT'APUSI U 3A TPAH3UTHO IIPEMUHABAIINA YUY KJIEHIIU

Un. 57. bearapcku rpakJaHu U 4yKId TpakJaHU, IOCTOSHHO U BPEMEHHO NpedHBaBaIll B
CTpaHaTa M IbTyBalld U3BbH PemyOnuka beiarapus, Morar na HOCAT WIM Jla M3HACAT OT U 3a TPETH
CTpaHU CJIETHUTE BUJIOBE JIEKAPCTBEHHU MPOIYKTH:

1. nexapcTBEeHH NPOAYKTH, MPEIHA3HAUYEHH 3a JICYEHUETO UM, OTIIyCHATH 1o pena Ha HapenOa
Ne 34 ot 2005 r. 3a pena 3a 3amianiaHe OT PEMYOJIMKAHCKUS OIO/DKET Ha JICYCHUETO Ha OBJITapCKHUTE
rpakJaHu 3a 3a00JsIBaHMA, U3BBH 00XBaTa Ha 3aIbJDKUTEIHOTO 3JpaBHO OCUT'YPSIBaHE;

2. IeKapCTBEHU MPOIYKTH, OTIYCKaHU 0€3 JIEKapCKO IPEIIICaHKE;

3. JIeKapCTBEHU MPOJYKTH, OTIHYCKAHH I10 JIEKAPCKO MpeANrCcCaHue.

Un. 58. JlekapctBeHuTe npoayktu mo uia. 57, an. 1, T. 1 Morar na ce mpeHacsT OT CJICIHHUTE
TuIa:

1. manMeHThT, 32 YUETO JICUCHUE ca MpeTHA3HAYCHH MPENUCAHNUTE JIEKaPCTBEHU MTPOIYKTH;

2. IMUETO, KOETO € MOJYUYUIIO JIEKAPCTBEHUTE MPOJYKTH OT ChbOTBETHATA alT€Ka U UMETO MY €
BIIMCAHO KaTO MOJIyyaTelsl BbPXY pelenTara;

3. nuie, KOETO MpUTEeXaBa H3PUYHO NBJIHOMOIIHO OT MAalMEHTa, 3a 4YHMEeTO JICYEeHHE ca
npeaHa3HauCHU NPECANMMCAHUTC JICKAPCTBCHU IIPOJIYKTH.

Un. 59. (1) Jlumara mo un. 58 yaocToBepsBaT MPaBOTO CH Jla HOCAT WM Ja MPEHAcsT
JIEKApCTBEHUTE MPOAYKTH 1Mo ui. 57, an. 1, T. 1 c¢bc 3aBepeHO OT Maructhp-hapmareBTa KOmue Ha
M3IBJIHEHA pelEeNTa OT ChOTBETHATA aNTeKa, MPEANUcaHa 332 KOHKPETHOTO JIEUEHUE.

(2) JInmata 1o wi. 58 mMoraT Ja HOCSIT WJIHM J1a M3HACAT JIEKAPCTBEHH MPOIYKTH, TPEAHA3HAYCHU
3a JICYEHHWETO WM, B KOJHMYECTBA, MOCOYECHU IU(GPOM M CIOBOM B pelenTara, KOSTO CJlelBa 1a ¢
o0paboTeHa B anTekara.

Y. 60. KonmnuecTBaTta Ha IpEHACSIHUTE JIEKAPCTBEHU NMPOAYKTH 1o wi. 57, an. 1, 1. 1 ciensa na
OCUT'YpsIBAaT JICYEHUETO Ha MAIMEeHTa 3a CPOK JI0 JBa Mecela.



Un. 61. JlekapcTBeHHTE MPOAYKTH MO Wi. 57, an. 1, T. 2 MoraT Ja ce mpeHacsar OT OBJITapCKu 1
YY1 FPaX<IaHH MMOCTOSHHO U BpEMEHHO peOuBaBally B CTpaHara.

Y. 62. (1) JInunara o wi. 61 Morar Jja mpeHacsT JIEKapCTBEHU IPOAYKTH OT U 3a TPETU CTPAHU
B KOJIMYECTBA, HEOOXOJMMH 32 BPEMETO Ha IPECTOS UM, HO HE MTOBEYE OT TPH Mecella.

(2) JIuuara mo 4. 61 mMoraT Ja nMpeHacsAT OT U 3a TPETU CTPAHU JICKAPCTBEHU MPOAYKTH IO YJI.
57, an. 1, T. 2 B mo-TOJIEMH KOJMYECTBA, aKO MPECTOST MM HIPOIB/DKABa IOBeYe OT TPH Mecela U
MPUTEKABAT M3/13CHA PELENTa 32 ChOTBETHHUS JICKAPCTBEH MPOAYKT U 32 CHOTBETHOTO KOJIUYECTBO.

Un. 63. JlekapcTBeHUTE NPOAYKTH 10 wi. 57, ain. 1, T. 3 MoraT Ja ce MpeHacsT OT CICIHUTE
auna:

1. manueHTa, 3a YMETOo JICYCHHE ca MpeIHa3HaYeHH MPEANHCAHNUTE JIEKAPCTBEHU POAYKTH;

2. JMIe, KOETO TMpUTekaBa H3PUYHO ITHIHOMOIIHO OT MallMeHTa, 3a YUETO JIEYeHHEe ca
MpeHa3HAYeHU MPEANUCAHUTE JIEKAPCTBEHU MPOIYKTH.

Un. 64. (1) Jlumata mo wi. 63 yaocTtoBepsiBaT MPABOTO CHU Ja HOCAT WIM Ja TMPEHACAT
JICKApCTBEHUTE MPOAYKTH MO Wi. 57, an. 1, T. 3 ¢bhC 3aBepeHO OT Marucrbp-(apmaieBTa Kolue Ha
M3IThJIHEHA pelleriTa OT ChOTBETHATA alTeKa, MPEeANrcaHa 3a KOHKPETHOTO JICUCHHE.

(2) Jlunara o wi. 63 Morar Jja HOCST WJIH J1a U3HACST JICKAPCTBEHH MPOIYKTH, IPEIHA3HAYCHH
3a JICYCHUETO UM, B KOJIMYECTBA, IOCOYCHHU IIU(PPOM U CIIOBOM B pEIICTITATA.

Un. 65. TpaH3uTHO mpeMUHABAllM Npe3 TEPUTOpUATAa HA CTpaHATa JMIa MMAT MPaBO Ja
MPUTEKABAT JICKAPCTBEHHU MPOJIYKTH, KOUTO Cca MPeTHA3HAUYCHHU CaMO 3a TAXHOTO JICYCHHE.

Un. 66. KoHkpeTHUTE KOJIMYECTBA JIEKAPCTBEHH MPOAYKTH, KOUTO JMIATa MO wWi. 65 uMmat
MIpaBo Jia MPUTEKABAT, CE ONPENENAT OT ChOTBETHATA IIpHEMAIla IbPKaBa.

UYn. 67. Ilpu TpaH3UTHO MpeMHHaBaHe Npe3 Tepuropusita Ha Penybnuka bbiarapus Ha naunarta
no wi. 65 ce mpenoppyBa Aa ObJAT NpeIBAPUTETHO MHPOPMUPAHU 32 W3MCKBAHUATA, YCTAHOBEHH OT
CbOTBETHATA MPUEMAILA IbPKaBa.

Ui. 68. Bcuuky niekapcTBEHU MPOAYKTH, KOUTO C€ MPEHACAT OT U 3a TPETH CTPAHU IO pela Ha
Ta3u Hapenaba, cieBa a Ob1aT B OPUTMHAIHUTE CH OTIAKOBKH.

Un. 69. (1) Ilo pena Ha Ta3u Hapenda HE MOrar Ja ce MPEHACAT JIEKAPCTBEHHU IMPOJYKTH,
ChIbPIKALIN HAPKOTUYHU BEILECTBA.

(2) YcnoBusTa M peabpT 3a MPEHACSHE Ha JICKApPCTBEHUTE MPOIYKTH 1O al. 1 ce ompenensT B
3KHBII.

JlombJIHHUTEIHN pa3nopeadu



§ 1. ITo cmMuchia Ha Ta3u Hapenoa:

1. "Koxg na H30K" o3HauaBa OykBeHO-IIUGPOB KOJI, YUATO MbpBa OyKBa OTroBaps Ha IIbPBO
HUBO Ha AHaTOMoO-TepaneBTUYHaTa Kiacudukanus Ha CBeTOBHATA 3/ipaBHA OpraHU3allvs, Bb3IPUETa B
Peny6nuka bbirapusi.

2. "BanuaHocT Ha penenrtara’ o3HayaBa CPOKBT, 32 KOHTO TS MOXKe Ja ObJie M3IBIHCHA B
anTeKara.

3. "Konu4ecTBO aKTHBHO BEIIECTBO B J1030Ba €IMHMIA" HA JIEKAPCTBEHHUS MPOIYKT €
ChILP)KaHUETO HA aKTUBHOTO BEIIECTBO, M3PA3eHO KOJIMYECTBEHO 3a €Ha JI030Ba ¢IMHUIIA (Ta0eTKa,
KarcyJia) Wid 3a eAMHMIIA Maca Wi 00eM B 3aBUCUMOCT OT JieKapcTBeHaTa Gopma.

4. "luto" o3HagaBa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "Cratum" o3HayaBa "BeqHara'.

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

8. (noBa - /IB, Op. 68 oT 2014 1., B cuia ot 15.08.2014 r.) "OTnyckane Ha JeKapCTBEH MPOIYKT
6e3 nekapcko npeanucanue (OTC)" o3HayaBa CHBKYIMHOCTTA OT ACHCTBHS HA (hapMaleBTH B IPHEMHOTO
MOMEIIIEHUE Ha alTeKara MO ONpejAeNissHe Ha MOAXOMAAIIUS 3a OTIyCKaHe JIEKapCTBEH MPOAYKT Oe3
nekapcko mnpennucanve (OTC) wunum mnpuemaHe Ha peuenTypHUTE OJaHKM M IpoBepKaTa Ha
ChIIBPKAaHUETO UM, KOHCYNTAIlMsl OTHOCHO MPHEMAaHETO W BB3MOKHUTE HEXKEJIaHW peakluu Hu
JIEKApCTBEHH B3aUMOJICHCTBUS U MpEJaBaHe Ha JICKAPCTBEHUTE MPOIYKTH HA MAIUEHTHUTE.

IMpexoanu u 3aKII0OYUTETHHA pa3nopeon

§ 2. (1) Pasnmopenbute Ha rinaBa TpeTa, pazaen [V, permameHnTupaiiy u31aBaHeTo, IPOMEHUTE 1
BaJIMTHOCTTA Ha perentypHa 6maanka (oopazen M3 - H30K Ne SA no npunosxenue Ne 7), Biu3at B cuiia
ot 1 ampun 2009 r. Jlo BIM3aHETO UM B CHJIa BCUYKHU JIEKAPCTBEHU MPOAYKTH, 3aIlIalllaHy HAI'BJIHO WIN
gactuuHo oT H30K, ce npennucsar Ha peuentypHa 6iaanka (oopazery M3 - H30K Ne 5 no mpusnoxenue
No 6) cwve cpok Ha BanmmaHocT 30 qHU.

(2) B cpok no 1 ampun 2009 r. anTekuTe npuBexaaT codryepa CU B CHOTBETCTBUE C
M3MCKBAaHUATA Ha Ta3u Hapenda OTHOCHO HM3[aBaHETO, MPOMEHHUTE W BaJMJHOCTTa Ha pelenTypHa
6nanka (oopazerr M3 - H30K Ne 5A no npunosxenue Ne 7).

§ 3. (1) (M3m. - B, 6p. 91 ot 2009 1.) B cpox mo 31 mait 2010 r. nexapcTBEHU MPOAYKTH,
ChAbpXKAIIM HAPKOTHUYHU BellecTBa OT mpuiioxeHusd Ne 2 u 3 kpM wi. 3, an. 2 Ha 3akoHa 3a KOHTPOJ
BbPXY HApKOTUYHHUTE BEIIECTBA W IPEKypCcOpUTE, MOraT Ja ce MpEJIucBaT M Ha CHEIHaTHUTE
perientypau OmaHKU 1Mo oOpaser; chriaacHo npuioxenne Ne 6 kpM uwi. 11, an. 1 or Hapenba Ne 4 ot
2001 r. 3a ycnoBusATa U penia 3a NpeANrMCBaHEe U OTIYCKaHE Ha JIEKAPCTBEHU MPOTYKTH.

(2) Cnen n3TnyaHe Ha Cpoka 1o al. | crenuanHuTe peuenTypHU ONaHKU 1Mo mpuioxeHue Ne 6
kbM 4. 11, am. 1 or Hapen6a Ne 4 ot 2001 . 3a ycrmoBusaTa U pefia 3a MpeANucBaHe U OTIyCKaHE Ha
JIEKapCTBEHM MPOJYKTH CE€ YHMILI0’KAaBAT OT KOMHUCHS, OTIPE/IETIEHA ChC 3all0BE/ Ha AupekTopa Ha PLI3.

(3) 3a yHumoxxaBaHeTo Ha OJaHKUTE MO ajl. 2 ce ChCTaBsl MPOTOKOJ, KOMTO ce YTBhPKIaBa OT
nupekTopa Ha cboTBeTHUA PL[3 1 ce u3npama B MUHUCTEPCTBOTO Ha 3/1paBEONa3BaHETO.

(4) Penentypuure 6anku no npuioxxkenue Ne 4 kpm 4. 6, an. 1 ot Hapenba Ne 4 ot 2001 r. 3a
yCIIOBUSATA U pela 3a MPEANNUCBAHE U OTIIYCKAaHE Ha JIEKApCTBEHM ITPOJYKTH MOTaT Jla Ce M3IONI3BaT 110



TAXHOTO W3YEPIIBaHE, HO HE MO-KHCHO OT €/[HA FOJIMHA OT BIM3aHE B CHJIA HA Ta3W Hapeada, KaTo B TAX
ce BIMUCBAT JJAHHUTE 110 WI. 7, aJl. 2 OT MEAULMHCKHS CIIEHHAINCT, KOUTO U3/1aBa perenrara.

(5) briankuTe Ha NEKapCTBEHUTE JHCTOBE 1O IpuitokeHue Ne 5 kpM uit. 6, an. 2 ot Hapenba Ne
4 ot 2001 r. 3a ycnoBusATa U pea 3a NPEANUCBAHE U OTIYCKAaHE Ha JIKAPCTBEHH MPOJYKTH MOTaT Ja ce
M3MO0J3BaT JI0 TAXHOTO HM3YEpIBaHE, HO HE MO-KbCHO OT €/IHAa TOJAMHA OT BJIM3aHE B CHUJIa HA Ta3u
Hapezaoa.

§ 4. (U3m. - IB, 6p. 94 ot 2011 r.) KoHTpOABT 10 U3MIBIHEHUE HA Hapea0aTa ce OChIIECTBsBA
oT MunucrepcTBOoTO Ha 31paBeona3BaHeTo, P3M u M3nbiaauTennara arenuus no jekapersata 1 H30K
(B yacTTa OTHOCHO OTITYCKaHE M TMPEANUCBAHE HA JICKAPCTBEHU MPOJYKTH, 3aIUIAlllaHd HAI'BJIHO WM
YaCTUYHO OT Hes).

§ 5. Ta3u Hapenba ce u3naBa Ha ocHoBaHME Wil. 221 oT 3akoHa 3a JEKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MeUIMHA 1 4. 60 0T 3aKOHa 32 KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA M IPEKYPCOPUTE
u otMmens Hapenba Ne 4 ot 2001 r. 3a ycrnoBusTa 1 peaa 3a IpeAnucBaHe U OTITYCKaHE Ha JIEKapCTBEHU
npoayktu (00H., B, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 r.; 6p. 82 ot 2003 1.; 6p. 32 ot 2005 .; Op.
34 ot 2006 1.).

§ 6. (M3m. - [IB, O6p. 94 ot 2011 r.) Ykazanusa no mpuiaraseTo Ha Hapenbara naBatr H30K
OTHOCHO pasnopea0duTe 1Mo MPEANUCBaHe U OTITYCKaHE Ha JICKAPCTBEHU MPOAYKTH, 3aIUIAIIaHN HAITBIHO
win yactuuHo oT H30K, cboTBeTHO MUHUCTEpCTBOTO Ha 3/ApaBeona3BaneTo, P3U u M3nbinnurennara
areHIIUs T0 JIEKapcTBaTa ChoOPa3HO TAXHATA KOMIIETEHTHOCT.

JonbJIHUTEIHN pa3nopeadH
KBbM HAPE/JIBA 3A U3MEHEHUE U IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSATA U PEJA 3A IIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHM
MMPOAYKTH

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

§ 6. C Ta3u Hapenba ce BbBEXKIAT M3UCKBaHuATa Ha [lupextuBa 3a u3nbiaderue 2012/52/EC na
Komucusta or 20 gexemspu 2012 r. 3a ompenensHe Ha MEPKU 3a yJECHSABAaHE Ha NPU3HABAHETO HA
MEAUIMHCKUTE NMPEeANUCaHus, U3aleHu B Apyra abpkasa wieHka (OB, L 356/68, 22.12.2012).

3aKJIIYUTETHU pa3nopeaou
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne 4 OT 2009 T'. 3A
YCIOBUSATA U PEJA 3A ITIPEAIIUCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MPOJYKTH
(OBH. - IB, BP. 15 OT 2014 T"., B CUJIA OT 21.02.2014T".)

§ 7. Hapenbara Biu3a B cuiia OT JieHs Ha 0OHapoiBaHeTo 1 B "J[bpikaBeH BEeCTHUK'.
3ak/04uTeTHM pa3nopendu

KBbM HAPEJIGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU



MPOJYKTH
(OBH. - /IB, BP. 68 OT 2014 I'., B CWJIA OT 15.08.2014 T".)

§ 15. Hapenbara Biu3a B ciita OT JIeHs Ha 0OHapoBaHeTo 1 B "J[bpkaBeH BEeCTHHK".

IIpexoanu u 3aKIOYUTESTHU pa3nopendon
KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 1. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
NPOAYKTHU

(OBH. - 1B, BP. 95 OT 2014 T".)

§ 21. B cpok 10 Tpu Mecemna OT BIIM3aHE B CHJIa Ha HapeaOaTa jJe4eOHUTE 3aBEICHHs MOTaT Ja
MIPEANUCBAT JICKAPCTBEHHU MPOIYKTH Ha JIEKAPCTBEHU JIUCTOBE MO JJOCETAIHUS PEI.

3ak/rouuTeIHM pa3nopendu
KBbM HAPEJIBA 3A U3MEHEHUE U IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJOBUSATA U PEJA 3A IIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
MNPOAYKTHU
(OBH. - 1B, BP. 95 OT 2018 T.)

§ 17. HaBcsxbae B HapenOata abpesuarypata "(330JI)" ce 3amens cwe "(30J1)".
[Ipunoxenue Ne 1 kbMm ui. 4, an. 3

(H3wm. - JIB, 6p. 81 ot 2013 1.)
JlexkapcTBeHU MPOIYKTH, KOUTO (peNAmepuTe HIMaT IpaBo Aa MPEeAnucBart

1. AHTHApUTMHUYHH JIEKAPCTBEHU NPOILYKTH.

2. XOpMOHaJIHM JIEKapCTBEHU IMPOJYKTH O€3 MpOTHBO3a4aThbYHU U KOPTUKOCTEPOUIN 32
JIOKQJIHO MPUIIOKEHHE.

3. AHTHHEOIJIaCTUYHU U KMYHOMO/YJIMPAIIN JEKAPCTBEHU MTPOTYKTH.

4. IIcuXOMUTHLIM U TICUXO0AHAJIETITUIH 32 JIEYEHUE Ha XPOHUYHU 3a00JIIBaHuUS.

5. (u3m. - JIB, Op. 81 ot 2013 r.) JIlekapcTBeHU MPOAYKTH, ChABPIKAIN HAPKOTUUHU BEILLECTBA
ot npusnoxenus Ne 2 u 3 kM uit. 3, 1. 2 u 3 ot HapenOata 3a peaa 3a kiacuduipase Ha pacTeHUATA U
BElIeCTBaTa KaTO HAPKOTUYHH.

6. JIekapcTBEHN IPOAYKTH, BKJIIOUEHU B npuiioxkenue Ne 5 kpM wi. 11, an. 2.

[Ipunoxenne Ne 2 kbM 4. 6, ain. |

PeuentypHa 6naHka

3a 3a
eQHOKPaTHO MHOrOKpaTHO
npeanuceaHe npeannceaHe

MMHI/ICTepCTBO Ha 3a4paBeona3BaHeTo




MeauumHckm cneumanmct (Mme)

G - RO RUR PR
(Mme Ha naumeHTa, Bb3pacT)
oT rp. (c.)

(bpemeHHa xeHa, KbpMayka, geTe - nog4yepTasa ce NpUnoXxnmoTo)

[Ipunoxenue Ne 3 kbMm ui. 6, an. 2

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

[Tpunoxenue Ne 4a kpm ui. 9a, an. 2
(Hoso - 1B, 6p. 15 01 2014 1.)

HewnsuepriareneH CHUCbK Ha €IIEMEHTUTE, KOUTO CE€ BKJIKOYBAT B PELENTUTE, KOUTO LIE CE
M3IBJIHABAT B APYra IbpKaBa 4JIeHKA

Wnenrudukarus Ha manyueHTa:

damunHo(1) uMe(Ha)

Co6cTBeno(nn) nme(Ha) (M3nucano(n) U310, T.€. He Ce pa3peliaBaT WHUITHAIIN )

JlaTa Ha paxxnaHe

WNnentudukanus Ha penenrara:

Jlata Ha u3naBaHe

Wnenrudukarus Ha METUITUHCKUS CIICIIHAITUCT, U3/1aJl peIenTara;

®amunHo(1) ume(Ha)

Co6cTBeno(nn) nme(Ha) (M3nucano(1) U3IsI0, T.€. He Ce pa3peliaBaT WHUITHAIIH )

[Ipodecnonanna kBanupukanus

JlaHHM 3a Mpsika Bpb3Ka (SJIEKTPOHHA TI0Ma U HOMep Ha Tele)OH WK (akc, KaTo ce MOCOYU U
KOIBT 32 MEXAYHAPOAHO U30MpaHe)

CiyxebeH anpec (BKIIOYUTEIIHO HANMEHOBAaHUETO Ha ChOTBETHATA JbpiKaBa YICHKA)

[Moanuc (monoxeH coOCTBEHOPHYHO WM IU(GPOB B 3aBUCUMOCT OT HAayMHA Ha HW3JaBaHe Ha
MPeUCaHUETO)

Wnentudukarus Ha npeanucanus NpoAyKT, KOTaTo TakaBa € HeoOxoauMma:

MexIyHapOoJHO HEMaTeHTHO HaWMEHOBaHWE WM (apMakoneiHO HAaWMEHOBaHWE Ha
JIEKapCTBEHOTO UM BEIIECTBO



TBproBckOTO HAMMEHOBAHUE HA JIEKAPCTBEHUS IPOAYKT B CIy4yauTe 1o 4i. 9a, an. 4
JlexapcTBena popma (TabseTu, pa3TBOp U T.H.)

KommuectBo

KomnnuecTBo Ha akTHBHOTO BEUIECTBO 3a J]030Ba €UHUIIA

Jlo3upoBka.

[Tpunoxenue Ne 5 xbm . 11, an. 2

(H3m. - JIB, 6p. 81 or 2013 1.)

JlexapcTBEHU MPOIYKTH, ChIBPKAIIM HAPKOTHYHU BEIECTBA OT MPUIokKeHHUs Ne 2 1 3 KbM uJl.
3, 1. 2 u 3 or Hapenbara 3a pena 3a kiacuuiimpane Ha pacTCHHATA M BEIIECTBAaTa KATO HAPKOTHYHU, B

KOM6I/IHaHI/IH C ApyTrHu JICKApCTBEHU BEIIECCTBA

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

[Ipunoxxenue Ne 5a kpm un. 21, ann. 2 v un. 30a, an. 1 u 2

(Homo - /1B, 6p. 95 oTr 2014 1.)

[Tpunoxxenue Ne 56 xbpm ui. 30a, an. 5

(Hogo - JIB, 6p. 95 o1 2018 1.)

Mayme




[arta Ha
paxgaHe:

N3 Ne/Allp Ne:

PbcT (C™m):

Terno:

KpeaTuHuH:

OTpeneHve, UMe U Koa:

Lunkbn Ne:

XumMnoTtepanesTUYHa
cxema:

[aTta -
[eH/gHn

Yac Ha

“| npunoxexne

ATC

JlekapcTBeH NpoAyKT -
TbProBCKO MMe

JlekapcTtBeHa
dopma

[MbT Ha npunaraHe

(iv, sc, po,
WMHTpaKkaBUTapHo,
WMHTpaBe3nKanHo un
T.H.)

Hama:

LeH Ne ...

Hama:

LeH Ne ...

[ama:

LeH Ne ...

[Hama:

LHeH Ne ...

[Hama:

LHeH Ne ...

Hama:

LeH Ne ...

INekyBall NeKap: ....ccccceeeeeenn. (noanuc)

Nme lMNpesnme Gamnnus

MpuroTteun: mar.-papm./nom.-cpapm. Mme MNMpesmme dGamunums

MpoBepun: mar.-dpapm. Nme lMNpesnme Gamunmsa

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

(M3wm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)

HasHa4YeHO Ha: ..o, (nara)

(nognwc)

(nognuc)




[Ipunoxxenne Ne 7 kbM ui. 24, ain. 1

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

[Ipunoxenne Ne 8 kpm 4. 24, ai. 1

(M3wm. - IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.)



[Tpunoxxenne Ne 8a xkbpm ui. 30a, an. 1

(Hogo - JIB, 6p. 81 ot 2013 1., u3m. - JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r., oT™. -
B, 6p. 95 o1 2014 1.)

[Tpunoxxenue Ne 86 kbM wit. 30r, an. 3 u 5

(Hoeo - JIB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.,
npenuirHo [Tpunoxxenne Ne 86 kM wi. 30r, an. 3, usm. - JIB, 6p. 95 ot 2018 1.)






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

(Hogo - JIB, 6p. 95 ot 2014 r., npeaumiao [Tpunoxxenue Ne 88 kbMm ui. 30r, an. 3, u3m. - /IB,
op. 95 oT 2018 1.)

[Tpunoxenne Ne 8r kbm ui. 301, an. 1

(Homo - JIB, 6p. 81 ot 2013 r., u3m. - JIB, O6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.,
npeauiHo [punoxenne Ne 88 kM wi. 30z, an. 1 - /IB, Op. 95 ot 2014 1.)



PeuentypHa 6narHka Ne .....................
3a nekapcTBeHM NpoaykTn, 3annawanm ot H30K

HanmeHoBaHue Ha ne4yebHoTO 3aBeaeHme - Per. Ne

J =T Tol (Y 1= TP O PP P PPPPPPPPRRTPPPRIS
YUH Ha NEKaPA .ooeveeeeeeeiiieeeeeeeee = = PO PR STPPRPPPTPPRI

3abonsaBaHe rpyna N2 .........cccceeevviieee e no npun. Ne 1

MpoTtokon Ne .........cccvvvnnnnnnn. AT, i e aeieeeeeeaaeaaaeaeeeteteeearar———————————————————

Rp.
1

Jlekap:
(mognwuc n nevar)

MNauneHT:
EMH:

[om. agpec:

Mp. (c.)

OTtnycHan: Monyuun:
Mar. dpapm. YUH:

I

(nognuc u nevar) Oara:

[Tpunoxxenne Ne 81 kM wit. 50, an. 4

(Hogo - JIB, 6p. 95 o1 2018 1.)

XypHan 3a pa3TBapsiHe Ha riekapCTBEHM NPOAYKT

i - Nekapcrae Konuyects | MHgmBmayanHa
HoDEedeH [aTa Ha Yac Ha H npoavir | © 8KTUBHO nosa
pea NPUroTBsiHE |NPUroTBAHE pody B-BO BbB |(mg/mcg/IU/MIU/
Ne (nve)
donakoH MU)

Bpown
OTBOpPEHU
dornakoHu 3a
NPUroTBSAHE
Ha gosarta

OctaTtbk
(mg/mcg/IU/M
MU)




Obwo 3a
garta .......
2
Obwo 3a
jarta .......
3
Obwo 3a
garta .......
[Tpunoxxenne Ne 8e xkbpm ui. 50, an. 5
(HoBo - 1B, 6p. 95 oT 2018 1.)
Onuc Ha Hensnon3BaemMuTe oCTaTbLM OT FIEKAPCTBEHU NPOAYKTU 3a NevYeHne Ha OHKONOTMYHU/OHKOXE
JlekapcTBeH AT | NekapcrseH Kon-Bo MNex. MaptuaeH Ne Ha Heunsnonseaem
Ne [ daTa | npoaykT (Tbpr. C | npoaykr (INN) aKT. dhopma | npoussoautens OCTaTbK 32 [AeH:
nve) oAy B-BO P P A (mg/mcg/IU/MIU/N
1.
2.
3.
[Tpunoxenne Ne 9 kbm 4. 53, am. 1
(V3m. - IB, Gp. 81 or 2013 1.)
BX.Ne ...,
.............................. 200 .....T
0o

OVPEKTOPA HA



PETMOHAINHA 30PABHA MHCIMEKLNA
P,

Ha BHUMaHueTO Ha
MHCMeKTopa no
HapKOTU4YHM BeLlecTBa

3AABJIEHVE
L6 2 TR P PP
(TpuTe MMeHa Ha nekaps/nekapsi No AeHTanHa MeguuuHa)
(HaMMGHOBaHmeHaneqemomwaeﬂeme)
.............................................................................................. (ap.pecHanel-le6HOTo3aBegeHV|e)
CNe e, B peructbpa Ha P3U Ha nekapute/nekapuTe no geHTanHa MeamumHa, KouTo npeanuceaTt NeKapCcTBEHN T

HapPKOTMYHM BeLlecTBa.
Monsa ga mun 6bgaT npegocTaBeHu:

6pOFI KO4YaHWu cneunanHun peuenTtypHu OGnaHKu CcbC 3eneH UBAT

6pOFI KO4YaHWu cneunanHn peuentypHu OnaHKuK C XXbNT UBAT

(nognwuc)

[Ipunoxenue Ne 10 kbpm uin. 54

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

Pervnctbp Ha nekapute/nekapuTe no AeHTanHa MeguuuHa, Nonyvyuny cneuuanHu peuenTypHu 6naHkum 3a
npeanucBaHe Ha NekapcTBEHN NPOAYKTU, ChAbpXally HApKOTUYHWUTE BellecTBa oT npunoxeHns Ne 2 n Ne 3
kbM un. 3, T. 2 u 3 oT Hapepnbata 3a pefa 3a knacuduumpaHe Ha pacTeHUsITa U BeLllecTBaTa KaTo HapKOTUYHU
(3arn. nam. - OB, 6p. 81 o1 2013 1.)

Per. Ne
CbrnacHo
perncrbpa
no un. 5,
an.1, 1.1 TpuTe nMeHa Ha nekaps/nekapsa nNo AeHTanHa MegvumHa
Kog Ha Bpon nonyyenn | bpon nonyyenn | Cepusa | OataHa | [Nognuc [ata Ha Moanuc Ha
KOYaHu KOYaHu
ne4yebHoOTO oT Ne nony- |[Ha nekaps/ | NnpegaBsaHe | MHcnekTopa
(kapHeTn) (kapHeTn)
n 6pow Ha 1 6pon Ha
3aBefeHune no Ne | yaBaHe | nekaps no no Hapko-
cneuynan- cneuwman-
HUTE HUTE
JeHTanHa TUYHU
peLenTypHM peLenTypHu
GraHkm cbc
OnaHku ¢ XbnT MeguumHa BeLlecTBa
3erneH
LBAT B TSX LBST B TAX




[Tpunoxxenne Ne 11 kbpm wit. 56

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




