HAPE/IBA Ne 4 OT 4 MAPT 2009 1I'. 3A YCJIOBUSATA U
PEJIA 3A IPEJIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTU

H30a0ena om munucmovpa Ha 30paseonazéaremo

Oo6n. /IB. 6p.21 om 20 mapm 2009z., usm. /IB. 6p.91 om 17 noemspu
2009z., uzm. /IB. 6p.94 om 29 noemepu 201 12., uzm. /IB. 6p.2 om 6 snyapu 20122., uzm.
u oon. /[B. op.81 om 17 cenmemspu 20132., uszm. J{B. 6p.104 om 3 oexemepu 2013e2.,
usm. u oon. /[B. 6p.15 om 21 gpespyapu 2014e., usm. u oon. /[B. 6p.68 om 15 agzycm
2014e., usm. u oon. /[B. 6p.95 om 18 noemepu 2014e., usm. /[B. 6p.91 om 18 noemspu
2016¢., usm. u oon. /[B. 6p.95 om 16 noemspu 2018e., usm. u oon. /[B. 6p.68 om 27
aseycm 20192., don. /IB. 6p.90 om 15 noemepu 20192., usm. /JB. 6p.91 om 23
oxmomepu 20202., oon. /IB. 6p.107 om 18 oexemspu 2020z., usm. /B. 6p.37 om 7 maii
20212., oon. [IB. 6p.47 om 4 wonu 20212., usm. /IB. 6p.94 om 12 noemepu 202 1e., uzm.
u oon. /[B. 6p.53 om 8 1onu 20222., don. /[B. 6p.61 om 2 aseycm 20222.

I'naBa nbpBa.
ObIIA TOJIOKEHUSA

Ui 1. C Ta3u Hapen0a ce onpeesT:

1. MEIUIIMHCKUTE CHELMATIUCTH, KOUTO MOraT Jia U3/1aBaT PelenTu, peIbT
3a MpeANUCBaHe Ha JIGKAPCTBEHU MPOAYKTH, CPOKBT 32 U3IIBIHEHUETO, CIlydyauTe U
peabT, MpU KOUTO MArucTbp-(papMaleBT MOXKE Ja OTKaXKe /Ja U3IBIHMU JIEKapCKO
HpeanucaHue;

2. yCIIOBHUSTA U PEBT, 10 KOUTO OBIATaPCKU FPAXKAAHU U UYKIU TPAKIAHH,
NOCTOSIHHO M BPEMEHHO NpeOHBaBallll B CTpaHaTa M MbTyBallld M3BBH PemyOnmka
bwarapus, MmoraT ja HOCSIT WM 1a U3HACSAT JIEKapCTBEHU POAYKTH, IPETHA3HAUEHU 3a
JIEYEHUETO UM;

3. KosMyecTBaTa JEKapCTBEHW NPOAYKTH, MpeAHa3HAYEHH camo 3a
JIEYEHUETO Ha TPAH3UTHO NMPEMHUHABAIM U BPEMEHHO MpeOHBaBaIlM Ha TEPUTOPHSITA
Ha cTpaHaTa Jula, KOUTO T€ MOraT Jla IpUTeXaBarT;

4. (noBa - /IB, 6p. 15 ot 2014 r.) ycnoBusATa U peabT 3a MPU3HABAHETO U
U3ITBJIHEHUETO Ha PEeleNTH, U3Ja/IeHU B Jpyra AbprKaBa YICHKa;

5. (m3m. - /1B, 6p. 81 ot 2013 r., npenumHa T. 4 - /1B, 6p. 15 ot 2014 1.)
penbT 3a MpeNcBaHe Ha JIEKApCTBEHU MTPOYKTH, ChbpKallld HAPKOTHYHHU BEIECTBA
ot npuioxenus Ne 2 u 3 kbm uiL. 3, 1. 2 u 3 ot Hapenbara 3a pena 3a knacuduuupane
Ha pacTEHUATA U BEHIECTBAaTa KaTO HapKOTU4HMU, npuera ¢ [loctanosnenne Ne 293 Ha
Munucrepckus cbset ot 2011 r. (1B, 6p. 87 ot 2011 1.);

6. (mpeaumraa 1. 5, u3Mm. - /1B, 6p. 15 ot 2014 r.) pensbT 3a oTIeUaTBaHe U
pasnpezensHe Ha OJIaHKY 3a OTITYCKaHE M OTYMTAHE HA JISKAPCTBEHUTE MPOIYKTH I10 T.
5;

7. (noBa - /1B, 6p. 68 o1 2019 1., B cuna ot 27.08.2019 r.) ycnoBusita, peasT
U IPUHIMIIUTE, IO KOUTO C€ MPEINUCBAT JIEKapCTBEHU MPOIYKTH ChbOOPa3HO TAXHATA
pa3xo/iHa epeKTUBHOCT 110 CMUCHIA Ha § 1, T. 28 OT TOMBIHUTENHUTE pa3nopeoH Ha
3akoHa 3a 31paBHOTO ocurypsiBane (330).

Un. 2. PexumbT Ha MNpEaNHCBAHE HA JIEKAPCTBEHUTE MPOIYKTH €
oTpesieNieH B pa3pelICHHETO 3a YIOTpeda Ha JIEKapCTBEHUS MTPOTYKT.



Un. 3. PaspemieHute 3a ynorpeda M PETUCTPUPAHUTE JIEKAPCTBEHU
IPOAYKTH Ha Tepuropusita Ha PenyOnuka bbirapus ce o0sBSBaT Ha MHTEPHET
cTpaHuuara Ha V3mbiaHUTENHATa areHIus 110 JeKapcTBaTa.

I'naBa BTOpA.
MEJUIUHCKHA CHEHNUAJIUNCTU, KOUTO MOT'AT JA U3JABAT
PELEIITH

Un. 4. (1) [IpaBo na mpeamucBaT pa3pelieHH 3a ynmoTpeba B cTpaHaTa
JICKapCTBEHM TMPOJYKTH U Ja W3[aBaT PEIeNnTd MMaT JeKapu/IeKapu MO JCHTAIHA
MEAMIIMHA, YIIPaXKHIBAIM MEAUIIMHCKATa podecus.

(2) (U3m. - 1B, 6p. 81 ot 2013 r.) [IpaBo ga oTmyckaT JEKAPCTBEHUTE
MPOJYKTH, ChABPKALIM HAPKOTUYHU BelecTBa oT mpuiioskenue Ne 1 na Hapenba Ne 2
or 2012 1. 3a ycioBusTa U pella 3a OCHILECTBABAHE HAa IPOrpaMu 3a JICUEHUE C
arOHUCTH ¥ arOHUCTH-aHTAarOHUCTH Ha JIMIIA, 3aBUCUMHU KbM onuouau (/IB, 6p. 49 ot
2012 r.) mmar jexkapu, padoTeIH B IPOrpaMHTe, OTYIHIIH pa3perieHie OT MUHUCThpa
Ha 3/]paBe0Na3BaHETo.

(3) (Hom. - AB, 6p. 61 ot 2022 r.) ®enamepute u JEKAPCKUTE aCUCTCHTH
uMaT TpaBoO Ja MPEeANucBaT pa3pelieHd 3a ymnoTpeba B CTpaHaTa JIEKApCTBEHHU
IIPOAYKTH M J]a U34aBaT PELENTH, C U3KIIYEHUE Ha Te3U OT npuiiokenue Ne 1, camo
IpU CKJIIOYEH JIOTOBOp ¢ JieueOHO 3aBeiaeHue mo uwi. 2, an. 1, T. 1 or 3akoHa 3a
Je4eOHUTE 3aBEICHUS.

Un. 5. (M3m. - JIB, 6p. 94 ot 2011 r.) (1) B pernonamnara 3apaBHa
uncnekus (P3N) ce Bonu peructbp Ha JIeKapuTe U JIEKApUTE MO IEHTAIHA MEIUIIMHA,
KOHUTO TIPEIIMCBAT JICKAPCTBEHU IPOAYKTH, ChIIbPKAIH HAPKOTUIHH BEIICCTBA.

(2) B peructbpa mo an. 1 ce BOUCBAT JaHHUTE Ha JeKaps/Jekaps IO
JIeHTaJTHa MEJNIIMHA TI0 JOKYMEHTA 332 CAMOJIMYHOCT, JINYEH KO M KOJ] Ha JIeUeOHOTO
3aBeJICHHE.

I'naBa Tpera.
HPEAIIMCBAHE HA JIEKAPCTBEHHU NTPOAYKTHU

Paznea 1.
Pen 3a npennucBaHe HA JIeKAPCTBEHU NMPOAYKTH

UYn. 6. (1) IlpeanucBaneTo Ha JIEKapCTBEHU IMPOAYKTH CE€ M3BBPIIBA Ha
perienTypHa OaHKa ¢ OsUT IBST ChIIACHO MpuitokeHne No 2.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1.)

(3) Bepxy penentypHara 0aHKa 3aIbHKUTEIHO C€ OTOET3BA PEKUMBT
Ha OTIMYCKaHe - 3a EJAHOKPaTHO WJIM MHOTOKPAaTHO OTIYyCKaHe, KaTro IpHu
MHOTOKPaTHOTO OTITyCKaHE c€ YTOYHSIBA M KOJIKO ITHTH IIIE C€ U3ITBJIHIBA pEIlenTaTa.

(4) PenenTure ¢ pexMM MHOTOKPATHO OTIIYCKaHE MMAT BAJIUIHOCT 10 6
Mecella OT JaTara Ha HW3JaBaHETO MM M ChIbp)KAT O3HaueHWEe Ha Opos Ha
OTITyCKAHUSATA.



Ui 7. (1) PenentypHara Gy1aHKa ChabpKa:

1. (mom. - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) "urckpubimo” -
coOCTBEHO U (paMUITHO MME Ha JIMIIETO M0 WI. 4, yHUKAJIEH UJIeHTU(UKALMOHEH HOMED,
HAUMEHOBAHHME W aJIpec Ha JICYeOHOTO 3aBejicHHWe, TelnedOoH 3a BpB3Ka, JaTa Ha
U3JlaBaHe Ha pelenTara;

2. "mpeckpuOIno" - HaMMEHOBaHUE, KOJIMYECTBO HA aKTUBHO BEIIECTBO B
JekapcTBeHa (opMa M KOJUYECTBOTO Ha JIEKAPCTBEHUS MPOIYKT; KOJIUYECTBOTO CE
u3nucBa ¢ nudpu, a TpH MPEANHCBAHE HA JIEKAPCTBEHH MPOAYKTH, CHABPIKAIIN
HApKOTUYHH BEILIECTBA - U C IyMHU;

3. "curnatypa" - mocouBar ce €JHOKpaTHaTa M JCHOHOIIHATa 032 Ha
JIEKapCTBEHUsI NPOAYKT, TMPOIBDKUTEIHOCTTa Ha Kypca Ha JIeYEHHE U
HEO0OXOIMMOCTTA OT MOBTAPSHETO MY; J103aTa C€ U3MKCBA C UG PH; IPU TPEANICBAHE
Ha 71032, T0-BHCOKA OT MaKCUMAJIHO ONpe/esieHaTa Py pa3peliaBaHeTo 3a yrnorpeda
Ha JIEKAPCTBEHHUS MPOIYKT, MPEIMUCBAIIUAT CE MOAMKMCBA CPEILy MPEeBUIIIeHATa J103a;
HE Cce JOIyCcKaT OOIIM U3pa3u KaTo: "u3BecTHO", "mo HacTaBienue", "mo cxema" u np.;

4. '"cyOckpuOmmo" - yKasaHWS 3a HAuMHA Ha W3MBJIHCHUE Ha
MpEeANUCaHUETO; MPU U3MOJI3BaHE Ha yKazaHuATa "nuto", "mutucumo" nimm "cratum"
3aIBJDKUTEITHO C€ 3alKMCBa YachT HA MIPEANMCBAHETO HA JIEKAPCTBEHUS TPOIYKT;

5. (mom. - /1B, Op. 61 ot 2022 r.) moanuc Ha JeKaps/iaeKaps 1o JIeHTalHa
MeAUIIHA/ Qelepa/IeKapCKusl aCHCTEHT;

6. (u3m. - /1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) nuyeH nevar Ha
JIeKapsi/Jiekaps o JeHTaIHA MEIUIIMHA W/WITH TIe9aT Ha JICYeOHOTO 3aBe/ICHUE;

7. TpUTE UMEHA Ha MalMeHTa, Bb3PacTTa U aJpec M0 MECTOKUBEECHE, KaTo
npu OpeMeHHa jKeHa, KbpMadKa HITH JIETe Ce OTpa3siBa U TOBA OOCTOSTEICTBO;

8. (noBa - /IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) YHukanen
unentuduxanuones Homep (YMH) na maructep-dapmanieBra OoT perucTbpa Ha
bearapckus ¢apmaneBTHUEH CHIO3.

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

Un. 8. (1) JlekapcTBeHHUTE IPOAYKTH CE€ M3MHUCBAT YETIMBO HA JIATUHUIIA C
MEXYHApOJAHOTO HEMATeHTHO UM (papMaKoINeiiHO HAaMMEHOBaHUE Ha JIEKAPCTBEHOTO
UM BEIECTBO MM ThPTOBCKUTE UM HAMMEHOBAHMSI.

(2) KommuecTBOTO Ha JIEKAPCTBEHOTO BEIIECTBO B IPEINUCBAHUSA
JIEKapCTBEH MPOAYKT CE U3pa3siBa:

1. B rpaMoBe, KOTaTo € eIMH I'paM WK HaJl €uH rpaM (g);

2. B MWJIMTpaMH, KOraTo € Io-MaJIko OT €JUH rpaM (mg);

3. KOJNMYEeCTBa, MO-MAJKU OT €IWH MWJIHMIpaM, C€ O3HayaBaT B
MHUKpPOTpaMH, KaTo Ta3u MEpUTEITHA eIMHHIIIA He Ce ChKpAIllaBa, a ce U3IUCBA C JYMH
(microgram);

4. obemurte ce u3paszsBaT B MHIWIUTPH (ml);

5. B mexayHapoguu eaunuuu (IU) - 3a jekapcTBeHM NPOAYKTH OT
OMOJIOTHYEH MTPOU3XO/I.

(3) Cekpamenusta Ha JeKapcTBeHaTa ¢opMma ce U3IUCBAT BBPXY
penienTypHara OJaHKa/IeKapCTBEHUS JIMCT B ChOTBETCTBHE C JIHCTBAIATa B CTpaHaTa
bapmaxores.

(4) 3abpansiBa ce H3MOI3BAHETO HA CBHKPAIICHUS U TONPAaBKU IMpHU
U3IIMCBaHE HAMEHOBAHUATA HA JIEKAPCTBEHUTE MPOIYKTH.



Un. 9. JlekapcTBeHHM TMNPOAYKTH, MNPUTOTBEHHM IO MarucTpajiHa H
¢dapmakormneiina perenrtypa, ce MpeArnucBaT Ha OTAETHA pelenTypHa OaHka.

Uin. 9a. (Hos - IB, Op. 15 ot 2014 r.) (1) Ha penentu, xouto mie ce
U3MBJIHABAT B Jpyra Abp)KaBa WiIEHKa, Ce M3MHCBAT HEOOXOIUMHUTE 3a JICUEHUETO Ha
KOHKPETEH NaIMEHT JIEKApCTBEHH MPOAYKTH, C HU3KIIOYECHUE Ha JIEKApCTBEHUTE
NpOoAYyKTH 1o wi. 174 ot 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIULIMHA.

(2) Penenture no ain. 1 ce u3nucBaT Ipu clia3BaHe U3UCKBAHUATA HA Ta3u
Hapenda, KaTo 3aAbJDKUTETHO C€ BKIIOYBAT BCUUKU JAHHU, TTOCOUYEHU B MPUIIOKEHUE
Ne 4a.

(3) JlexapctBeHuTe NPOAYKTH C€ TMPEANHCBAT MO MEXAYHAPOIHO
HEMaTCeHTHO HaMMEHOBaHKE WK (apMaKOIeHHO HANMEHOBAHHE Ha JICKAPCTBEHOTO UM
BEIIECTBO.

(4) JlekapcTBeHUTE IPOAYKTH MOTAT Ja OBJAT MPEANHCAHN 110 THPTOBCKO
HAaUMEHOBAHHE B CJIEIHUTE CIy4au:

1. koraro ce npeanucBa OMOJOTMYEH JEKAPCTBEH MPOIYKT 10 CMHUCHJIA HA
§ 2, T. 2 oT mombIHUTENHHMTE pasmopendu Ha Hapemba Ne 27 or 2007 r. 3a
W3HCKBAHUATA KBbM JIAHHUTE W JOKYMEHTAIMITAa 3a pa3peliaBaHe 3a yrnorpeda u
perucTtpanus Ha jgekapctBenu npoayktu (B, 6p. 54 ot 2007 r.);

2. Korato ToBa € Heo0X0JUMO OT MEIUIIMHCKA TJIeJJHA TOYKa 110 IPEeLeHKa
HAa JIMIaTa 1o 4i. 4, KaTo B TO3M cllyyail B perenTara ce moco4yBaT MpUYMHUTE, KOUTO
HajiaraT U3I0J3BaHETO HAa TOCOYEHOTO ThPrOBCKO HAUMEHOBAHUE.

Y. 10. ITpu npennucBaHe Ha BCEKH OT/IENEH JIE€KapCTBEH MPOAYKT JIMILIETO
no wi. 4 e 3aab/DKEHO Jla ce MHGOpMHUpa OT MalMeHTa 3a IpeIecTBAIlO WU
CBII'BTCTBALLO JIEYEHHUE C APYTH JIEKAPCTBEHU IIPOIYKTH.

Pazpgea 11.
IIpennucBaHe Ha JieKAPCTBEHU NPOAYKTH, ChAbPKAIIA HAPKOTHIHH
BellecTBa

Un. 11. (1) (U3m. - IB, 6p. 81 ot 2013 1.) [IpeanuicBaneTo Ha TEKapCTBEHH
OPOAYKTH, CBHIAbpXKAIlM HAPKOTUYHU BEIECTBA, CE€ M3BBpIIBA Ha CHENHaHa
peuenTtypHa OiaHKa, MpeJocTaBeHa OT MMHHUCTEPCTBOTO Ha 3/paBeoONa3BaHETO, C
KBIAT UBAT - 3a JIEKQPCTBEHU MPOIYKTH, ChIbPXKAIIW HAPKOTUYHU BEIIECTBA OT
npuioxenne Ne 2 kM ui. 3, T. 2 or Hapenbara 3a pena 3a kimacuduuupane Ha
pacTeHHsATa W BelIecTBaTa KaTo HApKOTUYHM, U ChC 3€JIEH IBAT - 3a JEKapCTBEHU
IPOAYKTH, ChIbPIKAIM HAPKOTUYHU BEILIECTBA OT npuiokeHue Ne 3 kbMm ui. 3, T. 3 oT
Hapenbara 3a pema 3a kimacuduimpaHe Ha pacTeHHMsITA W BEIIECTBaTa Karo
HapKOTHYHH.

(2) JlexapctBeHuTe NpPOAYKTH TO0 mpuioxkeHue Ne 5, cpabpxaiiu
HapKOTHYHH BEIIeCTBa B KOMOMHALUS, Ce TIPEANNCBAT Ha pelenTypHaTa 6JaHKa 1o ail.
1 cbe 3enmeH UBST.

(3) Cneunannara perentypHa OJaHKa ce OTII€YaTBa B TPU €K3EMIUIApa Ha
XUMHU3UpaHa XapTUs U ChAbpiKa OCBEH JAHHWUTE 1O Wi. 7 U CIEIHUTE JTOMbIHUTEIHU
JTaHHU:

1. cepust u HOMep Ha pelenTypHara OJIaHKa;

2. Haanuc "JIOKyMeHT, KOMTO MOAJIEKHU Ha CHEIUaleH OTYeT" .



(4) CpokbT Ha BAIMHOCT Ha CIICI[MAIHATA PEIIENTa € 7 JHH OT JaTaTta Ha
U3aBaHETO M.

Uin. 12. (1) Peuenrara ce u3gaBa B TpU €K3EMIUISIPA, IbPBUTE JIBa OT KOUTO
ce IpelaBaT Ha MAIMEHTa, a TPETHUST CE€ ChXPaHsABA OT JeKaps/JIeKkaps Mo JeHTalIHa
MEJUIIMHA B MPOABJDKEHUE HA €HA TOJMHA U C€ MPEJIO0CTaBsI HA KOHTPOIHUTE OpraHu
IIpU MPOBEPKa.

(2) (M3m. - B, 6p. 94 ot 2011 r.) Cnen u3tHyaHe Ha cpoka mo ai. 1
pelenTuTe ce MpeaaBar ¢ MpueMHO-TIpelaBaTesIeH MPOTOKOJI Ha uHcnekropute B P3U,
KOUTO TU ChXpaHsIBaT 3a cpok 10 roauHu, ciaea KOETO C€ YHMINOKAaBaT OT KOMUCHS,
omnpezeseHa chC 3anoBe]] Ha qupekTopa Ha P3M.

(3) (Ot™m. - 1B, 6p. 81 o1 2013 1)

(4) (U3m. - JIB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) Korato
JIEKapCTBEHUST MPOAYKT ce 3ariamia oT HamuonanHara 37paBHOOCUTYpUTEIHA Kaca
(H30K), nekapst 3agpixutento nonbisa koga Ha H30K Ha choTBeTHHS JeKapCTBEH
npoaykT u MKbB koza Ha 3a0onsiBaHeTo chriiacHO HapenOara 1o wi. 45, an. 3 ot 330.

(5) Ilo mpeuenka Ha JeKapst Ha eHa pelenTypHa OJaHKa MoOXKe Ja ce
MpPEANUCBA TOBEYE OT €AUH JICKAPCTBEH MPOIYKT, ChIbPKalll HAPKOTUYHU BEIIECTBA.

(6) 3a0pansiBa ce MpeANKMCBAHETO HA JIEKAPCTBEHH MPOIYKTHU, KOUTO HE
CBhABPKAT HAPKOTHUYHU BEILIECTBA, HA CIICHIUAIIHUTE PEIENTYPHU OJIAHKHU.

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

Un. 14. [lpum npennucBaHe Ha JIEKapCTBEHU MPOJIYKTH, ChIbpPIKaIIU
HapKOTHYHH BEILECTBA, CE CNA3BaT CICIHUTE N3UCKBAHHUS:

1. KOIMYECTBOTO HA JIEKAPCTBEHUTE MPOAYKTH C€ M3MHCBA C LUPpPU U C
JlyMH;

2. KOJMYECTBOTO Ha TPENNUCAHMS JICKAPCTBEH INPOIYKT HE MOXE Ja
HaJBMILIaBa TEpareBTUYHATA 103a 3a 30 1HU.

Un. 15. (Hom. - 1B, 6p. 81 ot 2013 1., u3m. - /IB, 6p. 104 o1 2013 r., u3m.
- B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r., uzm. - [AB, 6p. 53 ot 2022 r.)
JlekapcTBeHH TPOAYKTHU, CHIBPXKAIIM ETHIMOPPHUH, KoaewH, ¢eHobapOuTan u
TpamMaZoil B KoiudecTBa A0 50 Mr 3a J030Ba €IMHHUIIA B KOMOHWHAIUS C JIPYTd
JIEKapCTBEHH BEIUIECTBa, C€ MPEANHCBAT Ha OOMKHOBEHA pelenTypHa OJaHka 3a
€HOKPATHO OTIyCKaHEe M B KOJUYECTBA, ChOOpa3eHU C JIHEBHATa JO3UPOBKA, 3a HE
noBeye oT 30 gHU.

Un. 16. ITpu npeanucBane Ha BCEKU OTAEIIEH JIEKAPCTBEH MPOAYKT JTULETO
no 4i. 4 e 3aAbDKEHO Ja ce MH(opMmHpa OT MalMeHTa 3a MPEIIecTBAII0 WU
CBHI'BTCTBALIO JIEYEHUE C IPYTU JIEKAPCTBEHU NMPOJAYKTH.

Pazpea II1.

IIpeanucBaHe HA JTeKAPCTBEHM NMPOAYKTH, 3aIJIAIIAHU OT IbP:KABHUSA
OI0/IKeT 32 JIeYeHNeTO Ha ObJIrapCKUTe rPakaaHy 3a 3a00J1IBaAaHNS, U3BbH
00XBaTa HA 3abJKUTEJTHOTO 3IPAaBHO ocurypsiBane (3arua. usm. - /IB, Op.

90 or 2019 1.)



Y. 17. (U3m. - IB, 6p. 90 ot 2019 r.) Jlekapure Morar jga mpeamnucBaT
JICKapCTBEHH MPOYKTH, 3aIlJIAIllaH! ChC CPEJICTBA OT JbP KaBHHSI OIOJKET 32 JICUCHUE
Ha 3200JI1BaHus, U3BBH 00XBaTa Ha 3abJDKUTEITHOTO 3/IPABHO OCUTYPSIBAHE CHITIACHO
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amamniane ot Abp>KaBHUS OFOKET Ha JICUCHUETO
Ha OBJTapCKUTE TIpaxkIaHU 3a 3a00JIIBaHUS, W3BBH 00XBaTa HA 3aBbJDKUTEIHOTO
3/IpaBHO OCUTYpSIBaHE.

Yn. 18. (Otm. - [IB, 6p. 95 o1 2014 1.)

Yn. 19. (U3m. - B, 6p. 90 ot 2019 r.) KonnvecTBOTO Ha MpeaNHCaHUTE
JIEKapCTBEHH MPOIYKTH CIIE/IBa ]a ChOTBETCTBA Ha cpoKoBeTe mo wi. 22 ot Hapenba
No 34 or 2005 r. 3a pexa 3a 3aruiamiaHe OT Jbp>KaBHHS OIO/KET Ha JICYCHHUETO Ha
OBJITapcKHTe rpaXJaHu 3a 3a00JIBaHMs, U3BBH 00XBaTa Ha 3abJDKUTEITHOTO 3JJpaBHO
ocurypsiBane u Wwi. 14 ot Tazu Hapexaoda.

Un. 20. (U3m. - [IB, 6p. 95 ot 2014 r., usm. - [IB, 6p. 90 ot 2019 1.)
[TpennucanuTe NekapcTBEHU NpoaAyKTH mo peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3alialaHe OT Jbp)KaBHUS OIODKET Ha JICYEHHETO Ha OBJIrapCKUTE TpakIaHH 3a
3a00JIBaHUs, U3BBH 00XBaTa Ha 3aIbJKUTEITHOTO 3/[PAaBHO OCUTYPSIBAaHE CE BIIMCBAT B
MEIUIIMHCKATa TOKYMEHTAIIMS Ha MalfeHTa.

Yn. 21. (1) (M3m. - B, 6p. 90 ot 2019 r.) JlekapcTBeHN NMPOIYKTH 3a
NalMeHTH, KOMTO c€ JIeKyBaT MNpH aMOyJIaTOPHM YCJIOBHUS, C€ IpeamucBaT Ha
peuentypHa 01aHka ceriiacHo npuioxenue Ne 8 or Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3aliallaHe OT Jbp)KaBHUSA OOJDKET Ha JICYEHHETO Ha OBJArapcKUTe IpaxkaHH 3a
3a00JsBaHMsI, M3BBH 00XBaTa Ha 3aIBJDKHTEIHOTO 3/IPaBHO OCHTYpsIBaHE, KOATO CE
U3/1aBa B JiBa eK3eMIUIsipa. [IbpBHUAT eK3eMIUIsIp ce ChbXpaHsBa B allTeKaTa, a BTOPUST -
B CUETOBOJICTBOTO Ha CHOTBETHOTO JIe4eOHO 3aBe/ICHUE B MPOIBIDKEHUE HA 5 TOANHU.

(2) (U3m. - B, 6p. 95 ot 2014 r.) JIekapcTBeHUTE MPOAYKTH 3a MAILIUEHTH,
KOMTO C€ JIEKyBaT B CTAllMOHAPHHU YCJOBHUsS, C€ TPEANUCBAT Ha JIEKAPCTBEH JIUCT
chIIIacHo npuitokeHue Ne Sa, KOWTO ce U3/1aBa B J1Ba ek3eMIusipa. [IbpBusT exzeMIutsip
ce ChbXpaHsBa B anTeKara Ha JIeYeOHO 3aBEICHUE, a BTOPUAT - B CHOTBETHOTO
OTJIeJIeHHE B IPOJABIDKEHUE Ha 5 TOJTUHH.

Un. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Penenture mo wi. 21, an. 1 ca
BAJIUJIHU 32 CPOK 15 THUM OT araTta Ha U31ABAHETO UM.

Pasnea IV.
IIpennucBaHe HA JieKAPCTBEHU NMPOAYKTH, 3AIJIANIAHN HANIBJIHO WJIH
gactuuHo ot H30K

Un. 23. (1) (Hom. - AB, 6p. 81 ot 2013 ., u3m. - JIB, 6p. 95 ot 2018 r.)
Jluniata mo ui. 4, an. 1, paboteniu B ieueOHU 3aBEICHUSI 32 N3BbHOOTHIYHA TTOMOIII, B
u3nbJHeHne Ha goroBop ¢ H30K morat na npeanucBat gekapcTBEHU MPOIYKTH 110 YL
262, an. 6, T. 1 or 3akoHa 3a JIEKapCTBEHUTE IMPOAYKTH B XyMaHHAaTa MeEAMIIMHA
(3JIIIXM) 3a nedyeHue Ha 31paBHoocurypenu iuna (30J1), 3amnamany HambJIHO WIH



yactuyHo ot H3OK 3a ngomamHo JieueHHME Ha TEpUTOpHUsTa Ha CTpaHara 3a
3a0ousIBaHwMsI, ONpeIeNieHn ¢ Hapeabara o wi. 45, an. 3 330.

(2) U3BbH cmyyauTe no aj. | 1ekapcTBEHU MPOAYKTH, 3aIIalllaHi HAITbJIHO
wi yactudao oT H30K, Morar fa ce mpeanucBar OT JeKapw/JIieKapu Mo JACHTaTHA
MeAMIIMHA, paboTenH B JeueOHH 3aBe/IeHus 32 U3BbHOOIHIMYHA ITOMOII 10 WiI. 5, an. 1
oT 3akoHa 3a Je4eOHWUTE 3aBeICHHs, KOUTO ca KbM MUHHUCTEPCTBOTO Ha
PaBOCHAUETO.

(3) JlexapcTBeHH MNPOAYKTH, 3aIUIAlllaHM HAMBIHO WIM YaCTUYHO OT
H30K, morat na 6baaT npeanucBaHU Ha 3IPaBHOOCUTYPEHHU OBJITapCKH TpakIaHHU,
JUIIa ¢ IPAaBO Ha 3/IPAaBHO OCUTYpPSIBAHE, YAOCTOBEPEHO OT JIpyra IbprKaBa - YICHKA Ha
EC, wnu chriaacHo ABYCTpaHHH CIIOTOAOU.

(4) (M3m. - IB, Op. 81 ot 2013 r.) JIunara no uin. 4, an. 1, cienuanucty 1o
npoduna Ha 3abomnsiBaHeTo, pabotemu no noroBop ¢ H30K B neuebuu 3aBeneHus 3a
W3BBHOOJNHUYHA TIOMOII WA CHCIHATU3UPaH KOMHUCUHU B JICUCOHHM 3aBEICHUS 3a
OonmHuuHa momonl, ckioumtn noroop ¢ H30K, morar na u3gaBat mpoToKonH 3a
NpeINrcBaHe Ha JIEKApCTBEHW NpoaykTH, 3amiamanun oTr H3OK/Permonamnarta
3npaBHoocuryputenna kaca (P30K).

(5) (Hosa - IB, 6p. 68 ot 2019 1., B cuina ot 27.08.2019 r.) B cinyuaute no
an. 1 - 4 mpeanucBaHEeTO Ce OCHILECTBSABA MPH Cla3BaHE Ha YTBBPIACHUTE (PapMako-
TEpaneBTUYHU PBKOBOACTBA Mo wi. 259, an. 1, T. 4 or 3akoHa 3a JIEKapCTBEHUTE
MPOJYKTH B XyMaHHATa MEIUIIUHA.

Ui 23a. (Hos - /IB, 6p. 81 oT 2013 r., ot™. - /IB, 6p. 95 o1 2014 1., HOB -
B, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) (1) B cinyuyaute no un. 23, an. 4 npu
M3JIaBaHETO Ha MPOTOKOJI 3a CKBIIOCTPYBAIU JIEKAPCTBEHU MPOAYKTHU, 32 KOUTO Ce
M3BBPIIBA €KCIIepTH3a 1o wi. 78, T. 2 ot 330, MOXKe /1a ce MPEeIncBa JIEKapCTBEHUST
MPOJYKT/TEPANeBTUYHUAT KypC CHOOPAa3HO HEroBaTa pazXxoJHa e(PEeKTHUBHOCT IO
cmuchbia Ha 330, Koraro B KOHKPETHMsI clydyall ca HaJlWLEe TeparneBTUYHU
aNTepHATHBH, JIGKAPCTBEHUTE MPOJAYKTH/Tepamuy UMaT JOKa3aHa CXOJHa
e(eKTUBHOCT W 0e30IacHOCT 3a JiedeHHWe Ha 3adoinsBaHeTo Ha 30JI, ¢ momoOHO
KIMHUYHO TIPOTHYaHE M TEXKECT ChIVIACHO KpaTKaTa XapaKTepUCTHKa Ha
MPOJYKTA/TIPOTYKTHUTE.

(2) YcnoBusita U KpUTEPUHTE, TIO KOUTO CE ONPEAETs Nalu JeKapCTBEHUTE
IPOJYKTH Ca TePANeBTUYHU AJITEPHATHBH, Ca:

1. nekapcTBeHUTe NPOAYKTH Ja HMAT WJIASHTUYHU TOKAa3aHHUS B
YTBBPJCHUTE KPATKH XapaKTEPUCTHKHU HA MPOTYKTHUTE,

2. JIeKapCTBEHUTE TMPOAYKTH Ja Cca €JHAKBO IMO3UIMOHHPAHU B
TEpaneBTHYHUS aTOPUTBM Ha CHOTBETHOTO 3a00JIsiBaHE CHOOPA3HO YTBBPICHHUTE
dbapmako-TepaneBTUYHN PHKOBOJICTBA;

3. 3a IeKapCTBEHUTE MPOAYKTH J1a ca PUIIOKHMHU €THAKBU TePATICBTHYHH
MOKAa3aTeIN KaTo U3MEPHUTEN Ha TEPAIeBTUYHUS Pe3yITar;

4. cxongHaTa ePEeKTUBHOCT U OE30TMaCHOCT 3a JICUCHHE Ha 3a00JIIBaHETO 1A
€ JIOKa3aHa 4pe3 MeTaaHAIU3H WU TPEeKH CPAaBHEHUS Upe3 KIMHIUYHU POyUYBaHUS.

(3) OmpenensHeToO HA TEPANEBTUIHUTE AITEPHATUBU CHITIACHO YCIIOBUSATA
Y KPUTEPUUTE Ha all. 2 ce U3BbpIIBA B Mpoleaypa 1o wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcako 3a00ms1BaHe, 32 TEPANIEBTUYHOTO JICUCHHUE HA KOETO Ce M3/1aBa
nporokon, H30K wu3BbpmIBa aHanu3 u ompeaens pa3xogHaTa e€(EeKTHBHOCT Ha
TEPaNeBTUYHUTE AaJNTEPHATHBH TIOCPEACTBOM HW3YHCISBAHE HA CHOTHOIICHUETO
pa3xoj/pe3yaTar. 3a IeNita ce pa3jiensi CTOMHOCTTa Ha TOUIITHIS TePANIEBTUYCH KYPC



3a BCEKH JIEKapCTBEH MPOAYKT Ha OCTUTHATHSI OT HETO KJIMHUYEH pe3yaTar, U3MepeH
C MPEBAPUTEIHO U30paHUs U3MEPUTEN Ha e(DeKTUBHOCTTA.

(5) 3a nexkapcTBeHMTE NPOAYKTH, NPEACTABISABAILM TEPareBTUYHU
JITEpHATHBH 32 JICUeHHE Ha AajeHo 3a0ossiBane, H30K u3rorss undopmarus, B KOSITO
II0COYBA B HU3XOZAIL PeJ MPOJLYKTUTE ChbOOpa3HO OMpe/iesieHaTa uM 1o peja Ha aji. 4
pasxoaHa epeKTHBHOCT. JIOMyCTHMO € €IUH WMJIM MOBEeYe JIEKAPCTBEHU MPOIYKTH Ja
uMaT elHa M Cblla pa3xoiHa edekTuBHOCT. MuHdopmanusata ce omoOpsiBa OT
Hamzopuus ceer Ha H30K, nybnukyBa ce Ha odunmanHaTa HHTEPHET CTPaHULA HA
H3O0K u ce aktyanu3zupa npu He0OX0JUMOCT/IIPOMsIHA HA OTHOCUMHTE 00CTOSATENICTBA.

(6) Ilpu w3maBaHe Ha MPOTOKOJ JIEKAPST/CICIHATU3MpaHATa KOMHUCHS
MOJK€ J1a IPEeIIIUCBA JIEKAPCTBEH MPOJYKT/JIEKapCTBEHH NPOIYKTH, KOUTO Ca IOCOUEHH
B MH(OpMALUATA 10 . 5 ChOOPA3HO TAXHATA PA3X0HA €()EKTUBHOCT.

(7) AnuHes 6 ce mpuijara B CllydauTe Ha M3/aBaHE Ha IPOTOKOJ HA
3[paBHOOCUTYPEHO JIMIe 3a MbpBH NHT. Ilpu nmmca Ha TepaneBTHYEH OTTOBOD,
HAJIMYME Ha HEXEJIaHW JIEKapCTBEHU peaklUu WM M0 NpeleHKa Ha MEAULUHCKUS
CHELHAINCT, TTOAKPENieHa ¢ MEAUIIMHCKA 0O0OOCHOBKA, € JOIMYCTUMO IPEIMUCBAaHE Ha
JIEKapCTBEH MPOJYKT OT HAJIWYHMUTE TEpalneBTHMYHU AJITEpHATHBM Oe€3 cla3BaHe Ha
NPUHIHIA 32 Pa3Xxo1Ha e()EeKTUBHOCT.

Y. 236. (Hos - 1B, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.) (1) 3a
ompenensHe Ha pa3xonaHara eextuBHocT mo wi. 23a, ain. 4 kbM H30K ce cb3naBa
KOMHUCHSI, KOSITO BKJIIOYBa TpuMa mpeactaButenn Ha H3O0K, equn npeacraButen Ha
MuUHHCTEPCTBOTO Ha 3[paBEONa3BaHETO U eANH MpeacTaBuTeN Ha HaronanHus chBeT
0 I[EHU U peuMOypCcHUpaHe Ha JIKapCTBEHUTE MPOAYKTH. ChCTaBBT HA KOMUCHSTA CE
onpenens cbc 3anoBen Ha ynpasurens Ha H30K. Komucusita mpuema mnpasuna 3a
paborara cu.

(2) 3a moamomarane paboTaTra Ha KOMUCHATA MOTaT Ja ObJaT MPUBIUYAHU
Y BBHIITHU €KCIIEPTH.

(3) UnenoBere Ha KOMHUCHSTA MO al. 1, KAKTO U JIMIIaTa MO ajl. 2 He MOraT
Jla y4acTBaT B JIGHHOCTH, CBBP3aHH C pa3pabOTBAHETO, MPOU3BOICTBOTO, MAPKETHHTA,
THPrOBUSATA HA €APO U IPEOHO ChC CHOTBETHHS JIEKAPCTBEH MPOIYKT.

(4) UnenoBeTe Ha KOMUCHSATA 11O al. |, KaKTO M JIUIIATa MO aJl. 2 ca JThKHU
Ja He pasriacsBaT (akTyh U 00CTOSATENICTBA, CTAHAIM UM U3BECTHH MPHU WIIH 10 MOBOJ
M3MBJIHEHUE Ha 3aIbJDKCHUSATA UM TI0 Ta3u Hapeaoa.

(5) Ha xomucusiTa ce mpenoctaBst HHGOpMAaIUs 32 TOTOBOPEHUTE 10 penia
Ha HapenOata 1o 4i. 45, an. 9 330 OTCTHIIKM 3a JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO
ce ompenens pa3xoaHa €eKTHUBHOCT M HA TEPANEBTHUYHUTE alTEPHATUBU, KAKTO U
JTOIBJIHUTENHA HHPOPMAIIHS P HEOOXOAUMOCT.

Un. 23B. (Hos - 1B, 6p. 68 01 2019 1., B cunia o1 27.08.2019 1.) B cnyuaute
1o Wwi. 23a, KOTaTo KaTo TepareBTHYHA aJITEPHATHBA € OTIPE/ICIICH JICKApCTBEH MPOITYKT
o 4. 29, an. 2 ot 3JIITXM, nekapst/cnenuanu3upaHaTa KOMHCHS MOXeE Ja TPeIcBa
TO3W JICKApCTBEH TPOIYKT Ha 3IPaBHOOCHUTYPEHOTO IIMIE, HAa KOETO Ce H3/aBa
MPOTOKOJI, CIVIACHO MPUHITUIA 32 Pa3X0/IHA €PEKTUBHOCT.

Ui 24. (1) (U3m. - JIB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 68 ot 2019 ., B
cuna ot 01.01.2020 r.) JlekapcTBEHUTE MPOTYKTH, KOUTO HAITBIHO WM YaCTUYHO CE
zamnamar ot H30K 3a nomamHo seueHue, ce mpeAnucBar Ha perentypHa OyiaHka
(o6pazen M3 - H30K Ne 5 mo nmpunoxenne Ne 6), perientypHa 61anka (o6pazerr M3 -
H30K Ne 5A mo mpumnoxenue Ne 7) wim 3a TAX ce€ M3/IaBa MPOTOKOJ (0Opaser] mo



npuioxkenue Ne 8) mpu ycinoBHs M pell, ONpelNeieHH B HAllMOHAIHUTE PAMKOBH
Jorosopu 1o wi. 53, an. 1 330.

(2) Peuentypaute O61anku 1Mo aji. 1 ce u3maBar, KakTo ClieBa:

1. (mom. - /IB, 6p. 95 ot 2018 1.) penientypna 6manka (oopazen M3 - H30K
Ne 5 o mpunoxenue Ne 6) - 3a mpeANUCBaHe Ha JIEKAPCTBEHU MPOJIYKTH 3a JICUECHUE
Ha 3a00JsABaHUs, B KOJIMYecTBa 3a He moBeue oT 30 AHHW, OCBEH KOTaTo JIMIICBA
MMOAXOAsIIa OITAKOBKA CHINIACHO CITMCHKA 10 4. 262, aim. 1 3JITIXM;

2. (m3m. - IB, 6p. 95 ot 2014 1.) penientypHa 61anka (oopaszern M3 - H30K
Ne 5A mo npunoxxenue Ne 7) - 3a mpeAnrcBaHe Ha JICKAPCTBEHU MPOAYKTH 3a JICUECHUE
Ha XpOHUYHH 3a00JIs1BaHMsI, B KOJIMYECTBA 3a He noBeue oT 100 guu.

(3) (Homa - JIB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) IIpoTokonute
no an. 1 ce W3gaBar 3a MpEANUCBAHE Ha JIGKAPCTBEHHW MPOAYKTH 3a JICYCHUE Ha
XPOHUYHHU 3a00JIIBaHUS B KOJMYECTBA 32 HE MoBeue OT 365 nHHU.

(4) (Ilpepuuna an. 3 - 1B, Op. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
HenonbiaHenure nonera B peuenTypHUTE OJIaHKH 110 all. 1 ce aHynupaTt cbe 3HaK "Z".

(5) (Ilpenumna an. 4 - 1B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
PeuenTtypuute 6anku mo an. 1 ce u3gaBaT B JIBa €K3eMILISpA.

(6) (M3m. - 1B, 6p. 95 ot 2018 r., npeaumna an. S - /1B, 6p. 68 ot 2019 1.,
B cuia ot 01.01.2020 r.) Peuentypaute 01aHKu 1o an. 1 3aAbHKUTETHO C€ MOMbIBAT
B CIIGKTpOHHA (hopMa, pasreyarBaT Cce M U3JAIHNTE TH JICKapU/JICKapH IO JCHTaTHA
MEAMIIMHA MoJIarat MOANKC U JIMYEH MevyaT U/ Ui 1evyaT Ha JeueOHOTO 3aBeICHHE.

Ui 24a. (Hos - /IB, 6p. 15 o1 2014 1., m3M™. - JIB, 6p. 95 o1 2018 1.) Koraro
Ha 30JI ce mpennuceBaT JEKapCTBEHU MPOIYKTH, C U3KIIOUYEHHE HA JIEKAPCTBEHUTE
npoayktu no wi. 174 3JIIIXM, 3amnamann HanbeaHo wiu 4dactuyHo or H3OK,
peuentypHuTe OJIaHKW MO 4il. 24 cieiBa Ja ChIbp)KaT BCUYKH JaHHU, MIOCOYCHU B
npuinoxeHue Ne 4a, koraTo ce IIaHupa J1a ce U3MbJIHABAT B IPyra IbpKaBa UJIeHKA.

Un. 25. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JIunara mo ui. 23 BOUCBAT B
aMOyJIaTOpHHUS JIUCT, KOMTO ce chxpaHsaBa B ocueto Ha 30JI 32 0TUETHOCT ¥ KOHTPOIL,
CIeIHUTE NaHHM OT peuentute nmo ui. 24, an. 1: xom Ha H30K, MKbB kox Ha
3a0osgBaHeTo o Hapeabara o 4. 45, an. 3 330, curuarypa, IpeJnucaHo KOJIU4eCTBO
U JIHUTE, 32 KOUTO € IOCTAaThYHO MPEIMUCAHOTO KOTUIECTBO.

(2) (dom. - B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) [Jatata Ha
u3/laBaHe Ha pelerTaTa cie/Ba Ja ChBIaja ¢ Jarara Ha W3/laBaHe Ha aMOyIaTOpHUS
nuct. Jlarata Ha U3aBaHe HA MPOTOKOJIA CIIE/IBA Ja ChBITaJia C JlaTaTa HA W3/IaBaHe Ha
aMOyJIaTOpHHMsI JIUCT, PECIIEKTUBHO C JaTaTa Ha OKa3BaHEe Ha MEIUIIMHCKATa MOMOII]
(amOynaTopHa mpolieypa) 1o onpeesisiHe Ha MUIaH Ha JICUCHHUE U MPOCIIesIBaHe Ha
TEparneBTUYHUSL OTTOBOP MPHU MAIUEHTH, MOJIy4aBalll CKBIIOCTPYBAIIHN JIEKAPCTBEHU
IIPOJYKTH IO pena Ha wi. 78, T. 2 ot 330.

Un. 26. (1) Jlumara mo wi. 23 WMmar mpaBo Ja MPEANKHCBAT Ha €Ha
peuenTypHa OJ1aHKa J0 TPH JIEKaPCTBEHH MPOYKTa, CBbP3aHH C JICUSHUETO Ha JI0 TPH
pa3IUyUHK 3a00JISIBaHUs, @ HA €JMH MPOTOKOJ - SIUH JICKAPCTBEH MPOAYKT B J0 TPH
JI030BH €IMHUIIN 32 €IHO 3a00JIIBaHe.

(2) IIpomeHu B MpeINMHUCAHUTE JICKAPCTBEHH MPOAYKTH MO PEIENTypHA
6manka (o6pazeny M3 - H30K Ne 5 mo mpunoxenue Ne 6) Moxe Ja mpaBu camo
JeKapsIT/IeKapsT Mo JeHTalHA MEAMIIMHA, M3/1aJ]l pelenTara, KaTo 3a [enTa ChIIUIT
aHyJIMpa HEU3ITbJIHEHATA PEIeTiTa U H3/1aBa HOBA.



(3) IIpoMenu B mpeanucaHUTE JIEKAPCTBEHU MPOAYKTH IO pPElENTypHA
omanka (o6pazeny M3 - H30K Ne SA nmo npunoxkenne No 7) moke Ja mpaBu caMo
JICKapAT/IeKapAT 1O JACHTAIHA MEIUIMHA, U3JIAJI PEIlerTaTa, KaTo 3a IeTa ChIIUAT
aHyJIMpa HEU3IIBIIHEHUTE OTPSI3BLIM OT Hesl U U3/1aBa HOBA.

(4) (U3m. - 1B, 6p. 95 ot 2018 1.) B ciiywaute mo an. 2 u 3 numara mo 4.
23 3agpmxutenHo wusuckBar ot 30JI peuentypHute ONaHKM WIM OTPSA3BIH OT
pelenTypHu OJaHKH, KOMTO TOJUIeKAT HA aHyJIHMpaHe. AHYJIMPAHUTE pPElEeNTypHU
OJIaHKH WM OTPS3BLU OT PEUeNnTypHU ONaHKu ce chxpaHsBar B pocuero Ha 30JI,
NPUKPETNICHN KbM aMOYJIaTOPHUS JIUCT OT JaTaTa Ha TAXHOTO U3JIaBaHe.

(5) Ilpu wuskiIrouBaHe HA JIEKAPCTBEHM MPOAYKTH OT IO3UTUBHUSA
JICKapCTBEH CIMCHK M3/I3JCHUTE PELENTH Ce aHyJIMpar 1o peaa Ha ai. 2, 3 u 4, Karo
MalKMeHTUTE He 3aruiamar cymara o wi. 37, ain. 1, 1. 1 330, ako He ce Hanara okasBaHe
Ha MEIMIIMHCKA TTOMOIII.

Ui 27. (1) JIumara no 4. 23 ¥Mar mpaBo Ja MPEaIUCBaT JIEKapCTBEHH
npoyKTH, 3a Konto H30K HambIHO Wik 4aCTUYHO 3arjiaiia, B CJICTHUTE KOJTNYeCTBa:

1. 3a JeyeHUE HA OCTPHU CHCTOSTHUS - JICKAPCTBEHU MPOJYKTH 32 HE TTOBEUe
ot 10 nnu;

2. (m3m. - JIB, Op. 95 ot 2014 1.) 3a IeyeHre Ha XPOHUYHU 3a00JIIBAHUS -
JIEKapCTBEHU MPOAYKTH 3a He noBeue ot 100 qHu, mpeanvucanu Ha 10 TpH OTPsi3bKa OT
penentypna Onanka (o6pazerr M3 - H30K Ne 5A mo mpunoxenue Ne 7) wnu Ha
peuentypna 6nanka (oopaszery M3 - H30K Ne 5 o npuioxenue Ne 6).

(2) JIunata o wi. 23 nmocouBar B peHenTypHUTE OJIaHKH 110 wi. 24, an. 1 u
B aMOYJIaTOPHMSI JIUCT CPOKA, 32 KOUTO CE MPE/INICBA.

(3) (dom. - IB, 6p. 95 ot 2014 r.) B ciydaute mo an. 1, T. 2 ce npeanucaar
JIEKApCTBEHHU MPOAYKTH HA €IUH OTPA3BK 3a He moBede oT 30 JHHM, OCBEH KOTaTo
JUIICBA MOJXOJAIIA ONAaKOBKa CBINIACHO CHUCHKA Mo wi. 262, an. 1 ot 3akoHa 3a
JeKapCTBEHUTE NPOAYKTH B XyMaHHaTa wMenuuuHa (3JIIIXM) wim koraro
JIEKAPCTBEHUTE MPOAYKTH C€ MPEANUCBAT B KOJIMYECTBA 3a moseue oT 90 aHu.

Un. 28. Ha peuentypHute 6manku mo 4wi. 24, an. 1 He morar na Obaar
MIPEAMUCBAHN €THOBPEMEHHO JIEKAPCTBEHU MPOTYKTH:

1. Ha3HAaYEeHU € MPOTOKOJI 1O 4. 24, an. 1 ¥ TakuBa, KOUTO HE Ca HA3HAUYECHU
C TaKbB MPOTOKOJT;

2. Ha3HAYEHU C TIOBEYE OT €JMH MPOTOKOJI O uJil. 24, ai. 1.

Y. 29. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JIunata mo wi. 23 ca ATbXKHA A2
yBenoMsT 30JI - pecri. HeroB poauTeIN, HACTOMHUK WIIH TTOMEYUTEN, WK JTULETO 1O Y.
162, an. 3 ot 3akoHa 3a 3ApaBETO, 3a BUJAa Ha NPEANNCAHUTE JIEKAPCTBEHHU MPOAYKTH,
TAXHOTO JIEHCTBHE, HEXETAHH JIEKAPCTBEHH PEaKIMH, peJl ¥ HAUWH Ha TpHEeMaHe, 3a
cymara, KOSITO CJIe/iBa Jla 3aIlJlaTh, aKo JIEKapCTBEHUST NPOAYKT CE 3arliaila YaCTUUHO
ot H30K.

(2) (U3m. - IB, 6p. 95 ot 2018 1.) YBenomsBaneto Ha 30J1, pecn. HeroBus
poANTEN, HACTOMHUK, TONEYUTEI I JIMLETO 1o Wwi. 162, an. 3 ot 3aKoHa 3a 3paBEToO,
ce YJI0CTOBEpSBA C MOANKCA My B aMOyJIaTOPHUS JIUCT.

Y. 30. (1) Peuenture, u3nucanu mo pela Ha TO3M pasfiell, UMaT CPOK Ha
BAJIMJTHOCT CYMTAHO OT JjaTaTa Ha U3/aBaHe, KaKTO ClIe/Ba:



1. no 15 xaneHmapHu qHU - 3a pernentypHa 6manka (oopazen M3 - H30K
Ne 5 mo mpunoxkenune Ne 6) 1 3a oTps3bK A OT penentypHa Oianka (obpaszen M3 -
H3O0K Ne 5A no npunosxenue Ne 7);

2. o 45 KaneHaapHU JIHU - 32 OTPSI3bK B 0T penentypHa 6manka (oOpasern
M3 - H30K Ne 5A no npunoxxenne Ne 7);

3. no 75 xanennapHu THU - 32 OTps3bk C OT penentypHa Onanka (oopaser
M3 - H30K Ne 5A no npumnosxenne Ne 7).

(2) (dom. - IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) Otnennure
OTps3BIM Ha penentypHa 6manka (o6pazernr M3 - H30K Ne 5A o npusoxxenne Ne 7)
Ce W3IIBJIHABAT IIOCIICOBATETHO B CJCIHUTE CPOKOBE CYHMTAHO OT Jarara Ha
U3JIaBaHETO M, ChOTBETHO - JaTaTa Ha OTIYyCKaHe Ha MPEIXOJHOTO KOJMYECTBO OT
MPEIIMUCAHUTE TPOTYKTH:

1. mo 15 kaneHgapHu JHU - 32 OTPSA3BK A;

2. (m3m. - [1B, 6p. 95 oT 2014 1.) OoT 25 10 45 KaneHaapHU JHU - 33 OTPSA3BK
B;

3. (u3m. - IB, 6p. 95 o1 2014 1.) o1 50 10 75 KaJIeHIapHU JTHU - 32 OTPSI3BK
C.

(3) (M3m. - 1B, 6p. 81 ot 2013 r., m3m. - [IB, Op. 68 ot 2019 r., B cuya ot
01.01.2020 r.) IIpoTtokosmte mo wi. 24, aj. 1 UMar CpoK Ha BaTUIHOCT 10 365
KaJICHJApHU JIHA CYMTAHO OT JlaTaTa Ha 3aBEpPSABAHETO WM B pPETHOHAIHATA
3[paBHOOCUTYpUTENHA Kaca. OmpelneisHETO Ha CpoKa Ha BaJUIHOCT Ha BCEKHU
MPOTOKOJI CE€ U3BBPIIBA 110 KPUTEPHH, YCTAHOBEHU B HAIMOHATHUTE PAMKOBHU
noropopu mo 4wi. 53, an. 1 ot 330.

Pazngen V.
IIpennucBaHe HA JIEKAPCTBEHU NMPOAYKTH B JieUeOHHU 3aBeJeHUS CbC
cranuonap (Hos - 1B, op. 81 ot 2013 1.)

Y. 30a. (Hos - [IB, Op. 81 oT 2013 r.) (1) (U3m. - JIB, 6p. 95 ot 2014 1.)
[TpenmucBaneTo Ha JIEKAPCTBEHU MPOAYKTH B JIe4eOHU 3aBEJICHUS ChC CTAIlMOHAP 3a
XOCIUTATM3UPAHH IMAIIMEHTH CE U3BBPIIIBA HA JICKAPCTBEH JIMCT CHIVIACHO IPHIIOKEHUE
No 5a.

(2) (U3m. - IB, Op. 95 ot 2014 r., w3m. - IB, 6p. 95 ot 2018 r.)
JlexapcTBeHHST JHUCT MO mpuioxeHne Ne 5a moxe na ObJe U caMO B €NEKTPOHHA
dopMa, Karo ce MOJNHCBA CbHIVIACHO 3aKOHA 3a EJEKTPOHHUS JOKYMEHT |
EIeKTPOHHUTE YIOCTOBEPUTETHH YCIAYTH C KBaIU(UIMpaH WIM YCHBBHPIICHCTBAH
CJICKTPOHEH ITO/IITHC.

(3) (M3m. - IB, 6p. 95 ot 2014 1.) JIekapCTBEHUSAT JIUCT CE MOMBJIBA B 1B
eK3eMILTsApa, MOJMKUCBA Ce OT JISKYBAIIHs JIeKap W Ha4aJTHUKA Ha OT/ICICHUETO, CIIe]
KOETO Cce MpejaBa 3a U3MbJIHEHUE B OoMHUYHATA anTeka. CpoKbT Ha ChXpaHEHUE Ha
JIEKapCTBEHHUS JIUCT € 5 TOAUHU.

(4) (Homa - JIB, 6p. 95 ot 2014 r.) JlekapcTBEeHUAT IUCT MOXe Ja Oble
CHhCTaBSIH M OTIICYATBAH Ype3 CIICIUATH3UPAH COPTYep, KaTO 3aIbJIKUTEITHO ChIbpKa
BCUYKU PEKBU3UTH.

(5) (Homa - IB, 6p. 95 ot 2018 r.) Koraro nexapcTBeHUTE IPOIYKTH ca 3a
3]I0Ka4eCTBEHH 3a00JsBaHUs, JEKAPCTBEHMST JIUCT MO aj. | ce mpuiapyxaBa OT
TepaneBTHuYeH QUII ChIriacHo mpuioxkenue Ne 56.

(6) (Hosa - IB, 6p. 95 ot 2018 r.) TepaneBTuyHMAT ULl MOXKe Ja ObJe U
camMo B eJIEeKTpOHHa (opMa, KaTo Ce IMOJANUCBA CHIVIACHO 3aKOHA 3a EJEKTPOHHUS



JOKYMEHT W EJCKTPOHHUTE YJAOCTOBEPUTEIHU YCIYIH C KBATUQUIMPAH WU
YCBBBPUICHCTBAH €JICKTPOHEH MOIIIHC.

(7) (Hosa - 1B, Op. 95 ot 2018 r.) TepaneBTUYHUAT PHUII CE TOITHIBA
CBIJIACHO  PEIICHWETO  Ha  KJIWHUYHATA  OHKOJOTMYHA  KOMHCHS IO
XUMHOTEPAIHS/KIMHIYHATA KOMHUCHUS 1O XEMaTOJIOTHs, OTPa3eHO B MPOTOKOJI,
€HOKpPAaTHO Ha WBPBUSA JEH OT TepamusATa IO CHhOTBETHATa KIMHHYHA
IbTeKa/aMOyIaTopHa MpoIeaypa.

(8) (HoBa - IB, 6p. 95 ot 2018 r.) TepaneBTHUHUAT (UL ce MOMBIBA B
JIBa €K3EMIUIsIpa, MOJANKCBA CE OT JICKyBAalUs JIeKap, CIeJ KOETO ce IMpejaaBa 3a
U3ITbJIHEHHE B OOJIHUYHATA aIlTeKa.

Ui 306. (Hos - JIB, 6p. 81 ot 2013 1.) (1) [IpeanucBaneTo Ha IeKapCTBEHU
IPOAYKTH, ChABPIKALY HAPKOTUYHM BEILECTBA OT NMpritokeHust Ne 2 1 3 kpM wi. 3, T.
2 u 3 ot Hapenbara 3a pena 3a kinacuduiimpane Ha pacTEHUsTA U BEIIECTBAaTa KaTo
HapKOTUYHH, B JIEYEOHUTE 3aBEJICHUS ChC CTALMOHAP 3a XOCHUTAIN3UPAHUTE OOTHU Ce
U3BBPIIIBA HA OT/IEJICH JIEKAPCTBEH JIUCT.

(2) (M3m. - 1B, 6p. 95 ot 2014 1.) JlekapcTBEHUAT JHCT MO ai. 1 ce
MOMBJIBA B ChOoTBETCTBUE C Wil. 30a, at. 3 u 4, KaTo He ce AOIyCcKa U3/1aBaHEeTO My CaMo
B enlekTpoHHa (hopma. CpOKBT HA ChXpAaHEHUE HA JIGKAPCTBEHUS JIUCT € 5 TOAMHU.

Y. 30B. (Hos - IB, 6p. 81 ot 2013 1.) (1) (U3Mm. - [IB, Op. 95 ot 2018 1.)
[IpennucBaneTo Ha JNeKapcTBEHH MPOAYKTH 1o 4i. 30r, an. 7, T. 2 ce U3BbpIIBa Ha
CHECIMATHNATE pelenTypHH Oanku mo wi. 11.

(2) Cnenmannara penentTypHa OiaHka mo aj. | ce u3gaBa B TpHU
€K3eMIUTSIpa, MbPBUTE JBa OT KOMTO CE MpeaBaT OT MallMeHTa B OOJIHUYHATA anTeKa, a
TPETHUSAT C€ ChbXPaHABa OT JIEKYBAIU JIEKap.

(3) Ilpennucanute JeKapCTBEHH MPOAYKTH MO ai. | ce BIOHUCBAT B
MeIUIUHCKaTa JOKYMEHTAIMs Ha MalueHTa.

UYn. 30r. (Hos - 1B, 6p. 81 ot 2013 1., u3m. - IB, 6p. 95 ot 2018 r.) (1)
JlexapcTBenn npoayktu mo wi. 262, an. 6, T. 2 3JIIIXM, 3amiamanu HaImbJIHO OT
H3O0K, morar na npeanucsar aumara mno 4i. 4, ai. 1, padoremu B 1e4eOHU 3aBEICHHS
- UBITBJIHUTEHN Ha OOJIHUYHA TTOMOII] 110 KIMHUYHHA THTEKNU/aMOyJIaTOPHU TIPOLIEAYpH
chIyIacHO HapezabaTa mo wi. 45, an. 2 330.

(2) Koraro ceriacio Hapenbara mo ui. 45, an. 2 330 nexkapcTBEHHTE
MPOJYKTH 3a 3J0KauecTBeHHU 3aboinsBanus ce 3amnamar oT H30K u3BbH 11eHaTa Ha
KIIMHUYHUTE ITTEKH/aMOyIaTOPHUTE MIPOIIEYPH, CHITUTE CE IPEANMCBAT U TIpHIaraT
camMoO Clell B3€TO peIIeHHE 3a MPOBEXKIaHE Ha JICKApCTBEHO JIEYeHHE OT olIaTa
KJIIMHUYHA OHKOJIOTMYHA KOMHUCHS/KJIMHUYHATA KOMHCHS 10 XEMAaTOJOTHS ChIIIACHO
MEAUIMHCKUTE cTaHAapTH "Meaununacka onkonorus'"/"Knuanuna xemaronorus."

(3) JlekapcTBeHUTE MPOAYKTH 3a JICUEHHWE HA 3JIOKAYECTBEHH COJIMIHU
TYMOpU MpU JuUa Haja 18 r., ¢ U3KIIOYEHUE Ha ONUOMAHUTE AaHAJITETUIH, Ce
MpEANUCBAT OT JIEKYyBalllds JIEKap CJIeJl PEIICHHEe Ha KIMHWUYHATa OHKOJOTHYHA
KOMUCHSI TIO XHMHOTEpaIus CbIJACHO MEIUIMHCKHUS cTaHaapt "MeauuuHcka
onkosiorusi". Komucusita ce CbCTOM Haill-Majdko OT TpuUMa JIeKapu C MpU3HATA
cnierantoct "MeauIHCKa OHKOJIOTHSA'", KOUTO paboTST B JIEeUeOHOTO 3aBEICHHE, U CE
ompenieNisi ChC 3aroBe/ Ha PHKOBOJMTENS Ha JIEUeOHOTO 3aBeneHue. PermeHusra Ha
KJIMHUYHATa OHKOJOTMYHA KOMHUCHS MO XUMHUOTEpANHsl C€ BIUCBAT B IMPOTOKOJHU
cbriaacHo mnpuioxkeHue Ne 80 u ce moAmMCBaT OT YJICHOBETE Ha KOMUCHSATA.



[TporoxonuTe ca BaauaHU 3a Cpok 10 180 THU cUMTAHO OT HAYaJIOTO HA JICYEHUETO T10
cxemara.

(4) JlekapcTBeHMTE TPOMYKTHM 3a JIEYEHHE Ha 3JI0KA4eCTBEHU
XEeMaTOJIOTHYHU 3a00JIIBaHUS MPH JuLa HAX 18 T., ¢ U3KIIOYCHUE HA OIMOUTHHUTE
AQHAITETHIIM, C€ NPEIIUCBAT OT JIEKYBallus JeKap Clie]] pelleHue Ha KIMHUYHATa
KOMHUCHUSL 110 XEMaToJIOrMsl ChIJIJaCHO MeIMUMHCKHUS cTaHnapTt "KimHnuyna
xemarosorus'". Pemenusita ce BUCBAT B IPOTOKOJI 10 00pa3ell ChIVIaCHO MPUIIOKEHUE
Ne 8B, moanucan oT Hali-MaJIKO TpHUMa JIEKapu C MpU3HaTa crenuanHocT "KinuHuuHa
xemarogiorus". IIporokonure ca BaiuaHu 3a cpok A0 180 qHM CYMTAHO OT HAYAIOTO
Ha JICYEHHUETO 110 CXEMaTa.

(5) JlexapcTBeHuTE MPOIYKTH 3a JI€UCHUE HA 3]I0KAYECTBEHU 3a00JIIBaHUS
npu Juna noj 18 r., ¢ W3KIIOYEHNE HA ONMOMIHUTE aHAJITETULIM, CE MPEANUCBAT OT
JIeKyBalllus JeKap Ciell pelleHHe Ha KIMHHUYHA OHKOJOTHYHA KOMUCHS/KIMHHYHA
KOMUCHS 110 XeMaTOJI0Tr s 3a Jiuia noJ 18 rogunu. Pemenusara ce BmucBaT B IPOTOKOJ
o obpasen cbriaacHo npuitoskeHuss Ne 86/Ne 8B 1 ce moanucBaT Hali-MajaKo OT JBaMa
nekapu cbe cneruanHoct no "lleguatpus” u "Knunnuyna xemartonorus" uium "Jletcka
KIMHUYHA XEMaTOJIOTUSI M OHKOJIOTHUA", KOUTO paboTAT B JIe4eOHOTO 3aBE/ICHUE.
[TpoToxonuTe ca BaauaHU 3a Cpok 10 180 JHM CUMTAHO OT HAYaJIOTO HA JICYEHUETO T10
cxemara.

(6) Pemrenusita Ha KOMHCHUTE TI0 ajl. 3 - 5 ca ChIJIACHO TEPANICBTHYHHUTE
CXeMH 3a JIeYeHHEe B CHOTBETCTBUE C 0J00peHHTe (apMaKo-TeparneBTUUHU
PBKOBOJICTBA.

(7) JIuuara mo an. 1 morat aa npeanucsatr Ha 30JI cbc 3710KauecTBEHU
3a00JsBaHMsI JICKAPCTBEHH NPOAYKTH 3a JICYCHHE/TIPOJbIDKaBaHE Ha JICYCHHUETO B
M3BBHCTAlMOHAPHU YCIIOBHSI, KAKTO CJIE/IBa:

1. nexkapcTBEHM TPOAYKTH 3a MEepopajHa MpHIETHa MPOTUBOTYMOpPHA
Tepanus U nepopaigHa XuMuoTepanus - npu aexocnurainuzauus Ha 30J1, nexyBanu B
CBILOTO JIeUeOHO 3aBeCHUE 0 KIMHUYHU I'BTEKH WM aMOyJaTopHa Ipoueaypa 3a
CHCTEMHO JIEKAPCTBEHO JICUEHUE MPH 3JI0KAUECTBEHU 3a00IsIBaHNUS;

2. ONWOUJHM aHANTeTULUU - TPU JUCHAHCEPHO HAOIIOJEHHE NpU
3JI0Ka4eCTBEHU 3a00JIIBaHUSI U TIPH BPOJICHU XEMAaTOJIOTUYHH 3200 IsIBaHUSI.

(8) B cywaute no an. 7, . 1 30JI cnexBa na ca JeKyBaHH MO KIMHUYHU
I'bTEKH/aMOYIaTOPHH POLIETyPH, IOCOYEHHU B HapeadaTa 1o wi. 45, an. 2 ot 330, npu
KOUTO CTOMHOCTTA Ha JIeKapcTBEeHUTE NpoAykTu ce 3armtama oT H30K u3BbH 1eHata
Ha KJIMHUYHATA MbTeKa/aMOyIaTopHaTa mpoueaypa.

Uin. 30xa. (Hos - IB, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, Op. 95 ot 2014 .,
usM. - JIB, Op. 95 ot 2018 r.) JlekapctBenute mpoayktu mo 4i. 30r, an. 7, T. 1 ce
npeanucBaT Ha pernentypHa 6manka (oopazerr M3 H30K Ne 6 o nmpumnoskenne Ne 8r)
3a JIeYeHHE Ha 3JI0KAYECTBEHH 3a00sIBAaHUS B KOJIMYEeCTBA 3a He oBeue oT 30 qHu.

(2) PenentypHata 6yianka 1o ai. 1 ce W3gaaBa B Ba €K3EMIUISIPA, TEPBUAT
OT KOUTO C€ MpeaaBa 4pe3 MalMeHTa Ha anTekara Ha Je4eOHOTO 3aBEJCHHE ChC
CTalllOHap, a BTOPHUAT C€ ChXpaHsABa OT JIEKyBalllus JeKap/Jekap IO JeHTajlHa
MEIHIINHA.

(3) Pettenitute ca BamuaHU 3a CPOK 15 qHU OT maTaTa Ha U3IaBAHETO WM.

(4) Jlupnara mo un. 30r, am. 1 moraT jga pasmeuyaTBar oOpaslUTe Ha
JIOKYMEHTHUTE TI0 aJl. 1, KaTo CHIIUTE ChABPIKAT 33 IBIDKUTEITHO BCUYKH PEKBH3UTH.

I'maBa yerBbpTA.
OTIIYCKAHE HA JIEKAPCTBEHU NPOAYKTHU



Pazgen 1.
IIpuemaHe u U3NbJIHEHHE HA JIEKAPCTBEHUTE MPEANUCAHNUS

Ui 31. (1) (ITpenumien Tekct Ha wi. 31 - /1B, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r.) [Ipu npueMaHeTo Ha PELENTUTE U JIEKAPCTBEHUTE JINCTOBE MAarucThbp-
dbapmMaleBTHT ce 3aAbKaBa Ja:

1. mpoBepsiBa Hanu ca Cria3eHH U3MCKBAHUSTA HA TJIABH BTOPA U TPETA;

2. HE OTMYCKa JICKAPCTBEHU MPOIYKTH CpEIly TAJIOHU 32 OTCTBHIIKA WIU
JIPYTH TOMBIHUTEIHU MaTepualii, HEMPeABUICHH B Ta3u Hapenoa wiu 3JITIXM;

3. (m3m. - JIB, Op. 81 or 2013 r.) OCTOWHOCTSBA MPEINHUCAHUTE
JICKapCTBEHH MPOJYKTH M C€ TMOJIKCBA; CIIOMAraTeTHUTe MaTEepUall M OMaKOBKHTE,
KOUTO C€ H3IMOJI3BaT 3a JIEKAPCTBEHHM MPOAYKTH, MPUTOTBEHU IO MAarucTpaiHa Hu
dapmakorieliHa perentypa B amnTeKUTe, CE BIHMCBAT IO BUJ W KOJIHYECTBO H CE€
ocToitHocTsABaT chriacHo HapenOata 3a ycioBusTa, paBuiiaTa u pelia 3a peryaupaHe
Y pETHCTPUPAHE HA IICHUTE Ha JICKaPCTBEHUTE MPOAYKTH, rpueta ¢ [loctanoBnenue Ne
97 na Munucrepcku cbBet oT 2013 1. (1B, 6p. 40 oT 2013 1.);

4. BNMCBa BCSKa M3ITBJIIHCHA peIenTa B JHCBHHK 32 PETUCTPHpPAHE Ha
pELenTH.

(2) (Hosa - 1B, 6p. 68 ot 2014 ., B cuna ot 15.08.2014 r.) JIHEBHUKBT 32
perucTpupaHe Ha perenTu no ai. 1, T. 4 Moxe Ja ce BOAM KaKTO Ha XapTHEH, Taka U
Ha CJIEKTPOHCH HOCHUTE.

Y. 32. (1) B anTexara 3agbJKUTEIHO C€ ChXPaHsBa B MPOABIDKEHNE HA
HeT roAMHU UHpOpMaLus 3a:

1. mpueTHTe M U3IBIHEHUTE PELETITH;

2. IOJYYEHUTE JIEKAPCTBEHU NMPOJYKTH O HapTH]IH.

(2) (M3m. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha Bcsika
pelenTa MarucTbp-papMaleBThT IOCTaBs MeYaT, KOUTO Chbpka HOMEpa U JaTata Ha
pa3penIeHneTo 3a THPTOBHs Ha APeOHO C JIEKAPCTBEHH MPOTYKTH.

(3) (HoBa - /IB, 0Op. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Penentute ce
MOJNMCBAT OT MAarucThbp-(papMmareBTa, KOHTO H3MBIHIBA NPEANHUCAHUETO W/WIN
OTIIyCKa JIeKapCTBEHMTE NpoayKTH. Ha Bcska penenta MarucTbp-¢papMareBThT
MIOCTAaBsI:

1. HoMep U J1aTa Ha IpUEMaHe Ha pelLenTara;

2. YUH na otnyckamus Maructbp-apmaresnT.

Un. 33. (1) B anrekute penentutre ce HU3MNBIHSABAT MPHUOPUTETHO IO
CIIEIHUSA PEN:

1. peuentu ¢ ykazanue "uuto", "mutucumo" unu "ctatuM" ce U3MbIHABAT
He3a0aBHO, KaTo BBPXY TAX ce O0TOeNsA3Ba 4achT Ha MOCTHIIBAHETO B alTeKaTa U Ha
U3ITBIHEHUETO UM;

2. peuenTtu 3a ieua 1o 14 roaunu;

3. BCUUYKH OCTaHaJlM PEleNTH Cce U3MBIHSABAT MO pela Ha MOCTHIIBAHETO
UM.

(2) JlekapcTBeHHM TPOIYKTH, MPUTOTBEHW IO MarucrpajHa U
(dapmakomneliHa perentypa, ce IpUroTBAT B paMKUTE Ha 24 4yaca OT MPHEMaHETO Ha
perenrara.



Uin. 34. (1) Ilpu oTnyckaHe Ha MpEANUCAHU JICKAPCTBEHU MPOIYKTH CE
cria3Ba CICIHUSAT PEe:

1. (m3m. - [IB, Op. 81 or 2013 r.) KOraTro JICKapCTBEHUAT IPOIYKT €
NpEeInucal Ype3 MEeKIYHAPOAHO HEMATeHTHO WK (hapMaKoNeiHO HauMEHOBaHHE Ha
JIEKapCTBEHOTO BEIECTBO, C€ OTITYCKA JIEKAPCTBEH MPOJYKT, pa3pelleH 3a yrnoTpeda B
CTpaHarta, KOMTO ChIbpKa MPEINIUCAHOTO aKTHBHO BEIIECTBO, KATO 33ABJDKUTEITHO Ce
cra3Bar ImpeJnucaHara JeKapcTBeHa (hopMa U KOJIMYECTBOTO B J1030Ba €IMHULIA;

2. KOratro JIEKapCTBEHHUAT NPOAYKT € NPEANHCaH TMOJ TbPrOBCKO
HAaUMEHOBAHUE, CE OTIYCKa TOYHO MPEANUCAHUSIT IPOIYKT.

(2) Koraro anrekara He pas3mnojara ¢ IpeAlnucaHus JEKapCTBEH MPOIYKT,
MarucTbp- (papManeBTHT € ATBKEH J1a TO OCUTYpHU B CpoK 10 24 yaca. B To3u ciyyaii
JaTtata v 4achT Ha MOCTHIIBAHETO HA PElLenTaTa ce 0Tpa3sBaT BbpPXY Hesl.

Ui 35. (1) Cnex oTnyckaHeTO Ha MPEANMCAHUTE JICKAPCTBEHU MPOAYKTH
pelenrtara ce Bpblila Ha IPUHOCUTEIA H.

(2) (U3m. - 1B, 6p. 94 o1 2011 1., u3m. - [IB, 6p. 90 o1 2019 1.) B anTexure
Ha JIeueOHUTE 3aBEJICHUS ChC CTAIMOHAP, CKIFOUUIIU J0rOBOp 1o pena Ha Hapenba Ne
34 or 2005 r. 3a pexa 3a 3arJaliaHe OT AbpPKaBHUA OIOJDKET Ha JICYCHUETO Ha
OBJTapcKUTe TPaKIaHU 3a 3a00sIBaHM, U3BBbH 00XBaTa Ha 3abIKUTEIIHOTO 3[PaBHO
OCUTYpSIBaHE, C€ 3abpKa SANHUAT EK3EMILISIP Ha PelernTaTa.

(3) B antekata ce 3aabpKaT BTOPUAT €K3EMIUISp OT pelenTute odpaszerr
M3 - H30K Ne 5 mo mpunoxxenue Ne 6, BTOpUAT €K3EMIUISP OT OTPSA3BLUTE Ha
penentypHa Onanka obpazery M3 - H30OK Ne 5A no npunoxkenue Ne 7 u xomnust oT
npotokoauTe (00pazer; no npuinoxkenue Ne §8), YNUTO PEKBU3UTH HE C€ MOMBJIBAT OT
anTeKaTa U KOUTO Ce ChXpaHsABaT B alTeKara e/lHa TOJAMHA, CUMTAHO OT Jarara Ha
TSAXHOTO M3ITBITHEHHE.

Un. 36. Ilpm oTnyckaHe Ha JIEKapCTBEHU MPOAYKTH MarucThbp-
(bapMaleBThT € JUIbKEH JAa MpeJocTaBd HMH(OpMalus U ChbBETH Ha MAIUEHTUTE,
M3Pa3eHH SICHO, Ha €3HK, JIECCH 3a Bb3IIPUEMaHe, OTHOCHO 0€301acHOTO ¥ €()eKTHUBHOTO
nprUeMaHe U M3M0JI3BaHe Ha JIEKAPCTBEHUTE MPOAYKTH.

UYn. 37. (1) [Ipennucanus, KOUTO HE OTTOBAPST HAa M3UCKBAHUATA O TJIaBH
BTOpa U TpeTa, HE CE U3IbJIHABAT.

(2) TIpy BB3HMKHAJIO CbMHEHHE OTHOCHO NPEANHCAHOTO B pelenTara
MarucTbp-hapMaleBThT € JUIbXKEH, IPEIU Ja OTIYCHE JIEKapCTBEHUs MPOJYKT, /1a Ce
KOHCYJTHpA C MPEANKCcaIns peLenTara Jekap.

UYn. 38. He ce oTmyckart JIekapcTBEHHU MPOJIYKTH O KOIUE HAa OPUTHHAITHA
perenra.

Un. 39. Ilpemu otTmyckaHe Ha JEKAPCTBEHW MPOIYKTH 0Oe€3 perenTa
MaructThp-papMarieBThT HAlMOMHS Ha TMalUeHTa Mpeau ymotpeba ga MpoyeTe
nH(pOpMallMOHHATA JTUCTOBKA.



Pa3nea 11.
OTnyckaHe HA JIeKAPCTBEHH MPOAYKTH, ChAbPKAIIH HAPKOTHYHH
BelllecTBA

Un. 40. JlexkapcTBEHH MNPOIYKTH, ChABPKAIIM HAPKOTHYHU BEIECTBA,
MIpEeANKMCaHy 10 Pea Ha IJ1aBa TpeTa, paszaen 1, ce oTmyckar B anTeku, KOUTO:

1. ca momy4mnu NHIEH3US 32 THPrOBUS HA APEOHO M ChXpaHSBaHE HA
HapKOTUYHM BemecTBa 1o pena na 3KHBIT;

2. ce HaMHpaT Ha TEPUTOpUATA Ha OOJACTTa IO MECTOHM3JaBaHE Ha
perenrara.

U 41. (1) (U3m. - [IB, 6p. 81 ot 2013 1.) IIpn npuemane Ha perenTuTe
MarucTbp-(hapManeBThT 33 IBIKUTEITHO IPOBEPSIBA AU Ca CIIa36HU M3UCKBAHUATA 32
MpEeUCBaHe HAa JICKAPCTBEHH MPOAYKTH, ChABPXKAIIM HAPKOTUYHHU BEIIECTBA, U HA
I'BPBUSI EK3EMIUISP OTOENA3BA TPUTE UMEHA U JAHHUTE OT IOKYMEHTA 32 CAMOJIMYHOCT
Ha MPUHOCHUTENS Ha perenTara.

(2) (M3m. - B, 6p. 81 ot 2013 r.) [I5pBUTE EK3EMILISAPH OT PEIEITHTE CE
MOJIPEXK AT B XPOHOJIOTUYEH pejl, KaTo HeoOxoauMaTa nH(pOpMaIus OT TSIX ce BbBEXKIa
B CIIEIUATHUS PETUCTBP, chrytacHo 4. 3 oT Hapea6a Ne 21 ot 2000 r. 3a u3uckBaHusTa
KbM JIOKYMEHTAIMATAa U OTYETHOCTTA MPH M3BBHPIIBAHE HA JCHHOCTU C HAPKOTUYHU
BELIECTBA U JIEKAPCTBEHU MPOJYKTH, ChbpXKallll HApKOTHUUHU BewecTsa (B, Op. 86
ot 2000 1.).

(3) (M3m. - [IB, 6p. 94 ot 2011 r.) Bropure exk3eMIuIsipu OT peUenTUTe ce
U3MpaIlaT Ha HHCIIEKTOpa 0 HapKOTUYHMTE BemlecTBa B P3M no onuc Ha XapTHeH U
€JICKTPOHEH HOCUTEN B CPOK /10 10 JHU cliesl Kpasi Ha BCEKU Mecell.

(4) (M3m. - 1B, 6p. 81 ot 2013 r., u3m. - IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r.) Koraro nexapcTBEHHMAT MPOAYKT mo ui. 262, am. 6, 1. 1 3JIIXM,
ChABPIKAI] HAPKOTHUYHU BemiecTBa, ce 3amuama oT H30K 3a gomamiHo neueHwue,
anTeKaTa rpejiaBa BTopus exk3emIuisip ot perentara Ha P3OK 3a orueTHOCT ¥ KOHTPOJI
B CPOKOBETE, omnpezenenu B ckiaoueHute ¢ P3OK norosopu.

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

Un. 42. (1) (U3m. - IB, Op. 81 or 2013 r.) IIbpBUTE ek3eMIUIAIpU Ha
pEeLEenTHUTe, 10 KOUTO ca OTIYCHATH JIEKAPCTBEHHU NMPOJYKTH, ChABPKAIN HAPKOTUYHU
BEIIIECTBA, C€ 3aJbpKaT B allTeKaTa U Ce ChXpaHABAT 3a CPOK €IHA TOAMHA, KaTo ce
NPECTAaBAT Ha KOHTPOJIHHUTE OPTaHH IPH MTPOBEPKA.

(2) (M3m. - [IB, 6p. 94 ot 2011 r., u3m. - IB, 6p. 81 ot 2013 r.) Cnen
W3THYaHE Ha CpPOKa MO aj. | pemenTuTe ce TpeaaBaT C TPUEMHO-TIpEIaBaTelIeH
IPOTOKOJI Ha uHcnekTopute B P3U, kouTo ru cbxpaHsBat 3a cpok 10 ronuHu.

Un. 43. (U3m. - IB, 6p. 81 ot 2013 r.) 3abpansiBa ce OTHyCKaHEe Ha
JIEKapCTBEHH MTPOAYKTH TI0 PEIENITa, MPEIMTUCAHN TIPEIH TOBeYe OT 7 THU.

Ui 44. (1) (U3m. - IB, 6p. 81 ot 2013 r.) 3abpaHsBa ce oTIyckaHe Ha
JIEKapCTBEHH MPOIYKTH, ChAbPIKAIIM HAPKOTUYHH BEIIECTBA OT IpuiioskeHus Ne 2 u 3
kbM wi. 3, T. 2 u 3 ot Hapenbarta 3a pema 3a knacuduimpaHe Ha pacTEHUATA U
BCIICCTBATA KaTO HAPKOTHUYHHU, B KOJIMYCCTBA, I[TO-TOJICMU OT MPCANTMCAHUTC.



(2) Ilpm ycraHoBsiBaH€ Ha HECHOTBETCTBHUS B MPEANHUCAHUETO U
MaKCHMAaJHO JIOMyCTUMAaTa 7032 MarucThp-GpapManeBThT B anTeKaTa € JUIbXKEH Ja Ce
KOHCYJITHpA C MpeANKcanus peLenrara jekap.

(3) Ilpm HEBB3MOXHOCT 3a U3MBIHEHWE HA TMPEINUCAHUETO CleJ
KOHCYJTalMsATa MO aj. 2 pelentara ce Bpbllla Ha JeKaps/jiekaps IO ACHTalHa
MEAMIIMHA 32 aHYJIUPAHE.

Ui. 45. 3abpansBa ce OTIIyCKaHE Ha JIEKapCTBEHU IIPOJAYKTH IO pea Ha
TO3HM pazJiell, KOraTo IPHHOCUTENAT Ha perenTara € noj 18 roguHu.

Pa3znen 111.
OTnyckaHe HA JJeKAPCTBEHH MPOAYKTH, 3aMJIAIAHN HATBJIHO OoT M3 u
HANBJIHO UK YacTu4HO oT H30K

Uin. 46. (1) (U3m. - B, 6p. 94 ot 2011 1., u3m. - /1B, 6p. 90 ot 2019 1.)
OTnyckaHeTo Ha IEKapCTBEHH MPOIYKTH, MPEANICAHHU 110 pefia Ha TJlaBa TpeTa, pas3ies
I11, ce u3BBpIIIBA OT aNITEKH Ha JICUEOHU 3aBE/ICHUS ChC CTAI[MOHAP, CKITFOYHIIN JI0TOBOP
o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiamiade oT JIbpyKaBHHS OIOKET
Ha JICUCHUETO HA OBIrapcKUTe TpakIaHW 3a 3a00JsBaHUs, W3BBH OOXBaTa Ha
3aIBJDKUTEIIHOTO 3/IPABHO OCUTYPSIBAHE.

(2) (Ot™m. - [IB, 6p. 81 ot 2013 1., HOBa - /IB, Op. 68 oT 2014 1., B cHJIa OT
15.08.2014 r.) OTnyckaHeTo Ha JEKapCTBEHU MPOIYKTH OT anTeKd, padoTemu Mo
noroBop ¢ H30K, ce u3BbpIBa B CbOTBETCTBHUE C Ta3u Hapen0a U C YCIOBHSTA U peia
3a CKIJIIOUBaHE HA MHAMBHIYaHU AOTOBOPH 10 4i. 45, an. 15 oT 3akoHa 3a 31paBHOTO
OCHUTYpsIBaHE.

(3) (Hom. - AB, 6p. 81 ot 2013 r., nom. - 1B, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., oT™M. B yacTTa OTHOCHO IymuTe "Maructop ¢apmanent” ¢ Pemenue Ne
5812 ot 17.05.2016 r. na BAC - /IB, 6p. 91 ot 2016 r., B cuna ot 18.11.2016 1.)
OTnyckaHeTo Ha JIEKapCTBEHH MPOIYKTH, IPEANICAHHU 110 pefia Ha IJlaBa TpeTa, pa3ies
IV, ce u3BbpIIBa OT MarucThp-hapmarieBT B anteku, padorenu mno gorosop ¢ H30K ¢
M3KJIIOYEHUE Ha JIEKAPCTBEHHUTE NPOAYKTH 1O wWi. 30r, KOUTO ce€ OTMycKaT OT
OOJTHUYHHUTE alTeKH.

(4) (Hosa - JIB, Op. 81 ot 2013 r.) Korato nexkapcTBeHMST MPOAYKT ce
OTIIyCKa B OIMAKOBKa, pa3IU4Ha OT OKOHYATEIHATa, c€ OTOeNA3BaT BCUYKU JAHHU OT
OKOHYATEJIHaTa OINAKOBKAa Ha MPOM3BOAMUTENS U C€ IMPeNoCTaBsl JMCTOBKaTa 3a
MaIueHTa.

(5) (Hosa - /1B, 6p. 81 ot 2013 r., nomn. - IB, 6p. 68 oT 2014 r., B cuiia ot
15.08.2014 r., uzm. - JIB, 6p. 90 ot 2019 r.) Ha oOpaTHara cTpaHa Ha peuenrara 3a
JIEKapCTBEHUTE MPOJAYKTH, OTITYCKaHU 10 pena Ha wi. 21 ot Hapen6a Ne 34 ot 2005 r.
3a pema 3a 3alJamiaHe OT JAbP)KaBHHs OIOKET Ha JICYCHHETO Ha OBITapCKUTe
rpakJIaHu 3a 3a00JIsIBaHUS, U3BBH 00XBaTa Ha 3aIbKUTEITHOTO 3PaBHO OCUTYPSIBAHE
(B, 6p. 95 ot 2005 r.), ce 3ammucBaT AaHHWTE OT JIMYHATAa KapTa (MacmopT) Ha
MalMeHTa ¥ Ha MOJTyJaTess, KOTaTo JIEKapCTBEHUTE MPOAYKTH HE C€ MOTydaBaT JIMIHO
OT MallMeHTa.

Un. 47. (1) (U3m. - B, 6p. 95 ot 2014 r., npeauiiieH TekcT Ha 4. 47 - /1B,
op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) OTnyckaHeTo Ha JIEKapCTBEHH MPOTYKTH,
npeanucaly Ha perentypHa 6manka (oopaserr M3 - H30K Ne 5A no npuioskenue Ne



7), ce U3BBPILBA B pAMKUTE HAa BAIMIHOCT Ha OTPA3BLINUTE, KATO J1aTaTa Ha U3II'bJIHEHUE
Ha BCEKH OTPS3BK CE NTOCOYBA BHPXY HETO U BHPXY CIEABAIIUS OTPS3BK.

(2) (Homa - JIB, 6p. 68 ot 2019 1., B cruta ot 27.08.2019 1.) IIpu Hanuume
Ha MPEANKUCAHUs Ha TIOBEeUE OT eHa penenTtypHa 6manka (oopaser M3 - H30K Ne 5 o
npunoxenue Ne 6 u oopazer; M3 - H30K Ne 5A no npusosxenue Ne 7) ¢ npeanucanus
3a pa3nuueH Opoli JHH PEIeNTUTE ce U3IThIHIBAT Ha 1aTaTa Ha Hall-KbCHUS CPOK, HO HE
IO-MaJIKO OT 25-Us AeH.

Ui 47a. (Hos - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 1., oT™. B
4acTTa OTHOCHO aymuTe "Maructbp ¢apmanent” ¢ Pemenne Ne 5812 ot 17.05.2016 .
Ha BAC - JIB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 r.) IIpu ormyckane Ha
JIEKapCTBEHM MPOIYKTH, MPEIIICAHU M0 pea Ha IJ1aBa Tperta, pa3aen IV, Marucrop-
dbapMaleBTHT HpOBEpsiBa 3APABHOOCUTYPUTEIHHS CTATyC Ha MAIUEHTHTE IO pefl,
OTIpeieNICH B YCIIOBUATA U pe/ia 3a CKIII0OUBAaHE HAa HHIUBUIYAIHH JOTOBOPH 110 JI. 45,
an. 15 ot 3akoHa 3a 31paBHOTO OCUTYpPsIBAHE.

Un. 476. (Hos - 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) (1) (O1™m.
¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot
18.11.2016.)

(2) (Ot™m. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - 1B, 6p. 91 ot
2016 ., B cmma ot 18.11.2016 1.)

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

(4) (Otm™. ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 ot
2016 ., B cuna ot 18.11.2016 1.)

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

Un. 48. (1) Penentute 1 MpOTOKOJIUTE HE CE€ M3ITBIHSABAT U CE BPBIIAT Ha
IIPUHOCUTEIIS UM, KOTaTo:

1. peuentypHara O6JaHKa HE ChBbPIKa U3LSI0 NOMMBIHEHH BCUUKU JaHHH;

2. CPOKBT Ha BAIMJIHOCT € U3TEKBI;

3. mpeAnucaHusT JEKapCTBEH MPOIYKT He ce 3amamia oT M3, ot H30K
WIM HE OTroBapsl Ha U3UCKBAHMATA, ONIPEAEIIEHH B 1oroBopa Ha anrekara ¢ H30K;

4. ca 1onyCHATH TPEIIKU U HECHOTBETCTBUS IIPU MOMTbJIBAaHE HA OJIAHKUTE;

5. B ciy4yauTe, KOraTo He ca U3IIbJIHEHU U3UCKBaHMATAa HA Wwi. 7, all. 1, T. 3;

6. (HoBa - JIB, 6p. 95 ot 2018 1., u3Mm. - JIB, Op. 68 ot 2019 1., B cuna ot
01.01.2020 r.) B cimyyanTe, KOraTo HE € U3I'BJIHEHO N3MCKBAHETO Ha 4Jl. 24, ai. 6.

(2) Maructbp-hapmaineBThT, OTIIyCKAIll JEKAPCTBEHUTE MPOIYKTH, HAMA
IpaBo J]a HaHacs MOMPABKHU BbPXY pelenTypHaTa 0JlaHKa, ¢ U3KITIOUEHHE Ha OTIPaBKU
IIPU HalpaBEHU OT HErO TEXHUYECKU IPEIIKY B MOMEHTA Ha U3ITbJIHEHUE Ha pellenTara.
B To3u ciydaii Toi ce moAnMcBa cpenly HalpaBeHaTa OT HEro KOPEeKIusl.

Pazgen IV.
OTnyckaHe Ha JIeKaAPCTBEHHU NPOAYKTH U MeIMIMHCKH U3eJIus 110
penenTH, U31aJeHU B Apyra aAbp:xxkasa yienka (Hos - /1B, 6p. 15 or 2014 1.)



Un. 48a. (Hos - JIB, 6p. 15 ot 2014 r.) (1) AnTekuTe mpu crasBaHe
pasnopenodure Ha paznen | ca JUIbKHU Ja U3MBIHIBAT PELENTH, U3NAJCHH B JIpyra
IbprKaBa YICHKA.

(2) Peuentute mo an. 1 cimeaBa na ChAbpKAT JaHHHUTE, MOCOYCHH B
npunoxenue Ne 4a.

(3) AnTekuTe C LeN rapaHTHUpaHe MPUEMCTBEHOCT MPH JICYCHUETO Ha
KOHKpETEH MalMeHT MOraT Ja U3MbJIHABAT PELENTH 10 all. 1 ¥ B ciiyyauTe, B KOUTO HE
ChABPKAT BCUYKHU JAaHHH IO NpriiokeHue Ne 4a, HO ¢ TOBa HE Ce 3acira TOYHOTO
uAeHTU(pUIIMpaHEe HA MAlMEeHTa, MPEANUCAHNUTE JIEKAPCTBEHHU MPOTYKTH/MEIUITMHCKU
U3JleNus, HAYMHBT HA MpUIaraHe, KakKTO M MEAWIMHCKUST CIEIUAINCT, W3/1aj
perenrara.

Ui 486. (Hos - JIB, Op. 15 o1 2014 r.) AnTekuTe HE U3MBJIHABAT PEIEIITH,
U3JIaJICHA B Jpyra JbpiKaBa WICHKA, B 4aCTTa, B KOATO Cca MPEIIUCAHU JICKAPCTBCHH
npoayktu no ui. 174 3JIIIXM.

Pazgen V.
OTnyckaHe Ha JIEKAPCTBEHU NMPOAYKTH B Jie4eOHH 3aBeJeHHS ChC
cranquoHap (Ilpexumen pasnen 4 - JIB, op. 15 ot 2014 1.)

U 49. (1) (M3m. - IB, 6p. 81 ot 2013 r.) JlekapcTBEHUTE MPOIYKTH 32
XOCTIUTATU3UPAHNUTE MAIIMEHTH CE OTIYCKAT OT OOJIHUYHATA arTeKa.

(2) (U3m. - IIB, 6p. 2 ot 2012 r., u3m. - JIB, 6p. 81 ot 2013 r.) Korato
JeyeOHO 3aBeJIeHNe ChC CTALlMOHAP HAMa anTeka, ce nmpuiarat 4i. 38 - 386 ot Hapenba
No 28 ot 2008 1. 3a yCTpOHCTBOTO, pella U OpraHu3alMsITa Ha padoTaTa Ha aTEKUTE U
HOMEHKJIaTypaTa Ha JIeKapCTBEHUTE MPOAYKTH (00H., B, 6p. 109 ot 2008 r.; u3m., 6p.
67 ot 2010 r.). Ilpu cnemHU ciydyan ce OCUTYypsiBa CHaOJsBaHE C HEOOXOIUMHMS
JIeKapCTBEH MPOAYKT BbB BB3MOXKHO HAH-KpaThK CpPOK. 3a II€HOOOpa3yBaHETO Ha
JIEKapCTBEHUTE NMPOAYKTU CE€ CIla3BaT YCJIOBHUATa Ha Hapeabarta mo ui. 26la, am. S
3JIIIXM.

Un. 49a. (1) (Hos - IB, 6p. 81 ot 2013 r., npeauliieH TeKcT Ha wi. 49a -
B, 6p. 53 or 2022 r.) Ilpu npuemaHe Ha JEKapCTBEHUTE JHUCTOBE MAarucTbp-
(bapMaleBThT 3aJBJDKUTENIHO NPOBEpsBa Jajld ca CHa3eHU W3UCKBaHMATA 3a
IIPEANMCBAaHE Ha JICKaPCTBEHU NPOIYKTH 1o 4. 8, 14 u 15.

(2) (Homa - 1B, 6p. 53 ot 2022 r.) Ilpu npuemaHe Ha JeKapCTBEH JIUCT B
eJIeKTpOHHa (hopMa MarucThp-hapmManeBThT CHCTABs Ype3 CHelHaIn3upaH codryep
BTOPH €JIEKTPOHEH €K3eMIUIAp Ha moJnucanus 1no wi. 30a, an. 3 gekapcTBEH JUCT MO
ChILMS HOMEp ¢ JoOaBeHa B Kpasi Ha Homepa OykBa "A'", KOWTO He ChbpIKa MOANKC Ha
JIeKyBalll JIeKap U HayaJlHUK Ha OTAeNIeHHe. BTOpUAT eNeKTpOHEeH eK3eMILsip TpsaoBa
Jla ChABPKA BCHUKU APYTH PEKBU3UTH, MTOJITUC HA MarucThp-(papmaieBra, KaKTo ¥ Ha
JMLIATA, MPeaId U MPHETH JeKapCTBEHUTE MPOIYKTH.

Un. 50. (1) JlexkapcTBeHHMTE MPOIYKTH MO JIEKAPCTBEHH JIUCTOBE C€
OTITyCKAT IMOOT/AETHO 32 BCEKH MAallMeHT, KaTO BCEKM BHJI JIEKAPCTBEH MPOAYKT Ce
OTIIYCKa B OTACIIHA OIIAKOBKA, BBPXY KOATO CC oTOensI3BaT UMETO U BB3pacTTa Ha
00JIHUSA, HOMEPBT Ha CTasATa, JETJIOTO U MpeIrnucaHaTa J103a.



(2) (M3m. - JIB, 6p. 81 ot 2013 r.) KoraTo nexapcTBEHUAT MPOIYKT CE€
OTITyCKa B ONAKOBKAa, pa3jiMyHa OT OKOHYATEIHATa, OCBEH JaHHUTE MO an. 1 ce
oTOesI3BaT U BCUUKH JIAaHHU OT OKOHYATeIHaTa ONaKOBKA Ha MPOU3BOIUTEIIS.

(3) (U3m. - [IB, 6p. 95 ot 2014 r., usm. - JIB, Op. 53 ot 2022 r.) /IBara
€K3eMILIsApa Ha JIEKapCTBEHUS JIUCT B ChbBKYITHOCT, HE3aBUCUMO JIaJIM Ca ChbCTABEHU Ha
XapTUEH HOCWTEN, W/WIA B CICKTPOHHA (opMa, CHCTABISABAT JICKAPCTBEH JIUCT
chIJIacHO npuiiokeHue Ne Sa.

(4) (Hosa - B, 6p. 95 ot 2018 r., nom. - JIB, 6p. 53 or 2022 r.) Korato
JICKapCTBEHUTE TMPOAYKTH ca 3a JIeYeHHE Ha 3JI0Ka4eCTBeHHU 3a0oyigBaHMs B
CTAIlMOHAPHHU yCJIOBWsI, OOJHWYHATA anTeka BOJIM JKypHal 3a pa3TBapsHE Ha
JIEKapCTBEHU TMPOAYKTH 32 JIEYeHHE Ha OHKOJOTMYHHM/OHKOXEMAaTOJIOTHYHU
3a0o0yiiBaHMsI IO O0pasell ChIVIACHO TpuiokeHue Ne 81, B KOWTO JaHHUTE Ce
peructpupat exeaneBHo. [Ipu ocurypeHna TexHudecka Bb3MOKHOCT JKYPHATbT MOXKE
Jla ce ChCTaBs B €IEKTPOHHA (popma.

(5) (Homa - JIB, 6p. 95 ot 2018 r.) B cnyuaii ye cnen mpurorBsiHe Ha
WHMBUIYATHATE JTO3U 32 JCHS OT JaJIeH JIGKAPCTBEH MPOIYKT ce (opMupa OCTaThK,
KOHTO HE MOXe J1a ObJe MPUIOKEH B CPOKa My Ha TOJHOCT, MOCOYEH B KpaTkaTa
XapaKTepUCTHKA HA JICKAPCTBEHHUS TPOAYKT, OCTATBKBT CE OTpa3siBa B OMKC Ha
HEU3IOJI3BAEMHUTE OCTAThLM OT JIGKAPCTBEHM TMPOAYKTH 3a JIYeHHE Ha
OHKOJIOTUYHH/OHKOXEMATOJIOTHYHHU 3200 IsIBaHUS 110 00pa3ell ChIIacHO MPUTIOKESHUE
No 8e.

Yn. 50a. (Hos - /JIB, Op. 81 ot 2013 1.) (1) [IppBUTE ek3eMIUIsipH Ha
JIeKapCTBEHUTE JIMCTOBE, 10 KOUTO Ca OTITYCHATH JIEKapCTBEHU NMPOJYKTH, ChIIbPKAILU
HapKOTHYHU BEIIECTBA, CE 3abpKaT B OOJIHUYHATA alTeKa M Ce ChbXPAHSABAT 32 CPOK
€1Ha FOJIMHAa, KaTo CE MPEACTABIAT Ha KOHTPOJIHUTE OPTaHU IIPU IIPOBEPKA.

(2) Cnen w3nmbiHEHHE Ha MPEANHMCAHUATA IO JIEKAPCTBEHMS JIUCT 3a
JIEKapCTBEHU ITPOJYKTH, ChABPKALIN HAPKOTHUYHU BEIECTBA, BTOPUAT EK3EMILLIP ce
ChXpaHsiBa B OTJEJIEHUETO 3a CPOK 5 TOAMHU.

(3) Cnex wu3THyaHe Ha cpoka MO ajl. | MBPBUTE EK3EMIUISIpU OT
JIEKapCTBEHUTE JINCTOBE C€ IMpeAaBaT C IPUEMHO-IIPEaBaTeIeH IPOTOKON Ha
uHcnekropute B P31, xouto ru cpxpansasar 3a cpok 10 rogunu.

(4) IIpu ormyckaHe Ha JIEKAPCTBEHHU MPOAYKTH, ChAbpPXKAIIU HAPKOTUYHU
BEIIIECTBA Ha JIEKApPCTBEH JIUCT, HEOOXO0JMMaTa HHPOpPMalKs OT HEro ce BbBEXKIA B
peructbpa mo wi. 3, an. 2 ot Hapenba Ne 21 ot 2000 r. 3a M3MCKBaHUATA KbM
JOKYMEHTalusATa M OTYETHOCTTA IIPM M3BBPIIBAHE Ha JEWHOCTH C HAPKOTHUYHU
BEIIECTBA U JIEKaPCTBEHU MPOIYKTH, ChABPKALM HAPKOTUYHU BELIECTBA.

Y. 506. (Hos - JIB, 6p. 81 oT 2013 1.) (1) (M3m™. - [IB, 6p. 95 o1 2018 1)
JlexapcTBenute npoaykTu mo 4i. 30r, an. 7, T. 2 ce OTIyCKaT OT aNTeKH Ha JieueOHNUTe
3aBeJICHUS ChC cTannoHap, ckirounian aoropop ¢ H30K 3a kinmHu4Ha npouenypa mno
nucniancepHo HabmoaeHue Ha 30J1 cbe 3110KauecTBEHH 3200 IIBaHMSL.

(2) (M3m. - JIB, Op. 95 ot 2018 r.) ITbpBUTE EK3EMILISPU Ha pPELENTUTE, C
KOUTO Ca IPEINUCaHH JIEKAPCTBEHU NPOAYKTH 1o wi. 30r, an. 7, T. 2, ce NoApexaaT B
XPOHOJIOTUYEH pell, KaTo HeoOXoauMara HHPOpMaIIHs OT TAX C€ BbBEXK/a B PETUCTHpa
mo wi. 3, an. 2 ot Hapen6a Ne 21 ot 2000 r. 3a u3MCKBaHUATA KbM JIOKYMEHTALIUATA U
OTYETHOCTTA P U3BBPIIBAHE HA AEMHOCTH C HAPKOTHYHU BEILECTBA U JIEKAPCTBEHU
NPOAYKTH, ChAbPIKAIIN HAPKOTUYHHU BEIIECTBA, U HAa ITbPBUS €K3EMIUIAP Ce OTOEISI3BaT
TPUTE MMEHAa W JaHHUTE OT JOKYMEHTa 3a CaMOJMYHOCT Ha IPUHOCUTENS Ha
penenrara.



(3) (U3m. - JIB, 6p. 95 ot 2014 1.) [IspBUTE EK3EMILISAPU OT PEUEITUTE IO
al. 2 ce ChbXpaHsIBaT B OOJIHMYHATA anTeKa 3a CPOK eHa TOJUHA U Ce MPEACTABST Ha
KOHTPOJIHUTE OPTaHU IIPH MPOBEPKA.

(4) (U3wm. - 1B, 6p. 95 ot 2014 r.) BropuTe ek3eMIIsipu OT peLenTHTe 10
an. 2 ce npeaaBar B P3OK exemecedyHO B CpPOKOBETE 3a OTUMTAHE JIEMHOCTTa Ha
7e4eOHOTO 3aBeJICHNUE.

(5) (M3m. - B, 6p. 95 or 2014 r.) Cnen u3THYaHe HA CpoKa IO ail. 3
pelenTuTe ce MpeaaBar ¢ MPUEMHO-TIPEeIaBaTeICH MPOTOKOJI Ha HHCIIeKTopute B P3N,
KOUTO I'M ChXpaHsBar 3a cpok 10 roguHu.

Ui 50B. (Ho - JIB, Op. 81 or 2013 r.) 3abpaHsiBa ce OTIyCKaHE B
OOJHUYHATA anTeKa Ha JIEKAPCTBEHH MPOIYKTH, ChABPIKAIIN HAPKOTHYHU BEIECTBA,
0 pPeLenTa WK JIEKapCTBEH JIMCT, MPESAITUCAHN TIPEIH MTOBEeUYe OT 7 JTHU.

Y. 50r. (Hos - JIB, 6p. 81 ot 2013 r.) (1) 3abpausiBa ce B OonHUYHATA
anTeKa OTIYCKaHEe Ha JIEKapCTBEHU MPOIYKTH, ChAbpIKAIld HAPKOTUYHU BEIIECTBA OT
npunokenus Ne 2 u 3 kpM uit. 3, T. 2 u 3 ot Hapenbara 3a pena 3a knacudunupane Ha
pacTeHMsiTa M BellecTBaTa KaTO HApKOTUYHH, B KOJMYECTBA, I[O-TOJEMH OT
MpeIIucaHuTe.

(2) Ilpm ycraHoBsiBaHE Ha HECBOTBETCTBHUS B IPEANHUCAHUETO U
MaKCHMaJHO JOMyCTHMAaTa J03a MarucTbp-(apMaieBTbT B OONHUYHATA aNTeKa €
JUTBKEH J1a ce KOHCYJITHPA C TPEANUCAINS PelenTaTa/IeKapcTBEHUS JINCT JIeKap.

(3) Ilpu HEBB3MOXKHOCT 3a U3MBIHEHHE Ha MPEINUCAHUETO CIeN
KOHCYJTalMsATa MO ajl. 2 pelenTaTa/leKapCTBEHUAT JUCT C€ Bpbllla Ha JieKaps 3a
aHyTUpaHe.

Un. 50a. (Hos - IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 95 ot 2018 r.)
3abpaHsBa ce OTIyCKaHE Ha JIEKapCTBEHHM MpOAyKTH 1o ui. 30r, ai. 7, T. 2, KOrato
MPUHOCUTEIAT Ha perenTara e noj 18 roauHu.

Un. 50e. (Hos - IB, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, 6p. 95 ot 2018 1.)
JlexapctBenure npoayktu mo wi. 30r, ain. 7, T. 1 ce oTmyckar OT anTeku Ha JiedeOHuTe
3aBEJICHUS ChC CTallMOHap, CKiIroumiIn goropop ¢ H30K 3a KIMHUYHU IBTEKU 1O WL
30r, an. 8 w/unu amOynaTopHa MpoIeaypa 3a CUCTEMHO JICKapCTBEHO JICUCHHUE TIPHU
3JI0KaueCTBEHU 3200 IsIBAHHUS.

(2) Komust Ha penienTuTe, MO KOUTO €A OTITYCHATH JICKAPCTBEHH MPOIYKTH
no aJ. 1, ce chXpaHsBar B anTekara Ha JIeueOHOTO 3aBEICHHE B TPOBIDKEHUE HA eTHA
TOJIHA, KaTO CE MPEJCTAaBIT Ha KOHTPOIHUTE OPTaHU TP TIPOBEPKA.

Paszpen VI.
IIpeanucBane Ha MEAMUMHCKH U3/1eJ1UsA, KOUTO 1Ie ce OTIyCKAT B Apyra
abpkaBa wienka (Hos - /IB, Op. 15 or 2014 1.)

Y. 50x. (Hos - /IB, 6p. 15 o1 2014 1.) (1) Ilo n3puuHO UCKaHE HA MAIUEHT
JUIaTa Mo wi. 4 IpeanucBaT HEOOXOJAMMHTE 33 JICUCHUETO MEIUITMHCKU W3S,
KOUTO III€ Ce OTITYCKaT B APYyTra AbprKaBa WICHKA.



(2) Penenture mo an. 1 cimenBa na ChABp)KAT JaHHUTE, ITOCOYCHH B
npuiiokenue Ne 4a.

Y. 503. (Hos - /1B, 6p. 15 o1 2014 1., u3m. - 1B, 6p. 95 ot 2018 r.) Koraro
MEIUIIMHCKUTE u3senus o ai. 1 Ha wi. 50k ce npeanucsat Ha 30JI, penentypHute
OyiaHku 1o Wi. 24 cieBa J1a ChIbp>KaT BCUUKH JJAHHU, IOCOYEHHU B IpuiiokeHune Ne 4a.

I'naBa nera.

OTIIEYATBAHE, PASNIPEAEJISIHE U KOHTPOJI HA
CIIEIMAJIHUTE PELEIITYPHU BJIAHKU 3A TEKAPCTBEHUA
NPOAYKTU, CHbABPKAIIIN HAPKOTUYHU BEILIECTBA, U HA
PEHEIITYPHUTE BJIAHKU 3A IIPEAIITMCBAHE HA
JIEKAPCTBEHMU ITPOAYKTHU 110 PEJJA HA HAPE/IBA Ne 34 OT 2005
I'. 3A PEJIA 3A 3AIIVTAITIAHE OT AP KABHUS BIOKET HA
JJEHEHUETO HA BBJI'APCKUTE I'PAXK/IAHHA 3A
3ABOJISIBAHUSA, U3BBbH OBXBATA HA 3AJBJIKUTEJIHOTO
3APABHO OCUT'YPSABAHE (BAI'JI. U3M. - IB, BP. 90 OT 2019T".)

. 51. (U3m. - JIB, 6p. 94 ot 2011 r., usm. - JIB, Op. 81 or 2013 1.)
MUHUCTEPCTBOTO HA 3]JpaBEOINa3BaHETO OPraHHU3UpPA M KOHTPOJIMPA OTIICYATBAHETO,
pasmpeneissHeTO U OTYUTAHETO Ha CIICHUATHUTE PelenTypHHU OJaHKH 3a OTIYCKaHe Ha
JIEKapCTBEHM MPOAYKTH 1o wi. 11, an. 1.

Y. 52. (1) (U3m. - [IB, 6p. 94 ot 2011 r., uzm. - JIB, 6p. 81 ot 2013 1.)
MHUHHCTEPCTBOTO Ha 3/IpaBeona3BaHETO €XKEroAHO 00sBABA U MPOBEXk/a 00IIecTBEHA
MOpbhYKa 3a OTIIEYATBAHE HA CIICIIMAIHUTE PEIENTYpHHU Olanku 1o wi. 11, am. 1.

(2) (U3m. - 1B, 6p. 94 ot 2011 r.) Ornedaranute OnaHku mo ai. 1 ce
MPEIOCTABST OT U3MBIHUTENS Ha MopbhukaTa B P3U B konuyecTBa 1o npeaBapuTeHO
HarpaBeHa 3asBKa.

(3) (M3m. - B, 6p. 94 or 2011 r., u3m. - IB, Op. 81 ot 2013 r.)
Criennanaurte peuentypHu OmaHku mo wi. 11, an. 1 ce mpueMaT OoT MHCHEKTOpa IO
HapkoTHyHHUTE BemectBa KbM P3U 1 ce checTaBs MpOTOKO B JIBa €K3EMILISIPA, KOWTO
ChBbPKA CIIETHUTE ITaHHU:

1. tpurte umena, EI'H u nmaHHM OT NOKyMEHTa 3a CAMOJMYHOCT Ha
npuUeMallus 1 rnperaBalius;

2. O6poil Ha penenTtypHuTe OJaHKU M Opoil Ha KoyaHUTE (KapHETUTE), B
KOHMTO ca opopMeHH OJaHKUTE;

3. cepusi, HA4YaJIeH W KpaeH HOMEp Ha KodaHa (KapHeTaTa).

(4) (M3m. - B, 6p. 94 ot 2011 r.) IlpoTOoKOIMTE CE€ MOAMUCBAT OT
IIpUeMaNIs ¥ IpelaBallns U ce mocTass rneyat Ha P3U.

Ui 53. (1) (U3m. - [IB, 6p. 94 ot 2011 r.) UHCTIEKTOpUTE IO HAPKOTUYHUTE
BerecTBa kbM P3U mipenocTaBsT crienuaHuTe pelenTypHu OJaHKY Ha JIUIaTa 1Mo il
5, an. 1 cpemy moamuc W ciel TOJaBaHE Ha 3asBICHHE IO 0O0pasel] CHIIIACHO
npuitoxkenue Ne 9.

(2) IlomydenuTe crienUaiHy PEHENTYPHH OJaHKH C€ ChbXPaHsABAT JUYHO OT
JeKapsi/ieKkaps mo JeHTalHA MEIUIIMHA U HE C€ TIPEOTCTHIIBAT.



Y. 54. (U3m. - 1B, 6p. 94 ot 2011 r.) Mucnekropure kM P3U oTunrtar
MOJIyYEHUTE CHEIHUAIHU pEelenTypHH OJaHKW, KAaTo BOAST PErHCTbp MO oOpasel|
cbriacHo npuiioxkeHue Ne 10, B KOMTO ce BIIUCBAT:

1. (m3m. - JIB, O6p. 94 or 2011 r.) TpuTe MMeHa Ha JieKaps/JeKaps IO
JICHTaJIHAa MEUIIMHA, PETUCTPALIMOHHHUAT My HOMEp ChINIacHO peructbpa B P3U mo ui.
5, an. 1 ¥ KogbT Ha JIe4eOHOTO 3aBE/ICHUE;

2. OpoAT Ha MONYyYCHHUTE KOYaHM (KapHETH) M OpOST Ha pelenTypHHUTE
OJIaHKH B THX;

3. cepusTa, MBPBUAT W TOCIEIHHUAT HOMEP OT KOYaHA C PEUEnTYpHHU
OJIaHKH;

4. naraTta Ha MOJy4aBaHe M HA MPEIaBaHE HA PEUENTYPHUTE OJIaHKU.

Ui 55. (1) 3a ycTaHOBEHU JIUIICH Ha CIEIUATHU PEUENTYPHU OJAHKH 3a
NpEANUCBAHE Ha JIEKAPCTBEHM MPOAYKTH, ChAbpXKAIIM HAPKOTUYHU BEIIECTBA,
He3a0aBHO C€ YBEAOMSBAT CHOTBETHOTO pPAallOHHO MOJULEHCKO YIpaBiIeHUE U
uHcnekTopsT 1o wi. 17 3KHBII, karo ce mocouBar cepusita ¥ HOMEPBHT UM.

(2) (U3m. - IB, 6p. 81 ot 2013 r.) B cpok 24 yaca oT yBeIOMSIBAaHETO 110
an. | MHCHEeKTOPBhT M3Mpalia NMCMEH CUTHAJI 0 CHEUUaIu3upaHaTa aMUHUCTpaLUs
Ha MMUHHUCTEPCTBOTO Ha 3]paBEONA3BAHETO, KOATO O0OsBABa 3a HEBAIUIHU
CHEIHAIHUTE pelenTypHHu OJaHKU C IIOCOUYEHUTE CEPUH U HOMEpA.

Y. 56. (Otwm. - IB, 6p. 94 ot 2011 1.)

I'maBa mecra.

YCJIOBUSA U PEJl 3A HOCEHE WM U3HACSIHE HA
JJEKAPCTBEHMU ITPOAYKTHU, IIPEJHA3ZHAYEHU 3A JIEHEHUETO
HA BBJITAPCKHA U YY KU I'PAXKIAHUAU, IOCTOAHHO 1
BPEMEHHO ITPEBUBABAIIIA B CTPAHATA U ITbTYBAIIIU
HM3BBH PEITYBJIUKA BBJITAPUSA U 3A TPAH3UTHO
IMPEMHWHABAIIN YYXKXKJIEHIU

Ui, 57. beirapcku rpaXkaaHu U 4y KA1 IPaKJaHu, [IOCTOSHHO U BPEMEHHO
npeOuBaBally B CTpaHaTa U MbTyBallld U3BbH PemybOnuka bbarapus, moraT na HOCST
WJIM /14 U3HACAT OT U 3a TPETU CTPAHM CICJHUTE BUOBE JICKAPCTBEHU IPOIYKTH:

1. (m3m. - 1B, 6p. 90 ot 2019 r.) nekapcTBeHU NPOIYKTH, PEAHA3HAYECHU
3a JICUEHHWETO UM, OTIycHaTu 1o peaa Ha Hapem6a Ne 34 ot 2005 r. 3a pema 3a
3arjam@ale oT JAbp)KaBHUS OIO/DKET Ha JICYCHHETO Ha OBIrapcKUTe TPaKAaHU 3a
3a00JI1BaHUs, U3BbH 00XBaTa Ha 3aIBJDKUTEIIHOTO 3/IPABHO OCUTYPSIBAHE;

2. IeKapCTBEHU NPOAYKTH, OTITYCKaHU 0€3 JIEKapCKO MpeANCaHne;

3. IE€KapCTBEHU NMPOAYKTH, OTIYCKAHH I10 JIEKAPCKO MPEINACAHUE.

Un. 58. (Usm. - IB, Op. 68 ot 2019 r., B cunma ot 27.08.2019 r.)
JlexapcTBeHHTE IPOAYKTH 10 Wi. 57, T. 1 Morar fia ce mpeHacsr OT CJASIHUTE JIUIIA:

1. mManWeHTHT, 3a YHETO JICUYCHUE ca NpPETHA3HAYCHH TPEIITUCAHHUTE
JICKapCTBEHH MPOTYKTH;



2. IUIETO, KOETO € MOJYYHIIO JIEKAPCTBEHUTE MPOIYKTH OT ChOTBETHATA
anTeKka U UMETO MY € BIIMCAHO KaTO MOJydaTes BbPXY peLenTara;

3. nuIie, KOeTo MpUTek)aBa U3PUUYHO IIBJIHOMOIIHO OT MAllMeHTa, 32 YUETO
JICYCHHE ca NMPEJHA3ZHAUCHHU MPEANUCAHUTE JICKAPCTBEHU IPOIYKTH.

Y. 59. (1) (U3m. - AB, 6p. 68 or 2019 1., B cruta ot 27.08.2019 r.) JIuniata
no wi. 58 yaocToBepsiBaT MPABOTO CH Ja HOCIT WM Jla TPEHACAT JEKApCTBCHUTE
OPOAYKTH IO Wwi. 57, T. 1 ¢hC 3aBepeHO OT MarucThp-hapmareBTa Korme Ha U3MbJIHCHA
perenTa oT ChOTBETHATA alTeKa, MpeAnrcana 3a KOHKPETHOTO JICUCHHE.

(2) Jlumara mo un. 58 Morar jga HOCAT WM Jla M3HACAT JICKAPCTBEHU
NPOAYKTH, MPEIHA3HAUCHH 3a JICUCHHETO MM, B KOJMYECTBA, MOCOYCHH HU(POM U
CJIOBOM B pelenTara, KosiTo CIe/IBa Jia € 00paboTeHa B anTeKaTa.

Un. 60. (U3m. - IAB, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.)
KosmyecTBaTa Ha NMpeHACSHUTE JCKAPCTBEHW NPOMYKTH 1o wi. 57, T. 1 cieasa na
OCUTYpSBAT JICYCHUETO Ha MAIlMeHTa 32 CPOK JI0 J[BA MECeIIa.

Un. 61. (U3m. - IIB, Op. 68 or 2019 r., B cuna ot 27.08.2019 r.)
JlekapcTBEHHUTE MPOAYKTH IO 4. 57, T. 2 MOTAT Jia ce MPEHACAT OT OBJITAPCKHU U UYXKIU
rpaKJIaHH MMOCTOSIHHO W BPEMEHHO ITPeOMBaBaIy B CTpaHaTa.

Un. 62. (1) Jlnnara no wi. 61 morar aa npeHacsT JIEKapCTBEHU MPOIYKTH
OT U 32 TPETU CTPAaHU B KOJUYECTBA, HEOOXOJUMHM 32 BPEMETO Ha MPECTOs UM, HO He
1oBeYe OT TPU Mecela.

(2) (U3m. - IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) JIunara mo un.
61 MoraT 1a npeHacsT OT U 3a TPETH CTPaHU JIEKApCTBEHU MPOJAYKTH 1o wi. 57, T. 2 B
[O-TOJIEMH KOJIMYECTBA, aKO MPECTOAT MM MpOJbJDKaBa MOBeUe OT TPU Mecela U
NPUTEKABAT U3/1aJICHa PEIIeNTa 32 ChOTBETHHS JIEKAPCTBEH MPOIYKT U 32 CbOTBETHOTO
KOJINYECTBO.

Un. 63. (U3m. - JIB, Op. 68 ot 2019 r., B cuma or 27.08.2019 r.)
JlexkapcTBeHHTE IPOAYKTH IO WI. 57, T. 3 MOrar Jia ce MPEHACAT OT CJICTHUTE JIUIIA:

1. mamueHTa, 3a 4YMETO JIEYCHHE ca IMpeJHa3HAuYeHU MPEIIUCAHUTE
JICKapPCTBEHH MPOTYKTH;

2. nuIe, KOeTO MPUTEkKaBa U3PUIHO IIBIIHOMOIITHO OT MAIMEHTa, 32 YUETO
JICUCHUE ca MPeJHA3HAUYCHU IPEIITUCAHUTE JICKAPCTBEHU TTPOTYKTH.

Ui 64. (1) (U3m. - [IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) Jlumata
mo 4. 63 yJgocTtoBepsiBAT MPAaBOTO CH Jla HOCST WU Ja MPEHACSAT JIEKApCTBEHUTE
MPOJIYKTH 1O WI. 57, T. 3 ChC 3aBEPEHO OT MarucThp-hapmaleBTa KOn1ue Ha U3IbJIHCHA
perenTa oT ChOTBETHATA alTeKa, MPEANKUCcaHa 3a KOHKPETHOTO JICUeHHe.

(2) Jlumara mo un. 63 Morat ga HOCST WM J1a W3HACAT JIEKAPCTBEHH
MPOJYKTH, TIPEeHA3HAYEHHU 32 JICUEHHUETO UM, B KOJIMYECTBA, IMOCOYEHH HHUPPOM U
CJIOBOM B pelienTara.



Un. 65. TpaH3uTHO MpeMUHABAIIM MPE3 TEPUTOPHUSATA HA CTpaHATa JIMIA
MMaT MpaBo Jla MPUTEKABAT JIEKAPCTBEHH MPOAYKTH, KOUTO ca MPEJHA3HAYCHU CaMO
3a TAXHOTO JICYCHHUE.

Uin. 66. KonkpeTHUTE KOJIMYECTBA JIEKAPCTBEHU MPOAYKTH, KOUTO JIMIATa
no wi. 65 umar mpaBo JAa MpUTEXKABAT, C€ ONPEIENAT OT ChbOTBETHATa IpHeMalla
JbpKaBa.

Y. 67. Ilpu TpaH3UTHO MpEeMHHABaHE Ipe3 TepuTopusTa Ha Permybnuka
bearapus Ha numara mo wi. 65 ce mpenopbuBa ga OBAAT MPEABAPUTEITHO
uH(pOpMUpaHH 32 U3UCKBAHUATA, YCTAHOBEHU OT ChOTBETHATA MpHUeMalia IbpiKaBa.

UYn. 68. Bcuuku JiekapcTBEHH MPOJYKTH, KOUTO CE TIPEHACST OT M 33 TPETH
CTpaHH 1O peja Ha Ta3u Hapenda, ciieqiBa fa Ob/IaT B OPUTHHAIIHUTE CU OMTAaKOBKH.

Un. 69. (1) Ilo pema Ha Tasu Hapemda HE MOTraT Ja C€ MPEHACST
JIEKapCTBEHU MPOIYKTH, ChABPIKALM HAPKOTUYHU BEUIECTBA.

(2) YcnoBusita 1 penbT 3a MPEHACSHE HA JIGKAPCTBEHUTE MPOIYKTH T10 aJl.
1 ce onpenenar B 3KHBII.

I'naBa ceama.

EJIEKTPOHHO NNPEJAIIMCBAHE HA JIEKAPCTBEHMU ITPOJYKTMU.
OTIITYCKAHE HA JIEKAPCTBEHUA INPOAYKTU U U3ITBJIHEHHUE
HA EJIEKTPOHHMU INPEJAIIMCAHUSA (HOBA - JIB, BP. 107 OT 2020

I'., BCHJIA OT 18.12.20207T.)

UYn. 70. (Hos - IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (dom.
- 1B, Op. 47 ot 2021 r., B cuna ot 04.06.2021 r., u3m. - JIB, 6p. 53 oT 2022 r., B cuna
or 01.11.2022 r.) IlpeanucBaHeTo Ha JIEKAPCTBEH NPOAYKT, C H3KIIOUEHUE Ha
JIEKapCTBEHUTE NPOAYKTH 1O riasa Tpera, pasgenu I, III m V, ce usBppmBa ¢
eJIeKTpOoHHO mpeanucanue. Koraro numero mo 4i. 4 ce Hamupa M3BBH JIEUEOHOTO
3aBe/IeHue, IPEANUCBAHETO Ha JIEKAPCTBEH MPOIYKT IO Wi. 6 MOXKeE Ja Ce U3BbPIIBA HA
XapTHUEH HOCUTEIL.

(2) (Hosa - /1B, 6p. 53 o1 2022 1., B cuna ot 01.11.2022 r.) Ilpeanucsanero
Ha JICKapCTBEHH TMPOAYKTH, KIacH(PHUIMpaHU BBB (apMakoJOTHYHA Tpymna
"AHTHOAKTepUaTIHU JIEKAPCTBEHH IMPOJIYKTH 3a CHCTEMHa YyrnoTpeba", ChIIacHO
aHaTOMO-TEPaNeBTUYHO-XUMHYHATA KJIacU(UKalKs B CbOTBETCTBUE C M3MCKBaHUATA
Ha CBeTOBHATa 3[[paBHA OPraHU3AIMs CE€ U3BBPILBA CAMO C €JIEKTPOHHO MPEINHCaHuE.

(3) (ITpeaumna an. 2 - B, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r.)
EnexktponHoro mnpeanucanve mo ain. 1 ce u3gaBa moj (opmara Ha €IEKTPOHEH
JOKYMEHT, mojmnucaH c kBanu¢unupan enektponeH noanuc (KEII), cerimacuo
n3znuckBanusaTa Ha Permament (EC) Ne 910/2014 na EBpomneiickusi mapjiamMeHT U Ha
CeBeta or 23 tomu 2014 1. OTHOCHO eNEKTpOHHAaTa WAECHTH(QHUKAIUA U
YIIOCTOBEPUTEIIHUTE YCIYTU TPU €JIEKTPOHHU TPAaHCAKIMU Ha BBTPELIHMS Na3ap U 3a
orMsiHa Ha [{upextuBa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) u Ha 3akoHa
3a eJIEKTPOHHMSI JOKYMEHT U €JICKTPOHHUTE YAOCTOBEPUTEIHHU YCIYTH.



(4) (ITpequmna an. 3 - JIB, 6p. 53 o1 2022 1., B cuna ot 01.11.2022 1.) I1pwm
€JIEeKTPOHHOTO MpPEANKHCBaHE Ha JICKAPCTBEHUTE MPOAYKTH MO aji. 1 ce mpuiarat
CHOTBETHO pa3nopea0uTe Ha IJlaBa BTOpa U IJlaBa TpeTa, pasjien I, a mpu eneKTpoHHOTO
MpEeANUCBAaHE Ha JICKAPCTBEHU MPOJYKTH, 3aIlIAllaHU HAMbBJIHO WJIM YAaCTUYHO OT
H30K - u Ha rnmaBa Tpeta, pazaen IV, ¢ u3kiIoueHHEe Ha W3UCKBAHUSATA OTHOCHO
xapTueHaTta ¢opMma Ha pelenTypHUTE OJaHKU U TIPOTOKOJIHTE.

Peoarxuyus kom /IB, op. 47 om 4 IOnu 2021 2.

Yn. 70. (Hos - /IB, 6p. 107 om 2020 2., 6 cuna om 18.12.2020 2.) (1) ({{on. - /IB,
op. 47 om 2021 2., 6 cuna om 04.06.2021 e.) [Ipednuceanemo Ha neKapcmeeH
nPOOYKM, C USKTIOUEHUE HA JIeKapCMEeHUme npooyKmu no 21a6a mpemad, pasoeiu
I, Il u V, ce ussvpwea c enekmponno npeonucauue. Ilpeonuceanemo Ha
JIeKapcmeer npooyKm no peda Ha 4i. 6 ce U38bpuiea ¢ peyenmypHa 61aHKa Ha
Xapmuen Hocumen Uil ¢ el1eKmpoHHO npeonucanue.

(2) Enexmponnomo npeonucanue no ai. I ce uzdasa noo ¢opmama Ha
eleKmpoHer OOKyMeHm, NOONUCan ¢ Keanuguyuparn enekmpornen noonuc (KEII),
cvenacro usuckeanuama Ha Peenamenm (EC) Ne 910/2014 na Eeponeiickus
naparamenm u Ha Cweema om 23 ioau 2014 2. omHOCHO enekKmpoHHAMA
udenmugbuxayus u yoocmosepumennume yciyau npu ereKmpoHHU MpaHcakyuu Ha
8vmpewiHus nasap u 3a ommana va Jupexmusa 1999/93/EO (OB, L 257/73 om 28
ageycm 2014 2.) u Ha 3axkona 3a enekKmpoHHUs OOKYMEHM U eleKmpOHHUmMe
YOOCmMOogepUmenHuy YCiy2u.

(3) Ilpu enexmponrHomo npednuceare Ha aexapcmeeHume npodykmu no ai. 1 ce
npunaeam cbomeemHo pasnopeodoume Ha enaga 6mopa u 2naea mpema, pasoen 1,
a npu eneKmpoHHOMO NPeonucéarne Ha NeKapCmeeHu RPOOYKmU, 3aniauanu
Hanvano uau wacmuyno om H30K - u na enasa mpema, pazoen 1V, c usknouenue
HA U3UCKBAHUAMA OMHOCHO Xapmuenama @opma Ha peyenmyprume OIAHKU U
npomoxonume.

Yn. 71. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1)
EnexTpoHHMTE mpeanucaHus ce u3gaBat, BbBEKAAT, 00paboTBaT U ChbXpaHABAT upes3
crenualn3upaH MEIULMHCKU U anTeyeH codryep.

(2) HeiictBusita mo uin. 72 - 74 ce u3BBPIIBAT MpH CHhOOpa3siBaHE Ha
HOMEHKJIaTypuTe, 00pa3uure, (GopMaTuTe U APYrUTe U3UCKBAHUS 3a CTPYKTYpHUpaHE
Ha wuHpOpManusATa M OOMEHa Ha JaHHU, INpeAHa3HadeHW 3a Harnumonannata
3npaBHouH(opManronHa cuctema (H3UC), nyOnukyBaHM Ha MHTEpHET CTpaHMIaTa
Ha MMHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO.

(3) Ilporpamaute wuHTEepdeEick W HOMEHKIATypuTe€ 3a OOMEH Ha
uHpOpMaLUs MEXTYy MeAUUMHCKUS U anTeuHus copryep u H3UC ce akryanusupat
TEKYIO, B TOBA YHUCJIO B CHOTBETCTBHE ChC CTENEHUTE HA M3TPaKJaHEe U BHEIPSBaHE
Ha pyHxuonannoctute Ha H3UC.

Un. 72. (Hos - B, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a
W3/IaBAaHETO HA CEJIEKTPOHHO MpEANHMCAHUE JIEKapsAT WINM JIeKapAT IO JAEHTajIHa
MeauinHa ce unaeHtudunupa upes KEITL

(2) Ilpu enekTpOHHOTO MpPEANUCBAHE Ha JIEKApPCTBEHHs IMPOIYKT ce
U3BBpIIBAa aBTOMaTHYHA MpPOBEpKa B PErucTbpa Ha bbiarapckus Jiekapcku cChbio3,
CbOTBETHO Ha bbiarapckus 3b00JeKapckd ChIO3 3a HAJIMYMETO Ha IpaBa 3a
yhnpaxHsBaHe Ha MpodecusTa OT JeKapsi, CbOTBETHO JIeKaps MO JAeHTajIHa MEJUIINHA,
M3BBpIIBAIL IPEIUCBAHETO.

(3) Cnen nombiBaHe Ha HeoOxoauMaTta HMHGOpMalMs 3a MPEANHUCAHUS
JIEKapCTBEH NPOAYKT JIEKapAT WM JIEKapAT IO JEHTaJHa MEIULMHA IOJINCBa
eNeKTpoHHOTO npeanucanue ype3 KEIL.



(4) Cnen moanucBaHe Ha €JIEKTPOHHOTO IPEANUCAHHE aBTOMATUYHO Ce
W3BBPIIBA BaTWJAUPAHE HA BbBelIeHATa MH(OpPMANMS U TeHepUpaHe Ha HAIMOHAJICH
pedepeHTeH HoMep Ha eJIEKTPOHHOTO Ipeanucanue noj gpopmara Ha OykBeHO-1IU(GPOB
KOZ.

Y. 73. (Hos - JIB, 6p. 107 ot 2020 r., B cuia ot 18.12.2020 1.) (1) 3a
U3IBJIIHEHUETO Ha  EJIEKTPOHHOTO MpPEINHCaHUEe MAarucTbp-papMaleBTbT e
unentudunmpa upe3 KEIT.

(2) Cnen wpenTuduuupanero mo ai. | ce H3BBpIIBA aBTOMATUYHA
IPOBEpKa B peructTbpa Ha bbirapckus ¢apmalieBTUUEH ChIO3 32 HAIMYMETO Ha IpaBa
3a ympaxHsiBaHe Ha MpoQecusiTa OT MaruCThbp-hapmalieBTa.

(3) Maructbp-hapmaneBThT U3BBPIIBA JSHCTBUS 110 HACHTH(PHUITMPAHE HA
U371aJICHOTO €JIEKTPOHHO MPEANUCaHue, TP KOUTO KAaTO BOJEII KPUTEPUI M3IMONI3Ba
EI'H na manuenra.

(4) Cnen uneHTHdUIMpaHe Ha ENEKTPOHHOTO MPEINHCAHUE MarucThbp-
dbapMaleBTHT U3BBPIIBA MPOBEPKA 32 CHA3BAaHETO HA CHOTBETHHUTE MPHIOKUMU
pasnopendu Ha TJIaBH BTOpPA M TPETA.

(5) IIpu HecmaszBaHe Ha pasnopendOUTe, MOCOYEHU B al. 4, MarucTbp-
(apManeBTHT OTKa3Ba U3IBIHEHUETO HA €JIEKTPOHHOTO MPEIIICAHNE, KaTO MOCOYBa
U IPUYMHHUTE 32 TOBA.

(6) 3a W3NBIHEHHETO Ha EJNEKTPOHHO IMPEANKUCAHUE Ha JIEKAPCTBEH
OPOAYKT, 3aruiaiiad HambiHO wiu vactuuHo oT H3OK, upe3 wusnmomsBaHus ot
MarucTbp-(hapmamneBra antedeH codryep ce M3BBPIIBA M aBTOMaTHYHA MPOBEPKa B
peructbpa Ha H30K 3a neyebnoto 3aBenenue ¢ gorosop ¢ H30K, B koeto pabotu
JeKapAT WIH JIEKAPT 10 JIEHTAaTHA MEIUIMHA, W3/1aj] €JIEKTPOHHOTO MpEANUCaHue,
KakTo U B peructbpa Ha HAII - 32 3ApaBHOOCUTYpUTENIHUS CTAaTyC Ha MallMeHTa.

Un. 74. (Hos - JIB, 6p. 107 ot 2020 1., B cuia ot 18.12.2020 r.) (1) Cnen
U3BBPIIBAHE Ha ACHCTBUATA 1O 4. 73, ai. 3 u 4 MarucThp-papManeBThT U3MbIHIBA
€JIEKTPOHHOTO MPEIMCaHNUEe, KaTO MPEIOCTaBs ChOTBETHUTE JICKAPCTBEHU MPOTYKTH
Ha TMAlMEHTa U yJIOCTOBEPSIBA U3IBJIIHEHUETO HA E€JIEKTPOHHOTO MPEANUCAHUE Ype3
noanucsanero My ¢ KEII.

(2) Cnen nmpukiroYBaHe Ha U3ITBIHEHUETO HA €TIEKTPOHHOTO MPEANCcaHne
CBIIOTO C€ aKTyaJM3Wpa aBTOMATUYHO B aNTEUYHHS U MEIUITUHCKHUS cOPTyep Karo
"N3neaHeHO", cbhOTBETHO '"YacTMYHO WH3NBIHEHO", a 3a JIEKapCTBEH MPOIYKT,
3aramniad HarrbJiHO uir yactuaHo oT H30K - karo "UsnbiHEeHO".

(3) Ilpu wusmbIHEHHE Ha ENEKTPOHHOTO TMPEANHCAHUE MAarucThbp-
(dapmareBThT clia3Ba U3UCKBaHUATA HA Wwi. 33, an. 1, wi. 34, an. 1 u an. 2, uzpedeHune
nbpBO, Wi. 36, wi. 37, an. 2 u un. 39, a 3a ekapCTBEH MPOAYKT, 3alljialllaH HaI'bJIHO
mm gactnaao oT H3O0K - m3uckBanusara Ha ui. 46, an. 2, 3 w4 u un. 47, an. 1, ¢
M3KIIIOYEHUE Ha 3aJbJDKCHUETO 3a MOCOYBAHE Ha JaTaTa Ha M3ITBJIHEHHE Ha BCEKH
OTpPS3BK, U al. 2.

JlombJIHHUTEIHN pasnopeadu

§ 1. ITo cmuchia Ha Ta3u Hapenoda:

1. "Koxg na H30K" o3HauyaBa OykBeHO-LIM(POB KO, YMATO ITbpBa OYKBa
OTroBaps Ha IbPBO HUBO Ha AHaTOMO-TepaneBTHYHaTa Kiacuukanrs Ha CBeToBHATa
3/lpaBHA OpraHu3aiys, Bp3npuera B Pernyonuka bearapus.



2. "BanuaHocT Ha penienitara’ 03HauyaBa CpOKBT, 32 KOUTO TS MOKE J1a ObJe
M3ITHJIHCHA B allTeKaTa.

3. "Konu4ecTBO aKTUBHO BEILIECTBO B J030BA €AMHUIIA" HA JIEKAPCTBEHUS
MPOJIYKT € ChAbPKAHUETO HA AKTUBHOTO BEILIECTBO, U3PA3E€HO KOJWYECTBEHO 3a €Ha
J030Ba enuHMIA (TabseTka, Karcyna) Wik 3a eJUHUIIA Maca WM 00eM B 3aBUCHMOCT
OT JIeKapcTBeHara opMma.

4. "[luto" o3HauaBa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "CratumMm" o3HauaBa "Bequara'.

7. (noBa - /1B, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 1., oT™. ¢ Pemienue
No 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 1.)

8. (aoBa - JIB, 6p. 68 o1 2014 1., B cmiia ot 15.08.2014 r.) "Ormyckane Ha
JeKapcTBeH MpoaykT 6e3 nekapcko npeamnucanue (OTC)" o3HauaBa ChbBKYIHOCTTA OT
NeicTBUS Ha (apMalleBTH B MPUEMHOTO IIOMEIICHUE Ha anTeKara 1Mo ONpeIeisiHe Ha
MOIXOISAIINS 32 OTIYCKaHEe JeKapCcTBEH NpoAyKT 6e3 snekapcko npeanucanue (OTC)
WM TPUEMaHE Ha pEIEeNTypHUTE OJIAaHKKM M IPOBEPKaTa Ha ChIBPKAHHETO UM,
KOHCYJTAIHs] OTHOCHO MPUEMAHETO U Bh3MOXKHUTE HEXKEJIaH! PEaKLUU U JIEKAPCTBEHU
B3aUMOJICHCTBUS U TIpE/IaBaHe Ha JIEKAPCTBEHUTE MPOIYKTH HA MAIMEHTHUTE.

IIpexoanu u 3aKIOUYNTEHH Ppa3nopeaoun

§ 2. (1) Pasnopenbute Ha riaBa Tpeta, pazaen IV, permameHtupaiiu
U3/]aBaHeTo, IPOMEHUTE U BAIMHOCTTA Ha pelenTypHa 6aaHka (oopazen M3 - H30K
Ne 5A no nmpunoxkenne Ne 7), Bau3at B cuiia ot 1 anpui 2009 r. Jlo BIM3aHETO UM B
CHJIa BCUYKH JIEKAPCTBEHU MPOJYKTH, 3allIalllaHd Hal'bJIHO Wi 4acTuuHo oT H30K,
ce IpeanucBaT Ha perentypHa 6nanka (oopazerr M3 - H30K Ne 5 mo mpunosxenue Ne
6) cbC cpok Ha BaUAHOCT 30 AHU.

(2) B cpox no 1 ampun 2009 r. antekute NnpuBexaaT copTyepa CU B
CHOTBETCTBUE C M3MCKBAHUATA HA Ta3u Hapea0a OTHOCHO M3/1aBaHETO, IPOMEHHUTE U

BaJIMJIHOCTTA Ha penentypHa 6ianka (oopazen M3 - H30K Ne 5A no npunoxenne Ne
7).

§ 3. (1) (M3m. - IB, 6p. 91 ot 2009 r.) B cpok mo 31 maii 2010 r.
JIEKapCTBEHU MPOAYKTH, ChIBPKAIM HAPKOTUYHH BEIIECTBA OT MpuiioxkeHust Ne 2 u 3
KbM wi. 3, an. 2 Ha 3aKoHa 3a KOHTPOJ BbPXY HAPKOTUYHUTE BEUIECTBA U
MPEKypCOpUTE, MOTAT Ja Cce MPEINUCBaT U Ha CHEHUAIHUTE PELENTypHU OJaHKU IO
oOpa3zerr cpriaacHo mpuinokenue Ne 6 keM uit. 11, an. 1 ot Hapen6a Ne 4 ot 2001 r. 3a
YCIIOBUSATA U pe/ia 3a MPEANNUCBAHE U OTITyCKaHe Ha JEKapCTBEHU MPOJIYKTH.

(2) Cnen u3THuaHe Ha CpoKa MO al. | CHenuamTHUTe PelenTypHu OJaHKH
no npuioxkenue Ne 6 kbM uwi. 11, an. 1 ot Hapenba Ne 4 ot 2001 r. 3a ycrnoBusita u
pena 3a MpelanucBaHe U OTIYCKaHE Ha JIEKapCTBEHU NPOJIYKTH CE YHHUIOKABAT OT
KOMUCHS, ONIpeIeTIeHa ChC 3amoBel Ha nupekTopa Ha PII3.

(3) 3a yauiokaBaHeTo Ha OJTAHKUTE IO ajl. 2 Ce ChCTaBs MPOTOKOJ, KOHTO
ce YTBBpK/aBa OT AUPEeKTOopa Ha cboTBeTHUA PLI3 u ce n3npama B MUHUCTEPCTBOTO
Ha 3/IpaBe0Na3BaHETO.

(4) Penentypuute Onanku mo npuioxkenne Ne 4 kpM wi. 6, an. 1 or
Hapen6a Ne 4 ot 2001 r. 3a ycioBusTa W pela 3a MpEANUCBAHE U OTIyCKaHE Ha
JIEKAPCTBEHH MPOAYKTHU MOTAT J1a CE€ M3IOJI3BAT JI0 TAXHOTO HM3YEpIIBAHE, HO HE IO-



KbCHO OT €/IHa TOJMHa OT BJIM3aHE B CHJIAa Ha Ta3W Hapeada, KaTo B TSIX CE BIUCBAT
JAHHUTE 10 Y. 7, aJl. 2 OT MEIUIIMHCKUS CIICIUAINCT, KOMTO U3/1aBa perenrara.

(5) bnankuTe Ha JIeKapCTBEHUTE JIMCTOBE 1O MpUIOKeHHe Ne 5 KbM 4il. 6,
an. 2 ot Hapen6a Ne 4 ot 2001 r. 3a ycnoBusTa U peaa 3a MPeANuCcBaHe U OTITyCKaHe
HAa JIGKAPCTBEHU MPOAYKTH MOTaT Jia C€ U3MO0JI3BAT 10 TAXHOTO U34YepIBaHe, HO HE I10-
KBCHO OT €]IHa TOJMHA OT BIIM3aHE B CHJIAa HAa Ta3u Hapeaoda.

§ 3a. (Hos - 1B, 6p. 90 o1 2019 1., m3m. - /IB, 6p. 91 ot 2020 ., u3m. - 1B,
op. 94 ot 2021 r., ot™. - [IB, 6p. 53 oT 2022 1.)

§ 4. (U3m. - JIB, 6p. 94 ot 2011 r.) KoHTposrbT 1O WM3IBJIHEHHE HA
HapenbaTa ce OCBHIIECTBsIBA OT MUHHCTEPCTBOTO Ha 3/1paBeomnasBanero, P3U u
W3nbaautennata arennus no sekapersata 1 H30K (B wacTtTa OTHOCHO OTIyCKaHe U
MPEITMCBAaHE HA JICKAPCTBEHU MPOIYKTH, 3aIUIAIAHA HAITBJIHO WM YaCTUYHO OT Hes).

§ 5. (Hom. - JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) Ta3u napenda
ce U37aBa Ha OCHOBaHUeE 4Jjl. 221 oT 3aKoHa 3a JeKapCTBEHUTE NIPOAYKTH B XyMaHHaTa
MeaunuHa W 4ia. 60 or 3akoHa 3a KOHTPOJ BBHPXY HApPKOTHYHUTE BEIIECTBA H
MIPEKYPCOPUTE, KAKTO U WI. 56, all. 2 oT 3aKoHa 32 37PaBHOTO OCUTYPSIBAHE U OTMEHS
Hapen6a Ne 4 ot 2001 r. 3a ycnoBusiTa M pefa 3a MpEINUCBaHE U OTIyCKaHE Ha
JeKapcTBeHH poaykTu (06H., B, 6p. 10 ot 2001 r.; u3m., 6p. 74 ot 2002 r.; Op. 82
ot 2003 1.; Op. 32 ot 2005 r.; O6p. 34 oT 2006 T.).

§ 6. (M3m. - IB, Op. 94 ot 2011 r.) YkazaHus Mo MpuiIaraHeTo Ha
Hapenbara naBar H30K oTtHOocHO pasmopendute mo mpeAnucBaHe W OTIYCKaHe Ha
JIEKapCTBEHM MPOJYKTH, 3aIljIalllaHd HambiaHO win vyactuyHo oT H3OK, chorBeTHO
MuHucTepcTBOTO Ha 31paBeomnas3BaHero, P31 u M3nmbiHuTenHarta areHuus 1o
JeKapcTBaTa cboOpa3HO TSAXHATa KOMIETEHTHOCT.

JonbIHUTEIHN pa3nopendu
KBbM HAPE/JIBA 3A U3MEHEHUE U IOITbJIHEHUE HA HAPEJIGA Ne 4
OT 2009 T'. 3A YCJIOBUSITA U PEJIA 3A TIPEAITIUCBAHE U OTITYCKAHE
HA JIEKAPCTBEHHU NTPOAYKTHU

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

§ 6. C Tta3m Hapenba ce BBBEXKJAT W3WCKBaHWATA Ha JlMpekTwBa 3a
u3nbiaHenne 2012/52/EC na Komucusita ot 20 nexkemBpu 2012 r. 3a onpenensHe Ha
MEpPKH 3a yJIECHSIBaHE Ha MIPU3HABAHETO HA MEAMIIMHCKUTE MPEANNUCAHUS, U3/1aJICHH B
npyra rbpxasa wienka (OB, L 356/68, 22.12.2012).

3aKJIIOYUTEHH pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIGA
Ne 4 OT 2009 T'. 3A YCJIOBUSATA U PEIA 3A ITIPEJAIIMCBAHE N
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTH

(OBH. - 1B, BP. 15 OT 2014 T'., B C1JIA OT 21.02.2014T".)



§ 7. Hapenbara Bim3a B cuiia ot JieHs Ha oOHapoaBaHeTo i B "J[bpkaBeH
BECTHHK".

3aKJII0UNTEeTHE pa3nopeaoun
KbM HAPEJBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A ITIPEAIIMCBAHE U
OTIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTHU

(OBH. - 1B, BP. 68 OT 2014 I'., B CWJIA OT 15.08.2014 T".)

§ 15. HapenOara B1u3a B cujia OT JeHS Ha 0OHapoiBaHeTo U B "[bpkaBeH
BECTHHK".

IIpexoanu u 3aK/II04YNTETHN pa3nopeadu
KbM HAPEJABA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U
OTIIYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

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

§ 21. B cpok 1o Tpu Mecena OT BIM3aHE B cujla Ha Hapeadara jJedeOHuTe
3aBEJICHHUs MOTaT Jia MPeIIUCBaT JEKapCTBEeHN IPOAYKTH Ha JIEKAaPCTBEHH JIUCTOBE 110
JIOCETaIIHUS Pel.

3akJII04YUTEeTHN pa3nopeadou
KbM HAPEJABA 3A UIBMEHEHUE U JOITBJIHEHUE HA HAPE/IGA
Ne 4 OT 2009 T. 3A YCJIOBUSTA U PEJIA 3A ITIPEAIIMCBAHE 1
OTINYCKAHE HA JIEKAPCTBEHMU ITPOJAYKTH

(OBH. - 1B, BP. 95 OT 2018 T".)

§ 17. HaBcsakbae B HapenOata aOpeBuarypara "(330JI)" ce 3ameHst cbe
"(30JI)".

IIpexoaHu u 3aK/JII0YNTETHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIGA
Ne 4 OT 2009 T'. 3A YCJIOBUSITA U PEJA 3A ITIPEAIIMCBAHE 1
OTITYCKAHE HA JIEKAPCTBEHU MPOAYKTHU

(OBH. - 1B, BP. 68 OT 2019 T"., B CWJIA OT 27.08.2019T".)
§ 22. (1) o nybnukyBane Ha uHopManusTa o wi. 23a, ai. 5 ce u3aBatT

IIPOTOKOJM 3a MPEANUCBAHE HA JIEKAPCTBEHM MNPOAYKTH NO 4. 23, an. 4 npu
AOCCTAIHUTC YCJIOBUA U IO AOCCTalllHUA PCAO.



(2) U3napeHuTe MpOTOKOJIH 110 IMyOJIMKYyBaHe Ha MH(OpMAIUATA 1O 1. 23,
aJI. 5 ce M3IBJIHABAT JI0 M3TUYAHE HA TEXHUS CPOK.

§ 23. Hapenbara Bim3a B cuiia OT JIeHs Ha OOHapoBaHeTo i B "JbpkaBeH
BecTHHK", ¢ m3kmoueHue Ha § 8, 9, § 10, 1. 2, § 12 u 21, xouto BaM3aT B cuia oT 1
sayapu 2020 r.

3aK/II0YNTEeIHU pa3nopendu
KBbM HAPEJIBA 3A JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'.
3A YCJIIOBUSATA U PEJA 3A TIPEAIIUCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU ITPOAYKTH

(OBH. - JIB, BP. 90 OT 2019 T")

§ 2. HaBcsakbpae B Hapenbara mymara "pemyOJIMKaHCKHUA" Ce 3aMEHS C
"nbpkaBHUS".

IIpexoanu u 3aKIOUYNTEHH Ppa3nopeaoun
KBbM HAPE/IBA 3A TOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 T'.
3A YCJIOBUSITA U PEJIA 3A ITIPEAIINCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU NTPOAYKTHU

(OBH. - 1B, BP. 107 OT 2020 T"., B CUJIA OT 18.12.2020 I"., U3M. - ]IB,
bP.37 OT 2021 T'., B CHUJIA OT 07.05.2021T".)

§ 2. Hapenbara Biu3a B cuna ot 18 nexkemBpu 2020 T.

§ 3. (U3m. - IB, 6p. 37 o1 2021 r., B cuta ot 07.05.2021 r.) IIpu ocurypenu
TEXHUYECKH ¥ OpPraHW3allMOHHW YCIIOBUS 3a TOBa OT MUHHCTEPCTBOTO Ha
3npaseona3BaHero 1 H30K numara mo wi. 4 u mpurexareiaure Ha paspelieHHe 3a
THPrOBUs Ha JPEOHO C JEKAPCTBEHH MPOAYKTH Ca JUIHKHU J1a IPUBEIAT AEWHOCTTA CH
[0 MpEANUCBaHE M OTIYCKaHEe Ha ChOTBETHUTE JIEKAPCTBEHU MPOAYKTH CaMO C
€JIGKTPOHHU NPEANUCaHHUs B ChOTBETCTBHE C M3MCKBAHUATA HA TJaBa ceaMma He IO-
KbCcHO OT 1 tonm 2021 r., kKaro goToraBa ce m3gaBaT U oOpabOTBAT M PEIENTH Ha
XapTHeH Hocuten. He ce nomycka JIEeKapCTBEHHAT MPOAYKT Aa Oblie HpeArnucaH
€/IHOBPEMEHHO C €JIEKTPOHHO MPEINICAHUE U C pelienTa Ha XapTHEH HOCUTEl.

§ 4. (U3m. - IB, 6p. 37 ot 2021 1., B cuna ot 07.05.2021 r.) U3nanenure
10 31 mait 2021 r. penienTy Ha XapTUEH HOCUTEN C€ U3II'BJIHABAT 1O JIOCETAIlIHUS Pejl
JI0 U3TUYaHE Ha CPOKA Ha TAXHATA BAJIUIAHOCT.

§ 5. Ilpu Texymiara akTyanu3amnus o wi. 71, an. 3 B paMKuTe Ha npoieca
Mo M3TpaxkaaHe W BHeApsiBaHe Ha (yHkmumoHamHoctute Ha H3UC ce pasrnexnmar u
CTaHOBHMIIIATa CHOTBETHO Ha bbirapckus nekapcku chio3, bbarapckus 35001eKapcKu
ChI03 M bparapckus papMareBTUYCH ChIO3.

IIpexonnu pasnopenoun
KbM HAPEJIBA 3A UBMEHEHUWUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTHU



(OBH. - IB, bP. 37 OT 2021 I'., U3M. - IB, bP. 47 OT 2021 I'., B CUJIA
OT 04.06.2021T".)

§3.(1) (M3wm. - IB, 6p. 47 o1 2021 r., B cmma ot 04.06.2021 r.) M3ganenure
70 BIM3aHE B CHJAa HA Ta3W Hapeada NMpoToKonu OT KimHWYHATAa OHKOJIOTHMYHA
KOMHCHS IO XUMHOTEpamus M 3a JICKapCTBEHO JIEYCHHE IO XEMAaToJIOTHUs Ce
U3IBIHSABAT /10 U3THYAaHE HAa CPOKA UM Ha BaIHIHOCT.

(2) B cnyuaute mo an. 1 pemenusita Ha OOmiara KIMHAYHA OHKOJIOTUYHA
Komucuss ¥ Ha KiMHMYHATa KOMHCHS IO XEMaTOJNIOTHS HE ce Ipeu3aaBaTr o
HACTHIIBaHE Ha HEOOXOJUMOCT OT ITPOMSIHATA UM.

IIpexoanu u 3aKIIOUYNTETHHN pa3nopendoun
KbM HAPE/IGA 3A UBMEHEHUE HA HAPE/IGATA 3A
JOI'bJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
HNPOAYKTU

(OBH. - 1B, BP. 37 OT 2021 I'., B CWWJIA OT 07.05.2021T".)

§ 2. I3ganenuTe 0 BIM3aHE B cujla Ha Hapeabara perenTy Ha XapTHEH
HOCHTEJI C€ M3IBJIHABAT IO JOCETAITHUS PEI.

§ 3. HapenOara Bnu3a B cuiia OT JIeHd Ha 0OHapoaBaHeTo ¥ B "JIbp:kaBeH
BECTHHK".

3akJII04YUTEeTHE pa3nopeadou
KBbM HAPEJBA 3A IOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'.
3A YCJIOBUSTA U PEJIA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA
JJEKAPCTBEHH MNPOAYKTHU

(OBH. - 1B, BP. 47 OT 2021 I'., B C1JIA OT 04.06.2021 T.)

§ 3. HapenOara Bnu3a B cuiia OT A€Hs Ha 0OHapoaBaHeTo 1 B "JIbpxkaBeH
BECTHHK".

IIpexoanu u 3aK/IIOUYNTETHH pa3nopeaoun
KBbM HAPE/IBA 3A UBSMEHEHUE U JOITBJIHEHUE HA HAPE/IBA
Ne 4 OT 2009 1. 3A YCJIOBUSTA U PEJA 3A IIPEJAIIMCBAHE U
OTIITYCKAHE HA JIEKAPCTBEHHU ITPOAYKTHU

(OBH. - IB, BP. 53 OT 2022 T".)
§ 6. IMaparpad 4 Bmm3a B cmna ot 1.11.2022 r. MuHHCTEpPCTBOTO Ha

3/IpaBeoIla3BaHeTO Ch3/aBa TEXHUYECKUTE YCIOBHS 3a M3MbIHEHHE HA § 4 B CpOKa 10
H3peUueHue MbPBO.

ITpunoxenne Ne 1 kbm 4. 4, an. 3

(M3wm. - IB, 6p. 81 ot 2013 r., mom. - /IB, 6p. 61 ot 2022 1.)



JlekapcTBeHN MPOAYKTH, KOUTO (enamepuTe U JEKapCKUTE aCUCTEHTH
HSMAT IpaBo Ja npeanucsat (3ari. pom. - /1B, 6p. 61 ot 2022 1.)

1. AHTHAPUTMUYHH JIEKAPCTBEHU NPOTYKTH.

2. XOpMOHAJIHM JIEKApPCTBEHU TMPOAYKTH Oe€3 MpPOTHBO3aYaThYHU U
KOPTUKOCTEPOUIH 32 JIOKAIHO MPUIIOKEHHE.

3. AHTHHEOIJIAaCTUYHU U UMYHOMOYJIUPAIIIU JIEKAPCTBEHU MTPOTYKTH.

4. llcuxomuTuuy ¥ TCUXOAHAJIENTULIM 3a JICYEHUE HAa XPOHUYHU
3a00JIIBaHUA.

5. (m3wm. - 1B, 6p. 81 ot 2013 r.) JlekapcTBeHU NPOAYKTH, ChABPKAIIN
HapKOTUYHH BellecTBa oT nmpuitokeHus Ne 2 u 3 kpm wi. 3, T. 2 u 3 ot Hapenbara 3a
pena 3a KIacupHUIMpaHe Ha paCTEHUSATA U BEIIECTBATa KaTO HAPKOTUYHHU.

6. JlekapcTBEHU MPOLYKTH, BKIIFOUEHH B npuiokeHue Ne 5 kpm ui. 11, an.
2.

[Ipunoxxenue Ne 2 xbMm ui. 6, an. 1

Peuentypna Onanka

3a 3a
€IHOKPATHO MHOTOKPaTHO
npemmCBaHe Hpe)]HI/ICBaHe

MI/IHI/ICTepCTBO Ha 3IpaBCOIIa3BAHCTO

MeIUIMHCKY CIIEIUATUCT (UME)

(moarmmc)
(neuar)




(uMe Ha malueHTa, Bb3pacT)
ot rp. (c.)

(OpeMeHHa xeHa, KbpMayKa, AETE - MOJYePTaBa CE MPHIOKUMOTO)

[Tpunoxenue Ne 3 kbM uil. 6, ait. 2

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

[Ipunoxenue Ne 4a kpm 4. 9a, ain. 2
(Hogo - JIB, 6p. 15 o1 2014 1.)

HGI/I?;‘-ICpHaTeJIeH CIIMCBK Ha CJICMCHTHUTC, KOUTO C€ BKJIOYBAT B
peuCuTUTE, KOUTO LIC CC UBITBJIHABAT B ApYyra AbpiKaBa YJICHKaA

Wnentudukanus Ha nmanyMeHTa:

®amunHo(u) ume(Ha)

CoOcTBeHo(HH) nMe(Ha) (W3mUcaHo(M) M3IPUIO, T.€. HE CE pa3pelaBar
WHUIIAAIIN )

Jlata Ha paxxnaHe

Nnentudukanus Ha penenrara:

Jlata Ha u3naBaHe

WNnenrudukarus Ha METUITUHCKHUS CIICITHAIACT, H3/1aJ1 perenTara:

damunHo(1) uMe(Ha)

Cob6cTBeHo(nn) ume(Ha) (u3nucaHo(M) W3O, T.€. HE CE pa3pelaBar
WHUITUAIIN )

[Tpodecunonanna kBamupukaus

JlanHu 3a mpsika Bph3Ka (ENIEKTPOHHA MMOINAa U HOMEp Ha Tene(oH WiH
¢akc, KaTo ce MOCOYU U KOJIBT 32 MEXIYHAPOIHO N30UpaHe)

Cnyxeben aapec (BKIIOUMTETHO HAMMEHOBAHHMETO Ha CHOTBETHATa
JbpKaBa YJICHKA)

[Toamnuc (1mMonokeH cOOCTBEHOPHYHO WK IU(PPOB B 3aBUCUMOCT OT HAUMHA
Ha W3/1aBaHe Ha MPEIUCAHNUETO)

Wnentudukarus Ha MpeANucaHus MPoIyKT, KOTaTo TakaBa € HEOOXOAnMa:

MexyHapoHO HENaTeHTHO HauMEHOBAaHWE WM  (apMaKoIenHo
HAUMEHOBAHHE Ha JICKAPCTBEHOTO UM BEIIIECTBO

THpProBckOTO HAMMEHOBAHHE HA JIEKAPCTBEHUS MTPOAYKT B CITYYAWTE 110 YT,
9a, an. 4

JlexapcTBena popma (TabneT, pa3TBOp U T.H.)

KonunuectBo

KomnnuecTBo Ha akTHBHOTO BEUIECTBO 3a JJ030Ba €MHUIIA

Jlo3upoBKa.



[Tpunoxenue Ne 5 xbm uit. 11, an. 2
(H3m. - JIB, 6p. 81 or 2013 1.)

JlekapCcTBEeHH TIPOIYKTH, CBhIABPXKAIIM HAPKOTHYHH BEIIECTBA OT
nprtokenus Ne 2 u 3 kpM uit. 3, T. 2 u 3 ot Hapenbara 3a pena 3a kiacudunupane Ha
pacTeHHsITa W BEIIEeCTBaTa KaTO HAPKOTUYHHU, B KOMOMHALIUS C JIPYTH JIEKAPCTBEHU
BEIIIECTBA

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

[Tpunoxenue Ne 5a kbm wit. 21, an. 2 u wi. 30a, ain. 1 u 2

(Hogo - JIB, 6p. 95 o1 2014 1.)






[Tpunoxxenue Ne 56 kbm ui. 30a, ain. 5

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

1o poToKoJT No
[Tanment: Mme IIpesume @amunus

TEPAIIEBTUYEH ®UIII

Jara N3 No/Allp Br3pacr:
Ha Ne:
paxaaH
e:
Pxer Terno: Ten. noBbpXHOCT (M?):
(cm):
Kpeatun OTnenenue, JlaTa - Ha4ayo Ha
HUH: UMe U KOJI: TepanusTa:
[ukbi Xumuorepan
Ne: €BTUYHA
cxema:
Hara - [Ny Yac na |AT| JlexkapctBen |Jlekapct| IIprHa |Cranaa|WuauBunyann | Penyk | Kopurupana | Hocu | Konteitn [ O6e | Bpeme
Hen/mu| |npunox (C MIPOIYKT - BEeHa |mpwiaraHe | prtHa a 103a 1Us Ha | MHAMBUAYalHA | Te ep3a | MHa /
u CHHE Thproecko | dopma | (iv, sc, po, | mosa | (mg/mcg/lU/ |no3ara 1032 MAIMEHT | TOTO | CKOPO
ume WUHTpaKaBU MIU/MU) B % | (mg/mcg/1U/ a (Oanka | Bus | cT3a
TapHo, MIU/MU) CTBKJIO, |pa3TB | mpuia
WHTpPaBe3n OaHka op | rame
KaJTHO U PVC, [(ml)| (hl
T.H.) nHDY3. ml/h)
Cax,
CIIPUHIIO
BKa,
eI1acToM




epHa
IIOMIIa U
7p.)

Jlama:

Jen Ne |5

Jlama: |1
Jen Ne [o

Jlama: |1
Jen Ne [o

Jlama: |1
Jen Ne |5

Jlama: |1
Jen Ne |5

Jlama:




Ilen No

JlexyBal JIeKap: .......ceeneee. (mommuc)  Ha3HAYEHO HA: .....cccevveeeveeenenen. (mara)
Nwme [Ipeznme Gamumnust
[Tpurotswmit: Mar.-papm./mom.-papm. Ume Ilpesnme Gamunus ..................... (mopruc)

[TpoBepuin: Mar.-papM. Mime IIpesrme DaAMUIHS .......ccveevereienieeieniieieeieeieeienne (moammuc)



[Tpunoxenue Ne 6 kbm wi1. 24, an. 1

(H3m. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)




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

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

[Tpunoxxenue Ne 8 xbm ui. 24, ain. 1

(Uzm. - 1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1., uzm. - JIB, Op. 68
ot 2019 1., B cmima ot 01.01.2020 1.)












[Tpunoxenue Ne 8a kbm wi. 30a, an. 1

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

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

(Hogo - IB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 r., npenumno Ipunoxenue Ne 86 kbm wi. 30r, ain. 3, uzm. - /1B, 6p. 95 ot
2018 r., m3m. - JIB, 6p. 37 ot 2021 1.)







[Tpunoxenne Ne 88 kM uit. 30r, an. 4 u 5

(Hoso - /1B, 0p. 95 ot 2014 r., npenuuiHo punoxenue Ne 88 kbM ui. 30r,
an. 3, usm. - /IB, 6p. 95 ot 2018 r., u3m. - /IB, 6p. 37 o1 2021 1.)




[Tpunoxxenue Ne 8r kbp™m wi. 301, an. 1

(Hogo - JIB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 68 ot 2014 1., B cuna ot
15.08.2014 r., npenumno [Ipunoxxenue Ne 88 kbM ui. 307, an. 1 - JIB, 6p. 95 ot 2014

r.)

Peuentypna Omanka Ne .........c..........
3a JIEKapCTBEHU MPOAYKTH, 3aramniadu ot H30K

HaunmeHnoBanue Ha 1eueOHOTO 3aBegeHue - Per. Ne

Jlexap (ume)

3a2005ABaHE TPYIA NO ...oovviiiiiiiieiieeieeee e o npuit. Ne 1
[TpoTtokom Ne .......covvvienennnnne Hara:



Jlekap:
(moamnuc u neyar)

[TanuenT:
ET'H:

Hom. agpec:

I'p. (c.)

OrnycHain: [Tomyum:
Mar. gapm. YUH:



Lotibouoon

(moamuc v mevar) Jara:



[Tpunoxenue Ne 81 kbm 4. 50, an. 4

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

}KypHan 3a pas3sTBaApAHC HaA JICKaPCTBCHU MMPOAYKTHU 3a JICHCHHEC Ha OHKOJIOTMYHH/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MuauBuayanHa nosa bpoii OcraTbk Cpox Ha |Hocuren|Hocuren|ITaiy
HOpEe/ICH|IPUTOTBSIHE |[TPUTOTBsIHE| TpoayKT | aktuBHO B- [(M@/mcg/IU/MIU/MU)| otBopenn |(mg/mcg/IU/MIU/MU)| roaroct | (ume) (ml) | (EI
Ne (ume) BO BbB (rakoHu 3a Ha
GakoH HPUTOTBSIHE ocTaTbKa
Ha j103arta
1
O061m10 32
aaTa .......
2
O6m10 32
aata .......




}KypHan 3a pas3sTBaApAHC HaA JICKapCTBCHU MMPOAYKTHU 3a JICHCHHEC Ha OHKOJIOTMYHH/OHKOXEN

JIIT - Jara Ha Yac na |JlexapcrBen|KomnuectBo| MuauBuayanHa nosa bpoii OcraTbk Cpox Ha |Hocuren|Hocuren|ITaiy
[OPEICH | IPUTOTBSAHE |IPUTOTBsAHE| TpoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenu |(mg/mcg/IU/MIU/MU)| rogroct | (ume) (ml) | (EI
No (ume) BO BbB (draxonu 3a Ha
dakon [PUTOTBSIHE ocTaThka
Ha j103aTta
O61wo 32




[Tpunoxenue Ne 8e kbm wit. 50, ain. 5

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

Omnnc Ha HEU3NOI3BACMUTE OCTaThUU OT JICKAPCTBCHU IMPOAYKTH 3a JICUHCHUC HA OHKOJIOTMYHU/OHKOXEMATOIOTMUHHU

3a00JI1BaHUS
Ne [ Tata | Jlekapcteen | ATC | JlekapctBeH | Kon-Bo | Jlek. | Ilaptuaen Ne Hewusnonssaem ena Ha uan | CroiiHOCT
OPOJYKT OpoAyKT | akT. B- |dopma Ha OCTaThK 3a JICHS ¢akon/am. Ha
(TBpr. HME) (INN) BO npousBoautens | (mg/meg/IlU/MIU/MU) (11B.) ocTaTbhKa
(y1B.)
1.
2.




[Tpunoxenue Ne 9 kpm wit. 53, ain. 1

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

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

0

JAUPEKTOPA HA

PETMOHAJIHA 3JIPABHA MHCIIEKIA
IP. e,

Ha BHuMaHueTO Ha
HHCIICKTOpPA I10
HAapKOTUYHH BCUICCTBA

3ASBJIEHUE
Ot
(TpuTe MMEHa Ha JieKapsi/JIeKaps 1Mo AeHTaTHa MEeTUIIHA)
ettt eeteeeetteeetaaatteeeetettunaeteeeeteeestunaateteetttterthnarteeettteethanteeeetteeenrrteeeettee i aaaraeereteer s ",
(HamMeHOBaHUE Ha JIEUeOHOTO 3aBEICHUE)
(ampec Ha JIeueOHOTO 3aBEACHUE)
CNo B perucTbpa Ha P31 Ha nekapuTe/nexapure mo JeHTaTHA MEIUIINHA,

KOHUTO INPCANUCBAT JICKAPCTBCHU IMPOAYKTH, ChbABbPKAIIM HAPKOTUYIHH BCIICCTBA.

Momns na Mu 6’L,Z[aT NpeaAOCTaBCHU:

........................................... Oposi KOUaHU CIEMATHU PELENTYPHH OJaHKHU ChC 3€JIEH LIBST

........................................... 6p051 KO4YaHU CIICHIUaJIHU PCUCIITYPHU OJIaHKH C JKBIIT OBAT

(moamuc)



[Tpunoxenue Ne 10 xbm ui. 54

(U3m. - JIB, 6p. 81 or 2013 1.)

Peructbp Ha nexapurte/IeKapuTe 1Mo ASHTAIHA MEAUIIMHA, TTOTYYUIIH CIICIIUAIHHA PEICNITYPHU OJIAHKH 32 MPEANUCBaHe Ha
JIEKapCTBEHH MPOAYKTH, ChIBPKAIA HAPKOTHIHHUTE BemiecTBa oT nmpuinoxkeHus Ne 2 u Ne 3 kpm . 3, T. 2 u 3 ot Hapenbara 3a

pena 3a kiacuuIrpaHe Ha PACTEHUATA M BEIIECTBATA KATO HAPKOTHYHU

(3arn. u3m. - IB, 6p. 81 oT 2013 1.)
Per. Ne
CBIJIACHO
perucropa
o 4i. 5,
an. 1, 1. 1 Tpute uMeHa Ha JeKaps/IeKaps 1o JCHTATHA MEIUIINHA
Kon Ha bpoii nonyyenu bpoii nonyuenu Cepus [ara Ha [Toamuc Harana | Ilognuc Ha
ne4e0HOTO | KOYaHM (KapHETH) KOYaHH (KapHETH) ot Ne MOy~ Ha JieKaps/ |IpenaBaHe| MHCIEKTOpa
3aBesieHue | ¥ Opoii Ha crienuarn- u Opoii Ha cneran- 10 Ne yaBaHe JeKaps 1o 10 HapKo-
HUTE pEelenTypHU HUTE pPelenTypHU JIEHTaTHa TUYHU
OJIaHKH C )KBIT 0JIaHKH ChC 3€JIeH MeIUIHA BEleCTBa
LBST B TIX UBST B TSX







[Tpunoxenue Ne 11 xbMm ui. 56

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



MN3TOYHUK: MpaBHO-MHPOPMAUMOHHK cucTemu "Crnena”



